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06 yTeep:xnenun ¢popm NPOBEPOYHBIX JIHCTOB (CIMHCKOB KOHTPOAbLHBIX
BOIIPOCOB), HCNO/IL3yeMbIx PeaepastbHOi cJay:x00i o Haa3opy B cdepe
31paBOOXPAHEHHUS H €€ TePPHTOPHATbHBIMH OPraHAMM IPH NPOBEACHUH IIAHOBBIX
TIPOBEPOK NPH OCYUIECTBICHHH (erepaibHOro rocyaapcTBeHHOro HaJ30pa B cepe
00paIleHNs JIEKAPCTBEHHBIX CPEACTB

B cootBetcTBUM ¢ yacTsio 11.3 cTathu 9 ®enepabHOro 3aK0Ha OT 26 nexabps 2008 r.
Ne 294-®3 «O 3awure npas TOPANMMECKHX JINIl ¥ HHANBUAYANbHBIX peApHHIMATENIEH Ipu.
OCYIIECTBIICHHH TOCYNapCTBEHHOrO KOHTPOMIs (Hanzopa) MYHHIUIATEHOTO KOHTPOJLD?
(Cobpannue 3akononarensctsa Poccuiickoii @enepanun, 2008, Ne 52, cr. 6249; 2009, Ne 18,
cT. 2140; Ne 29, cr. 3601; Ne 48, cr. 5T11; Ne 52, ct. 6441; 2010, Ne 17, cr. 1988; Ne 18,
CT. 2142; Ne 31, ct. 4160, 4193, 4196; Ne 32, cr. 4298; 2011, Ne 1, cT. 20; Ne 17, cr. 2310;
Ne 23, c1. 3263; Ne 27, cr. 3880; Ne 30, ct. 4590; Ne 48, cT. 6728; 2012, Ne 19, cr. 2281;
Ne 26, ct. 3446; Ne 31, ct. 4320, 4322; Ne 47, ct. 6402; 2013, Ne 9, ct. 874; Ne 27, cr. 3477,
Ne 30, ct. 4041; Ne 44, ct. 5633; Ne 48, cT. 6165; No 49, ct. 6338; Ne 52, cT. 6961, 6979, 6981;
2014, Ne 11, cr. 1092, 1098; Ne 26, cr. 3366; Ne 30, ct. 4220, 4235, 4243, 4256; Ne 42,
CT. 5615; Ne 48, ct. 6659; 2015, Ne 1, cr. 33, 64; 72; 85; Ne 14, cT. 2022; Ne 18, cr. 2614;
Ne 27, c1.3950; Ne29, cr. 4339; 4362; 4372; 4389; 6207; Ne 48, cr. 6707; 2016, Ne 11,
cT. 1495; Ne 18, c1. 2503; Ne 27 cr. 4160, 4164, 4187, 4210; 4194; 4287; 2016, Ne 50,
CT. 6975; 2017, Ne 9, cT. 1276; Ne 18, c1. 2673), mocTanoBIeHHEM IIpaButensctea Poccuiickoit
Qenepaumu  or 13 despans 2017 r. Ne 177 «O6 YTBEPXJCHUH 00mMX TpebGoBaHMiT K
paspaboTKe M yTBEPXKICHHIO IIPOBEPOYHBIX JIMCTOB (CITHCKOB KOHTPONBHEIX BOIIPOCOB)»
(Cobpanme 3akoHOmAaTETHCTBA Poccuiickoit Oenepanun, 2017, Ne 9, cr. 1359) u
nocranosnenueM IlpaButensctBa Poccuiickoii OQenepaunu or 15 oxrabps 2012 .
Ne 1043 «O6 yrBepsxnennu [Tonoxerus o (enepanbHOM rocynapcTBeHHOM HaJ3ope B cdhepe
OOpaIlleHHsI  JIeKapCTBEHHBIX cpencte» (Cobpanme 3akoHomaTenscTBa Poccuiickoii
®eneparmy, 2012, Ne 43, cr. 5877; 2013, Ne 24, cr. 2999; 2015, Ne 25, cr. 3672; Ne 37,
CT. 5153; 2016, Ne 38, cT. 5567; 2017, Ne 32, ct. 5087)

OPpHKa3blBalo:
YTBepauTH:




1. ®opMy mpoBepouHOro JHCTa (CHMCKa KOHTPONBHBIX BOIPOCOB), HCIIOIB3yEeMOTO
denepanpHoil CIyk00i MO Haa3opy B cdepe 3ApaBOOXPAHEHMS H €€ TEPPHUTOPHAIBLHBIMH
OpraHamy IIpH TPOBEJEHUM IUIAHOBBIX IIPOBEPOK IPH OCYLIECTBICHHH (DeIepaJbHOTO
rOCYHapCTBEHHOIO  Haa3opa B  cdepe  obpallleHHs  JIEKAPCTBEHHBIX  CPENCTB
(XpaHeHHe JIEKapCTBEHHBIX IPEIapaToB U1 MEIMIMHCKOrO NMPHUMEHEHHUS B OpraHu3alny
ONTOBOM TOProOBJIH JIEKaPCTBEHHBIMH CpeCTBaMy) (priioxenue Ne 1);

2. ®opMy MPOBEPOYHOro JIMCTa (CIHCKAa KOHTPOJBHBIX BOIPOCOB), HCIIOJIB3yEeMOrO
denepanpHOM CiTyk00# MO Ham30py B cdepe 3ApaBOOXPAHEHMS M €€ TePPUTOPHAIBLHBIMU
OpraHamy INpH IIPOBEJSHWH IUIAHOBBIX NPOBEPOK IPH OCYLIECTBICHHH (heJepalbHOrO
roCyJIapCTBEHHOrO  Hajg3opa B cdepe  ofpalleHMs  JIEKapCTBEHHBIX  CPEICTB
(XpaHeHHe JIeKapCTBEHHBIX IpeNapaToB I MEIUIMHCKOTO NMPUMEHEHHS B MEIUIIHHCKON
OpTaHM3AIMY M MHBIX OPTaHU3aIMsX, IMEIOIINX JIMIEH3HI0 Ha MEUIMHCKYIO AEATEIbHOCTD)
(mpuitoxenue Ne 2);

3. ®opMy MPOBEPOYHOro JUcTa (CIHCKAa KOHTPOJBHBIX BOIPOCOB), HCIIOIB3yEMOTO
DenepanbHOi CiTy)00i 10 Han30py B cdepe 3IpaBOOXPAHEHUS U €€ TEPPUTOPHATBHBIMU
OpraHamMy IpY I[POBEIEHWH IUIAHOBHIX IPOBEPOK IIPU OCYIIECTBICHHH (eaepalbHOrO
rOCYyJapCTBEHHOrO0  Ham3opa B  chepe  oOpallleHHs  JIEKapCTBEHHBIX  CPEICTB
(XpaHeHue JIeKapCTBEHHBIX IPENapaToB UL MEIULMHCKOTO IPUMEHEHHs B allTeKe I'OTOBBIX
dopm) (mpunmoxerue Ne 3);

4. ®opMy IIPOBEPOYHOrO JIUCTA (CIHCKa KOHTPOJIBHBIX BOIIPOCOB), HCIIOIb3YEeMOTO
DenepanpHOM ciyx0oi MO Ham30py B chepe 3ApaBOOXPaHEHHS M €€ TEPPUTOPHAIbHBIMU
OpraHaM{ TIpU IMPOBEIEHWH IUIAHOBBIX IIPOBEPOK IIPH OCYLIECTBICHHH (eJepalbHOro
TOCYIAapCTBEHHOTO  Ham3opa B  cdepe  oOpamieHusi  JIEKapCTBEHHBIX  CPENCTB
(XpaHeHHe JeKaPCTBEHHbIX IIPENapaToB AT MEAUIUHCKOTO PHMEHEHH B alITEYHOM ITyHKTE)
(mpunoxenue Ne 4);

5. ®opMy IIPOBEPOYHOrO JHcTa (CHHCKA KOHTPOJBHBIX BOIPOCOB), HCIONBE3yEMOIO
denepanbHOM CiIyX00# 1Mo Haa30py B cdepe 3ApaBOOXPAHECHUSA U €€ TePPUTOPHAIBHBEIMH
OpraHaMyd IpY IPOBEACHUM IUTAHOBBIX IIPOBEPOK IPU OCYLIECTBICHHH (enepaabHOro
rOCyapCTBEHHOTO  Ham3opa B  cdepe  oOpalneHHss  JEKapCTBEHHBIX  CPEICTB
(XpaHeHHe JIEKApCTBEHHBIX [IPENapaToB I MEAULMHCKOrO IIPHMEHEHH)S B AlITEYHOM KHOCKE)
(mpwnoxenue Ne 5);

6. ®opmy NpPOBEPOYHOrO JIHICTA (CIMCKAa KOHTPOJBHBIX BOIIPOCOB), HCIONB3YyEMOTIO
DenepapHOl CITy)O0# MO HaA30py B chepe 3paBOOXpPaHEHUS U ee TePPUTOPHAILHBIMU
OpraHaMHd OpH MPOBEINCHWH IUIAHOBHIX IIPOBEPOK IIPU OCYLIECTBICHHU (enepaabHOro
rOCYJAapCTBEHHOTO  Hag3opa B cdepe  oOpalleHHs  JIEKAPCTBEHHBIX  CPENCTB
(XpaHeHHe JIEKApCTBEHHBIX I[IpenapaToB [JIs MEIULWHCKOrO IPHMEHEHHS B alTeke
IIPOM3BOJACTBEHHOM) (priioxxenue Ne 6);

7. ®opMy IPOBEPOYHOrO JIUCTAa (CIHMCKA KOHTPOJBHBIX BOIIPOCOB), HCIIOIB3YEMOIO
denepanbHOM CiTy)K00H 1O Ham30py B cdepe 3ApaBOOXPaHEHHUS U €€ TepPUTOPHAIBHBIMU
OopraHaMu TIp¥ TPOBENEHUH IUIAHOBBIX IPOBEPOK IIPU OCYILECTBICHHH (hefepanbHOro
rOCYZapCTBEHHOTO  Hag3opa B  cdepe  oOpallleHuss  JIGKAPCTBEHHBIX  CPEIACTB
(XpaHeHHe JIEKapCTBEHHBIX IIpernapaTroB I MENUIIMHCKOrO IIpUMEHEHHS B alTeKe

IPOU3BOJICTBEHHON C IPAaBOM W3TOTOBIICHHS ACENTUYECKUX JIEKAPCTBEHHBIX IpeIapaToB)
(mpunoxenue Ne 7);




8. ®opMy IPOBEPOYHOTrO JIMCTA (CIIMCKA KOHTPOIBHBIX BOMPOCOB), HCIIONB3YyEMOTO
®enepanpHOi Ciy)00# 10 Ham30py B chepe 3ApaBOOXpPAHEHHS U €€ TepPHTOPHATbHBIMU
OpraHaMd TpH IPOBEIEHHAH IUIAHOBBIX IIPOBEPOK IIPH OCYLIECTBICHHH (heaepalbHOrO
roCyJIapCTBEHHOr0  Ham3opa B chepe  oOpallleHus  JIEKAPCTBEHHBIX  CPENCTB
(XpaHeHHe JIeKapCTBEHHBIX IIPeIapaToB A MEIMIMHCKOTO IPHMEHEHHS B MEIULIUHCKAX
OpraHm3aliiIXx M uX 00O0COONEHHBIX HoApasfieneHusaX (LUeHTpsl (OTHENeHHs) obmieit
BpaueOHOM (CeMelHO#) npakTHKy, aMOyiaTopud, (QenpImepckue M - QenpauepeKo-
aKyIIEPCKHEe ITyHKTHI), PACIIOJIOXKEHHbIE B CENBCKUX HACETIEHHBIX IyHKTaX) (Mpuioxenne N
8);

9. ®opMy IPOBEPOYHOro JUCTa (CIHCKAa KOHTPOJBHBIX BOIPOCOB), HCIIOIB3yEMOrO
denepanpHOi Ciyx00i 1O HaI30py B cdepe 3ApaBOOXPAHEHUS M €€ TePPUTOPHAILHBIMU
OpraHaM¥ IIPH TPOBEJCHHH IUIAHOBBIX IIPOBEPOK IPHU OCYHIECTBIECHHMH (elepaibHOTO
roCyapCTBEHHOr0o  Ham3opa B  coepe  oOpalleHHs  JIEKapCTBEHHBIX  CPENCTB
(XpaHeHHe JIEKapCTBEHHBIX IPETapaToB I MEIUIIMHCKOTO IPUMEHEHNS HHANBHIY AIbHBIMA
npeanpuHUMaTessmu) (puinoxenue Ne 9);

10. ®opMy HpOBEPOYHOro JIUCTa (CIHUCKAa KOHTPOJIBHBIX BOIIPOCOB), HMCIIONB3YEMOIO
MepepansHOi ciyx6oii MO Hax30py B chepe 3IPaBOOXPAHEHUS M €€ TEPPUTOPHAIBHBIMH
OpraHaMd TpH TPOBEAEHHH IUIAHOBBIX IIPOBEPOK IPH OCYIIECTBIECHHH (elepanibHOro
rocyJapCcTBEHHOTO  Ham3opa B  cdepe  oOpalleHHs  JIEKQpCTBEHHBIX  CPENCTB
(mepeBO3Ka JIeKApCTBEHHBIX IIPENapaToB JJis MEAULMHCKOrO NMPHUMEHEHHS B OpraHHU3aIMH
OITOBOM TOPTOBIIH JIEKAPCTBEHHBIME cpeacTBaMu) (npunoxkernue Ne 10);

11. ®opMy MPOBEpOYHOro JHcTa (CIHCKA KOHTPOJBHBIX BOIMPOCOB), MCIONIL3YEMOIO
DenepanbHOi Ciyx00ii M0 Hax30py B cdepe 3APaBOOXPAHEHUS M €€ TEPPUTOPHAILHBIMH
OpraHaMd IpU IMPOBEAEHHH IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBICHHM (eAepalbHOrO
rocyJapCTBEHHOrOo  Hazzopa B  cbepe  oOpamieHHs  JIEKapCTBEHHBIX  CPEICTB
(epeBO3Ka JIEKAPCTBEHHBIX IIPeapaToB Il MEAWULMHCKOTO INPHMEHEHUS B MEAMIHHCKON
OpraHM3alM{ U MHBIX OPraHU3alaX, IMEIOIINX JIUIEH3HIO Ha MEUIIMHCKYIO NesSTEebHOCT)
(mpumoxenue Ne 11);

12. ®opMy HpOBEPOYHOro JUCTa (CIUCKAa KOHTPOJIBHBIX BOMPOCOB), MCIONB3yEMOIO
denepabHON CITy>X00H 10 HaA30py B cdepe 3IpaBOOXPaHEHHs U €€ TEPPHTOPHAILHBIMU
OopradaM# MpH IIPOBEJCHHHM IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBIECHHH (eAepabHOrO
rOCyapCTBEHHOr0  Ham3opa B  chepe  ofpameHHs  JEKapCTBEHHHIX  CPEACTB
(mepeBo3Ka JIeKapCTBEHHBIX IPEnapaToB Ui MeAUIMHCKOrO IPUMEHEHHUS B aNTeKe I'OTOBBIX
dopm) (npunoxenue Ne 12);

13. ®opMy MpPOBEPOYHOrO JUCTA (CIMCKA KOHTPOJIBHBIX BOIPOCOB), HUCIIONB3YEMOTO
®enepabHOM CITy)k00i MO HaA30py B cepe 3ApaBOOXpPaHEHHUS U €€ TEPPHUTOPUAIBHBIMU
opraHaMd Ipd MPOBEAEHHH IUTAHOBEIX IPOBEPOK MPU OCYLIECTBICHUH (enepalbHOro
rOCYHapCTBEHHOr0  Ham3opa B cdepe  oOpamieHHss  JIEKapCTBEHHBIX  CPEACTB
(mepeBO3Ka JIEKAPCTBEHHBIX IPENapaToB AN MEAUIMHCKOrO IPUMEHEHHS B allTeYHOM
nyHKkTe) (npunoxkerue Ne 13); '

14. ®opMy MPOBEPOYHOro JTUCTA (CIMCKA KOHTPOJIBHBIX BOIPOCOB), HCHOJIB3YE€MOIo
DenepanbHOM CITyk00ii MO Hax30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUANBHBIMU
OpraHaMH IIpU TMPOBEJCHHU IUIAHOBBIX IPOBEPOK IMPH OCYIIECTBIECHUH (eAepabHOro
rOCYHapCTBEHHOro  Ham3opa B cdepe  oOpamieHuss  JIEKapCTBEHHBIX  CPEICTB




(mepeBo3Ka JIeKapCTBEHHBIX INPENapaToB Ui MEQWUMHCKOTO NPUMEHEHHS B alTeYHOM
xuocke) (mpmnoxenue Ne 14);

15. ®opMy HpoBEpOUHOro JUcTa (CHHCKAa KOHTPOIBHBIX BOIMPOCOB), HCIOJIB3YyeMOTO
denepanpHOi Cityx00# 1Mo Hamzopy B cdepe 3[paBOOXpAaHEHHS U €€ TePPUTOPHAIBHEIMU
OpraHaMK MpH IIPOBEJEHMH IUIAHOBBIX IIPOBEPOK IIPH OCYINECTBIEHHH (herepanbHOro
rocyJapcTBeHHOro Hamsopa B chepe  ofpalueHuss  JICKAPCTBEHHBIX  CPEACTB
(mepeBo3Ka JIEKapCTBEHHBIX MPENaparoB s MENWIMHCKOTO MpPHUMEHEHHS B alTeKe
IIPOM3BOAICTBEHHOI) (ipunoxerue Ne 15);

16. ®opMy mpoBepouHOro jmcra (CMHUCKa KOHTPOJBHBIX BOIPOCOB), MCIONBE3yeMOro
DenepanbHOl CIyx00# 10 Ham3opy B chepe 3[ApaBOOXpaHEHHS U ee TePPUTOPUATBHBIMU
OpraHaMM @pM IPOBEJECHWH IUIAHOBBIX IIPOBEPOK IIPH OCYIUECTBIECHHU (efepanbHOro
roCyJIapCTBEHHOTO  Haa3opa B cdepe  oOpalleHHs  JISKAPCTBEHHBIX  CPEACTB
(mepeBO3Ka JIEKAPCTBEHHBIX MPENapaToB JUId MEIULUHCKOTO TNPUMEHEHHs B alTeKe
TIPOM3BOJICTBEHHON ¢ IPABOM WM3IOTOBIEHHS aCeNTHYECKHX JEKapCTBEHHBIX MPENapaToB)
(npunoxxenue Ne 16);

17. ®opMy IpPOBEPOYHOro JHCTa (CIHCKa KOHTPOJIBHBIX BOIPOCOB), HCIIOIBE3YyEMOTO
PenepanpHOii Ciyx00ii M0 Hax30py B cdepe 3IpaBOOXpAHEHHS M €€ TEPPUTOPUATBHBIMU
OpraHaMd TpH IPOBEIEHUM IUIAHOBBIX IIPOBEPOK IPH OCYIIECTBIECHHM (enepasbHOro
rOCyJapCTBEHHOTO  Ham3opa B  chepe  oOOpalleHHs  JIEKapCTBEHHBIX  CPEICTB
(mepeBo3Ka JIEKApCTBEHHBIX NPeNapaToB Uil MEAUIMHCKOrO IPHMEHEHHS B METUIIUHCKUX
OpraHu3allisiX ¥ HX OOOCOOJEHHBIX IOApasfeneHusX (LEHTPHl (OTHeneHus) oOwei
BpaueOHOM (ceMeliHOM) mpakTuKH, amOymatopuu, Genpauiepckue H - (enpamepcko-
aKyIIEpCKUe ITyHKTHI), PACIIONIOKEHHBIE B CEIbCKUX HACEeIECHHBIX MMyHKTaX) (IpriioxeHue Ne
17);

18. ®opMy IPOBEPOYHOrO JIMCTA (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), MCIONE3yEMOIO
DenepanpHOi Cityx)00# 10 HaA30py B cdepe 3ApaBOOXPAHEHHS H €€ TEPPUTOPHATBHBIMU
OpraHaMy IIpH IPOBEJEHHH IUIAHOBBIX INPOBEPOK MPH OCYIIECTBICHHH (enepanbHOro
roCyIapCTBEHHOTO  Ham3opa B chepe  oOpallleHHs  JIEKQpCTBEHHBIX  CPEACTB
(mepeBO3Ka  JIEKAPCTBEHHBIX  MpemapaTtoB Ul MEIOMIMHCKOIO  IPUMEHEHUs
MHIUBUIYAJIEHEIMH NPeOIIpUHAMAaTENIMK) (IprioxeHne Ne 18);

19. ®opMy MPOBEPOYHOrO JIUCTa (CIHCKAa KOHTPOJBHBIX BOIPOCOB), HCIONE3yEMOIO
DenmepanpHO# Cityx00i 10 Haa30py B cdepe 3ApaBOOXPaHEHHS M €€ TePPHUTOPUATBLHBIMU
OpraHamMM IIpU IPOBEJESHHH IUIAHOBBIX IPOBEPOK IPH OCYIIECTBICHHH (eaepanbHOro
rOCyJapCTBEHHOro  Haa3opa B  chepe  oOpallieHHs  JIEKapCTBEHHBIX  CPEICTB
(oTIyCK W peanm3alysl JIEKApCTBEHHBIX NPENapaToB A MEIUIIMHCKOIO IPHMEHEHHS B
MeIUIUHCKON OpraHHU3alliy U WHBIX OPraHu3alugX, UIMEIOINX JTUICH3HIO Ha MEAULIMHCKYIO
JeATenbHOCTD) (Tiprioxxerue Ne 19);

20. ®opMy IIPOBEPOUYHOrO JHUCTa (CHHCKAa KOHTPOJIBHBIX BOIPOCOB), HCIONB3YyEMOIO
DenepanbHOM CITy)K00¥U MO HAA30pY B chepe 3IpaBOOXPAHEHHs U €€ TEPPUTOPHAIbHEIMH
OopraHaMy Ipd [OPOBEJEHHH IUTAHOBBIX IIPOBEPOK IPH OCYLIECTBICHUH (elepaIbHOro
rOCylapCTBEHHOrO0  Ham3opa B  cdepe  oOpalieHHss  JIEKapCTBEHHBIX  CPENCTB
(OTImycCK U peasu3alys JIEKapCTBEHHBIX IIPenapaToB It MEAULIMHCKOIO IPUMEHEHHS B allTEKe
rotoBeix hopm) (puitoxenune Ne 20);




21. ®opmy mpoBepoyHOro JucTa (CIHUCKa KOHTPOJBHEIX BOIPOCOB), HCIOJB3YEMOTO
denepanbHOil Cilyk00i Mo Hax3opy B cdepe 3ApaBOOXPAHEHHSA M €€ TePPUTOPHABLHBIMU
OpraHaMd IIp¥ IIPOBENECHHM IUTAHOBHIX IPOBEPOK IIPH OCYLIECTBIEHHH (eneparbHOro
rocyIapCTBEHHOro  Ham3opa B cdepe  oOpallleHHsS  JIEKAPCTBEHHBIX  CPE/CTB
(OTIyCK W peanu3alyis JICKAapCTBEHHBIX IPENapaToB AJis MEAHIMHCKOrO NPUMEHEHHSI B
anrTeyHoM IyHkTe) (mpunoxenue Ne 21);

22. ®opMy IPOBEPOYHOro JiKCTa (CIHCKa KOHTPOJBHBIX BOMPOCOB), HCIOJIB3YEMOTO
denepanbHOi Cityx00# MO Hag30py B chepe 3[ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU
OpraHaMy IIpH IIPOBEJEHHM IUIQHOBBIX IIPOBEPOK IIPH OCYLIECTBICHHH (enepalbHOro
roCyJapCTBEHHOTO  Ham3opa B chepe  oOpallleHMs  JIEKAPCTBEHHBIX  CPEJCTB
(oTIycK W peanu3andsl JIEKAPCTBEHHBIX IIPENapaToB Ul MEAHIMHCKOIO NPHUMEHEHHs B
anTe4yHoM KHocke) (nprtoxenue Ne 22);

23. ®opMy MPOBEPOYHOro JUCTa (CIMCKa KOHTPOJIBHBIX BOIPOCOB), HCIOJB3yeMOTO
DepepansHOM Cityx00# 1O Ham30py B cdepe 3ApaBOOXPAHEHHS M €€ TePPHTOPUAIBHBIMU
opragamMy TpH TPOBEJEHHH IUIAHOBBIX IIPOBEPOK IIPH OCYLIECTBIECHUM (heepanibHOro
rocyJapCTBEHHOTO  Ham3opa B cdepe  OOpallleHHs  JIEKAPCTBEHHBIX  CPEACTB
(OTIyCK ¥ peanu3arys JIeKapCTBEHHBIX IPENapaToB I MEIHIIMHCKOTO TPUMEHEHH B allTeKe
IIPOU3BOACTBEHHO#) (IpuiioxxeHue Ne 23);

24. ®opmy POBEPOYHOro JUCTa (CIHCKA KOHTPOJBHBIX BOIPOCOB), UCIOIB3yeMOTO
depepansHOM ciryx0oi MO Haf30py B chepe 3[ApaBOOXPAHEHMS M €€ TEPPUTOPUABHBIMU
OpraHaM{ TpH TNPOBEIACHHM IUIAHOBBIX IIPOBEPOK IIPU OCYLIECTBICHHM (eIepaibHOro
roCyJapCTBEHHOrO0  Haja3opa B  chepe  oOpallleHHs  JIEKAPCTBEHHBIX  CPENCTB
(OTIIYCK M pean3aliys JeKapCTBEHHBIX IIPEIIapaToB IJIs MEAMIHHCKOTO IPUMEHEHHS B alITeKe
IPOM3BOACTBEHHOM C MPAaBOM HM3TOTOBJICHHS ACENTHYECKMX JIEKAPCTBEHHBIX IIPEIapaToB)
(mpumoxxenue Ne 24);

25. ®opMy MPOBEPOYHOro JIMCTa (CHHMCKA KOHTPOJBHBIX BOIPOCOB), HCIIOIB3yEMOTO
MepepansHO# ciyx00if 110 Hax3opy B chepe 3ApaBOOXPAHEHHs H €€ TEPPUTOPHATBEHBIMU
OpraHaMM IIpH IIPOBEICHHMH IUIAHOBBIX IIPOBEPOK IPH OCYLIECTBIECHHH (enepaabHoro
rocyJapCTBEHHOro  Haazopa B  cbepe  oOpallleHHs  JIEKApCTBEHHBIX  CPEICTB
(OTIyCK W peanu3anisl JIEKApCTBEHHBIX MPENapaToB A MEIHIHMHCKOTO NMPHMEHECHHS B
MEIMIMHCKAX OPraHM3alMAX M MX 000COOJEHHBIX MOApa3JeNeHHuAX (LEHTPHI (OTHENeHHs)
obuieii BpaueOHOM (ceMeliHoOl) IpaKkTHKH, aMOyTaTopuy, denpamepckue u (ensamepeKo-
aKyIIepCKHe IMyHKTHI), pacTONOXEeHHbIe B CEJIbCKUX HACENIeHHBIX MyHKTax) (MpunoxeHue No
25);

26. ®opMy POBEPOYHOTO JKUCTA (CIUCKa KOHTPOJIBHBIX BOIPOCOB), MCIOJIB3yEMOIO
denepanbHOM CiTy)k00# MO Hamg30py B cdepe 31paBOOXPAHEHUsS U €€ TEPPUTOPHAILHBIMU
OpraHaMy MpH IPOBEJCHHM IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBICHMH (eAepalbHOro
rOCYZapCTBEHHOr0  Haja3opa B chepe  oOpallieHHss  JIEKAPCTBEHHBIX  CPENCTB
(oTmyck W peanm3auus JIEKapCTBEHHBIX IIPeNapaToB A MEAMIMHCKOrO IPHMEHECHHS
UHIABUAYAIEHBIMU TpeanpuHuMaTessiMu) (mpunoxenne Ne 26);

27. ®opMy HpPOBEPOYHOTO JIUCTA (CIHMCKAa KOHTPOJBHBIX BOIPOCOB), HCIIOIB3YEMOTO
denepanbHOl CTy)00# MO Ham30py B cdepe 3[paBOOXpPaHEHUs U €€ TEPPUTOPUANBHBEIMU
OpraHaMd MpH MPOBEIEHUM ILUIAHOBBIX IIPOBEPOK IPH OCYMIECTBICHHHU (elepabHOro
rOCyIapCTBEHHOTO  Hag3opa B cdepe  oOpalieHuss  JIGKApCTBEHHBIX  CPEICTB




(peanu3anust NEKapCTBEHHBIX CPEICTB Ui MEIULIMHCKOTO MPHUMEHEHUS OpraHM3aluei
ONTOBOMl TOPrOBIM JIEKAPCTBEHHBIMHU CPENCTBAMM M MEOULIMHCKOTO IIPHMEHEHH)
(npunoxenue Ne 27);

28. ®@opMy MHpOBEpOYHOro JUCTa (CHMCKA KOHTPOJIBHBIX BOIPOCOB), UCIOJIH3YyEMOTrO
@enepanpHOl Cityx00# M0 Hag30py B cdepe 3APaBOOXPAHEHUSA U €€ TEPPUTOPHATHHBIMH
OopraHaMH IIpd IpPOBEJEHHM IUIAHOBHIX IIPOBEPOK NPU OCYIIECTBICHUH (elepalbHOro
FOCYHapCTBEHHOTO  Haa3opa B  cdepe  oOpaiieHHs  JIeKAPCTBEHHBIX  CPEICTB
(YHUUYTOXEHUE JIEKAPCTBEHHBIX IIPENapaToB sl MEIULIMHCKOTO IPUMEHEeHHsI B OpraHu3aIliu
OIITOBOX TOPIOBJIM JIEKAPCTBEHHBIMHU CpecTBamMu) (Tpusioxenue Ne 28);

29. ®opMy mHpoBepOYHOro jucra (CIucka KOHTPOJBHBIX BOIPOCOB), HCIOJIB3YEMOTO
®enepanbHoil ciry)x00if O Ham30py B cepe 3ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU
OpraHaMu IpH TPOBEACHHWH IUIAHOBBIX IPOBEPOK IPH OCYIIECTBICHUH (enepabHOrO
rOCyJapCTBEHHOr0  Hajg3opa B  cepe  oOpalieHuss  JIeKApCTBEHHBIX  CPEICTB
(YHHYTOXEHHE JIEKapCTBEHHBIX MPenapaToB Uil MEJUIIMHCKOTO IPUMEHEHHS B MeJULIMHCKO
OpraHM3allM{ U MHBIX OpraHU3alUIX, UIMEIOIUX JIULIEH3UI0 Ha MEIUIIMHCKYIO JesITeIbHOCTD)
(mpunoxenue Ne 29);

30. ®opMy IpOBEPOYHOro JUCTA (CIKCKAa KOHTPOJBHBIX BOIPOCOB), HCIIOIB3YEMOTO
®enepanpHOil ciryx60if Mo Han3opy B cdepe 3APaBOOXPAHEHUS M €€ TEPPUTOPHATIBHBEIMU
OpraHaMH IIpy MPOBEACHUM IUIAHOBBIX IPOBEPOK MNpPU OCYIIECTBICHUH (eAepalbHOTO
rOCyJapCTBEHHOro  Hamg3opa B cdepe  oOpallleHHs  JIEKAPCTBEHHBIX  CPEICTB
(YHHYTOXXEHHE JIEKApCTBEHHBIX MpENapaToB Ui MEIUIMHCKOTO NPHMEHEHHS B alTekKe
roToBbIX hopm) (mpunoxerue Ne 30);

31. ®opMy mpoBepOYHOro JNUCTa (CHHCKA KOHTPOJIBHBIX BOMIPOCOB), HCIOJIB3yEMOTO
®enepanpHON CiTy>k00i M0 HaA30py B cdepe 3ApaBOOXpPAHEHUST H €€ TEPPUTOPHUATBHBIMH
OpraHaMHU IIp¥ IPOBEACHUM IUIAHOBBIX IPOBEPOK IpPU OCYLIECTBICHUU (eAepalbHOTO
rOCYIapCTBEHHOIO  Haa3opa B chepe  oOpallleHuss  JIEKAPCTBEHHBIX  CPEICTB
(YHHYTOXEHHE JIEKapCTBEHHBIX NpernaparoB IS MEAULUHCKOTO NMPHMEHEHHS B alTeYHOM
myHKTe) (mpunoxenue Ne 31);

32. ®opMy NpOBEpOYHOro JUCTA (CHHMCKA KOHTPOJIBHBIX BOIPOCOB), HCIOJIB3YEMOTrO
denepanbHOl ciryx00¥ 1Mo Ham3o0py B cdepe 3IpaBOOXpPaHEHHS U €€ TePPUTOPHAILHBIMU
opraHaM# IIpd IPOBEICHUM IUIAHOBHIX IIPOBEPOK IPH OCYIIECTBIEHUU (eaepalbHOTO
roCyJapCTBEHHOIO  Hag3opa B cdepe  oOpaiieHHss  JIEKapCTBEHHBIX  CPEICTB
(YHHYTOXXEHHE JIEKapPCTBEHHBIX IPENapaToB IS MEAUIMHCKOTO NMPUMEHEHUS B AlTEYHOM
Krocke) (mpuiioxenue Ne 32);

33. ®opMy NpOBEPOYHOro JIMCTa (CIIUCKAa KOHTPOJBHBIX BOMPOCOB), MCIOJIBE3YEMOTO
DenepanbHON CiTyk00# 10 HaA30py B cdepe 30paBOOXpPAHEHHS U €€ TEPPHUTOPHATIBHBIMU
OpraHaMM Ipd IIPOBEJEHHM IUIAHOBBIX IPOBEPOK IIPU OCYIIECTBICHHH (eepasbHOro
roCcylapCTBEHHOro  Hajg3opa B  cdepe  oOpaiieHus  JIeKapCTBEHHBIX  CPEACTB
(YHUUTOXEHHE JIEKAapCTBEHHBIX MpENapaToB U1 MEIUIMHCKOrO MPAMEHEHHS B anTeke
IIPOU3BOACTBEHHOM) (Tprtoxkenue Ne 33);

34. ®opMy NpOBEPOYHOro JUCTa (CIIUCKa KOHTPOJBHBEIX BOIPOCOB), HCIIOIB3YEMOIO
@enepalbHOM CiTyk00H 10 HaA30py B cdepe 3IpaBOOXpPaHEHHS U €€ TEPPUTOPHAIBHBEIMU
OpraHaMM Ipy IPOBEJNEHWM IUIAHOBBIX IIPOBEPOK NPU OCYLIECTBICHHUH (peJepalbHOTo
TOCYHapCTBEHHOro  Han3zopa B chepe  oOpaileHHs  JIEKAPCTBEHHBIX  CPEACTB
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(YHHYTOXEHHE JEKapCTBEHHBIX IIPENapaToB i METUIMHCKOTO IPMMEHEHHUS B amTeKe
IPOU3BOACTBEHHOH C IIPABOM M3TOTOBJIEHHS aCENTHYECKUX JIEKaPCTBEHHBIX MPENapaToB)
(mpunoxenue Ne 34);

35. ®opMy NpOBEPOYHOIO JTUCTA (CIIUCKA KOHTPOJIBHBIX BOIPOCOB ), HCIIOIE3YEMOro
DenepanbHOi CiTyx60i 10 Han30py B chepe 3ApaBOOXPAHEHHS U €€ TEPPUTOPHAILHBEIMH
OpraHaMi INpH MPOBENECHHM IIAHOBBIX NPOBEPOK IPH OCYLIECTBICHHH (elepalbHOro
rocyJapCTBEHHOr0 Haa3opa B cdepe oOpameHdss JIEKAPCTBEHHBIX CPEICTB
(YHHYTOXEHHE JIeKApCTBEHHBIX IIPENapaToB J[Uis MEIUIMHCKOTO IIPUMEHEHHS B
MEJHIMHCKAX OpraHus3alusXx u HX 0060COONeHHBIX mnoApasleNeHusx (LEHTPHI
(oTnenenus) obmeit Bpaue6HOM (ceMeHHOM) NPaKTHKHA, aMOYTaTOpHH, (BelbIuIepcKre 1
Genbamepcko-aKymepckue  MyHKTHI), PacloONOXeHHBIE B CENBCKHX HACeTeHHBIX
IyHKTax) (mpuioxenue Ne 35);

36. ©opMy HPOBEPOYHOTO JIKCTA (CIIMCKA KOHTPOJIBHBIX BOPOCOB), HCIIONb3yEMOT0
DenepaibHOH Cityx60# Mo HaA30py B chepe 3MpaBOOXPAHEHHS H €€ TePPUTOPHATLHEIMH
OpraHaMH IpH IOPOBEJICHHH IUIAHOBBIX IPOBEPOK NpPH OCYINECTBIEHHH (hemepalibHOro
rOCymapCTBEHHOr0 Hamsopa B chepe oOpallleHHS JIEKapCTBEHHBIX  CpEJCTB
(YHHYTOXEHME JNEKapCTBEHHBIX IIPENapaTtoB il  MEOHIHHCKOTO  IpHMEHEHHS
HHAWBHyaJlbHBIMU MPEANPHHUMATEIMA) (mpritoxenue Ne 36);

37. ®opMy NpOBEPOYHOTO JTHCTa (CIECKA KOHTPOJBHBIX BOPOCOB), HCIIOIB3YEMOTO
DenepanbHOi ciryx60i Mo Han30py B cdhepe 3APaBOOXPAHEHHS U €€ TEPPUTOPHATBHEIMU
OpraHaMy IpH NPOBEJICHUH IUIAHOBBIX MPOBEPOK IPH OCYINECTBIECHHH (edepartbHOro
TOCyNapCTBEHHOro Haj3opa B cdepe oOpalleHHs JIeKapCTBEHHBIX CPEICTB
(cobmonenne cyGpekTaMu OOpalleHMs JIEKADCTBEHHBIX CPEICTB YCTaHOBJICHHBIX
TPeOOBAHHUH K NpPOBENEHHIO NOKIMHAYECKUX HCCIENOBAHMHN JIeKAPCTBEHHBIX CpenCTB)
(mpunoxxenue Ne 37);

38. ®opMy [POBEPOYHOTO JIHCTA (CIIHCKA KOHTPOJILHEIX BOIPOCOB), HCIIONIE3YEMOT0
DenepainbHol cy:x60it 10 HaA30py B chepe 3MPaBOOXPAHEHHS U ee TE€PPUTOPHATLHBIMH
OpraHaMH IIpH NPOBEACHUH IUIAHOBBIX IPOBEPOK IPH OCYIIECTBICHHM (efepatbHOro
TOCyNapCTBEHHOr0  HaJa3opa B cdepe oOpalleHHs JIEKAPCTBEHHBIX  CPEICTB
(cobmomenne cyGbeKTaMH OOpaIeHHs JIeKapCTBEHHBIX CPEACTB YCTaHOBJIEHHBIX
TPeOOBaHMI K IPOBENEHUIO KIHHMIECKAX HUCCIENO0BAHMIM JIEKapCTBEHHBIX IIPEnapaToB)
(mpunoxenue Ne 38);

39. ®opmy IPOBEPOTHOTO JIUCTA (CIMCKA KOHTPONBHEIX BOIPOCOB), UCIIOJIb3YEMOT0
DenepanbHOii cyx60# 10 Hag30py B cdhepe 3APaBOOXPAHEHUS U ee TEPPUTOPHATLHBIMH
OpraHaMM IpW NMPOBEJCHUH ILIAHOBBIX NPOBEPOK NPH OCYLIECTBIECHHH (eaeparbHOro
TOCYyNapCTBEHHOro  Hamsopa B  cepe oOpalleHHS JIEKAapCTBEHHBIX  CPENCTB
(cobmonenne cybbekTaMH OOpaleHHs JeKapCTBEHHBIX CPEICTB yCTaHOBJIEHHBIX
TpeOOBaHUH K Ka4eCTBY JIEKapCTBEHHBIX CPECTR) (IPUIIOKeHHe Ne 39).

Bpuo pykosoaurtens [.B. ITapxomenko




ITpunoxenue Nel
K npukasy PenepabHON CITyKObI
T10 HaA30pYy B cdepe 31paBOOXpaHEHHS

oW 9 ALY Ne T45K

®opma

IIpoBepOYHbBIH JHCT
(CMHCOK KOHTPOJILHBIX BONIPOCOB),
ucnonb3yemelii ®enepaibHoii cayxboii no Haa3opy B cdepe 31paBOOXpaHeHHS
H ee TEPPHTOPHAILHLIMH OPraHAMH NPH NPOBEACHUH MVIAHOBLIX MPOBEPOK NMPH
ocymecTBIeHHH delepanbLHOro rocy1apcTBeHHOro Haa3opa B cdepe oOpaleHHs
JIEKapCTBEeHHBIX CPEACTB
(XpaHeHHe JeKapPCTBEeHHBIX MPENapaToB A5l MeJHIIHHCKOro NpHMEHEeHHs B
OpraHH3alUH{ ONTOBOK TOProOBJ/IH JEKAPCTBEHHbIMH cpeacTBaMH)

(HAMMEHOBaHME OPTaHa, OCYIIECTRISIONIETO IIAHOBYIO POBEPKY)

1. Bun roCy1apCTBEHHOI'O KOHTPOJIA (Ham3opa)

2. TlpeameT mwIaHOBOM NPOBEPKH FOPUIMYECKHX JIMI W HWHIUBHUIYyalbHBIX
TNpeATpUHAMATENe}l OrpaHMYMBAaeTC O003aTeNbHBIMA TpeGOBaHUSIMH, COOJIOEHNE
KOTOPBIX ABISETCS Haubolee 3HAYUMBIM C TOYKH 3PSHHUs HENOMYIIEHNS BOSHHKHOBEHNA
YIpo3bl NpPHUMHEHWsS Bpela XXH3HH, 34OPOBBIO TPAXJAH, H3IOXCHHBIMI B dbopme
IIPOBEPOYHOTO NHCTA (CIIMCKA KOHTPONBHBIX BOIIPOCOB).

3. HauMeHOBaHWe IOPHAMYECKOro JHIa, GaMUIMS, MM, OTIECTBO (IpH HATHIAH)
MHIWBHyalbHOTO TIpeATNPUHAMATEIS:

4. Mecto MPpOBCACHUA TJIAHOBOM MIPOBEPKH C 3aIIOTHCHHCM MIpOBEPOYHOro JIMCTA:

5. PexBU3UTHI IIpHKa3a O IPOBEECHHH IIAHOBOU IIPOBEPKU: OT

Ne

6. VYdueTHplif HOMep TPOBEpPKM M  Jara  TPHUCBOCHHA  Y4YETHOIO
HOMeEpa IPOBEPKH B EnvunoM peectpe IIPOBEPOK:

7. IOIDKHOCTD, haMUIH ¥ MHHUIHAJIB! JOJDKHOCTHOTO JIUIIA (7m11), MPOBOAAIIETO(HX)
IJIAHOBYIO [TIPOBEPKY:

1. ;

2. ;

8. IlepeueHb BOIIPOCOB, OTPaXAarOIIUX CONEPXKAHHE 06s13aTeNbHBIX TPeOOBaHUIA,
OTBET Ha KOTOpPHIE€ OJHO3HAYHO CBUIETENECTBYET O COOJIONCHHHM WM HecoOJII0IeHAH
JOpUIMYECKUM  JIMIOM, HHAMBHUAYalIbHBIM  NPEINPUHUMATENCM 00s13aTeNBbHBIX
TpeGOBaHM#, COCTABISIOLINX IPeIMET IIPOBEPKH:




BeiBoa o
BBINOTHCHHH
TpeboBanMii

PeKBH3HTHI
HOPMATHBHBIX
NPABOBLIX AKTOB,
¢ yKa3aHHEM HX
CTPYKTYPHBIX €IHHHIL,
KOTOPLIMH
yCTaHOBJIEHBI
00s3aTeJIbHbIE
TpeGoBaHHSA

Ne
n/n

Bonpocsl, oTpakaiouue cojepkanue
o6s3aTesIbHbIX TPeGoBanuil

aa HET

@enepanbubiii 3akod or 12 ampeas 2010 r. Ne 61-®@3 «OO6 obpalleHHH JIEKapCTBEHHBIX CPEACTB»
(CobGpanne 3aKOHOJATEIHCTBA Poccuiickoii ®exepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(zanee - 61-@3); IipaBnia HaQJIeKamell NPAKTHKA XPAHEHHHA U NEPEBOIKH JIeKApCTBEHHBIX NpenapaTos
A MEIHMOHHCKOrO HPHMEHEHHs, YTBEPKACHHbIC NPHKA3OM MuHBHCTEPCTBA 31 PaBOOXPaHEHHSA
Poccniickoii ®exepanun ot 31 asrycra 2016 r. Ne 646u (3aperucTpupoBan MuHAHCTEPCTBOM IOCTHIHHA
Poccniickoii ®enepaunn 9 susaps 2017 r., perucrpaunonnbiii Ne 45112) (nanee — Ilpasuna HapIeKamed
npakTaku xpadenus); IlpaBhia XpaHeHHsSl JIeKAPCTBEHHBIX CPEACTB, yTBEpKACHHBIC NPHKA30M
MHuHHCTEpCTBA 3ApaBOOXPaHeHHsl B COLHAJBLHOIO pa3BHTHA Poccuiickoii ®exepanun oT 23 aBrycra
2010 r. Ne 706n (3apermcTpupoBan MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®exepaunn 4 oxradps
2010 r., perncTpaunmoHHbii Ne 18608) ¢ H3MEHCHHSIMH, BHECEHHLIMH TNPUKAIOM MuHHCTEpPCTBA
3ApABOOXPAHEHHS M COUHAJIBHOTO PA3BHTHHA Poccniickoii ®exepannn ot 28 nexaépa 2010 r. Ne 1221n
(3aperncTpupoBaH MuMHHACTEPCTBOM IOCTHIHH Poccmiickoii  ®enepanun 4 ¢despans 2011 r,
peracrpanuonnbiii Ne 19703) (nanee — IlpaBujaa XpaHeHHs JIEKAPCTBEHHBIX cpeacTB); IpHKa3
MuHHCTEpPCTBA 3APABOOXPAHEHHS H CONHAJIBLHOIO PA3BHTHSA Poccniickoii ®enepanun ot 28 nexabps
2010 r. Ne 12221 «O6 yrBepxaennn IIpaBui ONTOBOH TOProBJH JIEKAPCTBEHHBIMH CPEACTBAMH st
MeIMIMHCKOro NpHMeHeRHs» (3aperncTpuposan MHHHCTEPCTBOM HOCTHIHH Poccuiickoit ®exepannu
4 denpass 2011 r. Ne 19698) (nanee — IpaBuia OnTOBO#i TOProB.JIH)

Crncrema obecreveHHsi KauyecTBA XDAaHEHHsS W _NEPEBO3KHM JICKADPCTBEHHBIX NPENApaTos
(ctaThs 54 61-®3; I'1apa II, mynkTsI 3 - 6 IIpaBua HajgIexamed NMPaKTHKH XpaHeHH)

i. VTBepXACHEl JIM  PYKOBOJHTC/ICM cyObekTa | IMyHKT 3 IIpasun HaJUIeXKalleH
oGpamem»m JICKapCTBCHHBIX CPEOCTB | rpaKTHKU XPaHCHMA
CTaHAApPTHBIC ONCPAITMOHHBIC npoueaypbl

(nanee — COIT)?

2. OnpesienieHa /i1 OTBETCTBEHHOCTh pabOTHHKOB MOATYHKT «6» MyHKTa 4
cy6BeKTa oOpallle s IEKapCTBEHHBIX NPEnapaTos [Mpasun
Ba HapylueHHe TpeOOBaHMH, YCTaHOBICHHBIX HajUTeKallei NpaKTHKK
HacTosmuMy [IpaBriaMy HauTexKalled NpaKTHKK XpaHeHHA
XpaHEHUs?

3. HasHaueHo Jil pyKOBOJHMTEIEM OpraHU3aln mynkt 5 TIpaBun Hajiexamen
OIITOBOI TOPrOBJIH JIEKAPCTBEHHBIMU CPEACTBAMM | MPAKTHKH XPaHCHHA
[TM110, OTBETCTBEHHOE 32 BHEIPEHHE U
bGecrnedeHne CHCTEMBI KadecTBa?

4, Y Kka3aHBl JIM B JOFOBOPE, 110 KOTOPOMY myHkT 6 [IpaBwi Haanexaten

OCYILCCTBIACTCA nepeaa4da OeATeJIbHOCTH HA
AYTCOPCHHT:

TNpaKTHKH XpaHEeHUA

06A3aHHOCTH KaX/OM U3 CTOPOH?

myHkT 6 [TpaBui HaiexaleH
MpaKTHKH XPaHEHU




NopAAOK AeHCTBHH?

nyHkT 6 [IpaBi Hajexaen
MPaKTHUKK XPaHEHHA

OTBETCTBCHHOCTDH CTOpOH?

nyHkT 6 [IpaBu HaexKaleH
MPaKTHKH XpaHeHHS

5. crnionusier Jin 0093aTebCTRA [0 AOTOBOPY myHkT 6 [IpaBui HaexKaleH
AYTCOPCUHIa KBATH(UIMPOBAHHBIH nepcoHan? MPaKTUKH XpaHeHHUS

6. [MeroTcs JIM TIOMELeH s, KOTOphle HeoOXoauMbl | myHKT 6 IIpaBun HaJIexaei
U1 MCTIONHEHHMS 00513aTeNbCTB 0 JOrOBOPY MPaKTHKH XPaHEHHs
AyTCOpCUHra (OIHO U3 YCJIOBHI JOroBOpa
AYTCOPCHHIa) B COOTBETCTBHM C TPEGOBAHUAMH
[Ipasun HajuIeXKaIIeH TPAKTHKH XpaHeHus?

7. Vimeetcs 14 060opya0BaHUe, KOTOPOe HEOOXOAUMO | IYHKT 6 IIpasun Hajuexalnen
U1 BCoHeH s 0043aTENBCTB MO IOrOBOPY [PaKTHKH XpaHEeHHs
AYTCOPCHHTa (OHO M3 YCJIOBHH OToBOpa
AYTCOPCHMHIa) B COOTBETCTBHH C TpeGOBaHHAMU
[TpaBun HajuIeXKAIIEH NPaKTHKH XpaHeHus?

8. OcBeoMIAeTCA M IOKYMEHTATBHO MCTIO/HUTeNb | TIYHKT 6 IIpasnun HaJIexKalleH

[10 IOTOBOPY ayTCOPCHHTA (OJIHO M3 YCIIOBHH
norosopa ayTcopcuHra) 060 Bcex akropax,
CBA3aHHBIX C JIEKAPCTBEHHBIMH NpenapaTaMy WA
eSTeIbHOCTBIO, [lepelaBacMOl Ha ayTCOPCHHT,
EOTOpLIe MOTYT NPEJICTABIIATE ONACHOCTH JUIA €T0;

[PaKTAKHA XPaHCHHS

[OMELIECHHH? myskT 6 [IpaBi HajTexanen
NPAKTHKU XpaHEHHs

oGopyroBaHuA? myskT 6 [IpaBi1 HaIeKalIeH
MPaKTHKH XPaHEHHUS

nepcoHana? nyskt 6 [IpaBu Hajiexanel
NpPaKTHKY XPAaHEHUS

Iomemnienns /15 XPAHEHNAS N1eKAPCTBEHHBIX NPENapaTon (craThs 58 61-03; rnasa IV IlpaBua HAAJIeRam el

NMPaKTHKH XpaHEHMsE; l'IpaBmla XpaHcHHS JeKapCTBEHHBIX cpe)]cTB)

9. ObGecreunBatoT JIM TOMeleHus A xpaHenus jyHKT 12 TIpaBun HajuiexaumeH
JI€KapCTBEHHBIX MpenaparoB 0e30MacHoe [IpaKTHUKK XPaHEHUST
pasnenbHOE — XpaHeHMe W NEPEMEIIeHHe
NleKapCTBEHHBIX MPENapaToB?

10. [CocTaBnser iy IWIOLAah TOMEICHHUI, mynkT 13 Ipasun Hajnexaei

HHe0OXOIMMBIX /1A OCYLIECTBICHHA AeATCIBHOCTH
10 XpAHEHHIO JIEKapCTBEHHBIX MPENapaTos, He
meHee 150 KkB. METpoB?

MPaKTHKH XPaHEHHUS

11.

COOTBETCTBYET JIH IUTOLIA (b MOMEIICHHH,
HeOOXOIMUMBIX IJI1 OCYLIECTBIICHHA NeATeTbHOCTH
110 XPaHEHHIO JIeKapCTBEHHBIX MPeNaparos, obpeMy
PAHMMEIX IEKapCTBEHHBIX TIPETapaToB?

mynkT 13 [pasun Hannexaiei
MPaKTHKH XPaHEHHS
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12. HMeroTcs 1 noMeleHus (OTCeKH) st XpaHEHHUA  ITyHKTHI 11, 12 [Ipasun
OTHEOTMACHBIX M B3PhIBOOMACHBIX JIEKAPCTBCHHBIX HaexKammed MpaKTHKH
CPEJCTB C TpENeIoM OTHECTOMKOCTH XPaHCHMA,
CTPOMTENIBHBIX KOHCTPYKLUH HE MEHee 1 vaca?  [ryHKT 14 TIpaBui XxpaHeHHS

IeKapCTBEHHEBIX CPEICTB

13. Hmeercs 1 0003HAYEHHASA 30HA WIIM OTACNBHOE  [TyHKTBI 14, 16 Ilpasui
MOMEILICHHUE I IPHEMKH JIEKapCTBEHHBIX Hasiexatiel IpakTHKH
npenaparos? X paHEHHS

14. TiMeercs i 0G03HAUEHHAS 30HA WIH OTAEIBHOE  [IYHKTHI 14, 16 IpaBun
IOMEIIEHHE IKCITe BN Hasexauei pakTHKH

XpaHEHUSA

15. ViMeeTcs 11 0Go3HaueHHas 30Ha WK OTAEIbHOE  [yHKTHI 14, 16 IMpasmit
TIOMEeLIeHNe OCHOBHOIO XpaHEeHHA Hanexaniel MpakTHKH
JIeKapCTBEHHBIX IPENapaTos? [KpaHeHus

16. NmMeroTcd i 0603Ha4SHHEBIE 30HBI WX ryHkTs! 14, 16 [pasuin
OTAENbHEIE TOMEIICHHS XPaHCHHUS Haaexaliel MPakTUKH
JIEKAPCTBEHHBIX IIPeapaToB, TpeSyomuX FXpaHeHI/ISI
CIIeLMAbHBIX YCIOBHI?

17. HMeeTcs 4 JUI XpaHEHWs BbIABICHHBIX myHkTh! 14, 16 ITpaBun
ansCHULMPOBAHHEIX, HEIOOPOKaYECTBEHHBIX, HajiJexanen MpakTHKH
KOHTpaaKTHBIX J1€KapCTBEHHBIX MPENApaToB: XpaHCHHS

06o3HaueHHas 30Ha? imyHKTel 14, 16 IIpaBun
Ha TeKalled NPaKTHKH
XpaHEHHUS

OTHEIbHOE TIOMeIeHHE? imyHKTH! 14, 16 [Ipasmn
HaJie)Kalien PaKTHKH
X paHeHUS

18. Amoercs 11 0603HaYEHHAS 30HA WK OTAENBHOe  [TyHKTBI 14, 16 ITpasun
noMelneHue, odecneunsaromue TpeGyemble Hajexaned MpakTHKH
YCIIOBUS XPAHEHHs JIEKAPCTBEHHBIX MPEnapaTos, XpaHCHUA
JUTSL KAPAHTMHHOTO XPaHEHUs JIEKAPCTBEHHBIX
nperiapaToB?

19. HmMeeTcs 14 B MOMELIEHHAX ¥ 30HaX, ryHKT 17 IIpaBun
HCTIONB3YEMBIX JUT XPaHEHH: JICKapCTBEHHBIX HaJyIeKAaIIeH NPaKTHKH
TpenapaToB OCBEIeHHe? XpaHeHMs

20. HMeeTcs JTH BaJILIUPOBAHHAA CHCTEMA, nyHkT 18 TIpasun
pas/ieNsiomas 30Hbl XpaHeHHUs? HajyIeKaleil paKTHKK

XpaHeHHUs

21. HMeroTcs i agMHHUCTPATUBHO-OBITOBBIE myHkr 19 [Tpasun
NOMELIeHHs, OTAEICHHBIC OT 30H XpaHeHHA HajJexaiei MpakTHKU
JeKapCTBEHHBIX MpenapaToB? XpaHeHHA

22, TpexyCMOTpEHO JIH pa3Je/ICHHe TIOTOKOB myHkT 28 TIpasut

nepeMeIeHNs IEKapCTBECHHBIX IIperapaTos (c
MOMEHTA MOCTYIUICHHs 0 MOMEHTa OTIIPAaBKH CO
cKJ1aa) Mex Ay MTOMEIEeHIAMH 1 (unu) 30HaAMH
171 XpaHEeHHs! JEKapCTBEHHBIX TpenapaTon?

HajuieKaei NpakTHKA
XpaHEHHS
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23. Ob6ecrieuena  nu  3amura  mocrynaromux | myHkr 10 Ilpasun onroBoi
NEKapCTBEHHBIX ~ CPEJCTB MPU  MPOBEJCHHH | TOProBJIH
TOrpy304HO-Pa3rpy304HbIX pabor:

OT aTMOC(EPHBIX OCATKOB? myskr 10 IIpaBun onrroBoi
TOPrOBJIH

BO3/IEHCTBYUA HU3KUX M BEICOKHX myHkT 10 TIpaBun onrroBoi

TemMriepaTyp? TOPTOBIIH

24, MeerTcs  JIM OTHeNbHAs  30Ha (moMelnenue, | myHkr 25 IIpaBun Hajiexaliei
mKadbl) 4715 XpaHeHHs 060pyA0BaHus, MHBEHTaps | NPaKTHKU XPAHCHHUA
¥ MaTepuanoB i yOOpKHM (OYHMCTKM), a TaKxKe
MOIOIIMX M A€3HMHOHULHPYIOMWHX CPEACTB?

25. TIpoBoauTcs 1 yGopKa MoMeIeHUH (30H) 1U1st myHkT 25 [Ipasnn
XpaHeHHU JIeKapCTBEHHBIX IPENapaToB B HaJUTIeKaIlel PaKTHKH
coorsercteun ¢ COIlamu? XpaHeHHs

26. O6ecnieurBaeT U ycTaHoBKa oGopynoBanus misi | myHkT 10 IIpasin xpaneHus
XPaHEHHUA JICKAPCTBEHHBIX CPEJICTB B JIEKapCTBEHHBIX CPENICTB
MOMELIEHUAX JOCTYITHOCTD AJIA NPOBEACHUs
yOopku?

27. JlomycKaeT Jin OTAeNKa [HoMeleHui (BHyTpeHHue | myHkT 25 IIpasun
TIOBEPXHOCTH CTEH, IIOTONKOB) I XpaHEHHs | Haexalleil NPaKTHKH
JIEKAPCTBEHHBIX IIPENapaToB BO3MOXHOCTb | XpaHEHH;

NpoBeaeHNs BIKHON yOOpKH? myHKT 6 [IpaBun XxpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

28. O6ecrneuena Jid 3aIlydTa TIOMEIIEHHUH T myHkT 26 IIpasui
XpaHeHHs JIeKapCTBEHHBIX MPENapaToB OT HaJJiexalneil NpaKTHKH
NPOHUKHOBEHUS HACEKOMBIX, IPBI3YHOB HITH XpaHeHH

JPYTHX >KABOTHBIX?

O6opynosanue (raasa IV IlpaBmn Hagjmexamed HOPAKTHKH XPaHEHHS; IIpaBuna XpaHeHHSA

JIEKAPCTBEHHBIX cpencTB)

29, Hmeetcss 11 o6opynoBaHue (B XOpomieM nyHkT 11 Ilpasun
COCTOAHHM Y YHCTOE), MPHHAIEKALICS HaJyTe)KAEeH NpaKTUKH
OpraHU3allii ONTOBOM TOProBIIx XpaHEeHHs
JIeKapCTBEHHBIMH NpenapaTraMy Ha npaBe
COBGCTBEHHOCTH HJIM HA HHOM 3aKOHHOM
OCHOBaHHH?

30. Unmerorcsa 1y noMeleHus A XpaHeHus myHKT 17 IlpaBun XpaHeHus
OTHEOMNACHBIX M B3PHIBOOIMACHBIX JIEKAPCTBEHHBIX | JIEKAPCTBEHHBIX CPE/ICTB
CpeCTB, 000pyA0BaHHBIE HECIOPAEMBIMH U
YCTOWYHUBBIMH CTEJIKAMH H TIOJUIOHAMH 1101
COOTBETCTBYIOUIYIO HATPY3Ky?

31. OcHallleHs! JH TOMelieHus Juid  xpaHenus | myHkT 37 IIpasun
JIEKAPCTBEHHBIX ~ CPEACTB  npubopamu Ul | Hajulexallel MPaKTUKH
pEruCTpaLyy N1apaMeTpoOB BO3AyXa: XpaHeHHUS;

nyHKT 7 [Ipasun XxpaHeHus
JIEKApCTBEHHBIX CPENICTB
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TEPMOMETPHI?

myHKT 37 IIpaBmi
HaJjiexaleil MpakTHKH
XpaHEeHH;

myHkT 7 IlpaBuit xpaHeHus
JIEKApCTBEHHBIX CPEACTB

THIPOMETPBI?

myHKT 37 IIpasun
HaIeXalle NPaKTHKH
XpaHEHH,

nyHkt 7 Ilpasun xpaHeHus
JIEKAPCTBEHHBIX CPEIICTB

TepMOrUTPOMETPHI?

myHKT 37 IlpaBun
HagJiexanlei npakTHKA
XpaHEHHMS,

myukT 7 IIpaBun xpaHeHus
JIEKApCTBEHHBIX CPEACTB

5JIEKTPOHHEIE TUTPOMETPBI?

myHKT 37 IIpasun
HaJJIe)Kaineil MpakTHKH
XpaHEHHS;

myHkT 7 [IpaBun Xpanenus
JIEKapCTBEHHBIX CPECTB

32. PasMelneHbl IW U3MEPHTEIBHBIC YaCTH myHkT 7 IIpaBun xpaHeHUs
npuOOPOB U PETHCTPALIAN MAPAMETPOB BO3/YXa | JIEKAPCTBEHHBIX CPE/CTB
Ha PacCTOSHHMH HE MEHee 3 M OT JiBepeii, OKOH H
OTONHMTENBHBIX MPHOOPOB H HA BHICOTE
1,5 - 1,7 m ot nosia?

33. PasMemeHo i 000pyAOBaHUE JUIS KOHTPOILL myHkT 22 [Ipasui
TeMmnepaTypsl B [IOMeINeHUs (30HaX) B HaJUIeKaIlei TpaKTHKU
COOTBETCTBHH C Pe3Y/IbTaTAMU TEMIIEPATYPHOTO | XPaHEHUA
KapTHPOBaHWsA, HA OCHOBAaHHH IPOBEICHHOTO
aHAIU3a U OLEHKH PHCKOB?

34, HMeeTcs 1M XOJNOAWILHOE 000py0BaHHe nyHkTsl 21, 36, 37 IpaBun
(c yka3aHHEM HaMMEHOBaHHUS, MapKH, Ha[UIeKaIleH IPaKTHKH
MHBEHTaPHOTO HOMEpa, TEMIIEPATYPHOTO PeXKKMa, | XPaHCHHA
€MKOCTH) C pasMelIeHHeM H 00CTy)KUBaHHeM
COMIACHO JIOKYMEHTAIIHMH [10 €r0 UCIOJIB30BaHHIO
(3KCIUTyaTalum).

XOJIOMWIbHBIE KaMePhI? nyHkrbi 21, 36, 37 [pasun
HajIexanlell IpaKTHKA
XpaHEHHs
(hapMaIeBTHYECKHE XOIOMHIbHBIE IKa(bI nynkrsl 21, 36, 37 [pasun
WIH XOJOAWIbHUKH? HaJyTeXKaInei NpaKTHKH
XpaHEHMS
35. Hmeercd cucTeMa KOHAMLIHOHHPOBAHHUA B mynkrsi 21, 36, 37 IpaBui

MOMEILEHHAX VIS XPaHCHHUs JTEKapCTBEHHBIX
cpencts?

Hatexanei NpakTHKU
XpaHEHHUS,




myHKT 4 IIpaBun XxpaHeHUS
JIeKapCTBEHHBIX CPEACTB

36. HmeeTcs M CMCTEMA BEHTWIALMU B mynkTsI 21, 36, 37 [pasun
NOMEILCHUAX 11 XPaHEeHHs JIEKapCTBEHHBIX HaJUIeXalei MpakTHKH
cpencTs? XpaHEeHHUS,

nyHkT 4 [Tpapuit xpaHeHus
JIEKapCTBEHHBIX CPEICTB

37. Mmeetcs JIM CHCTEMa KOHTPOJIA AOCTYIIA B IynxTe 27, 37 IlpaBun
MOMEINEeHHUS I XPaHEeHHUs JIeKapCTBEHHBIX Haziexalilei IPakTHKH
cpencte (30HbI)? XpaHCHHS

38. WmeeTcs 4 ioMOHp (WM eYaTh) JIs myHkT 31 [TpaBui HajmexKameH
omMeYaTHIBaHHA IIKaOB WIH IIOMEIIECHAH B IPaKTHKH XPaHEHHS
KOTOPBIX XPaHATCA JIEKAPCTBEHHBIE NPENapaTsl,

MOUIeXKALIHE NPEAMETHO — KOJIHYECTBEHHOMY
yuery?
39. Wmeercs u 060pyIOBaHUE JUTS XPaHCHHS nyskt 31 [IpaBun Haanexamer

JICKapCTBCHHBIX IpernapaTos:

MPaKTHKY XPaHEHHU;

mynkT 29 [TpaBin HajieKamen
MPaKTHKH XPaHEHHS,

nyHkT 5 [IpaBun xpaHeHHA
JIEKApCTBEHHBIX CPEICTB

cTeaKu?

mynkt 31 TIpaBun Haamexarnen
NPaKTHKH XPAHEHHS;

nynkt 29 [paBun Hajiexanen
NPaKTHKH XPaHEHHUS;

myHKT 5 IlpaBuit xpaHeHHA
JIEKapCTBEHHBIX CPEICTB

Kb METAUTHUECKHE WK 1CPEBSHHBIE IS
XpaHeHHs JIEKapCTBEHHBIX MPENapaTos,
NoIIEKAIHX TIPeIMETHO-KOITHYSCTBEHHOMY

yuery?

nynkT 31 TIpaBi Hajiexawen
[IPaKTHKH XPaHEHHS;

nynkt 29 TIpaBun Hajexarnen
NPAKTUKH XPaHEHHS,

myskt 5 IIpaBun xpaneHHs
JIEKapCTBEHHBIX CPEACTB

mKagbl?

mynkt 31 IpaBun Hajmexamen
MPaKTHKH XPaHEHHS,

nynxt 29 TIpaBun Hajuexauen
MPaKTUKH XPaHECHHS;

nyHKT 5 TIpaBuit XxpaHeHHs
JleKapCTBEHHBIX CPEACTB

[MOAOHBL?

nynkt 31 INpaBun Hapexaienh
MPAKTHKH XPaHECHHUS,

nynkt 29 [paBun Haiexalen
MPaKTHKY XPaHEHHS;

nyHKT 5 ITpapuit xpaHeHHS
JIEKapCTBEHHBIX CPEACTB

[OATOBAPHUKH?

myHkr 31 TIpaBun HanexaueH

[IPaKTHUKH XPaHECHHNS;
myHKT 29 [IpaBun HajuiexalleH
NPAKTUKU XpaHEeHUs;




nyHKT 5 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPEIICTB

40. ITpouwto jin 060pya0BaHKE, OTHOCALIEECS K myskT 38 IpaBm Hapexauen
CpeICTBaM M3MEPEHHUI: NPaKTHUKH XPaHCHH,
myHkT 7 IIpaBun xpaneHus
JIEKApPCTBEHHBIX CPE/ICTB
TIEpPBUYHYIO MOBEPKY H (M) KaMMOPOBKY 10 nyHkT 38 TTpaBun HaIexKaleH
BBOJIA B KCILTyaTanuio? MPaKTHKHU XPaHCHHM,
nyHkt 7 IIpasun xpaHeHus
JIeKapCTBEHHBIX CPEICTB
NepBHYHYIO TIOBEPKY U (WIi) KanmuGpoBKy moce | myHkt 38 IIpasun HaAIexKaImeH
peMoHTa? NPaKTHKH XpPaHEHHU,
myskt 7 [Ipasun XpaHeHus
JIEKapPCTBEHHBIX CPENCTB
TepHOIMYECKYHO MOBEPKY U (MH) KanuOposky | mynkr 38 Ilpasun HaJUIeKalleH
B ripoliecce MPAKTHKU XpaHEHHS,
SKCIUTyaTauun? nyHKT 7 [IpaBun XxpaHeHus
JIEKapCTBEHHBIX CPENCTB
41. HMeroTcs JiM 3ariacHEIe TIOBEPEHHBIE CPeACTBa nmyHKTHI 39, 40 [Tpasun

U3MEpEeHUs B CTy4ae PEMOHTa, TEXHHYIECKOro
ofciTyKUBaHus, TOBEPKH 060y IOBaHHUS U
CpPECTB U3MEpEHHs?

HaJJIeKaeH MPakTHKH
XpaHEeHHS,;

myHKT 7 IIpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB

eiicTBHA cyObeKTa 00palmeHHs JeKADPCTBCHHLIX NPeNaparoB 1o XpaHEHHIO.

OKYMEHTBI 110

XpaHEeHHIO JeKaPCTBEHHBIX NPENapaToB (CTAThA 58, mynxr 3 craTou 9 61-03; rnasen V, IV Ipasua

Hazme)lcameﬁ NPAKTHKH XpaHCHHA; IIpaBn.ﬂa XpaHeHHusl JICKAPCTBECHHbBIX cpe}ICTB)

42. OcyLuecTBIIAETC JIM U3YYSHHE PacTpecTICH A nyHkr 22 Ilpasun Hagnexamei
TeMIepaTypsl (aasnee - TEMIEpaTypHoe MPaKTHKYU XPaHEHHA
KapTHpOBaHHKe) 11 obecreueHHs TpeGyeMbIX
YCJIOBHI XpaHEHH JIEKAPCTBEHHBIX NPENapaToB B
[IOMELLEHHAX (30HaX), UCTIONB3YEMBIX JUTA
XpPaHEHHUs JIEKAPCTBEHHBIX MPENapaTos?

43, PasmeineHo 1M obopymosaHue uis KoHTpons | myHkr 22 [lpaBun HayIexamen
TeMmepaTypsl B NOMEHICHMAX (30HaX) B | MPAaKTHKH XPaHEHHA
COOTBETCTBHH C pe3yJIbTaTaMH TEMIIEPAaTypHOTO
KapTUpOBaHHA?

44, [TpoBoAUTCA JIM MOBTOPHOE TEMIIEPAaTyPHOE myHkT 22 TTpaBri Hajiexalei

KapTHPOBaHHKE JUIT KOHTPOJIA TEMIIEPATypsl B
MIOMEUIEHHAX (30HaX) B COOTBETCTBHH C
pe3yNibTaTaMH aHaIW3a PUCKOB, a TaKXKe MpH
W3MEHEHHIX B KOHCTPYKLMH TIOMEILEHHU (30H)
win o6opynoBaHus?

MPAKTAKH XpaHECHHs
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45, OcymiecTBiseTcs 1M TpPOBepKa COOTBETCTBUA | MyHKT 46 TIpaBun HaJUIEXKaLIEH
NPHHAMAEMbIX ~ JIGKAPCTBEHHBIX  MPENapaToB | NPAKTUKH XPaHCHHA,
TOBapOCOMPOBOAMTENLHON JOKYMEHTAIMH:

[10 aCCOPTMMEHTY U KOJIUYECTBY? myHKT 46 [IpaBii HapneKaren
NPaKTHKHN XpPaHEHHsI

o KayecTBy? myHskT 46 [IpaBun HajexameH
PaKTHKH XPaHEHHS

[0 COOIIOICHHIO CIIELUATBHBIX YCIIOBUH myHKT 46 [IpaBi HapexKaleH

XpaHeHus (MPH HATHYMH TAaKOro TpeGOBaHUA B | MPAKTHKH XpaHEHNS

HOpMAaTHBHOMH JOKyMEHTAaLlMH Ha

mexapcTBEHHBIN Npenapar)?

0 HAJIMYHIO MOBPEXIECHUIH TPaHCTIOPTHOM myHKT 46 [paBui Hagnexamen

Taps1? MPaKTHKH XPaHEHHA

46. Crennaxu (mKkadbr) L1 XpaHSHHS nyskt 29 TIpapun Hajexaiei

JIEKapCTBEHHBIX NPENaparToB: MIPaKTHKH XpaHEHHs,
myHkT 49 [paBun HajeKalleH
NPaKTHKH XpaHEHHA
pOMapKUPOBAHBI JTH? mynkt 29 TIpaBun HajnexKawen
MPaKTUKH XPaHEHHUS,
nyHkT 49 TTpapun HameKaen
NPAKTHUKH XpaHEeHHA
UMEIOT ¥ CTEJUTKHBIE KapThi? mynkT 29 [paBuwn Hajexauen
MPaKTHKH XPaHEHHMS,
mynkT 49 [TpaBui HafnexKaleH
MIPAKTUKH XPaHECHHs
MpUMeHSAeTCs JIU JJICKTPOHHAs CHCTEMA myHkT 29 [IpaBin Hajiexalen
(rpy moMoIIH KOJ0B) 06pabOTKH JaHHBIX NPaKTHKH XPaHEHHS,
BMECTO CTEJUIAXKHBIX KapT? nyHKT 49 IIpaBun HajuiexalleH
MPAKTUKH XPaHEHUS
47. PasMelleHbl M JieKapcTBeHHble npenapatel B | MyHKT 49 IIpasun HaJUTeXKaLleH

noMemieHUsAX M (WIM) 30HaX JUId XPaHSHHA
JIeKapCTBEHHBIX TIPENapaToB ¢ yHeTOM:

MPaKTHKU XPaHEHHUA

(QU3NKO-XUMHUYECKUX CBOWCTB JIEKaPCTBEHHBIX]
npenaparos?

TIOAIYHKT «a» MyHKTa 49
[MpaBun HaIeKALIEH
NPAKTHKHY XpaHEHHS

(hapmakoIoryuecKHX rpymmn?

MOAMYHKT «6» MyHKTa 49
TpaBun HapmexameH

NPaKTHKH XPaHCHHUA




17

c110c00a BBE/IEHHs IeKAPCTBEHHBIX pernapaTos?

IOITYHKT «B» TyHKTa 49
[TpaBun HajnexKaIEH
NPAKTHKA XPaHEeHHUs

48. OcyIIecTBIIAETCS JIH XPAHEHHE ICKAPCTBEHHBIX | MYHKThHI 44, 47 Ilpasun
NpenapaToB ¢ yUeTOM:! HaJUTeKaInei NpakKTHKY
XpaHeHHS;
TpeGOBaHMii HOPMAaTUBHOM JOKYMEHTALIMH, myHKTh! 44, 47 [pasun
COCTaBJIAIONIEH perHCTPALIMOHHOE IOCHE HA HajuieKatne i NpakTHKU
TekapcTBEHHbIH mpenapar? XpaHeHHs,
MHCTPYKLIUH IO MEAUIIMHCKOMY npuMeHeHu0? | myHKTHl 44, 47 1IpaBun
HaTeXalei MpaKTHKH
XpaHEHHUS,
nadopMaLyH, coepKatiencs Ha mepBudHOM U | myHKTHI 44, 47 TIpaBun
(AnK) BTOPHYHOM YTIaKOBKe JICKAPCTBEHHOTO HaJUIe)Kalnei NpaKTHKA
nperapaTa U TPaHCIIOPTHOH Tape? XpaHeHHA
49, OcyIecTBISETCS I XPaHEHHE OTHEONACHBIX M | TIYHKT 51 INpasun
B3PHIBOONACHBIX JIEKAPCTBEHHBIX IPENapaToB HaUTeKaIEeH MPaKTUKH
BJIAJIH OT: XpaHeHH
OrHa? myHkt 51 IIpasun
HajieKame NpakTHKU
XpaHeHHs
OTOTNUTELHBIX IPHOOPOB? nyHkt 51 [Ipasui
HaJUIexKale NpakKTHKU
XpaHeHHMs
NPAMBIX COTHEHHBIX Jyueit? myskT 51 TIpasun
Hajiexalei NpakTHKH
XpaHeHHs
50. XpaHsTCs I CBETOMYBCTBUTE/ILHBIC nyskT 52 TIpasun
JNIeKapCTBEHHbIE MPENaparhl B 3alMIICHHOM OT HaJyIeKaIleil NpaKTHKH
cBeTa Mecte? XpaHEHUS,
myHKTHI 24-26 TIpaBui
XpaHeHHs J1eKapCTBEHHBIX
CPeICTB
51. Co3aaHbl 1M YCIOBHA B MOMEILEHUAX 1A mynktel 21, 47 Tpasun

XpaHEHHH BIIarovyBCTBUTE/IBHBIX JIEKapCTBEHHbBIX
cpencts?

HaJUIeXallei NpaKTHKH
XpaHEHHs,

myskt 29 IIpaBui xpaHeHHs
JIeKapCTBEHHBIX CPECTB
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52. H3zonupyroTcs M CIIeLHAIBHO mynkt 55 TIpaBin Hajmexauen
TPOMapKUPOBAHHbIE JIKAPCTBEHHBIE NIpenapatsl, | MPAaKTHKM XpaHCHUA
TpeIHAa3HAYCHHbIE I YHUITOXEHHA?

53. Hszonupyrotcs nu: myskT 30 [IpaBun HajIexKaue

MPaKTAKY XPaHCHHS
JieKapcTBEeHHBIE TpenapaThl, B OTHOIIEHHUH mynkT 30 TIpaBwi HamIexKauei
KOTOPBIX IPHUHATO PELICHHE O TIPHOCTAHOBICHAHN | NPAKTUKH XpaHCHUS
NpHMEHEHNA?
JIEKapCTBEHHEIE MpeTapaThl, B OTHOWICHHUH mynkT 30 [IpaBun Hajexarue
KOTOpBIX MPHHATO pelieHHe 00 U3IbATHH U3 MPaKTUKH XPaHEHHA
obparmeHus?
danscuduIMpoBaHHEIE, HEAOOPOKAYSCTBEHHBIE U | ITyHKT 30 IpaBun HapIexamen
KOHTpa(haKTHBIE JIEKaPCTBEHHBIE MPETapaTsi? MPaKTHKU XPaHEeHHS

54, HMeroTcs JIH JOKYMEHTHI, OIHCBIBAIOLIAE yHKTHI 41-43 [paBui
JeHCTBUS, BEIMOAHAEMbIE CyObeKkTOM ofpaienus | Haaiexaliel IpakTHKy
NeKapCTBEHHBIX NPETIapaToB M HalpaB/ieHHbIC HA | XPaHCHWA
cobmopieHue TpeGOBaHMM, yCTAHOBICHHBIX
[MpaBuiamu HagexKammed NpakKTHKH XPaHCHUS:

CTaHJAPTHBIE ONEPaLMOHHBIE TPOLIEAYPHI myHKTH! 41-43 [IpaBun

(COITwr)? HaJyIeXxaleii MpaKTHKH
XpaHeHHs

HHCTPYKLIH? myHKTHI 41-43 TIpaBun
HaJjiexamei MpakTHKA
XpaHeHHs

OrOBOpHBL? myHKTHI 41-43 TlpaBun
HaJyIexae pakTHKH
XpaHeHHs

OT4ETHI (CBOJIHBIE JKYPHAJIBI)? myHKTH! 41-43 IpaBun
Hajuiexanei NpakTUKH
XpaHeHHs

55. Bepercs i y4eT JEKapCTBEHHBIX CPE/ICTB C nyHKT 11 TIpaBun xpaHeHus
OTpaHHYEHHBIM CPOKOM FOJHOCTH Ha OyMaXXHOM | JIEKApCTBCHHBIX CPE/ICTB
HOCHUTEJIE WIH B SIEKTPOHHOM BHJE C
apxuBaluei?

56. UmeeTcs i pa3paboTaHHbIH H YTBEPKICHHBIA myHKT 24 [TpaBun
KOMIUTEKC Mep, HATIPABJICHHbIH Ha MUHAMH3AIMIO | HaJUIexKalieH
pHCKa KOHTaMHHAIUH JIEKAPCTBEHHBIX NPAKTHKH XPaHEHHS

TpenaparoB, C y4eTOM YCIOBUH COOMIONCHUS
3aIIUTHI OT (HaKTOPOB BHEIUHEH Cpeabl ¢
odopmiIeHHEM:

COIlos?

NpHKa30B? nyHKT 24, 41 [Ipasun
HaJyexalei
MPAKTHKU XpaHEHHs
myHKT 24, 41 [lpasun

HaUIexanen
NPaKTHKH XpaHeHUs
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HHCTPYKLIUH? myHKT 24,41 IIpasun
HaJUIeKalleH
NPaKTHKH XPaHEHHS
57. Perucrpupyrorcs JH pe3ysbTaThl | MyHKT 21 Ilpasun HaJUTeKaLIEeH
TEMIIEpaTypHOrO KapTUpOBaHHUs ¥ | TPaKTHUKH XPaHECHHUA;
BIAKHOCTH B CIICIMANBHOM XypHa (kapre) | TYHKT 23 TTpasuun Hazexalner
perucTpanuu Ha GyMakHOM HocuTene H | TPAKTHKN XpaHCHHA,
(47H) B SJIEKTPOHHOM BHJIE exemHeBHo, | TYHKT 7 IIpaBii xpaHeHHs
B TOM UHCIIe B BHIXONHBIE W IpasiHHuHble | TTCKAPCTBCHHBIX CPEACTE
HA?
58. XpaHsaTcs JM OKypHabl (KapTbl) PerucTpaliy | IyHKT 21 MpaBun Hazexawmen
TEMMNepaTypPHOro KAPTHPOBAHMA B TEUEHHUE JIBYX | TPAKTHKH XPAHCHHS;
ner? ' myHkT 23 [IpaBii HaJIeKalleH
MPAKTHKH XPAaHCHHUS,
myHkT 7 IlpaBui1 XpaHeHHs
JIEKapCTBEHHBIX CPEACTB
59. Cob6mroiaeTcst i 3aNpeT Ha COBMECTHOe XpaHeHHe | myHKT 34 [Tpasui Hajuiexame
B OJHOM TEXHHYECKH YKPEIUICHHOM MOMEIEHUH | MPaKTHKH XpaHEHUs
JIeKapCTBEHHBIX IIPENaparoB, IpeayCMOTPEeHHBIX
nydkroM 32 IlpaBun Hajjexamei — MPAKTHKHA
XpaHeHus, M JICKApCTBEHHBIX  IPenaparos,
cozeprkalmX CHJIbHOSHCTBYIOIIHE WK
AJIOBUTHIE BELLECTBA?
60. CobmrogaeTcs NH  3alpeT Ha xpanende B | mynkt 20 IIpasun Hagnexaren

MOMELIeHUIX XpaHeHHus JIEKAPCTBEHHBIX | MPAaKTHKH XPaHEHUA
npenapaToB:
NMINEBBIX MPOAYKTOB? myHkt 20 IIpaBui Haanexamei
[PaKTHKH XpaHEeHHA
TabavHbIX W3eTHi? myHkT 20 TTpapun Hapexanein
[IPaKTHUKH XpaHEHMs
HAMUTKOB? myHxt 20 ITpaBun Haaexalei
MPaKTHKU XPaHEHHs
JIEKapCTBEHHBIX npenaparos,| mynkr 20 [Ipasun Hajuiexalen
TIpeIHA3HAYEHHBIX VIS JIMYHOrO HCMONB30BaHMA| IPAKTHKH XPAHEHHA
paboTHHKaMHU?

(momxmOoCcTh 1 ®UO NODKHOCTHOTO AL, 3aMOIHUBIIETO IIPOBEPOYHBIIT JINCT, OJMHUCE, 1aTa)

(IIOJ'I)KHOCTI) 1 OO noKHOCTHOTO JIANA IOPHINYCCKOro JINIA, NPUCYTCTBOBABLICTO IIPH
3all0JIHCHUH IPOBEPOYHOrO JIUCTA, IONHCE, ,uaTa)




TTpunoxenne Ne 2

K npukasy PenepanpHOl CITy kOBl

110 HaA30py B cepe 3ApaBOOXPaHCHI
ot 2941 A/X Ne ’

®opma

IIpoBepoYHbIi JUCT
(cHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoJb3yemblii @enepanbHoOH cayx6oii o Haa30py B cdepe 3APaBOOXPaHEHH
H ee TepPUTOPHAIbHBLIMH OPraHaMH NpPH MPOBEACHUH NJIAHOBBIX MPOBEPOK NPH
ocyuiecTB/IeHHH (pefiepajbHOTO rocyaapcTBeHHOro Haja3opa B cepe oGpameHnst
JIEKapCTBeHHbIX Cpe1CcTB
(xpaHeHHe JIeKaPCTBEHHbIX NPEeNapaToB 1JIs MeIMIHHCKOro NpHMeHeHHs B
MeIHIHHCKOH OPraHu3alHi 1 HHBIX OPraHH3aHsAX, HMEIOUIHX JIMIEH3HI0 Ha
MeIHIHHCKYIO AeATeIbHOCTD)

(HaMMeHOBaHye OpTaHa, OCYIIECTRIAOMIErO IUTAHOBYIO IIPOBEPKY)

1. Bun rocyIapCTBEHHOTO KOHTPOJIA (namzopa)

2. Ilpenmer IUIaHOBOW MPOBEPKH IOPHAMIECKMX JMM M VHIMBHTY QJIBHBIX
TpeAnpHHUMATENIEH OTPaHNIMBACTCA 06s3aTeNBHBIMH TPeOOBaHMAMH, COOIOIEHHE KOTOPBIX
qBIseTcs Hauboymee 3HAUAMBIM C TOYKH 3pEeHHsS HEJOIYIICHHM] BOSHUKHOBCHHA yTpO3EI
TIpPMYMHEHNS BPe/ia )KU3HH, 30POBBI0 IPaXiaH, W3J10’KeHHBEIMM B (popMe IIPOBEPOTHOTO JIHCTa
(crrcka KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWe HOPHMAMYECKOTO MU, (QaMuius, uMA, OTIECTBO (IpE  HAJTHYHH)
WHIMBHUIYyaJIBHOTO peIIpUHAMATENS:

4, MecTo TpOBEIEHHS IIAHOBOW MPOBEPKH C 3alOJHEHHEM IPOBEPOYHOrO JIKCTA:

5. PeKBH3HMTH IPHKa3a O POBEJICHNH ILIAHOBOH MPOBEPKHU: OT Ne

6. YueTHBI HOMEp IPOBEPKH U aTa PUCBOEHNS yHETHOTO HOMEPa IPOBCPKH B EnuHOM
peecTpe IpOBEPOK:

7. JIOJDKHOCT, (aMuiIMs ¥ MHHLMANBl JOJDKHOCTHOIO JiHLa (7IM1), TTPOBOAMIETO(KX)
IUIAaHOBYIO TIPOBEPKY:

1. ;

2. ;

8. ITepeueHb BOIPOCOB, OTPAXAOLIMX COACPKAHNE 06s13aTeTbHBIX TpeOOBaHMii, OTBET HA
KOTOpPBIE OJHO3HAYHO CBHJETENBCTBYET O COBIIONEHNH WM HECOOMIOeHHN FOPUINIECKUM
JIAIIOM, VHIMBUAYaNbHBIM MPeANpHHAMATENICM 06s3aTeIbHBIX TPeOOBaHUH, COCTaBIIAIOIINX
npeaMeT POBEPKH:
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BeiBOA 0
BLINOJIHEHHH
TpeboBannii

PexkBH3NTBI
HOPMATHBHBIX
NPaBOBBIX AKTOB,
€ yKa3aHHeM HX

Ne
n/n

Bonpocsl, oTpaaloine coaepkanue
00s13aTeILHBIX TPeGOBaAHNH

CTPYKTYPHBIX eIHHHII,
KOTOPBIMH
YCTaHOBJICHBI
o0s3aTeIbHbIE
TpeGoBaHHSA

aa HET

®enepaabHbiii 3axoH ot 12 anpeis 2010 r. Ne 61-®3 «O6 o6pameHHH JICKAPCTBEHHbIX CPEICTB
(CoGpanne 3axonogatenbcTBa Poccuiickoii ®enepanuu, 2010, Ne 16, c1. 1815; 2016, Ne 27,
cr. 4283) (manee - 61-@3); IlpaBmna HajIekamedl NPAaKTHKH XPAaHCHHA M IIEPEBO3KH
JeKAPCTBEHHBIX MNPENapaToB I MeIHIHMHCKOT0 NpPHMEHEHHMsl, YTBep:KICHHbIE NPUKA30M
MpununcTepeTBa 3apasooxpanenns Poccmiickoii @enepanuu ot 31 aBrycra 2016 r. Ne 646H
(3aperncrpupoBan MunmctepcrBoM foctuimn Poccuiickoii ®enepannn 9 sHBaps 2017 r.,
perucrpauuonnsiii Ne 45112) (nanee — IlpaBuiia HajpresKamel NMPAKTHKH xpanenns); Ilpasnia
XpaHeHHSs JeKAPCTBEHHbIX CPECTB, YTBEPKIeHHbIe NprKa3oM MuHHCTEPCTBA 3APaBO0OXPaHEHU
u commaabHoro paseutus Poccmiickoit ®emepamun or 23 aerycra 2010 r. Ne 706m
(3aperncTpupoBan MunuctepcrBoM octhiun Poccniickoit ®enepauun 4 oxTsaops 2010 r.,
perucrpanmuonnbiit Ne 18608) ¢ H3MeHeHHAIMH, BHeCEHHbIMH NpHKazoM MuHHCTEpCTBA
3ApaBOOXpAHEHHS H CONHAJIbHOro passurus Poccmiickoii ®enepaunu or 28 nexadpsa 2010 r.
Ne 12211 (3aperncTpupoBan MummncrepcTBom Iocruunu Poccniickoii ®@enepaunn 4 deppais
2011 r., perncrpanuonnbiii Ne 19703) (nanee — IIpaBuia XpaHeHHs JIeKAPCTBEHHBIX CpelcTB)

CucreMa o0eclieueHHS  Ka4vecTBa XpaHeHust M _TIEPEBO3KH JIEKADCTBCHHBIX IPENAparon

(craths 54 61-®3; raasa II, mynkrst 3 - 6 [IpaBua Hagaexameil NMPaKTHKH XpaHEeHH)

1.

VIBepKIeHHl JId  pYyKOBOAHMTeNdeM  CyOBekTa
ofOpaleHHs JIeKapCTBEHHBIX CPEICTB CTaHIapTHbIC
onepanronHbie npouenyps! (manee — COIT)?

myskt 3 [IpaBun Hapnexamen
TIPAaKTHKH XpaHEHU

Onpe/eleHa Jii OTBETCTBEHHOCTh PaGOTHHKOB
CyOBbekTa oOpaleHHs 1eKapCTBEHHBIX MPEenapaToB 3a
HapyineHre TpeOGoBaHHH, YCTAHOBIICHHBIX
HacTosmmMH [TpaBunamu?

MOAIYHKT «6» myHkTa 4
[MpaBun Haanexarei
MIPAKTHKH XpaHEHHs

HasnaueHo 111 pyKOBOIAMTENIEM  JIMIIO
OTBETCTBEHHOE 32 BHEAPeHHe U obecreyeHne
CHUCTEMBI KauecTBa?

nyHKT 5 IIpaBuin Hajexate
NIPaKTHKH XPaHEHHUA

Ilomemenns AJ1s XpaHeHH s JIeKAPCTBEHHBIX NPENapaTos
NpaKTHKH Xpanenusi; [IpaBuia XpaHeHHs JJEKAPCTBEHHBIX CPEACTB)

(craTbs 58 61-®3; rnasa IV IlpaBun nansiexamei

4,

OfecrieuuBaOT M TIOMELICHMA i1 XpaHCHMA
JICKApCTBEHHBIX TIpernapaToB.

myukT 12 IpaBun Hapnexamen
PaKTUKH XpaHEHHA

Ge30macHoOe pasfenbHoe XpaHeHHe?

nyskT 12 ITpaBun Hapnexamen
NpaKTHKA XpPaHEHUA

NepeMEIICHUE JICKapCTBCHHBIX npenapaTOB?

yHkT 12 TIpaBun Hapiexaneit
IPaKTHKH XpaHEHHU:
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5. HMeercs i 0BO3HAUEHHAs 30HA MNM OTAENbHOE  [yHKTHI 15, 16 IIpaBun
MoMeLIeHHe U NTPHEMKH JIEKapCTBEHHBIX Ha1exXamel MpaKTHKA
npenapaTos? X paHCHH
6. | MMerotcs in 0603HA4YeHHBlE 30HbI WM OTACIBbHEIE [yHKTHI 15, 16 TIpasin
MOMENIEHHS XPaHEHHs JIEKAPCTBEHHBIX Ha eKalle IPaKTHKA
TpenapaToB, TPeGYIOLIHX CICIMANBHBIX YCIOBHH? FipaHele
7. HmeeTca U [ XpaHeHHs BBIABICHHBIX myHKTH! 15, 16 IIpasun
GansCUGUIUPOBaHHBIX, HEOOPOKAUECTBEHHBIX, HaTeXaled IpakKTHKH
KOHTpadaKTHBIX JICKAPCTBEHHBIX NpenapaToB: XPaHCHUA
06o3HaueHHas 30Ha? myHKTHI 15, 16 [Ipasun
HaJIeKAIeH IIPAKTHKH

X paHEeHHU
OT/IeNIbHOE TIOMEIIEHHE? myHKTHL 15, 16 [Tpasun
ajyiexaliei NpakTHKH

paHeHHs

8. Wmeerca i1 0003HA4YeHHAs 30HA WIK OTAenbHOe  [myHKTHI 15, 16 IIpasmin
noMelneHxe, oGecreurBaromue Tpebyemble yCIOBHA  [HaexKaledl NPaKTHKH
XpaHeHUs JIEKapCTBEHHBIX MPETaparoB, UIA XPaHCHUSA
KapaHTUHHOI'O XpaHEHHUs JICKAPCTBEHHBIX
npernapaTos?

9. HMeeTcs T B TIOMEILEHHAX M 30HAX, myHkt 17 IIpaBun
KCIONB3YEMBIX IS XPaHEHHS JIEKAPCTBEHHbIX HaJUTexallei IpaKTHKH
1penapaToB OCBELICHHE? XpaHeHMA

10. | imeeTcs 1y BaJMOMpPOBAHHAA CHCTEMA, myHkT 18 IIpasun
pasgensoinas 30Hbl XpaHEeHHUsA? HaJUIeXallel NpaKTUKY

XpaHeHHs

11. | OTneneHsl 14 aAMHHHCTPATHBHO-OBITOBEIE nyHKT 19 IIpasun
TIOMEIIEHHA OT 30H XpaHEHH JIEKAPCTBEHHBIX HajUIeXxalel MpaKTHKH
npenapaTos? XpaHeHHs

12. | Nmeercs mm ordensHas 30Ha (IOMEILEHHE, nmyHkT 25 IIpaBun
Kadbl) VIS XpaHeHHs 060y JOBaHHS, HHBEHTaps M | HajleXKallleH MPaKTHKHA
MaTepHaIoB Ui YOOpKH 7 XpaHEeHHs!

13. | Iposoawutcs iu yGopka MoMemieHnH (30H) UIs myHKT 25 IpaBun
XpaHeHHs JIEKapCTBEHHBIX MPENapaToB B HaJyIeXalleil NpaKTHKH
cootsercteuy ¢ COIT? XpaHEHHS

14. | VYcranoska o0opynoBaHMs U1 XpaHEHHS myHKT 10 ITpaBun xpaHeHHUs
JIEKAPCTBEHHBIX CPEACTB B TIOMEILEHHUAX, JIEKApCTBEHHBIX CPENICTB
obecrneunBaeT JIM JOCTYIHOCTh AJIA MPOBEACHNA
y6opku?

15. | Jlomyckaer nu oThesnka mnomerenuit (BHyTpeHHue | myHKT 25 IlpaBun

MOBEPXHOCTH CTEH, TOTONKOB) VIl XPaHCHHA
JIEKapCTBEHHBIX IPEnapaTos BO3MOXXHOCTB
TIPOBEIEHUs BIaXKHOH yOOpKH?

HaJTexamed NpakTHKK
XpaHEeHHUs;

myHkT 6 [IpaBun xpaHeHus
JIEKAPCTBEHHBIX CPEICTB
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16.

OGecreuena i 3alMTa TOMEILECHHUI [UIS XpaHEHUS
NeKapCTBEHHBIX MPenapaToB  OT NMPOHMKHOBEHHA
HACEKOMBIX, TPBI3YHOB HIIH JIPYTHX?

myHKT 26 TIpasun
HaJJIe)KaIel PaKTHKA
XpaHeHHs

OGopyiosanue (raasa 1V Ilpasma HaJJIeKAmeH

J1eKapCTBECHHDLIX cpe)ICTB)

npakTaki xpaHennsi; IIpaBusia XpaHeHUs

17. | OcHamensl 1M TOMEIleHMs  JUIA  XPaHCHMA | MyHKT 37 INpasun
JIEKAPCTBEHHBIX ~ CPEJCTB npubopamMy  JUIA | HajUIeXaIlieH NPaKTAKH
perucTpalyy napaMeTpoB Bo3ayXa: XpaHEeHHs

nyHKT 7 TIpaBui XpaHeHHA

JIEKapCTBEHHBIX CPE/ICTB
TepMOMETPEI? myHkT 37 TIpasmit

Haju1exKaleH NpakTHKA

XpaHEHMS,

nyHkT 7 IIpaBun xpaHenus

JEKApCTBEHHBIX CPE/CTB
rUrpoMeTphl? myskt 37 [Ipasun

HaJuIe)Kaled NpakKTHKU

XpaHEHMS,

nyskt 7 [IpaBun xpaHeHHs

JIeKapCTBEHHBIX CPEACTB
TEPMOrUTPOMETPHI? nyHkT 37 IIpaBun

Hauiexalnei MpakTHKU

XpaHeHHs,

nyHkT 7 IIpaBui xpaHeHHA

JIEKapCTBEHHBIX CPEACTB
5JIEKTPOHHBIE THIPOMETPHI? myHKT 37 IIpasun

Ha UIeKaleH MPaKTHKU

XpaHEHHMS,;

myHkT 7 [IpaBust XpaHeHHA

JIEKapCTBEHHBIX CPEACTB

18, | PasMelneHsl I W3MepHTEBHEIC YaCTH IPAGOPOB nyukt 7 IIpaBun xpaHeHHsa
ISl PETHCTPALMH TapaMeTpOB BO3/lyXa Ha JEKapCTBEHHBIX CPECTB
paccTosHMM He MeHee 3 M OT Bepeii, OKOH 1
OTOMMTENBHBIX MPpUOOpoB U Ha BEIcOTe 1,5 - 1,7 M
ot nona?

19. | Umeercs i xomopunsHoe o6opyoBaHHe mynkrs! 21, 36, 37 [IpaBun

(c yxaszaHHeM HaHMEHOBAHHA, MAPKH, HHBEHTAPHOTO
HOMEpa, TEMIIEPaTyPHOTO PEXHUMA, €MKOCTH) ©
pasMeleHHeM i 06CTy)KHBaHHEM COTIIACHO
JAOKYMEHTALIHH M0 €T0 UCIIOIB30BAHUIO
(3KCIUTyaTalHn):

HauIeKalei NpaKTHKH
XpaHeHHs

X 0JTOIMIbHBIE KAMEPBI /M CIIELHAIBHO
0GOpYIOBAHHOE MOMETeHHe?

mynktst 21, 36, 37 [lpaBun
HajJIeKaned NPakTHKH

XpaHeHUs
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(papMalleBTHYECKHE XOTOAUIIBHBIC uiKagsl
WITH XOJOMWIBHUKH?

nyHkTel 21, 36, 37 [pasun
HajJexaiei MpakTHKA
XpaHeHUs

20. | AMeroTcs MM CUCTEMbI KOHIHLIMOHMPOBaHHs B myHkTeI 21, 36, 37 IIpaBun
MOMEIICHHUAX JUI1  XpaHEHHs JIEKapCTBEHHBIX HaJyIeKaleil MpaKTHKH
cpencts? XpaHEHUs,;

myHKT 4 TIpapui XpaHeHus
JIEKapCTBEHHBIX CPEACTB

21. | Umeetcst i cucTeMa BEHTHIALMM B [IOMELICHUAX myHktsi 21, 36, 37 IlpaBun

JUIS XpaHEeHHs JTEKapCTBEHHBIX CpPeCTB? HayIeKaIeH NpaKTHKH
XpaHEeHHS;
nyHkr 4 TIpaBun xpaHeHus
JIEKApPCTBEHHBIX CPE/ICTB

22. | AMeercs 1y B NOMEIICHUAX UL XpaHEHHA nyHkTht 21, 36, 37 Ilpasun
JIEKapPCTBEHHBIX CPEICTB CHCTEMAa KOHTPOJIA HaJyTe)Kalleil MpaKTHKA
JIOCTYTIa B TIOMEIIeHHs (30HBI)? XpaHEHUS

23. | Mimeercs nn wioMGup (WH neyaTs) ( mpH Hamuuuy) | myHKT 31 ITpaBu
1A omedaThiBanMA MIKadoOB WIK OMEIEHHH B HaJUIeKalleH
KOTOPBIX XPaHATCS JIEKAPCTBEHHbIE MPETapaThl, MpPaKTHKY XPaHEHHA
MoIEXKALIKME [IPEIMETHO — KOJIHYECTBEHHOMY
yuety?

24. | Umerorcsa in U1 XpaHCHHS JIEKApCTBEHHBIX myHkT 31 IpaBun

MpenapaTos:

HaJyIexaleH

NPaKTAKH XPaHCHU,;
myHkT 29 [Tpaswui
Haayexameil NpakTHKH
XpaHeHHs

myHKT 5 IIpaBwi XpaHeHHs
JIEKAPCTBEHHBIX CPENICTB

cTenaxu?

nyHKT 31 IIpasun
HaJUTeKalleH

MPaKTHKH XpaHESHHS,;
nyHkt 29 Ilpasun
HaJJIeKaneH MpaKTHKH
XpaHEHHS,

myHkT 5 ITpaBri xpaHeHHs
JIeKapCTBEHHBIX CPECTB

kadbl METAUTHYECKHE WITH A€PEBAHHBIC IS
XpaHeHHs 1eKapCTBEHHBIX Mpenaparos,
MOIeKALMX NPEAMETHO-KOIMYECTBEHHOMY

yuety?

nyHkt 31 Ipasun
HaIe)KaleH

MIPaKTHKH XPaHECHHS,;
myHkT 29 [paBun
Haexauei MpakTHKH
XpaHEeHHUS,

nyHkT 5 IlpaBun XxpaHeHus
JIEKAPCTBEHHBIX CPENICTB

ikadui?

nyHKT 31 Ipasun
HaIexKaleH
TNPaKTHKH XPAHEHHS,
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myHKT 29 Ipasun
Hajiexxareii MpakTHKH
XpaHeHHS;

myHKT 5 IlpaBmil XpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

MOIOHBI?

myHKT 31 IIpaBun
HajuiexKamen

MPaKTHKH XPaHCHHS,
myHkT 29 Ipasun
HaANeXaIeH NPakTHKH
XpaHEeHH;

myHKT 5 IIpaBun XpaHeHus
JIEKAPCTBEHHBIX CPEICTB

MOATOBAPHUKH?

myHkT 31 IIpasun
Hajnexamei

MPaKTUKY XPaHCHHA,
myHKT 29 IIpasun
HaJJexaleH MpaKTHKH
XpaHeHHS;

myHKT 5 IIpaBmi xpaneHus
JIEKapCTBEHHBIX CPEICTB

25. | Ipouwto i o6opynoBaHue, OTHOCALIEeCS K
CpencTBaM M3MEpeHHMH:

myHkT 38 ITpasun
HajTexalei NpaKTHKH
XpaHeHHs;

myHkt 7 [lpaBui xpanenus
JIEKAPCTBEHHBIX CPEICTB

MEPBUYHYIO MOBEPKY M (WITH) KaATHOPOBKY 10
BBOJIa B 9KCIUTyaTaluio?

myHkT 38 ITpaBun
HaJJexanieH MpakTHKH
XpaHeHHS;

myHkT 7 [IpaBun xpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

epBUYHYIO NOBEPKY U (MIH) KATHOPOBKY IOCIe
peMoHTa?

nyHkT 38 [pasun
HajJiexamei NpakTHKH
XpaHEHHUS;

myHkT 7 IlpaBuin XxpaneHus
JIEKapCTBEHHBIX CPEICTB

NepHOAMYECKYIO IOBEPKY U (M) KaTMOPOBKY B
npolecce SKCILTYaTalu?

nyHKT 38 [IpaBui
HaJyIeKalnei MpakTHKH
XpaHeHHS;

nyHkt 7 IIpasun xpaHeHus
JIeKapCTBEHHBIX CPENICTB

26. | UMerorcs nu 3amacHbIe MIOBEPEHHBIE CPEICTBA
W3MEPEHHs B ClTy4ae PEMOHTA, TEXHHYECKOTo
06Ty )KMBaHHUS, TIOBEPKH 000PYI0BaHHS U CPelICTB
u3MepeHus?

myHKTHI 39, 40 IpaBui
HaJUIe)KaIIeH NpaKTHKHY
XpaHeHHs;

nyHKT 7 IIpaBun xpaHeHHs
JIEKAPCTBEHHBIX CPEACTB

eificTBHUE cYObeKTa 00paleHHus JIeKADPCTBCHHBIX NpENnaparoB 1o XpaHCHHIO.

OKYMCHTLI IO

XPAHEHHIO JIeKAPCTBEHHbIX IPENapaTos (CTaThs 58, MyHKT 3 cratbu 9 61-®3; ruass1 V, IV IIpasui

‘HaIeKameii IPAKTHKH Xpanenns; [IpaBuia XpaHeHHs JIeKAPCTBEHHBIX CPEICTB)




27.

COOTBETCTBYIOT 1M CBEICHUI PpE3yJIbTaTOB
NPUEMOYHOTO KOHTPOJIS CBEACHUAM B
TOBAPOCOINPOBOAUTENBHOH JOKYMEHTALMH:

myHKT 46 IIpaBun
HaJUTeXXaLIeH

NPaKTHKH XPaHEeHHS,;

myHKT 40 TIpaBui XpaHeHHA
JIEKapCTBEHHEIX CPEACTB

[10 aCCOPTHMEHTY U KOJIMYECTBY?

nyHKT 46 [IpaBun

Ha IeKaIleH

MPaKTHKH XPAaHCHHS,

myHkT 40 TTpaBuit XpaHeHUS
JIeKapCTBEHHBIX CPEACTB

10 Ka4eCTBY?

myHKT 46 IIpasun
HaJUIeXalleH

NPAKTHKY XPaHCHUS,

myHkT 40 ITpaBui XpaHeHHA
NeKapCTBEHHBIX CPEACTB

10 COGITIOEHHIO CTIEHMATIBHBIX YCIOBHi
xpaneHus (TpH HAJIMYHUHA TAKOTO TpeboBaHHUA B
HOPMAaTHBHOM JOKYMCHTALMH Ha JIeKapCTBEHHBIH
npemnapat)?

nyHKT 46 [IpaBun
HaJUIexKaIeH

TIPaKTHKM XPAHCHHS;

nyHKT 40 TIpaBui XpaHeHHS
JIEKApCTBEHHBIX CPE/CTB

[10 HATHYMIO TIOBPEXKICHMH TPAHCTIOPTHOH Taphi?

myHKT 46 ITpaBun
HaJUTeXalLeH

MIPaKTHKH XPaHEHHS,;

myskT 40 TIpasun XpaHeHHA
JIeKapCTBEHHBIX CPEACTB

28.

W neHTUULIIPYIOTCA JIH XpaHAIMECs
JNIeKapCTBEHHBIE CPeACTBa?

ryHKT 29 [IpaBun
HaJUTeKaLIeH
NPaKTUKH XPaHCHHUS,
nyHKT 49 TIpaBun
HagiexKalei MpakTHKH
XpaHeHHs

29.

OCYILECTBIAETCS 1M XPAHEHHE JIEKAPCTBEHHBIX
npenaparos:

nyHkTel 44, 47 TIpaBun
HajUTexanei MpakTHKA
XpaHEHHS,

myHkt 40 TIpapun xpaHeHHs
NEKApCTBEHHEBIX CPE/CTB

¢ yuetoM TpebGoBaHHH HOpMaTHBHOM
TOKyMEHTALIMH, COCTABISIOLIEH perucTpalHOHHOS
Toche Ha JIeKapCTBEHHBIH Tpenapat?

myHkTel 44, 47 Tlpasun
HajtexKare NpakTHKH
XpaHEHHMS,

nyHKT 40 IIpaBun XpaHeHHA
JIeKapCTBEHHBIX CPEACTB




MHCTPYKIMHU T10 MEJULIMHCKOMY NIPHMEHEHHIO?

myHKTHI 44, 47 Tlpasun
HaJuTexKaIen MIpaKTHKH
XpaHeHHS,;

myHKT 40 IIpaBun xpanenus
JIeKapCTBEHHBIX CPEICTB

HbOopMaLKK, CoflepKalIeics Ha epBUYHOM 1
(WJTH) BTOPUYHOH YTIIaKOBKE JICKapCTBEHHOTO
npenapara?

MyHKTHI 44, 47 ITpaBui
HaJyIexamei IPaKTHKA
XpaHEeHHUS;

myHKT 40 IIpaBun xpaHeHHsA
JeKapCTBeHHBIX CPEACTB

TPaHCIOPTHOH Tape?

nyHKTH! 44, 47 [paBun
HaJIJIeKalei MpaKkTHKH
XpaHeHHS;

myHKT 40 IIpaBun xpaHeHus
JIEKApPCTBEHHBIX CPE/ICTB

30. | PasMemaroTcs Jid IEKapCTBEHHBIE IIpenapaThl
B [TOMELIEHHUIX ¥ (WIK) 30HaX JUId XpaHCHHS
JIEKapPCTBEHHBIX NPENapaToB B COOTBETCTBHH C HYRKT 49 l'{paBIzm
TpeGoBaHHAMH HOPMATHBHOM TOKYMEHTALUH U HaJUIeHAIICH PAKTHKH
(wn) TpeGoBaHUAMH, YKa3aHHBIMHI Ha YTIAKOBKE XpaHCHHUs,
NIeKapCTBEHHOTO Mpenapara, ¢ y4eToM: nyRKT 8 TIpaBui XpaHeHus
JIEKapCTBEHHBIX CPEJICTB
(UZHKO-XUMHYECKHX CBOHCTB myHKT 49 l—{pam’m
7IeKapCTBEHHBIX NPENapaToB? HajUIeMAlllCH NPAKTHIH
XpaHeHHs
nyHKT 8 [IpaBun XxpaHeHHs
JIEKapCTBEHHBIX CPENICTB
myHKT 49 I1pasun
(papmMaxonoruuecKux rpymnn? HaJUTeKaIlei TPaKTHKH
XpaHeHHs;
nyHkT § [IpaBun XpaneHus
JIEKapCTBEHHBIX CPEJICTB
myHKT 49 1lpasun
croco6a BBEAEHHS HaJUIeKaIleH NPpakTUKA
IeKapCTBEHHBIX TIPenapaTos? XpaHCHH,
nyHkT 8 IIpaBui XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
31. | OcywmectBnsercs nu XpaHEHHE OTHEONACHEIX H nyHkt 51 IIpaBun

B3PBIBOOMACHBIX JICKAPCTBCHHBIX npenaparos
BAAJIH OT.

HaJJiexanei NpaKTHKH
XpaHCHHSA

orus?

myukr 51 [IpaBun
HajJiexanei NpakTHKH
XpaHEHUs

OTONHUTENBHBIX TPHOOPOB?

myHkT 51 [Ipasun
Hajnexalei MpaKTHKH
XpaHeHHs




TPAMBIX COJIHEYHBIX JTy4YeH?

myHkr 51 [Ipasun
HaJIeKame NPakKTHKU
XpaHeHH

XpaHS{TCﬂ CBETOYYBCTBUTEIILHBIC JICKapCTBEHHBIC
npenaparsl B 3alAIIIEHHOM OT CBE€TAa Mecte?

myHkT 52 TIpasun
HaJIe)Kamei NpakTHKA
XpaHeHHS,

myHKTHI 24-26 IIpaBun
XpaHEeHUs IEKapCTBEHHBIX
CPELCTB

H3onupytoTcs M CHIENUATBHO NPOMaPKAPOBAHHEIC
JIeKapCTBEHHbIE Npenapathl, pe/JHa3HAUEHHBIC U1
YHHYTOXKEHHs?

myHKT 55 IIpasun
HaaJiexalnei MpakTHKA
XpaHEeHHs

HzonupyroTes Jid:

myHkT 30 [IpaBun
HajpIexauei
NPaKTHKH XpPaHEHUSA

TexapcTBEHHbBIE Penaparhl, B OTHOLICHHH KOTOPBIX
cy6GpeKTOM 0OpaleHHs TIeKapCTBEHHbIX
NpenapaToB MPHHATO PELIEHHE O IIPHOCTAHOBICHUH
NpUMEHEHU?

myHKT 30 [IpaBun
HaUTe)KaLICH
NPaKTUKH XpaHeHHT

leKapCTBEHHbIE IPENIapaThl, B OTHOIIEHHH KOTOPBIX
CyOBeKTOM OOpaleH s JIEKaPCTBEHHBIX
NpenapaToB NPHHATO pelleHHe 06 U3BATHH U3
obpareHus?

nyHkt 30 ITpasun
Haamnexanei
NPAaKTHKA XPaHEHHS

danscuULMpOBaHHEIE, HENIOGPOKAYECTBEHHBIE H
KOHTpadaKTHbIE IEKapCTBEHHBIE MpenapaTsl?

ryHkT 30 Ilpasun
HaIexanen
MPAKTHKH XPaHCHHUS

UMeroTes I JOKYMEHTBI, ONTMCHIBAIONINE ACHCTBHS,
BBINOJTHAEMBIE CYOBEKTOM OOpalieH s
JIEKapCTBEHHBIX NPenapaToB:

mysKTHl 41-43 IlpaBun
Ha/UIexamme MpakTHKA
XpaHECHHA

COIls1?

myHKThI 41-43 IIpaBun
HajyIe)Kale IPaKTHKH
XpaHeHHs

MHCTPYKLIMH?

myHKTHl 41-43 IIpaBun
HaJyIexKaIel npakTHKH
XpaHeHHA

norosopsi?

myHKTHI 41-43 IlpaBun
HaJUTeKaLeH MPaKTHKU
XpaHEHH

OT4eTHI (CBOIHBIE JKYPHAIIBI)?

nyHkTHI 41-43 [IpaBun
HaIexaleil MpakTHKH
XpaHeHHs

Benercs nu yuer JIEKapCTBCHHBIX CPCACTB c
OrpaHU4CHHBIM CPOKOM I'OAHOCTH Ha GYMa)I(HOM
HOCHUTEJIE WM B 3JIEKTPOHHOM BH/IE C apxnnauneﬁ?

myHkT 11 TTpaBun XxpaHeHHA
JIEKapCTBEHHBIX CPECTB




29
37. | UMeeTca 14 B HaTU4KMH pa3pabOTaHHBIA U myHKT 24 Ipasun
YTBEP>KIEHHBIH KOMILIEKC MEp, HAlIPaBICHHEIX HA HaJUIeXalei
MUHHAMH3ALHIO pUCKA KOHTAMHUHALIHA TIPaKTHKH XpaHCHUA
JIEKAPCTBEHHBIX MPETIApaToB, C YHETOM YCIIOBUH
cOOMIOIeHMS 3aIUTHI OT (HaKTOPOB BHEUIHEH CpelIb
¢ oopMIICHHEM:
TIpHKa30B? nyHKT 24 Ipasun
HaJUIeKalleH
NPaKTHKH XPaHCHUA
COIlos? nyHKT 24 [Tpasun
HaJUIeXKaleH
MPaKTHKH XpaHEHHs
MHCTPYKLMIT? myHKT 24 IIpasun
HaJIexKaleH
NPaKTHKH XPaHEHHA
38. | Perucrpupyrorcs b1 pesynbTathl | myHKT 21 [pasun
TEMIEPATYPHOrO KAPTUPOBAaHHMA H BIAKHOCTH | HaJUIexkalleH
B CIENHaJIbHOM XypHaie (KapTe) pErHCTpalyu | MPAKTHKH XPaHCHHUSA,
Ha GYMa)XHOM HOCHTeNE  (WIH) B 9NeKTpOoHHOM | mynkT 23 Ilpapmin
BHIE €XeIHEBHO, B TOM 4YHCJE B BBIXOJHBIE | HAJUICKAIIEH
H [Ipa3THWYHEIE JHU? MIPAKTHKU XPaHEHHS;
nyHKT 7 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB
39. | Xpamsrca mu sxypHanst (kaprsl) perucrpammu | myHKT 21 Ilpasun
TEMIIEPATypPHOIO KapTHPOBAHHS B TeucHHe | HaaNexKalen
IBYX JIET? [IPaKTUKU XPaHCHUS,
nyHKT 23 [IpaBui
HajJexalen
MPaKTHUKU XpaHEHH,
nyHKT 7 IIpaBui XpaHeHHS
JIEKapCTBEHHBIX CPEJICTB
40. | Cobromaercs 1 3ampeT Ha COBMECTHOE XpaHeHHe B | MyHKT 34 IIpasun
OZHOM TEXHHYECKH YKPEIUIEHHOM TIOMEIIEHHH | Hajuiexamen TPaKTHKU
JEKAPCTBEHHBIX ~ MPENapaToB, INPEIyCMOTPSHHBIX | XpaHEeHHS
myakroM 32 IlpaBun Hamexalnei MIPAKTHKH
XpaHeHHs, M  JIGKapCTBEHHBIX  IpernapaTos,
colepKallliX CHIBHOAEHCTBYIOIME WM SXOBHTHIC
BemiecTBa?
41, | Cobnromaercs  JIM 3alpeT Ha xpaHeHue B | myHkr 20 IIpaBun

TIOMEIICHUAX XPaHCHHs JICKapCTBECHHBIX npenapaToB.

HazyeKalle NpakTHKH
XpaHECHHS

NULIEBHIX MPOTYKTOB?

myHkT 20 IIpasun
HagJexanle NpaKTHKH
XpaHeHHA




TabGauHbIX H3ACTHA?

nyskT 20 IIpaBun
HajexameH MpakTHKU
XpaHEHHS

HATINTKOB (32 UCKITIOYEHUEM THTHEBOH BOBI)?

nyHkt 20 [Ipasun
HajuIexaueH NpaKTHKH
XpaHECHHUA

eKkapCTBEHHBIX MPeNapaToB, MPEIHa3HAUCHHBIX JUTH
THYHOTO KCIIOJIB30BaHMA PaGOTHHKAMHU?

myHkT 20 TIpasun
HajuTeXKalled NpakTHKH
XpaHEHHS

(momxnocth ¥ @YO n0KHOCTHOTO THIA, 3aII0JIHABLIETO IIPOBEPOYHBIA JIUCT, MOAIHCE, JaTa)

(ﬂOJ’I)KHOCTb u ©®H1O noDKHOCTHOIO Jria OpUIAYCCKOTO KA, IIpI/ICYTCTBOBaBHIel"O IIpHu

3aII0JIHEHHH IIPOBEPOYHOTO JIUCTA, ITOIHUCH, Jata)




ITpunoxenne Ne 3
K nprkazy OeznepanbHoi CITyXOBI
10 Ha30py B cepe 34paBOOXpaHEHUS

o194 201L Ne J4 38

®opma

IIpoBepovHBIii JIHCT
(CIIHCOK KOHTPOJILHBIX BOIPOCOB),
ucnosb3yemblii ®@exepabHOi cayx00i no HaA30py B cdepe 31paBOOXpAHEHHSA
| ee TePPUTOPHAILHLIMH OPraHaAMH NP NPOBEJeHHH MIAHOBBIX NMpOBEpPOK NPH
ocyiecTB/IeHHH (heepaibHOro rocyiapcTBEHHOro Haa30pa B cdepe obpameHus
JIEKAPCTBEHHBIX CPeCTB
(XpaHeHHe JIeKapCTBEHHbIX NPenapaToB A/ MEAHIAHCKOT0 NpuMeHeHHus B
anTeKe roToBbIX (opm)

(HAMMEHOBAHHE OPTaHa, OCYIIECTBIIONMErO IIAHOBYIO HpOBEPKY)

1. Buz rocy1apcTBEHHOTO KOHTPOJIA (nag3opa)

2. TlpeaMer IUIaHOBOM MPOBEPKM IOPHAMYMECKHX JIHMI M WHAMBHIYJIBHBIX
TpeanpUHUMaTeNel orpaHINBaeTCs 06s3aTeNBHBIME TPeGOBaHMIMY, COOII0ICHNAE KOTOPBIX
gBISETcs HauboNee 3HAYAMBIM C TOYKH 3PEHHMs HEJOIMYIIEHHA BO3HUKHOBEHMS YIPO3BI
PUYHHEHNs Bpeia KU3HH, 310POBBIO TPAXKIaH, H3N0XKCHHBIMU B dopme POBEPOYHOTO JIUCTA
(CITHCKA KOHTPOJIBHBIX BOTIPOCOB).

3. HamMeHoBaHvwe IOPHAMYECKOr0o IMIA, GamuiIus, HMs, OTIECTBO (IpH HAIMYMH)
VHIMBH Iy aJIbHOTO peIIpHHAMATENIA:

4. MecTo mpoOBeEHHs ILIAHOBOH MPOBEPKM C 3arONHEHWEM IPOBEPOHHOIO JIACTA:

5. PeKBU3UTHI IPHKa3a O IPOBEICHUH TIAHOBOH MPOBEPKHU: OT Ne

6. YueTHBIH HOMep POBEPKH U [aTa IIPHCBOEHHSA yIETHOr0 HoMepa pOBEPKH B Enunom
peecTpe IPOBEPOK:

7. JOmKHOCTb, GaMIINa ¥ WHUIHANEI JODKHOCTHOIO JIMNA (oun), NPOBOSIIEro(HX)
[IIIAHOBYIO ITPOBEPKY:

1. ;

2. ;

8. [TepeueHb BOIPOCOB, OTPAXAIOMINX COACPIKAHHE 0013aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpHIe OJHO3HA4YHO CBHIETETBCTBYET O COGIIIOIeHUH HIH HEeCOOTIOAeHNHN FOpUANICCKIM
JIVLIOM, MHAMBHIYaIbHBIM ITPEIIPUHAMATEIEM 06s3aTeNbHBIX TpeOOBaHMM, COCTABIAIOIINX
npeIMeT NPOBEPKU:
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PeKBH3HMTHI BriBoa 0
HOPMATHBHBIX BBLITIOJTHEHUH
NpaBOBBIX aKTOB, C TpeboBanuii
yKazaHHEM HX

CTPYKTYPHBIX €HHHL,
Bonpockl, 0TPaKal0miue COAePKaHue KOTOpPbIMH
00s13aTeNLHBIX TPeOOBaHA YCTaHOBJICHBI
o0s13aTeNbHbIC
TpebOBaHHS

n/n aa HET

denepanbHblii 3aKoH ot 12 ampenst 2010 r. Ne 61-®3 «O0 oOpameHHH JEKAPCTBEHHLIX CPERCTB»
(CoGpanne 3aKOHOAATEILCTBA Poccniickoii ®enepanuu, 2010, Ne 16, crT. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); TIpaBpaa HanAexkameli APAKTAKH XPAHEHHS H [€PEBOIKH JIEKAPCTBEHHBIX NPENapaToB
AN MEIHIHHCKOTO NpHMEHEeHHs, YTBepKIeHHbIC NPHKAIOM MunaucTepcTBa  31PaBOOXpaHEHHs
Poccumiickoii ®exepannn ot 31 asrycra 2016 r. Ne 6468 (zaperucrpupoBan MHHHCTePCTBOM IOCTHIIHA
Poccniickoii ®enepanun 9 sapaps 2017 r., perncTpanuonnbiii Ne 45112) (zanee —IIpasnJa HaLJIeKAWEH
npakTukn xpanenus); Ilpasuia Hagexamed anTeuHoli NPAKTHKH JeKapCTBEHHBIX Npenaparos A
MeIMIHHCKOro NPHMEHEnNHs, yTBepKIeHHble NPpaKa3oM MHHHCTEPCTBA 3APABOOXPAHECHHT Poccniickoi
®enepanun or 31 aBrycra 2016 r. Ne 647n (3aperncTpHpoBan MHHHCTEPCTBOM YOCTHIHH Poccniickoil
®denepaunn 9 saBaps 2017 r., perucrpanuonnblii Ne 45113) (nanee — Ipapnja Hajiexameil anTeqHoi
npaxtuku); [IpaBuia XpaneHus JeKapCTBEHHBIX CPEICTB, YTBEPHICHHRIC npukazoM MHAHHCTEPCTBA
3APABOOXPAHEHHS H CONHAJIBLHOrO PasBHTHS Poceniickoii ®enepanun or 23 aBrycra 2010 r. Ne 706n
(zaperucTpupoBan MHHHCTEPCTBOM IOCTHIHH Poccmiickoii ®epepannm 4 oxrabpa 2010 r,
perncrpanuonusiii Ne 18608) ¢ u3smMeHeHHAME, BHECCHHBIMH NIPHKa3OM MuBHCTEPCTBA 3APABOOXPAHEHHS
§ conuasibHOre passutas Poccuiickoii ®@enepanun or 28 mexa6ps 2010 r. Ne 1221u (3aperucTpHpoBaH
MunncTepeTBoM loctunnn Poccriickoii ®exepannn 4 denpans 2011 r., perucTpanHOHHBIH Ne 19703)
(nanee — [IpaBuia XpaHeHHs JIEKAPCTBEHHBIX CpeAcTB)

VupagJienne Ka4ecTBOM (CTaThs 55 61-@3; raaga I [paBui HajIesKaMIeH ANTEIHOMH MPAKTHKH)

VTBepKICHBI Byv’ | PYKOBOIUTENIEM cyObekra | myHKT 4 Tlpasun
obpallleHus JIeKApCTBEHHBIX CPEICTB  CTaHIAPTHEIC Hagnexalei anre4yHoH
1. OTepalMOHHBIe MPOLIeTyphl  (Hanee — COII)? TPAKTHKH

HMeercs ¥ B HATHYHH JOKyMEHTALA CHUCTEMBI

KauecTBa Ha GyMaXKHBIX M (MJIM) SJIEKTPOHHBIX nyHkt 5 IIpasun
HOCHTEJIAX! HaIexarmei anTeqHon
TIPAaKTHKH

HOITYHKT «¥» ITyHKTa 5
TIpaBun HagexaieH
anTeyHOH NPaKTHKH

bKypHAJI pErHCTpalliy [IPHKa30B
(pacniopsbxeHHH) 1o CyOBexTy
PO3HUYHOM TOProB/IM?

XKypHAJT ©XKEJHEBHOM perucTpaluy
napamMeTpoB TEMIIEPATYPEI U
BJIAXKHOCTH B MOMEIIEHHUAX [UTA
XpaHeHHs JIEKapCTBEHHBIX
npenaparos?

TOITYHKT «K» ITyHKTa 5
TpaBut Hagexalen
arrreyHoON IMPaKTHKH

MOAMNYHKT «JT» MyHKTa 5
TTpaBwt HajIeKalleH
anTe4HOH MPaKTHUKK

HKypHAJI [IEPHOMYECKOH PEerHCTpaLiy
TEMIIEpaTypbl BHYTPH XOJIOAHIBHOTO
oGopyoBaHUA?
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bKypHAIT yueTa Ofepaluii, CBI3aHHBIX C

oG paleHHeM JIEKapCTBEHHBIX CPEACTB, TOAMYHKT «M» MyHKTa 5
BKJIIOUEHHBIX B [IEPEUCHb TpaBun HauIeKaNIEH
TeKapCTBEHHBIX CPEACTB, MOJIENKALMX anTeqHON TIPAKTUKK

NpeIMETHO-KOTMYECTBEHHOMY YUETy
(npu Hanu4uu)?

HOAMYHKT «p» IyHKTa 5
[MpaBui HapIeKaLIeH
aIrTe4yHoOH ITPaKTHKH

XKypHaJI yueTa JICKapCTBEHHBIX
TpenapaToB ¢ OrPaHMYECHHBIM CPOKOM

TOAHOCTH?
HOAMYHKT «X» ITYHKTa 5
DKypHaJT yueTa MOCTYIUIEHHs ¥ pacxoza TIpasun Hazexamet
BaKIMH (PY HAMHYHH)? anTeYHOM MPaKTHKH

bKypHaJ pPETMCTPalMM  PEe3yNbTaToB NPHEMOYHOro| MOMIMyHKT «» myHKTa 5
KOHTpOIA? [MpaBun HajIeKalen
aTITe4HO MPaKTHKH

KYpHAJ PETHCTpalM{ ONepauuif, CBA3aHHBIX C| MOMIYHKT «y» IMYHKTa 5
060pPOTOM HAPKOTHYECKHMX CPENICTB, NCHXOTPOMHBIX! [TpaBHI HajieKamen
BEILECTB ¥ UX IPEKYPCOPOB (IIPH HATAIHH)? ANTEYHOM NPaKTHKH

Crcrema oGecedeHHs KaUecTBAa XDAHEHAS H_WNEPEBOIKH JIEKAPCTBEHHBIX NPENapaToB (CTAThs 54
61-®3; raapa IL, nyakrst 3 - 6 Ipasnn nagnexamedl MPaKTHKH XpaHeHHs])

HasnaueHo IH PyKOBOIMTENIEM allTEYHOM nyHKT 5 [IpaBun
3 [praHU3alyy JMIO, OTBECTCTBCHHOE 32 BHEAPCHHE HaJJIeXKaIeil MpaKTHKU
i1 o6ecrieueHHE CHCTEMBI KadecTBa? XpaHEHUS

Hudpacrpykrypa. Ilovemennsi juis XpaHeHWsl JIEKAPCTBEHHBIX HPENAPATOB (cratbst 58

61-®3, raasa IV TlpaBuia Hajgnexameii NPAKTHKH XpaHEHH:; IIpaBuna XpaHeHHS
JIeKaPCTBEHHDIX cpeacTB; riapa V Ipasui Hanaexamed anTe4YHoil NPaKTHKH)

MMeroTes i He0OXOANMBIE MOMEINEHHUS (MITN) 30HBI,
YHOM 1

[TpMHaUIeKALINE AITEeYHOH OPraHU3alliy Ha MpaBe ryecr 11 TIpapm

4 COGCTBEHHOCTH WM Ha HHOM 3aKOHHOM OCHOBAaHHH, A UTexaNel IPAKTHKH

fie00X0qMMBIE IJIS OCYLIECTBIICHHUS AEATEbHOCTH 110 XpaHeHNS

XPaHEHHIO JIEKAPCTBEHHBIX TIPenapaTos?

UmeeTcs i 0003HAYEHHAS 30HA WIH OTACIBHOE nmyHKTHE 15, 16 IIpasmn

5. | moMelnenye NPUEMKH JIEKAPCTBEHHBIX MpenapaTos? HaUTexalleH MPaKTHKK
XpaHEHHs

NmeeTcs i 0603HaYEHHAas 30HA WIH OTAEIBHOE myHKTHI 15, 16 TIpaBun

6. | MoMeleHne XpaHEHHs JeKapCTBEHHBIX MPErapaTos, HajuteKalleil MpaKTHKH
TpebyIOLIMX CTIeLHANBHBIX YCTIOBUA? XPpaHEHNA

VMeeTcs iy 1J19 XpaHEHUs BBIABJIEHHBIX myHKkTH! 15, 16 ITpaBun

danscupUMpPOBaHHBIX, HeIOOPOKAa1eCTBEHHbIX, HazJIeXKalleH PaKTHKH
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX NPEapaToB: XpaHCHNA

HKTHI 15, 16 TIpaBun
o6o3HaueHHas 30Ha? B4 - p
: HaUIeKaleH MpaKTHKH
XpaHEeHHs
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IyHKTHI 15, 16 Ipasun

? o
OTACJIbHOC ITOMCIICHUE ! Ha UIeXKALIe TPAKTHKH

XpaHEHHS
HmMeeTcs JIM 30HA WIH OTACIBHOE IIOMELIECHHE, rmysKTsI 15, 16 [pasut
obecrnieurBaroias TpeOyeMbie YCIOBHS XpaHEHH HaJIe)KaIel MpakKTHKH
8. | mexapcTBeHHBIX MpenapaToB /I KApaHTHHHOIO XpaHeHUs
XpaHEeHHs JIEKapCTBEHHBIX
npenaparos?

myHkT 17 [Tpasun
Hajnexalneil MpakTHKH
XpaHeHHs

OcBelleHs! J1H MOMEIIEHHS U 30HEI, HCIIOIb3YEMbIE
9. | ans xpaHeHus TEKAPCTBEHHBIX MPETIAPaToB?

OrneneHsl a,Z[MPIHI/ICTpaTI/IBHO-ﬁblTOBLIC TNMOMCILICHUA

N myHkT 19 Ipasun
10. | oT momMerenHi XpaHeHKA TEKAPCTBEHHEIX

Hajamexae MpakTHKH

npenaparos? XpaHeHHs
Hmeetcs u o, H
év[ee CSJIM OT/AeNbHas 30Ha (LIKadbl) Wt xngne}m;{ mysicr 25 Tpasun
1 obopynosaHusl, HHBEHTAPS M MATEPHANIOB I YOOPKH | 110 npecammei NPaKTHKH
. | (ouncTKH), a TaKKE MOIOIIMX U AC3UHPUUMPYIOIHX XpaHeHHs
cpencts?
[TpoBoauTcst 1 yOOpKa IIOMEIeHHH (30H) Ui nyHKT 25 [IpaBun
12. | XpaHeHHs JIEKAPCTBEHHBIX IPENapaToB B HaJUIeXalCH IIPaKTHKH
cootsercTBrH ¢ COITom? XpaHeHui
. nyHKT 25 IIpaBun
Wmeercs 4 raagkas OTAeIKa IOMEIIEHHH I .
HaJJIe)KaIel IpaKTHKA
XpaHeHHs JICKapCTBEHHBIX MpenapaToB
XpaHEeHHs];
. (BHYTpEHHHE TIOBEPKXHOCTH CTEH, IOTOJIKOB), nyrKT 6 [Tpasmn
- | momyckaromasi BO3MOXKHOCTE TPOBEJCHHS XpaHEeHHS JeKAPCTBEHHBIX
BJI2XHOM YOOPKH ¥ HCKIIOYAoIas HaKOIUICHHE CpEnCTB
eUH?
O6ecneueHa Iy 3a0IUTa HOMEIIECHHH I
XpaHeHHs JIeKapCTBEHHBIX IPENapaToB OT nyHkT 26 I1pasun
14. | npoHMKHOBEHHUS HACEKOMBIX, IPHI3YHOB HIIA HaJUIeXKalen MPaKTHKH
JPYTHX KABOTHBIX? XpaHCHHA
NudpacTpykTypa. OGopynoBanmne (rnasa 1V Ilpasmn Ha/JIeKameil MPaKTHKHM XpaHeHHs;
IpaBuJa XpaHeHHs! JIEKAPCTBEHHDBIX CPECTB)
Wmeercs M HeobxomuMmoe oOopynoBaHue (B
A Py ( nyHkT 11 ITpasun
XOpOIIIEM COCTOSIHMH H YHCTOE), NPUHAUISKAIIEE .
15. HazIexKamei TpakTHKH
OpraHM3alfd Ha IpaBe COOCTBEHHOCTH HIIH Ha
XpaHEHHUS
HMHOM 3aKOHHOM OCHOBAHHH?
OcHamleHsl /M IOMEINEHHs JUig  XpaHeHms | myHKT 7 [IpaBun
16, | FieKXapCTBEHHEX CpeACTB npubopaMu 11 | XpaHEHHS
" | peructpanvu MapaMeTpoB BO3AyXa: JIEKAPCTBEHHEIX CPENCTB
17. myHKT 7 [IpaBun
TEpMOMETpaMH? XpaHEeHHs
JIEKapCTBEHHBIX CPECTB
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nyHkt 37 [paBun
HaJuIexKalued MpakTUKu
XpaHeHUs

TUrpOMeTpaMu?

myHKT 7 [IpaBun
XpaHEHHUA
JICKApCTBEHHBIX CPEJCTB
myHKT 37 IlpaBun
HaJyleKalen IpaKTHKU
XpaHeHHs

3NIEKTPOHHBIMH THTPOMETPAMH?

nyHKT 7 IIpaBun
XpaHEHHUS
JICKapCTBEHHBIX CPEJICTB
myHKT 37 IlpaBun
HaJyIe)xalleil npakTHKA
XpaHeHHs

myHKT 37 IlpaBun
HajJiexKalle NpakTHKA
TEpMOTUrpoMeTpamMu? p
XpaHeHus
P asMeIIarTcqa JIA H3IMEPUTCIIBHBIC JacTH

npuGOpOB 11 PETMCTPAllHH HapaMeTpoB Bo3xyxa | myHKT 7 ITpasun
18. | Ha paccTosHME He MeHee 3 M OT JBepeil, OKOH ¥ | XpaHEHHs
OTOMHTEJIHBIX NPUOOPOB M Ha BEICOTE 1,5 - 1,7 M | JIEKapCTBEHHEIX CPEICTB
OT noja?
PerucTpupyloTcss 1M moKazaHds TpuGOpOB UL
PETHCTpanyy [apaMeTPOB BO3IyXa €XKEIHEBHO B HyHKT 7 Tpasus
19, | CHELHATBHOM XypHate (xapTe) permcTpanuu Ha XpaHeHs
OyMa)KHOM HOCHTENIE WIH B 3JIEKTPOHHOM BHJE C
apXWBallMed (I 3MEKTPOHHBIX THIPOMETPOB), JICKApCTRCHHBIX CPEACTR
KOTOPBI BEAETCS OTBETCTBEHHBIM JIHI[OM?
CeprudunupoBaHsl, KaMOpOBaHEI U | IyHKT 7 [IpaBun
20. | nomBepraroTcss M TOBEPKE KOHTPOJHPYIOUIHE | XpaHEHHUS
IpUOOPbI I PETHCTPAllH IAPaMETPOB BO3ayXa? | JIEKAPCTBEHHBIX CPENICTB
Hmeetcs nu xomomunsHoe 060pyA0BaHME: nyskts 21, 36, 37
IIpaBun Hapyexamei
IIPaKTUKH XPaHCHHS
21. nyHKTH 21, 36, 37
XOJIOWJIBHBIE KaMEPhI WM CIIEIHATBHO ITpaBun Hagnexareit
000pyI0BaHHOE MTOMEIIEHHE? IIpaKTUKK XpaHEHUS
(apmaneBTRYECKHE XONOMMIbHbIE MKa(b! WM | myrkTH 21, 36, 37
XOJIOAWJIBHMK JUUIS XpaHCHHS TEPMOIaOUITEHEIX [IpaBun HamTeK)KaIEeH
IIEKapCTBEHHBIX CPEICTB? [IPaKTUKH XpaHEHHUS
MMeroTcs i CHCTEMBI KOHIUIMOHUPOBAHHS B myHKTHI 21, 36, 37
99, | TOMEIIEHNIX XpaHEHHS JICKAPCTBEHHbIX Ipasun

npenapaToB?

HaJUIe)KalleH IIPaKTUKU
XpaHCHHS;




nyHkT 4 ITpasun
XpaHeHHUs JIEKApPCTBEHHBIX
CpEICTB

VIMeloTcs 1M CHCTeMbl BEHTHJIALIUH B
23, | moMemennAX XpaHeH JIEKAPCTBEHHBIX
npenapaTos?

nyskTs 21, 36, 37
[IpaBui

HaJUIC)KaIIeH MPaKTUKH
XpaHEeHHS,

nyHKT 4 IIpaBun
XpaHeHUs JIEKapCTBEHHBIX
CpEICTB

HmeroTca 1 mKadbl METAUTMYCCKHE WA
JepEBAHHBIE UL XPaHEHHUS JICKAPCTBEHHBIX
24. | npemapaToB, MOTIEKAINHX PEMETHO-
KOJIHYECTBEHHOMY YUeTy?

myHkT 31 ITpasun
HajyTexaren
MIPaKTHUKH XpaHCHUSA

Vimeercst mu TUIOMOUp A ONEYaThIBaHUA B
KOHIe paboyero JHs IKa(GOB METAIMIECKUX HIIH
25, | ACPEBAHHBIX (unM TTOMENIeHHH) U XPaHCHHS
JIEKapCTBEHHBIX [IPENapaToB, MOIEKAIHIX
IIPEMETHO-KOINIECTBEHHOMY YIeTy?

myHkT 31 [Tpasun
HaJUTeXKaIen
IIPaKTHKH XpaHEeHUs

HUmMmeroTcd MM B NOMELIEHHAX O XpaHCHHA
JICKApCTBCHHLIX npenaparoB:

myHkT 29 [Ipasun
HaJIe)KaIen MPaKTHKA
XpaHEHHS,

nyskT 31 Ilpasmi
HaJUIe)Xaled IpaKTHKH
XpaHCHHS;

nyHkT 5 [1IpaBun
XpaHeHns JIeKapCTBEHHBIX
CpEICTB

cresutaxu?

26.

nyHkt 29 Ilpasun
HaJUieXxamed IpaKTHKH
XpaHCHHS,

nyHkT 31 ITpasun
HaJyTeKaIen IPaKTHUKA
XpaHEHWS,

nyHkT 5 IIpasui
XpaHeHHs JIEKapCTBEHHBIX
CPENCTB

mkagb1?

nyHkT 29 IlpaBun
HaJyIe)Kammed MpakTHKA
XpaHEeHHS;

myHkT 31 [TpaBun
HaJUIeXalen MpakTUKA
XpaHEeHHs,

nyHkT 5 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB

TTONIOHEBI?

myHKT 29 [TpaBun
HaJuIeKaIel MpaKTHKA
XpaHEHNUS,
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myHKT 31 IpaBun
Ha/UIeXKaIed NPaKTHKA
XpaHEHHS;

nyHKT 5 [IpaBun
XpaHEeHHs JIEKaPCTBEHHBIX
CpeICTB

nyHkt 29 [Ipasun
HaJyIeXxxamed IpakTUKH
XpaHCHUS;
[1OJTOBAPHUKH? Eﬁ:;;uiglaﬁggxmm
XpaHCHUS;

myHKT 5 IIpaBuin
XpaHEeHHUs JICKapCTBEHHBIX
CpEICTB

WMeroTcs v 3amiacHble IOBEPEHHBIE CPEACTBA nysKTHL 39, 40 Tpasun
H3MEPEHUA B CIydae PEMOHTA, TEXHHIECKOro HaJUIeKAIEeH TPAKTHKH
06CIy)KMBaHHS, TOBEPKH 000PYN0BaHHS U XpaHEHHUS;

CPEJICTB H3MEPEHHUS? myHKT 7 [IpaBun
XpaHeHHUs JIEKapCTBEHHBIX
CpenCTB

27.

HQOHCCCLI JAeATEC/ILHOCTH C!ﬁ’beKTa 203Hlfl‘ll-l0ﬁ TOProBJH TOBapaMHu ANTEYHOI'0 ACCOPTHMEHTA.
geﬁCTBHﬂ C!ﬁ'beKTa oﬁpageﬂnﬂ JIEKAaPCTBEHHbIX IIPENapaToB 110 XpPaHCHHIO. EOK!MCHTLI 1{1)

XPAHEHHIO JIeKAPCTBEHHbIX MpenaparTon. OneHKa AeATeNLHOCTH (CTAThSA 58, myuxkr 3 craThn 9
61-®3; rmasa V, VI Ilpasun Hapiexameil npakTHku Xpadenus; IlpaBuna xpaHneHus

JekapcTBeHHbIX cpeacts; ruasa VI u VIII Ilpapua Hajpjiexameii anTeaHoi NMPAKTHKH)

myskT 46 IIpaBun
HaJuIexalei

MpPaKTUKH XpaHEHHU,

myHKT 40 TIpaBun xpaHeHus
JIEKApCTBEHHBIX CPENCTB

COOTBETCTBYIOT JI CBEJICHHS PE3YJIbTAaTOB
PHEMOYHOTO KOHTPOJIsi CBEACHUIM B
TOBapOCONPOBOAUTENLHON JOKYMEHTALIMH:

myHKT 46 [Ipasun
HaJiexatei
10 aCCOPTHMEHTY M KOJIMYECTBY? NPAKTHKH XpAHEHHUS;

>
nyHKT 40 ITpaBwin xpaneHus
JIEKAPCTBEHHBIX CPENICTB

28.

myHKT 46 IIpasun
HauIexale

MPaKTHUKH XPaHECHHS,

myHKT 40 [TpaBun xpaHeHHA

[0 KauecTBy?
JIEKapCTBEHHBIX CPE/ICTB

o coOMIOAEHHIO CIIELIHAIBHBIX

N myHKT 46 [Ipasui
YCJIOBHH xpaH:aan (Ip¥ HAJTMYMH TaKOro TpCGOB%HI/IH HaTexKamedi
B HOPMATHMBHO# J1I0KYMEHTALIMH Ha JIEKAPCTBEHHBIR | foaeryyey xpanenus;
npenapar)? nyHkt 40 ITpaBun xpaHeHus

JIEKapCTBCHHBIX CPCACTB




38

[0 HAJMYHUIO TIOBPEXICHHH
TPaHCIIOPTHOM Tapbi?

myHKT 46 IIpasun
HaUIeKaIeH

[PaKTHUKH XpaHEeHUS;

myHkT 40 [IpaBun XpaHeHUA
JIeKapCTBEHHBIX CPENICTB

nyHkT 49 IIpaBun
Co3nana Ti TIpHEMHAs KOMHCCHS UL ITPOBEICHHS | ganyexaltiell aTeYHOM!
9. | IPHEMOYHOTO KOHTPOILA, YTBEp)KACHHAS MIPHKA30M | [paKTHKH XPaHEHHS
PYKOBOMHTEIS CYyOBEKTa PO3HHYHOK TOPTOBIH?
OdOpMIISOTCS U C IPOCTABICHUEM LITAMIIa O
IpHEMKe, MOANICHI0 MaTePHAIbHO - niyHKT 46 [IpaBui
OTBETCTBEHHOTO JIHIIa, 3aBEPEHHOM eUaThio (1pH HaJUIeXKaIIeR anTeTHON
HAJIMYHH) Cy6beKTa PO3HHYHON TOPTOBIIH: NPaKTAKK
nyHkt 46 IpaBun
c4eTa - aKTyps1? HajJexaineil anTeuHon
IIPaKTHKH
30.
myHKT 46 [Ipasun
TOBApHO-TPAHCIIOPTHBIEC HAKJIA/HbIE? HaJJIexaIeil anTeyHon
[IPaKTHKH
nyHKT 46 [IpaBun
peecTp JIOKyMEHTOB TI0 KageCTBy? HaJyIeKare! anTeyHon
IIPaKTHKH
TIpoXOAT JI TOBApPEI AIITEYHOr0 aCCOPTUMEHTA JI0 | ITYHKT 50 IIpaBun
3], | OAadH B TOProByIO 30HY [peAIPOJAXKHYIO Hajyexalnell anTe4yHoi
HOATOTOBKY? TIPaKTHKH
rysKT 29 TIpasun
neHTHQHUUMPYIOTCS JIM XPaHALUMECS ICKapCTBEHHbBIC HaJyIexaleH npakTHKHU
cpelcTBa B COOTBETCTBHH C npUMeHseMOH cyObexToM | XPaHCHHA,
32. | o6pareHus JIeKapCTBEHHBIX MPETIapaToB cucTeMon MyHKT 49 HEaB“H
yqua? HajJIeKaleH MpPaKTHKA
XpaHeHHs
nyHKT 47 IIpasun
33 OC}'IIICCTBJ'UICT cs JI1 XpaHCHHUE J'IeKapCTBCHHLIX Hamex(ameﬁ MPaKTHKH
npenaparos ¢ y4€TOM Tpe60BaHI/II71: XpaHeHUS,;
nyHkT 40 ITpasun

XpaHEeHHs JIEKAPCTBEHHbIX
CpeJICTB
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nyHkT 47 [IpaBun
HaUTeKaIleH PaKTUKH
XpaHeHHM,

nyHkT 40 IpaBun
XpaHeHHs JICKapCTBEHHBIX
CPEICTB

nyHkT 47 [IpaBun
HaJIeXaIe NpakTAKK
HHCTPYKIHMH 110 MEMIIMHCKOMY npuMeHeHHI0? XpaHeHUS;

nyHkT 40 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CPEICTB

HOPMATHBHOM JOKyMEHTALWH, COCTaBIAIOIEH
pEerucTpaLMOHHOE JOChE Ha JIEKapCTBEHHBIN
npernapar?

nyHKT 47 Ipasun

5 . HaJIeKale mpakTHKA
uH(OpMaLHH, cofeprKaliefics Ha NEpBUMHON 1 (un) XpaHCHHS,
b

BTOPHMYHOM YTIAKOBKE JIeKapCTBEHHOrO npernapata ¥ | pypxr 40 [pasuin

i Tape?
TPaHCTIOPTHOM Tape: XpaHeH¥ s JIEKapCTBEHHBIX
CpeICTB

Pa3zMernaroTcs Jik JIEKapCTBEHHBIC MPENapaTsl

B FIOMEIEHUSX ¥ (HMJIM) 30HaX U XpaHCHHA nyukr 49 [pasui
JNIEKapCTBEHHbIX MPENapaToB B COOTBETCTBHH € HaJIexKalei IPaKTHKA
Tpe6oBaHUAMH HOPMATUBHOH JIOKyMEHTALUK 1 (unm) XpaHEeHHs;
TPCGOBaHI/IﬂMI/I, yKa3aHHbIMH Ha YTIaKOBKE MYHKT 8 HpaBI/IH
JIEKapCTBEHHOTO MNpemnapara, ¢ y4eToM: XpaHEHUS

JIEKapCTBEHHBIX CPEACTB

myHKT 49 [Ipasun
(PU3HKO-XMMHYSCKHX CBOMCTB HaJUTeXAallel MpaKTUKY
leKapCTBEHHBIX TIPENnapaToB? XpaHeHHS,

yHkT 8 I1paBun
XpaHeHHUs

34.
JIeKapCTBEHHBIX CPE/ICTB

nyHkT 49 [Ipasun
Ha[yIexarneil MpakTuKu
XpaHeHus,

myHkT 8 Ilpasun
XpaHeHHus
JIEKapCTBEHHBIX CPELCTB

myHKT 49 [IpaBun

Hajnexamed MpakTHKU
criocoba BBEISHUS XpaHeHH

(7
IEKapCTBCHHBIX npenapaToB: IYHKT 8 HpaBI/UI

papMakoIOrHYecKuX rpymm?

XpaHeHHs
JIEKapCTBEHHBIX CPE/ICTB

XpaHATCA K CBETOYYBCTBUTEILHEIE myskt 52 [Tpasun
35, | eKapCTBEHHEIC NIpeNIapaTsl B 3AIUIICHHOM OT HaUIeKaIeH IPaKTHKH
ceeta Mecte? XpaHeHHS,;
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myHKTHI 24-26 [paBui
XpaHEeHHs
JIEKapCTBEHHBIX CPEJICTB

XpaHsTcs JIA BIaro4yBCTBATEIHHbIC

nyskts 21, 47 Ilpasun
HaJyIe)Kaled IPaKTHKA

JIEKapCTBEHHBIE CPEICTBA B 3ALIMIIICHHOM OT XPAHCHH,
36. p 0 P ryHkTs 27-29 I1paBun
BJIaru MecTe”
XpaHeHust
JIEKAPCTBEHHBIX CPENICTB
HasnaveHo 7 NpHKa30M PyKOBOAUTENS CyObeKTa
PO3HMYHOM TOPrOBJIM OTBETCTBEHHOE JIAIIO 33 nyHKT 66 [IpaBui
37. | padory ¢ banbcHpUIMPOBAHHBIMH, HajyIeKanieit anTeqyHon
J0OpOKaUeCTBEHHBIMH, KOHTpa(akTHRIMH TIPaKTHKH
TOBApaMH alTeYHOTO aCCOPTUMEHTA?
W301poBaHb! JH CHEHATEHO nysxr 55 [pasun
38, | IPOMapKHPOBAHHBIC IEKAPCTBERHBIE NPENIAPATEL, | pranyesxammell MPAKTHKH
IIpeHA3HAYEHHBIE I YHHYTOXEHHSA? XpaHEHHs
- nyHKT 30 IIpasun
30JIMPOBaHBI JIN: HauIexKame
IPaKTHKA XpaHCHUS
leKapCTBEHHBIE NIPENapaThl, B OTHOINCHHH myskr 30 TIpaBm
KOTOPBIX IIPHHATO PENICHAE O NPHOCTAHOBNCHUH | yarescammeit
39. MpUMEHEHHA? TPAaKTHKH XpaHEHHS
TeKapCTBEHHBIE IPENAPATHI, B OTHOIICHHH nyskr 30 Tpasi
KOTOPBIX PUHSTO PEIICHUE 00 U3BATHH U3 HauIeKaIelt
oGparmerns? IPaKTHKH XPaHEHHU
(banbcrbHIIpPOBaHHEIE, HeNOGPOKadecTBeHHbIe 1 | MYHKT 30 Ilpanu
KOHTpa(aKTHBIE JIEKAPCTBEHHBIE MPETApaThI? HaJuIeKamen
IPAKTHKH XpaHEHHS
VMeroTcs I IOKyMEHTB!, ONTHCHIBAIONINE ASHCTBHA,
BBIIOJTHAEMBIE CyOBEKTOM 00OpaleHKs JIEKAPCTBEHHBIX mysicrst 41-43 Tpasun
npenaparos, HamnpaBJICHHBIC HA CO6I[IOIICHI/I€ Hazmemameﬁ TIPaKTHKHU
Tpe6GoBaHui, ycTaHOBIEHHbIX [IpaBunaMu XpaHeHHs
HajyIeKalleil NpakTHKH XpaHeHHU:
HHCTPYKLIUA? nyHKTHI 41-43 TIpaBun
40 HajTexKalned NpakTHKA

XpaHeHHs

CTaHAapTHBIE ONEPALIHOHHbIC
npoueaypst (COITb)?

nyHKTHI 41-43 IpaBun
HaJyIeKale rpaKTHKH
XpaHeHHs

OT4eTH (CBOMHBIE KYpHAbI)?

nyHKTHI 41-43 [IpaBun
HajuIeKae NpakTHKA
XpaHEeHHUA




OroBOpHI?

nyHkTs 41-43 TIpasmn
HaJyiexxaleil MpakTHKU
XpaHeHHs

Benercs JiM yueT JEKapCTBEHHBIX CPEICTB €
OrpaHMYeHHBIM CPOKOM FOJTHOCTH Ha OyMaXXHOM

nyHkt 11 [Ipasuna

41. | mocuTene UK B NEKTPOHHOM BHIE C XPaHCHUs JICKapCTBCHHBIX
apxuBarueii? CpencTs
VcTaHOBJIEH /M PYKOBOAUTEIEM OpraHU3allni nymkr 11 [pasun
47, | mopsinox Benenus yaeta n;:KapCTBeHHbe CPEACTB | xpamerns JeKapCTBEHHBIX
C OrpaHHYEHHBIM CPOKOM CperCTB
VMeetcs i pa3paboOTaHHbIM H YTBEPXK/ICHHBIH
KOMILIEKC MEp, HalTPaBlIeHHBIA HA MUHUMH3AILHIO
P, Haflp myHKT 24 ITpasun
puCcKa KOHTaMHHAIHH J'IeKapCT]jeHHBIX HaTexKammeit
IIPeNapaToB, ¢ YIETOM yCJIOBHH COOMONCHAS NIPAKTHKH XPAHEHHS
3aIMTEI OT (PaKTOPOB BHEHIHEH CpeJibl C
oopMieHHEM:
myHKT 24 ITpaBun
43, IIPHKa30B? HaJIeKalen
IPaKTHUKH XPaHEHHUS
nyHKT 24 Ipasui
COIlos? HaJlIeXxalen
IPAKTHKA XpaHEHU]
nyHkT 24 Ilpasun
HUHCTPYKIHH? HaJuIexamen
NPAKTHKH XpaHECHUSA
44. | PerucTpupyIOTCs U Pe3y/IbTaThl TEMIEPATYPHOTO | MyHKT 21 Ilpaenn
KapTHPOBaHHUA u BII&KHOCTH | HajUIeXKalleH
B CIICUMATHHOM JKypHANe (KapTe) pericTpary | MPaKTHKH XpaHCHHT,
Ha GyM@KHOM HOCHTENe H (W) B SMEKTPOHHOM | MYHKT 23 Ipasun
BHJE €XEJHEBHO, B TOM 4HCIE€ B BBIXOJHBIC HaJuIeXxaten
H Hpa3 TTHHYHBIE I[HI/I? NpaKTUKH XpaHCHH,
myHKT 7 [IpaBuit XxpaHeHUA
NIEKAPCTBEHHBIX CPEJICTB
45, | Xpansatca M OKypHalmbl  (KapTel) PErvCTPalMH | MyHKT 21 Tlpasun

TEMIEpATyPHOTO KAPTMPOBAHHS B TEUEHUE BYX JIeT?

Haexalei

MPAKTHKH XPaHEHHS;
myHkT 23 [IpaBun
HayIexalei

MpaKTHKK XpaHeHHU;
nyHkt 7 IIpaBun XpaHEeHHA
JIEKapCTBEHHBIX CPE/ICTB
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46. | CobmonaeTcs M 3alpeT Ha COBMECTHOE XpaHeHHE B
ONHOM ~ TEXHHYECKH YKPEIUICHHOM — TOMEMCHWH | nvyer 34 [TpaBun
JIEKAPCTBEHHBIX  TPEMapaToB,  MPeXyCMOTPEHHBIX .
4 HaJJIexXamnmen
nynkroM 32 TlpaBun HauiexameH MPaKTHKH U X -
XPAHEHH., ¥ IEKapCTBEHHBIX NIPENapaToB, CONEpXKaliX TMPaKTHKH XpaHeHH
CHJIbHOAEMCTBYIONINE WM SAOBHTbIE BEILECTBA?
47. nyHkT 51 Ipasun
CobmromaeTcss JIH  3amIpeT Ha  XpaHCHHC .
HaJJIe)XaIeH NpaKTHKA
OTHEONACHBIX M B3PBIBOOMACHBIX JIEKAPCTBEHHBIX | o o
IpenapaToB BAAIU OT: p
nyHkT 51 ITpasun
HaJIe)KaIed TPaKTHKI
OTHSL? alneNaien fp
XpaHeHHs
nyHkT 51 Ipasun
HaJyIe)xamen TpakTHKI
OTONMHUTENBHBIX IPUOOPOB? ax et ip
XpaHeHUs
nyHKT 51 IIpasun
" s HaJJIeXalen MpaKTHKA
BO3/IEHCTBHUSA MPSIMBIX COJIHEYHBIX JTY4eH !
XpaHeHHs
48. nyskT 20 [Ipasun

CobGimoaercs /i 3alpeT Ha XPaHCHHC B MOMCICHHAX
XpaHeHHA JICKapCTBCHHBIX npenaparos.

HaJJIeXxaIeH MIpaKTHKA
XpaHeHuA

MUIIEBBIX MPOXYKTOB?

myskT 20 [IpaBun
HaJyIe)xamen TpaKTHKI
XpaHCHHUs

TabauHBIX W3IeNTHA?

nyHKT 20 ITpasun
HaJUIe)Kamen IPaKTHKA
XpaHEHHS

HAIMUTKOB (33 HCKTIOYEHUEM [IUTHEBON BOAbL)?

nyakT 20 IIpasun
HaJuIeXKamen IpaKTHKA
XpaHEeHHUs

JIEKaPCTBEHHBIX TPENaparos, NpeJHa3HAYEHHBIX [UIs
TAYHOrO UCTIONB30BaHUS paboTHUKAMHU?

nyHKT 20 IIpaBun
HaJyIe)Kaiel MPaKTHKI
XpaHEHUS

(nomxzocTh ¥ PO 0DKHOCTHOTO JIMIA, 3aMOTHUBIIETO HPOBEPOYHBIH JIACT, MOANHUCH, Jara)

(,IIOJ'I)KHOCTB a1 OO nomKkHOCTHOIO JTHIAa IOPUANIECKOTO JMIa, IpHCYTCTBOBABIICTO IIpHa
3aIll0OJHEHUH IIPOBEPOYHOTO JHCTA, noANnucCh, naTa)




[Tpunoxenue Ne 4
k npukasy DenepanbHOH CiryKO5I
0 HaA30py B cdepe 3MpaBoOXpaHEHHS

ot 41 4P1T Ne 7438

®opma

IIpoBepovHBIii JIHCT
(cnHCcOK KOHTPOJBHBIX BOINPOCOB),
ucnoan3yemblii @efepanbHoii c1y:x0Ooi no Haa3opy B cdepe 31paBooOXpaHeHHs
¥ ee TePPUTOPHAILHBLIMHA OPraHaMH NPH NPOBEJCHHH MIAHOBLIX NpoBepoK NpH
oCyIecTBJeHHH (elepalbHOro rocyapcTBeHHOro Hax30pa b cdepe oOpamieHHsE
JIEKAPCTBEHHbIX CPEACTB
(XpaHeHHe JIeKaPCTBEHHBIX NPeNapaToB A/ MEHIHHCKOTO NpHMEHECHHSA B
anTev4HOM yHKTe)

(HaMMEHOBaHKE OpTaHa, OCYIIECTBILIONIETO IIAHOBYIO NpOBEPKY)

Bung roCyIapCTBEHHOI'O KOHTPOJIA (uam3opa)

2. TlpemMeT TwIaHOBOW MPOBEPKH IOPUAMYECKAX  JIHI A MHAVMBHAYaIbHBIX
npeanpUHAMaTENel OrpaHYHBaCTCH 06s3aTeNBHBIMY TPEGOBaHMAMH, COOIIOICHHE KOTOPBIX
gpiIseTcsd Haubojiee 3HAYMMBIM C TOYKH 3pEHHS HENOIMyIICHHA BO3HUKHOBEHHS YI'PO3BI
TIPMYHMHEHHS BPe/ia )U3HHU, 3[0POBBIO rpaXIan, M3JI0’KEHHBIMU B popMe IIPOBEPOTHOTO JTHCTA
(cricKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWE MOPHMAMYECKOTO IHIA, (Qamuius, UM, OTIECTBO (IpH HAIHYHH)
WHIVBH Iy aJIbHOTO npeaIpHHAMATEIS:

4. MecTo TIpOBEMEHHS ILTAHOBOW IPOBEPKM C 3aNOIHCHHCM IIPOBEPOYHOrO JIKCTA:

5. PeKBU3HUTHI IPHKa32 O IPOBEJICHHUY IUIAHOBOH NPOBEPKH: OT Ne

6. YueTHBI! HoMep MPOBEPKH H JIaTa IPUCBOSHHUS yIETHOTO HOMEpA npoBepku B EnuHOM
peecTpe IPOBEPOK:

7. Jo/DKHOCTh, (paMIis ¥ WHUIKANBl TODKHOCTHOTO nuna (Jian), IIpOBO,IUII.HeFO(I/IX)
IJIAHOBYIO TIPOBEPKY:

1. ;

2. ;

8. ITepeyeHs BONPOCOB, OTPAKAIOIIAX COACPXKAHHE 06s3aTeNbHBIX TpeOOBaHUH, OTBET Ha
KOTOpPBIE OJHO3HAUHO CBHIETENBCTBYET O COBIIONEHUY WM HECOOTMIOEHUH FOPHINIECKUM
JTAIIOM, WHIMBHAYalbHBIM IPEeATIpHHUMATEIICM 006s3aTebHBIX TPeOOBaHMUH, COCTABIIAIOIINX
npeaMeT IPOBEPKH:
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PexBH3HTBI BoiBog 0
HOPMATHBHbIX BbINOJTHEHHH
NpPABOBLIX AKTOB, € TpedoBaHuU
yKa3aHHMEM HX

CTPYKTYPHBIX €IMHHII,
Bomnpocsl, 0TPA’KAI0IIHE COCPKAHHE KOTOPBLIMH
00s13aTeILHBIX TPeOOBaHUI YCTAHOBJICHBI
o0s3aTeIbHBIE
TpeboBaHHUS

n/u aa HET

®enepaabHblii 3akoH or 12 ampens 2010 r. Ne 61-®3 «O06 oGpameHHH JIEKAPCTBEHHBIX CPEACTB»
(CobGpanune 3aKOHOAATEJIAbCTBA Poccniickoii Penepaunn, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IIpana naaaexameii NPAKTHKH XpPAHEHHS H NEPEBOIKH JIEKapCTBEHHBIX NPENapaToB
A MEIHIMHCKOr0 NpPHMEHEHHsl, YTBepXAeHHble NPHKA30M MuHHCTEpCTBa 3APABOOXPAHEHHSA
Poccuiickoii ®enepanun ot 31 aBrycra 2016 r. Ne 646u (3aperncTpupoBaH MHHHCTEPCTBOM IOCTHIHH
Poccniickoii ®eaepanun 9 sasaps 2017 r., perncTpanHOHHbLINA Ne 45112) (nanee — IIpaBniia Hanexamei
npakTHKA xpanenns)); IlpaBnna Hagnexamed anTeyHo#l NPAKTHKH JICKAPCTBEHHBIX NPENapaToB A
MeHIHHCKOr0 PUMEHEHHs, YTBePKACHHbIC NIPHKA3IOM MunncTepeTBa 3apaBooxpanenns Poccniickoi
®exepanun or 31 asrycra 2016 r. Ne 647n (3aperucrpupoBan MunncTepcTBOM ocTanmH Poccniicko
®denepaunn 9 supaps 2017 r., perncrpannonubiii Ne 45113) (nanee — IIpaBuia HajIexameil anTevHoH
npaktaku); IlpaBuia XpaHeHHs JeKAPCTBeHHBIX CPEACTB, YTBEPAICHHLIC npuka3oM MuHHCTEPCTBA
3ApAaBOOXpPaHEHHs H CONHAIBHOIO Pa3BUTHS Poccuiickoii ®exepanuu ot 23 aBrycra 2010 r. Ne 706n
(3aperncTpupoBan MHHHCTEPCTBOM  IOCTHIHH Poccuiickoii ®enepanun 4 oxrabps 2010 r.,
perucrpannonnbiii Ne 18608) ¢ n3MeHeHHSIMH, BHECCHHBIMH IPHKA30M MunncrepcTBa 3ApaBoOXpaHeH s
H conuaabHoro passutas Poccniickoii ®enepanuu or 28 maexabps 2010 r. Ne 1221m (3aperncTpHpoBan
Munucrepersom toctunun Poceniickoii Pegepannn 4 pespans 2011 r., peracTpanuonHbIii Ne 19703)
(nanee — IIpaBuJia XpaHeHHs JIEKAPCTBEHHBIX cpeacTB)

Vipapjaenue kauectBoM (craths 55 61-®3; rnasa 11 Iipasua HaJUIeKAMell anTedHoi NPAKTHKH)

YTBepKACHDI hiv| PYKOBOAMTEICM cybwekta | mynkr 4 [Ipasun

1 obpalieHus JIeKapCTBEHHBIX CPEACTB CTaHIapTHBIC Hajsexameh anmreuHoi
’ OnepalHOHHbIe POLEAYphl (Hanee — COI)? TPaKTHKHU
HMeeTcs Ii TOKYMEHTALMA CHCTEMBI Ka4eCcTBa Ha nyrkr 5 TTpasun
GyMaXHBIX U (HTH) STEKTPOHHBIX HOCUTENAX: HaUTeKaIIel aTeqHoH
TIPaKTHKH

MOAMYHKT «H» IMyHKTa 5
IMpaBun HafIexKaUIeH
arrrevYHol NPaKTHKH

hKypHaJl peTHCTpalMH MPUKa30B
(pacriopsbkeHHH) 1o CyObeKTy
PO3HHUYHOM TOProBJIn?

2. JypHAJ eXXEeAHEBHON PEruCTpaLvH
rapamMeTpoB TEMIIEPATYPBI U
BJI2JKHOCTH B TOMELICHUAX IS
XpaHeHHUs TEKapCTBEHHBIX
npenaparoB?

MOMITYHKT «K» ITYHKTa 5
[MpaBui Hapexaue
anTevHOH IMPaKTHKHA

HOITYHKT <«J1» TYHKTa 5
IMpaBui HagexKalen
aNTeYHON IPaKTHKH

hiKypHaJI TepHOMMECKOH perucTpaliu
TeMIIEpaTypbl BHYTPH XOJOAWIBHOTO
oGopynoBanua?




hKypHAIT yueTa Onepalui, CBA3aHHBIX C

o0paiieHHeM JIEKapCTBEHHBIX CPEICTB, TOAIYHKT «M» IYHKTa 5
BIJTIOUEHHBIX B NIEpPEYCHb Tpasut HaJJIeKaleH
J1EKAPCTBEHHBIX CPEICTB, MOAIEKAIINX aNTe4HOM NPAKTHKU

[peIMETHO-KOJIMYECTBEHHOMY y4eTy
(mpu Hanu4KK)?

MOJIYHKT «P» MyHKT 5
I[IpaBun HapexawmeH
anTe4YHOH MPaKTHKYU

JKypHAJ y4eTa JIeKapCTBEHHBIX
TIpenaparoB ¢ OrpaHMYeHHbIM CPOKOM

rOXHOCTH?
MOAIMYHKT «X» IyHKT 3
biypHaJ1 y4eTa IOCTYTUIEHHS H pacxo/a IIpasui Hagmexamieit
BakiUH (TIPH HATAYNH)? anTe4HON MPaKTHKH

bKypHAN ~pErHCTpALdH  Pe3yJIbTATOB [PHEMOYHOro| HNOMIYHKT «» myHKTa 5
KOHTpOJIA? [MpaBun HapneXauIeH
arTeYHON MPAKTHKH

KypHaJ ~pPerHcTpalliM OMepalyi, CBA3AHHBIX C| MOMAMYHKT «y» MyHKTa 5
0GOpPOTOM HAPKOTHYECKHMX CPEACTB, MCHXOTPONHBIX| [Ipasui HajexameH
BEIIECTB ¥ MX TIPEKYpCopoB (MY HATM4KK)? aTeuHOM MPAKTUKH

CucTeMa obecneueHHsi KavecTBA XpaHeHHS H NEPEBO3KH JIEKAPCTBEHHBIX NPENaparTos (cratbs 54
61-®3; raasa II, mynkrei 3 - 6 [Ipapua naaaexameil NPAKTAKH XpaHeHust)

Ha3HaueHo M PyKOBOAMTENEM alTEYHOM nyHKT 5 IIpaBun
3. [opraHM3aluy JMIO, OTBETCTBEHHOE 3a BHEJIpEHNE | HaIeKaleh MpakTUKH
11 0GeCIIeUeHIE CHCTEMBI KauecTBa? XpaHEHUS

Madpacrpykrypa. Ilomenmenus s XpaHeHUsi JCKAPCTBEHHBIX npenaparoB (craTes S8
61-®3, raasa IV IIpaBua Hayiexamedl NPAKTHKH XPaHCHUS; IIpaBujaa XpaHeHHS
JeKapcTBEHHbIX cpeacTs; riapa V Ipasni HajJIeKameil anTeyHol NPAKTHKHA)

MeroTes i HeoOXOMMEIE NOMELIEHHsS (MIIH) 30HbI,
pHHA/IEKAIME aIITeYHOH OpraHusalliil Ha NpaBe ymr 11 Tpasw

4 [pOGCTBEHHOCTH WM Ha MHOM 32KOHHOM OCHOBAHHH, HaTexaNel IPAKTHKY
HCOGXOLIHMI:IC JJIs OCYINECTBICHHA HOEATCIIBHOCTH IO XpaHEHUS

X paHEHHIO JIEKaPCTBEHHBIX npemnaparos?

Umeercs i 0603HaYEHHAS 30HA HITH OTAEIBHOE nyHKTHI 15, 16 [1pasmn

5. | nomemenne NpHEMKH JIEKAPCTBEHHBIX MPeNapaToB? Ha/IeKAIeH IPAKTHKK
XpaHeHUSA

Wmeercs 11 0603HAYEHHAA 30HA WM OTAEIBHOE myHKTHI 15, 16 [TpaBun

6. |momemenye XpaHeHUT JIEKapCTBEHHBIX MPEMapaToB, HaJUIeXKALLEH TIPAKTUKH
TpeOyIOIHX CleNHATBHBIX yCIOBUI? KPaHCHUA

HUmeercsa oM s XpaHeHU BBIABJICHHBIX myHKTHI 15, 16 IIpaBun

danbcrUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX, HaJIexKaIeH TPaKTHKH
KOHTpaaKTHBIX JICKAPCTBEHHBIX MPENapaToB: KpaHCHUA

myHKTHI 15, 16 TIpaBusn
HaJiIexallel MpaKTHKH
XpaHEHHS

0003HaueHHas 30Ha?




OTJICJIBHOC HOMCH.ICHPIC?

myskrs! 15, 16 [Tpasun
Ha Ie)KaIeH IPAKTHKA

XpaHEeHHs

HMeeTcs IM 30HA WK OTAENABHOE MOMEIICHHUE,
obecreunBaroias TpedyemMble yCIOBHA XPaHCHHA

myHKTHI 15, 16 Tpasun
HaJJIexameH pakTHKH

8. IIeKapCTBeHHbIX nperlapaTOB pikpb: | KapaHTI/IHHOI'O XpaHCHHA
XpaHeHUs JIeKapCTBCHHbBIX
npemnaparon?
myskr 17 IIpasun
o OcBelleHbl JI¥ IOMEIIEHUS ¥ 30HH, ncnom;syemme HAZTeKALIEH TPAKTHKH
- | ansa xpaHeHus JIeKapCTBEHHBIX MPETIAPATOB ! XpaHeHHs
OTI[CJ'ICHBI Ju aﬂMItIHPICTpaTI:IBHO-6BITOBBIe IyHKT 19 Hp ARV
10, | mOMeImeHus  OT HOMeIIeH!A XPaHEHHA HaTesKAmeH PAKTHKH
JIeKapCTBEHHBIX IIPENapaTos? XpaHEHHs
HMeeTcs MM OTAENbHAA 30Ha (MIKadel) Ui XpaHEHHUs myscr 25 Tipasin
1, | oo, e e s Y| e pae
> PYIOUMX | xpaneHus
cpencts?
TIpoBoauTes i YGopKa ITOMEIIEH|H (30H) st myHKT 25 [IpaBm
12. | XxpaHeRH NeKAPCTBEHHEIX Ipenaparos B HaJUIeXKaMeH MPaKTHKK
cootsercTeuH ¢ COITomM? XpaHCHUA
" . nyukt 25 Ipasun
MeeTCsl M TJIaaKast OT/eNKa MOMEIICHUH UIs w
HajIe)Kanel NpakTHKA
XpaHeHHs J1eKapCTBEHHbIX NIPENapaToB )
XpaHCHHS;
3 (BHYTpeHHHE II0BEPXHOCTH CTECH, IIOTOJIKOB), nynkt 6 [Ipapun
. | momyckaromas BO3MOXHOCTH IPOBEACHUA XpAHEHNS JIeKAPCTBEHHBIX
BJIQXHOM YOOPKH ¥ HCKIIIOYAIOII[as HAKOIICHUE CpenCTB
TIBUTH?
OGecredeHa MM 3allUTa TOMEIICHAN I
XpaHeHHs JeKapCTBEHHbIX IPENapaTos  OT myHKT 26 IIpaBui
14. | mpoHuKHOBEHUs HACEKOMBIX, IPBI3YHOB HIIA HaJUIeXKAIIeH MPaKTHKH
JPYTHX KHBOTHBIX? XpaHeHuA
Hudpacr a. OGopygosanne (rnasa IV IIpaBua Hajiexamedl NPAKTHKH XPaHEHUs;

IIpaBujia XpaHeHHs JIEKAPCTBEHHbIX CpeacTB)

Nmeercs nu  HeobXomumoe oGopynoBaHue (B
XOpOIIEM COCTOSIHHHE U YHCTOE), IIPHHAIeKALICE

nyskt 11 ITpasun

15. HaJyTIeXaIen IpakKTHKA
OpraHM3alli¥ Ha TpaBe COOCTBEHHOCTH HIM Ha
XpaHEeHHA
WHOM 33KOHHOM OCHOBAaHMH?
OcHalleHBl JH TOMEHEHHA JUId XPpaHeHHs | IIYHKT 7 1lpaBun
JIEKApPCTBEHHBIX CPEICTB npubopaMu  JUIA | XpaHCHHS
16. | perucTpanuu napaMeTpoB BO3yXa: JIEKapCTBEHHBIX CPEZICTB

TEpMOMETpaMH?

nyHkT 7 [IpaBun
XpaHeHHs
JIEKApCTBEHHBIX CPEACTB




myHKT 37 ITpaBun
Hajiexkaiei NpakTHKH
XpaHeHHs

rurpoMerpamu?

nyHKT 7 [IpaBun
XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
myHkT 37 TIpaBmn
HaJUIeXaIlEeH IIPaKTHKH
XpaHEeHH

SIEKTPOHHBIMH THTPOMETPAMH?

nyHKT 7 IIpaBun
XpaHEeHH
JIEKapCTBEHHEIX CPENICTB
nyHKT 37 IIpaBun
HajIexalel NpakTHKA
XpaHeHus

TepMOTHIpoMeTpamu?

myHkT 37 IIpaBun
HaJJIexKaIlel MPaKTHKH
XpaHeHUA

PasMmernarorcs A H3MEPHUTECIIBHBIC 4acTH

npu6OpOB TS PETHCTPAIMH MAapaMETPOB BO3yXa | IMyHKT 7 Ilpasun
17. | Ha paccTosiHMM He MeHEe 3 M OT JiBepeH, OKOH M | XpaHCHHA
OTOMHTEIbHBIX IPHOOPOB 1 Ha BbICOTE 1,5 - 1,7 M | IEKapCTBEHHBIX CPENICTB
oT mosa?
PerucTpupyroTcs JM IIOKa3aHHs MPUOOPOB UL
pETUCTpalyy NapaMeTPOB BO3AyXa €XECIHEBHO B yHKT 7 TTpasan
13, | crenmanbHOM XKypHajie (KapTe) perucTpanuu Ha Sd—
GYMaXXHOM HOCHTEJIE HJIM B 3JICKTPOHHOM BHIE C
apxuBauueif (I OJIEKTPOHHBIX THTPOMETPOB), TIeKapCTBCHHEIX CPEAICTD
KOTOPBIH BEJIETCS OTBETCTBEHHBIM JIMLIOM?
CepruduIupoBaHbl, KauOpOBaHbI ¥ | IyHKT 7 [TpaBuia
19. | monBepraroTcs 1M TOBEPKE KOHTPONHMPYIOIIHC | XPAHCHHSA
npubOPHI UL PETUCTPAIUY TapaMeTPoB Bo3ayxa? | JIeKapCTBEHHBIX CPEACTB
MMeeTcst 1 XOJIOAMITBHOE 060pyA0BaHUE: nyskTH 21, 36, 37
TMpaBun HaJUIEKAIIEH
IPaKTHKH XpaHEHHUS
20. nyHktsI 21, 36, 37
XOJIOAMJIbHEIE KAMEPHI MIIH CIEIHATIBHO [TpaBus HaJIEKALIEH
060opyn0BaHHOE TOMEIIEHHE? MIPaKTHKH XpaHEeHHs
(bapManeBTHYECKHE XONOAUIBHBIC mxadsl Wik | mydxTe 21, 36, 37
XOJOMITBLHHUK /UIS XpAHEHHs TepMoNaGHIbHeEX | [TpaBui Hajuiexamen
eKapCTBEHHBIX CPEACTB? IPaKTUKH XPaHEHHUS
IMEIOTCS JTH CHCTEMBI KOHTUITMOHUPOBAHHS B myHKTHI 21, 36, 37
21, | MOMEIIEHHSAX XPAHEHNS IEKAPCTBEHHEIX IIpaBun

npemnaparoB?

HaJIeXKaled MpaKTHKA
XpaHEHHUS,




nyHKT 4 IIpaBun
XpaHeHHs JICKapCTBEHHBIX
CpeIcTB

VIMeroTes i CHCTEMBl BEHTHIISIUY B
[IOMENIEHHUSAX XPaHEHNU JIEKapCTBEHHBIX
npenapaTos?

nyHKTHI 21, 36, 37
[Ipasun

HaJpIeXKaIen IPaKTHKA
XpaHCHHS,

myHKT 4 IlpaBun
XpaHeHUs JIEKapCTBEHHBIX
CPEACTB

Nmerorcs i mKkagpbl METAUIHICCKUE WIH
JepeBsSHHbIE U XPaHEHHs JIEKapCTBEHHBIX
HperapaToB, MOUIeXKAIMX IPEAMETHO-
KOJIMYECTBEHHOMY Y4eTy?

oyHKT 31 IlpaBun
Hajyiexamen
MPaKTHKH XpaHEHHS

Wmeercss 1H mioMOUp JUid ONEYaThiBaHUS B
KoHIE pabouero JHA MKapoB METAIUTMICCKUX HITH
JIEPEBSHHBIX (WM IIOMEIIEHHUH) [ XPaHEHHUS

JIEKapCTBEHHBIX IPETIAPATOB, MOMTIEKAIINX
TIPEIMETHO-KOJINIECTBEHHOMY y4eTy?

myakT 31 Ilpasun
HaJUIeKaIe
MIPaKTHKH XPaHCHHS

HmMeroTcs i It XpaHEHUS JIEKaPCTBEHHBIX
npenapaTos:

nyHKT 29 Hpasun
HaJjIe)Kaled IPaKTHKI
XpaHECHHS,

nyHKT 31 IIpasun
HaJyIeXallel MpaKTHKH
XpaHEeHHS,

nyHKT 5 [IpaBui
XpaHEHUs JEKapCTBEHHBIX
CpEICTB

creJutaxku?

myHKT 29 Hpasun
HaJIeXKalleH IPaKTHKU
XpaHEeHHS;

nyHKT 31 IIpasun
HaJIexxamed MpakTHKH
XpaHEHHUS;

nyHKT 5 [IpaBun
XpaHEHHUS JIEKapCTBEHHBIX
CPEACTB

myHKT 29 Ipasun
HaJlJIe)Kalley MpaKTHKH
XpaHECHHs;

nyHKT 31 IIpaBun
HaJyIeXKaIen IPaKTHKA
XpaHeHHS;

nyHKT 5 [IpaBun
XpaHEHHS JIEKapCTBEHHBIX
CPEACTB

TOTOHEI?

nyHKT 29 [IpaBun
HaJyIeKaneil MpaKTHKK
XpaHEHHS,;
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nyskt 31 IIpaBun
HaJyIeXKamen IPaKTHKA
XpaBCHHS,;

nyHKT 5 [IpaBui
XpaHeHHs JICKapCTBEHHBIX
CpeNCTB

[IOATOBAPHHUKU ?

nyukT 29 Ipasun
HaJJIeKalend MpaKTHKI
XpaHEHHUS,

nyHkt 31 [Ipasun
Hajyie)Kamen NpaKTHKH
XpaHEHHS,

myHKT 5 IIpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencCTB

VIMeroTcd JM 3amacHEBIe TOBEPEHHBIC CPEICTBA
H3MEPEHHsS B ClIydae PEMOHTA, TCXHHYECKOTO
o6cyXKuBaHus, TOBEPKH 000pYyA0BaHHUS U

26. 0
CpPEICTB H3MEPEHHS?

nyHKTHI 39, 40 TIpaBun
HaJJIe)Kamed IPaKTHKU
XpaHECHHS,

myHKT 7 IIpaBun
XpaHeHHs JEKapCTBCHHBIX
CPEICTB

IIponecchl AeATeLHOCTH CYOheKTa PO3HHIHON TOPIOBJIN TOBAPAMM ANTETHOIO aCCOPTHMENTA.
elicTBHS CYOhEeKTa o0pamenns JJeKAPCTBEHHBIX MPenaparos 10 XpaHCHHIO.
XpAHEHHUIO JIEKAPCTBEHHDIX NPENapaTos. OneHKa JIeaTeNbHOCTH (cTaThe 58, MyHKT 3 cratbu 9
61-®3; raasa V, VI IlpaBan Hapiexamell NPAaKTHKHM XpaHeHH:; [IpaBuia XpaHeHHSA
AexapeTBennbIx cpeacrs; raasa VI m VIII IpaBun HaaJIeKamei anTedHoil NPaKTHKH)

OKYMEHTHI IO

COOTBETCTBYIOT JIH CBEICHHA DE3YJbTaTOB
HPUEMOYHOrO KOHTPOJIS CBEICHHUSM B
TOBAPOCOMPOBOAUTENEHON JIOKYMEHTALIUH:

myHKT 46 [Ipasun
HaJIeXKAaIeH

[PaKTHUKH XPaHEHHUS;

myHKT 40 ITpasun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

10 aCCOPTHMEHTY H KOJIMYECTBY?

27.

myHKT 46 ITpaBun
HaUIeKaleH

NPaKTUKH XPaHEHHUS;

myHKT 40 [Tpasun xpaHeHHs
JIEKapCTBEHHBIX CPEJICTB

0 KayecTBy?

myHKT 46 TIpasun
Hayexanei

MPaKTHKU XPaHEHHS,

myHKT 40 [TpaBun xpaHeHUs
JIEKapCTBEHHBIX CPE/ICTB

1o COOIOACHHIO CeIHAIBHBIX

ycnoBuii XxpaHeHus (IPH HATMYUM TAKOTO
TpeGoBaHKs B HOPMATHUBHOM JOKYMEHTALlMH Ha
nekapcTBEHHBII npenapar)?

myHKT 46 ITpaBun
HaIeKalmeH

MpaKTHKY XpaHESHHU,

myHkt 40 [TpaBun xpanenws
JIEKApCTBEHHBIX CPEJICTB




N0 HATMUYKIO OBPEKACHUM
TpaHCIIOPTHOI Taph!?

myHKT 46 ITpaBun
HajuIeXKame#

MPaKTUKH XPaHEHHS;
nyHKT 40 ITpasun xpaHeHHA
JIEKapCTBEHHBIX CPEACTB

Cosnana jau pHeMHasl KOMUACCHA A
TIPOBEACHHUA IPUEMOTHOTO KOHTpPOJA,

nyHkT 49 Ilpasun
HajIeXKaled anTeyHoH

28. | yrBepIenHas IPUKa30M PYKOBOAUTENS CyOBEKTa TIPaKTHKH XpaHCHHA
PO3HUYHO#M TOProBIHM?
OdopMISIIOTCS  JIH € IPOCTABICHUEM LITaMITa O
IpHEMKE, TIOAHCHIO MATEPUATBHO - myHKT 46 [Tpasun
OTBETCTBEHHOTO JIMIIa, 3aBEPECHHOHN II€YaThio HajuIexauleH anTe HoH
(1pH HaTMYKK) CyOBEKTa PO3HAYHON TOPTOBIIH: IpakTHKH
myHKT 46 IIpasui
cuera - paxTyph1? Haaexauie# ante4Hon
MIPAaKTHKH
29.
nyHKT 46 IIpaBui
TOBapHO-TPAHCIIOPTHEIE HAK/IATHBIE? Hajuiexameii anTeuHoi
MPaKTUKH
myHKT 46 1Ipasun
peecTp JOKYMEHTOB IO Ka4eCTBY? Hauiexaniei ante4Hon
MPAKTHKH
ITpOXOAAT /1M TOBAphI ATEYHOTO ACCOPTHMEHTA [0 | MYHKT 50 TlpaBun
30, | TI0Zia9¥ B TOPrOBYIO 30HY NPEANPONAKHYIO HaJUIeXaIeH anTeyHon
TIOJTOTOBKY? MIPaKTHKU
myHKT 29 Ilpasun
HneHTHOHIMPYIOTCS JIH XpaHAIIHecs IeKapCTBEHHBIC HaJuiexallei NpaKTHKA
CPENCTBA B COOTBETCTBHHM C IPHMEHSIEMOH XpaHCHU,
31. | cy6pexTom obpaiieHus IEKapCTBEHHBIX NPENApaToB IyHKT 49 HEaBHﬂ
cucTeMoi yuera? HajuIexKaICH MPAKTAKH
XpaHEHHU.
nyskT 47 1IpaBun
32, | OcymecTsnsercs M XpaHeHHe IEKAPCTBCHHBIX HaJUTeKAILEH TIPAKTHKH

TIpernapaToB ¢ yueToM TpeGoBaHmii:

XpaHEeHHS;

nyHKT 40 IIpasun
XpaHEHHUS JICKAPCTBEHHbIX
CPEACTB
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HOPMaTUBHOM JOKyMEHTaLUH, COCTaBJIAIOLIEH
perucTpalMOHHOE JI0ChE Ha JIeKapCTBEHHBIA
npenapar?

nyskt 47 [pasuin
HaJUTe)KallCH MPaKTUKH
XpaHeHHH,

nyakT 40 IIpasun
XpaHeHHs IEKapCTBEHHBIX
CPEICTB

MHCTPYKIMH 110 MEIHLIMHCKOMY NpUMEHEHHIO?

myHkT 47 Ipasun
HajIeKalel NPakTHKA
XPaHEHH,

myHKT 40 [IpaBun
XpaHeHHs JIEKapCTBCHHBIX
CpeAcTB

uHdOopMalnH, coaepKaleiics Ha HepBHYHOMN U (MITH)
BTOPHHYHOMN YIIaKOBKE JIEKAPCTBEHHOrO Npenapara 1
TPaHCIIOPTHOH Tape?

nyHkT 47 IlpaBun
HajuIeKamei NpakTHKH
XpaHeHHs;

nyHKT 40 [IpaBun
XpaHEHHMs JIEKApCTBCHHBIX
CpEICTB

33.

PasmMeImaroTcs JIM JieKapcTBEHHbIE NMpenapaThi

B TOMEIeHHUAX Y (WIH) 30HaX U1 XpaHeHMs
JIEKapCTBEHHBIX NIPETApaToB B COOTBETCTBUM C
Tpe6GOBaHUIMH HOPMATUBHON IOKYMEHTAlMU U (vm)
Tpe6OBAHMSIMH, YKa3aHHBIMA Ha YMIAKOBKE
JIEKApCTBEHHOTO TIpernapaTa, ¢ y4eToM:

nyHkT 49 I1paBun
Hajyiexaile MpakTHKA
XpaHCHUS,

nyskT 8 [IpaBun
XpaHEHUS
JIEKapCTBECHHBIX CPENICTB

(pH3MKO-XUMHYECKHX CBOHCTB
TeKkapcTBEHHBIX [IpenapaTos?

nyHKT 49 IIpasun
Hajyiexalei npakTuky
XpaHEHHU,

nyskT 8 [IpaBun
XpaHECHHUA
JIEKapCTBEHHBIX CPEACTB

dbapmakoOruuecKuX rpymn?

nyHKT 49 IIpasun
HaJUTexKaleil TpakTHKH
XpaHeHHUs;

nyHkT 8 Ilpasuin
XpaHEeHUs
JIEKapCTBEHHBIX CPE/CTB

crioco0a BBeICHHS
ileKapCTBEHHBIX MpenapaTos?

nyukT 49 Ilpasun
HaJjieXxaleil MpakTUKH
XpaHEHHS,

nyHKT 8 I1paBun
XpaHeHHUs
NeKapCTBEHHBIX CPEICTB

34.

XpaHsATCs JIH CBETOUYBCTBHTE/IBHBIC
JNeKapCTBEHHbIE TIpenapaThl B 3allUIICHHOM OT
cBeTa MecTe?

nyHkT 52 [Tpasun
HajUIeKameH IPaKTUKH
XpaHEHHS,
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myHKTHI 24-26 IIpaBun
XpaHeHus
JIeKapCTBEHHBIX CPENICTB

XpaHSITCH JI BIaro4yBCTBHTCI/IBHBIC

nyakTsI 21, 47 [pasun
HaJIJIe)KaInen NpakKTHKA

XpaHEeHHS;
35, | lexapcTBeHHbIE CPEACTBA B 3AIIMICHHOM OT
‘ myHKTHL 27-29 IlpaBun
BJIaru Mecte?
XpaHeHUs
JIEKapCTBEHHBIX CPEICTB
HasHageHo 77 IpHKa30M PYKOBOIHUTENS CyObekTa
PO3HHYHOM TOPrOBIIM OTBETCTBEHHOE JIMIIO 32 myHKT 66 [TpaBuin
36. | paboty ¢ paiscHHIMPOBAHHBIMH, HaJyTerxalneil anTe4Hon
n06GpOKaYECTBEHHBIMH, KOHTPa(aKTHEIMH IPaKTHKA
TOBapaMH AITeYHOTO aCCOPTUMEHTA?
V305mapoBaHbl JIM CHIECIHATBEHO mysr 55 Ipasa
37, | mpomMapkupoBanHbIe NEKapCTBEHHBIE MPEMAPATEL, | yanyexarneil IPAKTHKH
NpeHa3HAYECHHbIE UL YHHITOXKEHHS? XpaHCHHS
- myHKT 30 IIpasun
30JTHPOBAHBI JIU: HazUIeIKaIei
TIPAKTHKH XpaHEeHHsI
IeKapCTBEHHBIE NPENapaThl, B OTHOIICHUN mysr 30 TIpasun
KOTOPBIX I'IpI/;H}ITO peIIeHue O IPHOCTAHOBICHAH | o escammett
38. | [MPUMCHEHM! NPaKTHKA XPaHEHUS
TekapCTBEHHBIE NTPETIApaTHL, B O;HOIHCHI/II/I mysxer 30 TIpasit
KOTOPBIX TIPHHSATO PEHMICHUE O 00 M3BATHHU U3 HAIUTeKAITIEH
oGparneHus? MPaKTUKA XpaHCHHs
banscupuIEpoBaHnbIe, HenobpokatecTsenHble | MYHKT 30 Ipasun
¥ KOHTpa(aKTHEIE IeKapCTBEHHBIC IpenapaTsi? | HAUICKAIICH
[IPaKTHKH XpaHCHUS
HMMeroTcs T JOKYMEHTBL, OITMCHIBAIOIIHE JeHCTBHS,
BBITIOJIHsIEMBIE CYOBEKTOM 00paleHHs JIEKapCTBEHHbIX
TIpenaparos, HalpaBlIeHHbIE Ha cOOONeHNe nyHKTHI 41-43 Tpasun
Tpe6oBaHuii, ycTaHOBIEHHBIX [IpaBunaMu HajyIeXaImeH MpaKTHKH
HaJJIeXAlIEH IPaKTHKH XPaHeHHUS: XpaHeHus
39.

HHCTPYKLIH?

myHKTHI 41-43 [Ipasun
HaJieKale pakTHKH
XpaHeHus

CTaHJAapTHBIE ONEPalMOHHbIE
npouexayps! (COITer)?

nyHKTHI 41-43 [Ipasui
HaJuIeXKaIeH MpakTHKH
XpaHeHHS
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oTueTHl (CBOHBIE XYPHAJIBI)?

nyHKTHI 41-43 TIpasun
HajuUIexkalei NPakTHKH
XpaHEeHHs

oroBops!?

nyHktsl 41-43 I1paBun
HaJjiexatei MpakTHKU
XpaHeHus

Benercs M y4eT JEKapCTBEHHBIX CPEICTB €
OIpPaHMYEHHBIM CPOKOM TOJTHOCTH Ha GyMaXHOM

myHkt 11 [pasmina

40. | gocuTene UMM B HIEKTPOHHOM BHJE € XpaHEHHs JICKAPCTBCHHBIX
apxusarueii? CpelIcTB
TAHOBJICH X BOTUTEIEM
YcTaHOBNIEH I PYKOBOJUTEIEM OpraHu3alvy mynkr 11 Tipasa
41 | MOPAIOK BeneHNs ydeTa ICKAPCTBEHHEIX CPEACTB | ypapeHns JeKapCTBEHHBIX
C OTPaHMYEHHBIM CPOKOM? CpeNcTB
Umeercst T pa3pabOTaHHBINA H YTBEPKICHHBIH
KOMILJIEKC MEp, HAalIPaBJICHHBII Ha MUHUMU3ALHIO
P, Hallp an myHKT 24 HpaBun
pUCKa KOHTaMHHAIIUH JIeKapCTBEHHBIX HaTeKamel
IPEIapaToB, ¢ YIETOM YCIIOBHH COGMONCHH NPAKTHKH XpaHEHHUs
3amuTH] OT ()aKTOPOB BHEUIHEH CPENIB €
odhopmieHHEM:
nyHKT 24 IIpaBun
42. HpHUKa3oB? HaJyIexKaren
MPAKTHKA XpaHEeHHs
nyHKT 24 ITpasui
COTIlos? HaJIeXalleH
TPaKTUKH XpaHECHHs
nyHKT 24 IIpasun
HHCTPYKIMH? HaIexalen
MpPaKTHKN XpaHEeHHUs
43. | PerncTpupyIOTCS JIH PE3YIBTATHI TEMIIEPATYPHOTO | MyHKT 21 Ipasun
KapTUPOBaHUSA u BIIAXKHOCTH | HamIexamei
B CHEIHATGHOM JXypHale (KapTe) PerMCTpaiuu | MPaKTHKH XpaHeHud,
Ha GyMaXHOM HOCHTeNe W (HIH) B EKTPOHHOM | MYHKT 23 Tlpasun
BHIE €XEIHEBHO, B TOM YHCIE B BBIXOJHBIC HaJexaluen
" HpaB TTHHYHBIE IIHI/I? TIPaKTUKH XpaHCHHS,
myHkr 7 [IpaBun xpaHeHUd
JIEKapCTBECHHBIX CpeaACTB
44, | Xpauarca o OKypHambl  (KapThl) —PETMCTPalMH | MyHKT 21 IIpaBun

TEMIEpAaTyPHOTO KAPTHPOBAHMSA B TEHeHHe IABYX JIeT?

Haexauen

NIPaKTHKY XpaHESHHS;
nyHKT 23 IIpasun
HajyIexamen

NPaKTHUKH XpPaHECHHS;
nyHkt 7 [IpaBuit XxpaHeHHs
JIEKAPCTBEHHBIX CPE/ICTB
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CobtrofaeTcs JIM 3anpeT Ha COBMECTHOE XPaHCHHE B
OOHOM TEXHMYECKH  YKPEIUICHHOM  IOMEIUCHUH
NeKapCTBEHHBIX ~ IPEnaparoB,  MPEXyCMOTPEHHBIX
nyaktom 32 IlpaBun HajuexaineH MPaKTHKA
XpaHeHHH, %} NeKapCTBEHHBIX HpenapaTos,
COIEpKAIIMX CHIBHONCHCTBYIONME HIH STOBUTBIC
BemiecTna’

nyskT 34 [Ipasun
HaIexammen
TPaKTUKA XPaHCHUS

Cobmopmaercst JH 3ampeT Ha  XpaHECHHE
OrHEOIACHBIX M B3PHIBOOIIACHBIX JICKapCTBEHHBIX
penapaToB BIAIH OT:

nyHkT 51 [Tpasun
HaJyTIeXKaIEN IIPaKTHKA
XpaHEeHUs

nyskt 51 [Mpasuit
HaJIeXKalleH IpaKTHKI
XpaHECHHSA

OTONHUTENLHBIX IPHOOPOB?

oyHkT 51 Ipasun
HaJIeXKaIeH IPakKTHKA
XpaHEHUS

BO3/IEMCTBAS IPAMBIX COJIHEYHBIX JIydei?

myHKT 51 Hpasun
HaJTe)KaIeH MPaKTHKA
XpaHEeHHd

Co6romaeTcs Jij 3aMpeT Ha  XpaHeHHe B OMEUICHHAX
XpaHEHHs JIEKapCTBEHHBIX MIPENaparToB:

nyskT 20 IIpaBun
HaJUTeXXaIeH MPaKTHKY
XpaHECHUs

MMILEBBIX MPOXYKTOB?

nyHkT 20 [Tpasun
HaJUTeXKaIeH IPaKTHKI
XpaHEeHHs

TaGauHBIX U3EJIHH?

nyHkT 20 [Tpasun
HaJJIe)Kaley MpaKTHKA
XpaHEHHUs

HAIMTKOB (33 HCKIOYeHHEeM MTUTHEBOH BOMIbI)?

nyskT 20 IIpasun
HaJIexKamen NpakKTHKU
XpaHEHUs

JIEKapCTBEHHBIX IIpernaparos, npeaHasHa4CHHBIX ania
JTHYHOT'O UCIIOJIBE30BAHMA paGOTHI/IKaMI/I‘.7

nyHkt 20 Ipasun
HaJyIekanen MpakTHKI
XpaHEeHUS

(momxHoCTs ¥ GYIO ODKHOCTHOTO JIMIIA, 3AII0THABIIETO IPOBEPOUHBIH JIMCT, IIOAIHNCE, JIaTa)

(momxkHOCTE ¥ ®VIO IOKHOCTHOTO JIMIA FOPHIMECKOTO JIHIIA, NPHUCYTCTBOBABILETO NIPH
3aTI0/THEHUH TIPOBEPOUHOTO JIMCTA, TIOJIMHKCH, aTa)
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[Tpunoxenue Ne 5

K pukasy ®exepaibHOR CIIyXO5!

10 Ha30pYy B cdhepe 3npaBoo§aHeHm
4

oT ﬂY/ / M/Z Ne

X

dopma

IIpoBepoYHBIil JIHCT
(CTHCOK KOHTPOJIBHBIX BONIPOCOB),
ucnosb3yembiii @enepanbHoii ciy:k60# Mo Haa30py B cdepe 31paBOOXPAHEHHHA
| ee TePPHTOPHAIBLHBLIMH OPraHAMM NPH NPOBEICHAH MIAHOBBIX POBEPOK npH
ocymecTBeHHH (eiepajbHOro rocy1apcTBeHHOro Haa3opa B cdepe oOpameHust
JIEKAPCTBEHHbIX CPEACTB
(XpaHeHHe JIeKAPCTBEHHBIX NpenapaToB Uil MeAHUHHCKOro NpUMEHEHHS B
anTevHoOM KHOCKe)

(HaI/IMGHOBaHI/IC oprasa, oCyIecCTBIIAIOMIETO IUIaHOBYIO IIpOBCpKY)

1. Bun roCyAapCTBEHHOIO KOHTPOJIS (namzopa)

2. TlpemMeT IUIaHOBOH MpPOBEPKH IOPHAMMECKHX JIHMIL M VHIMBHTy AIbHBIX
pempUHAMATeNel OrPaHHIHBAETCA 0053aTebHBIMU TpeGOBaHUAMH, COOITIOIEHHUE KOTOPHIX
gBIS€TCS Hamboee 3HAYMAMBIM C TOYKH 3PEHHS HEJOMYLICHHS BO3HAUKHOBCHHA YIPO3bI
PHYUHEHHS BPea XHU3HH, 310POBBIO IPAXIaH, H3T0KEHHEIMH B ¢dopme TPOBEPOYHOTO JIMCTA
(CTINCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHWe IOPHAMYECKOrO JHMIQ, (aMHIHsi, MM, OTYECTBO (mpH HAJIMYHH)
HHIMBUYyaJIEHOTO IpeanpUHAMATENS

4. Mecto NpPOBEACHUA IJTAHOBOH IIPOBEPKH C 3alIOJIHEHUEM IPOBEPOIHOIO JACTAa:

5. PexBU3WTHI IIPHKa3a O MPOBEJICHHH [JIAHOBOK NIPOBEPKH: OT Ne

6. VaeTHbI! HOMEp MIPOBEPKH U JaTa PUCBOCHUSA YYETHOrO HOMEpa IPOBEPKH B Eaurom
peecTpe MPOBEPOK: .

7. JIOmKHOCTB, GaMUIMA M WHHIKAIB! JOIDKHOCTHOTO JIMIA (yurT), ipoBoAIIEro(ux)
IIaHOBYIO MPOBEPKY:

1. ;

2. .
8. IlepeyeHs BOIPOCOB, OTPAKAIOMIMX CONEPIKAHHE 006s3aTeNbHBIX TpeOOBaHuil, OTBET HA
KOTOpbIE OJHO3HAYHO CBUAETENECTBYET O COOJIIONEHNH WA HECOOMIOAEHHH IOPHINIECKIM
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JIAIIOM, HHAHBHAYAIBHEIM IIPEAPUHAMATENIEM 00s3aTeNbHBIX TPEOOBAHUMH, COCTABIIAIOIMX
IpeaMeT POBEPKH:

PexBH3HTEI BriBog o
HOPMATHBHBIX BBINOJTHEHNH
NPaBOBbIX AKTOB, C TpeGOBaHHH
yKa3aHHeM HX
CTPYKTYPHBIX €IHHMIL,
Ne Bonpocsl, 0Tpazkaromue coaepKanue KOTOPLIMH
n/n 00s3aTeILHBIX TPeOOBAHHIH YCTAHOBJICHBI
00s13aTeIbHBIE
TpeboBaHu

Aa HET

®enepasbabiii 3akon oT 12 ampesas 2010 r. Ne 61-®3 «O6 obpamenns JIeKapCTBEHHBIX CPeICTB»
(Cobpanne 3akonopatesnsersa Poccuiickoii ®@exepannu, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IIpaBuna HajIexkamel NPAKTHKH XPAHEHHs U MIEPEBO3KH JIEKAPCTBEHHbIX NpenapaTos
ANS  MeIMIMHCKOr0o NpPHMEHEHHs, YTBepKAeHHble NpHKa3oM MUHHCTepCTBA 31paBOOXPaHEHHS
Poccniickoii ®egepanun ot 31 asrycra 2016 r. Ne 646n (zaperncTpupoBad MHHHCTEPCTBOM IOCTHHHH
Poccuiickoii ®enepannu 9 supaps 2017 r., peracrpannonubiii Ne 45112) (nanee — llpasuna najiexanies
npakTuku xpaHenus)); IlpaBnia HaxIexaled aNTeYHOH MPAKTHKH JeKaPCTBEHHBIX HPENapaToB A/1d
MeIHIHHCKOro NPHMEHEHNsl, yTBep/IeHHble nprKa3oM MunucTepeTsa 31paBooxpanenns Poccmiickol
®enepaunu ot 31 aBrycta 2016 r. Ne 6471 (3aperncrpuposan MunncTepcTBoM HcTHIHA Poccniickoi
®exepanun 9 simpaps 2017 r., peructpanuonnbiii Ne 45113) (nanee — [IpaBuna Hagexameii anTewHoH
npakrtukn); [IpaBuia XpanenHs JIEKAPCTBEHHLIX CPEICTB, YTBepHIeHHbIE NpnKa3oM MuHHCTEpCTBA
3APaBOOXpAHEHHs] H CONHAJbLHOTO pasBHTHA Poccmiickoii ®enepanun or 23 aprycra 2010 r. Ne 706m
(3aperncTpupoBan MunucTepcTBOM locTHUHH Poccmiickoii ®enepaumn 4 oxrabps 2010 r.,
peracrpannonnsiii Ne 18608) ¢ H3MeHeHNAMH, BHECEHHBIMHA NPHKa3oM MHUHHCTEPCTBA 3APABOOXPAHCHHS
H comuaibHoro pa3puTHs Poccniickoii ®enepannn ot 28 gexabps 2010 r. Ne 12211 (3aperncTpHpoBaH
Munnucrepcrsom octunan Poccniickoii ®enepanun 4 despans 2011 r., peracrpanuonnsiii Ne 19703)
(nanee — IIpaBuiia XpaHeHHs! JIEKAPCTBEHHBIX CPE/ICTB)

YupasjieHne Ka4ecTBoOM (cTaths 55 61-®3; ruasa 11 lpasui napiexamel anTedHol NPaKTHKH)

VTBepKIOEHBl W pykoBomuTeNeM  cyObekTa | myHKT 4 Ilpasun
obpalleHus JIEKapCTBEHHBIX CPEACTB CTAHAAPTHBIE | Hamexaluei anTeyHoR
1. omnepauronHsle npouexypsl (aanee — COIL)? TPaKTHKH
HMeeTcs 11 JOKYMEHTALMA CHCTEMBI Ka4eCTBa Ha nyrkr 5 [pasun
OYMaKHBIX U (WIH) 3JIEKTPOHHBIX HOCHTE/IAX: HaUTeKAIIeH arTe oM
MpPaKTHKH

MOAIYHKT «H» ITyHKTA 5
IpaBun HamnexawmeH
anTe4HOH NpaKTHKH

hiypHAJT PerHCTpalliy IPUKa3oB
5 (pacniopsikeHHi) 0 CyOBEKTY
) PO3HHYHOM TOProBIH?

KYPHAJT eXXKeIHEBHOH perucTpauuu
r1apaMeTpoB TeMITEPaTyphl U
BJI&XHOCTH B MIOMEILECHHUAX JUIs
XpaHeHHS JIEKapCTBEHHBIX
npernapaToB?

MOAIMYHKT «K» ITyHKTa 5
IpaBun Haanexkaiel
anTeYHOH IMPaKTHKH




MOAIYHKT «J1» ITyHKTa 5
IIpaBun Haanexainei
arTeyHOM NPaKTHKH

DKy pHAJ TIepHOHYECKON PErHCTpaliK
TEMIIePaTypbl BHYTPH XOJIOAMIBHOTO
06opynoBaHus?

MOIYHKT «p» IyHKT 5
ITpaBun Hagnexalme
anTeyHOH NMPaKTHKH

XKypHaJ y4deTa JeKapCTBEHHBIX
MpEnapaToB ¢ OrPaHMYECHHBIM CPOKOM

TOAHOCTH?
HOMITYHKT «X» ITYHKT 5
PKYpHAI yJeTa MOCTYTUIEHHA U pacXoza TIpaBut HajUIeKaIEH
BaKLMH (TP HATMYHH)? arTe4Hol IpaKTHKA

JKYpH&JI PETHCTPALIMM Pe3YNETATOB MPHEMOYHOro| MOAMYHKT «(b» MyHKTa 5
KOHTPOISA? [paBun Haanexaiei
anTe4yHOM NMPaKTHKH

Cucrema_oGecreuenns KauecTBa XPAaHEHHs H_IePEBO3KH JIEKADPCTBEHHBIX Npenaparos (crarTbs 54
61-®3; rnasa I, nynxTsi 3 - 6 [IpaBui Haatexxameii NPAKTHKH XpaHEHHS)

HasHaueHo 1 PYKOBOAMTENIEM AlTEYHOM yHKT 5 IIpaBun
3 OpraHu3aluy JHIO, OTBETCTBEHHOE 32 HaJJIeKalnel NpakTHKH
BHEIPEHHE M 00eCTICUeHHE CHCTEMBI KadecTBa? XpaHeHHs

Hudpacrpykrypa. Ilomemennus Juisi XpaHeHHS JIeKAPCTBEHHBIX mpenaparos (cratbs S8

61-®3, raasa IV IlpaBua Hamiaexameidl npakTHkn xpaHenus; IlpaBuiaa XxpaneHus
JIeKApCTBEHHbIX cpeincTs; raasa V IIpasni Hagsiexamel anTeaHoH NPAKTHKH)
€IOTCA JIM  HEOOXOMUMBbIe TIOMEIIeHUs (WIH) 30HBL,
PHUHAJIEKAIHME alITeYHOH OpraHU3aliMM Ha IPaBe
4. 0OCTBEHHOCTH WIM Ha HHOM 3aKOHHOM OCHOBaHHH,
€00XOUMBIE JUT OCYIIECTBIICHUS JEATEIbHOCTH IO

myskT 11 IIpaBmn
Ha/IeXamei MpakTHKH

XpaHEHUS
paHEHHIO JIEKapCTBEHHBIX NpenaparoB?
HMmeeTca v 0603HAaUEHHAS 30HA WIH OTAEIBHOE myHkTeI 15, 16 IIpasun
5. NOMEIlEHHE TMPUEMKH JICKAPCTBEHHBIX IIPENAapaToB? HaJUIeKAIICH PAKTHKH
XpaHeHUS

HMeercs T 0003HAYeHHas 30HA WIHM OTAENbHOe  [IYHKTEI 15, 16 IlpaBun
6 MOMEUICHHE XPaHEHHUA JICKapCTBEHHBIX HajIexanei pakTUKy
IpenaparoB, TpeOYIOWUX ClIeLHATbHBIX yCIoBMH?  XPAHCHHA

HMeeTcs nu 1y1 XpaHEeHHA BBIABJICHHEIX myHKTH 15, 16 IIpaBun
(banscHPULIPOBAHHBIX, HEOOPOKAYECTBEHHBIX, HaJJIeXallei PaKkTHKU
KOHTpadaKTHBIX JIEKAPCTBEHHBIX MPENapaToB: KPpaHCHUA

myHKTHI 15, 16 IIpasun
HaTe)Kalleil NpaKTHKH
XpaHEeHHUs
myHKTHI 15, 16 Ipasun
HaJ1e)Kariei MpaKTHKH
XpaHeHHs

WMeeTcs I 30HA WIH OTAEBHOE [IOMEILEHHE, yHKTH1 15, 16 IIpasun
HaTexae NpaKTUKH
8 obecrnieunBaromas TpebyeMble yCIOBHs XpaHEHHUA R
. X paHeHHs!
JIEKApPCTBEHHBIX NPeNnapaToB U1 KAPAHTUHHOTO P

XpaHeHHS JIEKAPCTBEHHBIX

7. 0003HaueHHas 30Ha?

OTACIIBHOC noMeIneHue?
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niperiapaToB?

OcBelieHbl JIM ITOMENICHUA U 30HBI, HUCIOJIb3YEMBIE

nyHkT 17 IIpasun
HajiexKalle MpaKTHKA

9. ?
11 XpaHEHHS JIeKapCTBEHHBIX NPENapaToB XpaHeHHs
OTaenensl Jid aIlMI/IHI/ICTpaTI{BHO-GLITOBLIe myskr 19 Tpasi

10, | momemenus  oT HOMemeHm;I XpaHeHHs HaexKalel MPaKTHKY
JIeKapCTBCHHBIX npenaparoB! XpaHeHHs
PMmeercs 1M OTHeNbHas 30Ha (mkader) i

TSPH
xpaHeGHHﬂ 0GOpyOBAHKS, MHBEHTApA U MAaTePUaNos | oo+ 25 TTpapun
" A5 yOOpKH (OMMCTKH), @ TAKXKe MOIOILIMX H HAVIeIKAIEH TIPAKTHKH
. | nesmaGuUUMpPYOMIX CPEACTB (M1 HCKITIOUCHUS XpaHeHUs:
pPHCKa 3arpA3HeHHA STHMH cpenchaMn
JIeKapCTBEHHBIX CPEZICTB)?
TpoBoauTes T yGOopKa OMEIeHuH (30H) anst | HYHKT 25 Ilpasun

12. | XpaHeHHs IeKapCTBEHHBIX NPENapaToB B HaJUICXKAIICH NPAKTAKHA
cootsercTBuH ¢ COIlom? XpaHCHUA
ViMeeTcst /I TIajKas OTAENKa IOMEIEHui 11 | myHKT 235 Ilpasmn
XpaHeHHsl JISKAPCTBEHHBIX IPEIIapaToB HajyIeXxarell IpakTHKA
(BHYTpeHHHE IIOBEPXHOCTH CTCH, IIOTOJIKOB), XpaHeHHU,

13. JIOITyCKAloIas BO3MOXHOCTh ITPOBEACHH yHKT 6 IIpaBui XpaHECHUA
BJIYKHOM YOOPKH M HCKIIOYAIOmasn HAKOIUICHHE JIeKapCTBCHHBIX CPEACTR
TeUTH?

ObecreueHa T4 3alllATa TOMEMIECHHH T
XpaHeHHs JICKapCTBEHHBIX MIPENaparToB OT nyHKT 26 IIpasun

14. | nporMKHOBEHNUS HACEKOMBIX, [PBI3YHOB MJIA HaJIJIeKAICH TPaKTHKA

JPYTHX JXABOTHBIX? XpaHCHMA
HUudpact a. OGopyrosanue (raasa IV IlpaBma Hajiexameidl NPaKkTHKH XPAHEHH:;

IIpaBn/ia XpaHeHHsl JEKAPCTBEHHbIX CPEICTB)

NmMeerca i Heobxoaumoe obGopymoBaHue (B
XOpomeM COCTOSTHHH %4 YHCTOE),

nyskr 11 Ipasun

15. | mpunamnexamee OpraHM3alMM Ha  TIPaBe HaJuIe)xamed NpakTHKU
cOOCTBEHHOCTH MJIM Ha HHOM 3aKOHHOM | XpaHCHHA
OCHOBaHHHU?
OcHallleHs! Jid TOMEIIEHHs Ul XPAHEHHMs | IYHKT 7 [IpaBun
16. JIEKapCTBEHHBIX CPENICTB npubopaMu  [UIsl | XpaHEHHSA
PErMCTPalliy IapaMeTPOB BO3TyXa: JIEKapCTBEHHBIX CPEIICTB
nyHkt 7 I1paBun
XpaHEHUS
17. JIEKapCTBEHHBIX CPE/ICTB
TEpMOMETPaMK? nynkt 37 IpaBun

HajnexKamei NpaxTHKU
XpaHeHHS




rUrpoMeTpaMn?

nyHkT 7 [Ipasun
XpaHeHusA
JIEKapCTBEHHBIX CPEJICTB
nyHKT 37 IlpaBun
HajJiexXalei IpakTHKA
XpaHEeHHs

HIIEKTPOHHBIMH THIPOMETPaMHu?

nyHKT 7 IIpaBui
XpaHEeHHS
JIEKapCTBEHHBIX CPEIICTB
nyHKT 37 [Ipasun
HaJuIeXKaleil MpakTHKH
XpaHeHHA

TEPMOTHTPOMETPaMH?

nyHkT 37 Ipasun
HaJUIe)Kaled TPaKTHKH
XpaHEHHUA

18.

Pasmemarorcss M HW3MEpPUTENBbHBIE  YacTH
npuOOpOB I  PETHCTPAlMd  NapaMeTpoB
BO3/lyXa Ha PacCTOSHHH He MEHEe 3 M OT IBepeH,
OKOH H OTONHMTEIBHBIX MPHOOPOB U Ha BBEICOTE
1,5-1,7 m ot mona?

nyHkT 7 [IpaBun
XpaHeHus
JIEKapPCTBEHHBIX CPEICTB

19.

PerucTpupyroTCs M NOKa3aHHs NpuOOpoB s
PETHCTPAllHK TAPAMETPOB BO3/1yXa €XC/AHEBHO B
CIIEIHAILHOM XypHasie (KapTe) PerHCTpaluy Ha
OyMa)KHOM HOCHTEJIE MM B JJIEKTPOHHOM BHJIE C
apxXuBalpeil (JUI 3MEKTPOHHBIX THIPOMETPOB),
KOTOPBKIH BENETCS OTBETCTBEHHBIM JIALIOM?

IIYHKT 7 [TpaBun
XpaHEeHUA

JIEKAPCTBEHHBIX CPEJCTB

20.

Ceptu¢unpoBaHsI, KaJTHOpOBaHBI U
HOJBEPratoTCsA JTH IOBEPKE KOHTPOJHMPYIOLIHC
npuGOpsl O PETHCTpAllMd  [apaMeTpoB
BO3qyXa?

ITyHKT 7 [IpaBun
XpaHEHUA

JIEKapCTBEHHBIX CPEJICTB

21.

VimeeTcs I XOJIOMMIIBHOE O0OPYIOBAHHE:

nyHkTel 21, 36, 37 IIpasun
HaJIeKaled ITpaKTHKH
XpaHEHHUs

XOJIOMIIbHBIC KaMEpPhl HJIH CIIEIHMATBHO
000pyJ0BaHHOE MOMEILEHHE?

nyHKTHI 21, 36, 37 I1paBun
HaJUIeXKaIed IpaKTHKH
XpaHEHHUs

(apManeBTHYECKHE XOIOMMIBHBIE MKadbl WA
XOJIOMUNBHHK I XpaHEHU TEPMOIaOUIIBHBIX
IEKApCTBEHHBIX CPEICTB?

nyHkTeL 21, 36, 37 IIpaBua
HaJyIeXXallen NpakKTHKA
XpaHEHUs

22.

HMeroTes MM CHCTEMBI KOHARITHOHUPOBAHHS B
TIOMEINEHUAX XPaHEeHNs JIeKapCTBEHHBIX
npenaparos?

nyskTsl 21, 36, 37 [IpaBun
HaJJIeXares IpaKTHKA
XpaHEeHHUS;

nyHKT 4 [IpaBun XxpaHeHHs
JIEKAPCTBEHHBIX CPEJICTB




60

23.

VIMeroTCs JIM CHCTEMB]I BEHTHIIALIHY B
MOMEIIEHUAX XpaHEHHUS JIEKAPCTBEHHBIX
npenapaToB?

nyHKTHI 21, 36, 37 IlpaBui
HaJUIeXKaImEeHd IPaKTHKA
XpaHeHHS;

nyHKT 4 IIpaBui XxpaHeHUA
JIeKapCTBEHHBIX CPEJICTB

24,

Nmetotes MM MKadbl METAIMYECKHUE HITH
JepeBsSHHBIE U XPaHEHHS JIEKApCTBEHHBIX
TpeNapaToB, NOIJIEKAMHUX PEIMETHO-
KOJIMYECTBEHHOMY Y4eTy?

oyekT 31 Ipasun
HaJJIeKamen
IPaKTHKH XpaHEHHs

25.

HMeroTes JIM B IOMEIUEHUAX I XpaHeH!Us
JIEKApCTBEHHBIX NPENAapaToB:

nyHKT 29 IIpasun
HaJiIeXKamed MpakKTHK|
XpaHCHHS;

nyHKT 31 IIpaBun
HaJIeXaIeH IpaKTHKA
XpaHEHHS;

nyHKT 5 [IpaBui xpaHeHUs
JIEKapCTBEHHBIX
CpEICTB

CTEJUTAXKU?

nyHKT 29 [IpaBui
HaJIeXaen IpaKTHKA
XpaHECHHS,

nyHKT 31 Ipasun
HaJJIeXKAIlEN IPaKTHKH
XpaHEHHS,

myHKT 5 [IpaBun
XpaHEeHHs JEKapCTBCHHBIX
CPEICTB

mxado?

nyskT 29 IIpasun
HaJyIeXKailen IIpakKTHKA
XpaHEHHS,

nyHKT 31 Ipasun
HaJIeXKalleH IpaKTHKA
XpaHEHHs,

myHKT 5 IIpaBun
XpaHeHHs JIEKapCTBCHHBIX
CPEICTB

TIOJIOHBI?

myHkT 29 [IpaBui
HaJIe)Xalned IpaKTHKH
XpaHEHHS,

nyHkT 31 IIpaBun
HaJyIe)Xalen IPaKTHKHK
XpaHEHUS,

nyHKT 5 [IpaBun
XpaHeHHs JEKapCTBEHHBIX
CPEICTB

[TOJTOBAPHUKA?

myHKT 29 [Ipasun
HaJyTIeXKaIen IIPaKTHKU
XpaHEHHUS,
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nyskT 31 [IpaBun
HaJIeXalen IpaKTHKH
XpaHeHHU

ryHkT 5 [IpaBun
XpaHEHUS JIEKapCTBEHHBIX

CpenCTB

26.

HIMeroTCs JIU 3anacHble MOBEPEHHBIE CPEACTBA
H3MepeHus B CTyyae DPEMOHTA, TEXHHYECKOTro
06CITyKMBaHUS, IOBEPKH O0OPYAOBAHHSA U CPE/ICTB
H3MepeHus?

nyukts! 39, 40 TIpasun
HaJUTeXKaIeH IPaKTHKH
XpaHCHUS,

nyukt 7 IIpaBun xpaHeHAS
JIEKapPCTBEHHBIX CPEACTB

IMponecchl AeATEIbLHOCTH € 6bpeKTa POZHHIHOM TOProBJy TOBADAMM anTEIHOro

elicTBHA _CYObLEKTA oOpanieHns JeKapCTBEH
XpaHEHHIO JIEKAPCTBEHHBIX npenaparTos. Ogemca AEATCJIbHOCTH

HBIX NPENAPATOB 10 XPAHEHHIO.
(cTaThs 58, nmynKT 3 craTbu 9

aCCOPTHMEHTA,
OKYMEHTBI 10

61-®3; raasa V, VI Ilpasua Ha/uiekamedl npakTEkd Xxpanenus; IIpasuna XpaHeHHs

JIEKAPCTBEH

ubIx cpeacrs; raasa VI u VIII Ipapni Haj/Iexameil anTeynoil NPaKTHKA)

27.

COOTBETCTBYIOT JIU CBEJEHHS Pe3yJbTaTOB
TIPMEMOYHOTO KOHTPOJIS CBEACHUAM B
TOBapPOCOINPOBOAHTENBHOM JOKYMEHTALIMH:

myHKT 46 [Tpasun
HaJUIeKalen

[IPaKTHKH XPaHECHHS;

nyHKT 40 [IpaBun xpaHeHHA
JIEKapCTBEHHBIX CPE/ICTB

110 ACCOPTHMEHTY U KOJIMYECTBY?

myHKT 46 TIpasun
HaJJIexKalleH

NPaKTHKH XPaHEHHUS;

myHkT 40 TIpaBut XxpaHeHHA
JIEKapCTBEHHBIX CPEIICTB

Mo KauyecTBY”?

nyHKT 46 TIpasun
HaJUTexareH

MPaKTHKH XPaHEHHS;

myHKT 40 ITpaBu XpaHCHHA
JIEKApCTBEHHBIX CPE/ICTB

Mo COOJTIOACHHUIO CIIEHAIBHBIX

ycroBuii XpaHenus (TIpH HaJIMIHH Takoro
TpeGoBanms B HOpPMATHBHOH IOKYMEHTALWMH Ha
neKkapcTBEHHBIN Mpernapar)?

myHKT 46 IIpaBun
Hazexamlei

MPaKTUKH XPaHeHHS;

myHkT 40 [paBri XpaHCHHA
JIEKApCTBEHHEIX CPEICTB

10 HAJTHYHIO OBPEXKICHHH
TPaHCIIOPTHOH Tapbi?

ryHKT 46 TIpasmin
HaJyIexamei

NPaKTUKH XPaHEHHS;

nyskT 40 TIpasun XpaHeHHUsA
JIeKapCTBEHHBIX CPEACTB




Co3naHa i TpHeMHAast KOMUACCHS I
IPOBE/ICHUS IPHEMOYHOTO KOHTPOILA,
yTBEpXK/ICHHAA IIPAKA30M PYKOBOIHUTEIL
CyOBeKTa PO3HHIHOM TOPTOBIIH?

yHKT 49 [IpaBun
HajUIexanel anTedHon
TPaKTUKA XPaHCHUSA

OdopMIISIOTCS JTH COIPOBOHTEIBHBIC
JOKYMEHTBI C IPOCTABJICHHEM IITaMIIa o
IpUEMKE, TTOATHCHIO MATEPHATBHO -
OTBETCTBEHHOrO JIHIIA, 3aBEPEHHOH IedaThio (
TIpH HaJIM4uK) CyOBeKTa PO3HUIHOM TOProBIIM:

myHKT 46 [Ipasui
HaJUIeKAIIEH anTeyHOH
MIPaKTHKH

cuera - PaKTypsl?

myHKT 46 I1paBun
Hajyiexalei anTeyHoH
TIPaKTUKH

TOBApHO-TPAHCTIOPTHBIE HAKIIANHBIE?

nyHkT 46 I1IpaBun
HaJyIeXKalIel anTedHoi
NPaKTUKH

peeCTp NTOKYMCHTOB 1o Ka‘-IeCTB}’?

nyHKT 46 IIpaBun
HaJuIexaleH arnTeaHon
IPaKTHKH

TTpoXOT JIH TOBApBI ATEYHOTO ACCOPTUMEHTA
JI0 TIOIa4¥ B TOPTOBYIO 30HY IPEAIIPOJaXKHYIO
MOJATOTOBKY?

nyskt 50 [Ipasun
HaJuTIeKaLeH arTedHoH
IPaKTHKH

HneHTrnUUHpYIOTCS JIM XpaHAIIHeCH
NeKapCTBEHHBIE CPEACTBA B COOTBETCTBUM C
puMeHseMoil CyOBeKToM 0OpalieHus
JeKApCTBEHHBIX TIPENapaToB CHCTEMOH ydera?

myHKT 29 IIpaBun
HaJyIealiei MpakTHKU
XpaHEeHHs,

nyHKT 49 TIpasui
HaJJiexateil MPakTHKA
XpaHeHHs

OcyIIecTBIAETCS JIM XPaHEHHE JIEKAPCTBEHHBIX
TpenapaToB ¢ yueToM TpeGoBaHHM:

nyskT 47 [TpaBun
Hajyiexauie MpakTHKN
XpaHEeHHS;

nyHkt 40 Ipasui
XpaHeHHs JICKapCTBEHHBIX
CpelCTB

HOPMATHBHO#M JOKYMEHTALIH, COCTABISIOMICH
DPEruCTPALMOHHOE JOChE Ha JIEKAPCTBEHHBIHA
npernapar?

nyHkT 47 [pasun
Hajiexamei NpaKTHKH
XpaHeHHs;

nyHKT 40 [Tpasun
XpaHEeHHs JIEKaPCTBEHHBIX
CpeNCTB

MHCTPYKIIHH 110 MeTMLIHCKOMY TIPUMEHCHHIO?

myHkT 47 ITpasun
Hazmemameifl IIpaKTUKH
XpaHEeHHUS,

nyakT 40 IIpasun
XpaHeHHs JIEKapCTBEHHBIX
CpeAcCTB
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uH(OpMaLmK, cofepKaeiicss Ha IEPBUIHOH U
(M) BTOPUYHOM YIIAKOBKE JIEKapCTBEHHOIO
Tpenapara | TPaHCIIOPTHOH Tape?

myHkT 47 IIpasun
Hajiexamei NpaxTHKA
XPpaHEeHHS;

nyskT 40 Ipasun
XpaHeHHs JIEKapCTBCHHBIX
CpPEACTB

33.

PasmeniaroTcs Jik JIeKapCTBEHHBIE TpenapaThl

B MOMEIIEHUAX ¥ (WIK) 30HaX U1 XpaHCHHA
JIEKAapCTBEHHBIX NPENapaToB B COOTBETCTBHH C
Tpe6oBaHMAMH HOPMATHBHOM JOKYMEHTALHU 1
(unu) TpeGOBaHMAMY, YKA3aHHBIMH Ha YTIAKOBKE
JIEKAPCTBEHHOTO TIpEnapara, ¢ y4eTom:

nyHkT 49 IlpaBun
HajJIeXalne npakTHKA
XpaHeHu;

myHKT 8 [IpaBui
XpaHEeHHs
JIEKapCTBEHHBIX CPE/ICTB

(U3MKO-XUIMHYECKHMX CBOKCTB
TeKapCTBEHHBIX MPEnapaToB?

nyHKT 49 TIpasun
HaJJexalei MpakTHKU
XpaHeHus;

nyHkT 8 [IpaBun
XpaHECHHs
JIEKapCTBEHHEIX CPEICTB

hapMaKONOrH4eCKHX rpymnm?

nyHKT 49 [Ipasun
HaJJie)alneil NPakTHKA
XpaHEHu,

nyHKT 8 IIpaBui
XpaHEeHHs
JIEKapCTBEHHBIX CPEIICTB

criocoba BBeIECHHAS
TeKapCTBEHHBIX IIPENapaToB?

myHKT 49 [1pasun
HajuieKaed NpakTHKA
XPaHEHHA,

nyskT 8 IIpaBuin
XpaHeHHud
JIEKApCTBEHHEIX CPEACTB

34.

XpaHsTcs 1 CBETOUYBCTBUTCIBHEIE
NEKapCTBEHHBIC TIPENaparsl B 3AIHINEHHOM OT
cBeTa MecTe?

nyHkT 52 IIpaBun
HaJyIe)KaIned MpakTHKH
XpaHCHHS;

IyHKTHI 24-26 [IpaBun
XpaHEHUA
JIEKapCTBEHHBIX CPEICTB

35.

XpaHsATCs JIH BJIAro4yBCTBUTENBHBIC
JIEKapCTBEHHBIE CPE/ICTBA B 3ALIUIICHHOM OT
BJIaru Mecrte?

nyHKTH! 21, 47 IIpaBun
HaJUIeKaeN IPaKTHKA
XpaHEHHS;

nyHktsl 27-29 [Ipasun
XpaHEHUs
JIEKApCTBEHHBIX CPEICTB




HasHadyeHO JI IPHKa30M PyKOBOIHTENS
cy6beKTa PO3HUYHON TOPrOBIIM OTBETCTBEHHOC
UL 32 padoty ¢ danscupUIUPOBaHHBIMY,

nyHKT 66 [TpaBun
HaJUIe)Xalned arTeuHol

36.
H06POKaIECTBEHHBIMH, KOHTpa(akTHEIMH MPaKTHKH
TOBapaMH aITe4HOr0 aCCOPTHMEHTA?
W3onupoBaHsl JiU CHIEAAIBHO
IIPOMapKUPOBAHHEIE JTEKAPCTBECHHEIE nyskt 55 [Ipasui
37. | npenapartsl, npeHA3HAYCHHBIE IS HaJUIeKalen NpakKTHKH
YHHUTOKEHHUS? XpaHCHHA
I nyHKT 30 [Ipasun
30JIMPOBAHBI JIH: HaUIeKameh
TIPAaKTHKH XPaHCHUS
JIeKapCTBEHHBIE IIPEIIapaThl, B OTHOIICHHH nysxr 30 [pasun
KOTOPBIX IIPHUHATO PEHICHHUE O ) HamTeKamet
NPHOCTAHOBIICHHH IIPAMCHEHHUA ! NPAKTHKH XPaHEHHS
BEHH
JIeKapCTBEHHBIE IPETIAPATEIL, B60TH0HIeHHH nysr 30 [pasun
KOTOPBIX Hp;/IHSITO pereHye 06 U3BATHHU K3 HaUTeKaImeH
obparerns’ IPaKTHKH XPaHEHUS
38.
(danscudUIMpPOBaHHEIE,
He00pOKaIECTBEHHEBIE H KOHTpadaKTHEIC
eKapCTBEHHBIE NIPENapaThl?
nyHKT 30 IIpasun
HajyIexKamen
TIPaKTUKH XpaHEHUS
WMeroTcs M JOKYyMEHTBI, OTTUCHIBAIOIIME ASHCTBHA,
BBITOJIHAEMBIE CYOBEeKTOM OOpalleH A
NIeKapCTBEHHBIX NPENapaToB, HAlIPaBIeHHbIE HA nyHKTHI 41-43 TIpasun
coboeHue TpeGOBaHHUM, YCTAHOBJIEHHBIX HajUTeKameH NPaKTHKH
IMpaBwiaM{ HaJJIeXalIeH NMPAKTHKH XPaHCHUS: XpaHeHHs
39. HHCTPYKIMU? nyHKTHI 41-43 TIpaBui
HajiexXaled NpakTHKH
XpaHEeHHA
COIln1? nyHKTh1 41-43 Tpasun

HajyTexane# IpakTHKA
XpaHEeHHs

OTYeTHI (CBOIHBIE XKYyPHAabI)?

nyHKTH! 41-43 Tlpasun
HaJUIeXXalIeH NpaKTHKH
XpaHeHHs




JIOrOBOPBI?

nyHKTH 41-43 1IpaBun
HaUIeXame MpaKTHKK
XpaHeHHA

Bezxercs T4 y4eT JICKApCTBEHHBIX CPEJCTB C
OrpaHHYEHHBIM CPOKOM T'OIHOCTH Ha OyMaKHOM

nyHkt 11 Ilpasuna

40. | mocurene M B NEKTPOHHOM BHJIE C XpaHeHHs! JIeKapCTBCHHBIX
apxuBaimeit? Cpencts
VY CTaHOBIIEH I PYKOBOJIUTENIEM OpraHU3allii nysxr 11 Tpasun
41, | MOPAROK BeJICHHS yueTa IeKapCTBEHHBIX XpAHEH JIeKAPCTBEHHBIX
CPEJICTB C OTPAaHHYEHHBIM CPOKOM? CpELICTB
42. | Peructpupyrotcs it pesynstarsl | myHKT 21 IIpaBun
TEMIEPaTypPHOrO0 KapTHPOBAaHWS H BJIAKHOCTH HaJJexamei
B CIIENMANBHOM XypHaJie (KapTe) perucTpanuy | MPaKTUKH XPaHCHHI,
Ha GyMa)XHOM HOCHTENE H (W/IM) B SIEKTPOHHOM | ITYHKT 23 Ilpasui
BHIE €XEIHEBHO, B TOM UHCIE B BBIXONHBIE | HajulexkalleH
1 Tpa3AHUYHbIE JTHA? MPaKTHKA XPaHCHHS;
nyukt 7 IIpaBui XxpaHeHUS
JIEKapCTBEHHBIX CPEJICTB
43, Xpanarcs JiM OKypHaibl (KapTbl) PErMCTPauyd | MyHKT 21 Ilpasun
TeMIepaTypHOro KAPTHPOBAHKMA B TeueHHe JABYX | HalexalleH
ner? NPaKTUKH XPaHECHHUS;
myHkT 23 IIpaBun
HaJUTeKaILEH
HPaKTHKY XPaHEHHMH,
nyHKT 7 [IpaBui xpaHenus
JIEKapCTBEHHBIX CpeacTB
44, C nyHkT 51 Ipasun
oOmomaeTcs M 3alpeT Ha  XPAaHEHHE v
OrHEOIaCHBIX M B3PHIBOOIIACHBIX JIEKAPCTBEHHBIX HaJIeKalleH IPAKTHIH
[pernaparoB BJAJH OT: XPaHCHIA
nyHkT 51 IlpaBun
OTHSA? HaJIeXXamIel IpaKTHKA
XpaHEHHS
nyHkT 51 Ipasun
OTOIHUTENHHBIX IPAOOPOB? HaJIexKaIed IpaKTHKA
XpaHEeHHs
nyukT 51 Ipasun
BO3/EHCTBHS IPAMBIX COMHEUHBIX JIyqei? HajyIexaIel NpakTHKA
XpaHeHHs
45. myHkT 20 [Tpasui

CobmoaaeTcs N 3anper Ha XpaHEeHHe B
HOMELIEHUAX XPaHEeHHS JIEKAPCTBEHHBIX NPENapaToB:

HaJyIeXKaled MPaKTUKI
XpaHCHHUS

MALIEBBIX NTPOAY! KTOB?

nyakT 20 IIpaBui
HajyIexarneil MpakTHKY
XpaHEHHUS




TaGavHbIX W3IETHIA?

nyskt 20 IIpasun
HaJyIexKamen IpaKTHKA
XpaHeHHs

HATATKOB (32 HCKIIOUEHHEM [HTHEBOH BOAbI)?

nyakT 20 IIpasun
HaJUIeXxaed IpaKTHKI
XpaHeHH

JICKApPCTBEHHBIX npenaparos, npeaHasHa4YCHHbBIX
U1 THYHOTO UCIIOJIBL30BaHUA pa60THPIKaMPI?

myHKT 20 IIpasun
HaJUIekKae! IpaKTHKU
XpaHEeHUs

(mommxHocTh ¥ PO NODKHOCTHOTO JIHIA, 3AMOJHABIICTO IPOBEPOYHBIN JIMCT, MOJIIHCH, Jata)

(zomxHOCTb ¥ U0 0/DKHOCTHOTO JTHIA FOPHAMYECKOTO JIUIA, IPACYTCTBOBABINETO NPH

3allOJIHEHUH IIPOBCPOYHOrO JINCTA, IIOAIHCE, z[a"ra)




I[Tpunoxernue Ne 6
K TpuKasy DenepanbHON CIyKObI
110 HAA30pY B c;bepe 3IPAaBOOXPAHEHHS

ot (4 A/ N _F738

®opma

IIpoBepouHEIil JIHCT
(CIHMCOK KOHTPOJIBHBIX BOIIPOCOB),
ucnosnb3yemblii @eepanbHoii cayK60¥ N0 HAA30PY B cepe 31paBOOXpaHEHHS
U ee TepPHTOPHAIBLHBIMH OPraHAMHE NPH NPOBE/IEHHH MIIAHOBLIX MPOBEPOK npH
ocymiecTB/IeHHH (helepajibHOr0 rocyIapcTBeHHOro Hal30pa B cdepe obpalieHus
JIeKAPCTBEHHbIX CPeACTB
(XpaHeHHe JeKapCTBEHHbIX NPenapaTos AJisi MEAHIHHCKOrO npUMEHEHHs B
anTeKe NPOU3BOACTBEHHOMH)

(HaMMEHOBAHHE OPraHa, OCYILECTBIIAIONIEr0 MIAHOBYIO MPOBEPKY)

Bun roCcyAapCTBEHHOIO KOHTPOJIS (Hagzopa)

2. Tlpemmer maHOBOM MPOBEPKM IOPUIMYECKHX JHI H MHIMBHTY AJIbHBIX
npeAnpUHMMaTeNIell OrpaHNIMBaeTCs 00A3aTENBHBIMU TpeGOBaHUAMH, COOITIOIEHHE KOTOPBIX
gBIsieTCs Hamboee 3HAYAMBIM C TOYKM 3PEHHS HENOMYIICHHS BO3HMKHOBCHHA YIPOSBHI
IPHYMHEHNs Bpeia KU3HH, 310POBBIO TPAXKaH, U3T0KCHHBIMHA B ¢dbopMe MPOBEPOYHOTO JINCTA
(CTIIMCKa KOHTPOJIBHEIX BOIIPOCOB).

3. HanMeHOBaHWE OPHAMYECKOTO NHIA, (aMuius, UM, OTIECTBO (mp: HATHYHN)
MHIMBHyaJIbHOTO IpeANpAHAMATENLS:

4. MecTo NpoBeJeHHs IUIAHOBOM IPOBEPKHM C 3alOJTHEHHEM IPOBEPOHHOTO JHCTA.

5. PeKBH3HUTHI PUKA3a O [IPOBEICHNHN IUIAHOBOH NIPOBEPKH: OT Ne

6. YueTHbI HOMep MPOBEPKH H J1aTa MPUCBOCHUS yUETHOTO HOMEpa IIPOBEPKU B EnuroM
peecTpe IPOBEPOK: .

7. JomKHOCTh, (haMIINsA M MHHULHAANB] JOJDKHOCTHOTO JIALA (L), TPOBOAAMIETO(HX)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepedeHb BOLIPOCOB, OTPAXKAIOLINX CONEPKAHUC 00s3aTeNbHLIX TpeOOBaHUH, OTBET Ha
KOTOpbIE OJHO3HAYHO CBHIETENBCTBYET O COONMIONEHUN WIH HeCOOJIIONEHHH IOPUINYECKAM
JIAIOM, MHIMBUIyaTGHBIM NPEAIPUHAMATENEM 00s3aTebHBIX TpeGoBaHuUH, COCTABISIONIMX
peaMeT IPOBEPKH:




PexBH3NTHI BriBoa o
HOPMATHBHLIX BLINOJTHEHHH
NMpaBOBBIX AKTOB, € TpeGoBaHMi
yKa3zaHHeM HX

CTPYKTYPHBIX €IHHHII,
Bonpockl, 0Tpaskalomue coJepiranue KOTOPBIMH
06s13aTeILHBIX TPeGOBaAHHI YCTAHOBJICHBI
o0s3aTeIbHbIE
TpefoBaHUsA

Aaa HET

n/n

®enepanbubiii 3aK0H OT 12 anpeas 2010 r. Ne 61-®3 «O6 oGpamenHH JEKAPCTBEHHLIX CPEACTB»
(CoGpanne 3aKOHOIATENLCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-@3); IIpaBuia Haanexkamell HPAKTHKE XPAaHEHHS H NEPEBOIKA JIeKAapPCTBEHHBIX NPENapaToB
A MEQHIHHCKOr0 NpHMEHEHHs, YTBEPXACHHbIE NPHKA30M MunucTepcTBa  31paBoOXpaHeHnAs
Poccuiickoii ®exepanuu ot 31 aBrycra 2016 r. Ne 6461 (3aperucTpupoBad MuuHCTEPCTBOM IOCTHIIHH
Poccniickoii ®eaepanun 9 sasaps 2017 r., perncTpanHoHHbIH Ne 45112) (nanee — [IpaBusia Hagiexamed
npakTHKH xpaenusi); IIpaBmia HaaIexamed anTeuHoll NPAaKTHKH JIEKAPCTBEHHBIX NMpPenapaTos AJis
MeIMIMHCKOro NPHMeHeHnsl, yTBep/ieHHbIe npuKasoM MHHHCTEPCTBA 31PaBOOXPAHEHH Poccuiickoii
®exepanun ot 31 aBrycra 2016 r. Ne 6471 (3aperucTpupoBan Munncrepersom octunnn Poccuiickoi
®egepannn 9 suBaps 2017 r., peracTpanHoHHbIHA Ne 45113) (nanee — [IpaBnaa nagaexamei anTeaHo
npaxkThku); [IpaBHIa XpaHeHHs JEKaPCTBEHHBIX CPEACTE, YTBEPHICHHBIC npuaka3om MHUHHCTEPCTBA
3/|paBOOXPAHEHHs H COUNAJILHOI0 Pa3BHTHH Poccmiickoii ®exepannn ot 23 asrycra 2010 r. Ne 706n
(3aperucTpupoBan MHHHCTEPCTBOM  IOCTHIHH Poccmiickoii ®enepanun 4 okruéps 2010 r.,
peracrpanuonubii Ne 18608) ¢ nsMeHeHHsIMH, BHECEHHBLIMH NPUKA3OM MHuHHCTEPCTBA 3APABOOXPAHECHHS
u connanbHoro pasputus Poceniickoi @eaepanun ot 28 nexabpst 2010 r. Ne 1221u (3aperncTpupoBaH
MunucTepeTBoM ocTunH Poccniickoii ®exepanuu 4 despans 2011 r., peracTpanHOHHBIH Ne 19703)
(nanee — [IpaBnia XpaHeHust JIeKAPCTBEHHBIX CPEICTB)

YipapJjieHue KauecTBoM (CTaThb 53 61-®3; raasa II IpaBn HauIesKamel anTe4HOH NPAKTHKH)

VrBepxkaeHsl K PYKOBOAUTENIEM cybnekta | myHkT 4 Ilpasun
ofpalleHus JIEKApPCTBEHHBIX CPEICTB CTaHIApTHLIC HajIexKaleii anTedHoi

L. OTepalMOHHbIE TIPOLIEAYpHl  (anee — CoIn)? TIPaKTHKH
WMeeTcs JId JOKyMEHTaLlHs CHCTEMbl Ka4eCTBa Ha nynkr 5 Tpaun
GyMaXHBIX U (WIK) JIEKTPOHHBIX HOCHTEIIIX! HazUTexKaImeH aTTeqHOH
MPaKTHKH
MOMITYHKT «H» IyHKTa 3

hKypHAJI perHCTpaliMK NPHUKA30B
(pacniopsbxeHH#) no cyOBeKTy
PO3HUYHOM TOPTOBJIA?

TTpaBun HagnexKalen
arTe4YHOH MPaKTHKU

2. JKypHAJT ©XeIHEeBHOH PErHCTpaLiy
TapaMeTpOB TeMIePaTyphl K
BI@KHOCTH B OMELIEHAAX JJIst
XpaHEHHUs JIEKapCTBEHHBIX
npenapaTos?

TMOAIYHKT «K» ITyHKTa 5
TMpaBw1 Hagmexalen
anTeyHOH MPaKTHKH

HOAMYHKT «I» IMyHKTa 5
Tpasun Hagnexaen
anTevyHOH ITPaKTHKH

hKypHAJ TIEPHOMYECKOH perucTpalui
TeMIIEpaTypsl BHyTPH XOJIOAWIIBHOTO
oGopynoBaHHs?




HKypHAJI ydeTa Onepaiiui, CBA3aHHBIX C
oGpalieHUeM JIEKApCTBEHHBIX CPE/ICTB,
BKJIIOYESHHBIX B NIEPEYCHB
eKapCTBEHHBIX CPEJICTB, MO/UIEKAINX
MpeIMETHO-KOJIMYECTBEHHOMY YUeTy
(ipu HasHuMK)?

TOAMYHKT «M» ITyHKTa 5
TIpaBw1 Hajexamen
anTeqHOM MTPaKTHKH

JYPHAJ YUeTa JIEKapCTBEHHBIX
NpenaparoB ¢ OrPaHUYEHHBIM CPOKOM
rogHocTu?

HOJITYHKT «P» IMYHKT 5
I[TpaBun HajIeKALIEH
anTeYHON MPaKTHKH

bKypHAJ yueTa HOCTYIUIeHUS M pacxoza
BaKuuH (MY HATTMINH)?

NOMMYHKT «X» IMYHKT 5
TpaBun Haanexaen
anTevYHOM ITPaKTHKH

MKypHaJl PErHCTpallii PE3yJbTaToB HPHEMOYHOTO
KOHTpONA?

HOJITYHKT «(» IyHKTa 5
Tpasun HaIexKame
anTe4YHON IPaKTHKH

JKypHaJl PErHCTpallid OlNepanuid, CBA3AHHBIX C
06OPOTOM HapKOTHHECKHMX CPEICTB, NICHXOTPOIHBIX
BELLECTB M MX TIPeKypCOpOB (IIpH Hau4uKK)?

HOMITYHKT «y» ITYHKTa 5
IMpasun HajyIeKame
anTevHON MPaKTHKH

Cucrema ofecnedenusl Ka4ecTBa XPaHEHUs H MEPEBO3KH JIEKADCTBEHHBIX NPENAPATOB (ctatbs 54 61-
®3; raasa I, nynkre! 3 - 6 IIpaBai najiexameiil NPaKTHKH XpaHeHHs)

Ha3HaueHO 1M PyKOBOIUTEIEM AllTEYHOM
3 [opraHv3alMy JHIO, OTBETCTBEHHOE 3a BHEJpEHHE
1 obeclieyeHre CUCTEMBI KauecTa?

myHKT 5 [IpaBui
HaJJTeXKAaIENR IPaKTHKA
XpaHEHHS

Undpacrpykrypa. Ilomemennss st XPaHeHHS JIEKAPCTBEHHBIX MNPENAPATOB (cratba 58
61-®3, raasa IV IlpaBua Hagiexamed NPAKTAKH XPaHCHHS; IlpaBnia XpaHeHHs
JIeKAPCTBEHHBIX cpeacTs; riasa V Ilpasui HajUIeKamel anTevHoil NPaKTHKH)

IMEIOTCA JIA  He0OXOMMBIE TIOMELIeHHs (WJTH) 30HBI,
NpUHAIEXKAIIHE ATTEYHOM OpraHu3alliy Ha NpaBe

4. COGCTBEHHOCTH WIH Ha HHOM 3aKOHHOM OCHOBaHUH,
HeoOXOAMMBIE U1 OCYLIECTBIICHUA NEATeIbHOCTH 10
XpaHEHHIO JIEKAPCTBEHHBIX MpernapaTos?

myakt 11 ITpasun
HaJUTeKAIeH MPaKTHKH
XpaHEHHS

Hnmeetcs JTH 0003Ha4YEHHAad 30Ha WIIN OTACJIEHOE
5. MOMEILEHHE TPUEMKH NEKAPCTBEHHBIX npenapaTos?

myHKTHI 15, 16 IIpaBurt
Hase)KarieH MpaKTHKH
XpaHEHHA

Umeetcs mu obo3Ha4eHHass 30HA WIH OTACJIBHOC
6. NOMEICHHE XPaHEHHUs JIEKaPCTBEHHBIX TPenapaTos,
TpeOyIOIMHX CreHAIbHBIX ycnoBui?

ImyHKTHI 15, 16 TIpaBun
HaJe)xaneH MpaKTHKA
XpaHCHHA

WMeeTcs M U1 XpaHEHHs BBISBIEHHBIX
dhanbcuPHUMPOBAHHEIX, HENOOPOKAYSCTBEHHBIX,
KOHTpadaKTHBIX JIEKAPCTBEHHBIX MPENapaToB:

myHKTHI 15, 16 IIpaBun
HaJIeKaeH MPaKTHKA
XpaHECHUA

0003HaYeHHAd 30Ha?

myHKTHI 15, 16 TIpaBun
ajyiexainei NpakTHKY

paHeHUs
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myHKTHI 15, 16 IIpaBun

9 o
OTOCIbBHOC IMOMECIICHHUC ! HaUTexalIeil TPAKTHKH

X paHEHUS
HMMeeTca 14 30HA WM OTAEIBHOE TOMEIICHHUE, myakTe! 15, 16 TTpaBmn
obecneunparolas TpeOyeMble yCIOBHA XPaHEHHA HaUTeKaNIeH MPaKTHKH
8. | MekapCTBEHHBIX IIPeNapaToB Uik KAPAHTUHHOTO XpaHEHHS
XpaHCHHUA JIEKapCTBCHHBIX
npenapaTos?
myHKT 17 ITpaBun
o OcBeleHbl JIM TOMEIIEHHA U 30HBl, chonb‘:;yeMble HazIeKAIMEH PAKTHAKH
. JNid XpaHCHH A JICKApCTBEHHBIX TnpenaparosB: XpaHEeHHUs
OTIICJICHBI JIA aLlMIfIHI/ICTpa'l;I/IBHO-6BITOBbIe IIyHKT 19 Hp ABWIT
10. MOMEILEHUsT OT MOMCIICHHH XpaHEeHUA HaILHe)KaH.leﬁ TIPaKTHKH
JIEKapCTBEHHBIX TPENapaToB? XpaHeHHs
HMeercs M OTAcHbHAs 30HA (IKadbl) JUIA XpaHeHHUS nyskr 25 [pasun
06GOpyOBaHNs, IHBEHTapsl H MaTepHaIoB 11 y6opku HaUIeNKaIel MPAKTHKHA
11. | (ouncTkn), a TaKke MOIOIMX H Je3HHGULUMPYIOLIMX XpaHeHH s
cpencrs?
IIpoBomuTcs N yGopKa IOMEIEHHH (30H) st myHKT 25 [IpaBun
12. | XpaHEHHS JIEKAPCTBEHHBIX IPENIapaToB B HaJlIe)xale PaKTHKA
coorsercTBru ¢ COITom? XpaHCHUA
ViMeeTcs M INIaaKas OTIeNKa IOMEIICHHH s MYHKT 25 HE""B“”
HaUIeXKamel NpaKTHKH
XpaHeHus JIEKapCTBEHHBIX IPernaparoB XPAHCHI,
(BHYTpEHHHE [IOBEPXHOCTH CTEH, IOTOJIKOB), nynkT 6 [Tpasu
13. | nomyckarommas BO3MOKXHOCTB IIPOBEAEHHUS XPAaHEHHS JeKapCTBEHHBIX
BJIXKHOM YOOPKH ¥ HCKIIIOYAKOIIas HAKOIJICHAE CpeICTB
B ?
O6ecrievyeHa JId 3a0IMTa MOMEIECHHUH IS
XpAaHEHHUSs JIEKapCTBEHHBIX [IPEMapaToB OT nyHKT 26 IIpasun
14. | npoHNKHOBEHHS HACEKOMBIX, IPHI3YHOB HIIH HaUIeXKaIeH IPaKTHKM
JPYTUX KABOTHBIX? XpaHCHHA
Hndpacrpykrypa. OGopyiosanne (rmasa IV IlpaBui Ha/VIeKameil MPaKTHKH XpaHeHHs;

TIpaBu/ia XpaHEeHHs JE€KAPCTBEHHDIX CPE/ICTB)

Hmeetcs i HeobxomuMmoe obopynoBaHue (B
o PYA ( nysKT 11 Ilpasun
XOpOIIEM COCTOSHHH M YHCTOE), MPHHAIeKAIIEe -
15. HajyIeXxalnei mpakKTHKH
opraHu3alui Ha IpaBe COOCTBCHHOCTH WM HA
XpaHECHUS
HHOM 3aKOHHOM OCHOBaHHH?
OcHalleHsl Jd IOMEINeHHs s XpaHeHHs | myHKT 7 IIpaBui
16, | FieXapCTBEHHEX CpelCTB npubopaMu I | XpaHEHHs
" | perucTpanuu napamMeTpoB BO3yXa: JIEKapCTBEHHBIX CPENCTB
17. myHKT 7 [IpaBui
TEepMOMETPAMH? XpaHEHH
JIEKapCTBEHHBIX CPEJICTB
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nyHkT 37 TIpaBun
HaJjexalneil MpakTHKU
XpaHeHus

UrPOMETPaMH?

myHkT 7 [IpaBun
XpaHeHHs
JIEKapCTBEHHBIX CPENICTB
myHkT 37 IlpaBun
HaJjiexcamel NpakTHKA
XpaHeHUs

3IEKTPOHHBIMH THTPOMETPaMu?

nyskT 7 [IpaBun
XpaHCHUS
JIEKapCTBEHHBIX CPENCTB
myHKT 37 [IpaBun
HaJIexalle# NpakTHKA
XpaHEHHS

18.

myHkT 37 [Tpasun
HajuTexKalnel NpakTHKA
TEPMOTHIPOMETPaMH? P
XpaHeHHs
Pasmemarorcs 1 U3MCPHTCIBHBIC — YacTH

npuGOpOB I PETHCTPAlMU apaMeTPOB BO3AyXa
Ha PACCTOSHHM He MeHee 3 M OT jBepeH, OKOH M
OTOMHTENBHBIX IpubopoB 1 Ha BbIcoTe 1,5 - 1,7 M
ot nona?

nyHKT 7 [IpaBun
XpaHCHHUS
JIEKApCTBEHHBIX CPEICTB

19.

PervcTpHpyIOTCS JIM NOKa3aHHs MPUOOPOB A
PErHCTpAlMK apaMETPOB BO3JyXa €XCIAHEBHO B
CllenHaTbHOM XXypHaje (KapTe) perucTpanui Ha
OYMaXXHOM HOCHTEJIE HJIM B 3JICKTPOHHOM BHJE C
apxuBanuefl (IId SJICKTPOHHBIX THTPOMETPOB),
KOTOpBIi BeNeTCs OTBETCTBEHHBIM JIHIIOM?

IIyHKT 7 [TpaBun
XpaHeHus

JIEKapCTBCHHBIX CPCIACTB

20.

CeprrduiupoBaHEl, KamOpOBaHbI u
MOABEPraloTCs JI IIOBEPKE KOHTPOJHPYIOIIHE
puGOPEI JUISL PETHCTPALMN NapaMeTpOB Bo3ayxa?

MyHKT 7 [IpaBun
XpaHCHUA

JIEKApPCTBCHHBIX CPCICTB

21.

ViMeeTcs MM XOJIOAWIBHOE 000pyI0BaHHe:

nyHkts 21, 36, 37
IMpaBuun HaJyIEKAIIEH
MPaKTHKA XPaHCHHS

XOJIOMIBHEIE KaMEPHI HIIH CIICIMAIBHO
06GopyI0BaHHOE OMEIIEHHE?

nyHkTel 21, 36, 37
TIpasu HajuIeKaIen
IPAKTHKA XpaHCHUS

(bapMaLeBTHIECKHE XOIOAMIBHBIE mkadbl WU
XOJIOMMIBHHIK IS XpaHEHHS TepMOTabUITbHBIX
TeKapCTBEHHBIX CPEICTB?

nyHkTeL 21, 36, 37
IMpaBuin HaJuIEKALIEH
IPaKTHKY XPaHCHUS

22,

VIMeroTcs 1M CHCTEMBl KOHTHIIHOHAPOBAHNUS B
NOMEINECHUAX XPAHCHHUSA JIEKAPCTBEHHBIX
npernaparos?

nyHkTHI 21, 36, 37
[IpaBun
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HaJJIe)XaIeh IpakTHKA
XpaHCHH,

nyHkT 4 [IpaBun
XpaHEHHS JICKAPCTBEHHBIX
CpEICTB

nyHkTHI 21, 36, 37

[TpaBui
VIMeroTcs JIM CHCTEMBI BEHTHJISLVH B HazUTeXKaIeH TPAKTHKH
93 | moMeImenmsX XpaHeHNs JICKAPCTBCHHAIX XpAHEHHS;
npenaparoB? nyHKT 4 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpeICTB
VMerotcss 1 mxadbl METAUTHYECKUE WITH
JlepeBSHHBIC 11Tl XPaHEHHs! IEKapCTBEHHBIX niyHkt 31 IIpasun
24. | npenaparoB, MOIEKAIIMX PEIMETHO- HaJIeKAMEH
KOJIMYECTBEHHOMY y4eTy? NpaKTHKY XPaHCHHS
Wmeercss i IIOMOMP IS OII€YaTHIBAHUS B
KoHIle paGouero aHs MKahoB METATHICCKUX WA nysxr 31 TTpasmn
55 | MepeBSHHBIX (WA OMEIIEHUI) A1 XpaHEHUs HajUIeKameH
JNIEKApPCTBEHHBIX MPENapaToB, MOIIEKAIIUX NPaKTHKHA XPAHEHHUs
TIPE/IMETHO-KOJIMISCTBEHHOMY yIeTy?
nyHkT 29 Ipasuin
HaJIexKaIen IpaKTHKI
XpaHEHHUS,;
WMetoTcs JIH B TIOMEILIEHUIX I XpPaHSHHA mynkT 31 Ilpasun
NIEKapCTBEHHBIX IPEIapaToB: HaJIeXKalled IIPaKTHKA
XpaHEHHUS;
nyskT 5 [Ipasun
XPaHEHHs JTEKapCTBEHHbIX
CpeICTB
nyHKT 29 ITpasun
HaJUTeKAIEN IIPaKTHKA
XpaHEeHHUS;
myHKT 31 ITpasun
26. CTesIaKH? HaUIeXalel MPaKkTHKH
XpaHEHHS;
nyHKT 5 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB
nyHkT 29 Ipasui
HaJIeXaIeH IpakKTHKA
XpaHEHHUS,;
nyHKT 31 [IpaBun
Kagb? HaJUTeXaleH MPaKTHKH

XpaHeHHs,

nyHKT 5 IIpaBui
XpaHeHHs JIEKapCTBEHHBIX
CPEeACTB




MO AOHBI?

nyskt 29 Ilpasun
HaJIe)Kamed IpaKTHKH
XpaHEHH,

nyHkt 31 ITpasun
HaJyIeKaIeH IPaKTHKA
XpaHECHHS,

nyHkT 5 IIpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpeNCTB

HOATOBAPHUKH?

nyHkT 29 Ipasun
HaJIeKaIled MpakKTHKA
XpaHECHHS,

nyskT 31 Ipasun
HaUIe)xaIen MpakTHKA
XpaHCHHS,

nyHKT 5 [IpaBuin
XpaHeHHs IEKapCTBEHHbBIX
CpenCTB

VIMeloTCA JIH 3alacHbie TIOBEPEHHBIE CPEICTBA
M3MEPEHHs B CIy4ae DEMOHTA, TEXHHIECKOTo
06CITy)XHBaHHsI, TOBEPKH 000PYAOBAaHHS U

27. 0
CpeacTs H3MCPCHUA ¢

nyHkTs 39, 40 IIpaBun
HaJUIeXKamed IIPaKTHKA
XpaHEHHUS;

nyHKT 7 IIpaBun
XpaHEeHHs JTeKapCTBEHHbIX
CpelcTB

Ipomecchl AeATeALHOCTH CYOLEKTA POSHHTHOIH TOProB.IH TOBAPAMH anTEeYHOro aCCOPTHMEHTA,
eiicTBHS cyOLEKTa o0pamieHus JIEKADCTBEHHbIX NMPEeNnaparos Mo XpaHCHHUIO.
XPAHEHHIO JIEKAPCTBEHHBIX NPENApATOB. O1ieHKA JIeATeTbHOCTH (cTaThs 58, mMyHKT 3 cratpen 9

61-®3; rnasa V, VI IlpaBua Hajiexamed NPaKTHKH XPaHCHUs;

OKYMEHTHBI IO

IlpaBnna XpaHeHHS

JEKAPCTBEHHbIX CPeaAcTB; riaasa Vin VIII IlpaBua Hajiexameli anTeaHoH NPAKTHKH)

COOTBETCTBYIOT JIH CBE/IEHHS Ppe3y/IbTaToB
MPUEMOYHOrO KOHTPOJIsi CBEACHHAM B
TOBapOCOMPOBOANTENLHON JOKYMEHTAINH:

myHKT 46 [IpaBun
HajyIexKameH

NPAKTHKH XPaHEHHUS;

nyHKT 40 TIpaBmi XxpaHeHHA
JeKapCTBEHHBIX CPEACTB

10 ACCOPTHMEHTY H KOJIIMYECTBY?

28.

nyHKT 46 IIpasun
HaJiexKaeH

NPaKTHKA XPaHCHHUS;

myskT 40 ITpaBut xpaHeHHA
JEeKapCTBEHHBIX CPEICTB

Mo Ka4ecTBYy?

nyHKT 46 [IpaBun
HaJUIeKaLleH

TIPaKTHKH XPaHEeHHS;
nyHkT 40 TIpaBui XpaHeHHA
NIEKapCTBEHHBIX CPEACTB




Mo COOMIONEHHIO CIICLIHAIBHBIX

ryHKT 46 TIpaBun

TPaHCIIOPTHO#H Tape!?

o HaJiexare
yCIIOBHMIA XpaHeHHUs (TP HAJIHYUH Takoro
. NPaKTHKH XPaHeHHS;
Tpe6oBaHKs B HOPMATHBHOM JOKYMEHTALlMH Ha
. 0 myHkT 40 TIpaBun XpaHeHHA
nexapcTBeHHbIH npenapar)’ JIeKAPCTBEHHBIX CPE/ICTB
nyHKT 46 [Ipasun
Haanexame
M0 HAJHYMIO IOBPEXACHUM NPaKTHKU XPaHEHHS,

myHkT 40 IIpasmt XpaHeHHA
JIEKapPCTBEHHBIX CPEICTB

Co3naHa 1 TpHEMHAst KOMHUCCHS [UIs TYHKT 49 HgaBHH 5
IPOBE/ICHHS IPUEMOUHOTO KOHTPOJIL, HaJ/IeXalen anTeIHOH
29. | yreepxneHHas IPUKA30M PYKOBOTUTENS CyOBEKTa NpaKTHKK XPaHCHH
PO3HHYHO TOProBiIM?
OQOpMIISIIOTCS. JIH C TIPOCTABJICHUEM IITAMIIA O
TpUEMKE, OAMHCHI0 MATEPHAIILHO - myHKT 46 IIpaBui
OTBETCTBEHHOTO JIMIIA, 3aBEPEHHON IE€YATHIO HajUIeXKallleH anTeHoH
(Tpu HAJIHUMK) CYOBEKTa PO3HAIHON TOProBIIH: IPaKTHKA
nyHKT 46 IIpasun
cueTa - hakTyph? HauieXaIneil anteIHoR
IIPAKTUKH
30.
TOBAapHO-TPAHCIIOPTHEIE HAKJIAIHBIE? IYHKT 46 HgaBnn 3
HaJJIeKalel anTeyHoH
MIPaKTHKH
nyHKT 46 IIpasui
PEECTp IOKYMEHTOB 110 Ka4eCTBY? HaJuIesKaniell anTeuHon
IPaKTHKH
TTpoXosT JI¥ TOBAPhI AITEYHOI0 ACCOPTUMEHTA [0 | MYHKT 50 [IpaBun
31. | momauu B TOProByiO 30HY IPEANPOJAKHYIO HaJuIesKalel anTeyHon
HOATOTOBKY? MPaKTHKH
myHKT 29 [Ipasun
HneHTnGHIMPYIOTCS JIM XpaHsIIHecs JeKapCTBEHHBIC HaJIeXamei npaKTuky
CpelCTBa B COOTBETCTBHH C PHMEHAEMOH XpaHCHHA,
32. | cy6mexTom obparieHis JJeKapCTBEHHBIX NPENapaToB MyHKT 49 H}Zanpm
cucTeMoil yuera? HaJuiexKalei NpakTHKK
XpaHEeHHS.
nyHKT 47 IlpaBun
33. OCyLIECTBIIAETCS JIM XPaHEHHE JICKAPCTBEHHBIX HaJyIeXaLIeH TPAKTHKH

IIpernapaToB ¢ yueToM TpeGoBaHumit:

XpaHeHHs,

nyHkt 40 Ipasun
XpaHeHHs JICKapCTBCHHBIX
CpeICTB
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HOPMATHBHOM JOKYMEHTALIMH, COCTaBISOLIeN
PErHCTPALIOHHOE 0CHE HA JIEKAPCTBEHHBIN
npemnapar?

nyHKT 47 [IpaBun
HaJyIeKalnei NpakTHKY
XpaHEeHHS,;

myHKT 40 IIpasmi
XpaHEeHUS JIEKapCTBEHHBIX
CpEJICTB

MHCTPYKIUH MO MENUITHHCKOMY HpI/IMeHeHI/I}O?

nyHKT 47 [IpaBmi
Hajnexauei npakTHKH
XpaHEeH!s,;

myHKT 40 [IpaBun
XpaHEHHS JIEKapCTBEHHBIX
CPEACTB

HH(pOpMaLHH, CofepiKalleiica Ha IEPBUYHOM U
(1) BTOPUUIHOMN YIIAaKOBKE JICKAPCTBEHHOTO
npenapara U TPaHCIIOPTHOH Tape?

nyHKT 47 [Ipasun
Hajiexalei NpakTHKH
XpaHeHHU;

myHKT 40 IIpasuin
XpaHeHUs JeKapCTBEHHBIX
CpEICTB

34.

PasMelnaroTcs JIM JIeKapCTBEHHBIE NIPENapaThl

B NOMeIileHUAX 1 (WIH) 30HaX /IS XpaHEHHUA
JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBHH C
Tpe6oBaHHUSIMH HOPMATHBHOMN JOKYMEHTALUH H (WIH)
TpeGOBaHHUAMH, YKa3aHHBIMU Ha YIIaKOBKe
JIEKapCTBEHHOTO Mpenapara, ¢ y4eToM:

nyHKT 49 [IpaBun
HaJyIe)KalleH NpakTHKH
XpaHEeHHUs,;

myHKT 8 [IpaBui
XpaHEeHH
JIEKapCTBEHHBIX CPEJICTB

(DM3UKO-XHUMHYECKHX CBOHCTB
TIeKapCTBEHHBIX MPenapaTos?

nyHkT 49 IlpaBun
HaJJie)Kalneil NpakTHKY
XpaHeHU,

myHKT 8 [IpaBuin
XpaHeHHS
JICKApPCTBEHHBIX CPEACTB

(hapMakoIOrudecKuX rpymnn?

nyHKT 49 [Ipasun
HaJutexalnel NpaKTHKH
XPaHEeHHS;

myHKT § IIpaBun
XpaHEHHUs
JIEKQpCTBEHHBIX CPE/ICTB

crioco0a BBeJeHHUS
JTeKapCTBEHHBIX NpenapaTos?

myHKT 49 [Ipasun
Hajutexale NpakTHKy
XpaHeHHS,

nyHKT 8 IIpaBun
XpaHEHHS
JIEKapCTBEHHBIX CPEJICTB

35.

XpaHsTCs JIM CBETOYYBCTBUTEIEHBIC
JIEKapCTBEHHBIE IIPENaparhl B 3aAIUICHHOM OT
cBera mecre?

nyHKT 52 [Ipasun
HaIJIe)KAICH IPaKTHKA
XpaHEHHUS;
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nyHKTH 24-26 I1paBun
XpaHeHus
JEKapCTBEHHBIX CPENCTB

XpaHHTCSI JIA BAaro4yBCTBUTEIIBHEIC

nyHKTH 21, 47 IIpaBan
HaJUIeKaIIeH IPaKTHKA

JIEKAPCTBEHHBIE CPEACTBA B 3ALIMIICHHOM OT XPAHCHIA,
36. p P nyHktsl 27-29 [pasun
BJIard MecTe?
XpaHeHu
JE€KapCTBEHHBIX CPENICTB
HasHayeHo i IPUKa3oM PYKOBOIMTENS CyOBEKTa
PO3HMYHO}M TOProBIY OTBETCTBEHHOE JIMIO 32 nyHKT 66 IIpasun
37 pabory ¢ dhanbcupuIMpOBaHHBIMH, Hajyuiexameil anTeuHon
I0GPOKAYECTBEHHBIMH, KOHTpadaKTHEIMH MPaKTUKA
TOBapaMH aNTEYHOT0 aCCOPTHMEHTa?
W301upoBaHbl 14 CIIENHAIBHO myskr 55 TIpasmt
38, | MPOMapupoBatHble IEKAPCTBEHHbIC IPENAPATEL, | paypexammel MPAKTHKY
TIpeHA3HAYEHHbIE IS YHHUTOXEHHS? XpaHeHus
i nyskT 30 Ipasun
30JIAPOBAHBI JIU: Haexanei
IPAKTHKY XPaHCHAS]
eKapcTBEHHBIE IPeNapaTsl, B OTHOINECHAN mysier 30 [pasmn
KOTODPBIX IPUHSTO PELICHHE O HaJUIeKATeH
39 IPHOCTAHOBJICHHH IIPHMEHEHHUS? NPaKTHKH XPaHEHHS
eKapCcTBEHHBIE IIPENapaThl, B OTHOMECHAH myskr 30 [pasun
KOTOPBIX IPUHSTO PelieHue 06 U3BbATHH U3 HaJUIeKaIeH
obpalneHus? IPaKTUKKH XPaHEHHA
anscuduIEpOBaHHBIE, HEAOOPOKAYECTBCHHEIC nyskt 30 IIpaBun
1 KOHTpaaKTHBIE JIEKaPCTBEHHBIE PenapaThbl? HaJICHKaIle
IPaKTHKY XPaHECHHS
VMeloTesd M JIOKYMEHTERI, ONHUCHIBAIOIIHUC IEeUCTRUA,
BBINOJTHAEMBIE CYOBEKTOM 00palieH s JIEKaPCTBEHHbBIX
IpernapaToB, HANPaBJIeHHbIE Ha COOIIOCHHE ryHKTHI 41-43 TIpasun
Tpe6GoBaHuii, ycraHOBNEHHBIX [IpaBHIaMH Hazuiexaneii IPAKTHKH
HaJJTeKAlIEH PAKTHKH XPaHSHHU: XpaHeHHUs
40.

HHCTPYKLUH?

nyHktsI 41-43 [IpaBun
HajyTeXKaed NPakTHKH
XpaHEHHA

CTaHAapTHBIE OTIEPaliOHHBIC
npouexypst (COIleI)?

nyHKTHI 41-43 IIpaBun
HaJyiekallei NMpakTHKH
XpaHeHus
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OTHETHI (CBOIHBIE JYPHATBI)?

myHKTH! 41-43 Ilpasun
HagJIexamel NpakTHKA
XpaHeHUs

OroBOpHI?

nyHkTH 41-43 [Tpasun
HaAJIeKAaIeH MPaKTHKH
XpaHeHHs

BeneTcs JM yueT JIEKapCTBEHHBIX CPEJICTB C
OTpaHHYEHHBIM CPOKOM FOJXHOCTH Ha GyMaXXHOM

myHKT 11 IlpaBuna

41. | HocHTeNe WM B NEKTPOHHOM BHJIE C XpaHCHU ICKapCTBEHHBIX
apxuBanpei? Cpeacts
VCTaHOBIIEH JIX PYKOBOJAUTEIEM OpraHH3aIuH myser 11 Tlpasu
47 | mOpsIOK Beenus yueTa NIEKAPCTBEHHEIX CPEACTB | ypayenus NEKAPCTBEHHBIX
C OrpaHUYEHHBIM CPOKOM? CpeCTB
WMmeeTcs jiu pa3spaGOTaHHBIN U YTBEPKICHHBIN
KOMILTEKC Mep, HallpaB/IeHHBIH Ha MAHAMH3ALIHIO
P, Harlp an myHKT 24 IIpaBun
pHCKa KOHTaMHUHALUH J'IeKapCT?eHHBIX HaTexKameit
NpenaparoB, C y4eTOM YCIOBHi COOMONCHUS NPAKTHKH XpaHEHHs
3amuTEl OT (aKTOpOB BHELIHEH CPEIbI C
oopmiIeHHEM:
yHKT 24 [Ipasun
43. NpHKa30B? HajUIeKaeH
[IPaKTHKH XpaHECHHS
myHKT 24 [IpaBui
COIloB? HaJuIexaIen
[IPaKTUKH XpaHEHUS]
myHKT 24 [Ipasun
UHCTPYKIMI? HaJuIexanen
[IPAaKTUKH XpaHEHUA
44. | Peructpupyrorcs nu pe3yabTaThl TEMIEPATYPHOTO | MyHKT 21 Ilpasun
KapTHPOBaHHS u BJIAKHOCTH | Hazexamei
B CIEUATBHOM >XypHajle (Kapre) PerHcTpamuy | NMPAKTHKH XpaHCHI,
Ha GyMaXHOM HOCHTeNe U (WIH) B SNEKTpOHHOM | MYHKT 23 Ilpasun
BHJIE €XCTHEBHO, B TOM YHCJIE B BBIXOJTHEIC Ha/UIexallcH
" HpaSJIHI/I"IHBIC ﬂHI/I‘7 TMIPaKTHKH XpaHCHUA,
myHkt 7 [IpaBun xpaHeHHs
JIEKAPCTBEHHDIX CPEJICTB
45, | Xpanstes M oKypHambl  (KapThl) PErMCTPALMM | MyHKT 21 IlpaBun

TeMITepaTypHOTO KaPTHPOBAHHA B TEUEHHE IBYX JeT?

Haaexaue

TIPAKTHKY XpaHEHHS,;
myHKT 23 IlpaBun
HaJyIexameH

MPaKTUKH XPaHEHHS;
nyHKT 7 IIpaBui xpaHeHus
JIEKAPCTBEHHBIX CPEJICTB




CobmofaeTcs Iy 3anpeT Ha COBMECTHOC XPaHCHHE B
OIHOM TEXHWYECKH  YKDEIUICHHOM  IOMEIICHHH
JIEKApCTBEHHBIX ~ MNPENaparoB,  MPEeAyCMOTPCHHBIX
myukrom 32 [lpasun Haanexamen TIPAKTHKH
XpaHeHws, u JIeKapCTBEHHEBIX npernapaTos,
COJIEPKAIMX CHIBHONEHCTBYIONME HIIH  SI0BUTBIC
BellecTBa?

nyHkT 34 Ipasun
HaJUIeXKaIen
[IPaKTHKH XpaHESHU

Cobmopmaercss J 3ampeT Ha  XpaHCHHE
OrHEOMACHBIX H B3PHIBOONACHBIX JICKapPCTBEHHBIX
IpenapaToB BJAJH OT:

oyskT 51 Ilpasun
HaJyIe)Kamed TPaKTHKA
XpaHECHHS

orHA?

nyHkT 51 ITpasui
HaUIe)Kamenl MpakTHKU
XpaHEHHUs

OTOIHTEILHBIX IPHOOPOB?

myskt 51 Ipasun
HaJJIeXalned MpakTHKH
XpaHEHHU

BO3IEHCTBIS MIPSAMBIX COTHEYHBIX JTy4eH?

nyHKT 51 IpaBun
HaJyIeKaIen IPaKTHKA
XpaHEHHS

CobmomaeTcs M 3alpeT Ha  XpaHEHHe B MOMELICHHAX
XPaHeHWs JIEKAPCTBEHHBIX MIPENapaTos:

nyskT 20 IIpasun
HaJyIeXKamEH IPaKTHKH
XpaHEHHS

MUIIEBBIX POXYKTOB?

nyskt 20 IpaBun
HaJUIeXXamed IIPaKTHKI
XpaHeHHus

TabayHBIX W3IEIIMIA?

nyukt 20 ITpasun
HaJJIe)Kallen IPaKTHKI
XpaHEHHUS

HANMTKOB (33 HCKIIOYEHHEM MUTHEBOH BOMBI)?

nyskt 20 [pasun
HaJJIeKamen MpakKTHKA
XpaHEHHs

JICKapCTBCHHbBIX npenaparos, npeaHa3HaueHHbIX s
JIMYHOTO HCHOIB30BAHUA pa60THHKaMH?

nyskt 20 IIpasun
HaJyIeKaIEH IPaKTHKA
XpaHCHHA

(momxuOCTh 1 OVIO TODKHOCTHOTO JIMIIA, 3AM0HUBIICTO IIPOBEPOYHEII JIUCT, IO/IIHACH, 1aTa)

(momkHOCTS B ®VIO HODKHOCTHOTO JIHLA FOPAINIECKOro M3, TIPUCYTCTBOBABIIETO [IPH
3aII0JTHEHHMH [[POBEPOTHOTO JIACTA, TIOJIHCD, 1aTa)




IMpunoxenue Ne 7
K TIpuKa3y @ezepanbHO# CiryX0bl
110 HaJ30pY B,cdepe 3ApaBOOXPaHeHUA

ot Q71 07K N 4.3

®opma

IIpoBepoYHbBIH JHCT
(CIHCOK KOHTPOJILHBIX BONIPOCOB),
ucnosb3yemblii ®eepaabHoii cayx60ii o Hag30py B cdepe 3ApaBOOXpaHEHHS]
H ee TepPUTOPHAIbLHBIMH OPraHaAMH NPH MPOBECHHH NIaHOBLIX NPOBEPOK NPH
ocyllecTBJIeHHH (peJepaibHOro rocyiapcTBeHHOro Haa30pa B cepe obpaineHns
JIEKApPCTBEHHBIX CPEACTB
(XpaHeHHe JIeKaPCTBEHHBIX NPEnapaToB AJIs MEIHIHHCKOro NPHMEHEHNS B
anTeKe NPOU3BOJCTBEHHOH ¢ IPABOM H3rOTOBJICHHS aCENTHIECKHX
JeKAPCTBEHHBIX MPENapaToB)

(HaMMEHOBAHHE OPTaHa, OCYLIECTRIMIONIETO MIIAHOBYIO MPOBEPKY)

1. By rocyiapcTBEHHOT0 KOHTPOJIA (Hai30pa)

2. IlpeaMer 1IaHOBOM ITIPOBEPKM IOPHAMYECKHX JML W HMHIUBHIYalbHLIX
IpeanpUHUMaTeiel OrpaHHYHBACTCSA 00s3aTeTLHBIMU TPEGOBAHMAMH, COOIIIOIEHHE KOTOPBIX
gBJISETCS Hambojee 3HAYMMBIM C TOYKH 3pEHHUS HEIOMyINCHHs BO3HHKHOBEHHUS YIPO3BI
TIpUYMHEHHS Bpesia XU3HH, 30POBBIO IPAXKAH, H3/I0XKEHHBIMH B (dbopMe IIPOBEPOYHOTO JIUCT
(CTIECKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHOBaHHE IOpHMAMYECKOTO IHIA, (GaMuius, HUMS, OTYECTBO (Ipd  HATMYHH)
MHIUBHUIyaTbHOTO IpeAIPUHIMATENS:

4. Mecto MMpOBEACHNA IJIAHOBOW IIPOBEPKHU C 3aI0JTHCHHEM IIPpOBEPOYHOI'0 JIMCTA:

5. PekBH3UTHI IPUKAa3a O IPOBEAECHUH IJIAHOBOU IIPOBEPKH: OT Ne

6. Y4eTHBII HOMED [IPOBEPKH 1 JaTa PUCBOSHHUS y1EeTHOIO HOMEpa NPOBEPKU B EnuaoM
peecTpe NMPOBEPOK: .

7. JIOIKXHOCTh, GaMHINs ¥ MHHIHAIBl JOKHOCTHOTO JIHIIA (nu1), MpOBOAAIEro(HX)
IJIAHOBYIO ITPOBEPKY:

1. ;

2. .
8. IlepeyeHb BONIPOCOB, OTPAKAIOIINX COAEPKAHUE 00s13aTeIbHBIX TpeOOBaHU A, OTBET HA
KOTOpPBIE OJHO3HAYHO CBHIETEIBCTBYET O COBTIONEHNH WIKM HECOOIIOACHHH IOPUANIECCKHM
JMIOM, VHIUBUAYaIbHEIM IpeqIpHHAMaTeeM 00s3aTeIbHbIX TpeGoBaHMH, COCTABIIAIOMINX
IIpeaMeT IIPOBEPKH:




PekBH3NTHI BriBoa o
HOPMATHBHBIX BbINOJHEHNH
MpPaBOBBIX AKTOB, € TpeboBaHuMH
yKa3aHHEM HX

Ne CTPYKTYPHBIX €IMHHMLL,
h Bompochbl, 0TPAKAIONIHE COlePKAHAE KOTOpPBLIMH
00s3aTeabHBIX TPeOOBAHHM YCTaHOBJICHDBI
/i aa HET
o0s13aTe/ILHBbIC
TpedoBaHUA

®enepanbnblii 3akon or 12 anpens 2010 r. Ne 61-®3 «O06 obpaiieHHH JEKAPCTBEHHbIX CPEACTB»
(Cobpanne 3akoHonarebcTBa Poccniickoi ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-@3); IlpaBusia HapJexamed NPAKTHKH XPaHEHAS H NEPEBO3KH JIEKAPCTBEHHBIX npenaparos
IS MEIMIMHCKOrO NpHMEHeHHs, yTBepKACHHbIe NpHKa3oM MUHHCTEPCTBA 3APABOOXPAHEHHS
Poccniickoii ®exepanun ot 31 asrycra 2016 r. Ne 646 (3aperucTpupoBan MuHHCTEPCTBOM IOCTHIHHA
Poccmiickoii ®enepanun 9 susapsi 2017 r., perncTpannoHHbIn Ne 45112) (nanee — [IpaBuia Raaekamei
npakruxn xpanenus); [IpaBnaa Haajexameil anTeYHoll NPAKTHKH JIEKAPCTBCHHDIX NpenapaTos LI
MEIANUHCKOro NMPAMEHEHHs, yTBePKAeHHbIe NPHKa3oM MHHHCTEPCTBA 31paBoOXpaHenus Poccuiickoii
®@enepannn ot 31 aBrycra 2016 r. Ne 6471 (3aperucTpHpoBaH MunsucTepcTBoM locTHHE Poccniickoi
®exepanun 9 suasapsa 2017 r., perucrpannonnsiii Ne 45113) (nanee — IpaBria BagexKamei anTednoi
npaktukn); [IpaBuia XpaHeHHsi JIEKAPCTBEHHBIX CPEICTB, YTBEPKACHHbIC MPHKAIOM MunucrepcTsa
3APABOOXPAHEHHS M COLHMAIBLHOIO Pa3BHTHS Poccmiickoii ®enepannn ot 23 aBrycra 2010 r. Ne 706u
(3aperucrpupoBan MHHHCTEPCTBOM HCTHIHH Poccmiickoii ®enepanuu 4 okrabps 2010 r,
perucrpanuonnbiii Ne 18608) ¢ usMeHeHHAMH, BRECEHHBIMH MPHKA30OM MuEHACTEPCTBA 3APaBOOXPAHEHHS
¥ conuaabHoro passuTus Poccuiickoii ®enepanun o1 28 nexabps 2010 r. Ne 12211 (3aperdacTpupoBaH
Munncrepcrsom octunuu Poceniickoii @enepannn 4 pespanis 2011 r., peracrpanuonnsiii Ne 19703)
(nasiee — IlpaBnJja xpaHeHus JIEKAPCTBEHHbIX CpEeACTB)

YupagJenue kadecTBoM (cTaThs 55 61-03; raasa 11 IIpaBu HaAexKANEH aNTeTHON NPAKTHKH)

VIBepKIeHH ~ JH  pyKoBoxMTeNneM  CyGbekra myHKT 4 [IpaBui
obpalleHns JIEKapCTBEHHBIX CPEJCTB CTAHAAPTHHIC | HajyIeXalled anTeHOH

L. onepanuoHHbie npoueaypst  (nanee — COIN)? TIPaKTHKHU
HMeeTcs Jid JOKYyMEHTALMs CUCTEMBI Ka4ecTBa Ha nykr 5 [Tpasun
GYMaXKHBIX U (WIH) 2IEKTPOHHBIX HOCHTENAX: HaUIeKaeH amTeqHON
MPaKTHKH

MOITYHKT «H» ITyHKTa 5
I[TpaBun Hagexamen
aTTe4yHOH NMpaKTHKA

HKypHaJT pETHCTpaLMH MPUKa30B
(pacriopsbxeHuit) 1o CyOBeKTy
PO3HUYHOM TOProBIN?

JKypHaJl ©XKCHEBHOH perucTpalty
rapaMeTpoB TEMIIEPATYPBI H
BJQKHOCTH B IIOMEINEHUAX AJIA
XpaHeHHs JIEKapCTBEHHBIX
npemnaparos?

MOMYHKT «K» ITyHKTa 5
TMpaBun HamIeXaMeH
anTeyHOM NMPaKTHKH




HKYpHAJT [TePUOIMHEECKOH perHCTpaly
TEMIIEPATypPhl BHYTPH XOJIOAUIBHOTO
o6opymoBaHHs?

HOJITYHKT <JI» ITyHKTa 5
TpaBwt Hajexamen
arTevHON NMPaKTHKH

bKypHAJI yieTa onepaluii, CBI3aHHBIX C
o6 paLIeHHEM JIEeKapCTBEHHbBIX CPE/ICTB,
BKJIIOUEHHBIX B NIEPEUEHD

TIOJUTYHKT «M» ITyHKTa 5
TpaBun HaIexalen

JKypPHAJT ydeTa JISKApCTBEHHBIX
TIPENapaToB C OrPaHUYEHHBIM CPOKOM
rogaoctTu?

IeKapCTBEHHBIX CPEACTB, MOIENKAIIMX aNTeuHON MPaKTHKH
NpeaMeTHO-KOJTHUECTBEHHOMY YUETY
(mipy HaJT4UMH)?

HOJITYHKT «p» ITYHKTa 3

TpaBun HajexameH
arrTevHOM TIPaKTHKH

bKypHaJI ydeTa IIOCTYIUICHHs ¥ pacxo/a
BaKLMH (TIpU HAJTHYIMH)?

MOAIYHKT «X» ITyHKTa 3
[TpaBui HapIexXameH
aIrre4HOoN MPaxTHKH

bKypHAJT PETHCTPAllMH PEe3yJIbTATOB MPHEMOYHOTO
KOHTpOJIA?

HOJITYHKT «(» IyHKTa 5
TTpaBwn HajIeKaIIEH
anTe4YHOM ITPaKTHKH

XypHaJl PErMCTpalliy Olepalui, CBA3aHHBIX C
060POTOM HAPKOTHYECKHX CPEMCTB, NICHXOTPOMHBIX
BEILECTB H MX IPEKYPCOPOB (IIPH HaIM4uMH)?

MOAMYHKT «y» ITyHKTa 3
TMpaeun Bajuiexamen
aITeYHON NPaKTHKH

QLICTCMQ obecnedeHusi KaveCTBA XpaHeHMsl H IEPEBO3KH JEeKapCTBEHHBIX NpenapaToB

61-®3; raasa II, mynkTsi 3 - 6 IlpaBai HagIekaWed NPAKTHKA XpaHeHHs )

(craTbu 54

Ha3HaueHo 1M pyKOBOJIUTEIIEM allTeYHOH

3 Opranusanuy Jimno, OTBETCTBEHHOEC 34 BHCAPCHUE

i oOecrieueHue CHCTEMBI KadecTBa?

myHKT 5 [IpaBun
HaJUIeXKameN MpaKTHKN
XpaHEHUs

Hudpacrpykrypa. Ilomemenns i XPaHCHHS JIEKAPCTBEHHLIX MNPENAPATOB (ctaths 58

61-03,

rnmasa IV

IpaBua HajieKameil NPAKTHKH XPaHEHHS;
JIeKapPCTBEHHBIX cpecTs; raasa V IpaBna najuiexaneii anTeqHow NPAKTHKH)

IlpaBuia XxpaHeHUs

MMeroTcs JIH  HeoOXOAUMBIE NMOMeIeHHs (/M) 30HBI,
NpUHAIIeXKAIIMe aNTeYHOM OpraHu3allii Ha NpaBe

COGCTBEHHOCTH HIIX HAa HHOM 3aKOHHOM OCHOBaHHH,
HeoOX0AUMBIE /I OCYILECTBICHHA AeATEBHOCTH 110
XPAHEHHIO JIEKAPCTBEHHBIX IIpenapaTos?

myHkT 11 TIpaBun
Haexallei MpakTHKH
XPAHCHUA

Hmeercst 11 0603HaYeHHAs 30HA HIIH OTAC/IBHOC

NOMeIleHHe MNPHEMKH JICKapCTBCHHBIX npenapaTOB?

myHKTHI 15, 16 ITpasun
HaIexKane MPaKTHKH
XpaHEHHS

WUmeetcs 1 0003HaUYeHHast 30HA WM OTJAEITBHOC

TpeGyIOLIMX CTICLHANBHBIX YCTOBUH?

NOMeLiEHHEe XPaHCHU JIEKapCTBCHHBIX npenapaTos,

myHKTHI 15, 16 ITpaBun
HaJIe)KalleH IIPaKTHKH
XpaHEeHHUs

HmeeTcs JIH IS XPaHEHHMs BBISBIICHHBIX
danbcuUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX,
KOHTpa(aKTHBIX JTeKapCTBEHHBIX MPErapaToB:

myHKTH 15, 16 IIpasun
HaJJIe)Kamel MPaKTHKH
XpaHeHHA
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0 myHKTHI 15, 16 IIpaBun
0603HaUEHHAA 30Ha A UIeKAIIEH TPAKTHKH
XpaHEHHA
0 myHKTHI 15, 16 IIpaBun
OTICJBHOE ITOMCIICHUE ! Hamlemameffl TIPaKTHKA
XpaHECHHSA
MMeeTcs M 30HA MM OTAEIBHOE MOMEIICHHE, ryHKTE 15, 16 TIpasmn
obecreunparomas TpebyeMele yCIOBHUS XPaHCHHUA HaJyIeKaIlEeH MpaKTHKK
8. | mexapcTBeHHbIX NpenapaToB  [Uid KAPaHTHHHOTO XpaHEHHUS!
XpaHeHHs JIEKapCTBCHHBIX
npernaparon?
o nyHkT 17 [IpaBui
9 CBEIIEHEI JIU MOMELCHHUA U 30HBI, I/ICHOJIL‘C:yeMLIe HajuTexar it TIPAKTHKH
. JUIA XpaHEHUA JIEKapCTBCHHBIX IpenapaToB ! XpaHEHUs
OTI[CJ'ICHLI JIA a,ZlMI/IHI/ICTpaTI:IBHO-GBITOBBIe IyHKT 1911 paBHI
10 noMemienua ot HOMCIHCHHI; XpaHEeHUA Hannemameii TIPAKTHKH
JIEKapCTBEHHBIX TpernapaToB! XpaHeHHs
Hmeercqa 11 oTAOebHAsA 30HA (K I b | aHCH
p e NenbHas 30Ha (Kader) 11 Xp6ePIﬂ myser 25 Tpasin
" 060opyn0BaHNs, HHBEHTAps ¥ MaTePHAJIoB Wi YOOPKH | o yeycamieii npakTHKH
. | (ouncTkm), a TaxKe MOIOIIHX M AE3NHPHUIMPYIOLIMX XpaHeHHs
cpencTs?
IIpoBoauTCs T yGOpKa IOMEIUEHUHA (30H) A myHKT 25 [IpaBun
12. | Xpanenus nekapcTBEHHBIX IPENIAPaTOB B HaJVIeXKalleH IPaKTHKA
cootsercTBum ¢ COIlom? XpaHCHHUA
. nyHkt 25 Ipasun
VMeercs My IafKasi OTAENKa IOMEIIEHUH LA "
HaJJIe)Kamel NpaKTHKA
XpaHEeHHs JIKApCTBEHHBIX NPETIapaToB .
XpaHEHHS,;
3 (BHYTpEHHHE IOBEPXHOCTH CTEH, TIOTOJIKOB), nysxr 6 TTpasu
- | nomyckarotas BO3MOXHOCTD IPOBEACHHA XpAHEHNUs JeKAPCTBEHHEIX
BIIAXHON yOOPKH M HCKIIOYArOLIasi HAKOIIICHHE CpeIICTB
THUTU?
OGecriedeHa I 3aINTa IOMEIEHUH UL
XpaHeHH JIEKapCTBEHHBIX NIPENapaToB OT nyHKT 26 IIpaBun
14. | nponukHOBEHUS HACEKOMBIX, [PHI3YHOB MK HaJUICKAIIEH NIPAKTUKI
JIPYTHX KABOTHBIX? XpaHeHuA
Hudpacrpykrypa. OGopyaosanne (riasa IV IlpaBwi HajjJekamedl NPAKTAKH XPaHCHHS;
IIpaBu/ia XpaHeHHS JEKAPCTBEHHBIX CpencTB)
VMeercs mu  HeobxoauMmoe obopyaoBaHue (B
A Py ( nyskT 11 IIpasun
XOPOIIEM COCTOSIHHH ¥ YHCTOE), TIPHHAJIEKAIICE .
15. HaJIeXKaIeN IPaKTHKH
OpraHHM3allid Ha IpaBe COOCTBEHHOCTH WU Ha
XpaHEeHHS
MHOM 3aKOHHOM OCHOBaHHH?
OcHamieHbl JIH IIOMEUIECHHA JUIA XPAHCHHUA | MyHKT 7 Ilpasui
16 JIEKApCTBEHHBIX CPEICTB npubopamMu Ui | XpaHCHHA
" | perucTparuy napamMeTpoB BO3IyXa. JIEKAPCTBEHHBIX CPENICTB
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nyHkt 7 [Ipasun
XpaHEeHUs
JIEKApCTBEHHBIX CPENICTB
TepMOMeTpaMHu? myHkt 37 IpaBun
HaJuiexaniei paKTHKH
XpaHCHHUA
nyHkT 7 [IpaBun
XpaHeHHs
JeKapCTBEHHBIX CPENCTB
rUrpoMeTpaMu? myukr 37 TIpasui
17. HajlIexaniei MpakTHKK
XpaHeHHs
nyHKT 7 IIpaBuin
XpaHEeHHs
JIEKapCTBEHHBIX CPENICTB
3JIEKTPOHHBIMH rUrpoMerpamu? nyHkT 37 TIpaswn
Hannex(ameﬁ TPaKTHKH
XpaHEHHUA
myHKT 37 IIpaBun
TEPMOTUIPOMETPaMH? z;gf{:zc;;ueu MpaicTHiH
PasmemiatoTcsi M H3MEPHUTENIBHBIC — JacTH
npu6GOpOB [UTs PETUCTPAIlMK [IapaMETPOB BO3AyXa | IYHKT 7 [pasun
18. | Ha paccTosHHH HE MeHee 3 M OT IBepeli, OKOH U | XpaHCHHUS
OTOIHMTENBHBIX IPHOOPOB ¥ Ha BBICOTE 1,5 - 1,7 M | JIEKapCTBEHHBIX CPE/ICTB
ot noja?
PerucTpHpyloTcs M II0Ka3aHMsi NMPHOOPOB I
perucTpanuy MapaMeTpoB BO3yXa €XKCIHEBHO B ymKT 7 ITpasur
19 CIIEI[MAIBHOM JKypHaie (KapTe) perucTpalMy Ha —
" | 6ymaxkHoM HocHTENE WIH B DIEKTPOHHOM BHIC C
o NIEKApCTBEHHBIX CPENCTB
apxuBaipel (s 3JIEKTPOHHBIX THTPOMETPOB),
KOTODBIi BeeTCs OTBETCTBEHHBIM JIUIIOM?
CepruduMpoBaHbl, KamuOpoBaHEI M | IyHKT 7 IIpaBun
20. | momBeprafoTcst JIM TOBEpKE KOHTPOJMPYIOMME | XPAHCHHA
TprGOpHI I PETHCTPALMY TapaMeTpOB Bo3lyxa? | JIeKapCTBEHHBIX CPE/ICTB
HMeercs M xoJIoguibHOE 000pyA0BaHHE: myskTe 21, 36, 37
[Tpasun HagexXaImeH
MIPAKTHKKA XPAHESHUS
21. myHkTH 21, 36, 37

XOJIO/IIbHBIE KAMEPBI HITH CIELHATbHO
0GOpyI0BAHHOE IOMEEHAE?

TTpasw1 HajIeKawen
IIPAKTHKH XpaHEeHH

¢apmarieBTHIECKUE XOJIOUIBHBIC mKadsbl
MJTH XOJOAUNBHUK U1 XPaHCHUS
TepMOJIAOUITBHBIX JIEKAPCTBEHHBIX cpeacTB?

nyskTH 21, 36, 37
ITpasui HamIeKaIIeH
TIPaKTHKH XpaHeHUs




myHkTH! 21, 36, 37

[IpaBun
MMeroTcs JIM CHCTEMBI KOHIUIIMOHMPOBAHNUS B HaJUIeKaImeH TPAKTHKH
99, | mOMeIeHHsX XpaHEHHs JIEKapCTBCHHBIX XpAHEHHS;
npenaparos? nyHKT 4 [IpaBui
XpaHCHHUS JIEKaPCTBEHHBIX
CpEICTB
nyHKTH 21, 36, 37
IIpaBun
VIMeroTcs M CHCTEMbI BEHTHIIALINH B HAJVIeKAIEH IPAKTAKHA
53, | MOMEIEHHsX XPaHEeHHs! JIEKapCTBEHHbBX XpaHEHHS;
npenaparos? nyHKT 4 IIpaBun
XpaHEHHU JIEKapCTBEHHBIX
CpelCTB
Wmetotes i mKadbl METAUINYECKAE WK
JIEpEBSHHBIE JUIA XPAaHEHHS JICKAPCTBCHHBIX nyHkT 31 Ilpasun
24. | npenapaToB, MOIEKAIIAX IIPEAMETHO- HajUIexKaIeH
KOJIMYECTBEHHOMY Y4eTy? NpaKTAKA XPaHCHHA
WMeercs ma maoMOup JUIs ONevaThIBaHUS B
KoHIE pabouero Hs MKagoB METAJUTMIECKUX HITH nyskr 31 Tpasi
95 | MEPEBIHHBIX (4B HOMEILEHHH) 11 XpaHSHUS HaIexameh
JIEKapCTBEHHBIX NIPENapaToB, MOANEKAIIHX NPAKTHKH XPAHEHHS
IPEIIMETHO-KOJNYECTBEHHOMY yIeTy?
nyHkT 29 IIpaBun
HaJIeXXalen IpakTHKA
XpaHeHUS;
HMeroTcs JI B MIOMELICHHAX JUTs XpaHeHUS nyskt 31 Ilpasa
JIEKApCTBEHHBIX NPETIApaToB: HaJyIeXKaleH IPaKTHKH
XpaHCHUS;
myHkT 5 IpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CPEACTB
nyHKT 29 [IpaBun
HaJyIe)Kalned IpaKTHKHI
XpaHCHHS;
myHKT 31 [Ipasun
26. CTeIUIXKH? HaJIeKaIel IPaKTHKA
XpaHCHHS;
nyukT S IIpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB
nyHKT 29 IIpasui
HaJijIeXalen MpakTHKA
XpaHEHHS;
mxadp? nyHKT 31 IIpaBmin

HaJUIe)Kammen MPaKTHKU
XpaHeHHS;

myHKT 5 IIpaBun
XpaHeHHs JIEKAPCTBEHHBIX
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CpenCTB

myHKT 29 [Ipasun
HaJiJIeXKaileyd MpaKTHKA
XpaHCHUS;

nyskT 31 IpaBun
TOJUIOHEI? HajyIeXxameil ITpakTHKHA
XpaHEHUS;

myHKT 5 [IpaBui
XpaHeHHs JIeKapCTBEHHBIX
CPEICTB

nyHKT 29 [Ipasun

HaJUIe)Kalled IIPaKTHKH

XpaHCHNS;

MI0JITOBAPHUKH ? Eﬁﬁ:;;mrigaﬁm
PaKTHKA

XpaHeHHs,;

myHKT 5 [IpaBun

XpaHeHHUs JIEKapCTBEHHEBIX

CpEICTB
HMeroTcs 1 3amacHble MOBEPEHHBIE CPEACTRBA nyKTEI 39, 40 [Ipasmn
H3MEPCHUS B CIy4a€e pPEMOHTA, TEXHHYECKOTO HauIeKaIeH IPaKTHKH
7 o06cyXHuBaH#s, MOBEPKH 000PYIOBaHHS I XpaHEHHUT;
" | cpencTs m3MepeHHs? myHKT 7 [IpaBuin
XpaHEeHHS JICKapCTBEHHBIX
CPEICTB

HQOQCCCBI JACATECJILHOCTH cyﬁbeKTa 203Hl/l'll-l0ﬁ TOProBJid TOBAPaAMH ANTEIHOI0 aCCOPTUMEHTA.
geﬁCTBl/lﬂ 026’beKTa oﬁpagemm JIEKAPCTBEHHBIX NpenapaToB 110 XPaHEHHUIO. gogyme}nu 1o

XPAHEHHI0 JIeKAPCTBEHHBIX HpenapaToB. OneHka JeTeJIbHOCTH (CTAThSA 58, myHkT 3 craTbn 9
61-®3; rmasa V, VI IlpaBmn Hamiexameidl nmpakrtuxn xpanenus; IlpaBmia xpanenns

JexapcTBennbix cpencrs; riaasa VI m VIII Ilpasna mapsiexameii anTeaHolH NPAKTHKH)

nyHkt 46 [Ipasun
HaJUTEXKallEH

TIPAaKTHKH XpaHCHH,

myHkT 40 ITpaBun xpaHeHus
JIEKapPCTBEHHBIX CPE/ACTB

COOTBETCTBYIOT JId CBEEHHs Ppe3y/ILTaToB
NPUEMOYHOTO KOHTPOJIS CBEICHHSAM B
TOBapOCOMPOBOAUTENEHON JOKYMEHTALIWH:

myHKT 46 IlpaBun
HaJUTeXalleH

8. N0 aCCOPTHMEHTY U KOJUYeCTBY? NPAKTHKH XpaHEeHHS;

myHKT 40 IIpaBun xpaHeHHs
JIEKapCTBEHHBIX CPE/CTB

myHKT 46 ITpaBun
Hajiexalen

MPaKTHKH XpaHEHH,

myHKT 40 IIpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB

10 KauecTBy?
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M0 COBMIOICHHMIO CTIEIIHATBHBIX

yCJIOBHIA XpaHeHUs (TIpY HATWYHH Takoro
TpeGoBaHus B HOPMATHUBHOMH JIOKYMEHTALMH Ha
exapcTBEHHbIH mpenapat)?

nyHKT 46 TIpasun

Ha UTeXallen

NPaKTHKH XPaHeHHUS;

myHkt 40 TIpaBui XpaHCHHA
JIEKApCTBEHHBIX CPEICTB

[0 HAJIMYHMIO TIOBPEXKICHMH
TpaHCIIOPTHO#M Tapbl?

nyHKT 46 IIpaBui
HaJUTeKaIIEH

NPaKTHKH XPaHeHHS;

myskr 40 TTpasuit XxpaHeHHA
J€KapCTBEHHBIX CPEJICTB

Co3aHa JTi IpUeMHasi KOMHCCHsL JULT TPOBCACHIS
IIPHEMOYHOTO KOHTPOJIs, YTBEPXKICHHAs

nyHskT 49 [Ipasui
HaJIexanleii anTeqHoH

29. | mpukasoM pykoBoHTENs CYOBEKTA POSHUIHON NpPaKkTAKA XPaHCHAA
TOProBiH?
OdopMIISIOTCS T ¢ MPOCTABICHUEM LITaMIIa O
TIpHEMKE, TTOIHCHI0 MAaTEPHAILHO - nyHKT 46 [Ipasan
OTBETCTBEHHOrO JIMI[A, 3aBEPEHHOM IEYaThIO HaJIJIeXKAICH allTeHHOH
(pu HaTA4KK) CyOBEKTa PO3SHHYHOH TOPrOBIIL: IIPaKTAKA
nyHKT 46 [IpaBun
cuera - paKTypb!? HaJyIexKale anTeuHoH
MPaKTHKH
30.
TOBapHO-TPAHCTIOPTHEIC HAKIaHbIC? nyHKT 46 IIpasui
HajJIexaIneil anTeuHon
IIPAKTHKH
nyHKT 46 [Ipasun
peecTp JIOKYMEHTOB IIO KayecTBy? HaJyIexKalel anTeuHoH
MPaKTUKA
TIpoXoAT Jit TOBApPHI ANTEYHOr0 aCCOPTHMEHTA 110 | ITYHKT 50 [IpaBun
3], | MoAadu B TOProByro 30HY TpeAIPOAAXHYIO HajIexaIneil anTeuHon
OJIrOTOBKY? TPaKTUKH
myHKT 29 [Ipasun
UneHTUULMPYIOTCA JIM XPaHAIIMECH JIEKAPCTBCHHBIC Hajinexalle NPaKTHKA
CpencTBa B COOTBETCTBHH C MpYMEHAEMON XpaHCeHU,
32. | cy6bexTom obpalieHus JIeKapCTBEHHBIX NPENapaTos nyHKT 49 TIpaBii
cucTeMoit yueTa? HaJJIeXKAIIEH NPaKTHKK
XpaHEeHHUA
33 Ocy1uecTBIAETCS JIM XPaHCHUE JIEKAPCTBEHHBIX nyHKT 47 Ilpasun

TIpenapaToB ¢ y4eToM TpeGoBaHHUH:

Hannexcameifl TIpaKTHKH
XpaHCHHA,




87

myHKT 40 [Ipasui
XpaHEHHUs JIEKapCTBEHHBIX
CpeICTB

HOPMATHBHO# JIOKyMEHTALHH, COCTABIAIOIEH
PErruCTPallHOHHOE IOChe Ha JIEKAPCTBEHHBIN
npemnapart?

myHKT 47 IlpaBui
HaJyIeKalei PaKTHKH
XpaHEHHS,

myHKT 40 [Ipasun
XpaHEHHs JIEKapCTBEHHBIX
CpenCTB

UHCTPYKIMH 110 MEJMUIHHCKOMY IIPUMEHEHHUIO?

nyHKT 47 [Ipasun
Hajiexxalei NpakTHKU
XpaHeHus;

yHKT 40 IIpaBui
XpaHEHH JEKapCTBEHHBIX
CPEICTB

HH(OpMaLHH, coleprKaleics Ha MEPBUIHON U
(HTH) BTOPUMHOMN YIAaKOBKE JICKAPCTBEHHOTO
npernapara U TpaHCHIOPTHOMH Tape?

yHkT 47 [IpaBun
Hajiexaliei NpakTUKy
XpaHeHH;

myHkT 40 IIpaBun
XpaHEHHUS JIEKapCTBEHHBIX
cpencTB

34.

PasMemarorcs JIu JIeKapCTBEHHBIE NPErapaThl

B TIOMEILEHNAX | (KIH) 30HaX )T XpaHeHHs
JIEKapPCTBEHHBIX NIPENapaToB B COOTBETCTBHH C
TpeGOBaHUAMM HOPMATHBHOM JOKYMEHTALMH U (HIIH)
TpeOGOBaHUAMHY, YKA3aHHBIMH Ha YIIAKOBKE
JIEKapCTBEHHOTO IIperapara, ¢ y4eToM:

myHKT 49 [lpasun
HaJuiexalel NpakTHKH
XpaHEeHHS,

nyHKT 8 [IpaBuin
XpaHEHH
JIEKapCTBEHHBIX CPEJICTB

(hM3UKO-XMMHYECKHX CBOKCTB
TeKapCTBEHHBIX NpenapaTos?

nyHkT 49 [IpaBun
HaJyuleKalled NpakTHKH
XpaHeHM;

nyHKT 8 [IpaBun
XpaHEHHS
JICKApCTBEHHBIX CPEACTB

(hapMaKOIOrHYeCKHX TPyIN?

nyHKT 49 [Ipasui
HaJiexaulel NpaKTHKU
XpaHCHHI,

nyHkT 8 [TpaBun
XpaHeHUs
JIEKapCTBEHHBIX CPEACTB

criocofba BBeACHHA
7IeKapCTBEHHBIX TpenapaTos?

myHkT 49 IIpaBun
HaJUTeXallei NpaKTHKH
XpaHeHH;

nyHKT 8 IIpaBun
XpaHeHUs
JIEKaPCTBEHHEIX CPEJICTB
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nyHkT 52 [Ipasun
X HaJIeXKaIen IpakTHKA
PaHSTCSI JIN CBETOYYBCTBUTEIBHEIE XPAHEHHS,
35. | eKapCTBEHHEIC NpenapaThl B 3aIUIIIEHHOM OT myHKTEL 24-26 TIpasu
cBeTa MecTe? XpaHEHHs
JNIEKapCTBEHHBIX CPEICTB
nyukThl 21, 47 IIpaBun
HaJJIeKamed MpakKTHKA
XpaHATCS M BIaro4yBCTBHTEIIBHBIC DAHEHHS:
36. | IeKapCTBEHHBIE CPENCTBA B 3AUIMIICHHOM OT P ;
. nyHktsl 27-29 IlpaBun
BJIaru MecTe?
XpaHeHUs
JIEKapCTBEHHBIX CPEJCTB
HasHaueHo J1i IPAKa30M PYKOBOAHTENS CyOBeKTa
PO3HMYHOM TOPrOB/IM OTBETCTBEHHOE JIMIIO 32 nyHKT 66 [TpaBun
37 | pabotyc danscubUIIPOBaHHBIMY, HajuIexarneil anteuHon
106POKaYeCTBEHHBIMH, KOHTpa(aKTHEIMU IIPaKTHKH
TOBapaMH aNTeYHOro aCCOPTHMEHTa?
W301upoBaHb! 1 CIIENHATIBHO nyskr 55 [Ipasm
3. | MPOMapKupoBaHHBIC ICKAPCTBEHHbIC PEIAPATEL, | yayyesxalelt MPAKTAKHA
Tpe/IHA3HAYEHHBIE JUIS YHHYTOXCHHS? XpaHEHHs
I myHkT 30 Ilpasun
30JIHPOBAHBI JIH: HoJUIeKaIeH
MPaKTHKA XpaHEeHHs
eKapCTBEHHBIE NIPENapaThl, B OTHOINCHAN myskr 30 TIpasi
KOTOPBIX PHHATO PEIICHUE O HaUIeKAITIEH
IPHOCTAHOBJICHUH IIPHMEHEHNAS ? NPAKTHKH XPAHEHHS
H
39. TeKapCTBEHHBIE TIPENapaThl, B OTHOINECHAN mysir 30 [pasmn
KOTOPBIX IIPHHSTO PEIIeHHe 00 H3BATHY U3 HaJUTeKameH
oGparmerns? IPaKTHKH XPaHEHHS
danscrdrurpoBaHHEIE, HEAOOPOKAYECTBEHHBIC
1 KOHTpadaKTHBIE TEKAPCTBEHHBIE IIPEMapaTh?
pad p perap nyHkT 30 [Tpasun
HaJIexaIen
IPAKTHKA XpaHEeHU
HNmMmeroTca u JOKYMEHTHI, OIMUCHIBAKOIIUE IICI\/’ICTBI/ISI,
BBITIONHAEMbIE CYOBEKTOM OOpaIleHHs JIEKAPCTBEHHBIX
TpeTapaToB, HANpPABICHHbIE HA COOMIOACHHE nyHKTH! 41-43 Tlpasm
TpeGOoBaHuii, ycTaHOBIeHHBIX [IpaBuiamu HaJUTeaLeH TPaKTHKHA
HaAJIeKaIIel NMPaKTHKY XpaHEeHU: XpaHEeHUs
40.

HHCTPYKLMHU?

nyHKTHI 41-43 TIpaBun
Hazmexcamefri TPaKTHKH
XpaHeHUs




CTaH/ApTHHIE ONEPaLOHHbIC
npouexypst (COTIer)?

myHKTs! 41-43 TIpaBun
HaJUIeKaIei NPaKTHKA
XpaHEeHUA

oTueTh (CBOHBIE KYPHAIBI)?

nyHkTH 41-43 IIpaBun
HajJexamei MPakTHKH
XpaHEeHHs

noroBoph1?

nyHKTHI 41-43 IIpaBun
HajJIeKameH MPakKTHKH

| xpaHeHus

BeneTcs M y4erT JEKapCTBEHHBIX CPEACTB €
OrpaHMYEHHBIM CPOKOM OJHOCTH Ha OyMaXkHOM

myHkT 11 [Ipasuna

41. | gocuTene Uy B NEKTPOHHOM BHJE C XpaHeHHs JIEKapCTBCHHbIX
apxuBauuei? CpeaAcTB
VY cTaHOBJIEH JIM PYKOBOJUTEIEM OpraHu3alii mysicr 11 TTpasmn
47 | mopsmox Benenns yuera JI?eI(apCTBeHHI:IX CPEACTB | ypapeHHs NEKAPCTBEHHBIX
C OrpaHUYECHHBIM CPOKOM ¢ CPeACTB
ViMeeTcs 11 pa3paGoTaHHBIA H yTBEPXK/ICHHBIH
KOMILJIEKC MEp, HalpaBJICHHBIA Ha MUHHUMH3AIIHIO
P, HArp att nyHkt 24 [IpaBun
pHCKa KOHTaMHMHAITY JIeKapCleeHHBIX HaTexamet
IIpEnapaToB, C y4eTOM yCIOBUH coOroieHus NPaKTHKH XPAHEHHS
3aIMTHI 0T (JAKTOPOB BHELIHEHN CPelibl C
odopmIIeHHEM:
nyHKT 24 [Ipasun
43. npHKa3oB? HaJUIexKarei
IPAKTHKH XpaHCHUA
nyHkT 24 [Tpasun
COIloB? HaJUTeXaIIEeH
MIPaKTUKA XpaHEHUs
nyHkT 24 Ipasun
HHCTPYKLMH? HaJIeXalleH
IPaKTHKA XPaHeHUS]
44, | PerucTpupyloTCs JIH pe3yIbTaThl TEMICPATyPHOTO myskT 21 TIpaBun
KApTHPOBAHHA H BIAXHOCTH B CICHHATIBHOM HajuIexaniei
KypHaje (kapTe) perucTpanuu Ha OymaxkHoM | MPaKTHKH XpaHCHHA,
HocuTenle ® (W) B JJIEKTPOHHOM  BHJIC nyHkr 23 T1pasnn
eXEIHEBHO, B TOM UHCIE B  BBIXOJIHBIC HaJUIeKallen
¥ [Ipa3IHAYHEIC JHU? TIpaKTUKN XpaHCHH,;
nyHKT 7 IIpaBui XpaHeHHUS
JIeKapCTBeHHHX CpeacTB
45. | XpaHatcs Jd  KypHaJbl (kapTel) peructpaum | myHKr 21 Ilpasun

TeMIepaTyPHOro KapTUPOBaHHA B TEUCHHE IBYX ner?

HaJUIeKaien
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HpaKTUKH XPaHEHH;
myHKT 23 IIpaBun
HaJIeKaleH

MPaKTHKH XpaHEeHN;
myHKT 7 IlpaBun xpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

46. | CobmomaeTcs M 3ampeT HA COBMECTHOE XpaHEHHE B
OfHOM TEXHMYECKH YKPEIUICHHOM  TOMEILEHHH
JNIeKApCTBEHHBIX ~ MpENapaToB,  NpeTycMOTpeHHsIX | IYHKT 34 IIpaBmn
myuktom 32 TlpaBun Haanexamei NpPaKTUKH | HaJJIeXKalen
XpaHeHHH, u NeKapCTBEHHBIX TpenapaToB, | NPaKTHKA XPaHEHHUs
coflepXKalMX CUJIbHOJAEHCTBYIOINE WM SIOBHUTbIE
BelecTBa?
47. C myHKT 51 IIpaBun
obmonaercd JHM 3amper HAa  XpaHEHHE L
OTHEOIMACHBIX M B3PBIBOOIIACHBIX JIEKAPCTBECHHBIX Ha/UICXKAMICH MPaKTHi
. XpaHCHHUS
MpernapaToB BIAIHU OT:
nyHKT 51 IIpaBun
oras? HaJJIe)xamed TpakTHKH
XpaHEHUs
nyHKT 51 ITpaBun
OTOIMTENBHBIX TPHOOPOB? HaJJIeXKaIen IpaKTHKH
XpaHEeHUS
myHKT 51 IIpaBui
BO3IEUCTBHUS MIPSAMBIX COJTHEYHBIX JTyqei? HaJUIeKalled IpaKTUKH
XpaHEHHUS
48. yHkT 20 [IpaBun

CoGiirofaeTcs JiM 3ampeT Ha XpaHEHHE B MOMELICHHUAX
XpaHeHHs JICKapCTBEHHBIX NPENapaToB:

HaJJIeXAaIlEeH IPaKTHKH
XpaHeHHUs

THIIEBBIX MPOXYKTOB?

myHkT 20 [Ipasun
HaJyIeXammed MpakTUKH
XpaHEHUS

TabayHpIX H3AENHii?

nyHKT 20 IIpasmi
HaJyIeKallen MpaKTHKH
XpaHEHHUs

HANMTKOB (32 HCKITIOYEHUEM MUTHEBOH BOJIBI)?

nyHKT 20 [IpaBmi
HaJyie)Kalne IpakTHKH
XpaHEeHUS

JIeKapCTBEHHbIX TPeNaparoB, NPeJHAa3HAYeHHBIX 15
TMYHOrO UCIOJIB30BAHHUS pabOTHUKAMH?

nyHKT 20 [Ipasun
HaJyIe)Kalled IIPaKTHKH
XpaHEeHHs

(momxuocTh ¥ ®HO 1OIDKHOCTHOTO JIMIIA, 3aII0JTHUBIIETO MIPOBEPOYHBIH JIKCT, MOAIHUCE, Jarta)

(I[OJI)KHOCTB u ®NO JOJKHOCTHOI'O JIHIA IOpHIHYECKOro JIHIA, NpHUCYTCTBOBABIIETO NPH
3aIIOJITHEHHUH IIPOBCPOTHOrO JINCTA, ITIOMIIHCD, ,uaTa)




91

ITpunoxenue Ne 8
K ripukasy ®epepaibHON CITyKOBI
0 HaJ30py B cepe 34paBOOXpAHEHHS

ot QI E Ne _ P38

®opma

IIpoBepo4HBIH JHCT
(CIHCOK KOHTPOJILHBIX BONPOCOB),
ncnosab3yemblii ®egepaibHoii cayx0oi o Hax30py B cdepe 31paBOOXpaHEHHA
H ee TepPPHTOPHAILHBLIMH OPraHAMH HPH NPOBeIeHAH MUIAHOBLIX IPOBEPOK TIpH
ocymiecTBJIeHHH (eiepaibHOro rocy1apcTBeHHOro Ha30pa B cepe obpameHust
JIEKAPCTBEHHBIX CPEICTB
(XpaHeHHe JieKapCTBEHHBIX NPENapaToB AJIs MEJHIHHCKOro NPHMEHEHHs] B
MeIHIHHCKAX OPraHH3alMsAX H HX 000c00/IeHHBIX MOAPa3/Ie/ICHUAX (UeHTpbI
(oTaenenus) obmei BpaueGHOMH (cemeiiHOii) MPAKTHKH, aMOyJIaTOPHH,
deapamepckue u GpeapamepcKo-aKyIepecKHe NYHKTBI), PACNOJIO}KeHHbIE B
CeJbCKHX HaceJIeHHBIX MyHKTAX)

(HaMMeHOBAHME OPraHa, OCYIECTBISIOMErO IIAHOBYIO TIPOBEPKY)

1. Buz rocyIapcTBEHHOro KOHTpOs (Haa3opa)

2. TlpemMer IUIAHOBOM IpPOBEPKH OPHAMYECKMX JIHMI H MHIMBHIyaJBHBIX
TpeNpHHAMATENEH OrPaHHIHBAETCS 003aTeIbHEIMH TpeGOBaHMAMH, COOIIIONEHHE KOTOPEIX
gRIIsieTcs Hauboyee 3HAYAMBIM C TOYKHM 3pEHMS HEIOIYIIEHHs BOSHHKHOBEHMS YIPO3BI
IpUYMHEHKs Bpe/ia KHU3HH, 310POBbIO IPaXIaH, H3I0XKCHHBIMU B dbopMe MPOBEPOYHOTO JIUCTA
(cTICKa KOHTPOJIBHBIX BOMIPOCOB).

3. HayMeHOBaHWME IOPHAMYECKOro JIML@A, (aMuims, UMs, OTYECTBO (mpH HATMYAN)
VH/IMBHTy aJIBHOTO IpeATpUHAMATENS !

4. MecTo NpoOBeJeHHUs ILUIAHOBOM NPOBEPKH C 3alONHEHUEM NPOBEPOUHOrO JHCTA:

5. PeKBU3UTHI TIPUKa3a O IPOBEJEHNHM [UIAHOBOH IPOBEPKU: OT Ne

6. VdeTHbI HOMEp IIPOBEPKH U JIaTa IPUCBOSHUS YHETHOI'O HOMEpa IIPOBEPKH B EnnHoM
peecTpe MPOBEPOK:

7. JIoIXKHOCTh, (paMUIIHA W WHULHAIBI JO/DKHOCTHOTO JIHIA (un), POBOSIIEro(1X)
IUIAaHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepeyeHb BOIPOCOB, OTPAXKAIOLINX COAEPKAHHE 06s3aTenbHEIX TPpeOOBaHMI, OTBET Ha
KOTOpble OAHO3HAYHO CBHIETENBCTBYET O cOOIIOIEHNH WU HeCOOMIOACHUH IOpUITICCKUM
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JIMLIOM, MHAMBUIYATLHEIM NPEIIPHHIMATENIEM 00s3aTeNbHBIX TpeGOBaHUi, COCTABIIAIOUIMX
TpeIMeT IPOBEPKH:

PexBH3HTHI BoiBoa o
HOPMATHBHBIX BBINOJTHEHHH
NPABOBLIX AKTOB, € TpeboBaHH
yKazaHHEM HX
CTPYKTYPHBIX €IHHHMII,
Bompocel, 0Tpakalmue coaep:ranme KOTOPLIMH
00s3aTeILHBIX TPeOOBaHHM YCTaHOBJICHBI
ods3aTeIbHBbIC
TpeGoBanus

n/n na HET

®enepanbhblii 3akon ot 12 anmpens 2010 r. Ne 61-®3 «O6 obpaleHHH JeKAPCTBEHHBIX CPEICTB»
(Cobpanne 3akonogareabcTBa Poccuiickoii ®egepannu, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-@3); IIpaBuiia HaIeKAMel NPAKTHKH XPaHEHAS H NEPEBO3KH JICKAPCTBEHHBIX npenaparos
IS MEIMIHHCKOro NpHMEHEHHAsl, yTBepKIeHHble Npuka3oM MHHHCTEPCTBA 31PABOOXPAHEHHSH
Poccniickoii ®enepannu ot 31 aBrycra 2016 r. Ne 6461 (3aperncTpupoBaH MuHHCTEPCTBOM IOCTHIHA
Poccniickoii @eaepanun 9 sasaps 2017 r., perucTpaunonsbiii Ne 451 12) (nanee — [IpaBnia HagIexamei
npakTukn xpanenus); IlpaBnia Haniexamedl anTeqHOH NPAKTAKA JEKAPCTBEHHBIX NPENapaTos JIi
MeJMIEACKOro NpHMEHEeHHs, yTBEPKAeHHbIe NPHKa30M MHHHCTEPCTBA 31PaBOOXPAHCHHUS Poccniickoii
®enepanun ot 31 aBrycra 2016 r. Ne 647H (3aperncTpupoBan MununcTepcTBoM focTuan Poccniickoi
®enepannn 9 sasaps 2017 r., perucTpanHOHHbIH Ne 45113) (zanee — IpaBuiia HajIexameii anTe1HoH
npaxThkn); [IpaBuia XpaHeHHs JIeKAPCTBEHHBIX CPEICTB, YTBEPHIEHHDLIC MPAKAIOM MunHCcTEpCTBA
3ApaBOOXpaHEHHS H CONHAJBLHOTO PA3BHTHS Poccmiickoii ®exepannn or 23 asrycra 2010 r. Ne 706n
(aperucrpupoBan MHHHCTEPCTBOM  IOCTHIHHI Poccuiickoii ®egepanun 4 okrabps 2010 r.,
perncTpannonHbiii Ne 18608) ¢ n3meneHHsIMH, BHECCHHBIMH NPHKA30M MuHHBCTEpCTBA 3APABOOXPAHEHHS
H conuaibHoro pa3saTus Poccniickoii ®enepanuu ot 28 rexadbps 2010 r. Ne 1221u (3aperucTpupoBaH
Munncrepcrsom octunnl Poceniickoii ®enepannu 4 pespans 2011 r., perucrpannonnbii Ne 19703)
(nanee — IlpaBnyia XpaHeHHs JIeKaPCTBEHHbIX CPeACTB)

Vnpasjenue kadecrBoM (c1aThs 55 61-03; rnasa 11 IpaBua HajuIexKaMmel aNTeIHoH NIPAKTHKH)

YTBepKACHB  JIH pykoBojuteneM  cybbekra | myHkT 4 IIpasun
obpaiieHys JIeKapCTBEHHBIX CPEICTB CTaHIApTHBIC | Hajylexalled anTedHoH
1. | onepammonnsie mpouenypsl (aanee — COII)? TNPaKTHKH
HMeeTcs i HOKyMEHTaLMsA CHCTEMBI KayecTBa Ha nyrkT S Tpasmn
5 OyMasKHBIX U (W/IH) 3IEKTPOHHBIX HOCHTENAX: HaUTeKAIIeH aTeqHON
MPaKTHKU

MOITYHKT «H» ITyHKTa 5
PiKypHaJ perucTpali NpuKkasos T[TpaBu1 HaAIEKaLIEH
(pacnopskennii)? aIrTe4yHOM MPaKTHKY

XypHAaJ eXeTHEBHOH perucTpalvu
napaMeTpoB TEMIIEPATYPhI H
BJI2YKHOCTH B MOMEIICHUAX JUTSA
XpaHeHHs JIEKapCTBEHHBIX
npenapaTos?

HOAIMYHKT «K» IyHKTa 5
TpaBui Hapexame#
anTevYHO NTPaKTHKH
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HKypHAIT IEPUOJMUECKOH perucTpaLHu
TeMIIepaTypbl BHyTPH XOJIOAWIBHOTO
o6GopynoBaHusA?

TOIIYHKT «JI» IMyHKTa
[MpaBun Hagnexamen
anTevHOH MPaKTHKH

bKypHAJI y4eTa ONepallnii, CBI3aHHBIX C
oOpallleHHeM JIEKApCTBEHHBIX CPE/ICTB,
BKJTIOYEHHBIX B IEPEYEHD
nekapCTBEHHBIX CPEICTB, MOAIEKALIMX
NpeaMETHO-KOJIMIECTBEHHOMY YUETY
(rnpu Hanmu4MK)?

HOMITYHKT «M» ITyHKTa 5
[TpaBui HaIEKALIESH
anTeyHON NPaKTHKH

JKypHAaJI y4eTa JJ€KapCTBEHHBIX
IpenapaToB ¢ OTPaHUYEHHBIM CPOKOM
TOAHOCTH?

MOAIMYHKT «P» IyHKTa 5
TTpaBui HajUIeKaIEH
anTe4yHOM NPaKTHKH

YKy pHAJT ydeTa NOCTYIUIEHHs ¥ pacxo/ia
BakiMH (TIpH HATHYKH)?

MOANMYHKT «X» ITYHKTa 5
TpaBun Hapnexame
anTeYHON NPaKTHKH

HKypHAJl PEerHCTpalMH Pe3yJIbTaTOB MPHEMOUHOTO
KOHTpONIA?

HOAIMYHKT «(» IMyHKTa 5
TpaBun Hapnexamiei
anTe4yHOMN NpaKTHKH

HNudpacTpykK
61-®3,

a. IlomemeHus
riaasa IV

19 XpaHeHHs JeKAPCTBEHHBIX mnpenapatoB (craThs S8
MpaBua HajIexkameii NPAKTHKH XpaHEHHS;
JIeKAPCTBEHHDIX cpecTs; raapa V Ipasun napaexamei anTe4nHoi MPAKTHKH)

IIpaBnna XxpaHeHHs!

Wmeercs 11 0603HaYEHHAs 30HA WIH OTACABHOC

myHKTHI 15, 16 IIpaBuin

3. OMEIIeHHE TPUEMKH JIEeKapCTBEHHBIX MpenapaToB? HaJUIeKALIEeH MPaKTHKK
XpaHEeHHs
Hmeercs 11 0603HaueHHas 30HA MITH OTAEIBHOE myHKTHI 15, 16 Tlpasun
4, | moMeleHHe XpaHEHWs JEKAPCTBCHHEIX npenaparTos, HajuteKatell NpaKTUKH
TpeSyIomuX CrieLHATbHBIX YCIOBAMA? KpaHCHHA
WMeeTcs 1M JUTA XpaHEHHs BbIABICHHBIX myHKTEL 15, 16 TIpasun
danscuUIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX, HaUTeKALIEH MPAKTHKH
KOHTpaaKTHBIX JIEKAPCTBEHHBIX MPENapaToB: KPaHCHUA
5. 0603HaueHHas 30Ha? IYHKTEL 15, } 6 Ipasin
HajyIexKalel IIPaKTHKH
XpaHCHHs
IyHKTHI 15, 16 TIpaBun
OT/E/IBHOE MOMeleHHE? HALTeKALEH PAKTHKH
XpaHeHH s
VMeeTcs TM 30HA WK OTAEIBHOE IIOMEIIEHHUE, mysKTH 15, 16 Tlpasmn
ofecneunBaromas TpedyeMble YCIOBHSA XpaHEHUA HaIexalei MpaKTAKH
6. | nexapcTBeHHBIX MpenapaToB A KAPAHTHHHOTO XpaHEHHS
XpaHeHU JIeKapCTBEHHBIX
npenapaTos?
myHkT 17 [TpaBun
; OcBelieHbl J IOMEIIEHHS U 30HBI, HCTIONB3YEMBIE UL | Loy vencarmeii MPaKTHKHA

XpaHCHHUA JICKapCTBCHHbBIX npenapaTOB?

XpaHeHHs




OtneneHsl A aIIMI/IHI/ICTpaTI/IBHO-GBITOBLIe

N myHkT 19 IIpasun
8 [OMeIeHHs OT MOMEIIECHUHA XpaHeH HaTexKaLeH TPaKTHKA
NeKapCTBEHHBIX MPenapaTos? XpaHeHHs
WMeeTcs 14 OTAeNbHas 30HA (MKadsr) 111 XPaHEH
M 1 AcbHAA (ukagbt) JuA XpaHEHHA ryHkT 25 IpaBui
06opy/I0BaHHMsA, MHBEHTaps X MaTePHaloB 1A y6opku HaIeIKAIEH TIPAKTHKH
9. (OUHCTKH), a TAKKEe MOIOIIHNX U Je3HHPUITHPYIOIINX XpaHeHHs
cpencts?
TIpoBoauTcs 1 yGopKa MOMeIeH i (30H) Ui myHKT 25 [1pasui
10. | XpaHEHHS JIEKAPCTBCHHBIX penapaToB B HaJUIeXKAICH TIIPAKTHKHA
coorserctun ¢ COITom? XpaHCHUA
. nyHkt 25 [pasun
HMeercs T [1aKast OTAENIKA TOMEIICHUH JIIA -
HaJiyIexaIel NpaKTHKH
XpaHeHHUs JIeKapCTBEHHBIX NIPENapaToB .
XpaHEHHS,
(BHyTpEeHHHE IIOBEPXHOCTH CTEH, ITOTOJIKOB), nysr 6 TTpasu
11. | nomyckatomas Bo3MOXHOCTD [IPOBE/ICHHUS XpaHeHHs
BIIAXHOM YOOPKH U HCKIIIOYAIOIas HAKOIUICHHE JNeKapCTBEHHBIX CPEZICTB
BUTH?
OGecedeHa JId 3alUTa IOMEIIEHUH UL
XpaHeHHUs JICKapCTBEHHBIX NPENnapaToB  OT myHKT 26 I1pasun
12. | nponMKHOBEHHS HACEKOMBIX, FPBI3YHOB HIIA HaJlIexXare! MpakTAKA
XpaHECHUs

JAPYTUX KHUBOTHBIX?

Undpactpykrypa. OGopynosande (riasa IV IIpaBui Hapaexamed NPAKTHKM XPaHCHHS;
IIpaBuJjia XpaHeHHS JIEKAPCTBEHHDIX cpeacTB)
Umeercs 1M HeoOxommmoe obopyaoBanue (B
XOpOIIEM COCTOSIHHM H 9MCTOE), IIPHHAIIEKAIICE
opraHM3aldy Ha NpaBe COOCTBEHHOCTH WIA Ha
MHOM 3aKOHHOM OCHOBaHHUH?

OcHameHs! JH [OMEIIEHHd U1 XPaHEHHs | IMyHKT 7 lpasun
JIEKapCTBEHHBIX CPE/CTB npubopamMu I | XpaHEHHs

perucTpaiyy napaMeTpoB BO3AyXa: JIEKapCTBEHHBIX CPEACTB

nyskT 11 Ipasun
HaJIeXamen MpakKTHKA
XpaHEHUs

13.

14.

nyHKT 7 IIpaBun
XpaHEHHs
JIEKAPCTBEHHBIX CPEJICTB
TepMOMETpaMH? mynkt 37 Ipasun
HajyIexaue IpakTHKA
XpaHeHHs

15.

nyskt 7 IIpaBun
XpaHEHHA
JIEKAPCTBEHHBIX CPEJICTB
rurpoMeTpamu’? myHkT 37 IIpaBun
HajuIeXKaue IpakTHKH

XpaHeHHs
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3IEKTPOHHBIMU THIPOMETPAMH?

myHKT 7 IlpaBui
XpaHCHHA
JIeKapCTBEHHEIX CPENICTB
ryHkT 37 [paBun
HajyTexated NPaKTHKH
XpaHeHus

TEPMOTUTpOMETpaMu’?

myHKT 37 IIpaBun
HajJiexKameH npakTHKA
XpaHCHHUS

PasMemarorcss M HU3MEPHTEIBHBIC  YacCTH
npuGOpPOB [ PETHCTPAllUM [apaMeTpoB BO3MyXa | MyHKT 7 ITpaBun
16. | Ha paccTosHuM He MeHee 3 M OT ABEpEH, OKOH H | XpaHCHUA
OTOMHUTENBHBIX TpUOOPOB ¥ Ha BhICOTE 1,5 - 1,7 M | JIEKapCTBEHHBIX CPEICTB
ot nona?
PerHCTPHPYIOTCSA JIM IOKa3aHHMs NpuOOpoB IUIA
pETHCTpALH T1apaMETPOB BO3yXa €XCIHCBHO B IyHKT 7 TTpasun
|7, | cueumanbHOM KypHaiue (KapTe) pericTpallH Ha -
OyMaXHOM HOCHTENE MM B DJICKTPOHHOM BHJE C
. JIEKapCTBEHHBIX CPEICTB
apxuBanuell (W1 9IEKTPOHHBIX THTPOMETPOB),
KOTOPBIH BEJETCS OTBETCTBEHHDIM JIULIOM?
CepTudunupoBaHsI, KaTuOpoBaHEI U | IIyHKT 7 [TpaBun
18. | momBepratorcs M TMOBEPKE KOHTPOJMPYIOIHME | XPaHCHUSA
pUGOPEI [UIsl pETHCTPALMH IAPAMETPOB BO3/yxa? | JEKAPCTBEHHDIX CPEICTB
VMeeTcs JH XOJIOAUIBHOE 000pyOBaHUE! mynkTH 21, 36, 37
[TpaBun HajUIEKALIEH
MPaKTUKH XPaHECHUA
19. XOJIOAUIBHEIE KaMEPBI HJIH CIICHHATIBHO yHKTBI 21, 36,37 .
[MpaBun HajIeKaIIEH
06opyAOBaHHOE TOMEIIEHHE?
MPaKTUKH XpaHEHUS]
(apManeBTHYECKHE XONOHIBHBIE MKA(EI nynkTei 21, 36, 37
WK XOJOAWIBHUK UL XPAHEHUS TpaBun HajuIeKaLEH
TepMONAGHIIbHBIX JIEKAPCTBEHHBIX CPEACTB? | TIPAKTHKH XPAHCHHASA
myHKTHI 21, 36, 37
[IpaBun
HMeroTcs i CHCTEMBI KOHIUIIMOHUPOBAHKS B HaIexaIel TPAKTHKHA
50, | MOMEIICHHAX XPaHCHUS JIEKAPCTBCHHBIX XPaHEHHS;
mpenapaToB? nyHKT 4 [IpaBu
XpaHeHHs
JIEKAPCTBEHHBIX CPEICTB
nyHktsI 21, 36, 37
IIpaBun
VIMeIoTCA JIH CHCTEMBI BEHTHIIALMY B HaJUIeNRaIel MPAKTAKH
21, | moMemennsx XpaneHus eKapCTBCHHBIX XPAHEHHS;
TpenaparoB? nyHKT 4 [IpaBun
XpaHeHus

JIEKapCTBCHHLIX CPEJICTB




22.

NmeroTess M mKadbl METAUTHYECKHUE HITH
JEpEBSHHBIC [I XPaHEHHs! JIEKaPCTBEHHBIX
Hpenaparos, MOJEXAIUX IPeIMETHO-
KOJIMYECTBEHHOMY y4eTy?

nysKT 31 Ipasun
HaJexaien
[IPaKTHKH XPaHEHUS

23.

HMeeTcs 1 IUIOMOHp I ONE€YaTBIBAHUS B
KoHIIe paGoyero AHs MKa(OB METALTHISCKHX HIIK
JEPEBSHHBIX (MM IOMEIIECHAMN) ULl XpaHEHHUS
JIEKAPCTBEHHBIX NIPENaparToB, MOAIEKAIIHX
TIpEMETHO-KOJINIECTBEHHOMY yIeTy?

nyHkT 31 IpaBun
HaJyIexaIen
[IPaKTHUKH XpaHEHUI

24,

HMMeroTcs MM Ui XpaHEHHS JIEKapCTBEHHBIX
MpenapaTos:

myHKT 29 Ipasun
HaJjIeKaled IpaKTHKU
XpaHEeHHs];

nyHkT 31 Ipasun
HaJJIeXxale NpakTHKH
XpaHECHHS,

nyHKT 5 TIpaBun
XpaHeHHUs
JIEKApPCTBEHHBIX
CpeACTB

cTerutaxu?

nyHkT 29 IIpasun
HaJjIeKalen MpakTHKH
XpaHEeHHs];

nyHkT 31 Ipasun
HaJyIe)Kamed MpaKTHKA
XpaHEeHWs;

myHkT 5 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpeacTB

mKagbl?

nyHKT 29 IIpasun
HaJIexanlen IpaKTHKA
XpaHEHH,

myHKT 31 IIpasun
HaJUIeKaled IPaKTHKH
XpaHEHUS;

nyHKT 5 [IpaBun
XpaHeHHA
JICKapCTBEHHBIX
CpEACTB

[IOIOHBI?

nyHkT 29 Ipasun
HaJyIe)xaled IpaKTHKH
XpaHECHHS,;

myHKT 31 IIpasun
HaJyIeXKameR IPaKTHKA
XpaHEeHHS;

nyHkT 5 [IpaBui
XpaHeHHs
JIEKapCTBEHHEIX
CPEICTB
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nyHkT 29 Ilpasun
HaJyIexameh IPaKTHKA
XpaHEHHS;

nyHKT 31 IlpaBun
[1O/ATOBapPHHKH? HaJIeKallled IIPaKTHKA
XpaHCHHS;

nyHKT 5 IIpaBun
XpaHeHUs
JIeKapCTBEHHBIX
CpencTB

VIMeroTcs M 3amacHble TOBEPEHHBIC CPEACTBA myHKTEI 39, 40 TIpasut
U3MEPEHHS B CIIy4ae PEMOHTA, TEXHHIECKOTO HajUTexameli IPaKTHKA
06CJ'IY)KI/IBaHI’ISI, TIOBEPKH O60py,Z[0BaHI/ISI Hu XpaHeHH,;

CPEJICTB U3MEPEHHUS ! myHKT 7 [IpaBui
XpaHEeHHUs
JIEKapCTBEHHBIX CPE/CTB

25.

TIponecchl JeATeALHOCTH CY6heKTa PO3HHIHON TOProB/IN TOBAPAMM ANTEAHOTO aCCOPTHMEHTA.
JeiicTBus cyObeKTa 0fpameHns JeKAPCTBCHHbIX NPENAparoB 110 XPAHEHHIO. JOKYMEHTBI 110
XPAaHEHHUIO JeKAPCTBEHHBIX NPENapaToB. OueHKa IeATeNbHOCTH (CTaThs 58, MyHKT 3 cratbu 9
61-®3; rnasa V, VI IIpaBmi Hajjiexaniedl NPaKTHKH XpaHCHHI; IIpaBuaa XpaHeHHs
nexkaperBennnbix cpeacrs; raasa VIu VI Ipasna HaJJIeXKAMeH anTeYHol NPaKTHKH)

myHKT 46 IIpaBun
HaJUIeXaleH

MPaKTHKM XpaHEeH!s;

myHKT 40 IIpasun xpaHeHHs
JIEKapCTBECHHBIX CpCaACTB

COOTBETCTBYIOT CBEJCHHA PpE3yJIBTaTOB
FIPUEMOYHOTO KOHTPOJIS CBEIEHHAM B
TOBAPOCONPOBOANTENLHOH OKYMEHTALMH:

myHKT 46 [Ipasun
HaJUTeKaIlei
110 aCCOPTUMEHTY H KOJIHYECTBY? NpAKTHKH XPaHEHHS,

2
myskT 40 IIpaBui XpaHeHHA
JIEKapCTBEHHBIX CPEACTB

26. myHkT 46 TlpaBun

HaIexanen
MPaKTUKH XPaHEHHUS,;
myHKT 40 IIpasun xpaHeHus

0 Ka4ecTBY?
JIEKapCTBEHHBIX CPEICTB

nyHKT 46 IIpaBun
HaJuIeXallei

MpaKTUKH XPaHEHHUS,

nyHKT 40 ITpaBui xpaHeHHA
JIEKApCTBEHHBIX CPE/ICTB

10 COOMIONEHHIO CIIELHATBHBIX

yCIOBHMIA XpaHeHHs (TP HAJIMYMH TaKoro
TpeGoBaHKs B HOPMATHBHON OKyMEHTALMH Ha
nexapcTBEHHBII npenapar)?
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M0 HAJIMYHIO MTOBPEXKICHHUH
TpaHCIIOPTHOM Tape1?

myHKT 46 [Tpasun
Haexamen
[IPaKTHKH XpaHCHHUH,
myHKT 40 IIpasun xpaHeHus
JIEKApCTBEHHBIX CPEICTB

Co3nana nu IpUeMHas1 KOMUCCHS I
MPOBEACHUS TPHEMOTHOIO KOHTPOJIA,

myHKT 49 Ipasun
HaJIe)Kalel anTedHon

27. | yTBepiKIEeHHAS IPHKA30M PYKOBOIUTENA CyGhexra | PAKTHKH XpaHCHUA
PO3HHUYHON TOPrOBIH?
OdopMILTIOTCS JIH COITPOBOUTENBHBIC
JOKYMEHTHI C IIPOCTABJIEHUEM LITAMIIa O IIPUEMKE, | pypyr 46 [TpaBm
IOJIACHI0 MATEPHATEHO - OTBETCTBEHHOTO JIHIA, | yannexamnieli anTedHoM
3aBEpEHHOM MeyaThio ( IPH HAJIM4YAK) CyObeKTa NPaKTHKH
PO3HUYHOH TOPrOBIIH:
myHKT 46 IIpaBuin
cueTa - haKTyphl? HajyIe)Kaniel anTeyHoi
28. MPaKTHKH
TOBAapHO-TPAHCIIOPTHBIE HAKIIAIHEIE? nyHKT 46 IIpaBui
HaJjieXxaniel anTe4HoH
MPaKTHKH
myHKT 46 [TpaBun
peecTp IOKYMEHTOB IO KAYECTBY? HajyeXxaneit anTe4HoH
IIPaKTUKU
[TpoXxOoasAT I TOBApH! AITEYHOTO aCCOPTHMEHTA /IO | IyHKT 50 IlpaBun
Q. | T0Zia4U B TOPrOBYIO 30HY MPEANPONAKHYIO HaUIeXxaneil anTeuHoi
HIOATOTOBKY? MIPaKTHKH
nyHKT 29 [Ipasun
HaeHTHOHUUPYIOTCS JIH  XPaHAIHUECs IeKapCTBCHHEBIE HaJUTexalei nNpakTHkH
CPeACTBA B COOTBETCTBHH C IIPHMEHAEMO cyObekToM | XPaHCHHA,
30. | o6pameHus JekapCTBEHHBIX MPENapaToB CHCTEMOH nyHkT 49 IIpasun
yqera? HaJ1eKallled NIPaKTHKH
XPaHCHH.
nyHKT 47 [Ipasuin
31. | OcymecTBnsercs 1u xpanenne NeKapCTBEHHBIX HaJIeMAIICH NPAKTHICH

IpenapaToB ¢ y4eToM TpeGoBaHMii:

XpaHeHH;
nyHkT 40 IIpaBui
XpaHEHAs
JIeKapCTBEHHBIX
CpeACTB
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nyHkT 47 Ipasun
HOPMATHBHOM JIOKYMEHTALMH, COCTABJIAIOMIEH HaJUTeKALIeH TIPAKTHKH
PErHCTPaLHOHHOE TOChE Ha JIEKapPCTBECHHBIH XPaHEHHUS;

npenapar? nyHKT 40 IIpaBui
XpaHEHHS
JIEKApCTBEHHBIX
CPEICTB

nyskT 47 IlpaBun
HajjIexanei MpakTHKH
XpaHeHHs;

myHkT 40 [Tpasun
XpaHEeHHs
JIEKapCTBEHHBIX
CpencTB

MHCTPYKIIMH TI0 MEIULIHHCKOMY IPHMEHEHHIO?

nyHkT 47 Ilpasun
HajIexKale NpaKTHKA

nH(OpMALUK, cofepXKaleiics Ha IEpBUYHOH 1 XpaHCHU,
(WUTH) BTOPUYHOM YIIaKOBKE JIEKapCTBEHHOTO myHkT 40 IIpaBun

npenapara ¥ TPaHCIIOPTHOH Tape? XpaHCHHA
JIEKapCTBEHHBIX

CpeICTB

Pa3MelaloTcs S JISKapCTBEHHBIE MPerapaThl

B MMOMELIEHHAX M (WIH) 30HaX JUIA XpaHCHHS mynxt 49 [Ipasun
JIEKApCTBEHHBIX NPENApPaTOB B COOTBETCTBUH C HajUTeKalIel TIPaKTHKH
Tpe6oBaHUIMH HOPMATHBHON JOKYMEHTALIMHA 1 (wm) | xpaneHus;
TpeGOBaHUAMH, YKa3aHHBIMH Ha YIIaKOBKe mynkt 8 [Tpasui
JIEKapCTBEHHOTO TIpenapara, ¢ y4eTom: XpaHEHHS

JIEKapCTBCHHBIX CPENCTB

myHKT 49 [1pasun
(bH3UKO-XUMHUECKHX CBOWCTB HaJlIeXkalei mpakTHKH
UICKapCTBCHHBIX npenapaTOB? XpaHeHPIﬂ;

nyHKT 8 [IpaBui
XpaHCHUs
JIEKapCTBEHHBIX CPENICTB

nyHKT 49 IIpaBun
HaJIexamei npakTHKe
XpaHeHUs;

nyHKT 8 [IpaBun
XpaHEeHHs
JIEKAPCTBEHHBIX CPEJICTB

32.

(papMaKoJIOrHYecKux rpyr?

nyHKT 49 [Ipasun

HaJUIeXKalled NpakTHKH
criocoba BBEICHHUA XpaHeHus;

TexapcTBEHHBIX MPENapaTos? mynxr 8 TTpasu

XpaHEeHHUs
JIEKApCTBEHHBIX CPEIICTB
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myHKT 52 IIpasun
HaJJIeXKaIEeN IPaKTHKH
XpaHsATCs TA CBETOUYBCTBUTE/ILHEIE XpAHEHH,;
33, | IexapcTBEHHEIC IPENIapaTEl B 3AIIMIICHHOM OT TyHKTE 24-26 TIpasu
cBeTa MecTe? XpAHEHHS
JIEKapPCTBEHHBIX CPE/ICTB
nyHKTH 21, 47 I1paBun
HaJyIeXaIleH IPaKTHKA
XpaHsTcs JIM BIaro4yBCTBHTEIbHbBIC
XpaHEHHUS;
34, | IEKapCTBEHHEIE CPE/ICTBA B 3AIIMIICHHOM OT nysxs: 27-29 Tlpasin
BJIaru Mecre?
XpaHeHHA
JIEKApCTBEHHBIX CPENICTB
HazHaueHo JiM OPHKA30M PYKOBOJIUTENS CyOBEKTa
PO3HHYHO# TOPrOBJIM OTBETCTBEHHOE JIUIIO 32 nyHKT 66 IIpaBun
35. | paboty ¢ danbCuHIMPOBAHHBIMA, HaJIexanieil anTeuHon
J06pOKAYECTBEHHBIMH, KOHTPa(aKTHEIMH TIPaKTHKH
TOBapaMH ANTEeYHOTO aCCOPTUMEHTA?
W3onupoBaHsl JIM CIIENHAIEHO nysxr 55 [pasun
36. | mPOMapKupoBaHHBIE IeKAPCTBEHHbIE IPENAPATHY, | ya examelt MPAKTHKH
npeaHa3HAYEHHbIE U1 YHHITOXKEHUA? XPaHEHHS
nyHKT 30 IIpaBun
W3omapoBansl nu: HauteKamei
NPaKTHKHA XPaHCHUS
TeKapCTBEHHBIE NIPENApaThl, B OTHOIICHAH nysxr 30 TIpapm
KOTOPBIX IIPHHATO PENMIEHUE O MPUOCTAHOBICHUH | yronexcamei
37. TPUMEHCHHA? IPAKTHKH XPaHEHHs
lIeKapCTBEHHBIE IIPENaparhl, B OTHOIICHHH nysr 30 Tpasu
KOTOPBIX IIPHHSATO PellleHAE 00 U3bATUH U3 HateKamel
obparmienus? IPAKTUKHA XPaHEHHs]
danscuduuupoBaHHbIe, HeTOOPOKAYECTBEHHbIE H | IIYHKT 30 Ipasun
KOHTpa(aKkTHbIE JIEKAPCTBEHHBIE IPETIapaTh? HaJIeKaImen
MPaKTHKH XpaHeHMs
WMeroTcst  IOKyMEHTBI, OTMCHIBAIOIIHNE JICHCTBHA,
BHIMOJTHAEMBIE CyOHEeKTOM 00paIeHHs JIEKApCTBEHHBIX
TpenaparTos, HanpasJieHHbIE Ha COGMmoneHHe nyHKTH! 41-43 TIpaBu
TpeGoBaHuii, ycTaHOBJIEHHBIX [IpaBuIaMu HaUIeXallel MPaKTHKK
HajJIeKalei MpaKTUKY XpaHeHHUS XpaHeHHs
38.

MHCTPYKLIHUH?

nyHKTHI 41-43 [IpaBun
Hannexcamel‘/’l IMPaKTHKH
XpaHeHHUs

CTaHJapTHbIE OMEPallMOHHBIE
npouexypst (COIe)?

nyHKTHI 41-43 TIpaBun
Hajuiexale MpaKTHKH
XpaHEHHA




OTHeTHI (CBOIHBIE XypPHAIIbI)?

nyHKTH 41-43 IpaBun
Hajsexaiei MpakTHKA
XpaHeHHs

OroBopbI?

nyHKTH 41-43 IlpaBun
HaJyIexKale NpakTHKA
XpaHEHHs

BeneTcs 1M y4eT JIEKapCTBEHHBIX CPEJICTB €
OrpaHHYEHHEIM CPOKOM I'OJHOCTH Ha GyMaXKHOM
HOCHTEJIE UK B DJIEKTPOHHOM BHJIE C
apxuBauuen?

nyHkT 11 IIpasuia
XpaHECHHS
JIEKApCTBEHHBIX CPEICTB

VY cTaHOBIIEH JIH PYKOBOIHUTCIICM opranusanuy
HOpAJIOK BEACHUS y4CTa JIEKapCTBECHHBIX CPECACTB
C OTpaHHUYCHHBIM CpOKOM?

nyskT 11 Ipasun
XpaHeHUs
JIEKapCTBEHHBIX CPEJICTB

Wmeercs M1 pa3paGOTaHHBINA U YTBEPKICHHbIA
KOMILJIEKC MEp HanpaBJICHHBIX Ha MUHHMH3ALHIO
pHUCKa KOHTaMHHAIIUH JIEKAPCTBEHHBIX
IIPENapaToB, C YYETOM YCIOBHH COOMIIONCHA
3amUThI OT ()aKTOPOB BHELIHEH CPElBI C
oopmnenuem:

nyHKT 24 ITpaBun
HaJUTeXxXanei
MpaKTUKH XpaHCHUS

[IpUKa30B?

myHKT 24 IIpaBui
Hamiexarei
MPaKTUKK XpaHCHUA

nyHKT 24 [Tpasun
HaJJIeXaIen
TIPaKTHKH XpaHEeHHS

HHCTPYKIMHA?

nyHKT 24 Ilpasun
HayIexaInei
IOPAaKTUKK XpaHCHUS

PeructpupytoTcs JIM pe3yabTaTbl TEMIEPATyPHOTO
KapTHPOBaHH 151 BJIQXXHOCTH
B CHENHATBHOM KypHaiue (KapTe) PerdcTpaluu
Ha GyMaXHOM HOCHTeNe H (WIH) B SIEKTPOHHOM
BHIE €XCTHEBHO, B TOM 4HCJIE€ B BBIXOIHEIC
¥ TIpa3qHAYHbIC JHU?

ryskT 21 Tlpasun
HaJUTeKalleH

MpPAKTHKH XPaHEHHS,
nyHKT 23 TIpaBun
HayIeKaIIeH

NPaKTUKH XPaHEHHU;
nyHkT 7 IlpaBui xpaneHus
JIeKapCTBEHHBIX CPEICTB

(kapTBl)  perucTpaLdH
B TEUEHHE JBYX JIET?

XpaHarcs M KypHalbl
TeMIIePaTypHOro KapTHPOBaHUA

ryHkt 21 [Ipasun
HaJUIeXKaLLEH
IIPAKTHKH XPAaHCHHUA,
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nyHkT 23 [Ipasun
HaJUIeXalleH

NPaKTHKH XPaHCHHS,
nyHkT 7 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

44. myHKT 51 Ilpasun
CoOmoaeTcss M 3aIpET Ha  XpaHeHHE Y
HaJJIeXxaIeil NpaKTHKH
OTHEOIIaCHLIX ¥ B3PBIBOONACHEBIX JIEKAPCTBEHHBIX
XpaHEeHUS
IpenapaTroB BJAJH OT:
nyHKT 51 Ipasun
orus? HajUIexanel MpakTUKK
XpaHEHHUs
myHKT 51 IIpasun
OTONMTENBHBIX IPHOOPOB? HaJJIe)Kame NpakTHKH
XpaHeHus
nyskT 51 Ipasun
BO3AEHCTBHS [IPAMBIX COJHEUHBIX JTydei? HaJJIexKaImeH IPaKTHKA
XpaHEHHUS
45. myHkt 20 [Ipasun

Cobmonaercs 3anpeT Ha XpaHeHHe B IIOMCIICHUSAX
XpaHCHUA JICKAPCTBCHHBIX npenaparosB:

HajIexaIne IpakTHKH
XpaHEHUsA

NHIIEBBIX MPOTYKTOB?

nyHkT 20 IIpasun
HaJjIe)KameH MpakKTHKA
XpaHEeHHs

TabGayHbIX W3ACIHI?

nyHKT 20 [IpaBui
HaJUIeXXaled IpaKTHKH
XpaHEeHUs

HAITUTKOB (32 HCK/IIOYEHHEM [TUTHEBOH BObI)?

myHKT 20 [TpaBui
HaJIeXKaIeH IIPaKTHKA
XpaHEeHHS

JNIEKAPCTBEHHBIX MPETAapaToB, NPeAHA3HAYCHHBIX 1A
JTMYHOTO UCTIONBE30BaHUs pabOTHUKAMH?

myskT 20 [pasun
HaJIeXKaIle! IIpaKTHKH
XpaHEHUS

(nomxuocTs 1 GO DOMMKHOCTHOTO JIHIA, 3AI0THHBIIETO HPOBEPOYHBIH JICT, ITOMUCH, JiaTa)

(momxrOCTh U GMIO NOHKHOCTHOTO JIALA FOPHAMYECKOrO JIMIA, IPHCYTCTBOBABIICTO IPH
3ar0THEHHH [IPOBEPOYHOTO JIUCTA, IIO/IHCE, 1aTa)
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IMprnoxenue Ne 9
K TpuKasy deneparbHON CIryKObI
TI0 Haa30py B cepe 3ApaBOOXpaHEHH

ot (9 1140/ o JyA8

dopma

IIpoBepo4YHBIi JHCT
(CIHCOK KOHTPOJIBHBIX BOIIPOCOB),
ucnoJb3yemblii @eaepalbHOil cy:x00ii no Haa30py B cdepe 3ApaBOOXpPaHEHHS
H ee TePPHTOPHAILHBIMH OPraHAMH NPH NPOBEICHHH MIIAHOBLIX MPOBEPOK MPH
ocymiecTBJIeHHH (peaepajibHOro rocyJapCTBEHHOro Ha30pa B cepe obpamieHus
JIEKAPCTBEHHbIX CPEJICTB
(XpaHeHHe JeKapCTBEHHBIX MPenapaToB s MEAHIHHCKOTO NPUMEHEHHS
MHIHBHAYANbHBIMH NPeANPHHUMATEISMH)

(HaMMEHOBaHUe OPTaHa, OCYILECTBIIMOMEr0 MIAHOBYIO IIPOBEPKY)

1. Buz rocy1apcTBEHHOTO KOHTPOJIA (Haa30pa)

2. TlpeameT IUIaHOBONH TPOBEPKA IOPHUAMMECKMX JIHMI[ M HHIMBHAyalbHBIX
npenpHHMMATENe OTPaHHIHBAETCS 00S3aTeNbHEIMH TpeGOBaHMAMH, COOIIOIEHHE KOTOPBIX
gBIsieTcss Haubonee 3HAYMMBIM C TOYKH 3PEHHS HENOIMYINCHHUS BO3HMKHOBCHUS YIPO3BI
NpHYHHEHHS Bpea KH3HH, 310POBbIO IPaXIaH, H3JI0XKCHHBIMHU B dbopMe IPOBEPOYHOTO JIHCTA
(CIIMCKa KOHTPOJIBHBIX BONIPOCOB).

3. HaHMeHOBaHHE HOPHUAMYECKOTO IHLA, (aMuius, MMs, OTIECTBO (mpH HAJTHIYH)
MHAMBHAYaJIBHOTO MPEANPUHAMATEIS:

4. Mecto IpOBEACHUS IIAHOBOU MMpOBEPKH C 3aIll0JIJHEHUEM MPOBEPOYHOI'0 JIHCTA:

5. PexBH3UTHI TIPHKa3a O IIPOBEJCHUH NJIAHOBO# IPOBEPKH: OT Ne

6. YueTHBI# HOMEp IIPOBEPKH U 1aTa IPHCBOCHUS YUETHOIO HOMEpa IPOBEPKH B EnnaoM
peecTpe IIPOBEPOK: .

7. JIomKHOCTH, GaMIINsg M WHULHAIB! JODKHOCTHOIO JIMLA (nuIL), TPOBOIAIIEro(KX)
IUTAHOBYIO IIPOBEPKY:

1. ;

2. .
8. IlepeyeHb BOIPOCOB, OTPAXKAIOLIUX COAEPIKAHHE 00s13aTeNbHBIX TPeOOBaHUH, OTBET HA
KOTOpBIE OJHO3HAYHO CBHICTEIBCTBYET O cOOMIONEHNH WM HECOOMIOACHUN IOPUANIECKHM
JIUIIOM, WHIMBHIYaTbHBIM MIPEAIPHHAMATENEM 00513aTebHBIX TpeOOBaHUH, COCTaBILTIONIMX
IpeaMeT NIPOBEPKH:




PexBH3HTHI
HOPMATHBHBIX

BuiBoj 0 BHINOJIHECHAN
TpeGoBaHmi

IPaBOBLIX AKTOB, €
yKa3aHHeM HX
CTPYKTYPHBIX €IMHHMII,
KOTOPBIMH
YCTaHOBJICHBI
00a3aTeJILHBIC
TpeboBaHHUA

BOl'lpOCbl, oTpaxawmue COJACPIKAHHC

06s13aTeJILHBLIX TPeOOBAHMI HeT

n/n Az

®efepaibHbiii 3aKoH OT 12 ampens 2010 r. Ne 61-®3 «O6 oGpaieHnN JeKaAPCTBEHHBIX CPEACTB»
(Cobpanne 3aK0HOAATENLCTBA Poccniickoii ®enepanuu, 2010, Ne 16, crt. 1815; 2016, Ne 27, ct. 4283)
(nanee - 61-@3); IlpaBnaa pajiexameli NPAKTHKH XPAHEHHS H TEPEeBO3KH JIEKAPCTBEHHBIX
npenapaToB /Uil MEIMIMHCKOro NpHMEHEHHH, YTBEPAJICHHBIC npukazoM MuHHHCTEPCTBA
3apaBooxpanenus Poccuiickoit ®enepaunun oT 31 aprycra 2016 r. Ne 646H (3aperncTpHpOBaH
Munucrepcrsom foctaun Poccniickoit ®enepanun 9 ssuBaps 2017 r., peracrpannonnbii  Ne 45112)
(nanee — [IpaBuia HafIexkamedl NPaKTHKH xpanenns); IIpaBuia Rapnexameii anTeuHoH NPAKTHKH
JIeKApPCTBEHHBIX IMpenapaToB Ais MeIHMIHHCKOro NpHMEHeHMH, yTBepiKICHHbIE NPHKAIOM
MunncrepcTsa 3apasooxpanenust Poccuiickoii ®Menepanad 0T 31 aerycra 2016 r. Ne 647n
(zaperncTpHpoBan MUHHCTEPCTBOM IOCTHIHH Poccnmiickoii ®enepanmu 9 smBaps 2017 r.,
perncrpanuonusiii Ne 45113) (manee — Mpasnaa Hajjaexameil anTedHoH npaktikn); [IpaBriaa
XpaHeHHs JeKapPCTBEHHbIX CPEACTB, YTBePKACHHbIC HPHKAIOM MHRHCTEPCTBA 3PABOOXPAHCHHS H
conuaibHoro passurus Poccuiickoii ®@enepannu oT 23 asrycra 2010 r. Ne 7061 (3aperucTpupoBaH
Munucrepersom octunun Poceniickoii ®enepaunu 4 oxrsGps 2010 r., perucTpanuoHHbIA Ne 18608)
¢ H3MEHEeHHAMM, BHECEHHbIMH IPHKA30M MHHHCTEPCTBA 31PaBOOXPAHEHHS H COLHAILHOTO PASBHTHS
Poccuiickoii ®exepannn or 28 gexabps 2010 r. Ne 12211 (3aperacTpupoBan MHHHCTEPCTBOM
rocranan Poccniickoit ®enepanun 4 dpespansn 2011r., perncrpannonnbiii Ne 19703) (nanee —Ipasn.ia
XpaHEHHS JIEKAPCTBEHHBIX CPEACTB)

Yupasjienne KadecTBoM (CTarbs 55 61-®3; raapa II TlpaBua Hapexamei anTe4HOi
MPaKTHKH)

VTBEpK/IEHBI JI1 PyKOBOJHTE/IEM CYOBeKTa | MyHKT 4 ITpasun

oOpalleHHst  JIEKapCTBEHHBIX  CPEICTB | HajUleXallel anTedHoH
| | crannaprHEle onepaumoHHble MPOLEAYPE! | MpaKTHKA

(nanee — COII)?

HMeeTcs JId AOKyMEHTaL|s CHCTEMBI

KayecTBa Ha GYMaKHBIX U (HITH) skt 5 Ilpasun

5JIEKTPOHHBIX HOCHTEJIAX: HajUTexallel anTeqHoH

MPaKTHKA

TIOAMYHKT «H» ITyHKTa 3
[MpaBwi HaIexKaLIEH
arrTeYHOM MPAKTHKH

JKypHAJ perHcTpalliy MPUKa30B
2. (pacropskeHHi) 1o CyGbeKTy
PO3HMYHOMN TOProB/IH?

YKypHaJI ©KEITHEBHON PerHCTpaluy
NapaMeTpoB TEMIIEPATYPhI U
BJIQYKHOCTH B MOMEILECHUAX IS
XpaHeHHs TeKapCTBEHHBIX
npenapaTon?

TIOAIYHKT «K» ITyHKTa 5
TMpaBu HaameKalen
anTeYHOM IPaKTHKHU




HKypHaT IEPUOAMHUECKOH PEerHCTpaliiy
TEMIepaTyphl BHYTPU XOJIOAUIHHOTO
oGopynoBaHus?
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MOAMYHKT «1» MyHKTa 5
IMpasmn HajUIeKalIEH
anTe4YHOM ITPaKTHKH

biKypHAT ydeTa OnepaLuii, CBA3aHHBIX C
oG palleHHeM JIEKapCTBEHHBIX CPE/ICTB,
BKJTIOYEHHEBIX B IEPEYCHb
IeKapCTBEHHBIX CPEACTB, MOIEXKAIHX
peIMETHO-KOJIHYECTBEHHOMY yUeTy
(mpy HasTM4MK)?

NOAMYHKT «M» IyHKTa 5
[Mpasun HapIexalen
anTe4HOH MPaKTHKH

JYpHaJI yueTa JIeKapCTBEHHBIX
IpenapaTos ¢ OrpaHMYEHHBIM CPOKOM
rogHOCTH?

MOMIMYHKT «P» IYHKT 5
[MpaBun HauIeKaIEH
anTevHo!N NMpaKTHKH

bKypHAIT ydeTa NOCTYIUIEHHUs H pacxona
BaKIHH (IpH HATH4UH)?

HOAMYHKT «X» ITyHKT 5
[MpaBun HaIeKamen
anTeyHOH MPaKTHKH

PKYpHaJl ~ perucTpalHu
MPUEMOYHOTO KOHTPOJIA?

pe3yNbTaToB

MOIMYHKT «(» MyHKTa 5
TpaBun Hamexauei
arTeYHOM NPAKTHKH

5 0:1

acT

a. [loMemeHus A XpAaHCHHA JICKAPCTBEHHLIX II

enaparoB (craTtbhsa 58

61-®3, raasa IV IlpaBun Hagdexamedl npakTHMku xpanenus; IlpaBuia XpaHeHHS

JIeKapCTBEHHBIX cpeacTs; ri1asa V Ipasui Haaaexamtei anTeqHol i

AKTHKH)

iMeroTcs 1M HeoOXOMMBIE IOMELIEHHS
WJIK) 30HBI, IPHHAUTEKALINE aITTeYHON
OpraHu3alMK Ha IpaBe COOCTBEHHOCTH MU

myukt 11 Ilpasun

3. [Ha MHOM 3aKOHHOM OCHOBaHHH, aTeKaNeH TPAKTHKY
He0O0XOqMMBIE [Tl OCYLIECTBIICHUS XpaHEHNS
NesATeLHOCTH [0 XPaHEHHIO JIEKAPCTBEHHBIX
npenapaTos?

Hmeercs iu 0603HaUEHHAs 30HA WK
at myHKTH! 15, 16 ITpaBuin
4 OT/IEJIBHOE MOMEIICHHE TPHEMKH A UIeKAIeH MPAKTHKH
!7
JIEKapCTBEHHBIX MPENapaToB? XpaHeHHUs
Hmeercs mu 0603HaueHHas 30HA WIU 15. 16 11
OT/IENILHOE TIOMELIEHHE XPaHEeHHs [IYHICTET >, pasut
5 n i P HaJIexallel NpaKTHKA
.| nexapcTBeHHBIX IIpenapaToB, TpeGYHOIMX  paHeHHs
crieyHanbHBIX YCIOBHH?
HmeeTcs M U1 XpaHEHUS BBIABJICHHBIX
danscrdu HH;IBaHI:-ILIX myHKTHI 15, 16 IIpasun
p > Haiexale NpaxTHKA
HeJJ0OpOKa4EeCTBEHHbIX, KOHTpadaKTHBIX X paHEHHS
JIeKapCTBEHHBIX NPENapaTos:
6. myHKTHI 15, 16 IIpaBui

0003HaueHHAas 30Ha?

HaJIeKalel NpakKTHKH
XpaHeHHA

OTHENbHOE NTOMELeHue?

myHKTH 15, 16 Ipasun
HajIexallel MpakTHKH
XpaHEHHS




HMeeTcs 1M 30HA WITH OTHEIBHOE
noMenieHye, obecrieyuBaromas
TpeGyeMble YCIIOBHS XPaHEHHUs
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IMyHKTHI 15, 16 IIpasun
Hayexaliell MpakTHKH

7. XpaHEHHNS;
JIEKapCTBEHHBIX NpenapaTos UL
KapaHTHHHOTO XPaHEHHs JIEKAPCTBEHHBIX
npenapaToB?
OcBelleHbI JI¥ TOMELICHNS Y 30HBI, nyHKT 17 IIpasuit
g | Memop3yeMsie i XpaHeHNs Ha/UTeXallei npakTHKH
JIEKapCTBEHHBIX TpenapaTos? XpaHCHHA
OrtneneHsl M aIMUHHCTPATHBHO- ) mymxr 19 Tpaswr
g | ObITOBbIE MOMEIIEHUS  OT NOMELIEHHHA HAUIeKAIEH TIPAKTHKH
XpaHEHHs! JIEKapCTBEHHBIX MPENapaTos? XpaHeHHA
Hmeetcs T1 oTAenbHas 30HA (mxadbr)
JUIS XpaHeHus 0GOpyAOBaHKs, MHBeHTaps | IYHKT 25 Ilpasui
10, | ¥ MaTepHasioB Jis y6opkH (OYHCTKH), & HaJIealled PaKTHKH
TaXKE MOIOLIMX U Je3UHPHLIHPYIOIHX XpaHCHHA
cpencts ?
Tomomres W Soops IS | e 25 o
11. npenaia"ro;) B COOT;I:T:'I};I/II/I cH ’ HAIICHAIIEH Hpaictis
XpaHEHHUs
COllom?
HMeetcs i Ii1ajKas OTOEIKa
o myHKT 25 [Ipasun
MOMEIEeHUH AJid XpaHCHHU .
HaJJIeXKamed IPpaKTHKH
JIEKapCTBEHHBIX NPETapaToB .
XpaHEHHU,
. (BHYTpEHHHE IIOBEPXHOCTH CTCH, nynkT 6 [Ipasm
+ | moTosKOB), AOMyCKAIOLIAs } XpaHEHHs IEKapCTBEHHBIX
BO3MOXXHOCTH IIPOBEICHHUS BIAXKHOH CpencTB
yOOpKM H HCKIIIOYAoIIas HAaKOIUICHHE
bUIA?
O6ecneueHa JIH 3alUTa IOMEIICHHH
JUIs XpaHEHHUs JIEKapCTBEHHBIX mysxr 26 Tpasmn
13. | MpemapatoB OT MPOHUKHOBEHHA HaJUTeIKAIeH TIPAKTHKA

HACEKOMBIX, IPBI3YHOB HIIH JIPYTUX
JKUBOTHBIX?

XpaHEeHHUs

Hndpacrpykrypa. O6opyaosanue (rjiaBa

TIpaBnJia XpaHeHHs JIEKAPCTBEHHBIX CPEACTB)

14.

Nmeetcs m HE00X0IUMOE
oGopynoBaHHue (B XOPOILIEM COCTOSTHAM
a YHCTOE), TpHHAIEKAIIEe
OpraHM3allfi Ha IpaBe COOCTBEHHOCTH
W/IM Ha HHOM 3aKOHHOM OCHOBAHHH?

nyskt 11 IpaBun
HaJIexaIeH IpakTHKA
XpaHEeHHs

15.

OcHaleHsl JH  ITOMEIIEHUS I
XpaHEHHs] JICKApPCTBEHHBIX  CPEJICTB
npudopamu TSt perucTpanum
mapaMeTpoB BO3/yXa:

myHkT 7 [TpaBui
XpaHeHHUs
JIEKapCTBEHHBIX CPEJICTB

IV IIpaBun Hajpjekamedl MPaAaKTHKH XPaHEHHS;
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nyHkT 7 [IpaBun
XpaHEHHUs
JIEKapCTBEHHBIX CPEJICTB
TepMOMETpaMH? myukr 37 [Ipasun
HaJUTEXAIeH IPaKTHKH
XpaHeHHs
myHKT 7 [IpaBui
XpaHEeHHUs
JIEKAPCTBEHHBIX CPEICTB
rUrpOMETpaMH? myskT 37 TIpaBui
16. HajiexKalei NpaKTHKA
XpaHCHH
nyHKT 7 [IpaBun
XpaHeHHS
JIEKAPCTBEHHBIX CPEICTB
3IEKTPOHHBLIMH TUTPOMETPaMH? myHkT 37 [Ipasuin
Hajuiexalei NpakTHKA
XpaHEHUA
myHkt 37 Ilpasun
TEPMOTUTPOMETPaMH ? i;’:ﬁ:f;:;ue“ TpacTHic
PazMemaroTcss N1 HU3MCPUTENIbHBIC
gacTH MNpHOOpPOB [UIA PErHCTpalluH —
{7, | mapameTpos BO3AyXa Ha PacCTOTHHH A—
He MeHee 3 M OT JBEpeH, OKOH H
JIEKapCTBEHHBIX CPE/ICTB
OTONMTENBHBIX MPUOOPOB H HA BBICOTE
1,5-1,7 m ot mosna?
Peructpupytorcs M IIOKa3aHMA
IpuOOpOB JUIsL PErUCTpaIy
napaMeTpoB BO3IyXa €XETHEBHO B
CIEeIHATBHOM KypHaie (kapte) | MyHKT 7 [IpaBun
18. | perucTpauyuu Ha GyMa)XHOM HOCHTENE | XpaHCHUA
YUIH B SIEKTPOHHOM BHJIE C apXMBAIMCH | TIEKapPCTBEHHBIX CPE/CTB
(I1s  DNEKTPOHHBIX  TMTPOMETPOB),
KOTOPBI  BeleTcs  OTBETCTBEHHBIM
JuIoM?
CepTuuuppoBaHbl, KaauOpOBaHbl H IyHKT 7 TTpasan
[IOJIBEPratoTCs b1 TIOBEpKE
9. KOHTpONHMpyomue  npubopsl ULl XPaHCHIA
N JIEKapCTBEHHBIX CPEJICTB
PETHCTPAllH IapaMeTPOB BO3AyXa !
Hmeercs 1M XOIOAMIBHOE
20. myHKTHI 21, 36, 37

o0opynoBaHHeE:

[MpaBun HaUIeXKaIIEH
[IPaKTUKH XpaHEHUST
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XOJIOAWIBHBIE KaMEphl MIIH
CIeLMaIBHO 000PyIOBAaHHOE
nomelese”?

nyHKkTei 21, 36, 37
[MpaBun HauIeKaIEH
IIPaKTHKH XpaHEHUS

(apMarieBTHIECKHE
XONOAUIbHEIE ITKa(bI MK
XOJIOMMIGHHK JUISL XPAHEHUS
TepMOJIA0MITBHBIX
TeKapCTBEHHBIX CPEACTB?

nyHkTH 21, 36, 37
IMpaBun HajuIeKaIeH
MpPaKTHKK XpaHECHHS

NMeroTcs ¥ CHCTEMBI
KOHIMIIMOHHUPOBaHHS B IIOMEIICHHUIX

nyHKTet 21, 36, 37
IIpaBun
HaJlIeXKamen paKTHKH

21. | xpanenus TeKapCTBEHHBIX XpaHCHHA,
npenaparoB? nyHKT 4 [IpaBAi
XpaHEeHWs JICKapCTBEHHBIX
CpEeACTB
nyHkThI 21, 36, 37
[TpaBun
VIMEIOTCS T CHCTEMBI BEHTHISIIMA B | 1o yneeamedf paKTHKH
9 | HOMEIIEHAAX XPaHEHHUS XaHeHHS;
JIEKapCTBEHHBIX IPeNapaTos? myskr 4 [pasun
XpaHeHHUs JICKapCTBEHHBIX
CPELCTB
WMerotes mu mKadbl METATHYECKHUE
WY IepPeBAHHBIC U1 XpaHCHUS mysxr 31 Tlpasw
3. | eKapCTBEHHBIX MPENapaToB, HaJUIeKameH
IOJUIEXKAIIAX IIPEIMETHO- NPaKTHKH XPAHEHHS
KOJIMYECTBEHHOMY y4eTy?
Vimeercs mu  mioMGup A
olneyYaTHIBAHHA B KOHIE paboydero JHA
mKapoB METATHICCKUX HITH ) nyskr 31 Tpasmn
24, | AepeBSHHBIX (HH MOMEIICHUR) [UI HauTeKaIei
XpaHEeHUs JIEKapCTBEHHBIX NPAKTHKH XPAHEHHs
TpEeIapaToB, OJIEXKAIIMX IPeMETHO-
KOJIMYECTBEHHOMY y4eTy?
nyHKT 29 Ilpasun
HaJIeXalley IPaKTHKA
XpaHEeHHUS;
HIMeroTCs JId B MIOMEILEHHUAX JUIS nyHKT 31 IIpasun
XPaHEHHs JIEKapCTBEHHBIX MPENapaToB: HaJUIeXXallel IPaKTHKA
2. XpaHCHHS;

myHKT 5 IIpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CpeICTB

creiutaxu?

myHKT 29 [IpaBun
HaJUIeXKaled IpakTHKA
XpaHEHUS,
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myskt 31 Ilpasui
HaJyIeXKaIeH IPaKTHKA
XpaHeHu;

nyHKT 5 IIpaBun
XpaHeHHs JIEKapCTBEHHbBIX
CPEICTB

nyHkT 29 Ilpasun
HaJyIe)Xaled IpakTHKA
XpaHEHHUS;

nyHkT 31 Ipasun
mcadrr? HaUIeXaIIeH TPaKTHKH
XpaHEHH,;

myHKT 5 [IpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CpencTB

oyHkT 29 IIpasun
HaJyIe)Xamen TpakTHKI
XpaHEHUs;

myHKT 31 IIpasm
TOJUIOHEI? HaJUIeKaIei MTpaKkTHKA
XpaHCHH;

nyHKT S5 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB

myHKT 29 Ilpasun
HaJIe)xamed IpaKTHKA
XpaHCHHS,

nyskT 31 Ilpasun
HaJIIe)KanleH NPaKTHKU
XpaHECHHUS,

nyHkT 5 [IpaBun
XpaHEHHUS JIEKAPCTBEHHBIX
CpEnCTB

[OATOBAPHUKH ?

VMeroTcs I 3amacHble OBEPEHHEIE
CpEe/ICTBA H3MEPEHHUs B Cllydae
pEMOHTa, TEXHHYECKOTO

26. | obciyXuBaHUs, IOBEPKH
06OpyIOBaHHs U CPECTB H3IMEPEHHUS !

nyHKTH 39, 40 I1paBun
HaJJIeXKAaIIEeH IPaKTHKI
XpaHEHHU;

myHKT 7 IIpaBun
XpaHEHHUs JIEKapCTBEHHBIX
CpeacTB

IIponeccnl  IesTeILHOCTH  cyOBbeKTa pO3HHYHON __TOPTOBJM _TOBAPAMH ANTETHOIO
accopTuMenTa. JleficTBus cyObeKTa o6pamenus JeKapCTBEHHbIX NPENAPATOB 1O XpaHeHHIo.
JoKyMeHTBI 0 XPAHEHHIO JIEKAPCTBEHHbBIX MPENaparos. Ouenka JesaTeJbHOCTH (CTaThs 58,
myHkT 3 crarbu 9 61-®3; rasa V, VI IIpaBna pagexameii npakTuku xpanenusi; [IpaBniaa
XpaHeHHsl JIeKAPCTBEHHBIX CPeICTB; [JaBa VI u VIII IlpaBun Hapiexamedl anteqHoi
NPAKTHKH)

COOTBETCTBYIOT JIH CBEICHHA nyHkT 46 [Ipasun
Pe3yJIbTAaTOB MPHEMOYHOr0 KOHTPOJIA HaIexaen
27. | cBeneHMAM B TOBApOCONPOBOAUTENBHOM NPaKTHKA XpaHCHHA,

nyHkT 40 TIpaBun xpaHeHuUs
JIEKapCTBEHHBIX CPECTB

JOKyYMEHTallHH:




[10 ACCOPTHMEHTY U KOJIMHECTBY?

myHKT 46 [Ipasun
HaJIexKaleH

NPaKTHKU XPaHEHHUS;

nyHkT 40 TIpapun XpaHeHHA
JIEKapCTBEHHBIX CPENCTB

1o Ka4ecTBY?

MyHKT 46 IIpaBun
HaJUIeKalneH

MPaKTUKH XPaHECHHUS;

nyskT 40 IIpaBui XpaHCHHA
JIEKApCTBEHHBIX CPENICTB

10 COOIIONECHUIO CTeLHANBHBIX
yCIIOBHMit XpaHEHHs (TP HAJTHIHUK
Takoro TpeGOBaHMs B HOPMATUBHOM
OKyMEHTALMY Ha JIeKapCTBEHHBIH
rpemnapar)?

nyHKT 46 IIpaBun
HaJUIeKalleH

MPaKTHKH XPaHeHHS;

nyukT 40 TIpaBuit XxpaHCHHA
JIEKAPCTBEHHBIX CPEJICTB

0 HAJIMYHIO OBPEXKACHHUIH
TPaHCIOPTHOH Tapbi?

ryHKT 46 IIpasun
HaJUIeXaleH

NPAKTHKH XpaHeHUS,;

nyHkT 40 TIpaBui XxpaHEHHA
JIEKApCTBEHHBIX CPEICTB

Co3gaHa MM TpHEeMHAas KOMHUCCHS JULL
TIPOBEAECHHUS TPHEMOYHOTO KOHTPOJLS,
yTBepKJECHHAs PUKa30M
PYKOBOATEIIS CYOBEKTa POSHHIHOH
TOProOBIH?

nyHkT 49 [IpaBun
HaIexKanel anTeuHoi
IIPaKTHKH XpaHeHUs

O¢opMIIOTCS JIH ¢ POCTABICHAEM
[IITAMIIA O PHEMKE, IOAMHACHIO
MaTepHaIHO - OTBETCTBEHHOTO  JIMLIA,
3aBepeHHOH Mevarsio (TIpH HaMYHH)
cyObeKTa pO3HHYHOH TOPTOBIIM:

nyHKT 46 IIpaBun
HaJJIeKaIel anTeuHo
MIPaKTHKH

cuera - paKTyps?

nyHKT 46 IIpaBun
HajJIeKalled anTeqHon
MPaKTUKH

TOBAPHO-TPAHCTIOPTHEIC HAKJIA/HbIC?

nyHKT 46 [TpaBun
HajUIexXale anTeqyHon
IIPaKTHKH
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peecTp IOKYMEHTOB 110 Ka4ecTBy?

nyHkT 46 IIpaBui
HaJpIe)Kalnei arTeqyHon
MPaKTHKH

HpOXOIUIT JIA TOBApHI alITCYHOTO

myakT 50 IlpaBun
HaJJIeXKauleH arTeqHon

30, | accOpTHMEHTa N0 MOJaH B TOPTOBYIO
30HY HpPEANPOAAKHYIO IOATOTOBKY? | HPaKTHKH
HaeHTUGUUHIPYIOTCS M XpaHsyecs gﬁﬁ:ﬁ%:mri%az;:xmm
JIeKapCTBEHHBIE CPEACTBA B XpaHeHuS;

3], | cooTBeTCTBHHM C npuMeHseMoi CyObeKTOM ryskr 49 Tpapmn
oGpalleHHs JIEKapCTBEHHBIX MPENapaToB | yanneskameit IPaKTHKK
cucTeMoit yuera? XpaHEHH,

OcCyLIecTBIISETCS JIH XPaHEHHE nyHKT 47 vaam’m
JIEKAPCTBEHHBIX TPENapaToB ¢ y4eTOM HaJIexKalleH MpaKTHKU
TpeboBaHUM: XpaHCHHUA,
nyHKT 40 [IpaBui
XpaHeHus JEKapCTBEHHBIX
CpEsACTB
HOPMaTHBHOH AOKYMEHTAlUH, TyHKT 47 HupaBHH
COCTABISIONIEH PervCTPALMOHHOE 0Cke | NAAICKALICH MPAKTHI
Ha JIeKapCTBEHHbIH npenapaT? XPaHCHHA,
myHKT 40 IIpasun
XpaHeHHs JIEKapCTBEeHHBIX
32. CPEICTB
nyHkT 47 IIpasun
HHCTPYKLMH 110 MEHIUHCKOMY HapIexalleH MPaKTHKH
MPHUMEHEHHIO? XpaHCHHUA,
nyHKT 40 IIpaBun
XpaHEeHUs TEKapCTBEHHBIX
CPEICTB
nyHKT 47 TIpasun
uH(OpMALHH, COepKalIeics Ha HajuIexalleH NpaKTHKY
nepBUYHOMN U (HJIH) BTOPHUYHOM yHaKOBKe XPaHCHUA,
neKapCTBEHHOTO IIpenapara u nyHkt 40 I1pasun
TpAHCIIOPTHO# Tape? XpaHEeHHs JeKapCTBEHHBIX
CpEICTB
Pa3memaroTces JiM JIeKapCTBEHHBIE
mpenapatbl B [TOMEIIEHHUAX U (WIH)
30HAX JUIA XpaHEeHH: JIEKAPCTBEHHBIX nyHKT 49 [Ipasun
npenapaToB B COOTBETCTBHH C HajUIeKamel PaKTHKH
TpeGOBaHHAMH HOPMAaTUBHOH XpaHEHHS,

33. JOKYMCHTAIIHA H (PIJ'[I/I) Tpe60BaHPI$IMPI, IIYHKT 8 HpaBpU[

YKa3aHHBIMH Ha YIaKkOBKE XpaHEHHS

JIEKapCTBEHHOTO TIpenapara, ¢ y4eTom:

JIEKapCTBCHHBIX CPCIACTB
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(bU3UKO-XUMHYECKUX CBOFCTB
TeKapCTBEHHBIX MPenapaTos?

myHKT 49 ITpasun
HaJJIexallei MpakTHKA
XpaHeHHs;

nyskT 8 [IpaBun
XpaHEHHS
JIEKApCTBEHHBIX CPEACTB

bapMakoIOrHuecKnX rpymmn?

nyHKT 49 [IpaBun
Ha UIexKauIeH pakTHKH
XpaHeHHS,

myHkT 8 [IpaBui
XpaHeHHs
JIEKapCTBEHHBIX CPE/CTB
myHKT 49 [Ipasun
HaJJie)Kaei MPakKTHKH
criocoba BBEINCHUA XpaHeHHs;
UITICKApCTBEHHBIX rlpenapaTOB? HyHKT 8 HpaBHH
XpaHeHust
JIEKApCTBEHHBIX CPEJICTB
nyHkT 52 IlpaBun
HaJlJIe)KaIeH MpaxTHKA
XpaHsTcs M CBETOUYBCTBUTEIIBHBIC XpAHEHHS,;
34, | eKapCTBEHHEIC MIpENapaTsl B rrynKTH 24-26 TTpasmn
3aIUIIEHHOM OT CBeTa MecTe? XpaHeHH s
JIEKapCTBEHHBIX CPEICTB
myHKTHI 21, 47 Ipasun
XpaHATCs TN BIaro4yBCTBUTENBHEIC HAJUICXKAIMEH NpAKTHI
35. | 1eKapCTBEHHBIE CPENICTBA B XPAHCHHA,
. myHKTHI 27-29 [Tpasun
3AIMINEHHOM OT BJIard MecTe?
XpaHeHUs
JIEKAPCTBEHHBIX CPENICTB
HaznaueHo 11 IIpUKa30M
PYKOBOZHTEIS CyOhEKTa PO3HAIHON
TOPrOBJIX OTBETCTBEHHOE JIAIIO 32 myHKT 66 IIpasun
36. paboty ¢ dpanscuhUIMPOBaHHBIMY, HaJJIeKameH anTeyHoi
J00pOKa4eCTBEHHBIMH, TIPaKTHKH
KOHTpaaKTHEIMH TOBapaMH
aITeYyHOro acCOpTUMEHTa?
M3011poBaHE] JIH CIEHHATIBHO
NPOMapKHPOBAHHKIC IeKAPCTBeRHble | TYHKT 55 lpasmi
37. | npemapatsl, npenHa3HaYEHHBIE IS HaJUIeXKaleH IPaKTHKY
YHAYTOXKEHUS? XpaHCHHs
38. myHKT 30 IIpasun
WzonupoBaHsl 4. HaUIeKAIIeH

IPAKTHKA XPaHECHHS




leKapCTBEHHBIE IIpEIapaThl, B
OTHOLIEHHH KOTOPBIX IIPHHATO
pernenye o0 H3bATAN U3 0OpaIIeHus?

nyHkT 30 [Ipasun
HaJJIeKaIen
IPaKTUKA XPaHCHUSA

lexapCTBEHHBIE IIPENapaThl, B
OTHOIIEHWH KOTOPBIX NPHHATO
peleHne 0 MPHOCTAHOBJICHUH
pHMEHEHUS ?

myHKT 30 IIpasun
HaJJIeKaIeH
TIPAKTHKA XpaHECHUS

banscupUI¥POBAHHBIE,

He 106 pOKadeCTBEHHBIE U
KOHTpadaKTHBIE JIEKAPCTBEHHbIC
Mpemnaparsi?

rnyHkT 30 IIpaBun
HaJJIexKamen
TIPaKTUKH XpaHEHUSA

HIMeloTcst T4 JOKYMEHTEI, OTTHCBHIBAIOIINC
IelCTBHA, BHIIONHAEMBIE CyOBEKTOM
obpalieHys 1eKapCTBEHHBIX NPENapaToB,
HarnpaeJieHHble Ha COOMOIeHHe
TpeboBaHuii, ycTaHOBIeHHBIX [IpaBunaMn
HaJUIeXaIIeH MPaKTUKH XpaHeHHUS:

myHKTH! 41-43 Ilpasun
HaTexalei NpakTHKA
XpaHeHHs

HHCTPYKIHUH?

nyHKTEI 41-43 IpaBun
HaJIe)Kaled IIPaKTHKH
XpaHeHHs

39.
CTaHL[apTHBIE oorﬁpagnonﬂme mynicter 41-43 TIpasit
TpoueRype! ( LI) ’ Ha,unexcameﬁ TMPaKTHKH
XpaHeHHs
OTdeTb! (CBOAHBIC XKYPHATBI)? myHKTH 41-43 [IpaBun
HaJuTeXalled NPaKTHKH
XpaHEHMA
OrOBOPHI? nyHKTE 41-43 [IpaBun
HajiyIe)Kalleil MPakTHKH
XpaHeHHS
Benercs i ydeT JIEKapCTBEHHBIX
CpeJCTB C OTPAHHYEHHBIM CPOKOM nyskr 11 Ilpasuna
40. | rommoctn Ha GyMaxHOM HocHTele Wi | XPaHCHHA JIEKapCTBCHHBIX
B 3JICKTPOHHOM BHJIE C apxuBammeri? | CPEACTE
YcTaHOBIIEH JIH PYKOBOJUTEIEM
OpraHM3ayH MOPAIOK Befenns ydera | IYRKT 11 TIpasun
41. XpaHEHUs JICKapCTBEHHBIX

JIEKapCTBEHHBIX CPEICTB C
OrpaHHUYEHHBIM CPOKOM?

CpeIICTB
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Nmeetca i pa3paboTaHHEIA H
YTBEPKACHHBIH KOMILIEKC Mep

HANpPABIEHHBIX Ha MAHIMHA3AIHUIO TyHKT 24 IpaBun
priCKa KOHTAMAHALIMH JICKapCTBEHHBIX HaJUIeXKaleH
IpenaparoB, C y4eTOM YCIOBHi NPaKTHKH XpaHeHHA
COoOMIOAEHNS 3aIUTEI OT (aKTOPOB
BHEIIHEH cpesl ¢ ohopMIIEHHEM:
nyHKT 24 IIpaBun
4. [IPAKa30B? HaJUIeKaleH
MPaKTUKH XPaHCHAA
myHKT 24 IIpasun
COIlos? HaJIexKaen
MpakTUKK XpaHECHUA
myHKT 24 [IpaBui
HaJyIexamen
HHCTPYKIMH? IIPAKTUKY XpaHEHHUS

43. | Peructpupyrorcsa b1’ pe3yabtathsl | myHKT 21 Ipasun
TeMIIepaTypHOTo KapTHPOBaHHUA U | HagnexaueH
BJIOXKHOCTH B | mpakTHKU XpaHEHU:,
CIIEIHATEHOM JKypHae (xapte) | mynkr 23 IpaBun
perucTparum Ha | Haanexamen
GymaxHoM Hocurene M (WIHM) B | [pakTHKW XPaHEHHS,
S]IEKTPOHHOM BHAE €XETHCBHO, B TOM IIyHKT 7 HpaBpU[ XpaHEHHA
YHCIIC B BEIXONIHBIC H | nexapCTBEHHBIX CPEIICTB
npasiHAYHbIE JHH.

44. | Xpanstca  am  okypHanmel  (kapTel) | myskt 21 Ilpasun
perucrpaluu TEMIIEPaTYPHOIo | HaiexKalen
KapTHPOBAaHHMS B TCUCHHE JBYX JIET? NPAKTUKY XPaHEHHUS,

myHKT 23 Ilpasun

HaJuIeXallei

MpPaKTUKH XPaHECHMS;

myHKT 7 IIpaBuin xpaHeHus

JIeKapCTBEHHBIX CPENICTB
45. myHkT 51 Ipasun

CobGmroaeTcs M 3alIpeT Ha XpaHECHUE
OTHEONMACHBIX W B3PBIBOOINACHBIX
JIEKapCTBEHHBIX NPENapaToB BJaJH OT:

HaJyIe)KaIed IPaKTHKA
XpaHEHHUA

orHs?

myHKT 51 Ilpasun
HaJyIexallel IpakKTHKA
XpaHEHHUS

OTOIHTENBHBIX TPUOOPOB?

myHKT 51 IIpaBun
HaJIeXaIed IPaKTHKA
XpaHEHHUs
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nyHKT 51 Ipasun
HaJIe)Kalled TPaKTHKA
XpaHEHUs

BO3ACHCTBHA TPSMBIX COJHEYHBIX|
Tyqeii?

46. myHKT 20 IIpasun
CobmofaeTcs 1M 3amper Ha XpaHEHUe B .
HaJyIeKamel IpaKTHKA

MOMEIIEHHAX XPaHEHHs JIEKapCTBEHHBIX "
Mpenaparos: XpaHCHHA

myHKT 20 [IpaBun
HaJIeXKaled IpaKTHKH

[MIIEBHIX POXYKTOB?
XpaHEeHHA

nyskT 20 IIpasun
HaJyIe)KaIled IPaKTHKI
XpaHEeHUs

TabauHbIX W3IEJIHH?

HATUTKOB (32 HCKITIOUeHHeM nuTbeol | TYHKT 20 IIpasun

BOZBI)? HaUIekKale IpaKTHKH
XpaHEeHUs
nyHKT 20 [Ipasun
JICKAPCTBECHHBIX npenaparos, .
HaJUIexKalne IpaKTHKA
npeaHa3HAYEeHHBIX ISt JIMYHOTO
XpaHEHHUs

HCTIONB30BaHus pabOTHUKAMK?

(nomxsocTh 1 GVIO OIDKHOCTHOTO JIHIIA, 3aM0HUBIIETO IPOBEPOIHBIH JTUCT, TIOMIIACE, JaTa)

(momxHOCTh B ®VIO TOIDKHOCTHOTO JTHIA OPH/IUIECKOr0 JIUIA, IIPUCYTCTBOBABIICTO IIPH
3aII0JHEHUM POBEPOYHOrO JINCTA, HOIHKCH, 1ATa)




ITpusnoxenre Ne 10
K mpukasy DenepanbHo# CIyXO5I
110 Ha30py B cepe 3ApaBOOXPaHEHHU

or O A4 Q1L Ne _F448

dopma

IIpoBepoYHBIii JUCT
(cnHCcOK KOHTPOJBHBIX BOIIPOCOB),
ucnoJb3yemblii @enepasbHoii ciiy:x00ii no Hax3opy B cepe 31paBOOXpaHEHHS
H ee TEPPHTOPHATBLHBIMH OPraHAMHE NPH NPOBeIeHHH IIAHOBLIX MPOBEPOK npHu
ocylecTBJIeHHH (pe/lepajbHOro rocy1apCTBeHHOro Ha130pa B cdepe odpalieHHsI
JIEKAPCTBEHHBIX CPEACTB
(mepeBo3Ka JIeKapCTBEHHBIX NPENapaToB A MEJHIHHCKOr0 npuMeHeHHs B
OpraHH3alHH ONTOBOI TOProBJM JEKapCTBEHHLIMH cpeacTBaMH)

(HaMMEHOBAHHE OPraHa, OCYIICCTRIAIOMIEro IIaHOBYIO IIPOBEPKY)

1. Bun roCyAapCTBEHHOTO KOHTPOJIA (nam3opa)

2. TlpemMer TwiaHOBOH MPOBEPKH IOPHAMYECKHX JMI 1 HMHIAUBUATYAJIBHBIX
IpeAmpUHAMaTeIei OrpaHHMBaeTCs 00A3aTeTbHBIMU TpeGOBaHUAMH, COOIIOICHHE KOTOPBIX
gBIsieTCS Hauboee 3HAYMMBIM C TOYKH 3PEHMS HEJIOMYLICHHS BOZHUKHOBCHHA YTPO3BI
IPUYUHEHHUs BPeia XU3HH, 310POBBIO IPK/IAH, H3TOKCHHEIMU B dopMe IIPOBEPOYHOrO JIHUCTA
(CIHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHME ODHAMYECKOro JHI@, (aMumus, HMd, OTIECTBO (mpH HAJIMYNH)
MHIMBUIYATbHOTO NIPEANPUHUMATES:

4. MecTo NpOBEJEHHs IUIAHOBOH NMPOBEPKH C 3alONHEHWEM MPOBEPOHHOTO JHMCTA:

5. PexBU3UTHI PUKa3a O NPOBEJICHAN IUIAHOBOH NMPOBEPKHU: OT

Ne

6. YueTHBIf HOMEp MPOBEPKM M [aTa NPHUCBOCHHS Y4IETHOTO HOMEPA IIPOBEPKH B
ExuHOM peecTpe IIPOBEPOK:

7. JIOIKHOCTB, GaMUIMsA M MHUIHANB! JOJDKHOCTHOIO JHIA (ytum), MPOBOAAIIEro(HUX)
IUIAHOBYIO IPOBEPKY:

1. ;

2. .
8. [lepeueHpb BONPOCOB, OTPAXKAIOMIUX CONCPKAHNE 06s13aTeNbHBIX TpeOOBaHUi, OTBET HA
KOTOpHIE OJHO3HA4YHO CBHICTEIBLCTBYET O COOJIONEHUH WM HECOOMOACHUH IOPHINIECKIM
JIATIOM, UHAMBUAYAIBHBIM MIPEANPHHUMATEIEM 06s3aTeNbHBIX TpeOOBaHMM, COCTABIIAIOIINX
npeaMeT IPOBEPKH:




PexBH3HTHI BeiBoa 0 BRINOJTHEHHH
HOPMATHBHBIX TpeGoBaHHH
Ne Bonpocel, oTpakarommue coaepkanue NMPaBOBLIX AKTOB, C

n/n 0053aTeILHBIX TPeOOBaAHHM yKa3aHHEeM HX aa HeT

CTPYKTYPHBIX
€IMHHUL, KOTOPbIMH

YCTAHOBJICHBI
o0s3aTEIbHBIE
TpeGoBaHus

Mynkt 4 craten 9 PenepainHoro 3axona ot 12 ampeis 2010 r. Ne 61-®3 «O06 obpamenun
JeKapcTBeHHBIX cpencTs» (CofpaHue 3aKoHogaTenbcTBa Poccniickoi ®enepanun, 2010, Ne 16,
c1. 1815; 2016, Ne 27, c1. 4283) (nasee - 61-03), riaapa 7 [Ipasun najiexameii NPAKTHKA XPAHEHH S
H NepeBO3KH JEKAPCTBEHHbIX NPENapaToB Ais MeJHIHHCKOr0 NMPHMEHEHHs, YTBEPHAICHHBLIX
npukazoM MunrcrepceTBa 3apaBooxpanenns Poccumiickoif ®enepanuu oT 31 asrycra 2016 r.
Ne 6461 (3aperncTpupoBan MunuctepcTBoM locTuau Poccuiickoii @enepannu 9 gupapsn 2017 r.,
perucrpanuonnbiii Ne 45112) (nanee — IpaBuia Hajuiexamed NPAKTHKA xpaHenns); IIpaBuia
XpaHeHHs JIeKAPCTBEHHBIX CPEACTB, YTBEpAJIeHHbIE NPHKa30oM MHHICTEPCTBA 3APaBOOXPAHCHHS
M coumaabHoro passuTHs Poccumiickoii ®enepammm ot 23 asrycra 2010 r. Ne 706n
(3aperncTpuposan  Munucrepersom loctunun Poccniickoii ®enepannu 4 oxraops 2010 r.,
perncrpaunonnsiii Ne 18608) ¢ wu3MeHeHHSAMH, BHECEHHBIMH MNPHKA30M MmuBncTEpCTBA
3ApaBOOXPAaHEHAs] H CONHAILHOro pa3suTHsi Poccuiickod ®enepanuu ot 28 nexabps 2010 r.
Ne 1221u (3apermcrpmpoBan MunucrepceTBoM locTunuu Poccuiickoit ®@enepanun 4 despaas
2011 r., perucrpanuonnsiii Ne 19703) (nanee — IlpaBuiia XpaHeHHs IEKAPCTBEHHBIX ¢ DENCTB)

1. CornacyroTced 4 ¢ IoJTy4aTenieM nmyHKT 56 [IpaBui
OCTaTOYHBIE CPOKH FOAHOCTH HaJUIeXaInel NpaKTHKH
[IOCTABJISEMBIX JIEKAPCTBEHHBIX XpaHEHHUs
npemnaparoB?

2. duxcupyercs Ji cyObeKTOM oOpalieHust myHKT 58 IlpaBun
JNleKapCTBEHHBIX npenapaToB HHGopMaua | HaUIEeXKaleH TPaKTHKHA
0 TIepeBO3Ke JIEKAPCTBEHHBIX PENapaTtoB? | XpaHEeHU

3. OcyuiecTBIs€eTCs I HHPOPMHPOBAHUE nyHKT 61 IIpasun
OTIpaBUTENS U (WIH) IOJIydaTess HaJjIexanei NpaKTHKH
JIEKAPCTBEHHBIX MIPENApaToB O XpaHeHHUs

BBIABJIEHHEBIX B IIPOIECCE MEPEBO3KH
CIy4asx HapyLIeHHs TEMIIEPAaTypHOro

peXIMa XpaHEeHHS?

4, OcymecTBsieTcs M HHQOPMUPOBaAHHUE nyHKT 61 [IpaBui
OTIpaBUTeNs U (WIH) II0TydaTelns HaJUIeXaInel NPaKTHKH
JIEKapPCTBEHHBIX NIPENapaToB O XpaHECHUS

BBISBJIEHHBIX B IIPOLIECCE NIEPEBO3KH
ClTydasix HapyIICHUS MOBPEKICHUS
yIIaKoBKH?
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cpencTBaM M3MEPEHHIA:

5. ITpenocTaBIsIOTCs JiMl CyGhEKTOM nyHkT 61 TlpaBun
oOpateHus TeKapCTBEHHBIX NPenapaToB HaJIJIe)KaIed MpakTHKA
IO 3anpoCy MONIydaTeNs JEKApCTBeHHBIX XpaHEeHus
TIPENapaToB CBEACHUA O COOIIOCHUH
TEMIIEPATYPHOTO PEXXKMMa IIPH IIEPEBO3KE
JNIEKapCTBEHHBIX MPenapaToB?

6. Hcrnonb3yroTest 1 Ul IEPEBO3KU myHKT 62 [IpaBuin
JIeKapCTBEHHBIX IIPENapaToB HaJIexaIei IpakTHKA
TpPaHCIOPTHEIE CpeACTBa? XpaHEeHUs

7. O6ecneunBaloT JIM TPAHCIIOPTHBIC nyHkT 62 IIpasun
cpeacTBa M 060PYHOBAHHE JUIS IIEPEBO3KH | HaJUleXKarled IPakTHKA
JIEKApCTBEHHBIX IIPENapaToOB KavecTBo, XpaHEHHUS
3¢ peKTUBHOCTD M 6€30MACHOCTh
JEKapCTBEHHBIX IIpenaparoB?

8. Hcnonp3yeTcs Jau IPpH IEPEBO3KE nyskT 62 Ipasun
TEPMOJIaOMIIBHBIX JIEKAPCTBEHHBIX HaAJexXaien mpaKTHKH
[IpernapaToB CHELHAIH3UPOBAHHOE XpaHCHUA
oGopynoBaHue?

9. OGecneuynBaeT JIH CIENUATH3APOBAHHOE oyHKT 62 [Ipasun
060opyaoBaHue MOIEPXXaHHE TPeOyeMbIX Ha/lIe)xamme IpakTHKH
TEMIIEPaTYPHBIX PEXHMMOB XpaHEHU] XpaHCHHUA
JIEKAPCTBEHHBIX IIPENapaToB?

10. | IIpm nepeBo3Ke JIEKAPCTBEHHBIX nyHKT 63 [IpaBun
IpenapaToB coOIIOAAETCA JIU yCIOBYE HaJIJIeXKAINEH IPAKTHKH
OTCYTCTBHS NIPAMOro KOHTaKTa XpaHCHUA
XJII03JIEMEHTOB C JICKApCTBEHHBIMU
IIpenapaTtaMy B H30TEPMHYICCKHX
KOHTelHepax?

11 | PykoBoauteneM cy6nexTa oOpaIneHus myHKT 63 IlpaBun
JIEKapCTBEHHBIX IIPENIapaToOB IPOBOAUTCS HaJIJIeKaleH PaKTHKY
JI HHCTPYKTAX O IOPAAKE IOATOTOBKH XpaHCHHA
H30TEPMUYECKHX KOHTEHHEPOB K
TIEPEBO3KE JIEKAPCTBEHHBIX NPENaparoB (¢
YYETOM CE30HHBIX 0COOEHHOCTEH), a TaKKe
0 BO3MOXKHOCTHY IIOBTOPHOT'O
HCIIONB30BAHHUA XJIaI0IEMEHTOB?

12. | TIpouwto nu o6opyaoBaHue, OTHOCAIIEEC K nyHKT 64 TIpasun

HajUIexameil NpakTHKH
XpaHeHHs

TIepPBUYHYIO [IOBEPKY H (MJIH) KaTHOPOBKY
0 BBOJIA B OKCIUTyaTalyio?

myHKT 64 ITpaBun
HaJTeXxaled NpakTHKH
XpaHeHHs
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NepBHYHYIO OBEPKY H (HIIH) xamubpoBky | myHKT 64 [Ipasun
rocie peMoHTa? Hajutexaneii IpaKTHK!
XpaHeHHs
MEPHOIMYECKYFO TIOBEPKY U (WITH) nyHKT 64 IIpaBun
KaTHOpOBKY B mpoLecce HajuIeXKaleH NpaKTHKA
9KCIUTyaTalun? XpaHEHHUA
13. | JlocTaBisroTCs 1M JIEKAPCTBCHHBIC nyHKT 65 ITpasun
npenapars! 110 aipecy, ykasaHHOMY B HaJJIeKaIe NpaKTHKA
TOBapOCONPOBOAUTEIBHBIX TOKyMEHTaX? XpaHEeHHs
14. | CobmonaroTcs JIA YCIOBHS XpaHCHUS nyHKT 67 IIpaBui
JIEKapCTBEHHBIX IIPENIapaToB B HajJIe)xamel NpakTHKA
TIOMEIIEHHSIX Ha TPAH3UTHBIX CKIafax? XpaHEeHHs
15. | O6ecneunBaeTcs a1 O6€30MaCHOCTD nyHKT 67 IIpaBun
JIEKapCTBEHHBIX IIPENapaToB Ha HaJIexamei NpakTHKA
TPaH3WTHBIX CKJIajax? XpaHEHHS

Tapa, ynakoBKa H MAPKMPOBKa JIeKaPCTBEHHBIX NPENapaToB (craTbs 46 61-®3, raasa 8 [Ipasua
HaUIeKaIel TPAKTAKA XPAHEHH)

NepeBO3KH JIEKapCTBEHHBIX IIPEMapaToB?

16. | Bamser i TpaHCIIOPTHAs Tapa Ha nyHkT 68 Ipasun
KauecTBO, S3MEKTUBHOCTD 1 6€30IIaCHOCTh | HaUIeXKaleH NPaKTHKA
JIEKapCTBEHHBIX TPEIapaToB NPH UX XpaHEeHHs
nepeBo3ke?

17. | ObecnieunBaet 1 TpaHCIIOPTHAS Tapa nyHkT 68 IIpasun
3aIMTY OT BO3AEHCTBUA (HaKTOPOB HaUIexaen NpaKTHKH
BHEIIHEN cpebl? XpaHECHUA

18. | BriGupaercs 1y TpaHCIIOPTHAS Tapa, nyHkT 69 IlpaBun
yIIaKOBKa C YYETOM: HaJUIexanieil IpaKTHKK

XpaHEeHHUs
TpeGOBaHHH K YCIOBHAM XpaHEHHS H nyHKT 69 IIpasun

HajyIexaeit mpaKTHKH
XpaHeHHs

06BeMa, He0OX0AUMOTO I Pa3sMEIIICHHUS
JNEKapCTBEHHBIX MPenapaToB?

myHKT 69 IIpaBun
HaJlIeXxalnei NpakTHKU
XpaHeHHus

KoJieGaHuii TeMIIEpaTyphl OKPY KarOIIeH
cpenbl?

nyHKT 69 [IpaBu
HaJjIeKamed MpakTHKA
XpaHEHHUsA

JUTITEIBHOCTH TIEPEBO3KH, BKIIIOYAs
BO3MOKHOE IIPOMEXXYTOUHOE XpaHeHHe
JNeKapCTBEHHBIX NIPenapaToB?

nyHkt 69 Ilpasuin
HaJjIexane NpakTHKU

XpaHEeHHUs
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HCIIONIb30BaHHE MOBPEXKICHHBIX
XJ1aJ103JIEMEHTOR?

19. | Ha TpancnopTHy:O Tapy HaHOCSTCS JIH. nyskT 71 IlpaBun
HaJyIexKaIed IPaKTHKA
XpaHeHHUs
HauMEHOBaHUS JIEKApCTBEHHBIX nyskT 71 Ilpasun
npenapaTroB? HajyIe)xanel NpakKTHKH
XpaHEeHHUs
CEpHH JIEKAPCTBEHHBIX IPENapaToB? nyHkt 71 Ipasun
HaJIe)xamel IIpakTHKH
XpaHEHHUs
Jata BEITyCKa? nyHkT 71 Ilpasun
HaJIeKAaIEH IIPAKTHKA
XpaHEeHUs
KOJIHTYECTBO BTOPHUYIHBIX nyHkT 71 IpaBuin
(TOTpeOUTENBCKHX) YIIAKOBOK HaJJIexaneil mpakTHKH
JIEKAPCTBEHHBIX MPeNapaToB? XpaHEHHS
“HpOpMaI¥s O IPOU3BOJHUTENE myskT 71 Ilpasun
JIEKAPCTBEHHBIX NIPETAPATOB C YKa3aHUEM | HaJiexalled NpakTHKY
Ha¥MEHOBAHUH M MECTOHAXOXICHHUSA XpaHEHHUs
(ampeca) IpOM3BOJMTE]IS JISKAPCTBEHHBIX
mpernaparoB?
CpPOK T'OJTHOCTH JIEKaPCTBEHHBIX myHKT 71 IIpaBun
npenaparoB? HaJIJIe)KanIel IPaKTHKA
XpaHEeHHUs
YCJIOBUSI XPaHEHHUS H MIEPEBO3KU nyskt 71 IlpaBun
JEKAPCTBEHHBIX TIPeNaparoB? HaJJIeKaImed NpakTHKH
XpaHECHHUS
HE0OXOHUMBIE MTPENYIIPEAUTEIBHEIC myHKT 71 IIpaBun
HamuCcH? HaJJIeKaIel NpakTHKH
XpaHEHHS
MAaHHMIIYJISSTOPHBIC 3HAKH? nyHkT 71 [pasuin
HaJyIexamed IpaKTHKA
XpaHEHHUS
DO. Co6mogaeTcs JId 3a0peT Ha ITIOBTOPHOE nyHKT 63 Ilpasun
HCIIOIB30BaHUE HEAOCTATOYHO HajJIeXxaIei NpakTHKH
OXJIaAXKJICHHBIX XJ'Ia,HOBJ'ICMCHTOB? XpaHeHus
P1. | CobmonaeTcs 1M 3alpeT HA myHKT 63 ITpaBun

HaJJIeXalnen MpakTHKA
XpaHCHHUS
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(nommxrocts H YO I0DKHOCTHOTO JUIA, 3aN0HABIICTO TIPOBEPOHHEIH JIUCT, HOMMHCH, JaTa)

(nomxHOCTH ¥ ®VO TOIDKHOCTHOTO JIMIA IOPHIMIECKOT0 JIMNA, IPACYTCTBOBABIIETO TPH
3aI0JIHEHAHU IPOBEPOYHOTO JIUCTA, IIOJNHCH, aTa)
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Ipunoxenue Ne 11
K TIpuKa3zy QenepanbHO CrykKOb!
10 HaJ30py B cpepe 34paBOOXPaHCHUA

ot (G 11 70/% Ne _ G4 A9

®opma

IIpoBepo4HbIi JHCT
(cIMHCOK KOHTPOJILHBIX BONPOCOB),
ucnosb3yemelii ®eepaibHoii cayx060i Mo Haa30py B cdepe 31paBOOXPaHEHHS
H ee TEPPHTOPHAIbLHBLIMH OPraHaMH NPH NPOBeACHHH MVIAHOBBLIX NPOBEPOK NpPH
ocymecTB/IeHHH (peiepaJbHOI0 rocyJapcTBeHHOro Haa3o0pa B cepe obpamenns
JIeKapCTBEeHHBIX CPEACTB
(nmepeBo3Ka JieKAPCTBEeHHBIX MPENapaToB /1 MEAHIHHCKOro IPUMEHCHHS B
MeIHIHHCKOH OPraHM3alii 1 HHBLIX OPraHU3aUHAX, HMEIOIHX JIHIEH3HI0 HA
MeAHIHMHCKYIO 1eSITeJIbHOCTD)

(HaMMEeHOBaHKE OPTaHa, OCYIIECTBISIOLIETO ITAHOBYIO MIPOBEPKY)

1. Buj rocyiapcTBEHHOro KOHTpOJIA (Haa3opa)

2. TlpemmerT IUIAHOBOM IPOBEPKH IOPMAMYECKHX JIMIl M HHAMBHAYalbHBIX
npeAmpHHAMATENel OTPAHUYHBASTCA 06A3aTeNbHBIMK TPeOOBAHUAMY, cobIroieHre KOTOPBIX
gBgeTcs HauboJiee 3HAYUMMBIM C TOYKHA 3pPEHMS HENONYINEHHs BO3HUKHOBEHHS YIPO3BI
IIpYUMHEHNS BPEIa KU3HH, 30POBBIO IPAX/IaH, H3N0XKEHHBIMH B (POpME POBEPOTHOrO JIHCTA
(cTMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMmeHOBaHWe MOPHIMYECKOro imua, (GaMHius, HMs, OTYECTBO (UpH HAMMIWH)
MHUBHIYATBHOTO IIpeIIPUHUMATENS:

4. MecTo TpoOBeI€HHs IUIAHOBOH NPOBEPKHM C 3alOHEHHEM NPOBEPOYHOrO JIHCTA.

5. PexBM3HTHI NpUKa3a O MPOBEIEHMH ILIAHOBOW MPOBEPKH: OT
No

6. Y4eTHBI HOMEp IPOBEPKY U JaTa IPUCBOEHHS YYSTHOIO HOMEPA POBEPKHU B EnnHoMm
peecTpe IIPOBEPOK:

7. JTomKHOCTh, GaMIIAS U MHULMANB! JTOJDKHOCTHOIO JIMIA (nuir), mpoBoAAIIEro(UX)
IIAHOBYIO NTPOBEPKY:

1. ;

2. .
8. [TepeyeHBb BONPOCOB, OTPAKAIOLIUX COAEPKAHNE 00s13aTeNBHBIX TPeOOBaHUH, OTBET HA
KOTOPHIE OJHO3HAUHO CBHJETENBCTBYET O COONIONACHUH HIIM HECOOIIONECHUH IOPUIUYECKHM
JIALOM, HHAUBHIYaTbHBIM TPENIPHHAMATENEM O0s3aTeIbHBIX TpeGoBaHNH, COCTABIIAIOMINX
IpeaMeT IPOBEPKH:




BeiBo/ 0 BLINOJHCHAH
TpeboBaHUH

PexBH3HNTHI
HOPMATHBHBIX

Ne Bomnpocsl, oTpaxaiue coaepiKaHue NMPaBOBBIX AKTOB, C

yKa3zaHHeM HX naa
CTPYKTYPHBIX
eIMHHI, KOTOPBIMH
yCTAHOBJICHbI
06s13aTEeJILHBIC
TpeboBaHHS

n/n 0053aTEIbHBIX TPeOOBaHHM HeT

Iyt 4 cratbu 9 @enepajbHOro 3aKoHa OT 12 anpeas 2010 r. Ne 61-@3 «O06 obpamennu
JeKkapcTBeHHbIX cpeacTsy» (CobpaHue 3aKOHOAATEIHCTBA Poccuiickoii ®enepanun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (naee - 61-@3), raasa 7 IlpaBua HAJJIeKAMmel NIPaKTHKH XPAHEHHA
M IIepeBO3KH JIEKAPCTBEHHLIX MPENapaToB VIS MEJIMIUHCKOro LPHMEHEHM, yTBePKACHHBIX
npukazoM MHHHCTEPCTBA 3/PABOOXPAHEHHIA Poccniickoii ®enepanuu or 31 aprycra 2016 r.
Ne 646n (3aperncTpupoBad MUHHCTEPCTBOM IOCTHIMH Poccniickoii ®enepanun 9 suBaps 2017 r.,
perucTpaumnonHsiii Ne 45112) (nanee — Ipasnaa Hagiexameii npakTukH XpaHenus); IlpaBuia
XpaHeHHs JIeKAPCTBEHHBIX CPE/CTB, YTBEPKICHHbIC IIPHKA30M MunHCcTepCTBA 3ApaBOOXPAHEHHS
n coumaiabHoro passutus Poccmiickoit ®eaepanun oT 23 asrycra 2010 r. Ne 706n
(3aperncrpupoBaH  MHHHCTEPCTBOM IOCTHUIHH Poccuiickoii ®egepauun 4 oxrsopa 2010 r.,
perucrpanuonnbiii Ne 18608) ¢ u3sMeHeHMSMH, BHECEHHLIMH [pPUKA3OM MunncTepcTBa
3ApAaBOOXPAHECHHS H COUMAJBHOIO Pa3BHTHS Poccuiickoii @enepanun ot 28 nexabps 2010 r.
Ne 1221m (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®exepannn 4 despans

2011 r., perucrpanmmonnbiii Ne 19703) (nanee — Ilpapniia xpaneHus JeKapCTBCHHbIX ¢ DeCTB)

1. CoracyroTcs JIi ¢ OTyYaTeieM nyHKT 56 [IpaBun
OCTaTOYHEIE CPOKH F'OJHOCTH HaJyIexaned IpaKTHKH
[IOCTABIISIEMBIX JIEKaPCTBEHHBIX XpaHEeHUs
npenapaToB?

2. dukcupyercs i cyobeKTOM 00paIneHus nyukT 58 Ilpasun
JIeKapCTBEHHBIX TpenaparToB HHopMalms | HajUlexKamei NPaKTHKA
0 IIepeBO3Ke JIEKapPCTBEHHBIX PENapaToB? | XPaHCHHA

3. OcymectBisieTcs M HHQOPMUPOBAHHE nyHkt 61 IIpasun
OTIIPABUTEIS ¥ (MIM) OJTyYaTens HaJTeXalel IpaKTHKH
JIeKapCTBEHHBIX IIPENAPATOB O XpaHEeHUA
BBIABJIEHHBIX B IPOIECCE MEPEBO3KH
ClIy4asx HapyNICHHs TEMIIEPATypHOTo
peXXuMa XpaHEHH s ?

4. OcymecTBiseTcs 11 HHPOPMAPOBAHHE myHKT 61 IIpasui
OTIpaBUTENS U (M) MOTydaTens HaJyIeXaIeil NIpaKTHKK
JIEKAPCTBCHHBIX IPENapaToB O XpaHEeHHS
BBISBJICHHEIX B IIPOLIECCE NIEPEBO3KH
Cllydasx HapylIEHHS TOBPEXICHU
yIaKoBKHu?
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CpelcTBaM M3MEpEHU:

5. ITpenocTaBusAIoTCs JIH CyOBEKTOM nyHKT 61 [IpaBun
oOpalneHus TeKapCTBEHHBIX IPenapaToB HaJIJIS)KAIIEH MPaKTHKH
TI0 3aIpocy MOJIydaTels JEKapCTBEHHBIX XpaHEeHUS
HpenaparoB CBEJCHUS O COOMIONECHUI
TEMIIEPATYPHOTO PEeXKHUMa IPH IIEPEBO3KE
JIEKApPCTBEHHBIX MIPENapaToB?

6. Hcnone3yrotes U Ui IEPEBO3KHA myHKT 62 IIpaBun
JIEKApCTBEHHBIX IpenapaToB HaJJexanel NpakTHKU
TPaHCIIOPTHEIE CpeAcTBa? XpaHeHHUs

7. OO6ecreunBaroT JI TPAHCIIOPTHEIE nyHKT 62 [Ipasun
cpezcTBa U 000pyHOBaHME UL IEPEBO3KH | HA/UIeXKalleH MPaKTHKH
JIEKapCTBEHHBIX NIPENapaToB KayeCTBo, XpaHEeHHUs
3¢ dexTHBHOCTS U 6€30I1aCHOCTE
JIEKapCTBEHHBIX MPenapaToB?

8. Hcnonb3yeTcs v IpH MEPEBO3KE myHKT 62 [IpaBmin
TepMOIabHIIbHBIX IEKapPCTBEHHBIX HaJUTEKAIEH MPaKTHKH
IpenapaToB CIEHMATH3HPOBaHHOE XpaHCHHUs
obopynoBaHue?

9. ObecneunBaeT M CIELUATA3HPOBAHHOE myHKT 62 [IpaBuin
o6opyIoBaHue MoJIepKaHue TPeOyeMBIX HaJJIe)xammel NpakTHKA
TEMIIepaTyPHBIX PEXUMOB XpPaHCHHS XPaHCHHUA
JIEKapCTBEHHBIX [IPeNapaToB?

10. | [Ipu nepeBo3Ke JIEKapCTBEHHBIX nyHKT 63 I1paBun
IpenapaToB cOOMOAAETCS JIH YCIOBHE HaJUIeXKaen MpakTHKY
OTCYTCTBHS IIPSAMOr0 KOHTAKTa XpaHCHHA
XJIaZIORJIEMEHTOB C JIEKapCTBEHHBIMH
npenapaTramMi B H30TEPMHUYECKUX
KOHTeHHepax?

11 PykosoauTeneM cyObekTa oOpaleHus nyHKT 63 [IpaBun
JIEKapCTBEHHBIX IIPENapaToB IPOBOIUTCS HaJJIeXaIen MPaKTHKH
JIM HHCTPYKTaX O MOPSAAKE HOATOTOBKH XpaHCHHUA
H30TEPMUYECKUX KOHTEHHEPOB K
TIepeBO3Ke JIEKAPCTBEHHBIX IIPENapaTos (C
Y4ETOM Ce30HHBIX 0COOEHHOCTEH), a TaKxkKe
0 BO3MOXXHOCTH IIOBTOPHOT'O
HCIOJIB30BaHMS XJI03JIEMEHTOB?

12. | [Ipouwo nu obopynoBaHHe, OTHOCAIIEECH K myHKT 64 IIpaBui

HaJnexale npakTHKH
XpaHEHHU

HEepBUYHYIO TIOBEPKY U (WIH) KanubpoBKY
110 BBOAA B 9KCILTYaTalMIo?

myHKT 64 IIpasun
HaJjieXxalen IpaKTHKH
XpaHeHUA
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TIepBIYHYIO MTOBEPKY M (WJIH) KATHOPOBKY
riociyie peMoHTa?

myHKT 64 IIpaBun
HaUTIeKalle PaKTHKA
XpaHEHHA

TIepPHOTHUECKYIO [IOBEPKY M (HIIH)
KanMOpOBKY B ripoliecce

myHKT 64 IIpaBun
HaJyieXxailei mpakTHKA

J€KapCTBEHHBIX IIPENapaToB Ha
TPaH3UTHBIX CKIafax?

SKCIUTyaTalun? XpaHEeHHS

13. | JlocTaBisroTcs JIM JEKaPCTBCHHBIC nyHkT 65 IIpaBun
npenaparsl 10 aJpecy, yKasaHHOMY B HaJyIeKaInei MpaKTHKH
TOBapOCOTPOBOIUTENBHEIX IOKyMEHTaX? XpaHeHHs

14. | CobmomaroTcs M YCIOBHS XpaHCHHS nyHkt 67 [Ipasun
JI€KapCTBEHHBIX NPENapaToB B HayIeKameil MPaKTHKH
IOMEUIeHUAX Ha TPAH3UTHBIX CKJIanax? XpaHEeHUs

15. | ObBecneunBaetcs M 6€30I1aCHOCTD nyHKT 67 IIpaBui

HaJTIeXamen IpaKTHKA
XpaHCHHUS

Tapa, ynakoBKa H MAPKHPOBKA JIEKapCTBEHHBIX NPeNnapaTos (craTbs 46 61-®3, riapa 8 IlpaBua
HaUIeKamel NPAKTHKH XPaHEHHs)

YIIAKOBKA C YUCTOM!

16. | Biuset i TpaHCIIOPTHAS Tapa Ha rnyHkT 68 [Ipasun
KauecTBO, 3 PEeKTHBHOCTS U 6€30MaCHOCTh | HajUIeXKalleH IIPaKTHKY
JEKApCTBEHHBIX IIPENIapaToB pH X XpaHeHus
nepeBo3ke?

17. | OGecneunBacT ¥ TPAHCIIOPTHAA Tapa nyHkT 68 1paBun
3aIIATY OT BO3AeHCTBHSA HaKkTopoB HaJyiexaniel IpaKTHKH
BHEIIHeH cpepl? XpaHEeHHs

18. | BriGupaercs 11 TpaHCIIOPTHAs Tapa, noyakT 69 Ipasun

HaJIeXKamed NPakKTHKA
XpaHEHHUs

TpeGoBaHuUii K YCIOBHAM XPaHCHUS U
TIePEBO3KHM JIEKAPCTBEHHBIX IIPEMapaToB?

nyHKT 69 Ipasun
HaJIeXKammed NPakTHKI
XpaHEHUs

06peMa, He0OX0AMMOTO Ui pa3MEICHUS
NEKapCTBEHHbIX NPENapaToB?

nyHkt 69 Ilpasui
HaJIJIexame npaKTHKH
XpaHeHHs

KoNeGaHuil TeMIIEpaTyphl OKpyKarolen
cpensi?

nyskT 69 [pasun
HaJyTIeKaIeH IPaKTHKA
XpaHEHUs

JUTATENLHOCTH TEPEBO3KH, BKITIOYas
BO3MOKHOE IPOMEKYTOYHOE XpaHEHHE
NeKapCTBEHHBIX NIPENapaToB?

nyHKT 69 Hpasun
HaJyIeXale# MpakTHKA
XpaHEHUs
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HCIIONB30BaHHE MOBPEXKIACHHBIX
XJ1aJ03JIEMEHTOR?

19. | Ha TpancnopTHYIO Tapy HaHOCATCS JIH. myHKT 71 Ipasuin
HaJIJIeXXaIeH IPaKTHKA
XpaHCHHS
HaMMEHOBaHHUS JEKAPCTBCHHBIX myHKT 71 IIpasun
nmpenaparos? HajJIe)xarie NpakTHKH
XpaHEeHHs
CepyH JIEKapCTBEHHBIX NIPENapaTos? nyskT 71 Ipasun
HaJyIe)xamed TpakTHKU
XpaHEeHUs
Jarta BuITycKa? nyHKT 71 Ipasun
HaJIekKAINEH IIPaKTHKA
XpaHEeHHUs
KOJIMYECTBO BTOPHYHBIX myHKT 71 IlpaBui
(mOTpeGUTENBCKHX) YIAKOBOK HauIexKanied MpaKkTHKH
JICKapCTBCHHBIX npenapaTOB‘? XpaHEeHHS
uHdopManys O IPOU3BOJUTENE nyHKT 71 IlpaBun
JNIeKapCTBEHHBIX [IPETIApaTOB C yKa3aHHUEM | HaJyiexalled IpakTHKY
HaVMEHOBaHHI U MECTOHAXOKICHUA XpaHeHHs
(ampeca) MPOH3BOAMTELA JICKAPCTBEHHBIX
nmpenaparoB?
CPOK TOTHOCTH JIEKAPCTBEHHBIX nyskT 71 IpaBun
npenapaToB? HaJJIEXKaIIeH TPaKTHKH
XpaHeHHs
YCIIOBHSI XpaHEHHUs U IEPEBO3KU nyukT 71 Ipasun
JNIEKapCTBEHHBIX MIPETIapaToB? HaJIeKaIe NpakTHKH
XpaHeHUs
HEOOXOIUMBIE NIPEeXyTIPEIUTENLHBIC nysKT 71 Ilpasun
HaIHCH? HaIexaneH IpakTHKH
XpaHEeHHS
MAaHHITYJIATOPHBIE 3HAKHA? myskT 71 Ipasun
HaJyIe)Xamed IpaKTHKA
XpaHEeHUs
DO. | Cobmomaercs mu 3alpeT Ha IOBTOPHOE nyHKT 63 Ilpasuin
UCII0Ib30BaHUE HEAOCTATOYHO Ha[UIeXaeld MpaKTHKK
OXJTaKICHHBIX XJIaI03JIEMEHTOB? XpaHEHHUs
D1. | Cobmopnaercs JM 3ampeT HA nyHKT 63 IIpasun

HaJyIeKamen IpaKTHKA
XpaHeHHS
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(momxHocTh ¥ @HO NO/DKHOCTHOTO JIKIIA, 3a0JTHABIIETO IIPOBEPOYHBI JIACT, IOJIHUCE, aTa)

(mosmkHOCTS B ®VIO TOIDKHOCTHOTO JTMLA FOPHAXIECKOTO JIUIA, IPUCYTCTBOBABIICTO IIPH
3aII0JIHEHUY IPOBEPOYHOTO JIMCTA, MONHKCH, 1aTa)




TTpunoxerue Ne 12

K TipuKasy denepanbHOR CITYXOBI

110 Ha#30py B cepe 31paBOOXPaHEHUA
%

o1 0944 01 %N 9

®dopma

IIpoBepodHBIi JHCT
(cMHCOK KOHTPOJBHBIX BOIIPOCOB),
ucnoJab3yemblii PenepaibHoi c1yx060ii o Haf30py B cdepe 31paBOOXPAHCHUS
 ee TEPPHTOPUAILHBIMY OPraHaMH NPH MPOBEICHUH IJIAHOBBIX NPOBEPOK MpH
ocymiecTB/IeHHH (he/lepaibHOr0 rocyaapcTBEeHHOro Hag3opa B cepe oGpameHnst
JeKAPCTBEHHbLIX CPEACTB
(TepeBO3Ka JIeKAPCTBEHHBIX MPENapaToB I MEHIHHCKOTO npuMeHeHHUs B
anTeKe roToBbIX (popm)

(HaWMEHOBaHNE OpraHa, OCYIIECTBIIIOMETO ILIAHOBYIO [POBEPKY)

1. Buz rocynapcTBEHHOTO KOHTPOJIA (namzopa)

2. Tlpeamer IUIAHOBOM TNPOBEPKH IOPHAWIECKHX JHAL M WHIUBUIYJIBHBIX
TpeAnpUHAMAaTENeH OrpaHHINBACTCS 06s3aTeIbHBIME TPEGOBaHIAMH, COOIIOICHAE KOTOPBIX
qBIIsieTcs HapOoNee 3HAYMMBIM C TOYKH 3PEHMsS HEIOMYIIEHWs BOSHHKHOBEHHA yrpo3bl
[IpHYMHEHUS BPe/Ia XU3HH, 310POBBIO IPaX/IaH, H3T0XKEHHEIMHU B ¢opMe IpOBEPOYHOTO JINCTA
(criEcKa KOHTPOJBHBIX BOIIPOCOB).

3. HauMeHOBaHWe IOPHMAMYECKOTO IHMIA, (QaMuius, WMs, OTIECTBO (TIpH  HAJTIYHH)
MHIMBHIYaJIEHOTO npeInpUHAMATENIS:

4. Mecto MMpOBEACHUA IJIAHOBOH NpOBEPKH C 3aII0JJHECHUEM IIPOBEPOTHOIO JIUCTA.

5. PexBM3WTHI MPUKa3a O NPOBEJICHUNU IUIAHOBOH MPOBEPKH: OT

Ne

6. Y4eTHBII HOMEp IPOBEPKH 1 aTa IPHUCBOCHHS YICTHOTO HOMEpa npoBepkH B ExuHoM
peecTpe MPOBEPOK:

7. JIO/DKHOCTh, (aMHIMs M MHULMANBL TOJDKHOCTHOTO JiMNa (7Im11), POBOASAIIErO(KX)
IUIAaHOBYIO TIPOBEPKY:

1. ;

2. :
8. TlepeueHb BOIPOCOB, OTPAXaIOIIUX CONCpKaHUE o0s3aTebHBIX TpeOOBaHMUH, OTBET HA
KOTOpEIE OAHO3HAUHO CBHU/ETENBCTBYET O COBIIOIEHHAN WM HEeCOOIIOACHUH FOPUINIECKUM
JIALIOM, MHIMBALYaNbHBIM TPEAIPHHEMATENEM 0053aTebHBIX TpeGoBaHui, COCTABIIONIHX
npeaMeT IPOBEPKH:
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Ne
n/n

Bomnpocel, 0Tpakalomue coaep:KaHue
00s3aTEIbHBIX TPeGOBAHHH

PexBuznrni
HOPMATHUBHBIX
MPaBOBBIX AKTOB, C
yKa3aHHeM HX

BuIBOX 0 BBITNIOJIHEHHH
TpeboBaHuH

Aa HET

CTPYKTYPHBIX
€IMHAL, KOTOPLIMH

YCTAHOBJIEHbI
o0s3aTeILHBIE
TpeGoBaHus

MysxT 4 cratbu 9 ®enepaabHoro 3akona or 12 ampeas 2010 r. Ne 61-@3 «O06 obpamennn
JIeKApCTBEHHbIX cpencT» (Cofpanue 3akoHoaaTenscTBa Poccniickoit ®enepamun, 2010, Ne 16,
ct. 1815; 2016, Ne 27, c1. 4283) (nanee - 61-®3), raasa 7 IpaBui Hapexkameii NPAaKTHKH XpaHeHHs
M NEpPeBO3KH JIEKAPCTBEHHBIX NPENapaToB I MEAMIHMHCKOr0 NPHMEHEHHS, YTBEP/KICHHbIX
npukaiom MuHHHCTepcTBa 3apaBooxpaHeHus Poccmiickoit ®enepamun ot 31 asrycra 2016 r.
Ne 6461 (3aperncrpuposan MunucrepcTBom foctunnu Poceniickoii ®enepanuu 9 susaps 2017 r.,
perucrpamuonnbii Ne 45112) (nanee — IlpaBnaa napaexameii npakTtukd xpanenus); Ilpasnia
XPAHEHHS JIEKAPCTBEHHBIX CPEACTB, YTBEPKICHHbIE NPHKa30oM MHHHCTEPCTBA 3APaBOOXPaHEHHS
m counaabHoro pasBuTHa Poccmiickoit ®emepaumm or 23 asrycra 2010 r. Ne 706H
(3aperncrpnposan MumnucrepcrBom loctunmu Poccmiickoit ®enepanun 4 oxrabps 2010 r.,
perncTpanuonnniii Ne 18608) ¢ wH3MeHeHHAMH, BHeCeHHbIMH mpHKazoM MunucTepcTBa
3ApaBOOXpaHEHAs H commaibHoro passutus Poccuiickoii ®enepamun ot 28 nexabpsa 2010 r.
Ne 1221n (3aperucTpupoBaH MunncTepcTBoM loctuuun Poccuiickoii @enepanun 4 despains
2011 r., perncrpanuonnsiii Ne 19703) (nasiee — IlpaBniia XpaHeHHs JIEKAPCTBEHHBIX CPEICTB)

1. CormnacyroTcs T4 ¢ OJTy4daTesieM myHKT 56 [IpaBun
OCTaTOYHBIE CPOKH TOAHOCTH HaJyTexaleil IpakTHKH
[IOCTABJISIEMBIX JIEKaPCTBEHHBIX XpaHeHHs
mpernaparoB?

2. dukcupyercs i cyOBeKTOM 0OpaleHus nyHKT 58 IIpaBuin
JIeKapCTBEHHBIX TIPENapaToB HHGOpMaIMs | HAJUIEKAINEH IIPAKTHKA
0 TIEPEBO3KE JIEKAPCTBEHHBIX NpenapaToB? | XpaHEHHs

nyHKT 61 [IpaBuin
HaJyieXXalned IpakTUKH
XpaHEeHHUs

3. OcyiecTBisieTcs 11 HHGOPMUPOBaHHE
OTIpaBHUTENs U (WIIH) IOTydaTes
JIEKAPCTBEHHBIX MPENapaToB O
BBLISIBJIEHHBIX B MPOLIECCE TIEPEBO3KH
ClTyqasx HapyLeHHs TEMIIEPATyPHOro
peXuMa XpaHeHUs?

nyHkT 61 ITpaBun
HaJJIeXaIeH MpaKTHKH
XpaHECHHUs

4, OcymecTBsieTcs 11 HTHGOPMHAPOBaHKE
OTIIPAaBUTENS U (MIIH) IOTy4YaTeNs
JIEKapCTBEHHBIX ITPENIapaToB O
BBISIBJICHHBIX B IIPOIECCE MIEPEBO3KH
ClTydasix HapyIIeHUs MOBPEXIACHUS
yIIaKOBKH?




130

cpencTBaM M3MEPEHHI:

5. [IpenocTaBisIoTes JIM CyObEKTOM nyHKT 61 ITpasun
oOpalleHHs 1eKapCTBEHHBIX IIPENapaToB HaUIeXkaled NPaKTUKK
110 3ampocy MOJTydyaTells JeKapCTBEHHBIX XpaHeHUs
IpeNapaToB CBEAEHHS O COOMONCHUH
TEMIIEPATYPHOTO peXHUMa IIPH NEPEBO3KE
JIEKapCTBEHHBIX ITPETIapaToB?

6. Hcnonb3ytoTes K 1)1 IIEPEBO3KU nyHKT 62 IlpaBun
JIEKapCTBEHHBIX IIPENAapaToB HajjIexanel NpakTHKH
TPaHCIOPTHBIE CPEACTBA? XpaHEeHUs

7. O6GecneunBaloT JIU TPAHCIIOPTHHIC nyHKT 62 IIpasun
CpelicTBa B 060PYIOBaHKE Ul IEPEBO3KH | HaJUIeXKaIeH PaKTHKHA
JIEKApCTBEHHBIX IIPENapaToB Ka4ecTBO, XpaHEHUS
3¢ heKTHBHOCTH U 6€30MaCHOCTB
NEKAPCTBEHHBIX NPENapaToB?

8. HWcnons3yercs M P EPEBO3KE myHKT 62 IIpasui
TepMOJIACHIIHHBIX JIEKAPCTBEHHBIX HaJJIexKaIeH MPakTHKU
[IperaparoB CIEHUATH3HPOBAHHOE XpaHCHUsA
o6opynoBanue?

9. OGecrneynBacT JIH CIeNUATH3HPOBAHHOE nyHkT 62 [Ipasun
o6opyaoBaHue MOIepKaHuE TPeOyeMbIX HaJJIe)xaIel IpaKTHKA
TEMIIEPATypHBIX PEIKUMOB XpaHCHHUS XpaHCHUA
JNIEKapCTBEHHBIX NIPENIapaToB?

10. | IIpn mepeBo3Ke JIEKApPCTBEHHBIX myHKT 63 IIpaBui
npenapaToB COOMONAETCS JIM YCIOBHE HajIIeKalleH MpakKTHKK
OTCYTCTBHS IPAMOI'0 KOHTaKTa XpaHCHHA
XJIaJI03]IEMEHTOB C JIEKApCTBEHHBIMHU
IpenapaTaMy B H30TEPMUIECKHX
KOHTeitHepax?

11 PykosoauteseM cyObekTa oOpameHus nyHKT 63 Ipasun
JIEKapCTBEHHBIX TPETIapPaTOB IIPOBOIUTCA HaJIeXallen MPaKTHKI
JIX MHCTPYKTAX O IOPAJKE IIOATOTOBKU XpaHeHUs
U30TEPMUIECKHX KOHTEHHEPOB K
TepeBo3Ke JIEKapCTBEHHBIX TIPENapaTos (C
YUETOM CE30HHBIX 0COGEHHOCTEH), a TaKKe
0 BO3MOXHOCTH IOBTOPHOTO
ACTIONE30BaHHS XJIaJI03IEMEHTOB?

12. | Ipomwro i oGopynoBaHue, OTHOCALIEECH K nmyHKT 64 IlpaBui

HaJyTeXaIed NPaKTHKH
XpaHEHUS

IIepBUYHYIO OBEPKY M (MJIM) KATUGPOBKY
N0 BBOJA B 9KCILTyaTalMIo?

myHKT 64 [Tpasui
HaJTexKaled IIpakTHKA
XpaHEHHs
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[TepBHYHYIO MOBEPKY H (WIH) KaJMOpOBKY
nociie peMoHTa?

myHKT 64 [Ipasun
HaJJIe)xanie NPakTUKA
XpaHEeHUs

TIEPHOIUUECKYIO TIOBEPKY M (MIIH)
kaaMOpOBKY B TIpoLecce
3KCILTYaTalu?

myHkT 64 TTpaBun
HajIexKamed NpakTHKH
XpaHEHHA

I[OCTaBJ'[}IIOTCSI JIA JI€KapCTBCHHBIC

TIpenaparsl 1o aapecy, ykasaHHOMY B
TOBapOCONPOBORHTENBHBIX IOKYMEHTaX?

nyHKT 65 [pasun
HajuleXxxamen IIpaKTHKI
XpaHEeHHSA

Co6moaaroTcs JIA yCIOBHA XpaHEHHS
JeKapCTBEHHBIX NIPENapaTos B
IOMEINEHHMSX Ha TPAH3UTHBIX CKIanax?

nyHkT 67 IIpasun
HaJIe)Xaed IpakTHKI
XpaHEHUs

O6ecrieunBaeTcd 11 0€30MacHOCTh
JNeKapCTBEHHBIX IIPENaparoB Ha
TPaH3HTHBIX CKJIafiax?

nyHkt 67 [IpaBun
HaJUIeXXame IPaKTHKU
XpaHEHUs

Tapa, ynakoBka # MapKHp
HaUIeKaIIeli MPAKTHKH XPaHeHH)

0BKA JeKAPCTBEHHBIX NPENapaToB (CTAThA 46 61-®3, rnasa 8 Ilpasua

16.

BiuseT nmu TpaHCIOpPTHAS Tapa Ha
Ka4ecTBO, 3O PEKTHBHOCTH U GE30I1aCHOCTD
JIEKApCTBEHHBIX NIPENapaToB NPH HX
nepeBo3ke?

myHkt 68 Ilpasun
HaJIe)Xalned IPaKTHKI
XpaHEHHUs

OOecneunBacT I TPaHCIIOPTHAS Tapa
3aIUTy OT Bo3JelicTBus GakTopoB
BHEHIHEHN cpepl?

nyskT 68 IIpasun
HaJyIexaled IpaKTHKI
XpaHEeHHUs

Bri6upaercs H TPaHCIOPTHAs Tapa,
yIIaKOBKA C YYETOM:

nyHKT 69 IIpasun
HajUIeXkKAaIe! IPaKTHKA
XpaHEeHHUA

TpeGOBaHu K YCIOBAAM XPaHEHHA H
I1epEeBO3KH JIEKAPCTBEHHBIX TIPENapaToB?

myHKT 69 ITpasun
HaJyIeXKaIeH IPaKTHKA
XpaHEHUS

o6beMa, He0OX0AUMOTO JIs pa3MEIICHUA
NeKapCTBEHHBIX [PEnaparoB?

ryHKT 69 [Ipasun
HaJJIexalen NpakTHKU
XpaHEHHS

xoneGaHuil TEMIIEPATYPhl OKpYXKarollei
cpensi?

nyHKT 69 I1pasun
HajIexXaled MpakTHKA
XpaHEHHUs

JUTHTENILHOCTH NEPEBO3KH, BKITIOYasd
BO3MOXHOE ITPOMEXKYTOYHOE XPAHCHHUE
JIeKapCTBEHHBIX IPENapaToB?

myHKT 69 ITpaBui
HaJJIeXKaleH MpakKTHKA
XpaHEHHUs
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HCIIOJIb30BaHUE MOBPEXKICHHBIX
XJ1a7103JIEMEHTOR?

19. | Ha TpaHCcnOpTHYIO Tapy HaHOCSATCS JIH: myHKT 71 IpaBui
HaJIeXalleH IPaKTHKA
XpaHEeHUs
HaUMEHOBaHUS JIEKAPCTBEHHBIX myHKT 71 IIpaBun
npemnaparos? HaIexane MpakTHKH
XpaHEHHUS
CepuH JIEKapCTBeHHBIX IIpenapaToB? nyskT 71 Ilpasun
HaJJIexanieH NpakTHKA
XpaHeHHs
zara BeITycKa? nyHkT 71 Ilpasun
HaJyIe)Xalned IpakTHKH
XpaHEeHHUS
KOJIMYECTBO BTOPHYHBIX nyHKT 71 IIpaBun
(TOTpeOUTENBCKHX) YIIAKOBOK HaJJIeXanel NpakTHKA
JEKAPCTBEHHBIX TIPENapaToB? XpaHEHHUs!
HH(POpPMALUA O IPOU3BOIUTENC nyHkt 71 IlpaBun
JIEKApCTBEHHBIX [IPENAapaToB C YKa3aHUEM | HaJulexalell MpakTHKA
HaMMEHOBAHHH U MECTOHAXOXICHHUS XpaHEHHUSI
(ampeca) MPOU3BOAUTENS JIEKAPCTBEHHBIX
mpernaparos?
CpPOK I'OIHOCTH JIEKapCTBEHHBIX nyHkt 71 IIpaBun
penaparoB? HaJJIe)xaIei NpaKTHKH
XpaHEeHHs
YCJIOBHS XpaHEHHs H [IEPEBO3KH nyskT 71 ITpaBui
JIEKapCTBEHHBIX IIpenapaToB? Hajiexaniel IpaKTHKY
XpaHeHUs
HE0OXOOUMBIE MPEAYIIPEIUTEIILHBIC nyHkt 71 [Ipasun
HaJIHCH? HaJJIeKaIel IpakTHKY
XpaHeHHs
MaHUIIYJIATOPHBIE 3HAKH? nyHKT 71 IIpasun
HaJIexaIles MpakTHKA
XpaHEHHUS
DO. | CobmogacTcs u 3anpeT Ha IIOBTOPHOE myHKT 63 IIpaBun
UCIIOJIb30BaHUE HEJOCTATOYHO HayIexarnel NpaKTHKH
OXJIAXIECHHBIX XJIAI03JIEMEHTOB? XpaHEHH
P1. | CobmomaeTcs M 3alpeT Ha nyHkt 63 IpaBun

HaJJIe)Kaley pakTHKH
XpaHeHHs
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(momxsOcTh # @HO JOIDKHOCTHOTO JINIA, 3AlI0JIHABIIETO IIPOBEPOYHBIN JIUCT, IOIIUCH, JaTa)

(nomxuocTs ¥ GUO HOMKHOCTHOTO JIHIA FOPHIMYECKOTO JINIa, IIPUCYTCTBOBABIIETO MPH
3aoJHEHHH IIPOBEPOYHOrO JIUCTA, OIIHCE, JiaTa)




IMpunoxenue Ne 13
Kk npukasy PenepanbHoH CITYXOBI
TI0 Ha/30py B cepe 3ApaBOOXPAHEHNS

ot O f1 A Ne _GY3 T

dopma

IIpoBepo4HBIH JIHCT
(CIIHCOK KOHTPOJIBHBIX BONPOCOB),
ucnosb3yemblii @eepaabHoii ciyx060i mo Haa3opy B cepe 31paBoOXpaHeHHS
H ee TEPPHTOPUAJIBLHEIMHA OPraHaMH NIPH NPOBeJCHHH IJIAHOBBIX NpOBEPOK MpH
ocymiecTBJIeHHH (elepajIbHOr0 rocy1apcTBeHHOro Haa3opa B cepe oOpameHus
JIEKAPCTBEHHbIX CPEICTB
(TepeBo3Ka JieKapCTBEHHBIX NPENapaToB AJIsl MEJHIUHHCKOTO MPAMEHEHUH B
anTe4YHOM NyHKTeE)

(Hameﬂona}me opraHa, OCYIIECTRIIAIOMECTO IJIaHOBYIO rrponeplcy)

1. Bun roCyIapCTBEHHOI'0 KOHTPOJIS (Ham3opa)

2. Tlpenmer TIaHOBOM TIPOBEPKH IOPMIMYECKUX JIHI M WHIABUIYAIBHBIX
[peAnpHHEMATeNel OrpaHUIMBAETCs 0053aTebHEIMH TpeGOBaHUAMH, COOMIOICHHE KOTOPHIX
qBIsieTcs HauboJee 3HAYAMBIM C TOUYKH 3PCHMS HEIOMyLIEHHs BO3HUKHOBCHMA YIPO3BI
TIPMYMHEHHS Bpe/ia XH3HH, 30POBBIO TPAKIAH, H3JI0XKCHHBIMH B (dpopme IPOBEPOYHOT'O JIUCTA
(CTIHCKa KOHTPOJIBHBIX BOTIPOCOB).

3. HauMeHOBaHHE IOPHAWYECKOTO JHMIA, (aMuims, HM#A, OTYECTBO (1pH HJIMYAH)
WH/IMBHyaJIbHOTO IpeANpUHAMATENS:

4. MecTo NpOBeJEHHs IUIAHOBOM IIPOBEPKH C 3alOJHEHHEM IPOBEPOYHOTO JHCTA.

5. PeKBM3HUTHI NPUKA3a O NPOBEJEHUHU IUIAHOBOM IPOBEPKM: OT

Ne

6. YueTHBI HOMEp MPOBEPKH U IaTa IPUCBOSHMS YYETHOTO HOMEPa IIPOBEPKU B Enunom
peecTpe IPOBEPOK:

7. JlomKHOCTB, (haMUIMs M MHHULIKANB! JOJDKHOCTHOTO JIHIA (yTu11), IPOBOAAIErO(HX)
IIaHOBYIO TIPOBEPKY: ,

1. ;

2. .
8. ITepedeHp BOMPOCOB, OTPAXKAONINX CONEPXKAHUC 006s13aTeNbHBIX TpeOOBaHUi, OTBET Ha
KOTOpBIE OJHO3HAYHO CBUAETEIBCTBYET O COOJIIONEHNY UM HECOOIONEHHH FOPUIHIECKAM
JIALIOM, HHIMBHIYaNnbHEIM MPEAIPHHAMATENEM 0053aTeIbHBIX Tpe6GoBaHuil, COCTABIIIOMMIX
IpeaMeT IPOBEPKH:




BeiB0J 0 BHINOJHEHHH
TpeOOBaHUMH

PexBH3HTHI

HOPMATHBHBIX

Ne BOl'lpOCbl, OTpa’kalIHe COAEPIKaHUC npaBoBbIX AKTOB, €

n/n 06s13aTEILHBIX TPeOOBaAHHMH yKa3aHHeM HX

CTPYKTYPHBIX
€XHHHI], KOTOPLIMH
YCTAHOBJICHBI
o0a3aTeILHBIE
TpebGoBaHUsA

aa HET

Iyaxt 4 cratbu 9 @enepaianbHoro 3akona or 12 ampeust 2010 r. Ne 61-®3 «0O06 obpameHun
JIEKAPCTBEHHBIX cpeacT» (CobpaHue 3aKkoHonaTenscTBa Poccniickoi ®enepanud, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (nasnee - 61-@3), raapa 7 [Ipapun Haj1eKameH NPAKTHKH XPaHeHH
H NepeBO3KH JIEKAPCTBEHHBIX NPENapaToB s MEIHIHMHCKOro NpHMEHEHHs, YyTBEPRICHHLIX
npukazoM MuHHCTepCTBa 31paBooxpanennsi Poccuiickoit @eaepanuu 0T 31 aerycra 2016 r.
Ne 646H (3aperncTpupoBan MunucrepcrBoM ocTunnn Poccniickoii ®enepaunn 9 susaps 2017 r.,
perncrpamuonnsbiii Ne 45112) (nanee — IlpaBuaa Hajjexamed NPaKTHKH xpanenns); [IpaBuia
XpaHEHNs JIEKAPCTBEHHBIX CPEACTB, YTBEPHIeHHbIe NPHKA30M MHHACTEPCTBA 3APABOOXPAHCHUS
M commaabHoro paseuTusi Poccmiickoii ®eaepamunm or 23 asrycra 2010 r. Ne 706n
(3apermcrpupoBan  MuHucrepcreoM (octuuun Poccmiickoii ®enepaunu 4 oxrsaops 2010 r.,
perucrpauuonnbiii Ne 18608) ¢ u3MeHeHHMH, BHECCHHBIMH NPHKA30M MusnucrepcrBa
3ApaBOOXpAHEHHs] M CONHANLHOro pa3BuTHsi Poccmiickoit ®egepanuu 0T 28 nexabps 2010 r.
Ne 1221H (3aperncTpupoBan MunucrepcTBoM loctuinuu Poccuiickoit @exepanun 4 ¢eBpans

2011 r., peructpaunonusiii Ne 19703) (nanee — IlpaBusia xpaHeHHs JeKAPCTBEHHbIX ¢ DENCTB)

1. CornacyroTcs JH € IONIy4aTeaIeM nyHKT 56 [Ipasui
OCTaTOYHBIE CPOKH FOJJHOCTH HaJJIe)KaIeH NpaKTHKH
NIOCTABJIAEMBIX JIEKaPCTBEHHBIX XpaHeHus
npenapaToB?

2. duxcupyercs i CyOBHEKTOM 0OpalleHus nyHkT 58 [IpaBun
JIEKapCTBEHHBIX IpenapaToB HHGopMalms | HaJIexallel MPaKTUKA
0 TIEPEBO3KE JICKAPCTBEHHBIX NIPENaparoB? | XpaHCHUA

3. OcymectaisieTcs 11 HHGOPMAPOBAHHE nyHkT 61 [Ipasun
OTIpaBUTENS U (MJIH) [IOTy4aTels HaJIexaIed IpakTHKH
JIEKapCTBEHHBIX NPENApaToB O XpaHeHUs
BBIABJIEHHEIX B IIPOLIECCE ITEPEBO3KH
CIIyJasx HapyLICHHs TEMIIEPaTypHOTo
pexuMa XpaHEeHHUs?

4. OcymecTBisieTcs 1 HHPOPMUPOBAHHUE myHKT 61 [IpaBui
OTIpaBUTENS U (MJIH) HOTyYaTels HaJTeKaIIeH IPaKTHKH
JIEKApCTBEHHBIX IIPENapaToB O XpaHEHHUs
BBIABJICHHEBIX B IIpOLiECCE NIEPEBO3KH
Clydasx HapyIIeHHs MOBPEXICHHUS
yIIaKOBKH?
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5. TIpemocTaBisoTes 1 Cy6BheKTOM nyHkt 61 IIpaBuin
obpalieHus TeKapCTBEHHbIX penapaTos HaJJIeXKaIeH NpaKTHKH
IO 3aIpocCy MOJIy4aTeNs JEKapCTBeHHBIX XpaHeHHs
TIpenapaToB CBEACHUS O COOMIONCHAN
TEMIIEPATYPHOTO PEXUMa IIPH NEPEBO3KE
JIEKApPCTBEHHBIX IPENapaToB?

6. Hcnons3ytoTes M A7 MEPEBO3KH nyHKT 62 [IpaBun
JIEKApPCTBECHHBIX IIPENapaToB HaIeXaInel NpaKTHKH
TPaHCIOPTHBIE CPeACTBa? XpaHEeHHs

7. OO0ecreunBaroT JIX TPAHCIIOPTHBIC nyHKT 62 [IpaBui
cpencTBa M 060OPYHAOBAHHE I/ IIEPEBO3KH | HA/UIEKAIIEH NPaKTHKHA
JIEKapCTBEHHBIX IPEIapaToB Ka4eCTBO, XpaHEeHUS
3¢ heKTHBHOCTH U 6€30MaCHOCTB
NeKapCTBEHHBIX NIPENapaToB?

8. Hcmone3yeTcs JIM IIPH NEPEBO3Ke nyHkT 62 Ipasun
TEPMOTaOUIIBHBIX JIEKAPCTBEHHBIX HazjIeXale NpaKTHKH
[IpenaparoB CIeLUATH3NPOBaHHOE XpaHeHuA
oGopyznoBaHue?

9. O6ecnieynBaeT JU CIICHUATM3HPOBAHHOEC nyHKT 62 IIpaBun
o6opyoBaHue MOEPKAaHHE TPEOYEMBIX HaJIexallei NpaKTHKK
TEMITEPATYPHBIX PEXMMOB XPaHCHHUA XpaHCHHA
JNIEKapCTBEHHBIX NIPenapaToB?

10. | IIpu mepeBO3Ke JIEKApPCTBEHHBIX myHkT 63 [pasun
TpernapaToB COOMONAETCA TN yCIOBHE HajIexalen npakKTHKH
OTCYTCTBHS IIPSMOro KOHTaKTa XpaHCHHA
XJ1a/1037IEMEHTOB C JICKapCTBEHHBIMHU
Ipenaparamy B H30TEPMHUIECKUX
KOHTelHepax?

11 PykoBoauteneM cyOBbekTa 0OpalneHus nyHKT 63 Ipasui
JNIEKapCTBEHHBIX NIPENapaToB MPOBOAUTCS HaJjIexKallei mpaKTHKY
JIM HHCTPYKTaX O MOPSIKE IOATOTOBKH XpaHCHHUs
H30TEPMHUIECKHX KOHTEHHEPOB K
TIepeBO3Ke JTEKapPCTBEHHBIX TIPENapaTos (C
YYETOM CE30HHBIX 0COOEHHOCTEIH), @ TaKxKe
0 BO3MOXHOCTH I1IOBTOPHOTO
HCIIOIb30BAHHS XJIa0IEMEHTOB?

12. | IIpotno nu oGopynoBaHHe, OTHOCAMIEECH K myHKT 64 ITpaBun

CpeacTBaM M3MEPEHHIA:

HajTexaue NpakTiKu
XpaHEHUS

TIepBUYHYO MOBEPKY M (M) KATHOPOBKY
N0 BBOJA B OKCILTYaTalMIO?

myHKT 64 ITpaBui
Ha[UTeXateH npaKTHKu
XpaHEeHHs
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TEPBHYHYIO MOBEPKY U (W) KaTHGPOBKY
rocjie peMOHTa?

nyHkT 64 TIpasun
HaJjieXxalleil MpakTHKA
XpaHEeHHs

TNIEPHOMYECKYIO [IOBEPKY M (MIIH)
KaIHOPOBKY B IpoLIECcCe
SKCIUTyaTaluu?

myHKT 64 TIpaBiin
HayieKaiei MpakTHKH
XpaHeHMs

HOCTaBJ'IHIOTC}I JI JICKapCTBCHHBIC

mpernaparsl 10 aipecy, ykasaHHOMY B
TOBapPOCOIPOBOMTENBHBIX JOKYMEHTaX?

nyHkT 65 IlpaBun
HaJyjIeXalen IPakTUKA
XpaHeHHuA

Co6r0[ar0TCs JIU YCIIOBHS XpaHCHUS
JIEKapCTBEHHBIX IIPENapaToB B
TIOMEIIEHUAX Ha TPAH3UTHBIX CKIa1ax?

nyHKT 67 IlpaBui
HaJJTe)Kalnen MpakTHKA
XpaHeHus

O6ecricunBaercs 11 6€30MacHOCTh
JIEKapCTBEHHBIX NIPENapaToB Ha
TPaH3UTHBIX CKIafax?

nyakT 67 IlpaBun
HaJJIe)Xale# MpakTHKA
XpaHEeHHs

Tapa, ynakoska H MADKHPOBKA JIEKAPCTBEHHbIX NpeNapaTos (craTns 46 61-®3, rnasa 8 [lpasua

HaJUIeKamell NPAKTHKH XPaHEHNUs)

16.

Buusier 1u TpaHCIIOPTHAs Tapa Ha

KadecTBO, 3 PEKTHBHOCTE H O€30I1aCHOCTD

JE€KapCTBEHHBIX NIPENApaToB MPH UX
mmepeBo3Ke?

nyHKT 68 IIpaBui
HaJyTIe)Kamen IpaKTHKA
XpaHCHUSA

O6ecneunBacT I TPAHCIIOPTHAA Tapa
3aIIUTY OT BO3AeiCTBHSA HaKTOpOB
BHEIIHEH cpennl?

nyHKT 68 IIpaBun
HaJIeXKAaIeR IPaKTHKI
XpaHeHHus

BrIOupacTcs M TpaHCIOPTHAS Tapa,
YIIaKOBKA C Y4ETOM:

nyHKT 69 IIpasun
HaJjIe)Xalled TPaKTHKU
XpaHCHUSA

TpeGoBaHUH K YCIOBHAM XPaHEHHS U

TIepEBO3KH JIEKAPCTBEHHBIX penapaTos?

nyHKT 69 [TpaBui
HaJlJIe)Kaley MpakKTHKU
XpaHEeHH

JEKapCTBEHHBIX NPEapaToB?

06beMa, HeoOXOAUMOTO [T Pa3MEICHUS

niyHKT 69 Ilpasun
HaJjIeXaIeH MpakTHKA
XpaHEeHus

Kojiebanui TemIepaTyphl OKpyXKaromeH
cpenbl?

oyskT 69 Ilpasun
HaJyIexKalnes IPaKTUKI
XpaHEHHUSA

JUIMTEJILHOCTH ITEPECBO3KHU, BKITIOYIas
BO3MOXXHOE ITPOMEIKYTOIHOEC XpancHue
JICKApCTBCHHBIX npenapaTOB?

nyHkT 69 Ilpasun
HaJUIeXKaIeH IPaKTHKA
XpaHEHHS
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HCIIONIb30BaHHeE MOBPEXKICHHBIX
XJIa003JIEMEHTOB?

19. Ha TpaHCIIOPTHYIO Tapy HaAHOCSATCS JIH: myHKT 71 IlpaBun
HaJyIe)xaled IpakTHKH
XpaHEHHS
Ha¥MEHOBaHM JIEKAPCTBEHHBIX nyHKT 71 [IpaBui
npenapaTos? HaJJIe)Xamel NpakTHKH
XpaHeHHA
cepuM JIEKapCTBEHHBIX IIpenaparToB? myHKT 71 Ipasun
HaJyIe)Xaled IpaKTUKH
XpaHeHUs
JlaTa BBITyCKa? nyHKT 71 Ipasun
HaJyIe)Xalled IpaKTHKA
XpaHEeHUs
KOJINYECTBO BTOPHYHBIX myukt 71 Ipasun
(moTpeOUTENBCKHUX) YIIAKOBOK HaJJIexaInei IPakTHKA
JICKAPCTBCHHBIX HpeHapaTOB? XpaHeHHs
HH(pOpMaLUs O IPOU3BOJUTEIIC nyHKT 71 Ilpasun
JNIEKApCTBEHHBIX [IPENapaToB C YKa3aHUEM | HaJUIeXKalIeH MPaKTHKH
HaUMEHOBAHHH ¥ MECTOHAXOXKICHHS XpaHEHHUs
(ampeca) mpOH3BOAUTEIIA JICKAPCTBEHHBIX
npernaparoB?
CPOK T'OHOCTH JIEKAPCTBEHHBIX myHKT 71 IIpaBun
npernaparoB? HajJIe)aliei NpakTHKH
XpaHEHHUS
YCJIOBHSI XpaHEHHS H IIEPEBO3KHU nyHkT 71 IlpaBun
JIEKapCTBEHHBIX IIPenapaToB? HaJJIe)Kaniel NpakTHKH
XpaHEHUs
HE0OXOUMBIE IIPEeaYIPEAUTEIbHBIC nyHkT 71 ITpaBuin
HaIHUCcH? HaJIexKamel IpakTHKH
XpaHEHHUs
MaHHITYJIITOPHBIE 3HAKA? nyHkT 71 Ilpasui
HaJyIexKamed IpaKTHKA
XpaHeHUs
R0. Cob6iroiaeTcs JIM 3aIpeT Ha OBTOPHOE nyHKT 63 IIpaBun
HCIOIB30BaHUE HEAOCTATOYHO HaJUIeKAIIEH IPaKTHKH
OXJIaXIEHHBIX XJIaJ03IEMEHTOB? XpaHEHHUS
D1. | Cobmomnaercs Jd 3alpeT HA myHKT 63 IlpaBun

HaJJIe)Xalled MPaKTHKA
XpaHCHHUs
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(momxsHoCcTh ¥ PHIO TODKHOCTHOTO JIMIA, 3AIIOTHHBINCTO TIPOBEPOYHBIH JIACT, IOIMHCD, 1aTa)

(nomxnocts # ®HO N0DKHOCTHOTO JIHIA IOPHIHICCKOro JIM1Ia, IPUCYTCTBOBABIIETrO IIpH
3amoJTHEHUH IIPOBEPOYHOIO JINCTA, OIIHCE, Jara)




IMpunoxenue Ne 14
K mpuKasy QenepanbHOH cryKObI
110 HaJ30py B cpepe 3ApaBOOXPAHEHUSA

OT@QJ/‘M/%NQ QL/ AY

®opma

IIpoBepo4HBIi JIHCT
(CTHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoJb3yemblii @eaepaabHoii caysx00i Mo Hag30py B cdepe 31paBOOXpaHeHHSA
U ee TePPHTOPHAIBLHBIMH OPTaHAMH NPH MPOBEAEeHAH VIAHOBBIX MPOBEPOK npH
ocymiecTB/IeHHH (helepaibHOTO rocyIapCTBEHHOro HAA30pa B cdepe oOpalenus
JIEKAPCTBEHHbIX CPEACTB
(mepeBo3Ka JIeKapCTBEHHBIX NPenapaTos AJisi MEHUHHCKOro NPAMEHEHHH B
anTe4YHoM KHOCKe)

(HaUMEHOBaHKE OPraHa, OCYIECTBIIONIETO MIAHOBYIO pPOBEPKY)

Bun rocyIapCTBEHHOTO KOHTpPOJIIA (namsopa)

2. TlpexMeT TMJIAaHOBOM MpPOBEPKH HOPHIAMYECKMX JIHMIl M HMHIWBHyaJbHBIX
TpeIIpUHAMATeNel OrpaHMIMBAETCS 00A3aTeIbHBIMHU TpeGOBaHUAMH, COOIOCHHUE KOTOPBIX
gBSeTCs Hambojee 3HAYMMBIM C TOYKH 3PEHHs HEJOMYILICHHS BOSHUKHOBCHHSA YIPO3DI
TIPMYMHEHHS BPe/a XH3HH, 3[0POBBIO IPAKIAH, U3JI0XKCHHBIMH B ¢dopMe MPOBEPOYHOTO JINCTA
(CIIMCKa KOHTPOJIBHBIX BONIPOCOB).

3. HanMeHOBaHME OPHIMUECKOTO M@, (amuius, WM, OTIECTBO (mpH HATMYAH)
HHIVBHXyaJIEHOT'O IpeANpPUHAMATENS:

4. Mecto NIPOBEACHNA IIJIAHOBOM IPOBEPKHU C 3alI0OJIHEHUEM IIPOBEPOYHOI'O JHUCTA:

5. PeKBH3UTHI NPUKa3a O MPOBEJICHAN IUIAHOBOH IPOBEPKH: OT

Ne

6. V4eTHbIi HOMEp MPOBEPKH U JIaTa MPUCBOCHUS YIETHOTO HOMepa IPOBEPKH B EmuHoM
peecTpe NPOBEPOK:

7. JomxHOCTh, GaMHINsA ¥ MHHLMAIBI JOJDKHOCTHOTO JIHIIA (yH1), IPOBOAAIIEro(KX)
ILUTAHOBYIO IPOBEPKY:

1. ;

2. .

8. [lepeyeHb BOIIPOCOB, OTPAXKAIOIINX CONEPIKAHHE 00s3aTebHBIX TpeOOBaHMM, OTBET HA
KOTOpBIE OJJHO3HAYHO CBHIETENBECTBYET O COOIONCHAM Wi HecOOIIIOIeHUH FOPUINYIECKAM
JIMLOM, MHAMBAIYaTEHEIM IIPENIPUHAMATENIEM 00s3aTeBHBIX TpeGOBaHUH, COCTABIIAIOIIHNX
IpeAMeT IPOBEPKH:




Bbiso/ 0 BHINIOTHEHHH
TpeGoBaHHMH

PexkBH3HTHI

HOpPMATHBHBIX

Ne BOII[)OCLI, OTpaKaKIIHE COAEPKAHNC NpPaBoOBLIX aAKTOB, C

YKa3zaHHeM HX Ja HeT

CTPYKTYPHBIX
eAMHMIl, KOTOPBIMH
YCTaHOBJICHDI
/ o0s3aTeILHbIE

TpebGoBaHHuA

n/n 06s13aTeJIbHBIX TPEOOBAHUI

Hynxt 4 cratbn 9 PexepaibHOro 3aKoHa OT 12 anpeas 2010 r. Ne 61-@3 «OG obpamennu
JexapcrBeHHbIx cpeacTsy» (Cobpanue 3aKOHOIATEILCTBA Poccuiickoii ®enepauun, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cT. 4283) (nanee - 61-@3), raasa 7 IlpaBua HaJJIeKameil MPaKTHKH XPaHEeHHs
H NEpPEBO3KH JIEKAPCTBEHHBIX MPENapaToB M MeIHIHHCKOro NPHUMEHCHHS, YTBEPKACHHBIX
npuka3oM MHHHCTEPCTBA 3APABOOXPAHECHHI Poccniickoii ®enepanum or 31 aBrycra 2016 r.
Ne 646H (3aperucTpupoBal MEHHCTEPCTBOM IOCTHIHHA Poccuiickoit ®enepanuu 9 susaps 2017 r.,
perucrpamuonnbiii Ne 45112) (nanee — IIpaBnia Haiekameii NpakTHKHA xpaHenns); Ilpasuna
XpaHEeHH JeKAPCTBEHHBIX CPEICTB, YTBEPKICHHbIE NPAKA30M MHuHHCTEPCTBA 3APABO0XPAHEHHS
u commanbHoro pasuTus Poccuiickoit ®egepanmu oT 23  aBrycra 2010 r. Ne 706um
(3aperncrpupoBaH  MHHHCTEPCTBOM IOCTHIHH Poccniickoit Pegepamuu 4 oxrabps 2010 r.,
peructpaumonnbii Ne 18608) ¢ w3MeHeHHSMH, BHECEHHBIMH MPHKA3OM MunucrepcTBa
3APaBOOXpAHEHHS H COLMAIbLHOre passuTHs Poccmiickoi ®enepanun or 28 nexabps 2010 r.
Ne 1221n (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHUHH Poccuiickoiit ®exepauun 4 despans

2011 r., perucrpanuonnbiii Ne 19703) (1asiee — IIpaBuia XxpaHeHHs JEKAPCTBCHHBIX ¢ DECTB)

1.

COI‘JIaCYIOTCSI JI¥ ¢ ITOJIy4daTeiieM
OCTaTOYHBIC CPOKH I'OAHOCTH
IMOCTAaBJIAEMBIX JICKAPCTBCHHBIX

myHKT 56 IIpasun
HaJJIexaIe NpakTHKI
XpaHEHHS

npenaparoB?

2. ®ukcupyercs Jiu Cy6beKTOM 00paIneHus nyskT 58 Ilpasun
JIeKapCTBEHHBIX IpenaparoB HHGopMalm|s | Hayie)KarieH IPakTHKA
0 TepeBO3Ke JIEKAaPCTBEHHBIX NIPENapaToB? | XPaHCHUSA

3. OcymiecTBisercst i HHPOPMUPOBaHHE nyHKT 61 ITpaBun
OTIpaBHUTeNs U (MIH) MOJTyYaTens HaJIeXKaIeH IpaKTHKH
JIEKApCTBEHHBIX IIPENapaToB O XpaHeHUs
BBIABJICHHEBIX B IIPOIECCE MTEPEBO3KH
Cllyyasx HapyIIeHHs TEMIEPATypHOTO
peXrMa XpaHEHHA?

4. OcymecTBsieTcs i1 MHGOPMUPOBaHHE nyHkT 61 Ilpasun

OTIpaBuTeNs U (MIH) MOJIy4YaTess
JIEKapCTBEHHBIX MIPENapaToB O
BBISBJIEHHBIX B TPOIIECCE MEPEBO3KH
CITy4asX HapylIeHHs IMOBPEKICHHA
YIIaKOBKH?

HaJJIeXalen MpakTHKH
XpaHEHUs
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CPEACTBAM H3MEPEHHMI:

5. ITpenocrasisioTes M CyOHEKTOM nyskT 61 Ipasun
o0OpalleHHs JTeKapCTBEHHBIX IIPENapaToB HaUIexaled NpaKTHKA
TI0 3apOCy MOJIydaTelis JIEKApCTBESHHBIX XpaHEeHHs
TIpenapaToB CBEACHHS O COOMIOCHAN
TEMIIEPATYPHOTO PEKMMa IIPH IIEPEBO3KE
JNEKapCTBEHHBIX IIpeapaToB?

6. Hcnons3yroTes T IS TIEPEBO3KH nyHKT 62 IIpasun
JIEKapCTBEHHBIX IIPENApaToB HaJUIeXaned NpaKTUKH
TPaHCIIOPTHBIE CPEACTBa? XpaHeHUs

7. O6ecreunBarOT JIM TPAHCIIOPTHEIE nyHkT 62 IIpaBun
cpezcTBa H 000pyIOBaHHE JUIA IEPEBO3KA | HAJUICKAIEH TPaKTHKH
JIEeKApCTBEHHBIX IPENAapaToB Ka4eCTBO, XpaHCHHUs
3 (eKTHBHOCTE U GE30IIACHOCTD
JNeKapCTBEHHBIX NIPeNapaToB?

8. Hcnonp3yeTes U MU IEPEBO3Ke myHKT 62 IIpaBui
TEpPMOJTaOHIIBHBIX JIEKAPCTBEHHBIX HajiIexKalen mpakTHKH
[pernaparoB CIENUATU3NPOBAHHOE XpaHCHHA
oGopynoBaHue?

9. OO6ecrieunBaeT JIM CIEeIHaTH3MPOBAHHOE nyHkT 62 [pasun
o6opynoBanue MONIEPKaHUE TPEOYEMBIX HajyIeXallel MpaKTHKK
TEMITEPATYPHBIX PEXHUMOB XpaHCHH XpaHCHUA
JNIEKApCTBEHHBIX NIPENapaToB?

10. | Ilpm mepeBO3Ke IEKAPCTBEHHBIX nyHKT 63 IIpaBun
IperapaToB COOMONACTCS JIH YCIOBHE HaJIeKaIen MpakTHKH
OTCYTCTBHS MPAMOrO KOHTaKTa XpaHCHUA
XJIaI03JIEMEHTOB C JIEKAPCTBEHHBIMHU
IpenapaTaMy B H30TEPMHIECKHX
KouTeitHepax?

11 | PyxosoaureneM cy6nexTa obparieHus nyHKT 63 IIpaBun
JIEKApCTBEHHBIX TIPENAapaToOB IPOBOAUTCA HajjIeKallel NpaKTHKK
JIM HHCTPYKTaX O MOPSAIKE MOJTOTOBKH XpaHCHHA
H30TEPMHYECKUX KOHTEHHEPOB K
nepeBo3KeneKapcheHHLD<npenapaTOB(c
yUETOM CE30HHBIX 0COOEHHOCTE), a TaKXKe
0 BO3MOXXHOCTH IIOBTOPHOTO
HCIIONE30BaHHS XJ1aJ03/IEMEHTOB?

12. | Mpouwto mm o60pyaoBaHie, OTHOCALIEECS K nyHKT 64 IlpaBui

HajIeKane NpakTHKA
XpaHeHus

TIEPBHYHYIO MOBEPKY M (MIIH) KanmuGpoBKy
0 BBOJIA B 9KCILTyaTalMIo?

myHKT 64 IIpasui
HaUTeXaIleH PaKTHKH
XpaHeHHs
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TIepBHYHYIO TIOBEPKY M (WIH) KaTHOpPOBKY
nocjie peMoHTa?

myHKT 64 IIpaBun
HaJJIexalleil MpakTHKH
XpaHeHHS

IEPHOTMYECKYIO TIOBEPKY H (WIH)
KkaTHOpOBKY B MpoLecce

myHKT 64 IIpasun
HajanexaueH NpakTHKH

JICKapCTBEHHBIX nmperaparos Ha
TPAH3UTHBIX cKiagax?

3KCIUTyaTaLMH? XpaHeHHs

13. | JlocTaBisArOTCS JIM JICKApCTBEHHBIC myskt 65 IlpaBun
TIpenaparsl o ajpecy, ykasaHHOMY B Hajexaniel IpaKTHKA
TOBapOCONPOBOMUTENBHBIX IOKyMEHTaX? XpaHeHUs

14. | CobirogaroTcs JIM YCJIOBHS XPAHECHUS nyHKT 67 I1paBui
JE€KapCTBEHHBIX IIPEIapaToB B HajyIexaniell NpakTHKA
IOMEIIEHHIX Ha TPAH3UTHBIX CKianax? XpaHeHH

15. | OBecneunBaetcs 11 O€30I1aCHOCTD nyHkT 67 IIpaBun

HaJIexaei NpaKTHKH
XpaHeHHUS

Tapa, ynakoBKa H MADKHPOBKa JIEKAPCTBEHHBIX NPENapaTos (craThs 46 61-®3, rnasa 8 Ilpasna
HaQJIeXxKaNel NPAKTHKA XPaHCHHS)

YIIaKOBKA C Y4YC€TOM!

16. | Bauser qu TpaHCHOPTHAA Tapa Ha myHKT 68 ITpasmn
KkauecTBo, 3 PeKTHBHOCTL i Ge30MacHOCTh | HajIeXarleH PaKTHKA
JIEKapPCTBEHHBIX NPENApaToB IPH UX XpaHEeHHUs
nepeBo3ke?

17. | ObecneunBaeTt 11 TPaHCIOPTHASA Tapa nyakT 68 Ipasun
3aIATY OT Bo3aeiicTBHs haKkTopoB HaJyIexammen IpakTHKI
BHELIHEH cpeibl? XpaHeHUs

18. | Bribupaercs i TPAHCIOPTHAL Tapa, nyHKT 69 IIpaBun

HaJUIeXKAIEH ITPAKTHKH
XpaHCHUS

Tpe6GoBaHUi K YCIOBHAM XPaHEHHS U

TEPEBO3KH JIEKAPCTBEHHEIX MpenapaTos?

myHKT 69 ITpaBun
HajUTIeKaIen IPakKTHKA
XpaHEeHHUA

JNIEKapCTBEHHBIX NIPENapaToB?

o6beMa, HE0OX0IUMOTO UL Pa3MEIICHUA

nyHKT 69 Ipasun
HaJIJIeXalned MpaKTHKA
XpaHEeHHS

KosteGaHuil TEMIEPATYPhl OKPY KaloIeH
cpensi?

nyukT 69 Ipasun
HajyTexaIen IpakTHKA
XpaHEHHUs

JUTUTENILHOCTH [IEPEBO3KH, BKITIOYAs
BO3MO>KHOE IIPOMEXYTOYHOE XpaHEHHE
JNIEKapCTBEHHBIX MPENapaToB?

nyHKT 69 IIpasun
HaJyIeXxamed IpakTHKI

XpaHEeHHUs
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19. | Ha TpaHCHOPTHYIO Tapy HaHOCATCS JIH: nyHkt 71 ITpasun
HaJIeXAalled IPaKTHKA
XpaHCHHUs
HaMMEHOBaHHMS JICKAPCTBEHHBIX nyrkt 71 Ilpasun
mpenapaToB? Hajyte)xarneil NpakTHKH
XpaHEeHHUs]
CepyH JTeKapCTBEHHBIX IIPEnapaToB? nyHkT 71 IlIpaBui
HaJIeXalled IPaKTHKA
XpaHEeHHs
Jara BeITycka? myHKT 71 Ilpasun
HajUIeXameR NPakKTHKI
XpaHEHUS
KOJMYECTBO BTOPHYHBIX nyskt 71 Ipasun
(moTpeGUTENBCKHX) YITAKOBOK HaJIexanei IpakTHKH
JNIEKapCTBEHHBIX IPENapaToB? XpaHEHHUS
uHGOpMaLHs O IPOU3BOJUTENE nyHkt 71 Ilpasun
JIEKapCTBEHHBIX MIPETIAPaTOB C YKA3AHHUEM | HajIexKalleH IpakTHKH
HauMEHOBAHHH 1 MECTOHAXOXKICHHS XpaHEHHUs
(ampeca) mpOU3BOAUTEIS JIEKAPCTBEHHBIX
npenaparon?
CPOK rOJJHOCTH JIEKApCTBEHHBIX nyHkT 71 Ipasuin
npenapaTroB? Hauiexanei NpaKTHKH
XpaHEeHHUs
YCJIOBUSI XpaHEHHS U MIEPEBO3KH myHkT 71 Ipasun
JEKApCTBEHHBIX NIPENapaToB? HaJuIeKalel MPaKTHKH
XpaHCHHUS
HEOOXOMUMBIC IPEAYIIPEUTEIbHBIC myHKT 71 IIpasun
HaAMUACH? HajJIeXKale NpakTHKH
XpaHEeHHs
MaHHUITYJIATOPHBIE 3HAKU? nyskt 71 Ipasun
HaJIeXKaIeH IpakKTAKY
XpaHEeHHs
DO. | Cobmogaercs ¥ 3apeT Ha MOBTOPHOE nyskT 63 Ilpasun
HCIIO0IE30BaHUE HEAOCTATOYHO HaJUIeXaIed MpakTUKA
OXJTAKIEHHBIX XJIaJ03IEMEHTOB? XpaHeHus
P1. | Cobmonaetcd ¥ 3ampeT Ha nyHkT 63 IlpaBui
ACIIONIE30BaHAE TOBPEKICHHBIX HayIexaniei NpaKTHKH
XJIaJI03]IEMEHTOB? XpaHEHHS




(momxHOCTh ¥ OYO HOMKHOCTHOTO JIHIIA, 3aI0JTHUABILIETO TIPOBEPOUHBIH JIACT, IOJIHCE, AaTa)

(nomwxHOCTh ¥ ®VIO NOMKHOCTHOTO JMIA IOPAIHUECKOro JIMNA, TPACYTCTBOBABIICTO TIPH
3aI0JIHEHHH IPOBEPOYHOTO JIUCTA, IIOMITHCE, 1aTa)
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[Mpunoxernue Ne 15
K mpukasy DenepanbHoOH CIyKO5I
110 HaA30py B cdepe 31paBOOXPaHECHHS

ot (911 1% Ne G538

®opma

IIpoBepO4HBIH JIMCT
(CIHCOK KOHTPOJIBHBIX BONPOCOB),
ncnoJbiyemblit denepaibHoii cay:xG0ii o Haa30py B cdepe 3APaBOOXPAHEHHS
H ee TePPUTOPHAILHLIMH OPraHaMH NPH NPOBEIeHHH MIAHOBBIX NpOBEPOK NPH
ocymlecTBJ/IeHHH (pelepajIbHOr0 rocyIapcTBeHHOro HaA30pa B cdepe oOpaieHus
JIEKAPCTBEHHBLIX CPEACTB
(mepeBo3Ka JieKapCTBEHHbIX MPeNapaTos A1l MEAHIMHCKOTO npuMeHeHHs B
anTeKe NPOH3BOJACTBEHHO)

(HaPIMCHOBaHPIe oprana, OCYIIECTBILIIOMETO TUIAHOBYIO l'IpOBepKy)

1. Bug roCyJapCTBEHHOTO KOHTpOJIA (nag3opa)

2. TlpemMer TUIAaHOBOH MpPOBEPKH IOPHAMYECKHX JIHMIL M MHIVBHUYaJIbHBIX
npeATpUHMMaTeNIel OrpaHHMBaETCs 00A3aTeNbHBIMY TpeGOBaHUIMH, COOIIOACHHUE KOTOPHIX
qRISIeTCH Haubolee 3HAUMMBIM C TOYKH 3PEHHs HEJOIYIIeHHs BOZHUKHOBECHHS YIPO3BI
IPUYHHEHNS BpeJia )KU3HH, 3[0POBBIO TPAX/IAH, H3N0KCHHEIMA B ¢dopme IPOBEPOYHOTO JIUCTA
(CITHCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHWE OPHAMYECKOTO JMIA, (amMuins, HM#, OTIECTBO (mpn HATHYAH)
WHIUBUIYaJIBHOTO | npeAnpUHAMATENIS:

4. Mecto IpOBEACHUA IIJIAHOBOM IPOBEPKU C 3aII0JIHCHHUEM IIPOBEPOYHOI'O JIUCTA:

5. PexBM3HTHI IIPUKa3a O NPOBEJICHAH IUIAHOBOH MPOBEPKHU: OT
Ne

6. YueTHbII HOMep IPOBEPKH U JaTa IIPUCBOCHNUS yUETHOTO HOMEPa IIPOBEPKU B EnuaoMm
peecTpe NPOBEPOK:

7. JomKHOCTh, (paMIIUS ¥ WHUIXAIBI JOJDKHOCTHOrO JIMIA (otun), IIPOBOSAIIEro(HX)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. IlepeueHs BONPOCOB, OTPAXKAIOIIHUX CONCpKAHHE 00s3aTeNBHBIX TpeOOBaHui, OTBET HA
KOTOpbl€ OQHO3HAYHO CBHUAETENBCTBYET O COBJIIOICHUH WM HECOOIIOACHUH IOPUINIECKUM
JIMIIOM, UHAWBHIYaJIBHBIM NIPEANPUHIMATEIEM 0Gs3aTeNbHBIX TPeOOBaHHM, COCTABIAIOLINX
npeMeT IPOBEPKH:
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PexkBH3HTHI BbIBOJ 0 BLIMOJIHEHHH
HOPMAaTHBHbBIX TpeboBaHUMH
Ne Bonpockl, 0Tpazkalomue coaepkaHne NpaBOBBIX AKTOB, ¢

n/n o0s13aTeJbHBIX TpeOoBaHMit yKa3aHHEM HX aa HeT
CTPYKTYPHBIX
¢{HHHII, KOTOPbLIMH
YCTaHOBJICHBI
o0A3aTeIbHbIEC
TpeboBaHHUA

Hynxt 4 cratbu 9 @efepainLHOre 3aKoHa or 12 ampens 2010 r. Ne 61-®3 «O6 oOpameHun
JeKapcTBeHHbIX cpeacT» (Cobpanue 3aKOHOAATEIbCTBA Poccuiickoit ®exepaunun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cT. 4283) (nanee - 61-®3), riaasa 7 [Ipapui HajIeKamed NPaAKTHKH XpaHeHHs
M IepeBO3KH JEKAPCTBEHHLIX NPENapaToB Ads MeIHIHHCKOro MpPHMEHEHHd, yTBEPHICHHBLIX
npukazom MuHHCTEpCTBa 3/paBooxpaHenus Poccuiickoi ®enepannu ot 31 aprycra 2016 r.
Ne 646H (3aperncTpuposan MunucTepersoM locTuun Poceniickoii @exepanun 9 susaps 2017 r.,
perucrpauuoHnbiii Ne 45112) (nanee — IIpaBnia Ha/UIeKame#d npakTuxd xpaHenns); Ilpasuia
XpaHeHHsl JIEKAPCTBEHHBIX CPEACTB, YTBepiIeHHbIe NpHKa3oM MHHACTEPCTBA 3APABOOXPAHCHHS
u couuaabHoro passuTus Poccuiickoii ®emepaumm or 23 aBrycra 2010 r. Ne 706m
(3aperncrpupoBan MunucrepcTBoM locTunum Poccuiickoii ®exepanau 4 okrsaops 2010 r.,
perncrpaumonnbii Ne 18608) ¢ wu3MeHeHHMAMH, BHECEHHBLIMH MPHKA30M Munncrepersa
3ApPaBOOXPAHEHAs M COUHAJbHOro passutusi Poccmiickoit ®enepanum oT 28 nexabps 2010 r.
Ne 12211 (3apermcTpupoBaH MunucrepcTBoM locTHIHE Poccuiickoii ®enepanun 4 denpaas
2011 r., perucrpanmonnniii Ne 19703) (nanee — IlpaBuia xpaHeHHs JIEKAPCTBEHHDIX € DEICTB)

1. Cornacyrores J¥ ¢ IOJIy4aTelieM myHkT 56 ITpaBun
OCTaTOYHbIE CPOKU FOTHOCTH HaJJIeKaINeH paKTHKA
IIOCTABJIIEMBIX JIEKAPCTBEHHEBIX XpaHeHUS
mpenapaToB?

2. ®uxcupyercs i CyOBeKTOM oOpaleHus myHKT 58 IIpasun

JIEKapCTBCHHBIX MPENapaToB I/IH(I)OpMaI_II/ISI HaJyIeKamen IIPaKTHKH
0 IICPEBO3KE JICKApPCTBCHHBIX npenapaTOB? XpaHCHUA

3. OcyuecTBiseTcs I HHPOPMHPOBAHUE myHKT 61 [Ipasun
OTIpaBUTENS U (M) MOTyYaTes Ha/JIe)Kanel NpaKTHKH
JIEKapCTBECHHBIX IIPETIapaToB O XpaHeHHs

BBISBIIEHHEBIX B IIpoLIecCe NEPEBO3KH
Clly4asx HapyLUIeHHsS TEMIEPAaTypPHOro

pexxuMa XpaHeHHUs?

4. OcylecTBIseTCs 11 HHPOPMHPOBAHUE nyHkT 61 IIpaBun
OTIpaBUTENS H (MIK) TOTydaTess HaJIeKamei TpaKTHKA
JIEKapCTBEHHBIX NTPENapaToB O XpaHEHHUs

BBISIBJICHHBIX B IIPOLIECCE IEPEBO3KH
ClTydasx HapyIIeHHUs MOBPEXKICHUSL
YIIaKOBKH?
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ITpeaocTaBisitoTCs T4 CyOBEKTOM
ofpalenus JeKapCTBEHHBIX IpenapaToB
TI0 3alpoCy MOJIydaTes JEKapCTBEHHBIX
IpEnapaToB CBEACHNA O COOIONCHAN
TEMIIEPATYPHOTO PEXKHMA IIPH MEPEBO3KE
JIEKAPCTBEHHBIX TIPENapaToB?

nyHKT 61 IlpaBun
HaJjIexalen IpakTHKA
XpaHEHHS

Hcmonb3yroTes a1 Ui IEPEBO3KA
JIeKapCTBEHHBIX MPENapaToB
TPaHCIOPTHEIE CpeacTBa?

nyHkT 62 IIpaBun
HaJJIe)KaIeH MpaKTHKH
XpaHeHHUs

O6ecneynBarOT ¥ TPAHCIIOPTHBIE
cpezncTBa i 000pyIOBaHHE IS TIEPEBO3KH
JIEKApCTBEHHBIX TIPEIIapaToOB Ka4eCTBO,

3} heKTHBHOCTE U 6€30MaCHOCTh
JIEKAPCTBEHHBIX IIPENapaToB?

myHKT 62 [Ipasun
HaJjIeXKaled MpakKTHKU
XpaHEHHS

Hcnons3yeTcs JIu IpH [IEPEBO3KE
TEPMOJIAGMIIBHBIX JIEKAPCTBEHHBIX
IpenapaToB ClENUaTU3UPOBaHHOE
oGopynoBanue?

nyHKT 62 IlpaBun
HaJiIe)xalney MpakTHKA
XpaHCHHUS

OOGecnieunBacT JM CIEIHATM3HPOBAHHOE
o6opyIoBaHKEe IOANEPIKAHHE TPEOYEMBIX
TEMIIEPATYPHBIX PEXXUMOB XPaHEHHUS
JIEKapCTBEHHBIX IPENIapaToB?

nyHKT 62 IIpaBun
HaJyIe)Xaled IPaKTHKH
XpaHEeHHS

10.

ITpu nepeBo3Ke TEeKapCTBEHHBIX
HpenapaToB cOOMIORAETCA JIU yCIOBUE
OTCYTCTBHSA MIPSMOr0 KOHTaKTa
XJIaJI03JIEMEHTOB C JIEKAPCTBEHHBIMU
npenapaTaMi B H30TEPMHYIECKHX
KOHTeliHepax?

myHKT 63 [IpaBui
HaJUIeXale! MpakTHKA
XpaHEeHHUs

11

PyxoBozuTeneM cyobeKTa obpalneHus
JIeKapCTBEHHBIX IIPENapaToOB IIPOBOAUTCA
JI¥ HHCTPYKT&X O ITOPSAKE MMOArOTOBKA
H30TEPMHUYECKIX KOHTEHHEPOB K
TIEPEBO3KeE JIEKaPCTBEHHBIX NPENaparos (¢
Y4ETOM CE30HHBIX OCOOEHHOCTEN), @ TaKKe
0 BO3MO’KHOCTH IOBTOPHOTO
HCIIONE30BAHHS XJIa0IEMEHTOB?

myHKT 63 IIpaBui
HaJJIe)KameH MpakKTHKA
XpaHEeHHUS

12.

IMpouwio 1 060pynoBaHKE, OTHOCAIEECT K
CpelcTBaM M3MEPEHHMH:

nmyHKT 64 IIpaBun
HajJiexauel NpaKkTHKA
XpaHeHHA

TIePBUYHYIO MOBEPKY Y (WITH) KaTHOPOBKY
10 BBOZIA B OKCIUTyaTaLuIo?

myHkT 64 [Tpasun
HaJaexalle MPaKTHKK
XpaHeHHs
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IepBUYHYIO TIOBEPKY H (/M) KaTHOPOBKY
rocyie peMoHTa?

nyHKT 64 IIpasun
HaJUTe)XaIlel TpaKTHKU
XpaHEeHH

IIEpPHOMYECKYIO OBEPKY H (WIIH)
KATHOPOBKY B MPOLIECCE

myHKT 64 [TpaBun
HaJIeKalnei MpakTHKU

JIEKapCTBEHHBIX TIPENApPaTOB Ha
TPAH3UTHBIX cKIagax?

SKCI'IJTyaTaIII/IH? XpaHCHHU

13. | JocTaBmsroTcs JIM IEKAPCTBCHHBIC nyHKT 65 IlpaBun
Tnpernaparsl O afipecy, yKasaHHOMY B HaJJIeXKamell NpakTHKH
TOBapOCONPOBOAUTENBHBIX TOKyMEHTaX? XpaHEeHHUs

14. | CobmomaroTcs JIM YCIIOBHUS XpaHCHHS nyHkT 67 IlpaBun
JIEKapCTBEHHBIX IPETIAPATOB B Hauiexameil NpaKTHKH
IOMEIEHUAX Ha TPAH3UTHBIX CKIafax? XpaHEHHs

15. | ObecneunBaeTcs 1 6€30MACHOCTD nyHKT 67 IlpaBun

HaJiyIexKalen MpakKTHKH
XpaHeHUs

Tapa, ynakoBka H MapKHPOBKA JIeKapCTBEHHBIX NPeNnapaToB (craTbs 46 61-®3, raasa 8 Ilpasui
HaJJIeKamell MPaKTHKH XPAHCHHS)

YIIAKOBKA € Y4YCTOM.

16. | Biuuder nmu TpaHCIOPTHAS Tapa Ha myHKT 68 ITpasun
KauecTBO, H3PPEKTUBHOCTH 1 G€30I1aCHOCTh | HaJeKaleH NPaKTHKA
JIEKApCTBEHHBIX NPENapaToB MpH UX XpaHEHHUs
nepeBo3ke?

17. | OGecneunBaeT I¥ TPAHCIIOPTHAS Tapa myHKT 68 IIpaBun
3aIMTy OT BO3AEHCTBHS (PAKTOPOB HaJIeXKaIeH IpakTHKA
BHELIHeH cpebl? XpaHEeHHUs

18. | BriGmpaercs 1M TpaHCIIOPTHAS Tapa, nyHKT 69 IIpasun

HaJIeXxanei NpakTHKH
XpaHEeHHUsI

TpeGOBaHui K YCIOBUAM XpaHEHHS |
IIepEeBO3KH JIEKaPCTBEHHBIX PENApaToB?

nyHKT 69 Ilpasun
HajIexame IpakTHKA
XpaHEHUs

06BeMa, He0OXOTUMOTO JULA Pa3sMEICHUS
JNEKapCTBEHHBIX MPENIapaToB?

nyHkT 69 [Ipasuin
HaJyIe)Kalled MPaKTHKA
XpaHEeHHUS

KoneGaHui TEMIIEPATyPhl OKPYKaroIe
cpensi?

nyHKT 69 IIpasui
HaJyIeXaIleH MpaKTHKN
XpaHEHUs

JUTMTENILHOCTH [IEPEBO3KH, BKITIOYAs
BO3MOKHOE IIPOMEKYTOYHOE XpaHEHHE
JTeKapCTBEHHBIX ITpenapaToB?

nyHKT 69 IIpaBun
HaJIeXKAIEH IPaKTHKA
XpaHECHHS
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HCIIONBL30BaHHE MOBPEXKACHHBIX
XJIa03JIEMEHTOR?

19. | Ha TpancnopTHyI0 Tapy HaHOCSATCS JIM: mnyHkT 71 IpaBun
HaJIexallen IPakKTHKA
XpaHEHHs
HAaVMEHOBaHHMS JIEKApCTBEHHBIX myHKkT 71 Ilpasun
npenaparoB? HaJexamei NpakTUKH
XpaHeHUS
CEpHH JIEKaPCTBEHHBIX NIpenapaToB? nyHkt 71 IIpasun
HaJyIe)Kamed IPaKkTHKH
XpaHEHUs
nara BbITycKa? myHKT 71 IlpaBun
HaJyIe)Xalen IpakTHKH
XpaHEHHUS
KOJIMYECTBO BTOPHYHBIX myHKT 71 IlpaBun
(oTpeGUTENBCKAX) YIIAKOBOK Hajyiexaled IpakTHKH
JNIEKapCTBEHHBIX MIPeTapaToB? XpaHeHHS
uHpopMaIus O IIPOU3BOAUTENE nyHKT 71 IIpasun
JIEKapCTBEHHBIX MIPENapaToB ¢ YKa3aHHEM | HaJIexKalel MPaKTHKH
HAaMMEHOBAHHH 1 MECTOHAXOXKIACHUS XpaHeHHs
(ampeca) IPOM3BOJHTENS JIEKAPCTBEHHBIX
npernaparos?
CPOK TOIHOCTH JIEKaPCTBEHHBIX nyHkT 71 Ilpasun
mpenaparoB? HauTeXanied MpakTHKH
XpaHEeHHUs
YCIIOBHS XpaHEHHS H IIEPEBO3KA myHKT 71 IIpaBun
JNIEKApCTBEHHBIX IIPenapaToB? HaJJIe)Kamen NpakTHKH
XpaHEeHHUs
HeOoOXOIMMBIC TpeAYIIpEAUTENBHBIC nyHkT 71 Ilpasun
HaAAMUCH? HaJIeXKame IpakTHKH
XpaHCHHS
MaHMITYJIITOPHBIE 3HAKH? myHKT 71 Ipasun
HaJIexamen IpaKTHKA
XpaHeHHUs
D0. CobimoaeTcs JIK 3alpeT Ha IIOBTOPHOE nyHKT 63 IIpaBun
HCIIONB30BaHNE HEAOCTATOYHO HauIeXamlei IpaKkTHKH
OXJIaXICHHBIX XJ'IaLIOE)JICMeHTOB? XpaHEHHUS
D1. CobmoiaeTcst M 3aIpeT Ha myHKT 63 Ilpasun

HaJJIexaley mpakTHKA
XpaHeHUs
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(nomxzocTh ¥ VIO OIKHOCTHOTO JTHIA, 3aMOMHUBLIETO IPOBEPOYHBIH JTHCT, TIOIIHACE, nara)

(IIOJ'I)KHOCTL 1 ®UO 10DKHOCTHOTO JIHLA IOPHINISCKOro JIUNa, NpHUCYTCTBOBABLICTO NIPH
3aM0JIHEHWH MPOBEPOUYHOrO JIUCTA, NOANHCE, ,uaTa)




INpunoxenue Ne 16
K mpuxaszy ®ezepabHON CIryKObL
110 Ha30py B cepe 3ApaBOOXPAHEHUSA

ot O A AL Ne 917’ %

®opma

IIpoBepo4HbIii THCT
(CNMHCOK KOHTPOJIbHBIX BONPOCOB),

Hcnosb3yemblii @eaepasibHoOl ciy:x00if Mo HAA30PY B cepe 3ApaBoOXpaHEHHA
H ee TepPUTOPHAIbLHBIMH OPraHaMH NPH NPoBeJIcHHH NIaHOBBIX NPOBEPOK NPH
ocyiecTBieHHH (peaepaIbHOro rocyJapcTBEeHHOro HaA30pa B cdepe oOpameHus

JIEKAPCTBEHHDbIX CPEACTB
(mepeBo3Ka JieKapCTBEHHBIX NPENapaToB /sl MEAMUHHCKOro NPHMEHEHUS B
anTeKe NPOM3BOACTBEHHOI ¢ IPAaBOM H3rOTOBJICHHS ACENTHIECKUX
JleKApCTBEeHHBIX NPeNnapaToB)

(HaUMEHOBaHKE OPTaHa, OCYIECTBIMIOWEr0 IIAHOBYIO TPOBEPKY)

1. Bun roCcyJIapCTBEHHOI'O KOHTPOJIA (nazn3opa)

2. TIlpenMeT TWIAHOBOM TpPOBEPKM MOPUAMYECKMX NI M HMHAHBUIyaJbHBIX
TpeNpHHAMATENEH OrpaHHIMBaeTCs 00s3aTeIbHBIMH TpeGOBaHMAMH, COOIIOIEHHE KOTOPBIX
SBJSIeTCS Hauboyiee 3HAUYMMBIM C TOYKHM 3pEHHs HEIOIYIUCHHS BO3HHKHOBEHMS YIpO3BI
IIPHYHHEHMS BpeZia KU3HH, 3T0POBbIO IPAXIaH, H3T0KEHHBIMU B ¢opme IIPOBEPOIHOTO JIUCTA
(CITHCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHE IOPHIMYECKOro NHOa, (GaMWINA, UM, OTYECTBO (UpH HATMIHH)
WHIABHyaTbHOIO IpeANPUHIMATENS:

4. Mecto MpoBEeACHUA IJIAaHOBOM MIPOBEPKU C 3arl0JJHCHHUEM NIPOBEPOYHOI0 JIMCTA:

5. PexBU3UTH NpHKa3a O MPOBEJCHUM IIAHOBOM IPOBEPKH: OT

Ne

6. YueTHBIH HOMep IPOBEPKH U JaTa NPHCBOSHHUS yIETHOr0 HOMepa MPOBEPKHU B EnuaOM
peecTpe IPOBEPOK:

7. JlomxHOCTh, GaMIIKs ¥ WHUIMAIBl JOJDKHOCTHOTO JIANA (nu1), npoBoAAIEro(rX)
IUIaHOBYIO TIPOBEPKY:

1. ;

2. .

8. TTepedeHp BOIPOCOB, OTPAXKAIOLIMX COAEPKAHHE 005I3aTENbHBIX TpeGoBaHMH, OTBET Ha
KOTOpbIE OJIHO3HAYHO CBUICTENECTBYET O COONIONCHUH WA HECOOJIIOIEHAN IOpUINYECKAM
JIAIIOM, MHIMBALYalbHBIM TPEINPHHAMATEIEM 00sI3aTeNbHBIX TPeOOBAHHH, COCTABIIIOMIMX
npeMeET IIPOBEPKHU:
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PexBH3NTDHI BbiBoa 0 BLINOJHEHUH
HOPMATHBHBIX TpeboBaHHI
Ne Bonpochl, 0Tpakalomue coaepkaHue [PABOBBIX AKTOB, €

n/n o0s3aTeJLHBIX TPeOoBaHMIA yKazaHHEM HX aa HeT
CTPYKTYPHBIX
e¢HHHI], KOTOPLIMH
YCTaHOBJIEHDI
odn3aTeILHbIC
TpeOGoBaHHU

IynxT 4 crarbu 9 @enepaibHOro 3akoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 obpamennH
AekapcerBeHHbIX cpeacTs» (CobpaHue 3aKOHOMATEILCTBA Poccuiickoii ®egepannn, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cr. 4283) (nanee - 61-®3), riaasa 7 [IpaBun HaJJIeKamel NIPaKTHKH XPaHeHU
M NEpPeBO3KH JIEKAPCTBEHHBIX NPENapaToB Ads MEIMIMHCKOro NPHMEHCHMS, yTBEPKACHHLIX
npukazoM MHHHCTEPCTBA 3APaBOOXPAHEHHH Poccuiickoii Pegepanmn or 31 asrycra 2016 r.
Ne 646H (3aperncTpuposan MunucrepcTsom ocTauun Poccuiickoi ®enepaunu 9 sasaps 2017 r.,
perucrpanuonnsii Ne 45112) (nanee — IlpaBnia HaQIekameii NpakTHKH XpaHenus); Ilpasuina
XpaHeHHsl JIEKAPCTBEHHbIX CPEACTB, YTBeP:KICHHbIE IPUKA30M MunncTepcTBa 3ApaBO0XPAHEHHS
u comuagbHoro paseutusi Poccmiickoii ®egepanuu 0T 23 asrycra 2010 r. Ne 706w
(3aperncrpupoBan  MHUHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepanun 4 oxradps 2010 r.,
perncTpaumonnbiii Ne 18608) ¢ m3MeHCHHSIMH, BHECEHHBLIMH MPHKa3OM MHuHHCTEPCTBA
3APABOOXPAHEHHA M COUHAILHOIO PA3BHTHH Poccuiickoii ®enepamau ot 28 gexadbps 2010 r.
Ne 1221u (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepannu 4 denpans
2011 r., peructpaunonnbiii Ne 19703) (nasee — IIpaBria XpaHeHHs JEKAPCTBCHABIX ¢ DEACTB)

1. CornacyroTcs Jig ¢ IOJIy4YaTeneM myHKT 56 IlpaBun
OCTaTOYHBIE CPOKH FOTHOCTH HaUIeKAIIeH PaKTHKH
[OCTABJISIEMBIX JTEKAPCTBECHHBIX XpaHeHHs
penapaToB?

2. dukcupyercs Jii cyoHheKTOM oOpaleHus nyskT 58 IIpasun

JNIeKapCTBEHHBIX MpenapaToB HEGopManus | Hajulexamel IPakTHKY
0 TIepeBO3Ke JIEKapCTBEHHBIX IIpenapatos? | XpaHeHHs

3. OcyimecTBisieTcs 11 HHGOPMUPOBAHHE nyHKT 61 IIpaBun
OTIpaBuTels ¥ (MIH) MOJIydYaTels Ha/ie)xanei NpakTHKH
JIEKapCTBEHHBIX PENapaToB O XpaHCHHUS

BBIIBJICHHBIX B IIpoLiecce MEPEBO3KU
CiTyuasx HapyIICHH TEMIIEPAaTypHOTO

peXHMa XpaHEHHs?

4. OcymecTBsieTcs i1 ”HHOPMUPOBAHHE nyHKT 61 [Ipasun
OTIpaBHUTENA U (MIIH) MOJTy4aTesLs HaJJIexalell NpaKTHKA
JIEKApCTBEHHBIX NIPEMAPaToB O XpaHEeHHs

BBIABJIEHHBIX B IIPOLIECCE MEPEBO3KH
ClIyyasx HapylIeHHs IOBPEKICHHS
yTIaKOBKHU?
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5. IpenocraBisroTes MM CyOBEKTOM nyHKT 61 Ilpasun
o0pallleHHs JIEKapCTBEHHBIX [IPEIIapaToB HaJAJIeKaIled MPaKTHKH
TI0 3aIpOCy INOIydJaTens JEKapCTBEHHBIX XpaHEHHUS
IIperapaToB CBEICHUS O COOMIOACHHH
TEMIIEPATYPHOTO PEKUMA IIPU NIEPEBO3KE
JIeKapCTBEHHBIX NIPENapaToB?

6. Hcnone3yroTes au Ui IEPEBO3KU nyHKT 62 IIpaBuin
JIEKapCTBEHHBIX NpenapaToB HaJyIexarieil NpakKTHKU
TPaHCIIOPTHHIE CpeCTBa? XpaHEeHUs

7. O6ecneunBaroT I TPAHCIIOPTHBIE yHkT 62 IlpaBun
cpeacTsa U 06opyIOBaHUE UM ICPEBO3KH | HaJJIeKalIeH IPaKTHKH
JIEKApCTBEHHBIX IpENapaToB Ka4eCTBO, XpaHEeHUs
a¢dekTuBHOCTH 1 6€30IMaCHOCTD
JIEKapCTBEHHBIX NIPENapaToB?

8. Hcmonp3yeTcs JId IIpH [IepeBO3Ke myHKT 62 IIpaBun
TEpMONaOHIIBHBIX JIEKAPCTBEHHBIX HaJUTeKaIed MPpaKTHKA
[IPENnapaToB CIEHAIN3UPOBAHHOE XPaHCHHA
ob6opynoBanue?

9. ObecneynBaeT U CIEHHATUIHPOBAHHOE myHKT 62 IIpasun
obopyaoBaHUe HOANEpKaHUE TPEOYEMBIX Ha/IIeXKAaIled NPaKTHKH
TEMIIEpaTypPHBIX PEKUMOB XpaHECHHS XpaHCHUA
JIEKapCTBEHHBIX MPENIapaToB?

10. | Ilpu mepeBo3ke I€EKapCTBEHHBIX nyHKT 63 IIpaBun
TpenaparoB COOIOAACTCS JIU YCIIOBHE HaJJIeXKaIeH NPaKTHKA
OTCYTCTBHS NIPSIMOI'0 KOHTaKTa XpaHEHuA
XJIaZI03JIEMEHTOB C JIEKAPCTBEHHBIMU
pernapaTaMy B M30TEPMHYECKHX
KOHTelHepax?

11 PykoBomureneM cyOnekTa o6palneHus myHKT 63 [IpaBun
JIEKApCTBEHHBIX MpenapaToB NPOBOAUTCS HaJIeXKaIleH IPaKTHKA
JIA HHCTPYKTAX O MOPAIKE IIOATOTOBKH XpaHCHHA
H30TEPMHYECKHX KOHTEHHEPOB K
TIEPEBO3KE JIEKApCTBEHHBIX PEIIapaToB (¢
YyUETOM Ce30HHBIX 0COOEHHOCTEH), a TaKkXKe
0 BO3MO>XHOCTH IIOBTOPHOT'O
HCITOJIb30BaHMS XJIaN0JIEMEHTOB?

12. | Ipouwro s 060pynoBaHue, OTHOCAUIEECT K myHKT 64 ITpaBun

CpencTBaM M3MEpEHHI:

HaJUTexalleH NpaKTHKH
XpaHeHUs

NEPBUYHYIO MOBEPKY H (HIH) KaTHOPOBKY
0 BBOJIA B OKCILTYaTalHIo?

NyHKT 64 IIpaBun
HaJIexalne pakTHKH
XpaHeHHS
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KanMOpOBKY B MpoLiECCe

NepBUYHYIO TIOBEPKY U (WKL) kamubpoeky | myHKT 64 TIpaBun

nocie peMoHTa? HaJjIexaniei mMpaKTUKK
XpaHeHus

TEpPHOTHYECKYIO NIOBEPKY H (HIIH) myHKT 64 TIpasun

HaUTIeXXalleH IpaKTHKU

JEeKapCTBEHHBIX NIPENapaToB Ha
TPAaH3UTHBIX CKJIafax?

3KCIUTyaTalyu? XpaHeHHs

13. | JocTaBmsroTcs NI JICKapCTBEHHBIC nyHKT 65 ITpaBun
Apenaparsl 1o aapecy, ykasaHHOMY B Hajjexamne# IpaKTHKH
TOBAapOCONPOBOMTENBHBIX IOKyMEHTaxX? XpaHEeHHs

14. | CoGiromaroTes Jid yCIOBHA XpaHCHHS nyHkT 67 [Ipasun
TeKapCTBEHHBIX IIPENapaToB B HajIexamei NpakTHKA
TOMEIIEHHAX Ha TPAaH3UTHBIX CKIanax? XpaHEeHHs

15. | ObecneuuBaetcs H O€30MaCHOCTD nyHkT 67 ITpasun

HaJUIe)Kaler IPaKTHKI
XpaHEeHUd

Tapa, ynakoBka 1 Ma
HajJIeKamel NPAKTHKH XpPaHEHHS)

PKHPOBKA JIeKaPCTBEHHBIX MPENapaTos (cTaThs 46 61-®3, rnasa 8 IIpaBun

YIaKOBKa ¢ YICTOM:

16. | Bnusier 1 TpaHcopTHAS Tapa Ha myHKT 68 ITpaBun
KauecTBO, 3QPEKTHBHOCTh U OE30IaCHOCTD HaJyIeXaIeH IPaKTHKA
NEKapCTBEHHBIX NPENapaToB MPU UX XpaHeHUs
nepeBo3ke?

17. | ObecneuynBaeT i TpaHCIIOPTHAA Tapa nyHKT 68 I1pasmn
3aIUTY OT Bo3JeicTBHA GakTopoB HaJIeXxXaled IpakTHKI
BHEIIHeH cpenbl? XpaHEeHUS

18. | BriGupaercs 11 TpaHCIIOPTHAs Tapa, nyHkT 69 Ilpasun

HaJUIeKaIed IPaKTHKA
XpaHeHHs

TpeGoBaHUH K YCIOBUAM XPaHEHHS U
IIEPeBO3KH JIEKAPCTBEHHBIX Npenaparos?

nyHkt 69 [Ipasun
HaJyIexKaIeH IPakKTHKA
XpaHEHHS

06BeMa, HEOOXOJUMOT0 [ pa3sMEICHUS
JNIeKapCTBEHHBIX TPENapaToB?

nyHkT 69 Ilpasmi
HaJyTeXaIeN IPaKTHKA
XpaHCHHS

KoJieGaHuil TEeMIEPaTyphl OKpYKaromei
cpensi?

nyHKT 69 [Tpasun
HaJTeXKaIen IPaKTHKA
XpaHEHUs

JUIATENHBHOCTHU ITEPEBO3KH, BKIIIOYTasd
BO3MOYXXHO€ ITPOMEKYTOTHOC XpaHEeHHUC
JCKApCTBCHHBIX HpenapaTOB?

nyHKT 69 [Ipasun
HaJIe)Xale! MpakKTHKA
XpaHEHHS
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HCIIOJIb30BaHUE TOBPEXICHHBIX
XJIaI03JIEMEHTOB?

19. | Ha TpancnopTHyIO Tapy HaHOCSATCS JIH: myHKT 71 Ipasun
HaJIJIe)Kalel NpakTHKH
XpaHEeHHUs
HAaHMEHOBaHUS JICKApCTBEHHBIX myHkT 71 Ipasun
npenaparoB? HajUIeXaned MpakKTHKH
XpaHeHus
CepHH JIEKApCTBEHHBIX NPEnaparoB? ryHKT 71 IIpaBmn
HaJyIeXale! IPaKTHKU
XpaHCHUS
JaTa BITycKa? myHkT 71 ITpaBui
HaJIexamed TpakTHKH
XpaHeHHs
KOJIM4ECTBO BTOPHYHBIX nyHkT 71 [Ipasun
(mOTpEeOUTENBCKUX) YIAKOBOK HaJIexaleH IpaKTHKK
JIEKAPCTBEHHBIX TIPENapaToB? XpaHEHHS
HHPOpPMALIKS O IPOU3BOJIHUTEIIC nyHkT 71 IIpaBun
JIEKAPCTBEHHBIX MIPENapaToB C YKa3aHUEM | HajuieKamel MpakTHKA
HaUMEHOBAHMI ¥ MECTOHAXOXKICHHS XpaHCHHUS
(ampeca) MpoOU3BOAUTENS JICKAPCTBEHHBIX
npenaparoB?
CPOK TOJJHOCTH JIEKapPCTBEHHBIX nyHKT 71 [Ipasun
mpemnaparoB? Haexame IpakTHKH
XpaHEeHHUs
YCJIOBUS XpaHEHHUS U TIEPEBO3KH nyHkT 71 [IpaBun
JIEKapCTBEHHBIX IIPENapaToB? HaJIeXXaIel NpakTHKH
XpaHEHHUs!
HEe0OXOUMBIC ITPEAYIIPEUTEIHHEIC nyHKT 71 IIpasun
Hajgnucu? HaJUTexarel NpakTHKH
XpaHEeHHS
MaHMIIYJIITOPHBIE 3HAKH? myHKT 71 [IpaBun
HaJJIe)Xalled IIpakTHKH
XpaHeHUs
PO0. ColmogaeTcs JIu 3anpeT Ha IOBTOPHOE myHKT 63 IIpaBun
UCIIOE30BaHUE HEAOCTATOYHO HajIeXxariel NpakTHKU
OXJIAKIEHHBIX XJ1aJ031€MEHTOB? XpaHEHHS
D1. | CobmonaeTcs nu 3anpeT Ha myHKT 63 IIpasun

HaJUIeXKAIlEeH IPaKTHKA
XpaHeHus
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(momxHOCT ¥ PHIO MOMKHOCTHOTO JIMIIA, 3AlOHHUBINETO HPOBEPOYHBIH JICT, MTOIIHUCE, nara)

(ZlOJ'I)KHOCTB 1 ®UO [0JDKHOCTHOIO JIHIA IOPHIMIECKOro M1, IIpUCYTCTBOBABIICTO NIPHU
3aIl0JIHEHUWH IIPOBCPOYHOIO JINCTA, IIOAIINCH, ,uaTa)
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ITpunoxenue Ne 17
K npuka3y PenepaibHOH CIryxO6bI
10 HaA30pYy B cepe 3ApaBOOXPAHEHHA

OT C)QMW/% Ne _C//'//)'&?

®opma

IIpoBepouHbIii JHCT
(CIHCOK KOHTPOJILHLIX BONIPOCOB),

HcnoJb3yemblii @egepanbHoii ci1y:k60il o Ha30py B cdepe 31paBOOXpaHEHHS
M €€ TEPpPHTOPHAJbHbBIMH OPraHaAMH NPH NPOBEJIEHHH IVIAHOBBIX NPOBEPOK NPH
oCyIIeCTBJIEHHH (peiepaibHOro rocyJapcTBeHHOro Haa3opa B cdepe obpameHus

JIEKAPCTBEHHBIX CPEACTB
(nepeBo3Ka JieKapCTBEHHBIX NPeNapaToB AJi MEAHIIHHCKOro NpUMeHeHHsl B
MeJHIHHCKHX OPraHM3alUsaX U HX 060co0/1eHHBIX NoApa3AeJeHHAX (UeHTPbI
(oTmesenus) o6weii BpauedHoii (cemeliHOi) NPaKTHKH, aMOyJ1aTOPHH,
deapamepckne u QesabIepcKo-aKyliepcKHe MyHKTHI), pacnoJio)KeHHbIe B
CeJIbCKHX HaceJIeHHbIX MyHKTAaX)

(HaMMEHOBAHKE OpTaHa, OCYIECTRIAIONMETO INIAHOBYIO IIPOBEPKY)

1. Bun roCyapCTBEHHOIO KOHTpPOJIA (Ham30pa)

2. Tlpemmer TIaHOBOM TIPOBEpKH IOPHUIMYECKMX JHII W  HHOUBHUAYaJbHBIX
TIpepHUHUMATeNIel OrpaHHYMBaeTCs 00s3aTeNbHBIMI TPe6OOBaHUAMH, COOIIOIEHHE KOTOPHIX
gBiseTcs Haubojee 3HAYMMBIM C TOYKH 3pEHHS HENOMyIICHHWs BO3HHKHOBEHHS YIPO3BI
TNIPUYMHEHHUS BPEa XH3HHU, 3M0POBBIO IPaXiaH, H3JI0XKEHHEIMH B YOpMeE IIPOBEPOIHOr'O JIHCTA
(criECcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBaHMEe IOPHOMYECKOro JHIA, (paMHIMi, HMs, OTYECTBO (IIpH HAIAYHH)
WHAWBULYAIBHOTO IIpepPUHAMATEIIS:

4. Mecto IIPOBCICHUS IJIAHOBOH IIPOBEPKH C 3aMOJHCHUEM IIPOBEPOTHOrO JIMCTA:

5. PexBH3WTHI NpHKa3a O MPOBEICHHUHU ILIAHOBOW NPOBEPKH: OT

Ne

6. Y4eTHBI HoMep IPOBEPKH M aTa IPUCBOSHHUS YYeTHOTO HoMepa IpoBepKu B ExuHoM
peecTpe MpOBEPOK:

7. JIOIKHOCTb, (aMIINS ¥ HHHLHATBI JODKHOCTHOTO JIHLA (JIMI), MPOBOASLIETO(HX)
IUTAHOBYIO TIPOBEPKY:

1. ;

2. .
8. ITepedeHp BOIPOCOB, OTPAXKAIOLINX COJEPKaHHE 00513aTeNbHEIX TPEOOBAHUM, OTBET Ha
KOTOpbIe OJHO3HAYHO CBUETENLCTBYET O COOIIOACHNH MIIH HECOOMIOACHUH FOPHINIECKHM
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JIALIOM, HHIMBULAYATbHEIM MpeANpUHAMATeNeM 00S3aTeNbHBIX TPeOOBAHHH, COCTABILIIOIINX
TIpeJIMET TIPOBEPKH:

BbIB0/1 0 BHINIOJTHEHHH
TpeGoBaHHMH

PexBH3UTHI
HOPMATHBHbIX
NPABOBBIX aKTOB, €
yKa3aHHEM HX
CTPYKTYPHBIX
€IHHHIl, KOTOPbLIMH
YCTAHOBJICHDBI
00g3aTEIbHbIE
TpeGoBaHHSHA

Ne Bomnpocsl, 0Tpaxkalmue coepixaHue
/o o0s3aTeILHBIX TPeGoBaHMIA

Aa HET

Iyukt 4 cratbn 9 @PexepanbHoro 3akona or 12 ampens 2010 r. Ne 61-®3 «O0 obpamennu
JeKapcTBeHHbIX cpefcTB» (CobpaHne 3aKOHOMAATENLCTBA Poccuiickoit ®egepamun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, ct. 4283) (nanee - 61-®3), raasa 7 [IpaBna Haekamei NPaKTHKH XPAHCHHS
M MepPEBO3KH JEKAPCTBEHHBIX NPEnapaToB MJIs MEIHIHHCKOro NpUMEHEHHs, yTBEePKICHHBIX
npukatom MuHHCTEpCTBa 3/paBooxpanenus Poccuiickoii ®denepanan or 31 aBrycra 2016 r.
Ne 6461 (3aperncTpupoBaH MHHHCTEPCTBOM IOCTHIIMH Poccuiickoit ®enepanun 9 susaps 2017 r.,
perucTpauuonsbiii Ne 45112) (nanee — IlpaBnia Haplekameii NpakTHKH xpaHenus); Ilpasuna
XpaHeHH!s JeKapCTBEHHBIX CPEACTB, YTBEPKICHHbIE NPHKA30M MuHHCTepCTBA 31paBo0XPaHEHHSA
H commanbHoro passuTHs Poccmiickoii ®exepamum or 23 aBrycra 2010 r. Ne 706m
(3aperncTpupoBan MunucrepcrBom IocTunuu Poceniickoi ®denepauun 4 oxradbps 2010 r.,
perucrpanuonnbiii Ne 18608) ¢ w3MeHeHHSIMH, BHECEHHBLIMH IPHKA3OM MunucTepcTBa
3APABOOXPaHEHAs W CONHAJbHOro passuTus Poccmiickoi ®enepannn or 28 nexabpsa 2010 r.
Ne 1221u (3aperncrpupoBan MunucrepcTBoM loctumun Poccmiickoit ®enepannn 4 despais
2011 r., perucrpanuonnbiit Ne 19703) (najee — IIpaBniia XpaHeHHs JIEKAPCTBCHHBIX € DECTB)

1. CornacyroTcs JId ¢ HOJTydYaTeaeM myHKT 56 IIpasun

OCTaTOYHBIC CPOKH I'OOJHOCTH
IIOCTaB/ISIEMBIX JICKAPCTBEHHBIX

HaJyIeXalleH IPaKTHKA
XpaHEeHH

OTIpaBUTENS U (AIH) IOTy4YaTens
JIEKapCTBCHHBIX NIPENIapaToB O
BBIABIICHHBIX B IIPOLIECCE TIEPEBO3KH
ClTyqasix HapylIEeHHs IOBPEXACHHA
YIaKOBKH?

npenaparoB?

2. duxcupyercs i CyObeKTOM 00palleHus myHKT 58 IlpaBun
JIeKapCTBEHHBIX NPenapaToB HHGopMalKs | HaUIeKaeH NPaKTHKA
0 TIepeBO3Ke JIEKaPCTBEHHBIX MPENaparos? | XpaHeHHs

3. OcymecTBisieTcs 1 MHHOPMUPOBaHHE nyHKT 61 [TpaBui
OTHpaBHTENS U (MJIM) NOJIyYaTelis HaJyIexamed MpakTHKH
JIEKapCTBEHHBIX IIPENapaToB O XpaHeHUs!
BBIIBJICHHBIX B IIPOIIECCE MEPEBO3KH
clydasx HapyHIeHHS TEMIIEPATypHOTO
peXUMa XpaHEeHHs?

4. OcymiecTBiseTcs 11 HHPOPMHPOBaHHE nyHkT 61 IIpaBun

HaJJIe)KaIeH MPaKTHKH
XpaHEeHH
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10 BBOJA B 3KcnnyaTaumo?

5. [IpemocTaBnAOTCA 1 CyOHEKTOM nyHKT 61 IIpaBun
obpalieHus TeKapCTBEHHBIX NpenapaTos HaJJIeKaIeH NpaKTHKH
TIO 3aIpOCY IOJTydaTeNs JEKApCTBEeHHBIX XpaHCHHS
IpenapaToB CBEACHUS O COOIONCHAN
TEMIIEPATYPHOTO PEKMMA IPH MEePEBO3KE
JIeKapCTBEHHBIX NIPEeNapaToB?

6. Hcnons3yroTes U U1 IIEPEBO3KH nyHKT 62 IIpasun
JIEKapCTBECHHBIX IIPENapaToB HaJJIe)XaIe NpaKTHKA
TpPaHCIOPTHEIE cpelcTRa? XpaHeHUS

7. O6ecIeunBaroT JIM TPAHCIIOPTHEIC nyHKT 62 IIpaBui
cpeIcTBa M 060OpyHOBaHHE [7Id IEPEBO3KH | HA/UIEKAIEH NPaKTHKHA
JIEKAPCTBEHHBIX IIPENapaToB Ka4ecTBO, XpaHEeHUs]
5¢)peKTHBHOCTH U O€30I1aCHOCTD
JNIeKapCTBEHHBIX TPeNapaToB?

8. Hcnonp3yercs au MpH MEPEBO3KeE myHkT 62 IIpasun
TEPMOTAOUIIBHBIX JIEKAPCTBEHHBIX HajjIeXalen MpaKTHKH
[pernapaToB CHEIHATH3NPOBaHHOE XpaHeHus
o6opynoBaHue?

9. Ob6ecrieynBacT Jii CIeNHATM3HPOBAHHOE myHKT 62 IIpaBui
oBopyioBaHKe MOJIEPKAHUE TPEOYEeMBIX HaJIeXaleH NPaKTHKH
TEMITEPATYPHBIX PEXHMOB XpaHCHHUA XpaHCHHA
JNIEKapCTBEHHBIX NIPEeNapaToB?

10. | IIpu mepeBo3Ke JEKAPCTBEHHBIX nyHkT 63 Ipasun
IpenaparoB COOMONACTCS JIK YCIIOBHE HaJUIe)Kammen NpakTHKH
OTCYTCTBHS NPAMOro KOHTaKTa XpaHCHUA
XJIAZI03JIEMEHTOB C JIEKAPCTBEHHBIMHA
npenapaTaMH B H30TEPMHYESCKUX
KOHTelHepax?

11 | PyxoBonureneM cyObexTa oOpalueHus nyskT 63 IpaBun
JIEKApCTBEHHBIX PENApaToOB IIPOBOAUTCSA HaJUIeXaIen MPaKTHKH
JIM HHCTPYKTaX O IMOPSAIAKE MOATOTOBKH XpaHCHUA
U30TEPMUIECKHX KOHTEHHEPOB K
TIepeBO3Ke JIEKapCTBEHHBIX NIPENapaTos (¢
YUETOM CE30HHBIX 0COGEHHOCTEH), a TaKKe
0 BO3MOKHOCTY IIOBTOPHOTO
HCHOJIB30BaHHU XJIaI03IEMEHTOB?

12. | ITpouwto iu o6opynoBaHKe, OTHOCAIIEECH K myHKT 64 [Tpasun
CpEeACTBaM H3MEPEHHIA: HajJIexKaIed NpakTHKH

XpaHeHHUs
TNepBHUHYIO MOBEPKY H (WJIH) KamuOpOBKY | TYHKT 64 Tlpasuin

HajyIeKaled NpakTHKH
XpaHeHHA
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TEepPBUUHYIO OBEPKY M (M) KaJHOpOBKY
nocJjie peMoHTa?

myHKT 64 IIpaBun
HaJjiexaleH MpakTHKA
XpaHeHUS

MEePHOIMUECKYIO ITOBEPKY M (WIH)
KaJHOpPOBKY B HIpoliecce

nyHkT 64 ITpasun
HaJUTeKaled NPaKTHKA

JIEKApCTBEHHBIX NIPENapaToB Ha
TPaH3UTHBIX CKIaNax?

BKCIIJ'IyaTaLII/II/I? XpaHEeHHA

13. | JlocTaBisiOTCs JIH JICKAPCTBEHHBIC myHKT 65 IpaBun
TIpemnaparh! 110 aJpecy, yKasaHHOMY B Hajiexamel NpaKTHKY
TOBAPOCONPOBOTHUTEBHBIX IOKYMEHTaX? XpaHEeHHs

14. | CobOmogaroTcs I YCIOBUS XPaHECHHA nyakT 67 Ipasun
JNIEXKapCTBEHHBIX NPENapaToB B HajUiexanel NpaKTHKA
IOMEIIEHHMSX Ha TPAH3UTHBIX CKIanax? XpaHEeHH

15. | Ob6ecneunBaercs 1M O€30I1aCHOCTD nyHkT 67 [IpaBun

HaJUIe)xamen TpaKTHKI
XpaHEeHHs

Tapa, ynakoBka H MapKHPOBKa JICKAPCTBEHHBIX NpenapaTos (ctaTbs 46 61-®3, raasa 8 IIpaBui
HajUIeKamel NPAKTUKH XpaHEeHHs )

yIaKoOBKa C y9ETOM:

16. | Biuser ma TpaHCIIOPTHAS Tapa Ha nyHKT 68 IlpaBun
KauecTBO, 3 PEKTHBHOCTE H 6e301aCHOCTh | HajUTe)KameH IIPaKTHKH
JEKapCTBEHHBIX NIPETIapaToB MNPy HX XpaHEHUs
mepeBo3Ke?

17. | OGecnieunBaet i1 TPAHCIIOPTHAL Tapa nyskT 68 IIpasun
3aIMTy OT BO3/eHCcTBHS (PaKTOpOB HaJuIeXKamel NpaKTHKH
BHEIIHEH cpeibl? XpaHCHUS

18. | Bribupaercs i TPAHCIOPTHAA Tapa, myHKT 69 ITpaBun

HaJUTIeXKaIeH IPaKTHKA
XpaHEeHHS

TpeGOoBaHMit K YCTOBHAM XpaHEHUA U
TIEPEBO3KH JEKaPCTBEHHEBIX NPENapaTon?

nyHKT 69 [Ipasun
HaJyIeXKaleH MpakTHKH
XpaHEeHHS

06BpeMa, He0OXOIUMOTO IS pa3MEIICHHUA
JIEKAQpCTBEHHBIX npernaparos?

nyHkT 69 IIpaBun
HaJUIeXKaIeH MpaKTUKI
XpaHEHUS

KoJeOaHuil TeMIIEpaTyphl OKpYKarolen
cpenbl?

nyHKT 69 IlpaBun
HaJUIe)Xamed IpaKTHKI
XpaHEHHUS

JUTHTENIbHOCTH NIEPEBO3KH, BKIIFOYas
BO3MOKHOE IIPOMEXYTOYHOE XpaHEHHE
JNIeKapCTBEHHbIX MPenapaToB?

nyHKT 69 IlpaBun
HaJyIe)xame IpakTUKU

XpaHeHUs
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HCIIONIB30BaHUE TOBPEXKICHHBIX
XJIAH0dIEMEHTOB?

19. | Ha tpaHcmopTHyIO Tapy HaHOCSATCS JIH: nyHkt 71 IlpaBun
HaJyTexaned NpakTHKY
XpaHEeHUS
HaWMEHOBAHHUS JIEKAPCTBEHHBIX nyHKT 71 IlpaBun
mpenaparoB? HaJIexamel NpakTHKA
XpaHEHHS
CEPHH JIEKApCTBEHHBIX NIPENapaToB? nyHkT 71 IlpaBun
HaJUIe)Xaen IpaKTHKH
XpaHEeHHUS
Jarta BITycKa? myHKT 71 [IpaBuin
HaJyIeXamed IpakTHKH
XpaHEHUS
KOJITYECTBO BTOPHYHBIX nyHKT 71 [Ipasmi
(TOTPEeOUTENBCKIX) YIIAKOBOK HaJyIeXKaIel IIpaKTHKH
JICKapCTBCHHBIX npenapaTOB? XpaHCHHS
HH(popManus O MPOU3BOJUTEIC nyHKT 71 [Tpasui
JIEKapCTBEHHBIX IIPENIapaToB C yKa3aHHEM | Hazyexalnel MpakTHKH
HAaNMEHOBAaHUN 1 MECTOHAXOXKICHHUS XpaHEeHHs
(ampeca) IPON3BOAUTEN JIEKAPCTBEHHBIX
mpernapaToB?
CPOK T'OJHOCTH JIEKAPCTBEHHBIX nyHkT 71 IlpaBun
mpernaparos? HaIexaniel NpakKTHKH
XpaHEeHHS
YCJIOBUS XpPaHEHHUS U TIEPCBO3KH nyHKT 71 [Ipasmn
JIEKApPCTBEHHBIX TIPENapaToB? HaJyIexamed NpaKTHKH
XpaHEHUS
He0O0XO0UMBIE IpeayIIpeAUTENbHBIC nyHKT 71 ITpaBun
HaAMUCH? HaJJIeXaIei NpakTHKH
XpaHeHus
MaHHITYJISITOPHbIE 3HAKU? nyHKT 71 IIpaBun
HaJyIeXaleH IpaKTHKH
XpaHeHus
D0. | Cobmogaercs 1y 3anpeT Ha IOBTOPHOS myHKT 63 IIpaBun
HCIOJIH30BaHUE HENOCTATOYHO HauIeXauel mpaKTHKH
OXJIAKIEHHBIX XJIaJ03/1€MEHTOB? XpaHEeHHS
P1. | Cobmomaercs M 3ampeT Ha myHKT 63 [Ipasun

HaJIeXaIed IpakKTHKA
XpaHCHHS
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(nomxH0CTb # ®HO IODKHOCTHOTO JIHIIA, 3AIOHHBIIEr0 IIPOBEPOTHBIH JIMCT, OAMHCE, naTa)

(nomxHOCTh ¥ ®VIO JODKHOCTHOTO JIMIA FOPUTIECKOTO JIMIa, IPUCYTCTBOBABIIETO TIpH
3aII0JTHECHUH IPOBEPOYHOTO JIMCTA, IO/MNHKCH, 1aTa)
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ITpmioxernne Ne 18
K rpukasy ®esiepanbHoO CIyKObI
110 Ha30py B cdepe 3ApaBOOXPAHEHUA

or (141 491N 9432

dopma

IIpoBepoYHbIii JHCT
(CIHCOK KOHTPOJIBHBIX BOIIPOCOB),
ucnoab3yemblii @eepabHoil ciry:x00ii no Hax3opy B cepe 31paBOOXpaAHEHHS
H ee TEPPATOPHAILHBLIMH OPraHaAMH NPH MPOBEACHUH MJIAHOBBIX MPOBEPOK NMPH
ocymiecTBJIeHHH (eJepanbHOro rocyiapcTBeHHOro Haasopa b cdepe oOpaleHus
JIEKAPCTBEHHDbIX CPENCTB
(mepeBo3Ka JIeKaPCTBEHHBIX NPeNapaToB AJIs MEHUMHCKOTO npuMeHeHHsI
HHAHBHAYAJIbHBIMH npeAnpHHAMATEAMH)

(HamdeHOBaHHe oprana, OCYHIECTBIIAIOLICTO ILTAHOBYIO I[pOBCpKy)

1. Bun rOCyAapCTBEHHOTO KOHTPOJIA (nay3opa)

2. TIlpenmer TIaHOBOH MPOBEPKH FOPHAMYECKHMX JIHIL U VHIMBH/Ty aJIBHBIX
NpeanpHHEMATENeH OrpaHNIMBACTCS 06s13aTeIbHBIMY TPeOGOBAHUAMH, COOIIOICHHE KOTOPBIX
gBIseTcs Haubonee 3HAYAMEIM C TOYKH 3DEHMS HENOIYLICHHS BOSHMKHOBCHHS yIpO3bl
IPUYMHEHHs Bpe/la XH3HH, 3M0POBBIO IPAKAH, H3N0KEHHLIMH B ¢dopme IPOBEPOIHOrO JTMCTA
(CIIHCKa KOHTPOJIBHBIX BOTIPOCOB).

3. HanMeHOBaHWe IOPHAMYECKOro IMua, Gamuims, uMs, OTIECTBO (Ipy  HAIHYMH)
WHIMBH Ty aJIbHOTO IpeIIpHHIMATEIIS

4. MecTo TpOBEJEHHs IUIAHOBOM MPOBEPKH C 3aMONHEHHEM NPOBEPOTHOTO JHCTa:

5. PeXBM3UTHI PHKa3a O MPOBEICHAU IUIAHOBOH NPOBEPKH: OT

Ne

6. YdeTHBI# HOMep IPOBEPKH 1 laTa IPHCBOSHHUS YIETHOTO HOMEpa IIPOBEPKHU B EnusaoM
peecTpe MPOBEPOK:

7. JJOIDKHOCTh, GaMIIia U WHUIHANBI JOJDKHOCTHOIO JIMlad (yu1r), MpoBoAAMmEro(¥x)
TIaHOBYIO IIPOBEPKY:

1. ;

2. :
8. ITepedeHs BOIPOCOB, OTPAXKAIOIINX CONEPIKaHHE 00s3aTeNbHEIX TpeOOBaHUH, OTBET HA
KOTOpbIE€ OJHO3HAYHO CBHUIETENBCTBYET O COOJIIONEHUH WM HECOOMIOACHHH IOPHIUIECKIM
JIMIOM, WHIMBHIYaTbHEIM MPEANPUHAMATENEM OOs3aTebHBIX TpeGoBaHul, COCTABILIONIMX
IpeaMeT IIPOBEPKH:
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PexBH3UTDBI BriBoj 0 BBINOJTHEHHHA
HOPMATHBHBIX TpeboBaHuMH
Ne Bonpocel, oTpaskalomine CoAepKaHue MpPABOBLIX AKTOB, €

n/n o06s13aTeNbHBIX TpeOoBaHMId yKa3aHHeM HX aa HeT

CTPYKTYPHBIX
¢IMHHIl, KOTOPbIMH

YCTaHOBJICHBI
o0sa3aTeJIbHBIE
TpeboBaHHS

Iyukr 4 cratbH 9 @exepajbHOro 3aKOHA OT 12 anpens 2010 r. Ne 61-@3 «OG oGpamennu
JeKapcTBeHHbIX cpeacTB» (CobpaHue 3aKOHOAATENLCTBA Poccniickoiit ®enepanun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, c1. 4283) (nasiee - 61-@3), riaasa 7 lIpaBun HaJJIe)xameill NpaKTHKH XpPaHCHHUA
M IIepPEBO3KH JEKAPCTBEHHLIX MPENapaToB MJIs MEIHIHHCKOro NPHMEHEHH, YTBepKIAECHHBIX
npuka3oM MHHHCTEPCTBA 3APaBOOXPAaHEHUH Poccuiickoii ®enepaumn or 31 asrycra 2016 r.
Ne 646n (3aperncTpupoBad MHHHCTEPCTBOM IOCTHIMH Poccuiickoit ®enepanuu 9 sasaps 2017 r.,
perucTpamuonHbiii Ne 45112) (nasee — IIpasnaa napiexameii npakTuxkn xpanenus); Ilpasnna
XpaHEHHs JIEKAPCTBEeHHbIX CPEACTB, YTBeP:KICHHbIEC IPHKA30M MHuHHCTEPCTBA 31PaBOOXPaHEeHHS
M conmaabHOoro paseuTusi Poccmiickoii ®enepanum 0T 23 aBrycra 2010 r. Ne 706m
(3aperncrpupoBaH  MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepanun 4 oxrsaopa 2010 r.,
perucrpanuonHbii Ne 18608) ¢ m3MeHeHMSAMH, BHECEHHBIMH HPHKA30M MunncTepcrBa
3/|pABOOXPAaHEHHS H COMMAJILHOIO Pa3BHTHSA Poccuiickoii ®enepanun ot 28 nexabps 2010 r.
Ne 1221m (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoli ®enepanuu 4 denpans
2011 r., perucrpanuonnbiii Ne 19703) (nasiee — IlpaBuia XxpaHeHust JIEKapCTBCHHBIX ¢ DEXCTB)

1. CoracyroTes Jii ¢ IIoJIy4aTeieM myHKT 56 I1pasun
OCTAaTOYHBIE CPOKH FOJHOCTH HaUIeXKanel NpaKTHKH
[IOCTABISEMBIX JIEKAPCTBEHHBIX XpaHeHHs
mpenaparon?

2. ®ukcupyeTcs i cyObeKTOM 0OpaIleHUs myHKT 58 IpaBuin

JIeKapCTBEHHBIX TIpenapatoB HHGopMalms | Ha/UIeXKaIleH IIPaKTHKHY
0 TIepeBO3Ke JIEKapCTBEHHBIX PENapaToB? | XpaHCHHA

3. OcymiecTBIsieTcs I KHGOPMHUPOBaHHE nyHKT 61 [Ipasun
OTIpaBUTENS ¥ (MIIH) MOJTydaTess HajIexanied TpakTHKH
JIEKapCTBEHHBIX IPENApaToB O XpaHEeHHUs

BBIABJICHHBIX B IPOIIECCE NIEPEBO3KU
ciay4asX HapyIIeHHs TEMIIEPATYPHOTO

peXHUMa XpaHEHHs?

4. OcyIecTBIsETCS T HHPOPMHUPOBaHUE myHKT 61 IlpaBun
OTHpaBuTeNs U (MIH) MOJTydaTesns HaJJIeKaIel TpaKTHKA
JIEKapCTBEHHBIX IIPENapaToB O XpaHEHHUs

BBISIBJICHHBIX B IIPOLIECCE TIEPEBO3KH
Cllydasx HapyLIEHHs TOBPEXKACHHS
yIakoBKH?
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CpEACTBaM M3MEPEHHIA:

5. I[TpeocTaBasIOTCS K CYOBhEKTOM nyHkT 61 Ipasun
oOpalleHHs TeKapCTBEHHBIX MPenapaToB HaUIexKaniel NpaKTHKH
TIO 3aIpOCy MOJTydaTes JEKapCTBEHHBIX XpaHeHHs
TIPENapaToB CBEACHHUS O COOMIONCHUN
TEMIEPATYPHOTO peXHUMa IpH NEPEeBO3KE
NeKapCTBEHHBIX IIPeNapaToB?

6. Hicnons3yroTes JH JUI MIEPEBO3KH nyskT 62 Ilpasun
JIEKapCTBEHHBIX [IPENapaToB HaJJIexamei MpakTHKA
TPaHCIOPTHEIE CpecTBa? XpaHeHHs

7. O6ecneYnBaloT JIH TPAHCIOPTHBIC myHKT 62 IIpasun
cpecTBa M 060pyHOBaHHUe Ul IEPEBO3KA | Ha/UIeXKaIeH MPaKkTHKA
JIEKapCTBEHHBIX IPENapaToB KauecTBo, XpaHEeHHs
5¢(eKTUBHOCTH U 6€30MacHOCTD
JNIEKApCTBEHHBIX IIPENapaToB?

8. Hcnonp3yeTcs 1 IPH IEPEBO3KE nyHKT 62 ITpasun
TEpMOTaOHIBHBIX JICKAPCTBEHHBIX HaJjIexalei npaKTHKK
[penapaToB CHEIHATH3HPOBAHHOE XpaHCHUA
obopynosaHune?

9. OO6ecneynBaeT U CICHHATH3HPOBAHHOE myHKT 62 Ipasun
ob6opyaoBaHKe mojiepxaHue TpeGyeMbIX HaJJIeXalleH NPaKTHKH
TEMIIEPATYPHBIX PEXHMOB XpaHESHHUS XpaHCHHA
JIEKAPCTBEHHBIX TIpenaparoB?

10. | Ilpm mepeBO3Ke JIEKapCTBEHHBIX mnyHkT 63 [IpaBun
IpernapaTtoB COOMONACTCS JIK YCIOBHE HaJUIeKaIed MpakTHKA
OTCYTCTBHS NPSIMOro KOHTaKTa XpaHCHHUA
XJIaJ03JIEMEHTOB C JIEKapCTBEHHBIMU
npenapaTaMi B H30TEPMHYICCKHX
KOHTelHepax?

11 | Pykosogutenem cy6nexTa oOpameHus nyHKT 63 IIpasun
JIEKapCTBEHHBIX MIPENapaToB MPOBOIUTCA HajJIeKallel NPaKTHKH
JIM HHCTPYKTaX O IOPSAAKE MOArQTOBKH XpaHCHHA
H30TEPMHUIECKHX KOHTEHHEPOB K
TIepeBO3Ke JIeKapCTBEHHBIX IIPENapaTos (C
YUETOM CE30HHBIX 0COOEHHOCTEH), a TaKoKe
0 BO3MOXXHOCTH ITOBTOPHOTO
HCIIOIB30BAHHS XJIaZ03IEMEHTOB?

12. | ITpouwto i o6opynoBaHue, OTHOCALIEEC K myHKT 64 [TpaBun

HajyTeXaled NPakTHKH
XpaHeHHs

TEPBHYHYIO [IOBEPKY U (M) KaTHOPOBKY
N0 BBOJA B HKCILTYaTaLMIO?

myHKT 64 [IpaBun
HaJyIe)Kalled TPaKTHKA
XpaHEeHHU
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nepBUUHYIO OBEPKY U (HITH) KaInGPOBKY
ocse peMoHTa?

myHKT 64 [IpaBin
HaJJIexalneil NpakTHKH
XpaHEHH

TIepHOIMYECKYIO MIOBEPKY M (VIIH)
KaJIMOPOBKY B IIpoIiecce

nmyHKT 64 TTpasui
HajyiexKalel NPaKTHKH

JEKapCTBEHHBIX NPENapaToB Ha
TPaH3UTHBIX CKIANax?

SKCIUTyaTauyn? XpaHEeHHA

13. | JlocTaBisitoTeA J1d JICKapCTBEHHBIC nyHKT 65 IIpaBun
TpenapaTsl [0 aJpecy, yKasaHHOMY B HaIexanieit NpakTHKA
TOBAapPOCONPOBOMMUTENBHBIX IOKYMEHTAX ? XpaHeHUs

14. | CobmomaroTcs I yCIIOBHS XPaHEHUA nyHKT 67 IIpasun
JEKapCTBEHHBIX NPENaparoB B Hauiexanieil NpaKTHKH
OMEIIECHUAX Ha TPaH3UTHBIX CKiIanax? XpaHCHHUS

15. | ObecneunBaercs i 0€30MaCHOCTD oyskt 67 Ipasun

HaJyIe)Kalled MPaKTHKA
XpaHeHus

Tapa, ynakoBKa H MaPKHPOBKA JIEKapCTBEHHBIX MpeNapaTos (craTbs 46 61-03, riasa 8 Ilpasua
HAQIeKAMIel MPAKTAKH XPAHEHHS)

YIAKOBKa C YUETOM:

16. | Bauser nu TpaHCIOPTHAA Tapa Ha nyHkT 68 I1pasun
Ka4uecTBo, 3QPEKTHBHOCTD H O€30MACHOCTD HaJyIeXKaIeH IpaKTHKA
JIEKAPCTBEHHBIX MPENApaToB IPH KX XpaHeHHs
riepeBo3ke?

17. | ObBecneunBaeT M4 TpaHCIOPTHAs Tapa nyukt 68 IIpaBuit
3aIIUTy OT Bo3JeicTBUA GakTopoB HaIexKaned IpaKTHKH
BHEIIHEH cpensl? XpaHEeHHUs

18. | BriGupaercs nH TpaHCIIOPTHAsA Tapa, nyHKT 69 ITpaBun

HajuIexaned NpaKTHKA
XpaHeHHs

TpeGOBaHHit K YCIOBHAM XPaHCHUS B

TIepeBO3KH JIEKAPCTBEHHBIX PENapaTos?

nyHKT 69 IIpaBun
HaJUIeKaIIEH IIPaKTHKA
XpaHEeHHS

JNeKapCTBEHHbIX PeNapaToB?

06BeMa, HeoOXOAMMOTO VI pa3MEICHUs

nyHKT 69 Ipasun
HaJUTIeKaIIeHd TPaKTHKU
XpaHEHHUs

KoyeGaHuil TEMIIEPATyPhl OKpYKarowe
cpenbl?

nyHkT 69 Ilpasui
HaJUIeXXamed TPaKTHKI
XpaHCHUs

JUTHTEJTLHOCTH IIEPEBO3KH, BKITFOYast
BO3MOJKHOE IIPOMEXYTOUHOE XpaHEHHE
JNeKapcTBEHHbIX [PENapaToB?

nyHKT 69 IIpaBun
HaJjIe)Xaned MpakTHKA

XpaHEeHUs
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HCIIOJIb30BaHUE TIOBPEXKICHHBIX
XJIAIOdIEMEHTOB?

19. | Ha TpaHCIOpTHYIO Tapy HaHOCSTCS JIH: myHKT 71 IlpaBun
HaJIeKamel MpaKTHKA
XpaHeHUs!
HAaUMEHOBAHUS JIEKAPCTBEHHBIX nyHkT 71 IIpaBun
IpernaparoB? HajyIeXxarieil IpakTHKA
XpaHECHHUS
CEpHH JIEKapCTBEHHBIX NIPENapaToB? myHKT 71 IIpasun
HajyIe)Karnieit NpakTUKU
XpaHEeHUs
Jarta BBITycKa? nyHkT 71 IlpaBun
HaJUIe)Kaled pakTHKH
XpaHeHUs
KOJIHYECTBO BTOPHYHBIX nyHKT 71 IIpaBun
(mOTpeOUTENBCKHX) YTIaKOBOK HaJjIexane MpakTUKA
JIEKapCTBEHHBIX IIPENapaToB? XpaHEHUS
uH(OpMaLus O IIPOU3BOTUTENIC myHkt 71 Ilpasun
JIEKapPCTBEHHBIX NPENAPATOB C YKa3aHHUEM | HajuTeKalleld MPaKTHKH
HA¥MEHOBAHUHN U MECTOHAXOXICHUS XpaHEHUS
(ampeca) IPOM3BOHUTENS JIEKAPCTBEHHBIX
npemnaparoB?
CPOK T'OJJHOCTH JIEKAPCTBEHHbBIX myHkT 71 IIpaBun
npenaparoB? HapIexKanell IpakTHKK
XpaHeHust
yCTIOBHS XpaHEHHUS M MEPEBO3KH myHKT 71 IIpaBun
JIEKAPCTBEHHBIX IIPENapaToB? HaJyie)xariel IpakTuKe
XpaHEHHs
HeOOXOAUMBIE NpeAyNpeaUTEIbHEIC nyHKT 71 [Ipasun
HaanucHu? HaJjIeXXaImed MpakTHKH
XpaHeHUs
MAHHITYJIITOPHBIE 3HAKA? nyHKT 71 IlpaBun
HaJJIeKalleH MPaKTHKH
XpaHEeHUA
D0. | CobmogaeTcs v 3anpeT Ha IOBTOPHOE myHKT 63 IlpaBun
HCIIOIF30BaHUE HEAOCTATOYHO HaJIexaned NpaKTHKH
OXJIQXKIEHHBIX XJIaJ03/1€MEHTOB? XpaHEeHHS
D1. | CobmogaeTcs M 3alpeT Ha myHKT 63 IIpasun

HaJUIeXKaIeN MPaKTHKA
XpaHEHHS
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(momxnocTh ¥ PYIO NOHKHOCTHOIO JIHIA, 3aIl0JHABIICTO IIPOBEPOYHEIH JIACT, IOAMHCH, JaTa)

(moskHOCTE B @VIO TOIDKHOCTHOTO JIMLA FOPHIMIECKOT0 JIUIA, IPHCYTCTBOBABIICTO IIpH
3aIIOJIHEHHUH IPOBEPOTHOTO JIKCTA, OMIIHCE, 1aTa)




[Tpunoxerue Ne 19
Kk npuxasy PenepanbHoi CITyXOBI
110 Ha30py B cdepe 3ApaBoOXpaHeHHA

orCIA AL Ne Gy 28

Popma

IIpoBepouHBIH JHCT
(CHHCOK KOHTPOJIBHBIX BONPOCOB),

ucnosb3yemblii @exepaabHoi cayx00H M0 HaA30pY B cdepe 37paBOOXPAHCHHSA
¥ ee TEPPHTOPHAIBLHBIMH OPraHaMH NPH NPOBEJCHHH MJIAHOBBIX NpOBEPOK NpH
ocymiecTBJIeHHH (helepajibHOr0 rocyJapCTBeHHOro Haa30pa B cdepe oOpanieHHs

JIEKAPCTBEHHDbIX CPeICTB
(oTmycK JieKapcTBEHHbIX NPENapaToB AJisi MEJHIHHCKOTO NpHMEHEHHS B
MeINIMHCKON OPraHA3aHy ¥ HHBIX OPraHH3alHsAX, HMEIOIIHX JHICHIHIO HA
MeIHIHHCKYIO AeAiTeJbHOCTD)

(HaI/IMCHOBaHI/IC oprana, OCYIISCTBIIAIOIICTO IUTAHOBYIO nposepKy)

1. Bun roCyJapCTBEHHOTO KOHTPOJIA (Hagzopa)

2. TlpemMer TUIaHOBOH TMPOBEPKH IOPUAMMECKHX JIHMI M VHIWBH]Ty JIBHBIX
npeanpHHEMATENel OrpaHuYHBaeTCs 06s3aTeNBHBIME TPEGOBaHMAMH, COOIIOACHAE KOTOPBIX
gBISETCS HAauboTee 3HAYAMBIM C TOYKH 3pEHHS HEJOMYIIEHHA BO3HUKHOBEHMS YIpO3BI
TIPHYHHEHNS BPe/la XU3HH, 3/0POBBIO IP2XK/IaH, U3/I0KEHHBIMU B dbopme IPOBEPOTHOTO JIMCTA
(CITHCKA KOHTPOJIBHEIX BOTIPOCOB).

3. HauMeHOBaHHE OPHIMYECKOTO JMI@, (aMuius, UM, OTIECTBO (mpH HAIHYNH)
WHIMBHIyaJIEHOTO npenpUHAMATENIA:

4. Mecto MpOBEACHUS IJIAHOBOM IpOBEPKU C 3all0JJHEHHEM IIPOBEPOYHOIO JIUCTA:

5. PeXBM3WTHI IPHKa3a O MPOBEJEHUH IUIAHOBOH NPOBEPKHU: OT

Ne

6. YdeTHBII HOMep OPOBEPKH U [iaTa IIPHCBOEHHS yISTHOrO HoMepa POBEPKH B EnunoM
peecTpe NMPOBEPOK:

7. JomKHOCTB, GaMIUTis ¥ WHUIUAIBI JOJDKHOCTHOTO JIANA (), mpoBoAIero(rx)
IUIAHOBYIO ITPOBEPKY:

1. ;

2. .
8. [TepeyeHb BOMPOCOB, OTPAXKAIOINX COACPKaHHE 00s3aTebHEIX TpeOOBaHUH, OTBET HA
KOTOpEIE OZHO3HAYHO CBUICTENBCTBYET O COOIIIOIEHIY WM HECOOTIOIEHUN FOPHINICCKIM
JIMIIOM, MHAMBHIYaJIbHBIM IIPEANPUHAMATEIEM 00s3aTeNbHBIX TPeOOBaHUM, COCTABIIAIOUINX
IpeAMeT MPOBEPKHU:




PexBu3nThHI BoiBoj o

HOPMATHBHBIX BBINOJTHEHHH
Ne Bonpocsl, oTpaxaomme coaepKanue NPaBOBBIX AKTOB, € TpeGoBanmii
n/n o6s3aTebHbIX TPeOOBanMIi yKa3aHHEM HX

CTPYKTYPHBIX aa HeT
eAHHAI, KOTOPHIMHA
yCTaHOBJICHBI
oGn3aTe/IbHbIC
TpeboBaHAS

®enepanbHblii 3aKoH ot 12 anpens 2010 r. Ne 61-03 «O0 ofpameHnH JeKapPCTBEHHBIX CPEACTB»
(Cobpanne 3axonogareabcrpa Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nanee - 61-®3); DenepanbHbIi 3aK0H 0T 8 THBapH 1998 r. Ne 3-®3 «O HapKOTHYECKHX
CpeacTBaX M HCAXOTPONHBLIX BeMIECTBAX» (Cobpanne 3axoHoaaTeabcTBa Poccuiickoi
denepanun, 1998, Ne 2, ct. 219; 2016, Ne 27, c1. 4238) (manee - Ne 3-®@3); IIpasuia ormycka
JEKAPCTBEHHBIX  NpPENapaToB Ui  MEIHIOHHCKOr0 MNpHMEHeHH#, B TOM  YHCIC
HMMYHOGHOJOrHIEeCKAX  JIEKADCTBEHHBIX  MPENapaToB, ANTEIHLIMH  OPraHH3ANMIAMH,
MHMBHAYAIbHBIMH NPEINPHHAMATEISAMH, HMEOMHAMH JIHIEH3HIO Ha (apMalneBTHIECKYIO
AeATEIbHOCT, YTBEp)KIeHHbIe NpHKa30oM MuHMCTepcTBa 31pPaBOOXpaHEeHHs Poccuiickoii
®enepamun ot 11 mrous 2017 r. Ne 403H (3aperHcTpHpOBaH MunncTepeTBOM HCTHIHH
Poccuiickoii ®enepamun 8 centsabps 2017 r., perncTpanuoHHbIi Ne 48125) (manee - IIpaBuia
ormycka); Ilopsiiok HazHa4YeHHsi M BBHINMCHLIBAHHS JICKADCTBCHHBIX Ipenaparos, 3 e il
MeIMIMHCKOTO HA3HAYEHAS M CHEHHAJM3MPOBAHHBIX NPOIYKTOB Jie4eOHOro NHTAHMI,
yTBepXKIeHHBbI  NpuKazoM MHHHCTEPCTBA 31PABOOXPAHEHHS W CONMAILHOrO pasBATHIH
Poccniickoii ®exepamn ot 12 despans 2007 r. Ne 110 (3aperucTpupoBan MHHACTEPCTBOM
rocrunmn  Poccmiickoii ®emepannu 27 anpeas 2007 r., perucTpanmuoHHbIA Ne 9364) ¢
H3MEHCHHSIMH, BHECeHHBIMH NpHKazoM MHuHucTepeTBa 3apaBooxpaHenus Poceniickoi
®enepauun ot 26 despana 2013 r. Ne 94n (3aperHcTpHpOBaH MuHHCTEpPCTBOM IOCTHIMH
Poccuiickoii ®eaepanun 25 mons 2013 r., perucrpannonnbiii Ne 28881) (namee — HMucrpyknus);
Tlepeuens HAPKOTHYECKHX CPEACTB, ICHXOTPOMHLIX BEIECTB H HX NPEKYPCOPOB, MOICIKAMMX
KoHTpomo B Poccmiickoii Demxepauns, yTBepHKICHHbIH NOCTAHOBJICHHEM IIpaBuTeancTBa
Poccuiickoii ®enepanuu or 30 urons 1998 r. Ne 681 (CobOpanue 3aK0HOAATEILCTBA Poccniickoit
®enepaunn, 1998, Ne 27, cT. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepedeHh HAPKOTHIECKHX
M INCHXOTPONHBLIX JIEKAPCTBEHHbIX mpenaparoB); IlopsifoKk Ha3HAYEHHHA M BBINHCHIBAHASN
JIEKAPCTBEHHBIX TPENapaToB, a Takke GopM penenTypHbIX 01aHKOB Ha JIEKapPCTBEHHLIC
npenaparbl, NOPAI0K 0GopMIICHHS YKA3aHHBIX 0JIAHKOB, HX YU€Ta H XpaHCHHS, yTBepKAeHHbIH
npukasoM MuHHCTepcTBa 31paBooxpaHenus Poccuiickoii ®enepannn o1 20 pexadps 2012 r.
Ne 1175n (3aperncTpupoBan MusucrepcTBoM locTHnuu Poccuiickof ®enepannu 25 HIOHS
2003 r., perucrpanuonHbiii Ne 28883) ¢ H3MeHeHUIMH, BHECCHHLIMH NPHKA30M MuHBCTEPCTBA
3apaBooxpanenus Poccuiickoii ®@enepanun or 21 anpeas 2016 r. Ne 254u (3aperncTpupoBaH
MunncreperBom loctunuu Poccuiickoii ®enepanmn 18 miona 2016 r., perucTpalHOHHbIH
Ne 42887) (nasnee - Ilopsinox Ha3HAYEHHS H BLINUCHIBAHHA)

1. [onyyatoT M MEMUIMHCKAE OpPraHM3allu| | IyHKT 3.1 [Ipunoxxenus
JIEKapCTBEHHBIC NperapaThl M3  anTeyHod | Ne 13 riasel III
OpraHM3alKH 110 TPEOOBAHHAM-HAKIIAIHEIM? HucTpyKuMH

2. UMeercs 1H Ha TpeGOBaHUSX-HAKIagHBIX Ha | MyHKT 26 [IpaBui
THOJIyYeHHe JIEKapCTBEHHBIX IIPEMNaparoB: OTIIYCKa;




. 3.1 Ilpunoxenns
Ne 13 rnassi 11
HHcTpyKumu

rramMi’?

nyHKT 26 [IpaBui
OTITyCKa;

myHKTHI 3.1, 3.2
Tpunoxenns Ne 13
rnasel 111 UHCTpYRIMHK

KpyTias edyath MEAUIMHCKOM OpraHu3aluu?

myHKT 26 [IpaBun
OTIYyCKa;

myHKTH 3.1, 3.2
[Ipunoxenns Ne 13
riassl 111 UscTpyknmun

MOAIIUCE €€  PYKOBOOUTEIA HIM  Cro

3aMecTHTEN 110 JeueOHOoH qacTu?

nyHKT 26 [IpaBun
OTITYCKa;

nyHKTH 3.1, 3.2
Tpunoxenus Ne 13
rnassl 111 MHCTpYKIIHH

HOMEpA, JaThl COCTaBJICHHUA ,HOK}’MCHTa?

myHKT 26 [IpaBun
OTITyCKa;

myHKT 3.1 [Ipunoxenus
Ne 13 rnassr 111
HHcTpykumu

OTIPABUTENSL U TIONTydaTeNs JIEKapCTBCHHOTO
mpemnapara?

nyHKT 26 IIpasun
OTIyCKa,

nyHKT 3.1 [Ipunoxenus
Ne 13 rnaBer 111

yIIAKOBKH, clIocoba mpEMeHeHHus)?

HHCcTpyKIMH

myHKT 26 [Ipasun
HAUMEHOBAHHE JIEKApCTBEHHOrO IPENapata |  ryvera:
Ha JIaTHHCKOM s3bIKe (C  yKa3aHHeM

nyHKT 3.1 [Ipunoxenus
no3upoBKH,  (opMBI  BBRINYCKa,  BUJA

Ne 13 rnassrl 111
Hactpykuun

KOJIMYECTBO 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX
[penapaToB?

myHKT 26 IIpasun
OTITyCKa;

myHKT 3.1 IIpunoxenuns
Ne 13 rnagsr1 111
HNucTpyxium

KOJIMYECTBO M CTOMMOCTb  OTIYINEHHBIX
[IeKapCTBEHHBIX [IpeNapaToB?

myHKT 26 IIpasun
OTITyCKa;

myHKT 3.1 Ilprutoxenus
Ne 13 rnaser1 111
WucTpykumu

OcymecTBIS€TCA JIH OTIYCK II0 OTACIBHBIM
TpeGOBaHUAM-HAKIAHBIM:!

myHKT 27 [IpaBun
OTIyCKa
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uKcIe OTITycKaeMbix Oe3 pementa?

HApKOTHYECKAX u ICHXOTpONHBIX | MyHKT 27 IIpaBmi

JleKapCTBEHHBIX NpenaparoB CrHcKa Il w I | orycka

[lepeyns HAPKOTHUECKHX H IICHXOTPONHBIX

lleKapCTBEHHBIX NPENapaToB?

eXapCTBEHHBIX TPENApaToB, MOLIEKAIINX mysr 27 TIpasit

[Ipe IMETHO-KONHIECTBCHHOMY YieTy? oTIycKa

MHEIX JIGKAPCTBEHHBIX IIPENaparoB, B TOM nynkt 27 TIpasui
OTIyCKa

Yka3sIBaroTCa IpHa BBINTHCHIBAHHH
JIEKapCTBCHHOI'O nmpenaparta AL
WHIANBUAYAJILHOI'O OOJIBHOTO JOIIOIHUTEIBHO:

JN

nyskT 3.2 IIpusioxenus
Ne 13 rassr 11
HucTpyKiuu

ero (aMuust ¥ HHUIHATBI?

myHKT 3.2 IIpunoxxenus
Ne 13 rnassr 111
HHcTpyKIMH

HOMEp MCTOpHH Gone3Hu?

myHkT 3.2 TIpunoxeHus
Ne 13 rnassi I

WucTpyKIun

BbIIMCHIBAIOT JTH CTOMATOJIOTH, 3yOHBIE Bpaun
3a CcBOEH MOJANMHUCHI0 TpeOoBaHMA-HAKIIaTHBIC
TOJNLKO HAa JIEKApCTBEHHBIE  Iperaparsl,
[IpUMEHSAEMBIE B CTOMATOJIOTHYECKOM
kabuneTe, O3 IIpaBa BLIAYH HX MAIIUCHTaM Ha
pyku?

nyHkT 3.3 [Ipunoxenns
Ne 13 rnaset HI
HucTpyKIuu

HmMeeTcs nmu Ha Tpe60BaHI/I$IX Ha SITOBUTHIC
JICKapCTBCHHEIC CPEACTBAL

nyHKT 3.4 TIpunoxeHus
Ne 13 rnassi I
Huctpykumn

OJAMUCE CTOMATOJI0ra BTN 3}’6HOF0 Bpaqa?

nyHKT 3.4 [IpunoxeHus
Ne 13 raset 111
HucTpykuuu

MONIMHCH  PYKOBONUTENS  YUPEXIACHUS
(OT/IeTEHHUSA) MK €T0 3aMECTHTENs?

nyHKT 3.4 TIpunoxeHns
Ne 13 raaser I11
WHcTpyKuImH

KpyIJIas IeyaTh MeMIMHCKON OpraHu3amiy?

nyHKT 3.4 IIpunoxeHns
Ne 13 rnassi 11
WHcTpykuun

Odopmiensl i TpeGoBaHMS-HAKIAIHBIC HA
OTHYCK  4YaCTHONPAKTHKYIOIUM  BpavaM
JNIEKapCTBEHHBIX IIPENapaToB B  IOpSAIKE,
onpenenensoM 1. 3.1 - 3.4 Hucrpykiun?

nyHKT 3.5 Ilpuioxenus
Ne 13 rnassi 11
HucTpykuun

OcyIiecTBIsIETCS JH XpaHeHWe TpeOoBaHMH-
HaKJIagHBIX, 110  KOTOPBIM  OTHYIIEHBI
JIEKapCTBEHHBIE NIPETIapaThl:

myHKT 3.6 IIpuioskeHns
Ne 13 rmassr 111
HHcTpyKIHH
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Ha  HApKOTHYECKHE M ICHXOTPOIHBIC
nexapcTpennbie npenapartsl Comcka 11 u III
[lepeunss HapKOTHYECKHX M IMCHXOTPOIHBIX
IeKapCTBEHHBIX IIPENAapaToB - B TCUYCHHE
necstu net?

nyHKT 3.6 [IpunoxeHus
Ne 13 rnagsi 11
HHCcTpyKIInu

Ha JIEKapCTBEHHBIE NIPENapaThl, MOJIeKAINE
[pe/IMETHO-KOJIMIECTBEHHOMY  Y4eTy, - B
TEYCHHE TPEX JeT?

myHKT 3.6 IIpunoxenus
Ne 13 rnassr 111
Wnctpykuun

Ha MHBIE JIEKAPCTBECHHBIC IIpernaparbl - B
TCUCHHUEC OOHOIO ro,ua?

nyHkT 3.6 IIpHnoxeHus
Ne 13 rnasst 111
HucTpyxuun

(momxHOCTh 1 GUO HOIDKHOCTHOTO JIKIIA, 3aNI0JIHHBILIETr0 IIPOBEPOYHBLit JIACT, ITOANHKCE, 1aTa)

(momxHOCTD M ®VIO HODKHOCTHOTO JIMIA FOPHAMIECKOr0 JIMIA, IPUCYTCTBOBABIICTO P

3aMoJIHCHUH ITPOBEPOYHOrO JINCTA, IIOIHCh, naTa)




IMpunoxenue Ne 20
K npukasy OeneparbHOl CIyKObl
TI0 HaZI30py B cdepe 3ApaBOOXpaHEHHU

or 09 {1 AL Ne _GH2Q

®opma

IIpoBepo4HBIii THCT
(cMHCOK KOHTPOJILHBIX BONPOCOB),
ucnoan3yemblii ®enepanbHoii ciy:xboii mo Hag30py B cpepe 31paBOOXpPaHEHHS
H ee TEPPHTOPHAIBLHBIMH OPraHaAMH NPH MPOBeCHHH IIAHOBLIX NPOBEPOK NpH
ocyHIecTBJICHHH (pe1epaibHOro rocyJapcTBEHHOTO Ha30pa B chepe o0pameHnus
JIEKAPCTBEHHBIX CPEACTB
(oTHyck M peajin3anus JIeKaPCTBEHHBIX NPeNapaTos sl MEIHIHHCKOro
NpUMeHeHHs B anTeKe rOTOBBIX Gpopm)

(HaMMEHOBaHHE OpTaHa, OCYIIECTBIIONIETO TIAHOBYIO TPOBEPKY)

1. Bun roCyIapCTBEHHOT'O KOHTPOJIS (Hamg3opa)

2. TlpeaMer IUTaHOBOM IPOBEPKH MOPHAMYECKMX JIMI M HHAMBHIYalbHBIX
NpeAnprHUMATENel OrpaHAIMBACTCH 00s13aTENbHBIMU TpeGoBaHUAMH, COOIIOIEHHE KOTOPBIX
gBJiseTcd HamOojiee 3HAYMMBIM C TOYKH 3pEHHS HENOIYIICHHS BO3HMUKHOBEHHS YIDO3bI
NPUYHHEHHUS BPEia )KU3HH, 3JI0POBbIO I'PaXK/IaH, U3T0KEHHBIMU B dbopme IIPOBEPOYHOIO JIUCTA
(CTIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHoBaHHME HOPHAMYECKOrO JHIA, (GaMHUiMsA, HMs, OTYECTBO (mpH HATHYHHN)
HUHIUBUIYAJIBHOTO IpeanpuHUMATENS:

4. Mecto IpOBEACHUA TJIAaHOBOM NPOBEPKUA C 3alIOJIHCHHCM MIpOBCPOYHOro JHCTA:

5. PekBHM3MTEI NpHKa3a O NPOBEJCHUH IIJIAHOBOM MPOBEPKHU: OT

Ne

6. YeTHBIH HOMep POBEPKHU U 1aTa MPUCBOCHHS yIeTHOTO HoMepa MpoBepky B EnuHOM
peecTpe IIPOBEPOK:

7. JIOIKHOCTD, (haMUIIMs ¥ WHHLMAIE! IODKHOCTHOTO JMua (JIHIL), NpPOBOAAIIETO(HX)
IUTAHOBYIO IPOBEPKY:

1. ;

2. .
8. IlepedeHs BOMPOCOB, OTPAKAIOLINX COlepKaHue 00s3aTeIbHBIX TpeGOBaHHU, OTBET Ha
KOTOPBIE OJJHO3HAYHO CBUIETEJILCTBYET O COOMIONEHUH WM HECOOIIONCHHH FIOPHANIECKHM
JIMIOM, MHIMBUIYaTbHBIM TIpeANpPUHAMATENEM 0053aTebHBIX TPeOOBaHHUH, COCTABIMIOMIIX
IpeIMeT IIPOBEPKHU:




PexBH3NTHI BriBOA 0

HOPMATHBHBIX BBINOJHEHHH
Ne Bonpocsl, 0Tpaxalomue coieprkanne NPaBOBLIX AKTOB, ¢ TpeGoBannii
n/n ofs3aTebHbIX TPeboBaAHMI yKa3aHHeM HX

CTPYKTYPHBIX aa HeT
eANHHI, KOTOPLIMHA
YCTaHOBJICHBI
o0s13aTe/IbHbIE
TpeGoBannsn

®enepaabHbii 3aKoH ot 12 anpens 2010 r. Ne 61-®3 «O06 o6pameHnH JeKAPCTBEHHBIX CPEACTBY
(Cobpanue 3akoHomaTeabcTBa Poccniickoit ®enepanuu, 2010, Ne 16, cr. 181S5; 2016, Ne 27,
cT. 4283) (naee - 61-@3); DenepaabHbIii 33K0H OT 8 AHBAPA 1998 r. Ne 3-@3 «O HAPpKOTHYIECKHX
CpefcTBax M NCHXOTPOMHBLIX BeEMECTBAX) (CoGpanne 3akoHomaTenbcTBa Poccuiickoi
®enepanuu, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (nanee - Ne 3-®3); IlpaBuia oTmycka
JIEKAPCTBEHHBIX ~ NPENapaToB JUIi  MEIMIHMHCKOTO  NpUMEHeHH#, B  TOM  ‘HCIC
MMMYHOGHOJIOTHYECKAX  JIEKAPCTBEHHBIX  NPENapaToB, aNTeYHBIMH  OPraHM3ANMAMM,
HHANBAAYANLHBIMH NpPeANPHHAMATENAMH, HMCIOMHMHA JIHHCH3NI0 HA bapManeBTHIECKY IO
JeSiTeJILHOCTh, YTBEPXKIEHHbIE NpHKa3oM MuHHCTEPCTBA 3APaBOOXPAHEHHS Poccniickoii
®egepanau ot 11 moas 2017 r. Ne 403H (3aperucTpHpOBaH MHHHCTEPCTBOM HOCTHIAH
Poccuiickoii ®enepanun 8 centabps 2017 r., peracTpanHoHHbIH Ne 48125) (nanee - IIpaBuia
ormycka); Ilopsiaok HasHaYeHHs H BBHINMCHLIBAHHS JICKAPCTBEHHBIX MNpENaparos, H3aeani
MEIUIMHCKOr0 Ha3HAYEHHS ¥ CHENHAJH3HPOBAHHBIX MNPOAYKTOB JeqeGHOro IMHTAHHS,
yTBepXIeHHbIi  mpHKa3oM MHAHHCTEPCTBAa 31PABOOXPAHEHHMS H COUUAJILHOIO Pa3BHTHS
Poccuiickoii ®exepamun ot 12 despaas 2007 r. Ne 110 (3aperucTpupoBaH MuaucTepCcTBOM
focrummuu  Poccmiickoii ®enepauun 27 ampeast 2007 r., perncrpanuonnbiii Ne 9364) ¢
H3IMEHEHHSIMH, BHECEHHBIMH NpHKa3oM MuHHCTepcTBa 31paBOOXpPaHCHHS Poccuiickoil
®enepanuu ot 26 ¢espans 2013 r. Ne 94n (3aperucTpapoBaH MMHHCTEpPCTBOM IOCTHINHA
Poccuiickoii ®eaepamun 25 mons 2013 r., peracTpanuoHHbIi Ne 28881) (nanee — UncTpyxnms);
Tlepedens HAPKOTHYECKHX CPEACTB, ICHXOTPONHLIX BeMECTB M X MPEKYPCOPOB, NOLIEKAMMHX
kouTpomio B Poccmiickoii ®enepaunyd, yTBePKACHHBIH MOCTAHOBJICHHEM IlpaBuTEABCTBA
Poccniickoii ®eaepamuu ot 30 uronst 1998 r. Ne 681 (CoOpanue 3aK0HOAATENLCTBA Poccuniickoi
denepannn, 1998, Ne 27, cT. 3198; 2017, Ne 33, c1. 5182) (nanee - IlepedeHb HAPKOTHYECKHX
M MCHXOTPONHBIX JIEKAPCTBEHHBIX Npenapatos); ®opMbl 0JaHKOB PENENTOB, COACPIKAMMHX
Ha3HAYeHHe HAPKOTHYECKUX CPEICTB MM NCHXOTPOMHBIX BEIIECTB, MOPSIOK HX H3TOTOBJICHH ,
pacnpenelieHdsi, PErHCTPaluH, y4eTa H XpaHeHus, a Takke MpPaBHIA odopmienus,
yTBepXKIAeHHbIe NPHKa30oM MmuHACTEPCTBA 3/PaBOOXPAaHCHHS Poccniickoit ®epepanuu 0T
1 aBrycra 2012 r. Ne 54n (3aperucTpupoBan MHHHCTEPCTBOM I0CTHIHH Poccuiickoii @enepanuu
15 aBrycra 2012 r., peracrpannonneiii Ne 25190) ¢ H3MeHEHHSIMH, BHECEHHLIMH NPHKA3IOM
Munncrepersa 3apasooxpanenust Poccmiickoii ®exepanun oT 21 ampensi 2016 r. Ne 254u
(3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccniickoii ®egepanun 18 mons 2016 r.,
perncrpanuonHbiii Ne 42887) (1asee - mpukxas Ne 54); IMopsinox Ha3HAYEHHS H BBINHCHIBAHUSA
JIeKAPCTBEHHBIX NPENapaToB, a Takke (GopM peNenTypPHLIX OJAHKOB Ha JIEKAPCTBEHHBLIC
HpenaparThl, HOPSA0K 0pOPMICHHS YKA3aHHBIX 01aHKOB, HX y1€Ta H XPaHCHM, yTBEp KACHHbIMH
npuka3oM MHHHCTEPCTBA 3PaBOOXpPaHEHHUS Poccuiickoii Penepanun ot 20 gexabpsa 2012 r.
Ne 1175m (zapermcTpupoBaH MHHHCTEPCTBOM HCTHIHH Poccuiickoii ®enepanun 25 HI0HSA
2003 r., perucTpanuoHHbIi Ne 28883) ¢ u3MeHEHHAMH, BHECEHHLIMH MPHKA30M Munucrepcrsa
sapaBooxpanennst Poccuiickoii ®@enepanun or 21 anpeis 2016 r. Ne 254u (3aperncTpHupoBaH
MununcrepcTBoM 1ocTamun Poceniickoii ®enepanuu 18 mions 2016 r., perscTpaHOHHBIA
Ne 42887) (nasee - Ilopsaox HaA3HAYICHHA H BbinucbiBanun); Ilepedens JeKapCTBEHHBIX CPEICTB
IS METMIUHCKOr0 TNpHMEHEHHs, MOMJEKAIIMX MpPeAMETHO-KOJHIeCTBCHHOMY YHeTY,
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yTBepKIeHHBIH mNpukasoM MmunncTepcTBa  31paBOOXpPaHCHHA Poccuiickoii ®Peaepannn
or 22 ampens 2014 r. Ne 183u (3aperucTpupoBan MHHHCTEPCTBOM HOCTHIHH Poccniickoit
®enepanan 22 uioas 2014 r., perucrpammonnbiii Ne 33210) ¢ M3MeHEHHAMH, BHECCHHLIMH
npuKa3oM MuHucTepCTBa 31paBooxpanenus Poccniickoi ®enepaunu oT 10 censiops 20135 r.
Ne 634m (3apernctpupoBan  MHHHCTEPCTBOM  IOCTHIMH Poccuiickoii  @eaepanuu
30 cenrs6ps 2015 r., perucrpanuonnsbii Ne 39063) (nanee - Ilepedens iekapCTBEHHbIX CpencTB);
Iopsimok oTmycka (pU3HYECKHM JHIAM JEKAPCTBCHHBIX MpPENapaToB Uil MEIHIHHCKOrO
NpPHMEHERHS, COTEP/KAMMHX KPOMe MAJIBIX KOJHIECTB HAPKOTUIECKHUX CPE/ICTE, NCHXOTPONHBIX
BeIeCTB H HX NPEKypCopoB Apyrue papMaKoIornyeckue akTHBHbIE BEMIECTBA, yTBepKACHHbIA
npuKa3oM MHHHCTEPCTBA 3JPABOOXPAHEHHS H COHAILHOTO PA3BATHS Poccumiickoii Pegepanuu
or 17 mas 2012 r. Ne 562m (3aperucTpHpoBaH MHMHHCTEPCTBOM HOCTHIMH Poccniickoit
®enepanun 1 uions 2012 r., permcrpanuonnbiii Ne 24438) ¢ m3mMeHeHHSMH, BHECCHHLIMH
npukasoM MunucTepcTsa 31pasooxpanenus Poccuiickoit ®enepaunu oT 10 cenTsiops 2015 r.
Ne 634n (3apermcrpupoBan Munncrepcersom rocTunnu Poceniickoi ®enepaunu 30 ceHTAOPsH
2015 r., perucrpanuonnsiii Ne 39063) (nanee — nopsok); llepeveHn XKu3HEHHO HE00XO0AHMBIX H
BaXKHEHMAX JIeKAPCTBEHHBIX npenaparo Ha 2016 rox, a Taxke mepedeHb JEKAPCTBEHHBIX
NpenapaToB il MeJHIHHCKOr0 NPHMEHEHAsl M MHHHMAJbHEBIA aCCOPTHMEHT JIeKapCTBeHHbIX
NpenapaToB, HeOGXOMMMBIX [UISi OKA3aHWA MEJHIHHCKOH INOMOmM, YTBEPKICHHLIC
pacnopsikennem IIpaButenscrsa Poccmiickoit @eaepanuu oT 26 mexabps 2015 r. Ne 2724-p
(Co6panne 3akonogarenbcrea Poccniickoit ®exepann, 2016, Ne 2, ct. 413) (nanee — Ilepedenn
JIEKAPCTBEHHBIX MPENAPaToB, BXOMAIMX B MHHAMAJLHBIH aCCOPTHMEHT); Ilepevenn
[oKHOCTEH (apMALEBTHYECKHX H MEIHMIMHCKHX Pa0OTHHKOB B OPraHH3alHsiX, KOTOPBHIM
NPEIOCTABJIEHO MPABO OTIYCKA HAPKOTHYECKUX JIEKAPCTBCHHBIX NPENapaToB H NCHXOTPOIHBIX
JIEKAPCTBEHHBIX NPenapaToB GH3IMIECKHM JHIAM, YTBEPKIACHHBIH NPHKA30M MuHHCTEPCTBA
3apaBooxpaHenns Poccuiickoii ®@enepanun ot 7 centsOpsa 2016 r. Ne 681u (3aperncTpHpoBaH
MusucrepcrBoM tocTumun Poccuiickoii ®enepanun 21 ceHTsops 2016 r., perucTpanHOHHbLIMH
No 43748) (nasiee — IepeveHb NOKHOCTEH)

1. OTIrycKaroTCs m HapKOTHYECKHE u | myskt 3 Ilpasun
IICHXOTPOIIHEIE JIEKapCTBEHHBIE IperapaThl 1o | OTImycka
peuentam?

2. OrmyckaroTcs  J  MMMyHOGHonoruyeckue | mynkr 3 IlpaBun
JIEKapCTBEHHBIE MPeTapaThl [0 PENenTam? OTIIyCKa

3. OTtnyckarores JTH HapKOTHYECKHE u | myskr 4 [IpaBun

TICHXOTPOIIHEIE JIEKAPCTBEHHBIE IPENApaThl, | OTIYCKa;

pHecennple B Cmmcox 11 Tlepeuns | mpumoxernus Ne 1 u 2 x
HapKOTHYECKHX 5 ICUXOTPOIHEIX | mpuka3sy Ne 54H
JIEKapCTBEHHBIX Tpenaparos, pH
NPEIbABICHAN pELENTOB, BHIMHCAHHBIX Ha
penentypHsx Gmankax ¢dopmer Ne 107/y-HII,
VTBEPXKIEHHOH [IPUKa3OM Ne 54u?

4. OTtmyckarorcs m ncuxoTpornHsle | myHKT 4 IIpasuin
JEKapCTBEHHBIE IIpenaparsl, BHECEHHbIE B | OTIYCKa,

Crucox III Tlepeuns HapxoTudeckux u | myHKT 9 ITopsnka
NICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB, | HA3HAYCHUA H
TIpH TPEIBSBICHIH PENENTOB, BHITMCAHHBIX HA | BBITHCHIBAHHS
penentypHeIx Grankax ¢popmer Ne 148-1/y-88,
yTBepXIeHHOM npukazoM Ne 54u7
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OrnyckaroTes 151 HApKOTHYECKHE %}
NCHXOTPOIHBIE JEKApCTBEHHbIC IpETIapaTsl
Crnucka II TlepeduHs HapKOTHYECKHX H
TICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENaparoB B
BHAE TPAaHCACPMAIBHBIX  TEPANeBTHYCCKUX
CHCTEM THpH  [pPEeIbIBICHHH  PELeNTOoB,
BBIIIACAHHBIX Ha PENENTYPHBIX Gl1aHKaX GOpMEIL
No 148-1/y-88, yTBEepXKICHHOM MPHKA30M
Ne 5417

nyHKT 4 [IpaBuin
OTITyCKa;

nyHkT 9 Ilopsnka
Ha3HAYECHHUS
BBIIIMCHIBAHUS

OTIycKaloTCs JIM JIEKAPCTBEHHBIE IpenapaTsl,
BKIIOYEHHBIE B I€pedeHb JIEKApCTBEHHBIX
CpelICTB IS MEIHUIMHCKOrO NpPHMCHEHUS,
No[UIeKAUX  IPEAMETHO-KOJIMYECTBEHHOMY
y4eTy, [pH  TpedbSBICHHH  PELeNTOB,
BHIITACAHHBIX HA PELENTYPHBIX GlIaHKax GOpMBI
No 148-1/y-88, yTBEepKIECHHOM MpPHKa3OM
Ne 54n7?

MyHKT 4 IIpaBun
OTIIyCKa;
pasmenst  [; II; Il
[lepeuns

JIEKapCTBCHHBIX CPEACTB

OtnycKaroTes U JIEKapCTBEHHEBIE Mpenaparsl,
obnagarome aHabOIM4YEeCKOl aKTHBHOCTBHIO,
IpH MTPEXbSBIECHNY PENENTOB, BEIMUCAHHBIX HA
penenTypHbix Gnankax dopmer Ne 148-1/y-88,
yTBEpPXKIEHHOM mprKkasoM Ne 54u?

1. 4 [IpaBwi oTIyCKa,
TOANMYHKT 3 ImyHKTa 9
ITopsinka Ha3HAYEHUA U
BBHITICHIBAHHS

OTnycKaroTcs i JISKapCTBEHHBIE Mpenaparsl,
cojepampe KpOME  MajbIX  KOJMYECTB
HAPKOTHYECKHX  CPEICTB,  ICHXOTPOIHBIX
BEIECTB M WX  IPEKypcopoB  Jpyrue
¢apmakosiorndeckue aKTUBHbIE BEIECTBA, IPH
IPENbSBICHUN DPELENTOB, BBINHCAHHBIX Ha
penenTypHbIx Gnankax dopmbr Ne 148-1/y-88,
yTBEepXKICHHO} pHKa3oM Ne 54H7

nyHKT 4 IIpaBun
OTITyCKa; IMyHKT 5
TOpsIKa

OcymIecTBIsAeTCS JIH OTIYCK JICKApCTBEHHBIX
nperapatoB 0e3 pelENnToB B COOTBETCTBHH C
WUHCTPYKIMAMH 1O  HMX  MEIULUHCKOMY
MIPAUMEHEHHIO?

nyHKT 5 IIpaBun
OTITyCKa

10.

OcyimecTBIsIeTCs M OTIMYCK JIEKapCTBEHHBIX
IpenapaTtoB B T€UCHHE YKA3aHHOTO B pelenTe
cpoka ero JeHCTBHs?

nyHKT 6 IIpaBun
OTIIyCKa

11.

[IpuHuMaercs JH B Cly4ae OTCYTCTBHA
NEKapCTBEHHOTO  IIpemapara  peuenT  Ha
o6cITy)KHBaHUE B CIEAYIOLIUE CPOKH:

yHKT 6 ITpaBui
OTIIyCKa

PENIETIT C TIOMETKOH «statim» (HEMeIUIEHHO)
oGcimyXpBaeTcss B TEYCHHE  OJHOTO
pabouero IHSA €O OHA OOpalleHus JHIa K
CyOBEKTY PO3HHYHOMN TOPTOBIIH?

myHKT 6 [IpaBui
OTITIyCKa

PELIETIT C TIOMETKOM «Citoy (CPOUHO)
06CITyXXKMBaeTCs B TEUSHHE JBYX paboynx

myHKT 6 [IpaBui
OTITyCKa
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nHelt co AHs oOpameHns uIa K CyObeKTy
PO3HAYHON TOPrOBIH?

pellenT Ha JIEKapCTBEHHBIA  Mperapar,
BXOMAIMA B MHMHHMAIbHBIA ACCOPTHUMEHT
lIeKapCTBEHHBIX IpenaparoB IUTS
MEIUIIMHCKOTO MPUMEHEHHs, He0OX0IUMBIX
s okasaHMsA  MEIMIIMHCKOM — MMOMOINH,
oGcnyKuBaeTCsl B TEUYCHHE IIATH pabodux
nHeit co mHA oOpalieHus JHIa K CyOBeKTy
PO3HUYHOMN TOProBIH?

nyHKT 6 [IpaBun
OTITyCKa

12.

O6cITyKUBaeTCs M PELENT Ha JIEKAPCTBEHHbIH
mpenapar, OTIIYCKaeMbI OecIiaTHO HIH CO
CKMIKOM M HE BONIEAMMIA B MHHHMAIbHBIA
aCCOPTMMEHT JICKapCTBEHHBIX MpENapaToB LA
MEIUIIMHCKOTO IIPUMEHEHHS, HEOOXOMUMBIX
UIs OKa3aHHsS MEIUIIMHCKOM IIOMOINM, B
TeueHHe JecaTH paboumx JOHEH co JHA
obpamenus. jnuna K CyOBEKTY pO3HHYHOMU
TOProOBJIN?

nyHKT 6 IIpaBun
OTITyCKa

13.

OGCITy)XHBAIOTCA b)) peLenTsl Ha
JEKapCTBEHHBIE IIPENaparhl, Ha3HaYacMbIC IO
pelLIeHrio BpadeOHOM KOMHCCHH, B TECUYCHUE
IATHAAUATH paGovux JHeH co MHA oOpalneHHs
JANA K CyOBEKTY PO3HHYHOM TOProBiu?

myHKT 6 IpaBun
OTIyCKa

14.

OTIycKaroTCs JIM JIEKAPCTBEHHBIC IpENaparsl
TIO pelenTaM ¢ HCTSKIIMM CPOKOM JeHCTBHS?

nyHkT 6 IIpaBun
OTIyCKa

15.

OcymiecTBisieTcss 1M IpPH HMCTEYCHHH CpOKa
JeifCTBHS pelienTa B MEPHO HAXOXICHUS €ro
Ha OTCPOYEHHOM OOCTyXXHBaHHH OTIYCK
JIEKapCTBEHHOTO IIperapara o TaKkoMy PelenTy
(6e3 ero nepeodhopmiaeHus)?

nyHKT 6 IIpaBun
OTITyCKa

16.

OTIycKaloTCs JIM JISKAPCTBEHHBIEC IIPENapaThl B
KOJIMYECTBe, YKA3aHHOM B perente?

nmyHKT 7 IIpaBui
OTITyCKa; MPHIIOKCHHS
Ne 1 u Ne 2 Tlopsiaka
Ha3Ha4YCHUS U
BBIITUCHIBAHHS

17.

Otmyckaer u (apmareBTHIECKHH paboTHUK
IpeeNbHO JOIYCTHMOE WK PeKOMEHI0BAaHHOE
KOJIMYECTBO JICKApPCTBEHHOIO Ipemapara Juld
BHIMUCHIBAHMA Ha OIWH  pEHCNnT  TpH
NPEIBABICHHN pelenta ¢ IMPeBBIICHUEM
TIpeeIbHO JIOITyCTHMOT'O WIA
PEKOMEHIOBAHHOT'O KOJIHYECTBA
JIEKapCTBEHHOTO IpenapaTa il BBINHCHIBAHAS
Ha OAMH  peuent ¢  IPOCTaBICHHEM
COOTBETCTBYIONIEH OTMETKH B periente?

myHKT 7 [IpaBun
OTIyCKa
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18. | OcymecTriseTcs U OTIYCK JICKapCTBEHHOTO | CTaThs 46 Ne 61-D3;
mpenapara B IEPBHYHOH M BTOPUYHOH | IYHKT 3 crarbu 27
(noTpebuTENnHCKOi) yTIaKOBKaX c | Ne 3-03;
MapKHAPOBKOH? nyHkT 8 [IpaBun

OTIIyCKa

19. | Hapymaercs i  IepBHYHAs  YNakKOBKa | IYHKT 8 IIpaBun
JIeKapCTBEHHOTO NpenapaTa MpH €ro OTIyCKe? | OTIyCKa

20. myHKT 9 [IpaBuin
IMpocrapiseTcs 11 [IPH OTIIyCKe OTITyCKa
JIEKapCTBEHHBIX IPENApaToB Ha peLenTe
OTMETKA 00 OTIYCKE JIEKapCTBEHHOTO
penapaTa ¢ yKa3aHHEM:

TOPrOBOTO HAWMEHOBaHHs, MO3MPOBKH M | MyHKT 9 IIpaBmi

KOJIMYECTBA OTIYINEHHOTO JIEKAPCTBEHHOIO | OTIIyCKa

npemnapara?

bammiH, BMeHu, oTdecTBa (1py Hamuyuun) | nyHKT 9 IlpaBun

MEIHUIMHCKOr0 pabOTHMKa B CiIy4asX, | OTIycKa

yKa3aHHBIX B a03alle YeTBEPTOM IIYHKTa 7 U

ab3ame TperbeM myHkTa 10 IIpaBun

oTmycka?

PEKBH3UTOB IOKYMEHTa, yAOCTOBEPSIOMEro | MyHKT 9 IIpaBun

JIMIHOCTD THIa, HOJIYYHBIIETrO | OTIYCKa

llexapCTBEHHBI IpemapaTr, B cCiydae,

ykazannoM B mynkTe 20 [Ipasun oTmycka?

haMuITHH, UMEHH, 0T4ecTBa (IpH Hamwumm) | myHKT 9 Tlpasun

(hapMaLeBTHIECKOTO paboTHHKa, | OTIYCKA

OTIYCTHBIIETO JIEKAPCTBEHHEIH [Ipenapar, #

€ro MoJIHCH?

naThl OTITyCKa JIEKapCTBEHHOTO npenapata? | myHKT 9 lIpasun
OTIyCKa

21. | Bosppamaerca u peuent ¢ oTMeTkoi mpu | myHkT 10 IIpaBum
OTIIyCKE JIEKapCTBEHHBIX IIPEMapaToB O | OTIYyCKa,
penenry, BBIIIMCAHHOMY Ha pPeUCOTYPHOM HpI/IJIO)KeHI/IC Ne 2
6nanke ¢opmer Ne 107-1/y, yTBEpXNCHHOH | [Topsinka HasHAUEHHUS U
npukasoM Ne 54H, CpPoK HEHCTBUSA KOTOPOTO | po nuorimapms
COCTaBJIsIET OUH roa?

22. | llepenaercsa I ¢apmanesTiyeckuM | myHKT 11 Ipasun
paGOTHHKOM vy, nproOpeTaomeEMy | oTIIycKa

(mostyyaromeMy) JIEKapCTBEHHBIC IPenapaThl
0 pelenTy, BEIIMCAHHOMY Ha PELEenTyPHOM
6nanke  dopmer  Ne  148-1/y-04 (),
YTBEPXKACHHOM IIPUKA30M Ne 541, nmu
dopmer Ne 148-1/y-06 (i), yTBepACHHOH
npukazoM Ne 54H, 3aNOJHEHHBIH KOPEIIOK
TaKoro perenta?
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23.

[pocraBnserca b1’ pu OTITYCKE
HapKOTHYECKOIr0 u IICUXOTPOIIHOTO
nekapcTBenHoro npenapara Crucka Il [lepeqns
HApKOTHYECKHX H IICHXOTPOITHBIX
JNeKapCTBEHHBIX IpEenapaToB Ha penente 06
OTIIyCKe JIEKapCTBEHHOro IIperapara mnevarhb
OpraHM3anii, B KOTOPOH yKa3aHO IIOJHOE
Ha¥MeHOBaHue ([P HAIHNYAH IevaTH)?

myHKT 12 IIpasun
OTITyCKa

24.

VkaspIBaeTcs JIH Ha pElEnTe MJIH KOpeIKe
pelienTa TOYHOE BpeMs (B 4acaX W MHHYTax)
oTIycKa UMMYHOOHOJIOIHYECKOTO
JIEKapCTBEHHOTO Npenapara?

nyHKT 13 IlpaBun
OTIIyCKa

25.

OTnyckaroTcss T MMMYHOOHOIIOTHYECKHE
JEKAPCTBEHHBIE IIpemapaThl IIPH  HAIWYUU
CIIeIUATIbHOTO TepMOKOHTEHHEPa?

nyHkT 13 Ilpasun
OTITyCcKa

26.

OctaioTcsi M XpaHATcs JH Y CcyOBekra
ofpallieHust JIEKapCTBEHHBIX CPEICTB PELETITHI
(¢ ormerkoit «JlekapCTBEHHBIH Ipemnapar
OTIIYIIEH») Ha!

myHKT 14 IIpasun
OTITyCKa

HApKOTHYECKHE u MICUXOTPOIHBIE
nexkapcTBenHple  npenmapatel  Crmcka I
[Tepeunst HAPKOTHYECKHX M MCHXOTPOMHBIX
JIEKapCTBEHHBIX IIPENapaToB - B TEYCHHUE
MATH JeT?

myHKT 14 IIpaBun
OTITyCKa

[ICUXOTPOITHBIE JICKAPCTBEHHBIE MPenapaTsl
Crmucka III IlepedHs HapKOTHYECKHX H
[ICHXOTPOIHBIX JIEKapCTBEHHBIX
MpENnaparos - B TEUECHHUE MATH JieT?

nyHKT 14 IIpasun
OTIIyCKa

JIEKAPCTBEHHBIE IIPENapaThl, OTIYCKACMBIC
OECINIaTHO WM CO CKHIKOH, - B TEUCHHE
Tpex JeT?

nyHKT 14 IIpaBun
OTITyCKa

KOMOMHHUPOBaHHBIE JIeKapCTBEHHBIE
[penapathbl, COJAepKalude HApKOTUYECKHE
CpelcTBa WM IICHXOTPONHBIE BELIECTBa,
BHecennsle B Crucku I u III Tlepedns
HApKOTHYECKHX u TICUXOTPOIHBIX
JIeKapCTBEHHBIX [Ipenaparos,
M3TOTOBJIEHHBIE B alITEYHOH OpraHM3allu,
- B TeUCHHE TPeX JIET?

myHKT 14 IIpasun
OTIIyCKa

lTleKapCTBEHHBIE IpenapaThl, obnanaroniue
aHA00IMYECKOM aKTHBHOCTHIO, - B TEUCHHE
TpeX JIeT?

myHKT 14 IIpasun
OTITyCKa

JleKapCTBEHHBIE IIpEnapaThl, MOIJIekKAIIne
[IpeMETHO-KOJIMIECTBEHHOMY YYeTy, - B
TEUCHHE TPEX JIeT?

nyHKkT 14 IIpasun
OTITyCKa
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leKapcTBEHHBIE IpENapaTel B IKHIKOH
liekapcTBeHHO# QopMme, cofepikautue bonee
15% STHIOBOrO CIHPTa OT 0ObeMa TOTOBOH
IIPOJYKIIHH, - B TEUCHHE TPEX MeCSLEB?

nyHKT 14 ITpaBun
OTIIyCKa

HHBIE JIEKapCTBEHHBIE
OTHOCAIIHECS o
AHTHIICHXOTHYECKMM  cpelcTBaM  (KOX
NO5A), amkcuonmtukam (kom NOSB),
CHOTBOPHBIM H CEJaTHBHBIM CPEACTBAM
(xon NOS5C), aHTHACNIPECCAHTaM (xon
NO6A) ¥ He mNOMIEKAIIHEe HPSAMETHO-
KOJTMYECTBEHHOMY YUeTy, - B TEYCHHE TpexX
MeCSIICB?

Ipenaparsl,
ATX K

nyHkT 14 ITpasun
OTIIyCKa

27. | OTMeuaroTcst JTH PELENTH, HE yKa3aHHBIE B | IYHKT 15 [IpaBun
nyaktre 14 Ilpapun oTmycka, INTaMIOM | OTHyCKa
«JlexapCTBEHHBIH perrapaT OTIyIIEH»?

28. | Bosppamarorcs 1M peLENThl, HE YKa3aHHBIE B | IYHKT 15 [pasun
nyakre 14 TlpaBun  OTHycKa, MUY, | OTHyCKa
II0JTyYHBIIEMY JIEKApCTBEHHBIN TIpenapaT?

29. |HWmeercs M KypHal, B KOTOpOM
PETHCTPHPYIOTCS. PELENTHl, BBIIHCAHHBIE C | IYHKT 15

HapymmenueM [IpaBHI OTIyCKa, ¢ yKa3aHAEM:

[TpaBui oTmycKa

TIPHHSATEIX Mep?

BEISBJICHHBIX HapymeHHi B ohopMiIeHHH| MyHKT 15
penienta? [TpaBun oTmycka
aMmIMK, UMEHH, OT4ecTBa (IPH HAJIW4MH)| IIyHKT 15
THna, BRINHCABLIETO PELENT? [IpaBui oTIycKa
. TOyHKT 15
HAaMMEHOBAHUA MEUIMHCKON OpraHu3aluu?
[MpaBui oTmycka
IMyHKT 15

ITpaBui oTmycka

Ne 323-@3)

OrpannveHnsi, HalaraeMble Ha (papMaNeBTHIECKHX
npogecCHOHAIbLHOM AEATEILHOCTH (CTAThA 74 ®enepajbLHOroO 3aKOHA
Ne 323-@3 «O6 ocHOBaxX OXpaHBI 310pOBbs rpaxiaan B Poccuiickoi ®enepauun» (Codpanue
3aKoHozaTenbcTBa Poceniickoit ®exepaunn, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (nanee -

paGOTHHKOB NpH OCYMECTBICHHH HMMH
ot 21 HosGps 2011 r.

30.

dapmaneBTHIECKHE PaOOTHHKH U
PYKOBOJIMTEHN aNTeYHBIX OpraHU3alyH:

HOAMYHKTHI 2 B 4
IyHKTa 2 CTaThu 74
Ne 323-@3;

nyHkT 17 [Tpasun
OTITyCKa

IOy 4alOT JI OT KOMIIAHWH, IPEACTABUTENIS
KOMITaHHH O0pa3Iibl JIEKapCTBEHHBIX
IIperiapaTos JUisl BpYdeHHA HaCENCHUIO?

HOANYHKTSHI 2 ¥ 4
HyHKTa 2 CTaThH 74
Ne 323-®3;

nyHkt 17 Ilpasun
OTIIyCKa
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[PEIOCTABIISIOT JIM HACEIICHHIO
HEIOCTOBEPHYIO U (HJIH) HETIONHYIO
MHQOPMAIUIO O HATHIHH JIEKApCTBEHHBIX
penaparoB, BKIIOYas JIEKapCTBCHHBIC
Hperaparsi, KIMEIOIIMeE OIUHAKOBOS
MEXYHAPOIHOE HETATEHTOBAHHOE
HaHMEHOBaHHUE?

TIOAMYHKTHI 2 U 4
MyHKTa 2 cTaThu 74
Ne 323-03;

nyHkT 17 Ilpasun
OTIIyCKa

CKpBIBAIOT JT HHPOPMAIIMIO O HATTHYHH
neKapCTBEHHBIX NIPENaparoB, HMEIOMUX
GoJiee HU3KYIO IIEHY?

HOAIYHKTH 2 U 4
IyHKTa 2 cTaTey 74
Ne 323-@3;

nyHkT 17 Ilpasui
OTIIyCKa

Tpeﬁonamm K OTHYCKY HapKOTHYCCKHX H IICHXOTPOIIHBIX JIeKapCTBCHHBIX npenaparos,
JIEKaApCTBEHHBLIX npenapaTtos, 00J1aar0mMuUX aHa0oMIecKoil AKTHBHOCTBIO,
JeKapCTBCHHBIX NPENapaToB, NoAJICKAIMHUX ﬂpeIlMeTHO-KOJIPIquTBeHHOMy yuery

HHBIX

31.

OcymecTBiseTcs T OTHYyCK HapKOTHYCSCKUX H
ICHXOTPONMHBIX JIEKAPCTBEHHBIX IIperapaToB
(apManeBTHIECKUMHU paboTHHKAaMH,
3aHHMAIOMAMH JOJDKHOCTH, BKIIOYCHHBIC B
TlepeyeHpb JOIDKHOCTEH?

nyskT 19 Ilpasun
OTITyCKa;
I[TepeueHpb TOMKHOCTEH

32.

OcyliecTBIsI€TCs. JIH OTHYCK JICKApCTBEHHBIX
npenapaToB, 00IajaromMX — aHaboIMIECKOH
AKTHBHOCTBIO, dbapMaeBTHICCKUMHU
pabOTHHKaMH, 3aHAMAIOMMMH  JIOJDKHOCTH,
BKJTFOYEHHBIE B IlepeueHb JOIDKHOCTEH?

myHKT 19 Ilpasui
OTITyCKa;
[TepedeHs NOMKHOCTER

33.

Otmyck JIEKapCTBEHHBIX [penapaToB,
MOMIEXKAIHUX  [PEIMETHO-KOIMYCCTBEHHOMY
y4ery, OCYIECTBIAETCS m
(apManeBTHICCKHMH paboTHHKAMH,
3aHMMAMONIMMK JOJDKHOCTH, BKJIIOUYCHHBIC B
IlepeyeHb TOIDKHOCTEH?

nyHKT 19 [pasun
OTITyCKa;
TTepeyeHb HOMKHOCTEH

34.

OrnyckaroTcs by HapKOTHYECKHE 51
ICHXOTPONHBIE JIEKAPCTBEHHBIC IPENApaThI
Cmucka II Tlepeuns HapKOTHYECKHX M
ICHUXOTPONHBIX JIEKAPCTBEHHBIX IPENapaToB
pu IpeIbsBICHUN INOKyMEHTAa,
yIOCTOBEPSAIONIETO JIMYHOCTB, vy,
yKa3aHHOMY B DpeElenTe, €ro 3aKOHHOMY
OpEACTABHATENIO MM JIHIY, HMCIOIEMY
odopmIiIeHHYIO B COOTBETCTBHH c
3aKOHOIATENbCTBOM Poccuiickori Dexepanuu
JOBEPEHHOCT HA MPpaBO IOJYYCHHS TaKuX
HApKOTHYECKHX u IICHXOTPOITHBIX
JEKapCTBEHHBIX TPenapaToB?

myskT 20 IIpaBun
OTITyCKa

35.

BeiaeTcs M TI0CHIE OTIyCKa HApKOTHYECKHX H
[ICHXOTPOMHBIX JIEKAPCTBEHHBIX IPENAapaToB
Cromcka II u III TlepeuHs HapKOTHYCCKHX H
ICHXOTPONHBIX JIEKAPCTBEHHBIX IIPENaparoB
CHTHATYpA C XEJITOH MONIOCOH B BEPXHEH YacTH

myHKT 22 [Ipasuin
OTITyCKa
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¥ HaOWCHIO YepHBHIM IpupTOM HA HEH
«Curaarypa», B KOTOPOH YKa3bIBAIOTCS:

HANMEHOBAHME H aJIPeC MECTOHAXOXAeHHs | myHKt 22 IIpaBun
cyObekTa OOpameHMs — JIEKapCTBEHHBIX | OTIIyCKa
cpencTs?

myHKT 22 [Ipasun
HOMep ¥ JIaTa BBIIHCAHHOTO penenra? oTmycKa
baMuMs, WM, OTYECTBO (MPM HAIMYMM) | IYHKT 22 I1paBun
nuia, AN KOTOPOro  IIPEAHAa3sHAYeH | OTIIyCKa
neKkapcTBEHHBIN Ipenapar, ero Bo3pact?
HOMEP MEIUIIMHCKON KapThl [alHeHTa, | IyHKT 22 Ilpasun
MOJTy4aromero MEJUIMHCKYIO [OMOINB B | OTITyCKa
aMOyJIaTOPHBIX YCIOBHAX, UL KOTOPOro
peHA3HAYEH JIEKapCTBEHHbIH npenapar?
dbamMuHs, EMA, OTYECTBO (NPH HAIMYMH) | MYHKT 22 Ilpasun
MEIUIIMHCKOro pabOTHHKA, BBINKCABIIETO | OTIyCKa
pelent, ero KOHTAKTHBIN TenehoH aubo
rened)OH MeMUMHCKOH OpraHu3auiu?

myHKT 22 [Ipasun
CoNepIKaHue PeLenTa Ha JATHHCKOM S3BIKE? | ormycka
baMmIHs, BMS, OTYECTBO (IIpH Hanmuuuu) B | myHKT 22 IIpaBun
mommuck QapMaleBTHYEeCKOro pabOTHHUKA, | OTIycKa
OTITyCTHBILETO JIEKAPCTBEHHBIH Ipenapar?

myHKT 22 [IpaBun
laTa OTIyCKa JIEKapCTBEHHOTO mpenapara? | ormycka

TpeboBanuss K OTIYCKY

MEAHITHHCKYIO 1eATEC/IbLHOCTD

JEKApCTBEHHBIX IIpenapaToB 1o TpCﬁOBaHHﬂM-HaKﬂaI{HLIM
METUITTHCKHNX opraﬂmaunﬁ, HHAHBHIYAJILHBIX npennpnﬂnmaTeneﬁ, HMEIIHUX JIMICH3INI0O HA

36.

HmeeTcs 1M Ha TpeOOBaHHAX-HAKIAQHBIX Ha
TIOJTyYeHHEe JIEKapCTBEHHBIX TIPENapaToB:

myHKT 26 [IpaBun
OTITyCKa;
Ipunoxenue Ne 13
rnassl 111 MaCTpYKIHA

ramm?

myHKT 26 Ipasun
OTITyCKa;
IMpunoxenne Ne 13
rinassl [II MHCTpYKIIMHM

Kpyrnas MEJULITHCKOH

OpraHu3aiiu?

1e4yaTb

nyHKT 26 IIpasun
OTIIyCKa;
IMpunoxenue Ne 13
rinassl [1I MHCTpYKIMH

OOIIIMCh €€ PYKOBOTUTENSA MM €ro
3aMecTHTeN 1Mo jJe4eOHo0Hi YacTh?

nyHKT 26 IIpasun
OTILYCKa;
[Ipuoxenne Ne 13
rnassl 1[I MHCcTpyKImmu




HOMep JOKyMeHTa?

myHKT 26 [TpaBun
OTITyCKa;
[Mpunoxenne Ne 13
rnassl 111 MaCTpYKIIHA

1aTa COCTABJICHUA IIOKYMCHTa?

myHkT 26 Hpasun
OTITYCKa;
IMpunoxenune Ne 13
rinassl 111 MHCTpYKITHA

TeKapCTBEHHOTO Ipenapara’

myHKT 26 Ilpasui
HAaMMEHOBaHUE OTIpaBUTeNs | OTIYCKa,
TeKapCTBEHHOTO IpenapaTa? [Mpunoxernue Ne 13

rnasbl [1I MHCTpYKIIHHA

nyHKT 26 Ilpasun
HAaKMEHOBAHHE nonydarens | OTIIYCKa;

IMpunoxenue Ne 13
rnass! 111 MHCTpYKIIHHA

HaMMCHOBAHHE JEKAPCTBEHHOTO npenapara | MYHKT 26 IIpasmi
Ha JIATHHCKOM s3bIke (C  yKasaHHeM | OTIIYCKa;
03MpOBKH, (GOpMBI  BBIIyCKa, BHAa | HpumoxeHne Ne 13
YTIaKOBKH, ClI0c00a NIPUMEHEHHS)? riassl 111 MHCTpyKIun
nyHKT 26 [pasun
KOJITIECTBO 3aTpeGOBaHHBIX | OTITYCKa,
eKapCTBEHHBIX NPENapaToB? ITpunoxerne Ne 13
rinassl 111 MHcTpyKIun
nyHKT 26 [IpaBuin
KOJMYECTBO M CTOMMOCTh OTHYINEHHBIX | OTIYCKa;
TeKapCTBEHHBIX MPEeNapaToB? [Mpuioxenne Ne 13
rnaBsl 111 UaCTpYKIMH
37. OcymecTBsieTcss MM OTIYCK TO OTAembHBM | TYIKT 27 Ipasun
TpeGoBaHHAM-HAK/IaTHBIM: oTnycKa
HapKOTHYECKUX 3 ncuxoTponHbx | myHKT 27 [Ipasun
nexapcTBerHbIx npenaparos Crucka Il u IlT | otmycka
[TepeuHs HAPKOTHYECKHX M IICHXOTPONHBIX
TeKapCTBEHHBIX IIPENapaToB?
TeKapCTBEHHBIX NPENaparoB, MOJIEKAIIHX mysr 27 TIpasi
TIpeIMETHO-KOJIMIECTBCHHOMY yIeTy? OTIyCKa
HMHBIX JEKAPCTBEHHBIX IpENaparoB, B TOM nynkr 27 I1pasai
CIIe OTIMYCKaeMbIX Ge3 perenta? OTIyCka
38. TIpocTaBsercs I Ha TpeGOBAHMM-HAKIAMHOH | ITYHKT 29 IlpaBun
OTMETKa O KOJHMYECTBE U  CTOMMOCTH | OTIyCKa
OTIYIIEHHbIX JIEKAPCTBEHHBIX MpenapaTos?
39. OcymecTBiseTcs ¥ XpaHeHHE TpeOOBaHMMH- | MyHKT 30 IlpaBun
HAaKJIaOHBIX, [0  KOTOpBIM  OTIIYLICHHI | OTITyCKa

JIEKapCTBEHHBIC IIPEnapaThl:
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TCYCHUEC OJJHOI'O roxa?

Ha HapKoTHYeckue M IcHxoTpomnbie | myHKT 30 ITpaBu
nexapcteennble npenaparsl Crucka Il u I | oTmycka
[Nepeyns HAPKOTHYECKHMX M MICUXOTPOIHBIX
TEKapCTBEHHBIX IIPENapaTtoB - B TECYCHHE
TISITH JIET?
Ha JIEKapCTBEHHBIE npenapatsl, | myHKT 30 IIpaBun
1O IJICXKAIIHE IIpEAMETHO- | OTIIYCKA
KOJMYECTBEHHOMY YUeTy, - B TEUEHHE TPeX
et?

myHkT 30 [IpaBui
HA MHBIE JIEKApCTBEHHBIE IIpENapaTthl - B

OTIyCKa

40.

Cob6moaeTcs JIM 3ampeT HAa HapyLICHHES
HepBUYHON yIIaKOBKH JIeKapCTBEHHOTO
npenapara OpH €ro OTIIYCKE MO TpeboBaHHIO-
HaknamHoOi (32 HMCKIIOUeHHeM CyOBbeKTa
PO3HHYHOM TOPrOBIIH, HMEIOLIETO JTHLICH3UIO Ha
¢dapMaleBTHIECKYIO JAEATENBHOCTh C IIPaBOM
H3rOTOBJICHHS JIEKAPCTBEHHBIX NPEeNapaToB)?

nyHKT 31 IIpasun
OTIyCKa

4].

Cobmomaerca N 3ampeT Ha  OTIYCK
JEKApCTBEHHBIX INpENapaToB B KOJIHYECTBE,
yKa3aHHOM B peLenTe, B Cilyd4ae, Koraa s
JIEKapCTBEHHOrO  IIpemapaTa  yYCTAQHOBJICHBI
TpeebHO JOMYCTUMOE HJIH PEKOMEHIOBAaHHOE
KONMYECTBO JUIS BBIIUCHIBAaHMA Ha OIUH
perent?

nyHKT 7 IIpaBun
OTIIYCKa; IPUIIOKEHUS
Ne 1 u Ne 2 Tlopsanka
Ha3HAYCHUS H
BBITMCEIBAHHUS

42.

Cobmonaercs JId 3ampeT Ha HapyIIeHHE
BTOpHYHOM  (MOTPeCUTENHLCKOM)  YIAKOBKH
JEKapCTBEHHOr0  TNpemapara ¥ OTIYCK
JEKapCTBEHHOr0 Ipenapara B [EPBUYHOH
yIIaKOBKE?

myHKT 8§ [IpaBun
OTITyCKa

43,

CobmogaeTrcs JM  3ampeT Ha  OTIYCK
HapKOTHYECKUX u IICUXOTPOIHBIX
nexapcTeeHHbix npernaparoB Crmcka II u IIT
IepeuHs HapKOTHYECKMX H IICHXOTPOITHBIX
NEKapCTBEHHBIX MpPEHapaToB 10 TpeGOBaHUIM-
HaKJIaJHBIM WHAUBUIYAIBHOTO
IpeAnpUHAMATENS, HMEIOIIEro JIMICH3NIO Ha
MEHIMHCKYIO ESTEeIbHOCTD?

nyHkT 28 I1pasun
oTIycka

(momxnocTh 1 ®YO NOHKHOCTHOTO JALA, 3aOIHUBLIETO TIPOBEPOYHBII JIACT, OMHACE, aTa)

(momxHOCTE H @O HOIDKHOCTHOTO JIAIA KOPHAMYESCKOro JIHIE, MPHCYTCTBOBABIICIO P
3QMOJIHEHHH IPOBEPOYHOrO JIMCTA, IIONMHCE, 1aTa)
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Ipunoxenue Ne 21
K nprkasy OenepanbHOH CITyKOBI
110 HaA30pYy B cdepe 3ApaBOOXpaHEHUS]

or O HAE Ne 9438

®opma

ITpoBepoy4HBIil JHCT
(cMHCOK KOHTPOJILHBIX BONPOCOB),

HcnoJab3yemblii ®@enepanabHoii cy:x00ii no Hag3opy B cepe 3ApaBOOXPAHEHAS
H ee TepPUTOPHAILHBIMH OPraHaMH [PH NPOBeCHHH MJIAHOBLIX NPOBEPOK NPH
ocyuecTB/eHnH (e/lepaJbHOro rocyIapcTBeHHOro Haa30pa B cdepe oOpauenus

JIEKAPCTBEHHBIX CPEACTB
(oTmyck M peajin3anus JeKapCTBEHHBIX NpenapaToB A/ MEJHIIHHCKOro
NpUMEHEHHsI B alITeYHOM NYHKTE)

(HaMMeHOBAHHE OpTaHa, OCYILECTBILIONIEr0 TUIAHOBYIO POBEPKY)

1. Bun roCcyIapCTBEHHOTO KOHTPOJIA (Hag3opa)

2. TlpeaMeT TmIaHOBOH MPOBEPKHM IOPMAMYECKHMX JIHL H HMHIWBUAYAJIBHBIX
[pepUHEMaTeNIei OrpaHUIMBaeTCs 0053aTeIBHBIME TPeOOBAHUSIMH, COOMIONICHHE KOTOPBIX
gBISETCS Hambojiee 3HAYMMBIM C TOYKH 3PEHUS HENOMYILIEHHS BO3HHKHOBEHHS YIPO3BI
IPHYMHEHNS BPE/a XU3HH, 300POBBIO IPaXIaH, H3TOKEHHBIMU B HOopMe IPOBEPOIHOr0 JTHCTa
(cHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHE IOPHAWYECKOrO JHIa, (aMHIMA, MM, OTYECTBO (IpH HAIHIHM)
UHIWBHYaTIbHOTO IpeANpPUHAMATENS:

4. MecTo TpOBEIEHHs IUIAHOBOHM NPOBEPKH C 3AIONHCHHEM MPOBEPOYHOrO JIMCTA:

5. PexBU3WTHI IIpHKa3a O IPOBEJEHHM ILUIAHOBOW MPOBEPKHU: OT

Ne

6. YueTHsIi HOMEp IPOBEPKH U J1aTa IPUCBOEHIS y4eTHOTO HoMepa poBepku B EnuHOM
peecTpe NPOBEPOK:

7. JIOJKHOCTD, (haMMIIMS ¥ WHALMAIB! HOJDKHOCTHOTO JIMNa (JIULY), HPOBOIAIIETO(HX)
ILIaHOBYIO TIPOBEPKY:

1. ;

2. .

8. TTepedeHb BOMPOCOB, OTPAXKAIOIIMX CONEPKAHUE 003aTEIbHBIX TpeGOBaHUH, OTBET HA
KOTOpHIE OJHO3HAYHO CBHETENBCTBYET O COOJIOICHHH MM HECOOMONEH!H IOPHANISCKUM
JIAIIOM, MHIUBUAYaTbHBIM IpeNpHHUMATEeM 00:13aTebHBIX TPeOOBaHUH, COCTABIAIOMNX
IpeaMeT IPOBEPKH:




PekBH3UTEHI BbiBOa O

HOpMAaTHBHBIX BBINOJIHECHHH
Ne Bonpocsl, 0Tpaskaouue coaepanne NPaBOBLIX AKTOB, ¢ TpeboBannii
n/n 06sa3aTeILHbIX TPpeboBaHM yKa3aHHeM HX

CTPYKTYPHBIX aa HeT
eIHHHIl, KOTOPBIMH
YCTAHOBJICHBI
00n3aTebHbIC
TpeboBanus

@enepaibHbIH 3aK0H 0T 12 anpeJist 2010 r. Ne 61-®3 «O06 oOpanieHHH JeKaPCTBEHHBIX CPEACTB)
(Cobpanne 3aKOHOAATEILCTBA Poccuiickoit ®enepamun, 2010, Ne 16, cT. 1815; 2016, Ne 27,
cT. 4283) (manee - 61-®3); PenepanbHbIA 3aKOH OT 8 ssaBaps 1998 r. Ne 3-®@3 «O HapKOTHIECKUX
cpeacTBaxX M ICHXOTPONMHBIX BemIECTBAX) (CoGpaHue 3aKOHOIATEILCTBA Poccuiickoii
®enepanuu, 1998, Ne 2, cr. 219; 2016, Ne 27, cT. 4238) (aanee - Ne 3-@3); IIpasuna oTmycka
JIeKapCTBEHHBIX  NpPENapaToB /Uil  MEIMIMHCKOro  MPUMEHEHHA, B TOM  YHCIE
MMMyHOOHOJIOTHYECKAX  JIEKAPCTBEHHBIX  MPENapaTos,  ANTEYHRIMH OpraHH3anusAMH,
MHAMBHAYAILHBIMH [PEANPHHAMATEIIMH, HMEOMUMH JHICH3WIO Ha dapmaneBTHYECKYIO
eSTEILHOCTh, YTBepiIeHHbIe NpHKazoM MHHHCTEPCTBAa 3APABOOXPAHEHMI Poccmiickoii
®exepannn ot 11 moas 2017 r. Ne 403n (3aperucrpupoBaH MUHHCTEPCTBOM IOCTHIHAM
Poccuiickoii ®enepamnu 8 cenrsops 2017 r., perncTpanmonnbiii Ne 48125) (nanee - IIpaBuia
ormycka); Ilopsaok Ha3HA4eHHs H BLINHCHIBAHMS JIEKAPCTBEHHDLIX npenaparoB, H3JeHi
MEJHIMHCKOro HA3HAYeHHsl H CHeNHATH3HPOBAHHLIX MPOIYKTOB JeueOHOro NHTAHHS,
yTBep’IeHHbIH  NpPHKa3oM MHHHCTEPCTBA 3APAaBOOXDAHCHMH H COIHAJILHOTO Pa3BHTHS
Poccmiickoii ®exepannn ot 12 despans 2007 r. Ne 110 (3aperucrpupoBan MHUHHCTEPCTBOM
jocrumun  Poccmiickoii ®enepaunn 27 anpenst 2007 r., peructpaunonnpii Ne 9364) c
H3MeHeHNsMH, BHECEHHLIMH INpHKa3oM MHUHHCTEPCTBAa 3/paBOOXPAHEHHS Poccuiickoit
®enepanun ot 26 ¢despans 2013 r. Ne 94n (3aperucTpHpoBaH MHHHCTEPCTBOM OCTHIHMH
Poccniickoii ®enepamun 25 uions 2013 r., perucrpanuonnsrii Ne 28881) (nanee — Hucrpyxnus);
Iepevenh HAPKOTHYECKAX CPEICTB, NCHXOTPOMHLIX BEMECTE M HX NpPeKypPCcopoB, MOMIEKANHX
kouTpomo B Poccmiickoii ®epepanu, yrBepKIennabiii mocraHoBienveM IIpaBuTeabcTBa
Poccniickoit ®eaepannn ot 30 mionst 1998 r. Ne 681 (CobGpanue 3aKOHOAATEILCTBA Poccuniickoit
®epnepannu, 1998, Ne 27, cr. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepevyeHh HAPKOTHYECKHX H
[ICHXOTPONHBIX JIEKAPCTBEHHBIX mNpenaparos); ®opmbl 6J1aHKOB PpeleNToB, COAepPKAMHAX
Ha3HAYEHHe HAPKOTHYECKHX CPeICTB HJIH NCHXOTPOMHBIX BEleCTR, NOPAAOK HX H3rOTOBJICHHS,
pacnpeieneHusi, pPerncTpanMM, y4era W XpaHeHHA, a TaKiKe npasuia oQopmiIeHHS,
yTBepKAeHHbIe NpuKazoM MHHHCTEPCTBA  31PaBOOXPaHEHHUIH Poccniickoii ®enepanun
or 1 aBrycra 2012 r. Ne 54n  (3aperucTpupoBaH MunnucreperBom toctunun Poccniickoi
®enepanun 15 aBrycra 2012 r., perucTpanmonnbiii Ne 25190) ¢ H3MeHeHHSAMH, BHECCHHLIMH
npukazoM MHHACTEPCTBA 3APABOOXPAaHEHHS Poccuiickoii ®exepamun ot 21 anpens 2016 r.
Ne 254n (3aperncTpupoBaH MUHHCTEPCTBOM I0CTHIIMH Poccuiickoii ®enepanun 18 nroas 2016 r.,
perncrpannoHnblii Ne 42887) (1anee - mpukas No 54); Tlopsinok HasHAYEHHS U BbIINCHIBAHMSI
JIeKAPCTBEHHBLIX MpENapaTros, a Takke (opM peHenTypPHBIX 6JIaHKOB HA JIeKapCTBEHHbIE
npenaparsl, HOPAI0K 0POpMIICHAN YKa3aHHBIX 6IaHKOB, MX YUeTa H XpaHEeHHs, yTBePKACHHbIH
npuka3oM MHHHCTEPCTBa 31PaBOOXPAaHEHUN Poccniickoii ®exepamun ot 20 aexabps 2012 r.
Ne 1175n (3apermcrpupoBaH MuHHCTEPCTBOM HOCTHLHH Poccuiickoii ®enepaunn 25 moHsA
2003 r., perucrpannonHbii Ne 28883) ¢ nsmeneHusiMH, BHECCHHBIMH npuka3zoM MHHHCTepCTBA
3apaBooxpanenns Poccmiickoii ®eaepanud oT 21 ampeas 2016 r. Ne 254u (3aperucTpupoBaH
Mununcrepersom 1octunun Pocemiickoit @enepanuu 18 mionst 2016 r., permcTpalHOHHBIMH
Ne 42887) (nanee - [lopsnox Ha3HAICHANA U poInuchbiBaHns); Ilepedenn JIEKAPCTBEHHbIX CPEACTB
AIsi  MeIUIMHCKOro TNpHMEHEHHs, MOMIeKAMMNX NPeAMETHO-KOAMICCTBEHHOMY _ y4eTy,
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yTBepAKIeHHbIH nNpuKkazoM MHHHCTEPCTBA 3APABOOXPAHCHUS Poccmiickoii @enepanuu
or 22 anpeas 2014 r. Ne 183 (3aperHcTpHpoBaH MunncTepcTBoM IoctHuun Poccmiickoi
®enepannn 22 wogs 2014 r., peracTpanHOHHBIH Ne 33210) ¢ u3sMeHeHMSIMHM, BHECEHHBIMH
npuxka3oM MHHHCTEPCTBA 3APaBOOXPAHEHHA Poccuiickoii ®enepanmun ot 10 cenTadps 2015 r.
Ne 6341 (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccniickoii ®enepauun 30 ceHTsOps
2015 r., perucTpanuoHHbiii Ne 39063) (nanee - Ilepedenn JeKapcTBEHHBIX cpeacts); Ilopsimok
OTHycKa (H3MYECKHM JHLAM JeKAPCTBEHHBIX NPeNaparoB /Ui MEIUIHHCKOrO MPAMEHCHHA,
cofiepKaNINX KPoMe MaJIbIX KOJHYECTB HAPKOTHIECKHX CPEJICTB, ICHXOTPONHEIX BEIMECTB H HX
NpeKypcopoB Apyrue $GapMaxKooOry4ecKHe aKTHBHbIE BEmICCTBA, YTBEpKIeHHBI NPHKa30M
MunuCcTEPCTBA 3IPABOOXPAHEHHS] H COIIMAILHOTO PA3BUTHS Poccniickxoii ®enepanuu ot 17 mas
2012 r. Ne 5621 (3apeructpupoBaH MUHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepanud 1 noHa
2012 r., perucrpaunonsbiii Ne 24438) ¢ n3MeHeHHAMH, BHECEHHBIMH NPHKA30M MunucrepcTBa
3apaBooxpanenns Poccuiickoit ®enepaunu ot 10 centsibps 2015 r. Ne 634n (3aperncTpHpoBaH
MunncrepcrBoM loctuumnn Poceniickoit ®@enepannn 30 cenT0ps 2015 r., perncTpaNMOHHBII
Ne 39063) (naaee — nopsaok); IlepeueHs sKA3HEHHO HEOOXOAUMBIX H BaKHEHIIHX JIeKAPCTBEHHbBIX
npenapatos Ha 2016 roj, a Takke mepedeHb JeKAPCTBEHHBIX NPENapaToB JIs MEIUIHHCKOro
NpUMEHeHHs] ¥ MMHHMAJIbHBIH aCCOPTHMEHT JIEKAPCTBEHHbIX NPENaparTos, HeOOXO0MNMBIX IS
oKa3aHHs MEIHMIMHCKOH TMOMOIH, YTBepkieHHble pacnopsoxenneM IIpaBurenncTBa
Poccniickoit ®enepanuu or 26 gexabps 2015 r. Ne 2724-p (CoOpaHne 3aKOHOJATEIBCTBA
Poccuiickoii ®emepanun, 2016, Ne 2, c1. 413) (1a1ee — IlepeueHs JeKapCTBEHHBIX NPENAPaToB,
BXOASIMMX B MHHAMAIbHBIH accoprument); Ilepedenn ao/kHOCTeH dbapManeBTHYECKHAX H
MEIMIMHCKAX pa6oTHHKOB B OPraHH3aNHMAX, KOTOPBIM MPEXOCTaBJIEHO NPaBo OTHyCcKa
HAPKOTHYECKHX JIEKAPCTBEHHBIX NPENapaToB H NCHXOTPOMHLIX JIEKAPCTBCHHBIX NMpENapaTon
¢H3HYeCKAM JIANAM, yTBEPXKACHHBIH MpUKa3oM MHHHCTEpPCTBA 3APABOOXPAHCHA Poccuiickoii
®egepanmu or 7 centsops 2016 r. Ne 681n (3aperncTpHpoOBaH MuHHCTEPCTBOM IOCTHIMH
Poccniickoii ®enepamun 21 cenraéps 2016 r., perucTpanHoHHbIi Ne 43748) (manee — IlepedeHn
AOJIKHOCTEH)

1. Otnyckatorcs m HapKOTHYECKHE u | mynkr 3 IIpaBui
IICHXOTPOIHEIE JIEKapCTBEHHBIE NpEraparhl 1o | OTIyCcKa
peuenram?

2. OTmyckaioTess JH ~ MMMYHOOHOJIOTHYECKHE | IIYHKT 3 [IpaBun
JNieKapcTBEHHbIE MPENaparhl 10 perentam? OTIIyCKa

3. OtnyckaroTcs bzt HapKOTHYECKUE u | myskt 4 Ilpasun

IICHXOTPONHEIE JIEKApCTBEHHBIE IIPENapaTel, | OTIIYCKa,

pHecennple B Cmumcox 11 Tlepeuns | npmmoxenns Ne 1 u 2 k
HApKOTHYECKUX u ICHXOTponHeIX | mpukasy Ne 54u
JIEKapCTBCHHBIX IpenaparoB, pH
NPENbSBICHAN DELENTOB, BBHITHCAHHBIX HA
penenTtypHbIX Grnankax dopmsr Ne 107/y-HII,
YTBEPXIECHHOM IPHKA30M Ne 54u?

4. OTtmyckatoTcs m ncuxoTponHsie | myHKT 4 IIpaBui
NeKapCTBEHHblE IIPENapaTsl, BHECCHHBIE B | OTIIYCKa;

Cmucox Il Tlepeuns HapkoTHueckwx H | myHKT 9 Ilopska
TIICHXOTPOIMHBIX JIEKAPCTBEHHBIX IIpEnaparoB, | HA3HAYCHU H
TIpH IpEeabSBICHAN PEENTOB, BEIMCAHHBIX HA | BHITUCHIBAHH
penenTypHbIx Gnankax ¢opmer Ne 148-1/y-88,
yTBEpKJIEHHOM mpuka3oM Ne 54u?
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OrnmyckaroTcss M HAapKOTMYeCKHe  H
IICUXOTPOIHBIE JIEKAPCTBEHHBIE Mperaparsl
Coucka II Tlepeuyns HapKOTHYECKHX U
HCHXOTPOIHEIX JIEKApCTBEHHEBIX IPENaparoB B
BHAE TPAHCIEPMANBHBIX  TEPANEBTHYECKHUX
CHCTEM TpH  INPEIHBABICHUH  PCUENTOB,
BBITHCAHHBIX HA PEIENITYPHBIX O1aHKax GOpMBI
Ne 148-1/y-88, yTBepXKIECHHOH MPHKA30M
Ne 5417

nyHKT 4 [Ipasui
OTITYCKa;

nyHKT 9 [lopsiaka
Ha3HAYEHUS U
BBIITACHIBAHUS

OTmycKaroTCs JIM JIEKapCTBEHHBIE IIPENapaTsl,
BKITIOYEHHEIE B IIEpEYeHb JIEKAPCTBEHHBIX
CpPeICTB VIS MEIHMIIMHCKOTO IIPUMEHEHHUS,
HOUIeKAKX  IIPEIMETHO-KOTHMYECTBEHHOMY
yu4eTy, [pH  INpPEeIbsBICHHH  PELENTOB,
BBIIIMCAHHBIX HA PENENTYPHEBIX 61aHKaX HOPMBI
Ne 148-1/y-88, yTBepXIOCHHOH IpPHUKa30M
Ne 54n?

IYHKT 4 [Ipasun
OTITyCKa;
pasmenst  I; I Il
Ilepeuns

JICKapCTBCHHBIX CPEICTB

OTnycKaroTes JIM JIEKapCTBEHHEBIC Ipenaparsl,
obnanamomue aHabOMUYECKOH aKTMBHOCTHIO,
TP IPEIbSABICHUN PELEITOB, BHIMACAHHBIX HA
penentypHsix Guaukax gopmer Ne 148-1/y-88,
yTBep)KAeHHOM mpukazoM Ne 54u?

1. 4 IIpaBui oTmycka,
HOAMYHKT 3 IyHKTa 9
[Topsinka Ha3HAYCHUS U
BBIITUCBHIBAHHUS

OTnyckaroTes JIM JIEKapCTBEHHEBIE Ipenaparhl,
cojiepkaliie  KpoME€  MajbIX  KOJIMYECTB
HAPKOTHYECKMX  CPEICTB,  IICHXOTPONHBIX
BEIECTB H WX  MpPEKypcopoB  IpyrHe
dapMakoIOrudecKie aKTHBHEIE BEIIECTBA, IPH
IpEOBIBICHHN PEIENTOB, BBHIIMCAHHBIX Ha
perienTypHbix GnaHkax ¢opmbr Ne 148-1/y-88,
yTBepKAeHHOM npukazom Ne 54u?

nyHKT 4 [IpaBun
OTILyCKa; IIYHKT 5
TIOpsIIKa

OcymecTBiseTcss JIM OTIYCK JIEKapCTBEHHBIX
npenaparoB 0e3 pelENTOB B COOTBETCTBUH C
HHCTPYKIHSAMH O  HMX  MEIUIUHCKOMY
PHUMEHEHHIO?

nyHKT 5 [IpaBun
OTIyCcKa

10.

OcymecTBisieTcs JIM OTIYCK JICKApCTBEHHBIX
IpenapaToB B TEYEHHE YKAa3aHHOTO B peLENTe
CpOKa ero JeicTBus?

myHKT 6 [IpaBui
OTIyCKa

11.

[lpunuMaercs 1M B ClIy4ae OTCYTCTBHA
JEKapCTBEHHOr0  IIpenapaTa  pelenT Ha
00CITy)KHBaHHE B CIIEAYIOIINE CPOKH:

myHKT 6 [IpaBui
OTIIyCKa

PELIENT ¢ TIOMETKO# «statim» (HEMEIEHHO)
oGcmyXuBaeTcsT B TEYCHHE  OMHOrO
pabodero AHA co JHA OOpalleHHs JHNA K
CyOBEKTY PO3HHUYHOM TOProBIIH?

myHKT 6 IIpaBuin
OTIyCKa

PELIENT C IIOMETKO# «cito» (CpovHO)
o6cimyxuBaeTCs B TeYeHHE ABYX pabounx

myHKT 6 [TpaBui

OTIIycKa
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nHeit co mHS o6paleHus U K CyOBeKTY
PO3HHYHOM TOProBIH?

pellenT Ha  JIEKapCTBEHHBI  IIpenapar,
BXOASIIMM B MHHHMAIBHBI aCcCOPTUMEHT
JIeKapCTBEHHBIX IpenapaTroB piRIE:
MEIUIHHCKOTO IIPUMEHEHNs, HEOOXO0MMMBbIX
Ul OKa3zaHMa MEIMIMHCKONW  IIOMOIIH,
0OCITyKHUBaeTCd B TECUYCHUE IIATH pabourx
nHedt co mHA oOpaleHus JHMIa K CyOBeKTy
PO3HUYHOM TOProBIH?

myHKT 6 IIpaBui
OTITyCKa

12.

OG6CITy’)KUBAETCS JI PELENT Ha JIEKapCTBEHHbII
mpenapar, OTITyCKaeMbiil OeCIUIaTHO HJIH CO
CKHAKOM M He BOINENHA B MHUHAMAIbHBIA
4CCOPTHMEHT JIEKapCTBEHHBIX MpenapaToB ALl
MEeIHIAHCKOTO NpPHMEHEHHS, He0oOXOAUMBIX
JUI1  OKa3aHHs MEIUIMHCKOM IIOMOINH, B
TedeHHe Jecartd pabounx [HEH CcO JHA
obpameHHs JHua K CyOBEKTy PO3HHYHOH
TOPrOBJIH?

myHKT 6 [IpaBun
OTITyCKa

13.

O6cmyXuBaroTCA it pelenThl Ha
NIEKapCTBEHHBIE IIpETIapaThl, Ha3HaYyaeMbIC IO
pelIeHHIO BpadeOHOM KOMHCCHH, B TECYCHHE
NATHaANATH pabodnx AHEH co AHA obpaineHus
JTUIA K CyOBEKTY PO3HHYHOM TOProBian?

myHKT 6 IIpaBun
OTITyCKa

14.

OTIIYCK&I'OTCSI JIH JICKapCTBCHHBIC IIPCIIapaThl
110 perentaM ¢ HCTEKIIMM CpPOKOM I.[CﬁCTBI/ISI?

myHKT 6 [IpaBun
OTIIyCKa

15.

OcyecTBiseTcs JU INPH MCTEICHHH CPOKa
JeHCTBHS peilenTa B IEPHOJ HAXOXACHUS €ro
Ha OTCPOYEHHOM OOCIy)XHBaHMH OTIYCK
NeKapCTBEHHOrO IpernapaTa 10 TAKOMY PELenTy
(6e3 ero nepeodopMiIeHHs)?

nyHKT 6 [IpaBun
OTIIyCKa

16.

OTIIYCKaIOTCSI JIK JIEKapCTBCHHBIE NPLIapaThl B
KOJINYECTBE, YKa3aHHOM B peuenTe?

nyHkT 7 IlpaBun
OTIIyCKa; IPHIIOKCHHS
Ne 1 u Ne 2 Ilopsnka
Ha3HA4YEHUI H
BBINACHIBAHHUS

17.

OTmyckaeT v (apManeBTHIECKHH pabOTHHK
TpeieNbHO JOITYCTUMOE HIIH PEKOMEHIOBAaHHOE
KOJIMYECTBO JICKAPCTBEHHOIO Ipernapara Ui
BBITUCHIBAHHA Ha  OIMH  DEHENT IpH
NpeIbSIBICHHN pelenTa C IPEBBIINCHHEM
TIpeieNbHO JIOIyCTHMOT'O 1011
PEKOMEHIOBAHHOI'O KOJINYECTBa
JIEKapCTBEHHOTO TPEnapaTa sl BEIIUCHIBAHHS
Ha OQWH peuent ¢  MOPOCTaBICHHEM
COOTBETCTBYIOIIEH OTMETKH B penente?

nmyHKT 7 [IpaBun
OTIIyCKa
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18. | OcymecTBiuseTcs JH OTIYCK JICKAPCTBEHHOTO | CTAaThA 46 Ne 61-@3;
mperapata B NEPBHYHOM M BTOPMYHOH | MYHKT 3 cratbm 27
(moTpeOUTENBCKOM) ymaKoBKax c | Ne 3-03;
MapKUpOBKOH? nyHKT § IIpaBun

OTIyCKa

19. |Hapymraercs 1m  mepBUYHAs  YIAKOBKa | MyHKT 8 IlpaBun
JIEKapCTBEHHOTO Mpenapara IIpH €ro oTiycke? | OTIyCKa

20. nyHKT 9 [IpaBui
IMpocrapmnseTcs 14 IIPU OTIIYCKE OTITyCKa
JIEKapCTBEHHBIX NIPENapaToB Ha PENenTe
O0TMETKa 00 OTITyCKe JIEKAPCTBEHHOT'O
TIpernapara ¢ yKa3aHHeM:

TOPrOBOr0 HAUMEHOBAaHMA, JO3UPOBKH U | IIYHKT 9 IlpaBun

KOJMYECTBAa OTIYIIEHHOrO JICKApCTBEHHOTO | OTITYCKa

npenapara’?

haMuTEM, MMEHH, OT4ecTBa (MpH Hamuyuy) | MyHKT 9 Ilpasun

Fmennunﬂcxoro paboTHHKa B  CllydYasx, | OTITyCcKa

yKa3aHHBIX B a03ale 4eTBEPTOM IyHKTa 7 U

aG3are TperbeM mynkTa 10 IpaBmt oTnycka?

DEKBH3HMTOB JIOKYMEHTa, yAocToBepstomero | myHKT 9 IIpasun

ITHYHOCTH JMIa, TIOJTyYMBIIEr0 | OTIYCKa

leKapCTBEHHBIH  IpemapaTl, B Clyd4ae,

ykasaHHOM B yHKTe 20 IIpapmn otmycka?

(baMHJTHE, UMEHH, OTYeCTBa (P HAMYHM) | MYHKT 9 Ilpasun

(hapMarieBTHIECKOr0 paboTHHKa, | OTIYCKa

OTITyCTHBINETO JIEKAPCTBEHHBIH MperapaT, u

ero moanucu?

naTH! OTIyCKA JIeKapCTBEHHOrO Mpenapara? | myHKT 9 IIpaBmi
OTITyCKa

21. | Bo3BpamaeTcs Jd DPEUENT € OTMETKOH IpH | IIYHKT 10 IIpaBun
OTHyCKE JIEKapCTBEHHBIX IPEMaparoB IO | OTIYCKa;
peucenry, BRIIUCAHHOMY Ha peIIeHTypHOM l'IpI/IJ'IO)I(eHI/Ie Neo 2
6nanke ¢opmbr Ne 107-1/y, yTBEpXICHHOH | [Topsmka Ha3HAYEHUS U
npukazoM Ne 54H, cpoK NEHCTBHA KOTOPOTO | primpcripanus
COCTaBJISIET OUH IO ?

22. | Ilepenaercsa bt dapmanesTuyueckuM | myskT 11 IpaBun
pabOTHHKOM Ty, IpuoOpeTaromeMy | oTIycKa

(noyyaroleMy) JIEKapCTBEHHbIE IpenapaThl
[0 pEIENTY, BHIIHCAHHOMY Ha PEHENTYPHOM
Gmanke  Qopmer  Ne  148-1/y-04 (),
YTBEPXKAECHHOH IPHKa30M Ne 54m, mm
dopmer Ne 148-1/y-06 (1), yTBEpXACHHOH
npukasoM Ne 54H, 3aNONHEHHBIA KOPEIIOK
TAKoro penenta?
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23.

[IpoctaBnsercs M Ipu OTITYCKE
HapKOTHYECKOIr0 " MICHXOTPOIIHOTO
nexapcTBeHnoro npenapara Crucka II [epedrs
HapKOTHYECKHUX U TICUXOTPOITHBIX
JIeKapCTBEHHBIX IpElfapaToB Ha peuente o0
OTIIyCKe JIeKapCTBEHHOTO Ipenapara IevaTh
OpraHM3alliy, B KOTOPOH yKa3aHO IIOJHOE
HayMeHOBaHHKE (IPH HAIMYHH IedaTH)?

nyHKT 12 IIpaBun
OTIIyCKa

24,

Ha penenTe win KOPEIIKe PENENTa yKa3bIBacTCsA
JT¥ TO4HOE BpeMs (B YacaX H MHHYTaX) OTILyCKa
HMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
npemnaparta?

myskT 13 IlpaBun
OTITyCKa

25.

VimMyHOGHONOrHYECKHE JIEeKapCTBEHHEIE
mpenapatsl OTIYCKAIOTCS JH TP HaTMIAH
CHEIHATLHOr0 TSPMOKOHTEHHEpa?

nyHKT 13 Hpasuin
OTITyCKa

26.

OcraloTcs W XpaHsarcs JH y cyOmekra
ofpalleHus JIeKapCTBEHHBIX CPEJICTB PENCHTEI

nyHKT 14 IIpasun
OTITyCKa

(¢ orMerkodl «JlekapcTBEeHHBI Ipemapar

OTIYyLIEH») Ha:

HApKOTUYECKHE u ncuxotponnsie | myHKT 14 ITpasun
nexapcTBenHbie mpemapathl  Cmmcka Il | ormycka

[Tepeunsi HApKOTHYECKHX M TICHXOTPONHBIX
IEeKApPCTBEHHBIX IIPENapaToB - B TCUCHHE
msTH jeT?

[ICHXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaThl
Crnucka III Tlepeuns HapKOTHYSCKHX H
[ICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB
- B TCYECHHE IISTH JIET?

nyHKT 14 Ipasun
OTIIyCKa

lIeKapCTBEHHBIE INPENApaThl, OTIYCKAaeMBbIC
GecIniaTHO MM CO CKUJIKOI, - B TEUSCHHE TPEX
net?

myHKT 14 IIpasun
OTITyCKa

KOMOHHHUPOBAHHBIE JIeKapCTBEHHBIE
npemaparbl, CcoJepkalyie HapKOTHYESCKUE
cpencTBa MM IICHXOTPONHBIC BEINECTBa,
sHeceuHple B Comcku II u 11 Ilepeuns
HAPKOTHYECKUX %4 IICMXOTPOITHBIX
TeKapCTBEHHBIX PENIApPaTOB, H3TOTOBJICHHBIE
B anTEYHOM OpraHH3alluH, - B TEUCHHE TPEX
net?

nyskT 14 Ipasun
OTITyCKa

TeKapcTBEHHBIC TIpenapaTel, obnajgaromue
aHa0oNMYecKoi aKTHBHOCTBIO, - B TEUCHHE
Tpex NeT?

nyHKT 14 IIpaBun
OTITyCKa

JIeKapCTBEHHBIE MPENapaThl, IOJUICHKAIHEe
[peIMETHO-KOJIMIECTBEHHOMY  Y4€Ty, - B
eueHHe Tpex JeT?

nyHKT 14 IIpasun
OTITyCKa
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lleKapCTBEHHEIE ~penapaThl B JKHIKOH
lexapcTBeHHOH (opMe, comepxamue Oonee
15% 3THIOBOTO cIUpTa OT 00BEMa IOTOBOH
[IPOJIYKIUH, - B TCUCHHE TPEX MECSUEB?

OTIycKa

HHBIE JIEKapCTBEHHEBIE Ipenaparsl,
OTHOCHIIMECS o ATX K
apTHnCHXOTHYeCKUM cpencTBaM (kog NOSA),
ankcromuTkaM (kox NOSB), CHOTBOpPHBIM H
cemaruBHbM  cpeactBam (ko NOSC),
antunenpeccantaM (kox NO6A) wu  He

MOJICKALITHE HpClIMCTHO-KOJII/I‘-IeCTBeHHOMy

OTITyCKa

nyHKT 14 ITpasun

nyHkt 14 [Ipasun

ydeTy, - B TeYCHHE TPEX MECALCB?

27. | Penents, He ykasanmble B myHkre 14 IIpasun | myHKT 15 [Tpasun
OTHycKa, OTMEYAloTCd  JIi  IOTaMIOM | OTITycKa
«JIeKapCTBEHHBIH IpenapaT OTIYIIECH)?

28. | Penenthl, He ykasaHHble B IyHKTe 14 IIpaBii | IyHKT 15 Ilpasun

OTIyCKa,  BO3BpamlaloTcs  JH  JIHNY,
TIOJTyYHBIIEMY JIEKAPCTBEHHBIN Ipenapar?

OTIIyCKa

29.

Nmeercs m

KypHal, B
PETHCTPHPYIOTCA  PELEITE,

HapymerneM [IpaBui OTITyCKa, ¢ yKa3aHHEM:

KOTOpPOM
BBIITACAHHBIE C

IOyHKT 15
IMpaBun oTmycka

MPUHATBIX MEP?

BLIABJICHHBIX HapylleHHH B OGOPMICHHH | MyHKT 15
perieniTa? [IpaBmi oTmycka
dammmun, uMeHH, oTYecTBa (TIPH HaJW4YuH)| MyHKT 15
MuIa, BBIIMCABIIETO PENENT? [IpaBui oTiycka
. OyHKT 15
HAMMEHOBAHHS MEUIIMHCKON OpraHu3aluu’?
TIpaBun oTmycka
myHKT 15

[TpaBun oTnycka

Orpannyenus, HajaraeMble Ha (apMaleBTHICCKHX paGoTHMKOB NPH OCYIIECTBICHHH HMH
npodeccHoHanbLHON NesATeabHOCTH (cTaThsl 74 DeepaabHOro 3aKoHa OT 21 nosiops 2011 r.
Ne 323-@3 «O6 ocHOBax oxpaHbl 310poBbs rpaxian B Poccuiickolt ®exepanumn» (Cobpanue
3axoHoaTeabcTBa Poccritckoii @enepamun, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (nanee -

Ne 323-®3)

30.

dapmaneBTHUECKHE PAOOTHUKHA U
PYKOBOJMTENH alTEIHBIX OpraHn3aliii:

MOMIYHKTHI 2 4 4
IyHKTa 2 cTaThk 74
Ne 323-03;

nyHKT 17 IpaBun
OTITyCKa

OJIy4YaroT JI OT KOMIIAHHH, TIPE/ICTABHTEIS
KOMITaHHM 00pa3Iibl JIEKapCTBEHHBIX
penaparos Ul BpY4eHHs HaceJICHHIO?

HOJNYHKTHI 2 1 4
HyHKTa 2 cTaThu 74
Ne 323-03;

nyHkT 17 Ipasun
OTIyCKa
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PeIOCTABIIIOT JIM HACEICHHIO HOIIYHKTH 2 U 4
HEI0CTOBEPHYIO U (HIIN) HETIONHYIO IYHKTa 2 cTaThH 74
MHGOPMALHIO O HAJIMYUH JIEKAPCTBEHHBIX Ne 323-®3;
perapaToB, BKIIOYas JIEKapCTBECHHEIE nyskr 17 pabmn

nmperapaTsl, IMCIOINUE OJNHAKOBOC
MEXIYHApOAHOC HETIATCHTOBAHHOC

OTIIyCKa

HaVMEHOBaHHUE?

HOINMYHKTHI 2 U 4
CKPBIBAOT JIM HH(POPMAITHIO O HAJTHYMH IIyHKTa 2 CTaThH 74
lleKapCTBEHHBIX MpenaparoB, uMeromux Gonee| Ne 323-03;
HH3KYIO LEHY? nyHKT 17 IIpaBun

OTIIyCKa

Tpe6onamm K OTHYCKY HApPKOTHYCCKHX M ICHXOTPONHBIX JIEKAPCTBCHHLIX MPENaparos,
JEeKapCTBCHHBIX npenaparos, ofy1ampaomux aHa00IMYIeCKOH AKTHBHOCTBIO, HHBIX
JIEKAPCTBCHHBIX NpPENapaToB, NOJICKAMHX HpeAMETHO-KOJIHYCCTBCHHOMY YICTY

31. OcCyINeCTBIAETCS JIM OTIYCK HapKOTHYECKHX H | myHKT 19 Ilpasun
ICUXOTPONHBIX JICKAPCTBEHHBIX IIPENAapaToB | OTIYCKa;
(hapManeBTHYECKHMH paGoTHUKaMH, | [TepeueHb JOKHOCTEH
3aHHMAIOMUMH  JOJDKHOCTH, BKJIIOYEHHBIE B
[lepeyeHb FOKHOCTEH?

32. OcymecTBIA€TCsS T OTIYCK JeKapcTBEHHBIX | myHKT 19 IIpaui
mpemaparoB, OONafaloOmMX aHAGONHYECKOH | oTmycka;
aKTHBHOCTBIO, (l)apMaIIeBTI/IqCCKI/IMI’I HepequB IOJDKHOCTEH
pabOTHHKaM¥, 3aHHMAOUIMMH  JIODKHOCTH,
BKJTIOUeHHEIE B [lepeueHs JOIDKHOCTEH?

33. OcyImecTRIAETCS JIM OTIYCK JIEKapCTBEHHBIX | MyHKT 19 [TpaBuin
MpenaparoB, OAJIeXKaIMX NIpEIMETHO- | OTITyCKa;
KOJIMYCCTBCHHOMY Y4Y€TY, (l)apMaHeBTI/I‘ICCKI/IMI/I HepequB JOJDKHOCTEH
pabOTHHKAM¥, 3aHMMAIOUKMMH  JIOJDKHOCTH,
BKIOYeHHBIE B [lepedeHb JODKHOCTER?

34. OtmyckaroTess 1M HapKOTUYECKHE u | myskt 20 ITpaBun
HCHUXOTPOIHEIC JIEKAPCTBEHHBIE INpENaparhl | oTmycKa
Cmucka Il Ilepeunss HapKOTHYECKMX H
IICHXOTPOIHEIX JIEKApCTBEHHBIX IIPENapaToB
npH IpeIbsBICHAA JIOKYMEHTA,
yIOCTOBEPSIOMIETO JUYHOCTD, nany,
YKa3aHHOMY B pelLenTe, €ro 3aKOHHOMY
IpEJACTABUTENIO MM JHIY, HMEIOICMY
0hOpMIIEHHYIO B COOTBETCTBUH c
3aKoHOJAaTeNbCTBOM Poccuiickort (Penepanuu
JIOBEPEHHOCTh Ha IPaBO MOIYYECHHS TaKUX
HApKOTHYIECKHX a TICUXOTPOIHBIX
JIEKapCTBEHHBIX MPETapaToB?

35. BoigaeTcs JIM 1OC/e OTIYCKA HapKOTHUYECKHX M | MyHKT 22 TIpaBun
IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPEMApaToB | OTITyCKa

Crucka II u III Ilepeuns HapKOTHYECKUX H
ICHXOTPOMHBIX JIEKAPCTBEHHBIX IPENapaToB
CHTHATYpa C KEeJITOH I0JIOCOH B BEPXHEH 4acTH
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M HaIOHCHIO 4YepHHIM IpudTOM HA HEH
«CurHarypa», B KOTOpO# yKa3bIBalOTCA:
HAUMCHOBAaHME ¥ afipec MeCTOHaxoxaeHms | myHKT 22 IIpaBmun
cyObexta  OOpameHMs  JICKApCTBCHHBIX | OTIIyCKa
cpeactB?

nyHKT 22 [Ipasun
HOMEp M J1aTa BBIIHCAHHOTO penenTa’ oTIycKa

(amumHa, WMs, OTdecTBO (OpU HAIMYAM) | MYHKT 22 TlpaBun
mura, A4 KOTOpOro  IpeAHasHa4yeH | oTmycka
eKapCTBEHHBIH PEnapaT, €ro Bo3pact?

HOMEpP MEJWIMHCKONH KapThl MAlMeHTa, | MYHKT 22 [Tpasun
MOJIy4aoIero MEIHIMHCKYI0 MOMOIIb B | OTIIyCKa
aMOy/JIaTOPHBIX YCIOBHAX, [UI1 KOTOPOro
pe/HA3HAYeH JIEKapCTBEHHbIH npenapatr?

dbaMuTHa, WMs, OTY4eCTBO (UPH HAIMYHMH) | MYHKT 22 pasun
rMelII/II.II/IHCKOI‘O paboTHHKa, BBIMHCABIIETO | OTITCKA
penent, ero KOHTaKTHBIA Tenedod mbo
Tene)oH MeAUIMHCKON OpraHu3alKH?

myHKT 22 [IpaBun
cofepKaHue PelelTa Ha IATHHCKOM 13bIKe? | ormycka

amuHs, EMs, OTYecTBO (IIpH Hammuuu) W | MyHKT 22 IIpasun
noAmuch (papMalleBTHYECKOro pabOTHHUKE, | OTIycKa
OTIYCTHBINETO JIEKAPCTBEHHBIH IIpenapat?

nysKT 22 Ilpasun
MaTa OTIycKa JIEKapCTBEHHOTO IIpenapara? oTIycKa

TpeGopauusi K OTHYCKY JIEKADCTBEHHBIX MpenapaTros Mo TpeGoBaHMAM-HAKJIAAHBIM
MeIMIAHCKAX OPraHA3aNMi, HHIHBHAYAJLHBIX NPeINPUHAMATE/ICH, HMEIOIIMX JHICHIHIO HA
MEIHIHHCKYIO0 JeSTeJIbHOCTh

36. nyHKT 26 [IpaBun
OTIYCKa;

Hmeercs mu Ha Tpe6OBaHI/I$IX-HaKJIa,I[HBIX Ha

TI0JIyueHHe JTeKapCTBEHHBIX IIPENapaToB: Tpanoxenne Ne 13
rinassl [11 UHCTpYKIHH

myHKT 26 [IpaBun
OTITyCKa;
IMpunoxenue Ne 13
riaBsl 111 MHCTpYKITHM

[raMi’?

myHKT 26 [IpaBui
OTITYCKa,;
[Mpunoxenne Ne 13
rnassl 111 MaCTpYKINn

KpYTJIas MeYaTh MEAUIHHCKON OpraHu3aun?

myHKT 26 IIpasun
NOONNCh €€ PYKOBOAWTENIsl HIA  ero | OTIIYCKa,
3aMeCTHTENS 110 JieueGHO# JacTu? IMpmiaoxenue Ne 13

rnassl 111 MHCTpYKITHI
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HOMeEp TOKyMeHTa?

nyHKT 26 IIpaBun
OTITyCKa;
IMpuioxernue Ne 13
rnasbl 11 MHCTpYKIMHK

IaTa COCTABIICHUA lIOKYMeHTa?

nyHKT 26 IIpaBun
OTIIyCKa;
[Mpunoxenne Ne 13
riaassl 111 MECTpYKIIHH

HANMEHOBAaHHE OTIPaBUTEIS
TexapCTBEHHOro HMpenapara? '

myHKT 26 ITpaBun
OTIIYCKa;
IMpunoxernue Ne 13
rnassl I MHCcTpyKIMH

HauMEHOBAHHE MOJIydaTesis JEKapCTBEHHOTO
npenaparta?

nyHKT 26 IIpaBun
OTILYCKa;
IMpunoxxerue Ne 13
rnassl [1I MaCTpyRIMM

HaVMEHOBAHHE JIEKApCTBEHHOro Mpemnapara
Ha JIaTHHCKOM si3bIke (C  yKasaHHEM
O3MpOBKH,  (OpPMBI  BBIIyCKa,  BHIA
YIIaKOBKH, CII0c00a IPUMEHEHHS)?

myHKT 26 IIpaBun
OTITyCKa;
IMpunoxenne Ne 13
rnassl I1I MHCTpYKIMH

KOJIMYECTBO 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX
npernaparoB?

nyHKT 26 IIpaBun
OTILYCKa;
Ipunoxenue Ne 13
rinassl [1I UHCTpYKIIMHA

myHKT 26 [Ipasun
KOJMMYECTBO M CTOMMOCTB OTHYINEHHBIX | OTIYCKa;
TeKapCTBEHHBIX IPeNapaToB? IMpunoxernne Ne 13
rinassl 111 MeCTpYXKIIH
37. OcylecTBAseTcss MM OTIYcK Mo oTAenbHBM | TYHKT 27 llpasun
Tpe6OBaHMAM-HAKIIATHEIM: OTIryCKa
HAPKOTHYECKHX 7§ ricuxoTponHeX | myHKT 27 IIpaBun
nexapcTBenHbIx mperaparoB Crmcka Il u III | ormycka
[lepeunss HapKOTHYECKHX M ICHXOTPOIHBIX
lexapCTBEHHBIX IpenapaToB?
TeKapCTBEHHBIX MpeNapaToB, TOMIEXAmux | 1Y KT 27 Ipasun
IpeIMETHO-KOIMIECTBEHHOMY YIETY? OTIycKa
WHBIX JIEKAPCTBEHHBIX Ipemaparos, B Tom | TYHKT 27 Ipasan
qHrCcie OTHyCKaeMEIX Oe3 perenra? OTIycka
38. TIpocTaBiseTcs 1 Ha TpeGoBaHMH-HaKanHoH | mynkT 29 Ilpasmin
OTMETKAa O KOJHMYeCTBe M CTOHMMOCTH | OTHYyCKa
OTIYIIEHHbIX JIEKAPCTBCHHBIX MpenapaTos?
39. OcymecTBISETCS ¥ XpaHEeHHE TpeGoBaHMHA- | MYHKT 30 IIpasun
HAKJIQOHBIX, [0  KOTOPHIM  OTIYINEHHI | OTIyCKa

JIEKapCTBEHHBIE ITpENapaThl:
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nyskt 30 Ipasun
OTITyCKa

Ha  HAapKOTMYeCKHEe U  ICHXOTPOIHBIC
nexapcTBeHHBbIe MpenapaTsl Crxcka II u III
[lepeqns HAPKOTHYECKMX H HCHXOTPOIHBIX
NeKapcTBEHHBIX IIPEMAparoB - B TEUCHHC
[SATH JIET?

Ha JeKapCTBEHHBIE IIPENapaTsl, nojexamue | IyHKT 30 ITpaBun
[pe/IMETHO-KOIMYECTBEHHOMY  y4eTy, - B | OTHyCKa
TeUCHHE TPEX JIeT?

nyskt 30 Ipasun

Ha WMHBIE JIEKApCTBEHHBIC Ipemaparsl - B
oTIycKa

TeyeHHe OHOTo roja’?

40. CoGfoxaeTcs JIM 3alpeT Ha HapylleHue | MyHKT 31 ITpaBun
[epBHYHON YIIaKOBKH NEKapCTBEHHOTO | OTIIyCKa
Tpenapara TIpA €ro OTIYCKe IO TPeOOBAHHIO-
HaknamHOM (33 HCKIIOYeHWeM —CyOBekTa
PO3HHYHOM TOPTOBJIH, UMEIOIIET0 JTMICH3HIO HA
dapManeBTHIECKYIO ACATEIBHOCTh C IPABOM
H3TOTOBJIEHHS JIEKAPCTBEHHBIX IIPenapaToB)?
41. CobmomaeTrcda M  3ampeT Ha  OTMYCK | IYHKT 28 ITpaBun
HApKOTHIECKUX 4 TICHXOTPOIHBIX | OTIIyCKa
NeKapcTBeHHBIX npenaparoB Crmcka II u III
[lepednst HApKOTHYECKMX H IICHXOTPOINHBIX
JIEKapCTBEHHBIX [PENapaToB MO TPeOOBaHUAM-
HaKJIa{HBIM HHAWBUAYAJIEHOTO
IpeaNpUHEMATENs, MMCIOINEro JHIEH3HIO Ha
M€ IUIHHCKYIO IeSTENHHOCTh?

42. CobmomaeTcd /M 3anpeT Ha HapyIIeHHE | MyHKT 8 IIpasun
BTOpHYHOM  (IOTPEOMTENBCKOM) — YNAKOBKH [ OTIyCKa
JeKapCTBEHHOro  Ipemapara M OTHYCK
JEKapCTBEHHOTO Ipemapara B NepBAYHOA
ymakoBKe?

43. CoGmonaeTcs M 3ampeT Ha  OTIYCK | MYHKT 7 [IpaBun
JIeKapCTBEHHBIX IPENapaToB B KOJMYECTBE, | OTIYCKA; IPHIOKCHHS
yKa3aHHOM B pellenTe, B Ciydae, Korza Wit | Ne 1 u Ne 2 Ilopsmxa
JIEKApCTBEHHOTO  TpemapaTa  YCTAHOBJCHBI | gaspayeHHs M
NpeeNBHO HOITYCTAMOE MM PEKOMEHTIOBAHHO | ppimyycLBaHHS
KOJIMYECTBO JJI1 BBIIMCHIBAHUA Ha OIWH
penent?

(momxuocts 1 PHO KOMKHOCTHOTO JIHIA, 3aII0IHUBIIETO MPOBEPOYHBIH JIUCT, IOAIHCE, J1aTa)

(nomxHOcTh 1 MO OIDKHOCTHOTO JIMIIA FOPHIMISCKOTO NI, IPHCYTCTBOBABIIETO MPH
3aII0/THEHUH [[POBEPOUHOTO JHCTA, TIOAMHACH, 1aTa)




TTpunoxenune Ne 22
K npukasy QenepanbHON CITyXOBI
1o Haj30py B cepe 3ApaBOOXpaHEHUA

OTCQ4/,M4¢ No G4yAY

®opma

IIpoBepouHbIii JHCT

(cnHCOK KOHTPOJBHBIX BOIIPOCOB),
ucnoJb3yemblii ®@eaepaabHoi cayx06oii Mo Haf3opy B cepe 31paBOOXpAHEHU
H ee TePPHTOPHATLHLIMH OPraHAMH NPH MPOBE/IEHHH [JIAHOBBLIX NPOBEPOK NpH
ocyuiecTBJIeHHH (elepajbHOr0 rocyapcTBeHHOTo Haa3opa B cdepe oOpameHus

JIEKAPCTBEHHDBIX CPECTB
(oTHycK B peaH3aNHAs JeKaPCTBEHHBIX NpenapaTos IJISi MEAHIMHCKOr 0
npuMeHeHNsl B aNTeYHOM KHOCKeE)

(HaHMEHOBaHHE OPTaHa, OCYIECTBIAOMEro IUTAHOBYIO IIPOBEPKY)

Bun rocyIapCTBEHHOTO KOHTpOJIA (aan3opa)

2. TlpeaMeT TUIAHOBOM TPOBEPKH IOPHAMHMECKHMX JIHI  H WHIABHIY ATBHBIX
NpeanprHAMaTeNel OrpaHMIMBaeTCs 06s3aTeTbHBIME TPEOOBAHMAMH, COOTIOICHNE KOTOPEIX
qBsieTcs Haubomee 3HAYMMBIM C TOYKH 3DEHHS HENOMYIICHMS BOSHHKHOBCHHA yrpo3sl
NpUYMHEHks BPE/ia XHU3HH, 310POBBIO TPAX/AH, H3JIOKCHHRIMHU B (pOpMe IIPOBEPOIHOTO JIUCTA
(crcka KOHTPOJIBHBIX BOIIPOCOB).

3. HapMeHOBaHWE OPHIMYECKOro IHIa, GamMuiud, WMd, OTIECTBO (IpH  HATUYHH)
HUHIUBH Iy aTbHOTO npeanpuHAMATENA:

4. Mecto MpOBEICHUA IJIAHOBOH NpOBEPKH C 3aMoJJHEHUEM IIPOBECPOYHOTIO JACTA.

5. PexBH3UTH MpUKa3a O IMPOBEACHUN [UIAHOBOM MPOBEPKH: OT

Ne

6. YaeTHbI HOMep NPOBEPKH H JIaTa IPHCBOSHHUS YI€THOIO HOMEpa npoBepku B EnnHOM
peecTpe IIPOBEPOK:

7. JloIDKHOCTB, haMMIHS M MHUIMANBl JOJDKHOCTHOTO nuna (JIHI), TpOBOAAMIEro(UX)
IUIaHOBYIO TIPOBEPKY:

1.

2. :
8. ITepeueHs BOMPOCOB, OTPAKAIONIMX COACPXKAHHE 006s13aTeIbHBIX TpeOOBaHMid, OTBET HA
KOTOpEIE OZHO3HAYHO CBUIETENBCTBYET O COOIONEeHN WK HecOOIOAeHHH I0pUANIECKUM
JIALIOM, MHAMBUAYAIBHEIM IPEeANpHHAMATEIEM 06s13aTeNBHBIX TPeOOBaHHM, COCTABIISIOMMX
npeaMeT MPOBEPKU:




200

PexBH3HTHI BeiBoa o
HOPMAaTHBHBIX BBINOJHEHAH
Ne Bonpocsl, 0Tpakalmue coaepkanue NPaBOBLIX AKTOB, C TpeboBanmii
n/n 00s13aTeJIbHLIX TPeGOBaHMIi yKa3aHHEM HX

CTPYKTYPHBIX aa HET
€IHAHI], KOTOPBIMH
yCTAHOBJICHBI
ofn3aTe bHbIE
TpeGoBannsn

®enepaababii 3akoH oT 12 anpeas 2010 r. Ne 61-@3 «O6 o0pameHnn JeKAPCTBEHHBIX CPEACTB»
(Cobpanne 3aKOHOIATEIHCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
c1. 4283) (maaee - 61-®3); IpaBuia oTHYCKA JEKAPCTBEHHBIX NPENApaToB I MeIHIHACKOr0
NpHMeHEHHs, B TOM YHC/Ie HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHbIX npenaparos, aNTe4HbLIMHA
OpraHM3alMsMA, HHIMBHIYAJbHLIMH NPCANPUHHMATENAMH, HMEIOMHMH JIMIEH3HI0 Ha
dapmManeBTHIECKYIO JNEeATEeIHLHOCTD, yTBepIKIEHHbIE NpPHKA30M MuHHCTEpCTBA
sapaBooxpanenus Poccuiickoii ®enepanun oT 11 mrons 2017 r. Ne 4030 (3aperncTpHpoBaH
MunncrepersoM 1ocrumun Poceniickoit ®eaepannu 8 cenrsbps 2017 r., perucTpanMOHHBIIH
Ne 48125) (manee - IlpaBria oTnycka); [lopsinok HasHAMEHHs H BLIHCHIBAHAHA JIeKApCTBEHHBIX
NpenapaTos, H3eNHii MEIHMIMHCKOTO HAZHAYEHHS H CHENHATNIHPOBAHHBIX MpPOIYKTOB
JAe4eGHOr0 TNMTAHMS, YTBEPXKACHHBII npukazoM MHHHCTEpPCTBa 31PaBOOXpaHEeHH:A H
comnajgsHore pasBuTua Poccmiickoit @®egepanun 0T 12 deppaas 2007 r. Ne 110
(3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccniickoii ®enepanmu 27 ampeas 2007 r.,
permcrpamuonnpiii Ne 9364) ¢ H3MEHEHHAMH, BHECCHHBLIMH npuxka3oMm MuHHCTEPCTBA
sppasooxpanennsi Poccuiickoii ®exepannu 0T 26 despaas 2013 r. Ne 94u (3aperncTpupoBaH
MunncrepersoM 1octauan Poccnmiickoit ®exepanuu 25 mons 2013 r., perucTpalnHOHHbIH
Ne 28881) (nanee — Mucrpykums); IlepeueHb KHU3HEHHO He0OXOANMBIX M BAKHEAIIHX
JIeKapCTBeHHBIX npenaparos Ha 2016 rox, a Takke nepeveHsb JEKAPCTBEHHBIX [penapaToB s
MeMIMHCKOr0 MpPHMEHeHHs M MHHHMAJBHBIA ACCOPTHMEHT JICKAPCTBEHHBIX NpenapaTos,
HeoGX0AMMBIX Uil OKA3aHHS MeJHUMHCKOH TOMOIH, YTBEPH/IEHHbIC PACIOPHKCHHEM
Hpasurenscrea Poccmiickoii @enepannd 0T 26 npexaéps 2015 r. Ne 2724-p (Cobpanme
3akoHOmaTeabcTBa Poccmiickoit Dexepauns, 2016, Ne 2, cr. 413) (mamee — Ilepeqens
JIeKapCTBEHHBIX NIPENapaToB, BXOASMMX B MHHHMAJbHbIH 2CCOPTHMEHT)

1. OcyImecTBISAETCS JIH OTIIYCK JIEKApCTBEHHBIX | IYHKT 5 ITpaBun
npenaparoB 0Ge3 peIlenToB B COOTBETCTBHH C | OTIYCKA
MHCTPYKIMAMH TI0 HX  MCIUIHHCKOMY

IPUMEHEHHIO?

2. OcyIecTBsETCA M OTIYCK JIEKapCTBEHHOTO | CTAThA 46 Ne 61-D3;
npenapata B IEPBUYHOH H BTOpUUHOH | yHKT 3 cTaTsu 27
(moTpeGuTENLCKOH) yIaKOBKax ¢ | Ne 3-03;
MapKHPOBKOH? myHKT 8 [IpaBun

OTITyCKa
3. Hapymaercs 1m  TepBHYHas  YNAKOBKA | IYHKT 8 IlpaBun

JICKapCTBEHHOT'O npenapara IIpH €ro OTH}’CKC? OTIIyCKa

OrpaHHueHusi, HajaraeMpie Ha (papManeBTHIECKHX paGoTHHKOB NMPH OCYNIECTBJICHHH HMH
npodeccHOHANLHON JeATeILHOCTH (cratbs 74 DegepajibHOro 3aKoHa  OT 21 HouOpa 2011 r.
Ne 323-®3 «O6 ocHoBax OXpaHbl 310pPOBbS rpaikiaH B Poccniickoii ®enepamun» (Cobpanne
3akonoxaTeabcrBa Poccniickoii ®exepanmu, 2011, Ne 48, c1. 6724; 2017, Ne 31, cT. 4765) (masee -
Ne 323-03)
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4. HOANYHKTH 2 1 4

o . MyHKTa 2 CTaThH 74
apMaleBTHYeCKHE PabOTHUKH U No 323-D3;

OBOJIMTEH aIITeYHbIX OPraHU3allnii:
pyKoBOA P a myHKT 17 IIpaBmt

OTITyCKa

HOANYHKTHI 2 1 4

4
1OJTy4aroT JIH OT KOMIIaHHUH, HpCI[CTaBI/ITCJISI IIyHKTa 2 cratbH 7

KOMITAHHMH 00Pa3IIbl JIEKAPCTBEHHBIX Ne 323-03;
TIpenapaToB [l BPYYCHHS HACEIEHUIO? nyHkT 17 Ipasun
OTIycKa
[pEXOCTABIIAIOT JIH HACETICHUIO NOAMYHKTHI 2 U 4
HEJOCTOBEPHYIO U (MJIH) HEIOIHYIO nyHKTa 2 craTeu 74
MHE(QOPMALIMIO O HAJTHYHH JIEKaPCTBEHHBIX Ne 323-@3;
IpEenapaToB, BKIIOYAs JE€KapCTBEHHbIC nyskt 17 Ipasm
nperaparsl, IMEIOIHE OJHHAKOBOES OTTycKa

rmexcnynapo,uuoe HEIMAaTEHTOBAHHOE
HauMEHOBaHHue?

HOAMYHKTH 2 ¥ 4

CKPBIBIOT JT HHPOPMAIIUIO O HATHYHH nyHKTa 2 cTaThu 74

TexapCTBEHHBIX IIPENAPATOB, HMEIOIMX Ne 323-@3;

Goliee HU3KYIO IeHY? nyHKT 17 IIpasuin
OTIIyCKa

TpeGoBanHs K OTOYCKY JEKAPCTBEHHLIX IpenapaToB IO Tpe6oBaHUAM-HAKIAIHBIM
MEIMIMHCKEX OpPraHu3aiuii, HHIMBALYATLHBIX NPENPHHHMATEICH, HMEIOMHUX JHICHINI0 Ha
MEIHIHHCKYIO 1eITeIbHOCTD

5. nyHKT 26 IIpaBui
OTITYCKa;
IMpunoxenne Ne 13
rinassl 111 MHCTpYKIIHH

Wmeercs nu Ha TpeOOBaHHMIX-HAK/IQJAHBIX Ha
HONy4YeHMe JIEKApPCTBEHHAIX MPEernaparoB:

myHKT 26 [TpaBui
OTILYCKa;
[Tpunoxenne Ne 13
rinassl 111 MHCTpYKITHH

rrami?

nyHKT 26 IIpasun
Kpyrias ne4yaThb METUIMHCKON | OTIYCKa,
OpraHu3ailfn? [punoxenne Ne 13
rinassl [II MHCTpYKIIMH

myHKT 26 [Ipasun
NOANNCh €€ PpYKOBOAMTENA MK €ro ( OTIYCKa;

3aMecTHTENA 110 JiedeGHO# JacTu? IMpunoxenue Ne 13
rnassl [I1 MECTpYKIMH

nyHKT 26 IIpasun
OTITyCKa;
Tpusnoxernune Ne 13
rnassl 111 MHCTpYKIIHH

HOMEpA, JaThl COCTABICHHSA JJOKyMeHTa?
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OTIIPABUTEILS JIEKApCTBEHHOT'O npenapaTa‘?

myHKT 26 [Tpasun
OTILYCKa,;
[Mpunoxenue Ne 13
rnasbl 111 MHCTpYKIAN

[OJTy4aTels TEKapCTBEHHOIO npemnapara?

nyskt 26 ITpaBuin
OTITyCKa;
ITpunoxerue Ne 13
rinassl I11 MHCTpYKIHH

leKapcTBEHHBIX [IPENapaToB?

aMMEHOBAHHE JIeKapcTBEHHOro npenapata | MyHKT 26 TIpasin

Ha JIaTHHCKOM s3bike (¢ yKasaHHeM | OTIIyCKa,

nmosmpoBku, GOpMBEI  BBINYCKa, BHUIA [punoxerue Ne 13

yIIaKOBKH, criocoba IpUMEHEHHU)? rinassl 111 MHCTpYKIUA
myHKT 26 ITpasun

KOJINYECTBO 3aTpe0OBaHHBIX | OTIYCKa;

ITpunoxenue Ne 13
rassl [II MHCTpYKIHK

KOJMYECTBO M CTOMMOCTh OTIYHIEHHBIX
ieKapCTBEHHBIX MPENapaTos?

nyskT 26 [Tpasun
OTILYCKa;
ITpunoxxenne Ne 13
rnassl [11 MHCTpYKIIHU

OcymecTBIseTCA JIM XPaHCHHE TpeGOBaHHH-
HAKJIAOHBIX, 1O  KOTOPEIM  OTIYINCHbI
JNleKapCTBEHHbIe NMPENaparhbl, B TSUCHAE OHOTO
roxa?

myskt 30 ITpasun
OTIyCcKa

CobmofaeTcs JH 3anpeT Ha HapyHICHUC
IIEPBUYHOM yIaKOBKH JIEKAPCTBEHHOTO
npenapara TIpH €ro OTIYCKE 10 TPeOOBaHMIO-
HaKagHOM (33 HCKIOYeHHeM CyOBekTa
PO3HMYHOM TOPTOBJIHM, UMEIOIIEr0 JTMICH3NIO Ha
dapMaLeBTHUECKYIO [EATeIPHOCTh C IpaBoM
H3TOTOBJICHHS JIEKAPCTBEHHbIX IIPENapaToB)?

myHkT 31 ITpaBun
OTITyCKa

CobromaeTcs ¥ 3ampeT Ha  OTOYCK
JleKapCTBEHHBIX IPENapaToB M0 peLenTam?

nyskr 3 IIpaBun
OTITyCKa

CobmomaeTcd 1M 3ampeT Ha HApPyNICHHC
BTOpHUYHON  (OTPEOUTENBCKON) — YNMAKOBKH
NeKapcTBEHHOro  Ipermapara M OTHYCK
JNIeKapCTBEHHOTO ~ IIpernapara B NepBUYHON

yIaKkoBKe?

nyHkT 8 IlpaBun
OTIIyCKa

10.

Cob6moaeTcsi T 3ampeT Ha  OTHYCK
HapKOTHYECKUX H IICHXOTPOIHBIX
JNIeKapCTBEHHBIX TpenapaToB CIHcKa II u I
Ilepednss HapKOTHUECKAX M ICHXOTPOIHBIX
JIeKapCTBEHHBIX IIPEIapaTos 110 TpeOOBaHUAM-
HaKJIaJHbIM WHIUBHIYJIBHOTO

nyHkT 28 [IpaBun
OTIyCKa
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MpeANpPHHAMATENS, HMEIOIIEro JTHLEH3NIO Ha
MEIUITUHCKYIO ACATENBHOCTD?

(momxHOCTH B PUO IOIKHOCTHOTO JIMIIA, 3aIIOHABLIETO IPOBEPOYHBIH JIMCT, OAIKUCE, 1aTa)

(momxuocTs 1 PUO KODKHOCTHOTO JHIA FOPHINYECKOTO JIMIA, IPUCYTCTBOBABLICTO NPH
3aII0JIHEHUH IIPOBEPOYHOTO JIUCTA, IOIHUCH, 1aTa)
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[Mpunoxenue Ne 23
K npukasy OenepansHoi CITyKObI
110 Ha30py B cepe 31paBOOXpaHCHHS

or (0941 #01Z Ne G438

®opma

IIpoBepo4HBIi JIHCT
(CHICOK KOHTPOJILHBIX BOIPOCOB),
ncnoJib3yemblii ®eaepaabHoii ciyx00ii o Hai30pYy B cdepe 31paBOOXpaHeHHS
M ee TePPUTOPHAIBLHBIMH OPraHAMM NPH NPOBEJCHAH MUIAHOBLIX MPOBEPOK MPH
ocymiecTBJIeHHH (peiepabHOro rocyapcTBeHHOro Ha/i30pa B cepe oOpamieHus
JIEKAPCTBEHHBIX CPEACTB
(OTHyCK M peaju3alHs JeKaPCTBEHHBIX NPenapaTos A MEAHIHHCKOT0
IpHMeHEHHs B aNiTeKe NPOM3BOACTBEHHOIH)

(HaMMEHOBaHKE OPraHa, OCYIIECTBISIOLIETO ITAHOBYIO TPOBEPKY)

1. Bun rOCYyapCTBEHHOT'O KOHTPOJIA (Hamzopa)

2. Ilpenmer TMIaHOBOH TPOBEPKH IOPHAMYECKMX JIML M HHIAMBHAyajbHBIX
npenpHHEMATENeH OrPaHNIHBAETCs 00A3aTeNbHBIMH TpeGOBaHUAMH, COOMIOAEHHE KOTOPBIX
gBIsSeTcs Haubonee 3HAYMMBIM C TOYKH 3PSHHS HENONMYINEHUS BO3HHUKHOBCHHSA YIPO3BI
NIPUYMHEHHS BPE/a XH3HH, 3/0POBBIO IPAK/IaH, H3JI0XKCHHEIMH B ¢dopme IPOBEPOYHOTO JIHCTA
(CIIICKa KOHTPOJIBHEIX BOIPOCOB).

3. HauMeHOBaHHE IOPHIMIECKOTO JMIa, (amuims, HMs, OTYECTBO (mph HAJTHIMY)
WHIMBHIyaJIEHOTO peIpUHAMATENS:

4. MecTo TpOBEIEHUS IIIAHOBOM IPOBEPKH C 3aMOJHEHHEM IPOBEPOTHOTO JINCTA!

5. PeKBH3UTH MPUKa3a O MPOBEJECHUH ILIAHOBOH IPOBEPKH: OT

Ne

6. V4eTHBIH HOMep MPOBEPKY U IaTa IPUCBOSHHS YUETHOTO HOMEPa IIPOBEPKH B EnusoM
peecTpe MPOBEPOK:

7. JOIDKHOCT, GaMHINs U HHULHANB! JODKHOCTHOrO JiMla (ytur), TpoBoAsIIEro(ux)
IUIaHOBYIO TIPOBEPKY:

1. ;

2. :
8. ITepeueHs BOIPOCOB, OTPAKAIOLINX COACPKAHHE 00s13aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpbIE OJIHO3HAYHO CBUETENBCTBYET O COOMIONCHUH HIH HEeCOOIOEHHH IOPHIANYECKAM
JIMIOM, WHIMBHAYATGHEIM PEAIPUHAMATENIEM 00A3aTEIbHBIX TpeGoBaHMi, COCTABIAIOIMX
IpeaMeT IIPOBEPKU:
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PeKkBH3HTHI BriBoa o
HOPMATHBHBIX BBHINOJIHECHHH
Ne Bonpocsl, 0TPaXalomine coaepxanne NpaBOBBIX AKTOB, C TpeGoBaHnii
n/n o6s3aTeILABIX TPeboBaRMH yKa3aHHeM HX

CTPYKTYPHBIX xa HEeT
eIHHHI, KOTOPbIMH
YCTAHOBJIEHBI
oGs3aTe/ibHbIC
TpeGoBaHHUA

MeepabHBI 3aKOH OT 12 anpesist 2010 r. Ne 61-®3 «O6 o6pamenny JIeKAPCTBEHHBIX CPEACTE)
(Cobpanne 3aKOHOAATEILCTBA Poceniickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-@3); MenepaibHBIii 3aK0H 0T 8 IHBaPA 1998 r. Ne 3-@3 «O HAPKOTHYIECKHX
cpeicTBaX H NCHXOTPOMHBIX BeEIECTBAX) (Cobpanne 3aKOHOZATEILCTBA Poccmiickoit
®epepannn, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (nanee - Ne 3-®3); IlpaBnia OTHYCKA
JIEKAPCTBEHHLIX  NpenapaToB A MEIUIMHCKOro npuMeHeHHs, B TOM  vHCIe
MMMYHOOHOJOTHYECKAX  JIEKAPCTBEHHBIX  MPENapaTos, anTeYHLIMM  OPraHH3aIUSIMH,
AHIBBHAYAJLHBIMH NPEINPUHAMATEISIMH, HMEIOMUMH JHNEH3NI0 HA (apManeBTHYECKYIO
AeATETbLHOCT, YTBepiKIeHHbIe NPHKA30M MuHHCTEPCTBA  3PABOOXPAHCHMS Poccuiickoii
®epepanuu ot 11 mioas 2017 r. Ne 403u (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHIMH
Poccuiickoii ®enepannu 8 centsops 2017 r., perncTpanuonnbiii Ne 48125) (nanee - IlpaBnia
ormycka); Ilopsigox HasHAYeHHS W BBLINHCHIBAHUA JleKapCTBEHHBIX NpeNaparos, H3Ieaui
MeIHIMHCKOro HA3HAYEHHs H CHENHAIH3HPOBAHHBIX TNPOXYKTOB JeueGHOro MHTAHHS,
yTBepKIeHHbIH  npukasoM MuHHCTepCTBA 3IpaBOOXpPAaHEHHs] M COIHAJIBLHOrO Pa3BHTHI
Poccniickoii ®exepanuu or 12 despans 2007 r. Ne 110 (3aperncTpupoBan MHHHCTEPCTBOM
foctumun  Poccmiickoii ®@enepanuu 27 anpeis 2007 r., permcCTPAlHOHHBIH Ne 9364) ¢
M3MEHEHHSIMH, BHECEHHBIMH NpHKa3oM MUHHCTEPCTBA 3/(PABOOXPAHEHHI Poccmiickoii
®enepanun oT 26 despans 2013 r. Ne 94u (3apermcrpupoBan MAHHCTEPCTBOM IOCTHIMM
Poccniickoit ®egepanun 25 uions 2013 r., perncTpanHoHHbI Ne 28881) (nanee — MHCcTpyKIM);
TepeueHs HAPKOTHYECKHX CPEACTB, CHXOTPONHEIX BEMECTB H HX NMPEKYPCcOpPOB, MOMJICKAMMX
konrpomo B Poccmiickoit ®enepaund, yTBep:KIACHHBIA TOCTAHOB/JICHHEM IIpaBHTEJLCTBA
Poccniickoii ®enepannu ot 30 mions 1998 r. Ne 681 (CoGpaHue 3aKOHOJATENLCTBA Poccuiickoit
®enepanun, 1998, Ne 27, cT. 3198; 2017, Ne 33, cT. 5182) (nasee - IlepeueHb HAPKOTHYECKUX H
NCHXOTPOMHBIX JIEKAPCTBCHHBIX npenaparoB); Popmbl 0JaHKOB PeLENTOB, coaepxamux
Ha3HAYEeHHe HAPKOTHIECKHX CPeICTB HJIH NCHXOTPOMHLIX BEIIECTS, NOPSAIOK HX H3rOTOBJICHHS,
pacupefeiieHHsl, PETrHCTPAlHH, y4eTa W XpaHeHHi, a Takke mnpaBwia odopmiecHHs,
yTBep/KIeHHbIe NpHKa3oM MHHHCTEPCTBA 3apaBooxpanenns Poccuiickoii denepauun 0T
1 aBrycra2012r. Ne 54n (3aperucrpupoBaH MunncrepersoM ocTuuun Poceniickoi depepanun
15 aBrycra 2012 r., perncTpanHoHHbIH Ne 25190) ¢ H3MEHEHHSIMH, BHECCHHLIMH NPHKAIOM
MHuHHCTEPCTBA 3PAaBOOXPAHEHHUA Poccniickoii ®enepanun ot 21 ampeas 2016 . Ne 254n
(3apermcTpupoBan  MHHHCTEPCTBOM HOCTHIHH Poccniickoii ®exepannu 18 mions 2016 r.,
perncTpanuoHnbiii Ne 42887) (manee - mpuka3s Ne 54); Ilopsiok HasHA"EHHs H BLINMHCHIBAHUA
JeKapCTBEHHbIX TPENapaTos, a TaKke dopM penentypHbIX 6JaHKOB Ha JIEKapCTBEHHLIC
npenaparsl, HOPsAA0K oopMIeHHS YKa3AHHBIX 6JIAaHKOB, MX Y4eTa H XpaHeHHS, yTBepKACHHBII
npuxa3oM MHHHCTEPCTBA 3APaBOOXPAHCHHS Poccniickoii @enepamuu ot 20 xexaéps 2012 r.
Ne 1175u (3aperucrpHpoBaH MHHHCTEPCTBOM IHOCTHIHH Poccuiickoii ®eaepanuu 25 HIOHA
2003 r., perucTpannonssiii Ne 28883) ¢ nsmMeHeHHAMH, BHEeCEHHHIMH NpuKa3oM MuHHCTEpCTBA
3apaBooxpanenns Poccuiickoi ®enepanun ot 21 anpens 2016 r. Ne 254n (3aperucTpupoBaH
MunncrepcrBoM tocTunnn Poccuiickoit ®enepanun 18 mions 2016 r., perucTpannoHHbIH
Ne 42887) (nanee - Ilopsagox Ha3HAMEHUH H pomucbiBanns); IlepedeHnb JeKapCTBEHHBIX CPEACTB
Jasi  MeIWIMHCKOr0 _NpHMEHEeHHsi, TOMICKAIMNX npeJMeTHO-KOJIHYeCTBeHHOMY  y4eTy,
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YTBEp:KACHHBIH mnpuxasoM MunncreperBa 3apaBooxpanenns  Poccmiickoii  ®exepanun
or 22 ampeas 2014 r. Ne 183n (3aperucrpmpoBan MmunucrepcTBoM loctunuu Poccmiickoi
Qenepauun 22 moas 2014 r., perncrpanuonnbiit Ne 33210) ¢ u3MeHeHMAMH, BHECEHHBIMH
npukazom MuHucTepcerBa 3apaBooxpaHenus Poccuiickoit ®@enepanun ot 10 cenrsops 2015 r.
Ne 6341 (3aperncTpupoBaH MunucrepcrBom 1ocrunuu Poccmiickoii @egepaunn 30 cenTadps
2015 r., perncrpanuonnsiii Ne 39063) (nanee - Ilepeuens JexapcTBeHHBIX cpeact); Hopsiaox
0TNYCKa (PM3MIECKHM JIMIAM JIeKAPCTBEHHBIX NMpPeNnapaToB MJIsi MEIHIMHCKOr0 NpPHMEHEHHS,
COepPXKAMHUX KPOMe MAJIBIX KOJIHYeCTB HAPKOTHYECKHX CPEACTB, ICHXOTPONHBIX BEIIeCTB H HX
NPpeKypcopoB Apyrue ¢papMako/JorH4ecKue aKTHBHbIC BeIMeCTBA, YTBEPKIAEHHBI NPHKa30M
MunucrepcTBa 3ApaBooXpaHeHHs H COLHAJIBbHOTO pa3BuTus Poccuiickoit ®eaepamun ot 17 mas
2012 r. Ne 5621 (3aperncrpupoBan MuancTepcTBoM IocTHINH Poccniickoii ®enepannn 1 nionn
2012 r., perucTpaunonHblii Ne 24438) ¢ n3MeHeHNSIMH, BHECeHHBIMH NPHKa3oM MuHHCTEPCTBA
sapasooxpanenns Poccuiickoii ®enepannu ot 10 cenTadps 2015 r. Ne 6341 (3aperncTpupoBan
Munucrepcrsom 1ocrunun Pocceniickoii @exepannn 30 centsbps 2015 r., perucTpauHoHHbIH
Ne 39063) (masee — nopsaok); IlepeveHnb :xH3HEHHO HEOOX0IUMBIX H Ba)KHEHIIAX JIEKAPCTBEHHBIX
npenapatos Ha 2016 roa, a Takke HepedeHb JEKAPCTBEHHBIX NPENAPATOB JJISl MEIHIHHCKOIr0
NpHMEHENHsT H MUHHMAJILHBIA ACCOPTHMEHT JIEKADCTBEHHBIX MPENAPATOB, HEOOXOAUMBIX /ISt
OKA3aHHA MEAMIMHCKOH TIOMOINH, YTBep:KAeHHble pacnopsskenneM IIpaBuTeabLCTBa
Poccuiickoli ®enepanun or 26 ngexabps 2015 r. Ne 2724-p (CoGpanme 3aKOHOAATENLCTBA
Poccuiickoit ®eaepanun, 2016, Ne 2, ct. 413) (zanee — IlepeueHpb JeKapCTBEHHBIX MPENApaToB,
BXOAAIMMX B MMHHMAJILHBIH accoptumenT); Ilepedens nosmxHocTeil dapManeBTHIECKHX H
MEIMIUHCKHX Ppa00THHKOB B OpPraHH3alHsX, KOTOPbIM INPEeIOCTABJIEHO NPAaBO OTHYCKA
HAPKOTHYECKHX JIEKAPCTBEHHBIX NPENapaToB H NCHXOTPOIHLIX JeKaPCTBEHHBIX NpenapaToB
(busnIecknM JIMNaM, yTBepKIeHHbIH NpHKa3oM MuHHCTEpCTBA 31paBooxpaHenus Poccuitickoii
®enepanun or 7 ceATadpa 2016 r. Ne 681H (3apermcrpupoBaH MHHHCTEPCTBOM IOCTHIMH
Poccniickoii ®enepanun 21 centadps 2016 r., peructpannonusiii Ne 43748) (manee — IlepedeHs
AOJKHOCTEH)

1. Otnyckarotes m HapKOTHYECKUE ¥ | oyskrt 3 IlpaBun
IICHXOTPOITHEIE JIEKAPCTBEHHBIE IpenapaTsl Mo | OTIycKa
peuentam?

2. Otmyckatotcs 7 UMMyHoOHosormueckue | myHKT 3 ITpaBuin
JIEKapCTBEHHBIE ITpenapaThl o penenrtam? OTIIyCKa

3. Otmyckatores M HapKOTHYECKHE 1 | myHKT 4 IIpaBun

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IpENaparhl, | OTIYCKa;
BHeceHHBle B Cmucoxk II  Ilepeuns | mpunosxenus Ne 1 u 2 x
HapKOTHYECKHUX 7§ NICUXOTPOIHBIX | mpuka3y Ne 541

JIEKapCTBCHHBIX Mpenaparos, opu
IpeabSBICHUH pELENTOB, BBHINUCAHHBIX Ha
peuentypHbeix Gnankax ¢opmer Ne 107/y-HII,
yTBEpXKICHHOH IIPUKAa30M Ne 54u?

4. OTtnyckaroTes I NCUXOTponHbIe | MyHKT 4 IIpaBuin
JEKapCTBEHHBIE IIpeNaparhl, BHECCHHbIE B | OTIYCKa;

Cmucox III Ilepeuns Hapkorudeckux u | myHkt 9 Iopsaka
IICUXOTPOMHBIX JICKAPCTBEHHBIX IpeNapaToB, | HA3HAYCHUS U
IpU NPEABIBICHAN PELENTOB, BHIMCAHHBIX HA | BBITHNCHIBAHUS
peuentypHbix 6iankax ¢opmsl Ne 148-1/y-88,
yTBEpXACHHOH npukazoM Ne 54H?
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OtnyckaroTcs b1 HApKOTHYECKHE "
IICUXOTPONHBIE  JIEKapCTBEHHBIE IIpeTapaTsl
Cmucka II Tlepeuns HapKOTHYECKHX H
TIICHXOTPOIHBIX JIEKAPCTBEHHBIX NPEMNapaToB B
BUAE TPaHCHEPMAIBHBIX  TEPaNeBTHYCCKHUX
CHCTEM IpH  IPEIBABICHHH  PCLEINTOB,
BBITHCAHHBIX HA PELENTYPHBIX GaHKax GopMBI
No 148-1/y-88, yTBepKIEHHOH MPHKA3OM
Ne 5417

nyHKT 4 IIpaBun
OTIIYCKa;

nyukT 9 [lopsaaka
Ha3HAYCHUA U
BBIMTACHIBAHUS

OTmycKaloTcs /I JIEKapCTBEHHBIE IPETIapaTl,
BKJIIOYEHHBIE B TepedeHb JIEKApCTBEHHBIX
CpeiCTB IS MEAMIIMHCKOTO IIPHMMEHCHNS,
HO[UISKAMUX  IPEIMETHO-KOIMICCTBEHHOMY
ygeTy, TpH  TpPEILSBICHHH  PCLENTOB,
BHINHCAHHBIX HA PEIENTYPHBIX 61aHKaX (OPMEL
Ne 148-1/y-88, yTBepxaeHHOM mpukasoM Ne
54n?

MYHKT 4
OTITyCKa;
pasmensr ;I III
[lepeuns

JIEKapCTBEHHBIX CPEACTB

[TpaBun

OTHycKarOTCs JIM JIGKAPCTBEHHBIC NPENapaTel,
obnamaromue aHaOboIM4ecKod aKTHBHOCTBIO,
IIpH OPEIbABICHUN PEIENTOB, BHITHCAHHBIX Ha
penenTypHbIx Girankax dopmsl Ne 148-1/y-88,
yTBEepKIEHHOM IpuKa3oM Ne 54u7?

11. 4 [TpaBuit OTIIYCKa,
NOIIYHKT 3 IyHKTa 9
[Mopsinxa Ha3HAYCHUS 1
BBIMTUACHIBAHUS

OTHycKaloTCs I JIEKapCTBEHHBIC NPETapaTsl,
cojepXalnpe KpoOM€  MajlblX  KOIHYECTB
HApKOTHYECKHX  CPEJICTB,  IICHXOTPOIHBIX
BEIIECTB H HMX  TPEKypcopoB  JpYyTrHe
(apMakoiorHuecKue aKTHBHbIC BEIECTBA, IIPH
IpEAbSBICHAY PELEITOB, BBIMMCAHHBIX Ha
penenTypHbIX GiaHKax (popmsr Ne 148-1/y-88,
yTBepxaeHHOM npukaszom Ne 54H7?

nyHKT 4 [IpaBun
OTIIyCKa; YHKT 5
opsizika

OcymecTBIAeTCs A OTIYCK JIEKapCTBEHHBIX
mpenaparoB 0e3 pELENTOB B COOTBETCTBHM C
MHCTPYKIMSMM [0  MX  MEJHIMHCKOMY
[IPAMCHEHHIO?

nyHKT 5 IIpaBun
OTIycKa

10.

OcymecTBIAeTcs JH OTIYCK JEKAapCTBEHHBIX
IIpenapaToB B TeUCHHE YKa3aHHOTO B PELENTe
CpoKa ero JelcTBHsI?

myHKT 6 IlpaBun
OTIyCKa

11.

B  cioydae OTCYICTBHS  JICKapCTBEHHOTO
mperapaTa [PHHUMAETCS JH peNentT Ha
06CITy)XUBaHHE B CIIEAYIOLIAE CPOKH:

nyHKT 6 IIpaBun
OTITyCKa

pemenT ¢ IOMETKOH «statim» (HeMeIUIeHHO)
obcyxuBaeTcs B TEYCHHE  OJHOTO
paGodero [HS CO JHs OOpallcHHA JMl@ K
CYOBEKTY PO3HHUHOMN TOPTrOBIH?

nyskT 6 IIpaBun
OTIIyCKa

PETIENT ¢ IOMETKOH «Cito» (cpouHO)
06CITyKUBaETCs B TEUEHHE IBYX PabodmX

nyHKT 6 I1paBun
OTITyCcKa
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el co MHSA oOparieHus Mna K CyObeKTy
PO3HAYHON TOProBIH?

pellenT Ha  JIGKApCTBEHHBI  Ipemapar,
BXOASNMH B MHHHMAJIBHBIH aCCOPTHMEHT
lleKapCTBEHHBIX MpenaparoB JUIst
Jmennuuﬂcxoro IpUMEHCHHAS, HEOOXOAUMBIX
Uis okazaHMs ~MEJWIMHCKOM  ITOMOIIM,
oGCITyXKMBaeTCsl B TEYCHHE MNATH PabodHX
nHeit co JHS obpalleHus JHIA K CYyOBEKTY
03HMYHOM TOProBIx?

myHKT 6 IIpaBun
OTIIyCKa

12.

OGcTyKHBaeTCs ¥ PELenT Ha JIeKapCTBEHHBIN
penapar, OTIYCKAaeMbld O€CIUIaTHO HIIH CO
CKHIKOM M HEe BOIIEANHIA B MHHAMAJIbHBIA
ACCOPTHMEHT JICKapCTBEHHBIX IPENapaToB JULA
MEIUIMHCKOTO TPUMEHEHHS, HEOOXOIUMBIX
U1 OKa3aHWsd MEJUIMHCKOHM IIOMOINH, B
TeueHHe JecATH pabounmx JOHEH Cco JHA
obpamenus nuna K CyOBEKTy DO3HHYHOM
TOProBix?

myHKT 6 IlpaBun
OTIIyCcKa

13.

OGCyXHUBaIOTCH b7 penenTsl Ha
JIeKapCTBEHHbIC IPENapaThl, Ha3Ha4aeMBIC MO
peIleHUI0 BpadeOHOH KOMHCCHH, B TEUCHHE
IATHAANATH paboumx AHel co JAHA oOpaineHus
Juna K CyOBeKTY PO3HHUHOH TOProBju?

nyHKT 6 [IpaBun
OTIyCKa

14.

OTIyCKAIOTCS JIM JIeKapCTBEHHBIE Ipenaparhl
IO pENleNTaM ¢ MCTEKIIMM CPOKOM JeHCTBHS?

nyHKT 6 IlpaBun
OTIyCKa

15.

OcymiecTBIsi€TCS JM TIPH HMCTEUSHHH CPOKa
IeUCTBHS pelenTa B NEPHOJ HAXOXICHHS €ro
Ha OTCPOYEHHOM OOCIyXHBaHHH OTIYCK
JIEKApCTBEHHOTO IPENapaTa 1o TAKOMY PELENTy
(6e3 ero mepeothopmaeHus)?

nyHKT 6 IlpaBun
OTITyCKa

16.

OTITyCKAIOTCS JIH JIEKapCTBEHHBIC NIPENapaThl B
KOJIMYECTBE, YKA3aHHOM B periente?

nyHkT 7 [IpaBuin
OTITyCKa; IIPHII0KEHHS
Ne 1 u Ne 2 Tlopsinka
Ha3HAYEHHUS H
BBITACHIBAHHUS

17.

OrnyckaeT i (apManeBTHIeCKH# paGOTHUK
TNpenebHO JOIYCTHMOE Ml PEKOMEHI0BAHHOE
KOJIMYIECTBO JIEKAPCTBEHHOTO IIpemapara it
BBITUCHIBAHMA HAa  OAWH  pEIenT  IIpH
NpeNbsABICHAM pElenTa ¢ IPEBHIICHHEM
IpeaebHO JIOITyCTHUMOTO WA
PEKOMEH/IOBAHHOT'O KOJINYEeCTBA
JNIEKapCTBEHHOrO IIperapaTa [l BBIITHCHIBAHMS
Ha OJHH peuent ¢ IPOCTaBICHHEM
COOTBETCTBYIOIIEH OTMETKH B pelente?

nyHkT 7 IIpaBun
OTIyCKa
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18. | OcymectBnsercss mM OTHMYCK JIEKAPCTBEHHOTO | CTATBA 46 Ne 61-D3;
mpenapaTa B NEPBHYHOM W BTOPHYHOM | IYHKT 3 crarpu 27
(moTpeOUTENHCKOH) yIaKoBKax c | Ne 3-03;
MapKHPOBKOH? nyskT 8 [IpaBun

OTIIyCKa

19. | Hapymaercs M  MepBUYHas  yHMakoBKa | MyHKT 8 [IpaBun
JIeKapCTBEHHOTO Tperapara PU €ro OTIyCKe? | OTIycKa

20. nyHKT 9 IIpaBun
IpocTaBnseTcs JIH IPH OTILyCKE OTITyCKa
JIEKAPCTBEHHBIX NIPENaparoB Ha PeIenTe
OTMETKa 00 OTIIYCKE JIEKapCTBEHHOTO
mpernapara ¢ yKa3aHueM:

TOproBoro HAWMEHOBAHMs, HOSHPOBKM H | MYHKT 9 IIpaBmi

KOJMYECTBAa OTIYIIEHHOTO JICKAPCTBEHHOTO | OTIYCKa

mpenapara?

(pamunmH, MMeHH, OTYeCTBA (IPH HAIMYHME) | IYHKT 9 Ilpasun

MemuumHCKOrO paboTHMKa B CIydasX, | OTIyCKa

yKa3aHHBIX B af3ane 4eTBepTOM MYHKTa 7 U

a63ane TpeTheM myHkra 10 ITpaBun ormycka?

DEKBH3HTOB JOKYMEHTa, yJAocTosepstomero | myHKT 9 IIpasui

ITMYHOCTD Jvna, HOJTYYHBIIIETO | OTIYCKa

JleKapCTBEHHBI  Npernapar, B clydae,

yka3aHHOM B myHKTe 20 IIpaBmi oTrycka?

damuun, umenn, otdecta (mpH Hamuuum) | nyHKT 9 Ilpasun

(hapManeBTHYECKOTO paboTHHKa, | OTHYCKA

OTIIYCTHBILETO JIEKAPCTBEHHBIA Npenapar, U

ero MOJIHICH?

aTHI OTITyCKA JIeKapcTBeHHOro mpenapara? | myHKT 9 Ilpasun
OTITyCKa

21. | Bospamaercs mu pement ¢ otMerkoi mnpw | myHkT 10 Ilpasui
OTHyCKE JIEKApCTBEHHBIX IIPENapatoB IO | OTHYCKa;
PEOCNTy, BBIIIUCAHHOMY Ha pCIICHTypHOM l'[pI/IJIO)KCHI’IC Ne 2
6nanke QopMer Ne 107-1/y, yTBEpXIEHHOH | [Jopsyka HasHAYEHHS U
npukazoM Ne 54H, Cpok AeHCTBHS KOTOPOTO | prrnicripanus
COCTABJISET OJUH roa?

22. | Ilepenmaercs m™m dapmanesTndyeckuM | myHKT 11 IIpaBun
pabOTHHKOM Ly, IproOpETAIOIEMY | OTITyCKA

(TmonydaromeMy) J€KapCTBEHHbIE IIpernaparhl
0 pelenTy, BHIIHCAHHOMY Ha pELEeNTYpHOM
Gnanke Qopmer  Ne  148-1/y-04 (1),
YTBEPXKICHHOW IPUKA30M Ne 54u, nnu
dopmer Ne 148-1/y-06 (i), yTBEpXKACHHOH
npukazoM Ne 54H, 3aIOJHEHHBIH KOPEIIOK
TaKoro peuenta?
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23.

[MpocrasiseTcs b)) pu OTITYCKE
HApKOTUIECKOTO %4 TICHXOTPOITHOTO
JlekapcTBeHHOTrO Npenapara Cnucka 11 Tlepeuns
HAPKOTHYIECKUX %4 [ICUXOTPOIMHBIX
JIEKapPCTBEHHBIX MPENapaToB Ha pelenTe 06
OTIyCKe JIEKapCTBEHHOro Npenapara Iedarh
OpraHM3alyy, B KOTOPOH YKa3aHO TNOJIHOC
HaEMeHoBaHue (TIpY HAIMIHH TIeYaTh)?

nyHkT 12 TIpaBun
OTITyCKa

24.

Ha peniente WiH KOPELIKe PEIeNTa yKa3bIBaCTCs
JIH TO4HOE BpeMs (B 4acax M MHHYTax) OTIyCKa
AMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO
npenapara?

nyskt 13 IIpasun
OTITyCKa

25.

OrmyckaloTcd  JId HAMMYHOOHOIOTUIECKHE
NleKapCcTBEHHbIe Tpenaparbl [pd  HaTHIdHd
CIeLMATBLHOTO TepMOKOHTeHHEpa?

nyskt 13 [IpaBui
OTITyCKa

26.

OcraloTcsi ¥ XpaHaTcs JH y CyObekrTa
obparneHns JTeKapCTBEHHBIX CPEICTB PEICHTEI
(¢ ormeTkoil «JIeKapCTBEHHBIH IMpemapar
OTIYILEH») Ha:

nyHkT 14 [IpaBun
OTIIyCKa

HApKOTHYECKHE U IICUXOTPOIHEIC
lleKapCTBEHHBIE  IIpEnaparsl Croucka I
[lepeurss HAPKOTHYECKHX M IMCHXOTPOINHBIX
neKkapcTBEHHBIX IIperapaToB - B TCUCHHE
ST JIET?

nyHkT 14 ITpaBun
OTITyCKa

[ICHXOTPOIHBIC JIEKAPCTBEHHBIE MpenapaThl
Crucka III Tlepeuns HapKOTHYECKHX H
[ICHXOTPOIHBIX JIEKAPCTBEHHBIX IIperapaTon
- B TEUEHHE MIATH JIET?

myHKT 14 [IpaBun
OTIyCKa

leKkapcTBEHHbIE IIpEnapaThl, OTIYCKacMBIC
GecIIaTHO MITH CO CKHIKOM, - B TEUCHHE TPEX
et?

nyskt 14 ITpasun
OTILyCKa

KOMOMHHPOBAHHBIC NIeKapCTBEHHBIC
Ipemaparhl, CONEpXKAllHe HAPKOTHUCCKHC
CpeAcTBa WM TICHXOTPONHBIE BCIIECTBA,
srecennsie B Cnmeku I w III Ilepeuns
HAPKOTHYECKUX U IICUXOTPOIHBIX
ieKapCTBEHHbIX IIPETIapaToB, H3TOTOBICHHBIC
B alTeYHOI OpraHu3allpH, - B TCYCHHE TPEX
et?

nyHkT 14 TIpasun
OTITyCKa

eKkapCTBEHHBIE IIpeNapaThl, Ofnajaromye
aHaG0JIMYeCKON AKTUBHOCTBLIO, - B TCYCHHE
Tpex JieT?

nyHKT 14 TIpaBun
OTITyCKa

eKapcTBEHHBIE Ipernaparbl, MOANCKAIHe
[IpeIMETHO-KOIMYECTBEHHOMY ~ YUeTy, - B
eueHHe TPEX JIeT?

nyskT 14 [TpaBun

OTITyCKa
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tekapcTBEHHBIE pemapaTsl B WHUIKOH
nexapcTBeHHON QopMe, CoAepKaIIIe Oonee

nyukT 14 TIpasnn
OTITyCcKa

15% 5THIIOBOTO CIMPTA OT 06BEMa TOTOBOH
POYKIHH, - B TCHECHAE TPEX MecsueB?

nyskT 14 ITpaBan
OTITyCKa

HHBIC JIEKapCTBEHHBIC mpernaparhl,
OTHOCALIUECS o ATX K
AHTHIICHXOTHIECKUM CpelIcTBaM (KOX NO5A),
ankcuonuTrkaM (xox NO5SB), CHOTBOPHBIM H
cenaTMBHBIM  cpelcTBaM  (KOZ N05C),
aHTHAenpeccaHTaM (KO NO6A) u He
HoMUIeKAIIME TIPEAMETHO-KONUIECTBCHHOMY
Y4ETY, - B TEYEHHE TPeX MECSLEB?

nyskT 15 IpaBun
OTITyCKa

27. | OrmeuaroTcd nu peLienThi, HE YKa3aHHBIC B
nyskre 14 Ilpasun oOTIycka, IITAMIOM
«JlexapCTBEHHBIA MpenapaT OTIYIICH »?

28. | BosppamaroTcs M PELENTH, He YKa3aHHBIC B | TYHKT 15 I1paBun

nyakre 14 Tlpasun  OTHyCKa, JIHIY, | OTHYyCKa
IOTyYHBIIEMY JIEKAPCTBEHHBIA pemnapar?

29. | Umeerca 1m  XypHai, B KOTOpOM
PETHCTPHPYIOTCS  PELeNTHl, BBIIMCAHHEE C myHKT 15

HapymenueM [IpaBrI OTIIYCKa, € yKasaHHeM: [IpaBuin OTIIyCKa

BBIIBJICHHBIX HApylIeHHH B  O(GOpMICHHH| IyHKT 15
perenTa?’ I[TpaBui oTIycka

amunue, UMEHH, OTYECTBA (mpu HAAYHM)| TYHKT 15
1A, BEITHCABIIETO PELENT? IMpaBuia OTHyCKa

IyHKT 15

HAMMEHOBAHMS MEMIMHCKON OpraHu3aliu?
[Tpasui oTIycKa

IOyHKT 15
[MpaBui ormycka

Orpanndenusi, Hajaraemble Ha dapManeBTHUECKHX PabOTHAKOB NPH OCYIIeCTBJICHHH HMH
npodecCHOHANLHON eATEIHLHOCTH (craTbs 74 @enepanbHOro 3aKOHA OT 21 HosnOps 2011 r.
Ne 323-®3 «O6 ocHOBaX OXpaHbI 310POBbH IPakaH B Poccuiickoii ®enepanum» (Cobpanne
zaKoHoaaTeabcTBa Poccniickoii @enepanu, 2011, Ne 48, cT. 6724; 2017, Ne 31, c1. 4765) (nanee -

IPUHSTHIX Mep?

Ne 323-03)
30. HOMNYHKTHI 2 U 4
ITyHKTa 2 CTaThu 74
dapManeBTAIECKHE PaCOTHHKA K 5 Ne 323-03;
PYKOBOIHTEIH aNlTEYHBIX OpraHA3alliy: yscr 17 Tpasur
OTITyCKa

HOJIYHKTH 2 U 4
yHKTa 2 CTaThH 74
Ne 323-03,;

nyukt 17 [TpaBuin

[IOJTY9alOT JIM OT KOMIIaHUH, NPEJICTaBATEIIA
KOMITaHHM 00pa3Ibl IEKApCTBEHHBIX
npenapaTos [ist BpyICHHUS HACeJICHUIO?

OTIIyCcKa
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NPEAOCTABIISIOT JIM HACETICHHIO
JHC}.‘[OCTOBepHYIO 1 (MJIK) HETIOJHYIO
MH(POPMAIIHIO O HATHIMH JIEKAPCTBEHHBIX
MpenaparoB, BKIIOYAs IEKAPCTBEHHBIC
npenaparsl, IMEIOMHUe OMHAKOBOE
IMEXIyHApOJHOE HENIATCHTOBAHHOE
HaHMEHOBaHHUE?

NOAIYHKTH 2 1 4
IIYHKTa 2 CTaTbu 74
No 323-D3;

nyHKT 17 [IpaBun
OTIyCKa

CKPEIBAIOT /T HH(POPMAIHIO O HATHIHH
lleKapcTBEHHBIX IpeNapaToB, HMEOMKX Goiee
HU3KYIO IeHy?

HOAMYHKTHI 2 1 4
IyHKTa 2 cTaThl 74
Ne 323-03;

nyskT 17 IIpaBun
oTIycKa

Tpeﬁonamm K OTHYCKY HapKOTHYECKHX H NCHXOTPOITHBIX JIeKapCTBCHHBIX npenaparos,
JICKAPCTBEHHBIX MPpENaparos, 00121210 MHX aHa00IMIecKOH AKTHBHOCTLHIO,
JIEKAaPCTBEHHBIX MpeNnapaTos, noajexamuax Hpe}:lMeTHO-KOJIH‘leCTBeHHOMy yuery

HHBIX

31.

OcCyIIEeCcTBIAETCS JIH OTIYCK HAPKOTHIECKHX H
TICHXOTPOIHBIX JIEKAPCTBEHHBIX IPETNapaToB
(bapManeBTUYECKUMH pabOTHHUKaMH,
3aHUMAIOIUMH JOJDKHOCTH, BKJIIOYCHHBIE B
ITepeyeHpb JOIDKHOCTEMH?

myHkT 19 IIpasun
OTIIyCKa;
IMepeyeHD JOKHOCTEH

32.

OcymecTBisieTcss U OTIYCK JIeKapCTBEHHBIX
npenapaToB, 00JajaioMuX —aHAGOMMYecKOH
aKTHBHOCTBIO, ¢apMareBTHIECKHMU
paGOTHHKAMH, 3aHMMAIOIIUMH  JIOJDKHOCTH,
BKJTIOUeHHEIE B [lepeueHpb JODKHOCTEH?

mnyskT 19 Ilpasun
OTITYCKa;
IMepedeHb JOMKHOCTEH

33.

OcyluecTBIsETCS 1M OTIMYCK JIEKapCTBEHHBIX
[IpenaparoB, 1100310 (61111754 MIPEeAMETHO-
KOJIMYECTBEHHOMY YUeTy, papMalleBTHIECKUMH
pabOTHHKaMH{, 3aHMMAIONMMH  JIOJDKHOCTH,
BKJTIOUCHHBIE B [lepedeHb JODKHOCTEN?

nyHkT 19 Ipasun
OTIIyCKa;
INepeveHb JOIDKHOCTEH

34.

OtmyckaroTces b1 HapKOTUYECKHE u
IICHXOTPOIHBIE  JIEKAPCTBEHHBIC  IPETIapaThl
Cmucka II Tlepeuns HapKOTHYECKHX H
ICUXOTPONHBIX JIEKAPCTBEHHBIX IIPENapaToB
npu IpeIbIBICHUN JIOKYMEHTA,
yJIOCTOBEPSIONIETO JIMYHOCTD, Ty,
yKa3aHHOMY B DpellenTe, €ro 3aKOHHOMY
NPEACTABUTENIO HIM  JIHUYy, HMEIOIEMY
oopMIICHHYIO B COOTBETCTBHH c
3aKoHOzAaTenbcTBOM Poccuiickoit ®Peneparu
JIOBEPEHHOCTh HAa IMIpaBO IMOMYHYCHHS TaKuX
HApKOTHYECKHX )74 MICUXOTPOIHBIX
JNIEKapCTBEHHBIX NIPENapaToB?

nyHkT 20 ITpaBun
OTITyCKa

35.

Brlgaercs Jii IOCJIE OTITYCKa HAPKOTHYCCKUX U
ICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENAapaToB
Cmucka II u III IlepedHs HapKOTHUYECKHX H
ICHXOTPONHBIX JIEKapCTBEHHBIX MPENApaToB
CHTHATYpa C KeJITON HOJI0COH B BepxHel YacTH

nyHkT 22 [Ipasun
OTITyCKa
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¥ HaAOHMCBIO UYEpHHIM IIpHpTOM Ha HeH
«Cursarypay, B KOTOPO# YKa3bIBAIOTCS:

Ha¥MEHOBaHME H aJpeC MECTOHAXOXICHHS
cyObekTa  oOpalleHuss — JIEKapCTBCHHBIX
cpencTs?

myHKT 22 [Tpasun
OTITyCKa

HOMED U HaTa BBIITHCAHHOTO peuenra‘?

myHKT 22 IIpaBun
OTILyCKa

(amminsa, HMs, OT4eCTBO (IpH HATHYINN)
nmuna, JUis KOTOpOro  IpeHasHa4YCH
leKapCTBEHHEI IperapaT, €ro Bo3pact?

nyHkT 22 [IpaBun
OTITyCKa

HOMEpP MEIULMHCKONH KapThl MAlueHTa,
TOMYYAIONIero MEIUIMHCKYI0 IIOMOINB B
aMOyaTOPHBIX YCIOBHAX, IJ KOTOpOTO
npeHA3HAYEH JIKapCTBEHHBIN npenapar?

nyHkT 22 [Ipasun
OTITyCKa

damMuIas, WMs, OTYeCTBO (IIpH HATHYHH)
rmezmunncxoro paboOTHHKA, BBIIMCABIICTO
PELeNT, €ro KOHTAaKTHBIH TenedoH 6o
reste(hOH METMIMHCKON Opranu3aiyy’?

nyHkT 22 [Tpasun
OTIIyCKa

coAepKaHue penenTa Ha JIATUHCKOM S3BIKE?

nyHkT 22 [Tpasun
OTITyCKa

dbamunus, ¥MA, OTIECTBO (IIPH HAJIM4YHAU) U
mommuch  (hapMalleBTHYECKOro paGoTHHKA,
OTITYCTHBIIETO JIEKAPCTBEHHBIH Ipenapar?

myHKT 22 [IpaBun
OTIIyCKa

nata oTIycKa JeKapcTBEHHOTo Ipenapara?

nyHkT 22 IIpaBun
OTIyCcKa

Tpe6osaHus K OTIYCKY JIeKapCTBEHHBIX IpeNnaparos
MeIHIMHCKHX OpraHM3anui, HHIUBHIY AJILHBIX npeanpuHAMAaTe e, HMEIOIMAX JHIEH3NI0 HA

MEQHIHHCKYIO0 J1eATEeJIbHOCTD

36.

Umeercss 1 Ha TpC60BaHH$I)(-HaKJIaI[HBD( Ha
MOJIy4Y€HHE JICKapCTBEHHBIX IIpenaparos.

myHKT 26 ITpasui
OTIYCKa;
ITpunoxenue Ne 13
riassl 111 MHCTpYKIIHA

IITaMII?

nyHKT 26 IIpasun
OTIIyCKa,;
[Tpunoxenne Ne 13
riassl 11 MHCTpYXKUIMH

KpyIiasi Ie4aTh MEAUIMHCKOH OpraHA3aluy?

myHKT 26 [IpaBun
OTILYCKa;
TTpunoxerne Ne 13
riassl 111 MHCTpYKIHH

MOAIMHCHL €€  PYKOBOOUTEIA HIH €ro
3aMECTHTCIL 1O neuebHoM yacTu?

nyHkT 26 [Ipasun
OTITyCKa,
IMpunoxenne Ne 13
rinassl [1I MHCTpYKIIHK

o TpCﬁOBaHl/lﬂM-HaKﬂa}IHblM
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nyHkT 26 [TpaBun
0 OTITIyCKa;

HOMEP KOKYMEHTA!

p IOXyM Ipunoxenne Ne 13
rnassi I MHCTpYKIHH
myHkT 26 [Ipasun

ara COCTaBJIEHHS JOKyMeHTa? oTIyCKa,

8 ™ ) [punoxenne Ne 13
rinassl 111 HCTpYKIIIH
nyHKT 26 [IpaBun

HANMEHOBaHME oTIpaBuTelg | OTIIYCKa,

llexapCTBEHHOTO Ipemnapara? [punoxenue Ne 13
rnassl 111 MHCTpYKINA
myHKT 26 [IpaBun

HAaHMEHOBAHHE TONydaTelis JIeKapCTBEHHOro | OTIyCKa,

npemnapara? ITpunoxenue Ne 13
rnaBsl 111 MHCTpYKIIMK

L aEMCHOBAHHE JNEKAPCTBEHHOTO mpemapata | IYHKT 26 Ilpasiit

Ha  JJATUHCKOM  SA3BIKE (c ykazaHueM OTILYyCKa,

O3MpoBKH,  (QopMBI  BBINYCKa,  BHIA [pwioxerue Ne 13

yIIaKOBKH, cIIoco6a HpUMEHEHHU)? rinaesl 111 MHCTpYKIHH
myHKT 26 IIpaBun

KOJMYECTBO 3aTPeOOBAHHBIX JTEKAPCTBEHHBIX | OTIyCKa,

pernaparoB? TIpuoxenue Ne 13
rnassl [T MHCTpYKIIAH
nyHKT 26 IIpaBun

KOJMUECTBO W CTOMMOCTh OTIIYINEHHBIX | OTIIYCKa,

leKapCTBEHHBIX IPENapaToB? [Tpunoxerue Ne 13
rnassl 111 MeCTpYKIHIH

37. OcylmecTBisieTcs Ji OTIMYCK MO OTACIBHBIM mynxkr 27 IIpaBut
TpeGOBaHMAM-HaK/IATHbIM: OTITyCKa

HApKOTHYECKUX 7§ ICHXOTPONHBIX | myHKT 27 IIpaBun

exapcTBeHHBIX NpenapaToB CrHcKa Il u I | ormycxa

[lepeunsi HapKOTHYECKUX M TNCHXOTPOIHBIX

leKapCTBEHHBIX NPENapaToB?

lleKapCTBEHHBIX IPENApaToB, MOIEKAIITHX mynkr 27 [pasai

[pe/IMETHO-KOMMYECTBEHHOMY Y4eTy? oTmycka

HBIX JIEKAapCTBEHHBIX IPENapaToB, B TOM mynkr 27 I1paBun

uyicite OTIYCKaeMBIX Oe3 penenTa? oTIycka

38. IMpocTaBseTcs JId HA TpeGOBaHUH-HAKIIA[HON | MYHKT 29 Ilpasun
OTMETKa O KOJIMYecTBE H  CTOMMOCTH | OTIYCKa
OTHYIIEHHBIX JIEKAPCTBEHHBIX npenaparos?

39. OcCyIeCTBISIETC M XPaHCHUC tpeGoBanuii- | myHkT 30 IIpaBui
HaKJgajHblX, 1O  KOTOPHIM  OTIYIICHEHI | OTIIyCKa

JICKapCTBEHHBIC mnmpenapatbl.
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TeyeHue OHOro roaa?

nyskT 30 IIpasun
OTIIyCKa
Ha  HApPKOTHYeCKHEe M  IICHXOTPOINHBIC
nexapcTBennble npenapaThl Crucka 11 u 11
[MepeyHs HAPKOTHYECKMX M NCHXOTPOIHBIX
TeKapCTBEHHBIX IPENapaToB - B TCYCHHE
[STH JIET?
Ha eKapcTBEHHBIE PenapaTel, nojiexaimye | MyHKT 30 [Ipasun
NpeIMETHO-KOUYECTBEHHOMY  y4eTy, - B | OTIYyCKa
TeueHHe Tpex JeT?
nyHkT 30 IIpaBui
Ha MHBIE JI€KapCTBEHHBIC IpemapaThl - B
OTITyCKa

40.

Cobmomaercs M 3alpeT Ha HapyLICHHE
MepBHYHOMN YITaKOBKH JIEKapCTBEHHOTO
IpenapaTa Mpu €ro OTIYCKE MO TpeGOoBaHMIO-
HakIagHOH (32 HCKIoYeHWeM CyOBheKTa
PO3HHYHOM TOPrOBIIH, UMEIOILETO JIMIECH3HIO Ha
dapMaleBTHYECKYIO JEATENHHOCTh C IPaBOM
H3TOTOBJICHHS JEKAPCTBEHHBIX IIPENaparos)?

nyHkT 31 Ipasun
OTIyCcKa

41.

Cob6monaeTca JIM  3ampeT Ha  OTHYCK
NEKapCTBEHHBIX IPENapaToB B KOJMYECTBE,
YKa3aHHOM B peLienTe, B Ciiydae, Korpa Uil
NEKapCTBEHHOr0  IIpemapaTa  yCTaHOBJICHBI
HpeeNBHO JOMYCTIMOE MIIM PEKOMEHIOBAaHHOE
KOJIMYECTBO JUIS BBHIMUCHIBAHHA Ha OJUH
penent?

nyHkT 7 IIpaBun
OTIYCKa; IPUIIOKCHHS
Ne 1 1 Ne 2 ITopsanka
Ha3HA4YCHUA U
BBIMTHACHIBAHHS

42.

CobmonaeTcs JH 3ampeT Ha HapylieHHE
BTOpHYHOM  (TOTPEOUTENBCKOM) — yMaKOBKH
NEKapCTBEHHOTO  Ipemapara M OTIYCK
JNEKapCTBEHHOro0 Ipemapara B NEPBAYHOM
yIaKoOBKe?

myHKT 8 [IpaBui
OTITyCKa

43.

Cob6mofaeTcs M 3ampeT Ha  OTIYCK
HApKOTUYECKHX u TICHXOTPOIHBIX
nexapcTBeHHbIX mpenaparoB Crmcka II u III
IlepeyHsi HApKOTHYECKMX M ICHXOTPONHBIX
JNIEKapCTBEHHBIX IIPEMapaToB 110 TPeGOBaHUSIM-
HaKJIaJHbIM HHIABHIYAJIBHOTO
IpeAnpUHEMATEIs, MMEIOIIEro JIHICH3HIO Ha
MEIULHHCKYIO IeATeTbHOCTD?

nyHKT 28 IIpasun
OTILycKa

(nomxuocts 1 @O N0DKHOCTHOTO JIHIA, 3aI0HABILIETO TIPOBEPOYHbIH JHCT, HOJIHCH, 1aTa)

(nommxHOCTE B ®MO HOIKHOCTHOTO JIMLA OPAIMYECKOTO JIMla, IPHCYTCTBOBABINETO HIPH
3aMOJTHEHHH IPOBEPOYHOrO JINCTA, MOMIIIHCH, 1aTa)
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I[Tpunoxenue Ne 24
K npuKasy DenepanbHON CIryXO5I
TI0 HaZi30py B cepe 31paBoOXpaHeHHs

or09 AT Ne G435

®opma

TIpoBepoYHBI JHCT
(cnHCOK KOHTPOJbHBIX BOIIPOCOB),
ucnosb3yemblii @exepaabHOi cayxK00H Mo HAA30pY B cdepe 31paBOOXpAHEHHA
1 ee TePPHTOPHAILHLIMH OPraHaMH IIPH NPOBEACHAH IIAHOBBIX pOBEpPOK NpH
ocymiecTBIeHHH (heiepajbHOro rocy1apcTBeHHOro Haa3opa B cepe oOpaleHust
JIEKAPCTBEHHDBIX CPEACTB
(oTHycK H peaju3aNus JeKapCTBEHHbIX NPENapaToB A MeAHLIHMHCKOro
npUMEHEHHs B anTeKe NpOM3BOACTBEHHOI C MPAaBOM H3TOTOBJICHHS
aceNTHYECKHX JIEKAPCTBEHHBIX NPeNnapaTos)

(HaﬂMeHOBaHHe oprana, OCYIIECTBJIAIOIETO TUIAHOBYHO l'lpOBepKy)

1. Bun roCyJapCTBEHHOTO KOHTpPOJIA (namzopa)

2. Tlpeamer IUIAHOBOM IPOBEPKH FOPUAWYECKHMX JIHMIL H HHIVUBUAY JIbHBIX
npeAnpUHAMAaTeNel OrpaHIIMBaETCS 06s3aTebHBIMU TPEGOBAHUIMH, COOIIOACHHE KOTOPBIX
qBIISeTcs HanGolee 3HAYMMBIM C TOYKA 3PEHHsS HEJONYIICHHS BOSHUKHOBCHHMSI YTPO3bI
TIPAYHHEHNS BPea XU3HH, 3[0POBBIO TPAX/aH, H3TTOKEHHBIMU B ¢opme MPOBEPOYHOT'O JIUCTA
(CIIHCKA KOHTPOJIBHEIX BOTIPOCOB).

3. HawuMmeHoBaHHe HOPUIUYECKOro IJIHLA, damuvs, UMs, OTYECTBO (mpH HAJTHYHAHN)
MHIUBHAIYaJIEHOTO TIpeIpHHAMATENA:

4. MecTo mpoBeJeHHs IUIAHOBOHM TPOBEPKH C 3alOJHEHHEM MPOBEPOHHOTO nucTa:

5. PeKkBU3HTHI NpHKa3a O IPOBEICHUH TUIAHOBOM TMPOBEPKH: OT
Ne

6. YdeTHbI# HOMep [IPOBEPKH 1 JaTa IPHCBOCHNAs Y4E€THOTO HOMEpa IPOBEPKH B EnuHoM
peecTpe MPOBEPOK:

7. JlomKHOCTh, GaMIIus ¥ HHUIHANBl JOJDKHOCTHOrO JIMa (yum), TpoBoAsmIero(ux)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepedeHs BONPOCOB, OTPXKAIOMIMX CONCPHKAHHE 06s13aTeNbHEIX TpeOOBaHMH, OTBET Ha
KOTOpbI€ OJHO3HAYHO CBHUACTEIBCTBYET O COOIONEHNH WM HeCOOMOAECHHH IOPHINIECKIM
JIUIIOM, MHAVBHAYATGHBIM IIPEANPAHAMATEIEM 06s3aTeNbHBIX TPeOOBaHHi, COCTABIIAIOIIMX
npeaMeT MPOBEPKH:
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PexBH3HTHI Boisoa o
HOPMAaTHBHBIX BbINOJTHEHHH
Ne Bonpochl, 0Tpaxkaiomue coaepxanne NpaBOBBIX AKTOB, C TpeGoBanui
n/n o6s3aTebAbIX TpeGoBanMil yka3zaHHEM HX

CTPYKTYPHBIX aa HeT
eIHHHI, KOTOPbIMH
YCTaHOBJIEHBI
o6s3aTeabHbIC
TpeGoBaHus

®egepaibHblii  32K0H 0T 12 anpens 2010 r. Ne 61-®3 «O6 06pameHHH JeKapCTBEHHbIX CPEACTE)
(Cobpanne 3aKOHONATE/ILCTBA Poccuiickoii ®enepaunn, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-®3); ®enepanbHbII 3aK0H OT 8 IHBapS 1998 r. Ne 3-®3 «O HApKOTHIECKHX
CpPeACTBAX M MCHXOTPONHBIX BEMECTBAX) (CoGpanne 3aKOHOAATEJbLCTBA Poccuiickoit
denepanun, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (nauee - Ne 3-03); IlpaBniia OTIYCKa
JIEKAPCTBEHHBIX  MpENapaToB il MEIHIMHCKOTO npuMeHeHHs, B TOM  4HCIe
MMMYHOGHOJIOTHYECKHX  JIEKAPCTBEHHBIX  MPENaparTos, anTeYHbIMH  OpraHHM3alHAMM,
MHAMBHAYAILHBIME NpeINPHHAMATENAMH, HMEIOMUMH JHIEH3HI0 HAa (apManeBTHIECKYIO
NeATEIbHOCTh, YTBEP/KICHHbIC MPHKA30M MuHHCTEPCTBA 3paBOOXpaHEHM Poccuiickoit
®depepanun oT 11 mHioas 2017 r. Ne 403n (3apermcrpupoBaH MMHHCTEPCTBOM HCTHUMH
Poccniickoii ®enepanun 8 centsops 2017 r., perucTpanuoHHbI Ne 48125) (nanee - IpaBnia
orTmycka); IlopAnok HasHa“eHHS M BLINACHIBAHHUA JeKApCTBEHHbIX NPENnapaTos, 3 aenuii
MEIMIMHCKOT0 HA3HAYEHHS H CHENHAIH3NPOBAHHLIX HNPOAYKTOB JieaeOHOro MHTAHNA,
YTBEPKACHHBIH  MPHKA30M MuHMCTEpPCTBA 31PABOOXPAHEHHs H COINATILHOrO pa3BUTHA
Poccniickoii ®enepauun ot 12 deBpans 2007 r. Ne 110 (3aperncTpHpoBaH MHHHCTEPCTBOM
rocrumun  Poccmiickoii ®enepaunu 27 anpes 2007 r., permcrpanHoHHbIH Ne 9364) ¢
H3MEHCHHSIMH, BHECCHHbIMH npHKasoM MunucTepcTBa sapaBooxpanenns Poccuiickoi
denepanun oT 26 deBpans 2013 r. N 94u (3apermcrpupoBaH MUHHCTEPCTBOM IOCTHIMH
Poccniickoii ®egepanun 25 mions 2013 r., perucTpanoHHbIA N 28881) (manee — AHCTpYKIMS);
TlepedeHb HAPKOTHYECKUX CPE/ICTB, IICHXOTPOMHbIX BEleCTB H HX MPEKyPCOpoB, MoAJIeKaMuUX
kourpomio B Poccmiickoii ®enepauud, yTBep)KAEHHBIH MOCTAHOBJIEHHEM ITpaBHTEILCTBA
Poccniickoit ®exepanun ot 30 mions 1998 r. Ne 681 (Cobpanmne 3aK0HOAATEILCTBA Poccuiickoit
®enepanun, 1998, Ne 27, cT. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepedeHb HAPKOTHIECKHUX
H TCHXOTPOMHBLIX JEKAPCTBEHHBIX npenapatos); ®opmbl 0JaHKOB penenTos, coiepKaImux
Ha3HAYeHHe HAPKOTHIECKHX CPEACTB HIIH NCHXOTPOMHBIX BEMECTS, NOpPS0K HX M3rOTOBJICHHS,
pacnpeneieHusi, PErHCTpaluH, y9eTa W XpaHEeHHi, a Takke nNpasmiIa ogopmicHHUs,
yTBepKIeHHbIe INPHKA30M MuHHCcTEpCTBa  3APABOOXPAHCHHHA Poccuiickoii Denepanuu
or 1 aBrycra 2012 r. Ne 54 (3aperncTpHpoBaH MHHHACTEPCTBOM IOCTHIHH Poccuiickoit
®enepanun 15 asrycra 2012 ., perucTpanuoHHbI Ne 25190) ¢ m3MeHeHNIMH, BHECEHHBIMH
npuka3zoM MHHHCTEPCTBA 3APaBOOXPAHEHNH Poccniickoit ®enepaunn ot 21 ampens 2016 r.
Ne 254 (3aperncTpHpoBas MHHHCTEPCTBOM IOCTHIIHH Poccniickoii ®enepanun 18 mons 2016 r.,
perucTpanuoHHbIi Ne 42887) (manee - mpuka3s Ne 54); ITopsxok Ha3HAYEHHS M BHINMCHIBAHUS
JeKapCTBEHHBIX MPenaparoB, a TaKike dopM penenTypHBIX 0JaHKOB Ha JeKapcTBEHHbIE
npenaparbl, NopsaaoK ohopMIeHHs YKa3AHHBIX 6JIAHKOB, X Y1eTa H XpaHCHH, yTBEpKICHHBIH
npnkazoM MHHHCTEPCTBA 31PaBOOXPAHCHU Poccuiickoii @enepamun ot 20 aexadps 2012 r.
Ne 1175 (3apermcTpupoBan MHHHCTEPCTBOM OCTHIAM Poccmiickoii ®exepanun 25 HIOHHA
2003 r., peracTpanHOHHbIH Ne 28883) ¢ M3MEHEHHIMH, BHECCHHLIMH NPHKA30OM MuuancTepcTsa
3ApaBOOXpAHEHHS Poccuiickoit ®enepaunun ot 21 anpeJs 2016 r. Ne 254n (3aperncTpHpoBaH
MHuHHCTEPCTBOM HOCTHIHH Poccniickoii ®enepanun 18 mions 2016 r., perucTpanHOHHBIH
Ne 42887) (nanee - Ilopsiok Ha3HAYCHU H poimachbiBanns); Ilepedens JeKapCTBEHHLIX CPEICTB
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IJsi  MeJUIHHCKOro TNpHMEHeHHs, MOMJIeKaHUX IpeIMeTHO-KOJHYeCTBEHHOMY Y4YeTy,
yTBepKIeHHBbIH mnpukazom MunucTepcTBa 3aApaBooxpaneHus Poccmiickoii @emepaumm ot
22 ampeas 2014 r. Ne 183n (3aperncrpupoBan MmunncrepcrBom 1octanuu Poccniickoi
Denepanun 22 mronsa 2014 r., perucrpanuonnsiii Ne 33210) ¢ n3MeHeHHIMH, BHeCeHHBIMH
npuka3oM MuHncTepcTrBa 3apaBooxpanenus Poccuiickoii ®Penepanuu ot 10 cenTsiopsa 20135 r.
Ne 6341 (3apeructpupoBaH MununcrepcTBoMm wcrnnuu Poccniickoit @enepanun 30 cenTsops
201S r., perucrpanuonHbiii Ne 39063) (xa1ee - Ilepeuensn JexapcTrBeHHbIX cpeacTB); Ilopsaok
oTnmycka (U3NYECKHM JIMIAM JIeKapPCTBEHHBIX NpenapaToB Ajif MeJHIHHCKOro NMpHMeHeHHs,
€o/IepKAMHUX KPOMe MAJIbIX KOJIMYeCTB HAPKOTHYECKHX CPEJCTB, ICHXOTPOMHBIX BEMECTB H HX
NpeKypcopoB Apyrue papMakoornueckHe aKTHBHBbIC BeleCTBa, YTBEPKACHHBbIH HNpHKa3oM
MunncTepcTBa 3paBooXpaHeHHs H COIHAILHOr0 pa3BuTus Poccuiickoit @egepanun ot 17 mast
2012 r. Ne 5621 (3aperncTpupoBan MuHucrepcTBoM roctunun Poccniickoit @enepanun 1 nions
2012 r., perucrpanuonnabiii Ne 24438) ¢ m3MeHeHHAMH, BHECEHHBIMH NPHKa30oM MuHHCTepcTBA
3apaBooxpaHenus Poccniickoii @enepanuu ot 10 cenrabpsa 2015 r. Ne 6341 (3aperncTprupoBaH
Munncrepcrsom 1octunnu Poccuiickoii ®@eaepanum 30 centsadps 2015 r., perncTpanuoHHbII
Ne 39063) (nanee — nopsajok); [lepeuens sku3HeHHO HEOOXOAHMBIX H BaXKHEHIINX JIEKAPCTBEHHBIX
npenapatoB Ha 2016 roa, a Takike NepeveHb JIEKAPCTBEHHBIX NPENapaToB 1 MeIHIHMHCKOI0
NpUMeHEHHA H MAHUMAJIbHBIH ACCOPTHMEHT JIEKAPCTBEeHHbIX NPENapaToB, HeOOXOAUMBIX ISt
OKa3aHMi MEJHIHMHCKOH INOMOIIH, YTBepxkIeHHble pacnopsbkeHHem IIpaBurennscTBa
Poccuniickoii @epepamuu ot 26 nexadbpst 2015 r. Ne 2724-p (CoOpanme 3aKoHOZATEIbLCTBA
Poccniickoii ®eaepanun, 2016, Ne 2, c1. 413) (nanee — IlepeveHn JJekapcTBEeHHBIX PENapaToB,
BXOAAIMHX B MHHHMAABLHbIH accopTumeHT); [lepedeHn ao/ukHOCTel ¢apManeBTHYECKHX H
MEAHIMHCKAX Ppa0OTHHMKOB B OpPraHH3anMfAX, KOTOPbIM NPEAOCTABJIEHO IPABO OTIYCKA
HAPKOTHYECKHX JIeKAPCTBEHHBIX NPENapaToB H MCHXOTPONHBIX JIEKAPCTBEHHBIX NMpeNapaToB
(pu3HIeCKHM JINIAM, YTBep:KAeHHbI NpHuKazoM MunncTepcTBa 31paBooxpanenus Pocceniickoit
@enepauun ot 7 cenrsdps 2016 r. Ne 681H (3apermcrpupoBan MHHHCTePCTBOM IOCTHIIMH
Poccuiickoii ®enepanun 21 cenrsops 2016 r., peracrpaunonsbiii Ne 43748) (nanee — Ilepevenn
AOJKHOCTEH)

1. OTtnyckaroTcs m HapKOTHYECKHE U | mynkrt 3 IlpaBun
NICUXOTPOIHBIE JIEKAPCTBEHHBIE IPENaparsl Mo | OTIyCKa
peuenrtam?

2. Ornyckarotres 1 uMMyHoOHosornyeckue | myHKT 3 IIpaBun
JIEKapCTBEHHBIE IIpenapaThl 1o penentam? OTIIyCKa

3. OtmyckatoTes HApKOTHYECKHE U | myHKT 4 IIpaBun

NICUXOTPOIHBIE JIEKAPCTBEHHBIE IIPEMapaThl, | OTIIYCKa;
BHeceHHble B Cmmcok  II  Tlepeuns | npumoskenus Ne 1 u 2 x
HapKOTHYECKUX )3 ICUXOTPONHBIX | mpuKka3y Ne 54u
JIEKapCTBEHHBIX IIpernapaToB, pH
IPEABSABICHHH PEICNTOB, BHIIMCAHHBIX Ha
peuentypueix Omankax ¢opmber Ne 107/y-HII,
YTBEPXKICHHOI ITPUKa3oM Ne 54n?

4. myHKT 4 IpaBun
IlcuxoTpomHBle JIEKApPCTBEHHBIE IIpeNaparsl, | OTITyCKa;
BHeceHHle B Cmmcox III  Ilepeuns | myskt 9 Ilopsioka
HapKOTHYECKHUX u TICUXOTPOIHBIX | HA3HAYCHUS H
JICKApCTBEHHBIX NPENaparoB, OTIYCKAIOTCS JIM | BHINUCHIBAHUA
IpH NPEXBABICHNH PENENTOB, BEINHCAHHBIX Ha




219

penenTypHEX Gnankax ¢opmbl Ne 148-1/y-88,
YTBEpKAECHHO# mprKazoM Ne 54u?

Hapxoruueckue U IICHXOTPOITHBIE
nexapcreennsle npernaparsl Crmcka 11 [lepewns
HApKOTUYECKUX " IICHXOTPOIHBIX
JEKapCTBEHHBIX ~ MNpenaparoB B BHIC
TpaHCAEPMAIBHBIX TEPANEBTUYECKHX CHCTEM
OTIYCKAIOTCSL JIH TIPH OPEIbABICHAN PENEIITOB,
BHIMMCAHHBIX HA PELENTYPHBIX GIaHKax GOpMBI
No 148-1/y-88, yTBEpXKIEHHOH IPHUKA3OM
Ne 54u?

nyHKT 4 IIpaBuin
OTILYCKa;

nyskT 9 Ilopsaaxa
Ha3HAYCHHUS U
BBITTACHIBAHUSA

JlekapcTBeHHBIE TIpENaparhl, BKIIOUCHHBIC B
IepeveHb  JIEKAPCTBEHHBIX  CPEACTB I
MEIUIAHCKOrO IPHMEHEHMs, IOJIeXKAIHX
IpeIMETHO-KOIHIECTBEHHOMY y4ery,
OTIYCKAIOTCSL JTU TP NPEIbABICHAH PEICIITOB,
BHIIHCAHHBIX HAa PENENTYPHBIX GlIaHKaX GOpMBI
No 148-1/y-88, yTBEpXKIECHHOH IPHKA30M
Ne 54u?

IIyHKT 4 [TpaBun
OTITyCKa;
pasgenst I, I I
[lepeuns

JIEKapCTBCHHEIX CPEICTB

JlekapcTBeHHBIE  IIpemapaTel, —OOIajaiomue
aHab0IMYEeCKON aKTUBHOCTBIO, OTITyCKAIOTCS JIX
TIpH [IPEXBSABICHAN PEIENTOB, BHITHCAHHBIX HA
pertenTypHbix Grankax gopmer Ne 148-1/y-88,
YTBEPXKIECHHO MpHKa3oM Ne 54u?

1. 4 [IpaBuit oTImycka,
HOIYHKT 3 MyHKTa 9
[Topsinka Ha3HAaYCHHS H
BBIITACHIBAHHUS

JlekapcTBeHHBIE — TIpemapaThl, —COACpIKAIIME
KpOME MAJIBIX KOJHYECTB HAPKOTHYECKHX
CpEACTB, ICHXOTPONHBIX BEMECTB H  HX
NpEKypcopoB  ApYrHe  (apMaKoIOruyecKHe
aKTHBHBIC BEINECTBA, OTIYCKAIOTCA JIM IPH
IIpEIbABICHAA PEILENTOB, BHIIHUCAHHBIX HA
penenTypHBIX Gnankax dopmbl Ne 148-1/y-88,
YTBEpIXKACHHOM MprKa3oM Ne 54H7?

nyHKT 4 IlpaBun
OTITyCKa; MyHKT 3
mopsiaka

OTIycK JIeKAapCTBEHHBIX IpemaparoB 0e3
PELENTOB OCYIIECTBIAETCS JIK B COOTBETCTBHH C
HHCTPYKUHSMH 10  HX  MEAHIHMHCKOMY
MPAMEHEHHIO?

nyHkT 5 IIpaBun
OTIIyCKa

10.

Otmyck JIEKapCTBEHHBIX penapaToB
OCYIIECTBISIETCS. JIA B TEYCHHE YKa3aHHOTO B
pelienTe CpoKa ero ACHCTBUA?

nyHKT 6 I[IpaBun
OTIIyCKa

11.

B ciayuae  OTCYTCTBHSA
npenapaTta peHent IpHHAMAETCs
06GCITy)KUBaHKE B CIIEAYIOLIHE CPOKH:

JEKapCTBCHHOT'O
JU Ha

nyHKT 6 IIpaBun
OTITyCKa

penent c IIOMETKOM «statim»
(HeMeIeHHO) 00CIyKUBaeTCs B TCUCHHE
oxHOrO pabouero aHA co nHA oOpameHu
uIa K CyOhEKTy PO3HIYHOM TOPrOBIH?

nyHkT 6 [IpaBun
OTIIyCKa




PETIEIIT ¢ IIOMETKO#H «citoy (CPOYHO)
06CITyKMBAETCS B TEUCHHUE IBYX pabodHX
nueit co mHsA oOpameHus A K CyOheKTy
PO3HUUHOM TOProBIH?

myHKT 6 IIpaBun
OTITyCcKa

pellenT Ha JIEKApPCTBEHHBIM IIpemnapar,
BXOAAIMHA B MHUHHAMAJIBHBIH aCCOPTUMEHT
lIeKapCTBEHHBIX IpenapaToB 1S
MeTAIIHHCKOTO IIPUMCHEHHS,
HeOOXOMUMBIX JUIS OKa3aHUSA METHIIMHCKOM
OMOIIH, OOCTY)KUBAETCH B TECUYCHHC IATH
pabounx aHeidl co mHA OOpalleHus JIHIa K
CyOBEKTY PO3HHIHOH TOProBIH?

myHKT 6 IIpaBui
OTITyCKa

12.

OGCITyXMBa€ETCs JIH PELET HA JIEKapCTBEHHBIH
npenapar, OTIIyCKaeMbld OeCIUiaTHO HJH CO
CKMIKOH M HE BOIIEAINAHA B MMHHMMAJIbHBIA
ACCOPTHMEHT JIEKapCTBEHHBIX MPEHapaToB A
MEeIHIIHCKOTO NpPMMEHEHHS, HEeoOXOMUMBIX
JUIS  OKa3aHWsd MEJUIMHCKOH moMmolm, B
TedeHHe JecaTtd paboumx JHEH co JHA
obpamenus JHMna K CyOBEKTYy PO3HHYHOM
TOProBJIH?

myHKT 6 IIpaBun
OTITyCKa

13.

O0cyXHUBarOTCA T peLenTsl Ha
NEKApCTBEHHBIC IPENaparhl, Ha3HayaeMble II0
pELIEHHI0 BpayeOHOH KOMHUCCHM, B TECUCHHE
IATHAAIATA pabounx IHeH co JHA obpalueHHs
JAHA K CyOBEKTY PO3HUYHOM TOProBIH?

nyHKT 6 [IpaBun
OTIIyCKa

14.

OTIycKaroTCst JIM JIEKapCTBEHHBIE MpEIapaTsl
TI0 PEENTaM ¢ HCTEKIIHM CPOKOM AeHcTBHA?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcymecTBAeTcs JM IPH HCTEUYCHHH CPOKa
JeHCTBUA pellenTa B IEPHOJ HAXOXKICHUS €ro
Ha OTCPOYEHHOM OOCITyXHBaHHH OTIYCK
JIEKapCTBEHHOTO IIperapara o TakoMy pelenTy
(6e3 ero nepeodopMicHUs)?

nyHKT 6 IIpaBun
OTITyCKa

16.

.HeKapCTBCHHBIC npenaparbi OTIIYCKaIOTCA JIM B
KOJIMICCTBE, YKasaHHOM B peuenTe?

myHKT 7 IIpaBri
OTITyCKa; ITPHIIOKEHUA
Ne 1 u Ne 2 TTopsanxa
Ha3HAYCHUA
BBITACHIBAHHUS

17.

dapmaneBTuuecKuii pabOTHHK OTIyCKAeT JH
TIpeAENBHO JOMYCTHMOE HIIH PEKOMEHIOBAHHOE
KOJIMYECTBO JIEKAPCTBEHHOI'O IMpemapara Ll
BLIIHCHLIBAHUA HAa OAWMH  penent IIpH
NpeqbABICHAN pelenta C TPeBBINCHACM
penenbHO JIOIYCTHMOTI'O WM
PEKOMEHI0BAHHOTO KOJINYECTBA
JNIeKapCTBEHHOTO Ipenapara JUlsi BEIIHCHIBAHHS
Ha OAMH  pelent ¢  IIPOCTaBJICHUEM
COOTBETCTBYIOINEH OTMETKH B penente?

myHKT 7 IIpaBui
OTIIycKa
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18. | Otnyck JIEKapCTBEHHOTO npenapara | ctatbs 46 Ne 61-D3;
OCYIIECTBJISIETCS JIM B [IEPBUIHOM M BTOPHYHOH | MyHKT 3 cTaTbyt 27
(TOTpeOHUTENBCKOM) yIaKOBKax c | Ne 3-@3;
MapKHUpPOBKOH? myHKT 8 [IpaBun

OTIIyCcKa

19. | Hapymaercs 1u  mnepBAyHas  ymakoBka | IyHKT 8 IlpaBun
JIEKAPCTBEHHOTO TIpeIapara IpHy ero oTmycke? | OTIycka

20. nyHkT 9 [IpaBun
I1pu oTIycKe JieKapCTBEHHBIX IIPEMAparoB HA | oTIycka
pelenTe MpOCTaBiIsAeTCs I OTMETKA 00
OTITyCKe JIEKapCTBEHHOTO Iperapara ¢
yKa3aHHEM:

TOPrOBOr0 HAWMEHOBaHHs, [O3UPOBKH M | IMyHKT 9 IIpaBmi

KOJIMYECTBA OTIYIIEHHOTO JIEKApCTBEHHOIO | OTIYCKa

mpenapara?

damunK, HMeHH, oTYecTBa (MpH Hanuuuy) | nyHKT 9 [Ipasun

MEIUIMHCKOTO pabOTHHKAa B Cly4asdx, | OTIyCKa

yKazaHHBIX B ab3alie 4eTBEPTOM HyHKTa 7

abzane TperbeM myHKTa 10 IlpaBun

oTImycka?

PEKBU3HTOB JIOKYMEHTa, YOCTOBEPSIOIETO | MyHKT 9 IIpasui

TIYHOCTH nMna, MOJTyYUBIIETO | OTIIyCKa

leKapCTBEHHBI IpemapaTr, B  Cllydae,

ykasanHoM B mynkte 20 [TpaBun otmycka?

damMuMn, IMEHH, OTUYeCTBa (Ipy HaIM4KK) | yHKT 9 Ilpasun

(hapMaIeBTHYECCKOTO paboTHHKa, | OTITyCKa

OTITyCTHBLIETO JIEKApCTBEHHBIH IIpenapar, 1

ero MoaIucH?

Tl OTIyCKA JleKapcTBeHHoro npenapara? | myHKT 9 IIpaBun
OTIIyCcKa

21. | Pement ¢ orMeTkoif Bo3Bpamaercs Ju npH | myHKT 10 IIpaBmn
OTIyCKE JIEKapCTBEHHBIX MpENaparoB IO | OTHYyCKa;
peuenrty, BBIIMCAHHOMY Ha PCUCITYPHOM | mpuioXeHHe Ne 2
6manke ¢opmel Ne 107-1/y, yTBepMICHHOH | [Topska HA3HAYEHHS U
npukazoM Ne 54H, CpoK HEHCTBHS KOTOPOTO | pror o manvg
COCTaBJISIET OUH roz?

22. | Ilepenaercsa bt ¢dapmaneBTryeckuM | myHKT 11 Ipasun
paboOTHHKOM vy, nprobpeTaroIeMy | oTmycka

(momyd4aromeMy) JIEKapCTBEHHBIE IIpEnapaThl
[0 pEIENTy, BHIIHCAHHOMY Ha pElenTypPHOM
Gmanke  ¢opmer  Ne  148-1/y-04 (i),
YTBEPXKICHHON IPUKa30M Ne 54mH,
iy dopmbl No 148-1/y-06 (i1), yTBEpKIECHHOM
npukazoM Ne 54H, 3aImOJHEHHBIA KOPEIIOK
TaKoro penenra’?
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23. | I[IpocraBngercs m pH otnycke | myHkT 12 [paBun
HApKOTHYIECKOTO 71 IICHXOTpPOITHOTO | OTIIyCKa
nexapcTBerHoro npenapara Crucka II Tlepedns
HapKOTHIECKHX u IICHXOTPOIHBIX
JIEKapCTBEHHBIX TIPENapaToB Ha PELCHTe 06
OTIyCKE JIEKapCTBEHHOTO Iperapara Medarh
OpraHM3allid, B KOTOpOH yKa3aHO IOJHOS
HauMEHOBAHHeE (TIPH HAJIMYHH TICUaTH)?

24, | Hapenernre Hid KOpEIIKe PEIENTa yKa3biBACTCA | IIYHKT 13 [Ipasun
JT¥ TOYHOE BpeMs (B 4acax M MHHYTaX) OTIOYCKa | OTIycKa
AMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
npemnapara?

25. myHkT 13 ITpasun
VIMMyHOOHOOTHYECKHUE JIEKapCTBEHHBIC | oTrrycka
Ipenaparsl OTIYCKAIOTCA JH IpH HAIHIHH
CleNMaNbHOTO TEPMOKOHTEHHEpA?

26. OcraroTcss W XpaHaTcss JH y CyOBeKra | MyHKT 14 IlpaBun

obpaleHus JIEKapCTBEHHBIX CPENCTB PELCTITHI
(c ormetkoit «JlexapcTBeHHBIH mpenapar
OTIIyIIEH ») Ha:

OTITyCKa

HapKOTHYECKHE u MICHXOTPOIIHEIE
liexapcTBeHHble mpenaparhl  Crmcka II
[lepeuns HapKOTHYECKHX M NCHXOTPOTHBIX
TeKapCTBEHHBIX IIPeNaparoB - B TEUCHHE
[ITH J1ET?

nyHkT 14 ITpasun
OTIyCKa

[ICHXOTPOIHBIC JIEKAPCTBEHHBIE NPENapaThl
Crmucka III TlepeuHs HapKOTHYCCKMX H
[ICUXOTPOIHBIX JIeKapCTBEHHBIX
[IpenapaToB - B TCUSHHE TIATH JET?

nyHKT 14 [Tpasun
OTITyCKa

TeKapCTBEHHbIE IPENApaTHl, OTIHYCKACMBIC
GecIUIaTHO WM CO CKHJIKOH, - B TCYCHHUE
Tpex JeT?

nyHKT 14 IIpasun
OTIIyCKa

KOMOHHHUPOBAHHBIE JIEKApCTBEHHBIE
Mpenaparbl, COAEpKallie HAPKOTHIECKHE
cpencTBa MM TCHXOTPOIHBIC BEWIECTBA,
saecennsle B Crmcku 11 u I Ilepeuns
HApKOTHYIECKHX U TICHXOTPOITHBIX
IeKapCTBEHHBIX [IpenapaTos,
M3COTOBJICHHEIE B anTeYHOM OpraHU3alNH,
- B TEYECHHE TpeX JeT?

nyHkT 14 Ilpasun
OTITyCKa

leKkapCTBEHHBIE IIpenaparsl, obnafaromue
aHA0OIMIECKOM aKTHBHOCTBIO, - B TCUCHHE
Tpex ner?

nyHKT 14 Ipasuin
OTITyCKa

JTeKapCTBEHHBIE IIpeMnaparsl, MOANEKAINe
MpeIMETHO-KOJIMYECTBEHHOMY Y4€TY, - B
cyeHue Tpex JeT?

nyskT 14 Hpasuin
OTIyCKa




223

leKapCTBEHHBIE IpeNapaThl B JKUAKOH | IYHKT 14 [IpaBun
nexapcTeHHOM QopMe, coepxaiye 6onee | oTmycka

15% 3THIIOBOTO CHMpTa OT 06beMa roToBOH
[IPOIYKIIHH, - B TEICHHE TPEX MECSLEB?

WHBIC JIeKapCTBEHHBIE npemnapatsl, | myHKT 14 IIpaBun
OTHOCSIIHECS 1o ATX K | ormycka
AHTUIICHXOTHYECKAM  CpeICTBaM  (KOX
NO5SA), amkcmonutikaM (kon NOSB),
CHOTBODHEIM H CEJaTHBHBIM CPEACTBAM
(kom NOS5C), auruzenpeccantaM (KoK
NO6A) u He NOAIEKaIINe [PEeAMETHO-
KOJIMYECTBEHHOMY YUETY, - B TEYCHHE TPEX
[Mecsmen?

27. | Pementst, He ykasaHusle B myHkte 14 TIpasun | myHkr 15 ITpaBun
OTIyCKa, OTMEYaloTcd  Jid  INTaMIOM | OTIycKa
«JIexapcTBEHHBIH IpemnapaT OTIYIIEeH»?

28. | Peuentsl, He yKa3zauusle B myHkTe 14 Ipasun | mynxr 15 Ilpasun
OTIyCKa, BO3BpAAOTCA ~ JIM  JIKLY, | OTIYCKa
TIOJTyYHBIIEMY JIEKAPCTBEHHBIH penapat?

29. | Umeercs M KypHan, B KOTOpOM
PETHCTPHPYIOTCS. PELENTHl, BBIIHCAHHBIC C | HYHKT 15
HapyurenreM [IpaBui oTIycKa, C ykasaHHEM: ITpaBumn oTmycka

BHISBICHHBIX HapylleHuii B OGOPMIEHHH| MYHKT 15

penenta? [IpaBun oTmycka

(amMuvy, IMEHH, OTICCTBA IyHKT 15

(TIpH HAMYMHK) JIMIA, BRIACaBIero perent?| 1IpaBun oTnycka
myHKT 15

HAUMEHOBAHMSA MEIUIMHCKON Opranu3aium?
A P att ITpaBui oTmycka

IYHKT 15

[IPUHSATHIX Mep?
p p IIpaBun oTmycka

OrpanuveHnsi, HajJaraemMble Ha (apMaleBTHIECKAX paboTHHKOB NPH OCYIIECTBJICHHH HMH
npodeccHOHANLHOM JeATENLHOCTH (CTAThA 74 Mepepanbnoro 3akona or 21 moaGps 2011 r.
Ne 323-®@3 «O6 ocHOBaxX OXpaHBI 310POBbs rpakian B Poccuiickoii Penepaunny» (CobGpanue
3akoHoaaTeabcTBa Poccniickoii ®enepammuu, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (nanee -
Ne 323-03)

30. MOANYHKTHI 2 1 4

o 6 IIyHKTa 2 CTaTbH 74
apMalleBTHYECKHE PaOOTHUKH H Ne 323-@3;

KOBOZIHUTEIHM alTeYHBIX OpTraHM3allHi:
24 P nyukt 17 Ipasun

OTIIyCKa

HOAMYHKTH 2 1 4

Th
HONYYaroT JTH OT KOMIIaHUH, IPEACTaBUTELA nym;raé;m n74
KOMIIaHHH 00pa3ilbl JEKAPCTBCHHBIX Ne 323-@3;

[[peNapaToB JUTs BPYIEHUS HACEICHHIO? mynkrt 17 [IpaBai
OTIycKa




[PENOCTABIISIOT JIM HACEIICHHIO
HEJZOCTOBEPHYIO ¥ (MITH) HETIOJHYIO
HHE(OPMALMIO O HAJIUYHH JIEKAPCTBEHHBIX
npenapaToB, BKIIOYas JIeKapCTBEHHbBIE
npenaparhl, IMEIONIUE OJIMHAKOBOE
ﬂmemyﬁaponﬁoe HENaTeHTOBaHHOE
HauMeHOBaHHE?

HOANYHKTH 2 1 4
IIyHKTa 2 CTaTh 74
Ne 323-@3;

ryskT 17 IlpaBun
OTITyCKa

CKPBIBAIOT JTM HH(GOPMALHIO O HAJIHYHH
TeKapCTBEHHBIX NIPENapaToB, MMCIOMAX
Goree HA3KYIO LIEHY?

HOMIYHKTH 2 1 4
IyHKTa 2 CTaThu 74
Ne 323-03,;

nyukt 17 Ipasun
OTITyCKa

TpeGoBanAus K OTHYCKY HAPKOTHYECKHX H MCHXOTPOMHBIX JieKapcTBe

JIEKAPCTBEHHBLIX  Npenaparos, 00janamux anaGoandeckoili AKTHBHOCTHIO,
JIeKAPCTBEHHBIX IPENAPATOB, HOLIEKANHX NPEIMETHO-KOTHICCTBEHHOMY ydery

HHBIX IIpenapaTos,

HHbIX

31.

OTnycKk HapKOTHYECKMX H IICHXOTPONHBIX
JIEKAPCTBEHHBIX IIPENapaToB OCYINECTBILIETCS
b1 dapManeBTHdeCKHMH  PabOTHHKaMH,
3aHAMAIOMEME  JOJDKHOCTH, BKIIIOUCHHBIC B
ITepeyeHb TODKHOCTEH?

nyskt 19 [Ipasun
OTILyCKa;
[lepeyeHs TOIDKHOCTEH

32.

Otmyck JIEKapCTBEHHBIX [penaparos,
06afalomux aHaboNIH4ecKoH aKTUBHOCTBIO,
ocymecTasercs M (dapManeBTHIECKUMH
paboOTHUKAaMY, 3aHMMAIOIMMH  JIOJDKHOCTH,
BKJTIOYEHHBIE B IlepedeHb JODKHOCTER?

myHkT 19 [IpasBun
OTIIyCKa,;
IMepedeHs AOMKHOCTEH

33.

Ormyck JIeKapCTBEHHBIX IpenapaTos,
MOAJIeXAMUX  MPEIMETHO-KOJIHYECTBEHHOMY
ydery, OCYLIECTBIAETCS n
¢dapManeBTHIECKHMHU paGoTHHKAMH,
3aHUMAIOIIUMH JOJDKHOCTH, BKIIIOYCHHBIC B
ITepeyeHpb TOIDKHOCTEH?

myHKT 19 IIpaBun
OTITYCKa,
ITepeyeHs NODKHOCTEH

34.

Hapkotuueckue u IICHXOTPOIIHEIE
nekapcTBeHHbIe npenapaThl Criveka 11 [lepeuns
HApKOTUYECKUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX IPENaparoB OTITYCKAOTCS JIH
pu [IpeABABICHUH JOKYMEHTAa,
yIOCTOBEPSIOIIETO JIMYHOCTD, vy,
YKa3aHHOMY B pELeNTe, €ro 3akOHHOMY
NPEACTAaBUTENIO WM JIHIY, HMEHOmEMy
oopMIEHHYIO B COOTBETCTBUH c
3aKOHOJATeNbCTBOM Poccuiickoit Denepanuu
JIOBEPEHHOCTh HAa IIPaBO MOIYYECHHS TaKUX
HApKOTHYECKHX H IICHXOTPOITHBIX
JNeKapCTBEHHBIX [IPeNapaToB?

myHkT 20 Ipasun
OTITyCKa

35.

BermaeTcs M 1MoCie OTIyCKa HApKOTHYCCKHX U
ICHUXOTPOINHBIX JIEKApCTBEHHBIX IPEMapaToB
Cmucka II u III Tlepeuns HApKOTHYECCKHMX H
IICHXOTPOIHBIX JIEKApPCTBCHHBIX IIPENapaToB
CHTHATYPA C JKEJITOH HOJNOCOH B BEPXHEH 1aCTH

nyHkT 22 IlpaBun
OTITyCKa
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W HAANHCHIO YepHBIM IpHGTOM Ha HeH
«Curaarypa», B KOTOpOH YKa3bIBaIOTCS:

HaUMEHOBaHHE H a[pec MECTOHAXOXJEeHHs | myHKT 22 [Ipasun
cyOpekTa  OOpallieHMsi  JIEKapCTBEHHBIX | OTITyCKa
cpencts?

myHKT 22 [IpaBun
HOMEDp M JIaTa BBIHCaHHOTO perenta? OTIycKa
damunus, ams, oTdecTBO (Mpu Hamwamu) | mynkr 22 Ilpasmr
muina, IS KOTOpPOro — NpeqHa3sHa4eH | oTiycka
TeKapCTBEHHBIH Ipenapart, ero Bo3pact?
HOMEp MEJMIMHCKON KapThl INalMeHTa, | myHKT 22 [IpaBui
MOMyYaroero MEZULIHHCKYIO IIOMOINb B | OTITyCKa
aMOYJIaTOPHBIX YCIOBHSAX, JUIL KOTOPOTO
IpeHA3HAYEH JIEKAPCTBEHHBIH Npenapar?
pamuTia, ¥Ms, OTY9ecTBO (IpH Hanumduu) | myHKT 22 ITpaBin
MEIULHHCKOrO pabOTHHKA, BBINKCABIIETO | OTIIyCKa
PELIENT, €ro KOHTAaKTHhIH TeneoH JHO0
Tene)OH MEAULMHCKOM OpraHu3aiuu?

nyHkT 22 IIpaBun
ComepKaHue perenTa Ha IATHHCKOM A3bIKe? | ormycka
damuTHs, HMs, OTYECTBO (IIPH HATMYHMM) U | MyHKT 22 IIpaBu
noqnuch (hapManeBTHUECKOro paboTHMKA, | oTITycka
OTIYCTHBIIETO JIEKApCTBEHHBIH Ipenapat?

nyHKT 22 [Ipasun
laTa OTIyCKa JIEKAPCTBEHHOTO Npenapara? | ormycka

TpeGoBaHHsi K OTHYCKY JIeKADCTBEHHBIX MpENapaToB 10 TPeGOBAHHAM-HAKJIAXHLIM
MeJANMHCKHX OPTaHH3aNHMi, HHIMBHAYAJILHLIX NpeINpHHMMATe e, HMEeIOMUX JHIEH3HI0 HA

MEQHIHHCKYIO N1eATEC/IbHOCTD

36.

VmMeeTcs 1H Ha TpeOOBaHHAX-HAKIAAHBIX Ha
TIOJTyYeHHE JIEKAPCTBEHHBIX NIPENapaToB:

nyHKT 26 [IpaBun
OTITyCKa;
IMpunoxenne Ne 13
rnaBbl 111 MHCTpYKIIHHM

mrrami?

myHKT 26 IIpaBun
OTITyCKa;
IMpmnoxenne Ne 13
rnapsl 11 MacTpyKImu

mevyath MEIUITHHCKOHN

Kpyrias
OopraHu3anuu?

myHKT 26 [IpaBuin
OTITyCKa;
IMpunoxerne Ne 13
rnasbl I MHCTpYKIIHHK

NOJINMCh €€ PYKOBOAUTENA MIH €ro
3aMecTHUTENA MO JiedeOHOoM YacTH?

nyHKT 26 [IpaBun
OTITyCKa;
IMpunoxernue Ne 13
rnaskl 111 MHCTpYKIMK
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HOMeEp JOKyMeHTa?

nyHKT 26 [Ipasun
OTITyCKa;
ITpunoxenne Ne 13
rnassl [II MHCTpYKIIMM

nyHKT 26 [IpaBun
a v €Hus TOKyMeHTa? OTIYCKa;
Ta COCTAaBJICHUS TOK Ta?

& HOKYM [Mpunoxenne Ne 13
rnassl [1I MHCTpYKIIUH
nyHKT 26 IIpasun

HAMMEHOBaHHE OTIpaBUTeNs | OTIYCKa;

exapcTBEHHOro Impemnapara? ITpunoxenne Ne 13
rinassl 111 MHCTpYKIIHA
myHKT 26 IIpasmn

HAaUMECHOBaHHE noyyarens | OTIYCKa,

TexapcTBEHHOTO TIpenapara?’ ITpunoxerue Ne 13
rnassl 111 MHCTpYKITHHA

HAMMEHOBAHHE JIEKAPCTBEHHOro Ipemnapata | MYHKT 26 Ilpasui

Ha JIaTHHCKOM s3bike (¢ yKasaHdeM | OTIIYCKa,

no3upoBkH, (GOPMBEI  BBIIYCKa,  BHIA [Mpunoxenue Ne 13

yIIAKOBKH, criocofa HpUMEHEHHs)? rnassl [II UHCTpYKLIIH
myHKT 26 ITpaBun

KOJIMYECTBO 3aTpe0OBaHHBIX | OTIYCKa;

eXapCTBEHHBIX MPENapaTos? TTpunoxenue Ne 13
riassl I MaCTpYRKIIMHA
oyHKT 26 IIpasun

KOIWYECTBO U CTOMMOCTh OTHYINCHHBIX | OTITYCKa,

leKapCTBEHHbIX MPenapaToB? [Mpunoxerne Ne 13
rnasbl I11 MaCTpYKIIMH

37. OcyliecTseTcss U OTIYCK TO OTAEIBHBIM nyRKt 27 Ipasut
TpeGOBaHUAM-HAKIATHBIM: OTITyCKa

HapKOTHYECKHX ) HcHXOTponHbIX | myHKT 27 Ipasun

nexapcTeennnix npenaparos Crmcka [T i 11T | otmycka

[lepeuns HAPKOTHYECKAX M NCHXOTPOIHBIX

leKapCTBEHHbIX IPENapaToB?

leKapCTBEHHBIX NPENapaTos, momexamux | YHKT 27 Ipasun

[IpeIMETHO-KOJIMIECTBEHHOMY y4eTy? OTITyCKa

UHBIX JIEKAPCTBEHHBIX Mpenapatos, B Tom | TYHXT 27 Ipasun

quciie OTIycKaeMbIx 6e3 penenta? oTIycKa

38. IpocrasBnsgercs Ha TpeboBaHUK-HAKIAMHOK | myHKT 29 lIpaBun
OTMETKa O KOJMYeCTBE M CTOMMOCTH | OTIIyCKa
OTIYIICHHBIX JIEKAPCTBEHHBIX TIPENapaToB?

39. OCYILIECTBIIAETCS ~ XPaHEHWE  TPeOOBaHMMH- | MyHKT 30 ITpasna
HAKIAOHBIX, 1O  KOTOPBIM  OTIYLICHBI | OTIIyCKa

JIeKapCTBEHHBIE NpETIapaThl:




Ha HApKOTHYEeCKHE M  IICHXOTPOIHBIC
nexapctennbie mpenapatsl Crucka 11 u 111
[MepeuHss HAPKOTHIECKUX H MCHXOTPOIHBIX
NeKapCTBEHHBIX NPEINApaToB - B TCUCHHUC
[ISITH JIET?

myHkT 30 IIpaBun
OTITyCKa

TeyeHHE OJTHOTO roaa?

Ha JIEKapCTBEHHEIE npenapatsl, | myBKT 30 [Ipasun
10 JJICKAIIUC IpeIMETHO- | OTIIYCKA
KOJIMYECTBEHHOMY YUETYy, - B TCUCHHE TpeX
et?

myHKT 30 IIpaBun
Ha HWHBIC JICKAPCTBEHHBIE Ipernaparhl - B

OTIIyCKa

40.

Cob6moaeTca  3ampeT  Ha  HapylIeHHE
MIepPBUYHON YTIAKOBKH JIEKApCTBEHHOTO
npenapara MpH ero OTIycke mo TpeGoBaHHIO-
HakIagHOH (38 HCKIIOYeHHeM CyOBeKTa
PO3HMYHOIM TOPTOBIIH, HMEIOIIEr0 JIMIIEH3HIO Ha
dbapManeBTHYECKYIO JEATENHHOCTE € IIPaBOM
M3rOTOBJICHHAA JEKapCTBEHHBIX IIpenapaTos)?

myHKT 31 [IpaBui
OTITyCcKa

41.

Co6momaercs J  3alpeT Ha  OTHYCK
JIEKapCTBEHHBIX IPENAapaToB B KOJIUYECTBE,
yKa3aHHOM B pelenTe, B Ciydae, Korma il
JEKAPCTBEHHOTO  IIpenapara  yCTaHOBJICHBI
TIpeIeNIbHO JOMYCTHMOE MIIH PEKOMEH/IOBAHHOE
KOJIMYECTBO JUIA BBINNCHIBAHUA Ha OJHH
penent?

myHKT 7 [IpaBun
OTITyCKa; IIPHIIOKEHHS
Ne 1 u Ne 2 Tlopsimka
Ha3HAYCHUS H
BBIITHCBIBAHUS

42.

CobmofaeTcd JM 3alNpeT Ha HapylIeHHE
BTOpHYHOM  (HOTPEOHTENHECKOM) — yHaKOBKH
JEKApCTBEHHOTO  IIpemapara M OTIYCK
JNIEKapCTBEHHOr0 Iperapara B EPBHYHOH
ymakoBke?

myHKT 8 IIpaBun
OTITyCKa

43,

CoGmofaeTcss /1M 3ampeT Ha  OTIYCK
HApKOTHYECKHX u IICUXOTPOIHBIX
nexapcTBeHHbIX mperaparoB Crmumcka I u III
IlepeuHss HapKOTHYECKMX H ICHXOTPONHBIX
JNIEKApPCTBEHHBIX MPENapaToB N0 TpeOOBaHUIM-
HaKJIaJHBIM HHIUBUAYAJIBHOTO
TpeANpHHUMATENS, HMEIOIIEro JHLICH3HI0 Ha
MEJUIUHCKYIO IeSTeNbHOCTh?

nyHkT 28 IIpasun
OTIIycKa

(nomwxsOCTH ¥ GVIO OIDKHOCTHOTO JIMIIA, 3aNI0THABIIETrO IPOBEPOYHBIH JIMCT, OAIHCE, zata)

(IIOJ'I)KHOCTI) 1 OV 10IKHOCTHOTO JIUIA IOPHANYCCKOro KA, NPHCYTCTBOBABIIICTO IIPH
3aI0JIHEHUH NIPOBEPOUHOIO JIHUCTA, IIOAINCH, /:[aTa)
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ITpunoxerne Ne 25
K npukasy ®enepanbHol CIyKObI
110 Ha30py B cdepe 3MpaBOOXpPaHEHHS

o1CJ11207/% Ne J438

®opma

IIpoBepovHEbIii JIHCT
(cIMCOK KOHTPOJIBHBIX BOINIPOCOB),
ncnoab3yembrii ®enepanbHoi cryk60ii mo Haazopy B cdepe 3ApaBOOXPaAHEHH
U ee TEPPUTOPHAILHBIMH OPraHaMH NPH NPOBeJeHHH MIAHOBBIX NpoBepOK NpH
ocynlecTB/IeHHH (pelepajIbHOr0 rocy1apcTBeHHOro Haa30pa B cdepe oOpamenus
JIEKAPCTBEHHbIX CPECTB
(oTHyCK M peajin3alHs JeKapCTBeHHbIX NPenapaTos 1is MeAHIHHCKOTO
npHUMeHeHHs] B MEAHIHHCKHX OPraHM3aluix H HX 0060c00JIeHHBIX
nojapasxejeHnsix (UeHTPbI (oTaenenus) obmeii BpauedHOMH (cemeiinoii)
NpaKTHKH, aMOyJ1aTOpPHH, dejpAmepCcKne H ¢enbamepcKo-aKymepeKue
MyHKTBI), PACHO0JIOXKEHHbIe B CEJILCKAX HaCeICHHbIX NYHKTAaX)

(HaMMEHOBAHKe OPraHa, OCYIIECTBIAIONMIEro IIaHOBYIO POBEPKY)

1. Bun rocyJIapCTBEHHOT'O KOHTPOJIS (Hamzopa)

2. TlpenMmer IUIAHOBOM TPOBEPKH IOPMAMYECKHX JHMI M MHIMBHUTY ATTBHBIX
TNpeipUHAMATENEeH OrpaHHYHBACTCA 06513aTeIbHBIMY TPeOGOBaHUAMHE, COONIOEHIE KOTOPBIX
aBISieTCS HauboNmee 3HAYMMBIM C TOYKM 3PEHHS HENOMYIICHHs BOSHUKHOBCHUA yIPO3BI
IIPUYHHEHNS Bpe/a XH3HH, 3[0POBBIO IPAXK/IAH, U3IOXKEHHBIMU B dopMe IPOBEPOIHOTO JILCTA
(CTICKa KOHTDPOJIBHEIX BOIIPOCOB).

3. HauMeHOBaHWE OPHAMYECKOTO JMia, (amuius, UMdA, OTIECTBO (mph HATMYAH)
MHUBHY &TbHOTO TnpeaIpUHAMATENIS

4. Mecto MIpoBEACHUA IIJIAHOBOM IpOBEPKHU C 3alOJIHEHUEM IIPOBCPOUHOIO JJUCTA.

5. PekBU3WTHI IPHKa3a O NPOBEJCHUH IUIAHOBOH IPOBEPKH: OT

Ne

6. Y4eTHBIH HOMep IPOBEPKH U JaTa IPHCBOSHHUS YIETHOTO HOMEpa IIPOBEPKU B EngnnoM

peecTpe IPOBEPOK:
7. JIoIKHOCTh, GaMIIus ¥ WHUIHANBI JOJDKHOCTHOrO Jinla (yu11), TPOBOAAMIErO(HUX)

TUTAaHOBYIO TIPOBEPKY:

1. ;

2.




229

8. ITepeueHs BONPOCOB, OTPXKAIOIINX COACPKAHNE 006s3aTeIbHBIX TpeOOBaHHi, OTBET HA
KOTOpBIE OJHO3HAYHO CBHIETENBCTBYCT O COBIIIOMEeHNH WIH HecOOMIONEHHH IOPUIHIeCKIM
JIALIOM, MHIMBHIYAIbHBIM NPEeIIPHHUMATENICM 0063aTebHBIX TPeOOBaHHHM, COCTaBIAIOMIUX
IpeaMeT MPOBEPKH:

PexBH3ATHI BeiBoA 0
HOPMATHBHBIX BHINOJTHCHHH
Ne Bomnpocsl, 0TpaXkaiomue cojiepxanne NpPaBOBBIX AKTOB, € TpeboBaHmi
n/n o6s3aTeNLHBIX TPeOOBaAHMH yKa3aHHEM HX

CTPYKTYPHBIX aa HET
e MHHIl, KOTOPBLIMH
YCTAHOBJIEHBI
o0n3aTe bHbIE
TpeGoBaHUSA

@enepaibHbiil 3aK0H 0T 12 anpes 2010 r. Ne 61-®3 «O6 06pameHnH JeKAPCTBEHHDIX CPEACTB»
(Cobpanne 3aKOHOAATEIbLCTBA Poccniickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nanee - 61-03); PenepajnbHbIi 32K0H OT 8 saBaps 1998 r. Ne 3-®3 «O HapKOTHIECKHX
cpeAcTBaX M MCHXOTPONMHBLIX BEMECTBAX) (Cobpanue 3aKOHOAATEILCTBA Poccuiickoit
®epepannu, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (aanee - Ne 3-@3); IIpaBHJa OTHYCKa
JeKAPCTBEHHbIX  NpenapaToB A MEIHIUHCKOro npuMeHeHHs, B TOM  vHcCae
HMMMYHOGHOJIOrMYECKHX  JIEKAPCTBEHHBIX  MpENaparos, anTeyHbIMH  OPraHH3alUsMH,
MAIMBALYATHBIMA NPeANPHHEMATEISAMH, HMEIOMHUMH JIHICHIHIO Ha (apManeBTHYECKYIO
eSATENLHOCTh, YTBEPXKIEHHbIE NpUKa3oM MuHHCTEPCTBA sapaBooxpaHenusi Poccuiickoi
®engepannu or 11 moas 2017 r. Ne 4031 (3apermcrpupoan MuHHCTEPCTBOM OCTHIUH
Poccuiickoii ®enepanun 8 centsépsa 2017 r., perncTpanuonnbiii Ne 48125) (manee - IlpaBnia
otnycka); Ilopsox Ha3HAYEHHS H BLIMHCHIBAHHASA JIeKAPCTBEHHBLIX NpenapaTos, M3JeIAi
MeIHIMHCKOr0 HA3HAYeHHs H CHENHAIH3HPOBAHHBIX IPOXYKTOB Jeye0HOro NHTAHHUS,
yTBepKIeHHbIl  npukazoM MuHHCTEPCTBA 31paBOOXPAHEHHS] H CONHAJILHOIO PasBHTHIH
Poccmiickoii ®exepannu ot 12 despans 2007 r. Ne 110 (3aperncTpupoBan MHHHCTEPCTBOM
foctunun  Poccuiickoiit ®enepamuu 27 anpes 2007 r., permcTpaunHoHHBIH Ne 9364) ¢
H3MEHEHHAMH, BHECEHHbIMH NpHKazoM MHUHHCTePCTBA  3APABOOXPAHCHHUM Poccuiickoi
®enepanun ot 26 ¢espans 2013 r. Ne 941 (zapermcTpupoBaH MHHHCTEPCTBOM OCTHIIHM
Poccuiickoit ®enepanun 25 uions 2013 r., perncrpanuonnbiii Ne 28881) (nanee — MHCTpYKIMSA);
TlepedeHh HAPKOTHYECKHX CPEACTB, MCHXOTPOMHLIX BEMECTBE H HX OPEKYpcopoB, MOLIeKAMHUX
konTpomio B Poccuiickoit ®enepaumun, YTBEPKIACHHBIH I0CTAHOBJICHUEM IlpaBATENLCTBA
Poccniickoii ®exepanmun ot 30 nions 1998 r. Ne 681 (ColGpaHHe 3aKOHOAATEILCTBA Poccuiickoit
®enepannn, 1998, Ne 27, ct. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepedeHr HAPKOTHIECKHX
# NCHXOTPOMHBIX JEKAPCTBEHHBIX npenaparos); PopMbl GIAHKOB PELENTOB, COACPHKAMMUX
Ha3HAueHHe HAPKOTHYECKUX CPEICTB MM NCHXOTPONHBIX BEIIECTB, MOPALOK HX H3TOTOBJICHHSA,
pacnpeiejieHusi, PerncTpalMH, y4era H XpaHeHus, a Takoke mpaBmiaa odopmiieHHd,
yTBep:KJeHHbIE MPHKA30M MHHHCTEPCTBA  31PAaBOOXPAHEHHS Poccniickoit  @enepanun
or 1 aBrycra 2012 r. Ne 54u  (3aperncTpupoBaH MunucrepcrBoM locTHnnH Poccufickoit
®enepanuu 15 aprycra 2012 r., perucTpanuoHnbiii Ne 25190) ¢ H3MeHEHHAMM, BHECCHHBIMH
npuxa3oM MHHHCTEPCTBA 31PaBOOXpaHeHHUSN Poccniickoii ®enepanun ot 21 anpeas 2016 r.
Ne 254n (3aperncTpapoBaH MUHHCTEPCTBOM IOCTHIHH Poccniickoii ®enepanuu 18 uions 2016 .,
perucrpaunoHHbii Ne 42887) (nanee - mpuka3 Ne 54); Iopsiiox HasHAYCHAN H BBINHCHLIBAHHUS
JeKAPCTBEHHBIX NpENaparos, a TaKkke ¢opM penenTypHBIX 0JAHKOB HA JIEKAPCTBEHHBIC
Npenaparsbl, HOPAI0K odopMiIeHHs yKa3aHHBIX 6.1aHKOB, MX y4eTa H XpaHeHHs, yTBePKIeHHbIH
npuka3oM MHHHCTEPCTBA 3APABOOXPAHCHHUS Poccniickoii ®eaepanun ot 20 xekabps 2012 r.
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Ne 11751 (3aperucrpupoBaH MHHHCTEPCTBOM IOCTHLHH Poccuiickoii ®egepanun 25 HIOHS
2003 r., perncrpaunoHnbiii Ne 28883) ¢ H3MeHEHHAMH, BHECCHHEIMH MPUKA30M MuHHCTEpPCTBA
sgpaBooxpaHenus Poccuiickoii ®eaepanuu oT 21 anpeas 2016 r. Ne 254n (3aperucTpupoBaH
Munucrepersom focrunun Poccniickoii ®@enepanuu 18 wmions 2016 r., perncCTpanHOHHbBIH
Ne 42887) (nanee - Ilopagox Ha3HAYCHHSA H ppinuchIiBanun); [lepedeHDb JIeKAPCTBEHHBIX CPEACTB
IS MEIHIMHCKOT0 TpHMEHEHHs, TWOLIEKAMMX MPEAMETHO-KOIHIECTBCHHOMY  yHeTy,
yTBepKIeHHbI mnpukasoM MuaHHCTepCTBA  3APaBOOXPAHCHMUS Poccmiickoii Penepauuu
or 22 anpens 2014 r. No 183n (3aperucTpupoBan MUHHCTEPCTBOM IOCTHIHH Poccuiickoit
®epepanun 22 mons 2014 r., perncTpanHoHHBIH Ne 33210) ¢ m3MeHEHHSMH, BHECEHHBIMH
npuKka3oM MHHHCTEPCTBA 31pABOOXPAHECHHA Poccuiicxoii ®enepanun ot 10 cenradbps 2015 r.
Ne 634n (3apermcTpupoBan MHHHCTEPCTBOM HOCTHIHH Poccuiickoiit ®enepanmuu 30 cenTsOps
2015 r., peracrpanuonnbiii Ne 39063) (nanee - llepedens JieKapCTBEHHbIX cpeacts); Ilopaaok
oTIycKa (GH3MYECKHM JIMIAM JIEKAPCTBEHHbIX MPENapaTos s MEIHIHHCKOTO MPHMEHCHMU,
CcofiepKAMHX KPOMe MAIbIX KOJHIECTB HAPKOTHYECKHX CPEICTB, NCHXOTPOMHLIX BEMECTB M HX
NpeKypcopoB Apyrue ($papMaxKoJOTHIecKHe aKTHBHbLIE BEHICCTBA, YTBepXKACHHBI NpUKa3oM
MuHHCTEPCTBA 3APABOOXPAHECHHS H COITHAILHOI0 Pa3sBHTHS Poccuiickoit ®eaepannu ot 17 Mas
2012 r. Ne 5621 (3aperncrpupoBaH MHUHHCTEPCTBOM I0CTHIHHA Poccniickoit @egepanuun 1 HioHH
2012 r., perucrpannoHHbIii Ne 24438) ¢ H3MEHCHNAMM, BHECEHHBIMH MPHKA3OM MunncrepcTBa
3npaBooxpanenus Poccmiickoit ®@enepanun ot 10 cenTabpa 2015 r. Ne 634n (3aperacTpapoBaH
MunncrepcrsoM 1octunnu Poceniickoii ®enepannu 30 cenTabps 2015 r., perHCTPANMOHHBIMH
Ne 39063) (na1ee — nopsiaok); IlepeueHn xA3HEHHO HEOOXOAHMBIX H Ba’KHEHIIHNX JIeKapCTBEHHbBIX
npenaparoB Ha 2016 roi, a TaKKke nepeveHb JIEKAPCTBEHHLIX MPENapaToB I MeIHIAHCKOT0
NpUMeHEeHHsI H MHHHAMAJILHBINA ACCOPTHMEHT JIEKAPCTBEHHBIX NPENapaTos, HEe00XOTUMBIX ISt
OKA3aHHSl MEIMIMHCKOH NOMOIIM, YTBepKIeHHbie pacnopsukenueM IIpaBuTesnbcTBa
Poccmiickoii ®exepamun ot 26 mexaGps 2015 r. Ne 2724-p (CoOpanne 3aKOHOIATETLCTBA
Poccniickoii ®enepanun, 2016, Ne 2, ct. 413) (aanee — [lepedeHs JiekapCTBEHHBIX NpeNapaTos,
BXOASIIMX B MHHHMAJIbLHBIA accoprument); Ilepedens no/mkHOCTeH (papMaNeBTHIECKHX H
MEJIMIMHCKAX PaGOTHHKOB B OPraHM3amAsX, KOTOPBIM NPEIOCTABJICHO NpaBo OTIyCKa
HAPKOTHYECKHX JIeKAPCTBEHHBIX NMPENAapaToB H NCHXOTPOMHBLIX JIEKAPCTBEHHRIX MpENapaTon
¢uzHYecKHM JHIAM, YTBEPXKICHHbIH NPHKa3oM MmuHHCcTepCcTBa 3ApaBooxpaHenns Poceuiickoi
®enepanun oT 7 centadps 2016 r. Ne 681 (3aperucTpHpoBaH MuHHCTEPCTBOM HOCTHIHH
Poccniickoii ®exepanun 21 cenraéps 2016 r., perucTpaunoHHbIH Ne 43748) (nanee — Ilepeuenn
JOJKHOCTEH)

1. HapkoTuyeckue u rcuxoTponHsie | myHKT 3 IIpaBun
JNIEKapCTBEHHBIE IIPENapaThl OTIIYCKAIOTCSA JI 10 | OTIYCKa
peuenrtam?

2. WMMyHOGHONTOTHYECKHE nexapcrennble | myHKT 3 [IpaBun
TpenapaThl OTIYCKAIOTCS JIH 10 PELenTaM? OTITyCKa

3. Hapxotuueckue U HcuxoTponHsie | MyHKT 4 [IpaBu

JNIEKApCTBEHHBIE IPENapaThl, BHECEHHBIC B | OTIYCKa;

Cmucox 11 Tlepeuns HApKOTHYECKHX H | TIPHJIOXKeHHS No lu2k
NCHXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB, | IPUKasy Ne 54n
OTIYCKAIOTCS JIM TIPH IPEXbABICHHN PELENTOB,
BBIIHCAHHBIX HA PENENTYPHBIX OaHKax GOPMBI
Ne 107/y-HII, yTBepXACHHOH IIPHUKA30M
No 54n?
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ITcuxoTpomHBle JIeKapCTBEHHBIE IIPENaparsl,
BHecennsle B Cmmcox Il Ilepeuns
HApKOTHYECKHX " TICHXOTPOIHBIX
JIEKapCTBECHHBIX IPENapaToB, OTIYCKAIOTCA JIH
TIIPH NPEIBSBICHHN PELENTOB, BHIIHCAHHEIX Ha
penentypusix 6maHkax ¢opmsl Ne 148-1/y-88,
yTBepKIEeHHOM npukazoM Ne 547

nyHKT 4 [IpaBun
OTIIyCKa,;

nyHKT 9 [lopsnxa
Ha3HA4eHUS U
BBINUCHIBaHHS

HapkoTtuueckue U IICUXOTPOITHBIE
nexapcTBeHHbIie npenapatsl Crucka Il Iepeuns
HapKOTHYECKHX " IICUXOTPOITHBIX
JIEKapCTBEHHBIX  [pemaparoB B BHIIE
TpaHCOEPMAJbHBIX TEPaleBTHYECKUX CHCTEM
OTITYCKAIOTCS JIM IIPU NMPEABSIBICHAH PELEIITOB,
BBINMHCAHHBIX Ha peleNTyPHBIX O1aHKax GOpMBI
Ne 148-1/y-88, yrBepxIeHHOH IpHKa3OM
Ne 54u7?

myHKT 4 [TpaBmi
OTIIyCKa;

nyHKT 9 [Topsanka
Ha3HA4YEHUS U
BBINTHACHIBAHHUS

JlekapcTBEHHBIE TIpeNapaThl, BKIIOYCHHBIC B
nepedeHb  JIGKAPCTBEHHBIX  CPEACTB  JUIA
MEIUIMHCKOTO IMPHMEHEHUs, IOAJIeXKaluX
IIpeAMETHO-KOJIMYECTBEHHOMY y4ery,
OTIYCKAIOTCS JIA IIPH NPEIbSBICHUHN PELENTOB,
BBINMCAHHBIX Ha PEIENTYPHBIX 6i1ankax GopMeI
Ne 148-1/y-88, yTBepxIeHHOH IpPHKa3OM
Ne 54u7?

IYHKT 4 IIpaBun
OTITyCKa;
pasgensr I, II; III
Ilepeuns
JIEKapCTBEHHBIX CPEACTB

JlexapcTBeHHBIE Ipenapartbl, oOiajaromue
aHabO0JIHIeCKOi aKTHBHOCTBIO, OTIYCKAIOTCS JIH
NPH IPEIBIBICHUHN PELIENTOB, BBIIMCAHHBIX Ha
petenTypHex O6nankax ¢opmer Ne 148-1/y-88,
yTBEpXKIeHHOM npuka3zoM Ne 54r?

1. 4 [IpaBui oTycKa;
HOIITYHKT 3 ITyHKTa 9
[Topsinxa Ha3HAYCHHUA H
BBITUCHIBAHHS

JlekapcTBEHHBIE  Ipemaparbl, COACPXKAIIHE
KpOME€ MajbIX KOJHYECTB HApKOTHYECKHX
CPeACTB, IICHUXOTPONHBIX BEIECTB M HX
IIPEKypCOpoB  Apyrue  ¢GapMaKoIOTHUECKHe
aKTHBHBIE BEINECTBA, OTIYCKAIOTCS JH IIpH
IpPeABABICHAH pEIENTOB, BBIIMCAaHHBIX Ha
peuenTypHbx GinaHkax ¢opmsl Ne 148-1/y-88,
yTBepKAeHHOH npuka3zoM Ne 54H?

nyHKT 4 IIpaBun
OTIIYCKa; MYHKT 5
nopsaxa

OTmyck  JIeKapCTBEHHBIX —IIpemnapatoB  Oe3
PELENTOB OCYINECTBIAETCS JIA B COOTBETCTBHH C
HHCTPYKIIMSMH 10 HX  MEOHIMHCKOMY
IIPUMEHEHHIO?

nyHKT 5 [IpaBua
OTHYyCKa

10.

Otmyck JIEKapCTBEHHBIX Ipenaparos
OCYIIECTBJIAETCS JIA B TE€UCHHE YKA3aHHOIO B
perenTe cpoka ero geicTeus?

myHKT 6 [IpaBui
OTIycKa

11.

B ciydae OTCYTCTBHUS  JIEKApPCTBEHHOIO
npemnapara pelenT HpHHAMAeTcs JIM Ha
o0cITyXHABaHNE B CIESIYIOMIHE CPOKH:

nyHKT 6 [IpaBuin
OTIIyCKa
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peLent c IIOMETKOM «statim»
(HeMeIIeHHO) OOCIIy)KHBACTCA B TEUCHHEC
onHoro pabouero mHA CO MHs OOpalIeHHS
Itna K CyOBEKTY PO3HUYHOH TOPrOBIH?

nyskt 6 ITpaBun
OTIIyCKa

perienT ¢ IOMETKOH «Cito» (cpouHO)
0GCITy)KUBAETCS B TCUEHHE IBYX PaboTnX
el co Hs 06paIIeHns THIA K CyOBEKTY
[PO3HMYHOM TOProBiu?

nyHkT 6 [TpaBusn
OTITyCKa

pelenT Ha JeKapCTBEHHBIA Ipenapar,
BXONAIMIMI B MUHVMAIBHBIH aCCOPTHMCHT
€KapCTBEHHBIX IIpenapaToB s
€IULHHCKOr0 MPUMEHECHHA,
HEeOOGXOUMBIX IS OKa3aHWs MEIMIIHHCKOH
[TOMOIIHM, 0OCTYKUBACTCA B TCUCHHE ILATH
abounx mHel co mHA oOpalleHHd JHNa K
cyOBEKTY PO3HUYHON TOProBIH?

nyHkT 6 IIpaBui
OTIIyCKa

12.

O6cmyXuBaeTCd JIM PEenT Ha JIeKapCTBECHHBIA
Ipenapat, OTIIycKaeMbI OecryaTHO HIH CO
CKHIKOH ¥ He BOIIEJUIMA B MHHMMAIBHBIA
ACCOPTHMEHT JICKAPCTBEHHBIX MPeNapaToB UL
MEMIAHCKOTO ITIPUMEHEHHs, HEOOXOMUMBIX
I OKa3aHus MEJWIMHCKOM IOMOINH, B
TeueHuwe JecaTH paboumx JHeH co JAHA
obpamenus yMna K CyOBEKTY PO3HUYHOH
TOPTOBIH?

nyHkT 6 IlpaBun
OTIIyCKa

13.

OG6CITyXHBAXOTCSH b))’ pelenThl Ha
JleKapCTBEHHbIE Npenaparhbl, Ha3sHAYaeMble IO
pelnenuio BpadeOHOH KOMHCCHH, B TCHCHHC
nsTHAAATH paboumx [Hel co AHs oOpamleHus
JIALA K CYOBEKTY POSHHYHOM TOProBim?

nyHkT 6 [IpaBun
OTITyCKa

14.

OTHYCKaIOTCﬂ ¥ JIEKapCTBCHHBIC penaparsl
no penenTaM ¢ HCTEKIINM CpOKOM IICfICTBI’ISI?

nyHkT 6 IlpaBun
OTITyCKa

15.

OcymiecTBiseTCss M NpPH HCTEYCHHH CPOKa
IeHCTBHs peLenTa B IEPUOJ HAXOXKIACHUSA €ro
Ha OTCPOYEHHOM OOCIyXHBAaHHHM  OTIYCK
JNIEKapCTBEHHOTO Npenapara 1o TakoMy peueHTy
(6e3 ero nepeopopmueHus)?

nyHkT 6 IIpaBun
OTIIyCKa

16.

HCKapCTBeHHBIC npenapatbl OTIIYCKaroTCA JIH B
KOJIMYECTBC, YKa3aHHOM B peueHTe?

nyHKT 7 IIpaBun
OTITyCKa; PUJIOKEHUS
Ne 1 u Ne 2 Tlopsinka
Ha3Ha4YCHHS H
BBITACHIBAHHSA

17.

dapmareBTHIeCKiil paGOTHHK OTIYCKAeT JH
TpeeNbHO JOMYCTHMOE HIIH PEKOMEHIOBAHHOE
KOJIMYECTBO JIEKAPCTBEHHOr'O IIpenapara s
BLIIMCHIBAHAA HA  OIWH  peUent  IpH
IpeqbABIEHHM peHenTa C IPEBBIICHACM
IpeacabHO JIOIyCTHMOTO WIH
PEKOMEH/IOBAHHOTO KOJIMYIECTBA

nyskt 7 Ilpasun
OTITyCKa
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JIEKapCTBEHHOTO Ipenapara JUld BBITHCHIBAHHUS
Ha OOMH peHent ¢  IPOCTaBJICHHEM
COOTBETCTBYIOIIEH OTMETKH B periente?

18. | Ortmyck JIEKapCTBEHHOI'O npenaparta | cratbsa 46 Ne 61-03;
OCYIIIECTBIAETCA JTM B [IEPBAYHOM U BTOpHYHOM | MyHKT 3 cTarsu 27
(moTpeOUTENBCKOI) yIaKoOBKaxX c | Ne 3-93;
MapKHApPOBKOH? myHKT 8 [TpaBun

OTIIyCKa

19. |Hapymaercs 1m  mnepBHYHas  ymakoBka | MyHKT 8 IIpaBmi
JIEKapCTBEHHOTO IIpernapara IIpU ero OTHycke? | OTIycKa

20. myHKT 9 [IpaBun
ITpu oTImycKe NeKapCTBEHHBIX [IPENApaToB HA | OTIYCKa
pelienTe IPOCTaBIAETCS JIM OTMETKA 00
OTITYCKE JIEKapCTBEHHOTO Nperapara ¢
yKa3zaHHEM:

TOProOBOr0 HAMMEHOBaHWS, JO3HPOBKM M | MyHKT 9 IlpaBmn

KOJIMYECTBA OTIIYIIEHHOTO JIEKApCTBEHHOIO | OTIIYCKa

npenapara?

aMuIIEK, IMEHH, OTYeCTBA (TIPH HATHYHMHK) | MyHKT 9 IIpasuin

MEIHUIMHCKOTO pa0OTHHKAa B ClIy4asx, | OTIOyCKa

yKa3aHHBIX B ab3alie YeTBEPTOM ITyHKTa 7 U

abzane TperbeM myHkTa 10 IlpaBmn

oTImycka?

PEKBH3MTOB JIOKYMEHTa, YIOCTOBepsIoIIero | myHKT 9 IIpaBun

ITHYHOCTD vua, HOJIYYHBILETO | OTITYCKa

TleKapCTBEHHBI  TpemapaT, B Clydae,

ykasanHoM B myHkTe 20 ITpaBun oTirycka?

damuiny, aMeHn, oTyecTBa (IpH Hanuuuy) | myHkT 9 [IpaBun

(hapMaLeBTUYECKOTO paGoTHHKa, | OTIIyCKa

OTIIYCTHBIIETO JIEKAPCTBEHHBIH Ipemnapar, i

ero Ioamucu?

NaThI OTITYCKA JIEKApCTBEHHOrO NpenapaTa? | myHKT 9 IlpaBun
OTIIyCKa

21. | Pement c oTMmeTko#f Bo3Bpamaercs Ju 1npH | mynxt 10 IIpaBun
OTIIyCKE JIeKapCTBEHHBIX MpPENaparoB IO | OTHYycKa;
penenry, BBIIIUCAHHOMY Ha PEeUCITYPHOM TIPIUIOXKEHHE Ne 2
Gnanke ¢opmer Ne 107-1/y, yTBEpXICHHOH | [Topsyxa Ha3HAYEHHS U
npuka3zoM Ne 54H, CpOK HEHCTBUA KOTOPOTO | proror manug
COCTABJISET OJIMH Ioa?

22. | Ilepenaerca m dapmaneptuyeckuM | myHKT 11 [TpaBmi
pabOTHHKOM JvLy, npHOOpETAIOIEMY | OTIIyCKA

(mostygaronieMy) JIEKapCTBEHHBIE IIpenapaTrhl
10 pelenTy, BHIMHCAHHOMY Ha PEUECNTYPHOM
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6nanke  dopmber  Ne  148-1/y-04 (),
yTBEPKIACHHOH IPHKa30M Ne 54n, nnu
dopmer Ne 148-1/y-06 (1), yTBEpKIEHHOH
npukazom Ne 54H, 3alONHEHHBIH KOPEIIOK
TAaKoro perenta?

23.

Ipocrasnserca 1151 npu OTITyCKE
HApKOTHYECKOI0 u MICHXOTPOITHOTO
nekapcTBeHHoro npenapata Crmcka I [lepeuns
HApKOTHYECKHX U TICHXOTPOIHBIX
JIEKapCTBEHHBIX IMpenapaToB Ha penente 06
OTIIyCKe JIEKapCTBEHHOro Iiperapara Ie4aTh
OpraHW3alli, B KOTOpOM yKa3aHO NOJHOE
HarMeHoBaHue (MpH HATWYHH 1evaTh)?

nyHKT 12 IIpasun
OTITyCKa

24.

Ha penente 1y KOpeIKe peIenTa yKa3blBacTcs
JTH TOYHOE BpeMs (B 4acax ¥ MHHYTaX) OTITyCKa
HMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
npemnapara?

nyHKT 13 IpaBui
OTIIyCKa

25.

HMMMyHOGHONIOTHUECKHE JieKapCTBEHHBIC
Openaparsl OTIYCKAIOTCA JIM TpUd HAIHIAH
CIENHMAIBLHOTO TEPMOKOHTEHHEpa?

myHkT 13 IlpaBun
OTITyCKa

26.

OcraroTcsi H XpaHarcs JH Yy cyOBekra
obpalleHust JIEKapCTBECHHBIX CPEICTB PElENTH
(¢ orMmerxoi#l «JlekapcTBEHHBIA —mpenapar
OTHYIIEH») Ha!

nyHKT 14 [IpaBun
OTIIyCKa

HApKOTHIECKHE U IICHXOTPOIIHBIE
nekapcTBeHnble  nperaparsl  Crucka 11
[Mepeuns HAPKOTHYECKHX M IICHXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaTtoB - B TEUCHHE
[IATH JIeT?

nyHKT 14 IIpasun
OTIyCKa

[ICUXOTPOTHBIE JIEKAPCTBEHHBIC IPEIapaThl
Crnucka III TlepedHs HapKOTHYECKHX H
[ICUXOTPOIHBIX JIEKapCTBEHHBIX
IpEnapaToB - B TEUCHHE IATH JIET?

nyHkT 14 IIpasun
OTIIyCKa

TeKapCTBEHHBIC TPENAapaThl, OTIIYCKacMble
GecraaTHO WM CO CKUIKOH, - B TCYCHHUE
Tpex JeT?

myHKT 14 IIpasun
OTIycKa

KOMOHWHUPOBAHHEIE JIeKapCTBEHHBIE
[peraparbl, COAEpKallHe HAPKOTHYECKHE
CpelcTBa HJIM IICHXOTPOIHBIC BEINECTBA,
pHecenHple B Crucku I um III Ilepeuns
HAPKOTHYECKUX U MICHXOTPOITHBIX
TIEKapCTBEHHBIX Iperaparos,
M3rOTOBJICHHBIE B allT€YHOH OpraHM3alniy,
- B TEYEHHE TPEX JET?

nyskT 14 [Ipasun

OTIIyCKa
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[leKapCTBEHHbIE Ipemapathbl, objajarommue
aHAGOIMUECKON aKTHBHOCTBIO, - B TCUCHHUC
Tpex JeT?

nyHkt 14 IIpaBun
OTITyCKa

leKkapCTBEHHBIE Ipemaparhl, MOINEKaIe
IpeAMETHO-KOJTMYECTBCHHOMY Y4eTy, - B
TedeHHe TpeX JeT?

nyHkt 14 TIpaBun
OTITyCKa

nexkapcTBEeHHBIE Ipemaparhl B KHIKOH

nyHkT 14 TIpasun

AHTHICHXOTHYECKAM  cpelcTBaM  (KOX
NO5A), amkcHonuTHKaM (KOa NO5B),
CHOTBODHBIM W CENATHBHBIM CpEACTBAM
(xon NO5C), anTHICHpECCAHTAM (xon
NO6A) u He MOAIeKaHue IMpeaMeTHO-
K(‘OJII/I‘JCCTBCHHOMy y4eTy, - B TEUEHHE TPEX

ecs1eB”?

TexapcTBeHHON opmMe, COIEPHKALIIC fonee | oTmycka

15% STHJIOBOTO CIIMPTa OT 06beMa ToTOBOH

MPOIYKIMH, - B TCUCHHE TPEX MecseB?

HHBIC JIEKapCTBEHHBIC npenapars!, | myHKT 14 IIpaBun
OTHOCSIIHECS 1o ATX K | oTmycka

27. | Penentsl, He ykaszaHusle B myHKTe 14 IlpaBun | myHKT 15 Ipasun
OTIycKa,  OTMEYAloTCs W INTAMIOM | OTIyCKa
«JIexapCTBEHHBIN IpenapaT OTIIYIIEH»?

28. | Pementsl, He yKazaHHbIe B myHKTe 14 TIpaBun | MyHKT 15 ITpaBun
OTIIyCKa, BO3BpAIlAlOTCA ~ JIM  JIMILY, | OTIYCKa
Oy 9MBLIEMY JIEKAPCTBEHHBIHA npenapat?

29. | Umeercs JH  KypHal, B KOTOpOM
PETHCTPUPYIOTCA ~PELENTHl, BBIMHCAHHBIC C oyHKT 15

HapymrenneM [IpaBut OTIycKa, ¢ yKasaHHeM:

IpaBui oTmycka

BBIBJIEHHBIX HapymeHuit B 0bopMICHHH]

ererTa? OyHKT 15

) [MpaBui oTmycka

(aMuITHK, UMEHH, OTYeCTBa (TIpHU HaIM9aM)| MyHKT 15

M@, BBIMMCABIIENO PElenT? IIpaBui oTIycka
" IOyHKT 15

HarMeHOBaHUS METHIMHCKOM OpraHH3aluy? Tipaswn oTmycKa

PUHATBHIX MEP? IOyHKT 15

TpaBun oTIycKa

Orpalmqe}mﬂ, HaJjlaraeMbi¢ Ha (l)apmauen'mqecxnx

npodecCHOHANLHOM AeATEILHOCTH (et
Ne 323-®3 «O6 ocHoBax OXpaHbI 3J0POBbSI IpazkiaH

paboTHHKOB NPH OCYMECTBJICHUH HMH

aTha 74 @egepaibHoro 3akona ot 21 aHonOpa 2011 r.

B Poccuiickoii ®eaepanun» (Codpanne

zaKoHoAaTeAbcTBa Poccuiickoit @enepanuu, 2011, Ne 48, cr. 6724; 2017, Ne 31, cr. 4765)
(nanee - Ne 323-®3)

30.

dapmaneBTHIeCKHE PAOOTHHKH H
PYKOBOJIHTENH alITEYHBIX OPraHu3aIlKi:

HOANYHKTHI 2 1 4
nyHKTa 2 CTaThH 74
Ne 323-03;

nyskt 17 [Ipasun
OTITyCKa
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MOJTY4aiOT I OT KOMIIAHHH, IIPEJICTaBUTENA
KOMIIAHHH 00pas3Iibl JIEKapCTBEHHBIX
[penapaToB AJIs Bpy4YeHHUs HaceICHHIO?

HOJITYHKTH 2 U 4
IyHKTa 2 CTaTh¥ 74
Ne 323-03;

yHKT 17 IIpaBun
OTITyCKa

[IPEAOCTaBIIIOT T HAaCEIECHHIO
HEIOCTOBEPHYIO U (MJIH) HEIOJHYIO
HH(OOPMAIHIO O HATUYHY JIEKapCTBEHHBIX
[IpemaparoB, BKJIIOYast I€KapCTBEHHBIE
[Iperaparsl, HIMEIOIINE OTUHAKOBOE
MEXXIYHAPOAHOE HEIIaTEHTOBAaHHOE
HanMEHOBaHHE?

TIOAMYHKTHI 2 1 4
NyHKTa 2 cTaThu 74
Ne 323-D3;

yHkT 17 IpaBun
OTITyCKa

CKPBIBAIOT JI HHPOPMALIHIO O HATTMYHUH
IeKapCTBEHHBIX NPENapaToB, HMEIOLIHNX
Gonee HU3KYIO IeHy?

HOIITYHKTHI 2 U 4
IIyHKTa 2 cTaThu 74
Ne 323-@3;

nyHKT 17 IIpaBun
OTITyCKa

Tpe6onalmﬂ K OTHYCKY HApPKOTHY€CKHX H MNCHXOTPOMHLIX JIEKAPCTBCHHBLIX NpENaparos,

JICKapCTBE€HHBIX

npenaparoB, o0nagzalomux aHA00MHYECKOH AKTHBHOCTBLIO,

JIEKAPCTBEHHBIX MPENapaToB, MOLJIEKAMHUX MPEAMETHO-KOJHIECTBEHHOMY YYeTy

HHBIX

31.

OTnyck HapKOTWYECKHX H TICHXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB OCYIIECTBILIETCS
na  (QapmaneBTHYeCKHMH  pabOTHHKaMH,
3aHAMAIOIMAMH JO/DKHOCTH, BKJFOUYCHHBIE B
IepeueHb DOMMKHOCTEH?

nyHkT 19 [IpaBun
OTITyCKa;
Tlepeuens nomkHOCTEH

32

Otnyck JIEKapCTBEHHBIX IIpenapaToB,
obnamaroux aHaboIHYeCKOH aAKTHBHOCTHIO,
ocymecTBisieTcss JH  (papMalleBTHYECKHMH
pabGoOTHHKAaMH, 3aHUMAIOMIUMHU  JOJDKHOCTH,
BKJIIOUeHHBIE B Ilepedens nosnkHOCTEH?

nyHKT 19 [pasun
OTITyCKa;
[lepedens nomxHOCTEH

33.

Otmyck JIEKApCTBEHHBIX IIpenapaTos,
HOJIKAIMNX  NPEeJMETHO-KOTHYECTBEHHOMY
yUery, OCYIIECTBIIAETCS 1
(apManeBTHIECKUMHU paboTHHKaMH,
3aHUMAIOIIUMH JO/DKHOCTH, BKJIFOUEHHBIE B
IepeyeHb DOHKHOCTEH?

nyHKT 19 IlpaBun
OTIIyCKa,
IlepedeHp BOMKHOCTEH

34.

HapkoTtuueckne u IICHXOTPOIIHBIE
nekapcTBeHHbIE npernapaTs! Crincka II Ilepeuns
HapKOTHYECKHX 74 IICUXOTPOITHBIX
JIEKapCTBEHHBIX IPENapaToB OTIYCKAIOTCH JIH
nopu NpeABABICHUN JOKyMEHTa,
YAOCTOBEPSIOLIETO JTYHOCTB, nviy,
yKa3aHHOMY B pelenTe, €ro 3aKOHHOMY
MPEACTaBUTENI0 HMIM  JIHIY, HMEIOUIEMY
0(hOpMIICHHYIO B COOTBETCTBHH c
3aKoHOmaTeascTBOM Poccuiickoit Penepanuu
JOBEPEHHOCTh Ha IIpaBO MOJYyYEHHS TaKHX
HapKOTHYECKHX u MCUXOTPOIHBIX
JIEKapCTBEHHBIX ITpenapaTos?

nyHKT 20 [IpaBun
OTITyCKa
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35.

Briaercs i nociie OTIyCcKa HapKOTHYSCKUX U
ICHXOTPOMHBIX JIEKAPCTBEHHBIX IIPEaparoB
Coucka II u III Tlepeuns HapKOTHYECKHX H
IICHXOTPONHBIX JIEKAPCTBEHHBIX IpenapaToB
CHTHAaTypa C JKeITOH MOJIOCOH B BEpXHEH JacTh
U HaJIOHCBI0 YepHHIM WMpHGTOM Ha HEH
«Curnarypay, B KOTOpO¥ yKa3bIBaIOTCA:

nyHKT 22 [Ipasun
OTITyCKa

HaMMEHOBAHHE M aJpeC MECTOHAXOMICHUA
cyObekTa  OOpalleHHS  JICKapCTBEHHBIX
cpenctB?

myHKT 22 [IpaBun
OTIIyCKa

HOMEDP U JiaTa BEITHCAHHOTO peuenTa?

myHKT 22 [IpaBui
OTIIycKa

amumms, UM, OT4eCTBO (IIPH HAIMYHMH)
mMoa, IS KOTOpOro  IpeaHa3sHavYeH
TeKapCTBEHHBIA IIpenapaT, €ro Bo3pact?

myHKT 22 [IpaBun
OTITyCKa

HOMEp MEIUMIMHCKOH KapThl TAllUeHTa,
[OJIy4ArOUIEr0 MEIUIIMHCKYIO IOMOLIb B
aMOyJIaTOPHBIX YCIOBHAX, JUIL KOTOPOTO
NpeHA3HAYEH JIEKAPCTBCHHBIH npenapar?

myHKT 22 [IpaBun
OTITyCKa

amunua, uMA, OT4eCTBO (IIPH HAIIMYHH)
MEIUIHHCKOro paGOTHHKA, BBHINHCABIIETO
pellenT, ero KOHTAKTHBIH TenedoH ubo
TenedoH MEIRIUHCKOH OpraHu3aluu?

nyHKT 22 ITpasun
OTIIyCKa

COZCPXKaHHC PEICIITa Ha JIATHHCKOM A3bIKE?

nyHKT 22 [IpaBui
OTIIyCKa

dammIKs, UMs1, OTIECTBO (TIPH HAUYKM) U
noamKuchk (papMaleBTHYECKOTO PabOTHHKA,
OTIyCTHBIIETO JIEKAPCTBEHHbIH Ipenapar?

myHKT 22 [Ipasun
OTIIyCKa

MaTa OTIycKa JIeKapCTBEHHOrO Ipenapara?

myHKT 22 [IpaBuin
OTIIyCcKa

TpeGoBanusi K OTNYCKY JIEKAPCTBEHHBIX MNpPENapaToB Mo TPeOOBAHHAM-HAKIAAHBIM
MeIMIHHCKAX OpraHH3anuil, HHAMBHIYAILHLIX NpeINpHHHMATe/IeH, AMEIOMMX JIMIECH3HI0 HA
MEAUIHMHCKYIO NeATeIbHOCTD

36.

nyHKT 26 [TpaBun

VMeeTcss MM Ha TpeGOBaHWSX-HakTamHex Ha | OTHYCKE;

TOJTy4eHHe JeKAPCTBEHHbIX IPENapaToB: IIpunoxenne Ne 13
rnassl 111 MacTpykuum
nyHKT 26 Ilpasun

rTaMm? OTITyCKa;
' IMpunoxenue Ne 13
riassl [ MECTpYKITMH
KpyTyas eyarsb MeIMIUHCKOM | MyHKT 26 ITpaBui
OpraHu3aluu’? OTIIyCKa;




[Mpunoxenue Ne 13
rnassl 111 MHCTpyXR1IIMH

MOAIMMCh €€ PYKOBOAUTENS HIH €Io
3amecTHTeNd 1o JiedeOHOoM yacTu?

myHKT 26 IIpaBun
OTITyCKa;
[Tpunoxenue Ne 13
rnasbl 111 MacTpykimm

HOMED JOKYMEHTa?

myHKT 26 [IpaBun
OTILYCKa;
ITpunoxenue Ne 13
rnaBsl 111 MacTpyknun

naTa cocTaBlIeHHS JOKyMeHTa?

nyHKT 26 [IpaBun
OTHYCKa;
[Mpunoxenue Ne 13
rnassl 111 MHCTpYKIIHH

HAUMCHOBAHHUC OTIPABUTEILA
VICKAPCTBECHHOT'O HpenapaTa?

nyHKT 26 [IpaBun
OTIIyCKa,
[Tpunoxenue Ne 13
rnassl [II MHCTpYKIIMH

HaUMEHOBaHHUE HOJTyqaTest
lTeKapCTBEHHOTO Ipenapara?

myHKT 26 IIpaBun
OTITyCKa;
[Mpunoxenue Ne 13
rnaBsl 11 MaCTpyKImH

HaHMEHOBaHUE JIEKApPCTBEHHOTO IIpernapara
Ha JIATHHCKOM s3bIKe (C  yKa3aHMEM
mo3mpoBku, (OpPMBI  BBIIyCKa, BHIA
YIAKOBKH, CIIoco0a MpUMEHEHHM:)?

myHKT 26 IIpasmi
OTITYCKa;
[Tpunoxenne Ne 13
rnassl [H MuacTpykunn

[KOJTHYICCTBO BanC60BaHHI>IX
JICKapPCTBCHHBIX HpenapaTOB?

nyHKT 26 IIpaBun
OTIIyCKa;
[punoxenue Ne 13
riassl [1I MHCTpyKIMH

KOJMYECTBO M CTOMMOCTH OTIYLIEHHBIX
JIeKapCTBEHHBIX IIpernapaToB?

yHKT 26 [IpaBun
OTITyCKa;
IMpunoxenune Ne 13
rnaBsl [II MHCcTpyKmu

37.

OcywecTeisiercs M OTmycK mo oraemsasm | TYHKT 27 Ilpasun
TpeGOBaHUAM-HAKIIAIHBIM: OTIryCka
HApKOTHIECKAX u IICHXOTPONHBIX | mynkT 27 IIpaBun
nexkapcTBeHHBIX npenaparos Criucka Il u III | otmycka
[Tepeuns HAPKOTHYECKHX M IICHXOTPOMHBIX
TeKapcTBEHHBIX Mpenaparos?
lleKapCTBEHHBIX MpemapaTos, momnexamux | TYHKT 27 Ilpasu
MpeIMETHO-KOTHYECTBEHHOMY Y4eTy? OTIryCka
MHBIX JIeKapCTBEHHBIX Mpenapatos, B Tom | MYHKT 27 llpasui
OTITycKa

[YICIIe OTIIyCKaeMbIX Oe3 penenta?




239

38. IpocTasnsercs 1 Ha TpeGOBAHUA-HAKIAIHOH | MYHKT 29 Ilpasun
OTMETKa O KOJNHYECTBE UM  CTOHMOCTH | OTIyCKa
OTIyIIEHHBIX JIEKAPCTBEHHBIX IIpEnaparos?

39. OcyImecTBIsSeTCs T XpaHEHHe TpeOOBAHHH- | MyHKT 30 Ilpasun
HAKJIaOHBIX, [0  KOTOpPHIM  OTIYIIEHHI | OTIyCKa
JNIEKapCTBEHHBIE [IPEMapaThl:

nyskt 30 [pasun
OTIIyCKa
Ha HApKOTHYECKHE M  IICHXOTPOIHBIC
nexapcTBerHble npenapaTsl Crmcka 11 u 111
[Tepeuns HAPKOTHYECKAX M NCHXOTPONHBIX
TeKapCTBEHHBIX IIPENapaTtoB - B TEUCHHE
MATH JIET?
Ha JIeKapCTBEHHEIE npenapatsl, | myHKT 30 Ilpasmin
IO aJICKAIueC MIpEAMETHO- | OTIYCKA
KOJIMUYECCTBEHHOMY YUETY, - B TCUCHHE TPEX
net?
nyHkT 30 IIpaBun
Ha MHBIE JIEKAPCTBEHHBIE IIpENapaTh! - B oTmycKa
TeyeHHe OJJHOro roja?

40. Cobmomaercs  3ampeT Ha  Hapymenue | yHKT 31 IIpasun

IIEpBHYHON yTIaKOBKH JIEKApCTBEHHOI'O | OTIIyCKa
Tperapata MpH €ro OTHYCKe Mo TpeGOBaHMIO-
HaKnamHOM (32 HCKmoueHHeM CyOBekra
PO3HHYHOM TOPTOBIH, MMEIOIIETO JHIIEH3HIO HA
(apManeBTHYECKYIO JEATENBHOCTE C IIPaBOM
M3rOTOBJICHHSA J€KAapCTBEHHBIX NIPENapaToB)?

41. Cobmomaercss JH  3ampeT Ha  OTIycK | myHkT 7 IIpaBun
JICKapCTBECHHBIX IIpPEnapaToB B KOJIMYCCTBE, | OTIyCKA, MIPUIIOXKCHHUA
YKa3aHHOM B pellenTe, B Ciy4ae, Korja Amsd | Ne 1 u Ne 2 [Topsnka
JNIEKapCTBEHHOTO  IIpemnapara  YCTAHOBIEHBI | yaspaueHUs U
TIpeebHO AOIYCTHMOE HlK PEKOMEHIOBAHHOE | ppmycriBaHms
KOJIMYECTBO JUIS BBHINMUCHIBAHHA Ha OJHUH
penent?

42. CobmonaeTcss JM 3ampeT Ha Hapylnerue | myHKT 8 IIpaBui
BTOPUYHOK  (NOTPEOMTENBCKOM)  YNAKOBKH | OTIyCKa
NEKapCTBEHHOro  Ipemapara M OTIYCK
JNIEKapCTBEHHOrO IpemapaTa B IEPBUYHOHU
ymakoBKe?

43. Co6mofaercs Ju  3adpeT Ha  OTIYCK | IMyHKT 28 IIpaBun
HapKOTHYECKUX 3 IICHXOTPOIHBIX | OTIIyCKa

nexapcTBeHHbIX mperaparoB Crmcka II m I
[lepeynsi HApPKOTHYECKMX H IICHXOTPOIHBIX
JIEKAPCTBEHHBIX NPEHapaToB MO TpeGOBaHMAM-
HaKJIaJHBIM HHAABAYaIbHOIO
IpeANpPUHAMATENA, MMEIOMEro JHMICH3NI0 Ha
MEIUIUHCKYIO IESTeBHOCTh?




(momxaOCTs 1 PHO JODKHOCTHOTO JIMIIA, 3aI0JIHUBILIETO IIPOBEPOYHBII JIACT, TIOAIHCE, AaTa)

(mormxHOCTS B ®VIO TOIKHOCTHOTO JIHIA OPH/MYECKOro JIIA, IPACYTCTBOBABIICTO NPH
34TI0JIHEHHH IPOBEPOYHOTO JIUCTA, IOAIIHCE, 1aTa)




IMpunoxenne Ne 26

K npukaszy QenepanbHOH CiyKOb!

10 Ham30py B cdepe 34paBOOXPAHEHUA
4

ot (Y M/%NQ[/) \’327

®opma

IIpoBepo4YHBIH JHCT
(cMHCOK KOHTPOJILHBIX BONPOCOB),
ucnoJb3yembiii ®enepanbHoii ciryx6oii o Hag3opy B cdepe 31paBoOXpaHeHHs
H ee TepPUTOPHAJIBLHBIMH OPraHAMH NPH NPOBeJCHHH MJIAHOBLIX NPOBEPOK NpH
ocyecTBJIeHHH (heepadbHOro rocy1apcTBEHHOro Haa3opa B chepe obpaieHHns
JIEKAPCTBEHHBIX CPEACTB
(oTHycK M peaju3alMs JeKAPCTBEHHbIX PENapaToB sl MeIHIHHCKOrO
npHMeHeHHsl HHANBHAYAILHBIMH NPeANPHHAMATE/IAMH)

(HanMeHOBaHHE OpraHa, OCYILIECTRIMIONIEro TIAHOBYIO IIPOBEPKY)

1. Bun roCyIapCTBEHHOIO KOHTPOJISA (Hag3opa)

2. Tlpemmer IUIaHOBOM IPOBEPKH HOPUIMYECKHX JIHMIl W HHAMBHIYaJbHBIX
TpeIpHHEMATENEH OrpaHHYHBAETCS 063aTeNbHEIMY TPeOOBaHUAMY, COOJTIOICHUE KOTOPBIX
gBJIAETCS HamOoJiee 3HAUUMBIM C TOYKH 3pEHMS HENOINYIIEHHS BO3HUKHOBEHMS YIPO3BI
pHYHHEHNS Bpe/ia XU3HM, 370POBBIO PaXK/IaH, U3I0KEHHBIMA B pOpMe IPOBEPOTHOrO JIHCTA
(CTIMCKa KOHTPOJNBHBIX BOIIPOCOB).

3. HauMeHOBaHHe IOPHIMYECKOr0 JHua, (GaMHIHi, HMs, OTYECTBO (UpH HAIMIHH)
HHIABUIYAJIBHOTO NpeANpPUHAMATEIS:

4. MecTo MpOBEIEHHs IUTaHOBOH IPOBEPKH C 3allOJHEHHEM IIPOBEPOYHOro JIMCTA:

5. PexBU3HUTHI NIPHKa3a O MPOBEJICHHHU IIAHOBOW IMPOBEPKH: OT

Ne

6. YueTHbI HOMEp IPOBEPKH U J]aTa IPUCBOSHHUS yUeTHOTO HOMEpa MPOBEPKH B Enunom
peecTpe NMPOBEPOK:

7. JIOmKXHOCTh, GaMIIAA U WHHLMAIBI JOJDKHOCTHOIO JIMIA (u11), mpoBOAAIIETrO(MX)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. INepeueHp BOMPOCOB, OTPAXKAIOIINX COfiepkKaHue 00s3aTelbHBIX TpeGOBaHM, OTBET Ha
KOTOpPHIE OJHO3HAYHO CBHCTENLCTBYET O COOMIONCHUH HIIH HeCOOIIOCHUH IOPUANIECKIM
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JIALOM, MHIABHAYaTbHEIM PENPHHAMATENEM 00A3aTeIbHBIX TpeGoBaHuii, COCTABMIAIOMMX
IpeaMeT MPOBEPKH:

PexBH3HTHI BeiBoa 0
HOPMATHBHBIX BLINOJTHCHAH
Ne Bonpocskl, 0Tpazkalomue cofepkanne NpaBOBBIX AKTOB, C TpeGoBanmii
n/n 06s3aTeNbLHbIX TPeGOBaHMI yKa3aHHeM HX

CTPYKTYPHBIX aa HeT
€IHHAN, KOTOPLIMH
YCTaHOBJIEHBI
obs3aTeIbABIE
TpeGoBaHUA

®enepanbHbIi 3aKoH 0T 12 anpes 2010 r. Ne 61-®3 «O6 o6pameHnH JIEKAPCTBEHHBIX CPEACTE
(Cobpanue 3aKOHOAATEILCTBA Poccuiickoii ®enepamun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-03); IIpaBnia oTIyCKa JeKaPCTBEHHBIX npenapaTos sl MEIHIHHCKOro
IPAMEHEHHs, B TOM 9HC/Ie HMMYHOOHOIOTHIECKHX JIeKApCTBEHHBIX NPENapaToB, aNTeIHLIMH
OpraHM3amMsMH, HHIMBHAYAJIbHBIMH TNpEINPHHAMATEIAMH, HMEIOMHEMH JINIEH3HI0 Ha
bapManeBTHIECKYIO AEATEJILHOCTD, yTBep:KIeHHbIE NPHKA30M MunucTepcTBa
sgpasooxpanenus Poccuiickoit ®enepanun ot 11 mions 2017 r. Ne 4031 (3aperncTrpHpoBaH
MunucrepcrBom focruunn Poccuiickoi ®enepanun 8 cenrabpa 2017 r., perucTpanuoHHBIH
Ne 48125) (nanee - IIpasuia otmycka); Ilopsnok Ha3HAYICHAS U BBINMHCHIBAHHUS JIEKAPCTBEHHBIX
NpenaparoB, H3AeIHI MEIHIHHCKOr0 Ha3HAICHHR H CHeNHAJU3HPOBAHHBIX MPOAYKTOB
fMegeGHOr0 NMTAHMA, YTBEPKIAEHHLIH  npukasoMm MunmcTepcTBa 3ApABOOXpaHEHHS H
conmaanbHoro passutas Poccmiickoit @enepanuu 0T 12 ¢espans 2007 r. Ne 110
(3aperucTpupoBaH MUHHMCTEPCTBOM HOCTHIMH Poccuiickoiit ®enepamua 27 anpens 2007 r.,
perucTpandoHHbiii Ne 9364) ¢ HM3MEHEHMAMH, BHECEHHHIMH MpHKa3oM MHHHCTEPCTBA
sapaBooxpanenns Poccmiickoii ®@eaepanun o1 26 deppans 2013 r. Ne 94u (3aperncTpupoBaH
MunncTepeTBoM IocTHIHE Poccniickoii ®enepanua 25 wmions 2013 r., perucTpanuoHHbII
Ne 28881) (manee — Mucrpyknusi); Ilopsanok HasHa¥eHus H BHINICLIBAHUSA JEKAPCTBEHHBIX
npenapaTos, a TaKkke GopM penenTypHbIX 61aHKOB HA JIEKAPCTBEHHbIE IPeNapaThl, MOPHAIOK
opopmiIeHAs yKa3aHHBIX O0JaHKOB, HX Yy4YeTa H XpaHeHHH, yTBEp:KACHHBI NPHKAa30M
MHuHHCTEPCTBA 3APaBOOXPAHECHHSA Poccniickoit ®enepanuu ot 20 nexabps 2012 r. Ne 1175u
(3aperncTpnpoBan MHHHCTEPCTBOM HOCTHIHH Poccuiickoit @emepamun 25 mions 2003 r.,
perncTpanuoHHbIi  Ne 28883) ¢ wu3MeHEHHSMH, BHECCHHLIMH INpHKAa30M MunucrepcrBa
sapasooxpanenus Poccniickoii @enxepanun oT 21 anpeas 2016 r. Ne 254u (3aperucTpupoBaH
MuHucTepcTBOM HOCTHIHE Poccniickoi ®epepannn 18 mions 2016 r., perucTpanAoHHbI
Ne 42887) (nanee - Ilopsaok HA3HAYICHHS H poinuchbiBanns); IlepedeHn JeKapCTBEHHbIX CPEICTB
Al MeJAIMHCKOro MpPHMEHEHHs, TOMLICKAIMMX NpeIMETHO-KOJINYeCTBEHHOMY  yIeTy,
yTBepIeHHbIH mpukasoM MunucTepCTBA sapaBooxpanenns Poccuiickoi Penepanun
or 22 ampeas 2014 r. Ne 183m (3aperucTpHpoBaH MunncreperBoM et Poccniickoi
®enepanun 22 mioas 2014 r., perucrpaudonnbiii Ne 33210) ¢ m3MeHeHHAMH, BHECEHHBIMH
npuxa3oM MHHHCTEPCTBA 3IPABOOXPAHCHHS Poccniickoii ®enepanuu ot 10 cenTsa0ps 2015 .
Ne 634n (3aperucTpupoBan MHHHCTEPCTBOM JOCTHIMHA Poccniickoii ®enepannu 30 cenTsOps
2015 r., perucrpauuonnbiii Ne 39063) (nanee - IlepedeHb JIeKAPCTBEHHBIX cpenctB); Ilopaaok
OTIyCKa (GHIMYECKHM JIMIAM JeKaPCTBEHHDLIX NMpenapaTos s MeIMIMHCKOro HpHMeHEHH,
COJIepPKANMX KPOMe MAJIBIX KOJIHYeCTB HAPKOTHYECKHX CPEICTR, [ICHXOTPOMHBIX BEMECTB H HX
IpeKypcopoB ApyrHe (papMaKoJOrHiecKHe aKTHBHBIC BEMeCTBAa, YTBEPKICHHBIH NPHKA30M
MHUHHCTEPCTBA 3PABOOXPAHEHAA H COMAIBHOTO Pa3BUTH Poccniickoii ®egepanun ot 17 mas
2012 r. Ne 5621 (3aperucTpuposan MuHHCTEPCTBOM I0CTHINN Poccuiickoii ®eaepannuu 1 HioHA
2012 r., peracTpanuoHHbIA Ne 24438) ¢ H3MeHeHNAMH, BHCCCHHBIMU MPHKAIOM MuHHCTEpPCTBA
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sgpaBooxpanendsi Poccniickoit ®denepauun ot 10 centadps 2015 r. Ne 634u (3aperucTpupoBaH
MunucreperBom toctuun Poccniickoii @enepanun 30 centsops 2015 r., perncTpanuoOHHBIA
Ne 39063) (nanee — mopsaok); IlepeveHn KUIHEHHO He00X0AUMBbIX H BAJKHEHIHUX JIEKAPCTBEHHBIX
npenapatos Ha 2016 roa, a TaKke nepeveHb JEKAPCTBEHHBIX NMPENapaToB I MEIHIHHCKOTr0
IpHMeHEeHAst H MAHHMAJILHDIH ACCOPTHMEHT JIEKAPCTBEHHBIX MpENapaTos, He00XO0AUMBIX JJIf
OKa3aHHA MEIMIMHCKOM IIOMOINH, YTBEP)KACHHBIC PACHOPSKCHHEM IIpaBuTeabCcTBA
Poccuiickoii ®egepamnu ot 26 aexadps 2015 r. Ne 2724-p (Cobpanue 3aKOHOAATEJHCTBA
Poccniickoii ®enepamun, 2016, Ne 2, ct. 413) (nanee — Ilepedens JekapCTBeHHBIX npenaparos,
BXOAAIINX B MHHHMAJIbHBIH ACCOPTHMEHT)

1. JlekapcTBeHHBIE NpEMaparhl, BKIIOYECHHBIC B | MYHKT 4 [paBun
IepedeHb  JIEKApCTBEHHBIX ~ CPEIACTB UL | OTIYCKA;
MEIUIMHCKOTO IIPUMEHEHHsA, MOMICkKAIUX | pasaesbl I, I, 1II
IpeIMETHO-KOJHYECTBEHHOMY yuery, | [lepeuns

OTIYCKAIOTCS JIM TIPH NPEAbABICHAN PELETITOB,
BHINMCAHHBIX HA PEHENTYPHBIX OIanKax GOpMbI
No 148-1/y-88, yTBEpKIECHHOM IPHKa3OM
No 54n?

JIEKApPCTBCHHEBIX CPEICTB

2. JlexapcTBeHHBIE ~ IpemapaTel, —oOlajaromue | 1. 4 [TpaBuI OTILYCKa,

aHa0O0TMYECKOM aKTHBHOCTBIO, OTITYCKArOTCS JIX
TpH MPENBABICHAH PEIENTOB, BEIUCAHHBIX HA
penenTypHbIX Grankax popmer Ne 148-1/y-88,

HOJIYHKT 3 IyHKTa 9
[Topsinka Ha3HAYCHUS U
BBIMTHACHIBAHUSA

yTBEPKIEHHOM pHKa3oM Ne 54u?

nyHKT 4 IIpaBun
OTIIyCKa; IMYHKT 5
nopsiaxa

3. JlekapcTBeHHBIE — TIpemaparhl, —COACpIKAIIME
KpOME MAaIBIX KOJHYECTB HapKOTHIECKHX
CpElCTB, ICHXOTPONHBIX BEIIECTB H HX
IIPEKypcopoB  Jpyrue  (papMakoNOTHYECKHE
aKTUBHBIE BELECTBA, OTIYCKAIOTCA M IIpH
IpEIbSBICHHN PEIENTOB, BHIIMCAHHBIX HA
penenTypHbIx GiaHKax Gopmbl Ne 148-1/y-88,
yTBEpAKIEHHOM prKa3oM Ne 54u?

4. OTIycK JIeKAapCTBEHHBIX IpemaparoB  0e3 | IMYHKT S TlpaBun

PENENTOB OCYIIECTBIIACTCS JIA B COOTBETCTBHH C | OTIYCKA
HHCTPYKIMSMH IO  HMX  MEIUIHMHCKOMY
IIPEMEHEHUIO?

5. nyHKT 6 IIpaBun
Otmyck JIEKapCTBEHHBIX NpenaparoB | oTmycka
OCYLIECTBJISCTCA 1M B TE€UECHHE YKAa3aHHOrO B
pellenTe CpoKa ero JeHCTBHSA?

6. nyskT 6 IIpaBun
B cnyuae OTCYTCTBHS  JIEKapCTBEHHOTO | OTITyCKa
mpenapara peUenT NpHHAMAaeTcs JH HA
06CITy)KHBaHUE B CIIEIYIOUIHE CPOKH:

nyHKT 6 TIpaBun
perent c TTOMETKOH «statim» | oTmycka
(HeMeUIeHHO) 0OCTyXuBaeTcs B TCIECHUES
oHOr0 pabodero QHI co JHA OGpaIneHus
Tina K cyOBEKTy PO3HHYHOM TOPTOBIH?
PELleNT ¢ IOMETKO# «citoy (CPOUHO) nyHKT 6 [IpaBun
06CITyKUBAETCA B TeICHHE IBYX PabOIHX OTITyCKa
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nHelt co AHA oOpalleHu U K CyOBeKTy
PO3HAYHON TOProBIH?

pelienT Ha JIEKapCTBEHHBIA IIpenapar,
BXOISIIMHA B MHHUMAJbHBI aCCOPTHMEHT
IeKapCTBEHHBIX TpenapaToB IS
IMeIUITHHCKOTO PAMEHEHHs,
HEeOOXOMUMBIX IS OKa3aHHA MEIUIIMHCKOH
HoMOIH, OOCTyXHBAaeTCsA B TECUCHHE IATH
paGounx IHeH co AHs obpalleHHs iuua K
Cy6BEKTy PO3HIUYHOM TOProBIK?

nyHkT 6 [IpaBui
OTITyCKa

O6CITyKUBAETCS JIU PELENT Ha JIEKapCTBEHHBIHA
npenapar, OTIycKaeMblli OecIUlaTHO HIM €O
CKHIKOM ¥ He BOINEIUHNA B MHHHMAIbHBIA
aCCOPTUMEHT JIEKapCTBEHHBIX IIPEnapaToB UL
MEIUIAHCKOTO NPHMEHEHHS, HEOOXOIUMBIX
UIS  OKa3aHHWsd MEIUIMHCKOH IIOMOINH, B
TeyeHHe Jecarm pabouumx JOHEH co JAHA
obpamenust nuna K CyOBEKTYy PO3HHYHOH
TOProBJIH?

nyBKT 6 IIpaBun
OTIIyCKa

OG6CITy>XKUBAOTCS b1 peLenTsl Ha
NeKapCTBEHHBIC IIpeNaparhl, Ha3HaJaeMble IO
pElICHHIO BpadeOHOH KOMHCCHM, B TCYCHHE
ISTHAAUATH paboumx AHEH co JHS oOpaiueHus
JTATA K CyOBEKTY POHUYHOM TOProBIH?

nyHKT 6 IlpaBun
OTITyCKa

OTIycKaloTCs M JIEKApCTBEHHBIE IpeIapaTh
10 PelenTaM ¢ MCTEKLIIM CPOKOM AeHcTBHA?

myHKT 6 [IpaBui
OTITyCKa

10.

OcymiecTBisieTcss M IIPU HMCTEYEHUM CpoKa
JeHCTBHS pelenTa B IMEPHOJ HaXOXICHHUs €ro
Ha OTCPOYEHHOM OOCTyXHMBaHHU  OTITYCK
JIEKapCTBEHHOTO TPETapara 10 TAKOMY PeLenTy
(6€3 ero mepeothopMIICHHS)?

myHKT 6 [IpaBun
OTIIyCKa

11.

JlekapcTBEHHBIE TIpENapaThl OTIYCKAIOTCS JIH B
KOJIMYECTBE, YKA3aHHOM B periente?

nyHKT 7 IIpaBun

Ha3HA4YCHHA ¥
BBHITHCBIBAHUA

12.

dapmarieBTHUeCKHll PabOTHHK OTIyCKaeT JIH
TpelebHO JOIYCTHMOE I PEKOMEHJOBAaHHOE
KOJIMYECTBO JIEKApCTBEHHOIO IIperapara s
BHIIHCHIBAHMS Ha  OIOWH  pELenT  IpH
NpEIBABICHAN pelenTa ¢ IPeBBIICHUCM
npeaenbHo JOIyCTHMOTO HITH
PEKOMEHIOBAHHOIO KOJIHYECTBA
JIEKapCTBEHHOTO TIPenapaTa /i BHITHCHIBAHHS
Ha OJMH peuent ¢  IPOCTaBICHUEM
COOTBETCTBYIOIIEH OTMETKH B penente?

myHKT 7 [IpaBun
OTITyCKa

OTITyCKa; IPHIIOKECHUS
Ne 1 u Ne 2 Tlopsinxa
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13. | Ormyck JIeKapCTBEHHOTO npenapata | cratbs 46 Ne 61-@3;
OCYIIECTBIIAETCS JIH B IEPBHYHOHN 1 BTOpHUHOH | myHKT 3 cTatsy 27
(moTpeGHTENBCKO#H) yImaKkoBKax c | Ne 3-@3;
MapKHpPOBKOH? myHkT 8 IlpaBun

OTIIyCKa

14. |Hapymaercs Jm  nepBHYHas  YIaKOBKaA | IYHKT 8 ITpaBun
JIeKapCTBEHHOTO IIpernapara IpH €ro ormycke? | OTIycKa

15. nyskT 9 IIpaBui
TIpu oTmycKe JIeKapCTBEHHBIX PENapaToB HA | OTITycka
pelienTe IPOCTABIAETCS JIM OTMETKA 06
OTITyCKe JIEKapCTBEHHOTO Ipenapara ¢
yKa3aHHEM:

TOProBOr0 HAMMEHOBAHWS, NO3MPOBKH H | IYHKT 9 Mpasun

KOJIMYECTBA OTITYIIEHHOTO JIEKAPCTBEHHOIO | OTIyCka

npenapara?

(paMmITAH, IMEHH, OT4eCTBa (TIpH Hanmuuuy) | yHKT 9 IIpaBun
eQUIIMHCKOTO paboTHHKAa B Ciydadx, | OTHyCKa

yKa3aHHBIX B ab3alle YCTBEPTOM ITyHKTa 7u

a63ane TpeTheM myHkTa 10 IIpaBHi

oTmycKa?

PEKBH3UTOB JOKYMEHTA, YAOCTOBEPSIOWICTO | IyHKT 9 I1pasun

JIMYHOCTD JMIa, TIOJIy9IHBIIETO | OTIIyCKa

mexkapcTBeHHBIH Ipemapar, B Ciy4ae,

ykaszanHoM B myHKTe 20 [1paBuin ormycka?

pamMuIHH, HMEHH, 0T9eCTBa (TIPH HamuunH) | myHKT 9 IlpaBun

(bapManieBTHYECKOTO paboTHHKa, | OTIYCKa

OTITyCTHBILETO JIeKapCTBEHHBIN IPENAPAT, 1

ero MoAmUCcH?

NaThl OTIYCKa JIEKaPCTBEHHOTO npenapara? | myHkT 9 [IpaBun

OTITyCKa

16. | Pement ¢ OTMeTKO}M BO3BpamlaeTCs JH MPH | IIYHKT 10 IIpasun
OTIyCKEe JIEKapCTBEHHBIX ~ IPENapaToB IO | OTIYCKa;
pellenTy, BHIIHCAHHOMY Ha PEIENTYPHOM | npuiiOKeHHe Ne?2
6nanke QopMer Ne 107-1/y, yTBepXACHHOH | [Jopsmxa HasHAYeHHS U
npukasom Ne 54H, Cpok AEHCTBHA KOTOPOTO | ppmycprpanus
COCTaBIISET OJMH roJ?

17. | llepemaercsa bzt hapmareBTHYECKHM | MyHKT 11 [IpaBun
pabOTHHUKOM JALLY, nproOpETAIOMIEMY | OTITyCKa

(monmyJaromeMy) JIEKapCTBEHHBIC Ipernaparhbl
0 pelenTy, BHIIMCAHHOMY Ha PEUCHTYPHOM
6nanke  dopmer  Ne  148-1/y-04 (),
YTBEPXKICHHOM IPUKa30M Ne 54n, nm
dopmer Ne 148-1/y-06 (1), YTBEPKACHHOM
npukasom Ne 54H, 3amONHEHHBIH KOPEIMIOK
TAKoro perenTa?
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18. OcraioTcs ¥ XpaHaTcs JiM y CyOBeKTa | MyHKT 14 IlpaBun
ofpaleHus JeKapCTBEHHBIX CPEJICTB PELENTE! | OTIyCKa

(¢ oTMeTKOHM «JlekapCTBeHHBI  IIpenapar
OTIIYIICH») Ha:

lekapCTBEHHbIE IIpenapaThl, OTIYCKaeMBIE
GecIUIaTHO MM CO CKHUJIKOW, - B TCUCHHC
Tpex JeT?

nyHKT 14 TIpaBun
OTITyCKa

lleKapCTBEHHBIE IIPEMapaThl, 00TaNAOIINe
aHAGOIMYECKON aKTHUBHOCTBIO, - B TCUCHUC
Tpex JieT?

nyskT 14 IIpaBun
OTIIyCKa

JIeKapCTBCHHBIC npenaparsl, noJJiexamue
IIpeHMCTHO-I(OJ'II/I‘ICCTBCHHOMy yUeTy, - B

nyHkt 14 [IpaBun
OTIIyCKa

TeUeHHE TpeX JIeT?

nyskT 14 IIpasun
OTITyCKa

NexapCTBEHHBIE IpemNaparsl B KHAIKON
TekapcTBeHHOH popMe, coaepKalIne Gonee
15% 3THJIOBOrO CIIUpPTa OT 06beMa rOTOBOH
MPOAYKIMH, - B TEICHHE TPEX MecseB?

WHBIE JICKapCTBEHHBIC npenapartsl, | myHKT 14 TIpaBun
OTHOCSIIHECS o ATX K | oTmycka
AHTHIICHXOTHYECKMM  CpeAcTBaM (KO

NO5SA), aHKCHOTHTHKaM (KOX NO05B),

CHOTBOPHBIM H CEJATHBHBIM CpeACTBaM
(xom NO5C), anTHAETIpPECCAHTAM (xox
NO6A) u He mNOQIENKAMUEC NPSIMETHO-
KOJIMYECTBEHHOMY YUETY, - B TEUECHHE TPEX
MecCSIEB?

19. | PenenTsl, He yKa3aHHBIC B yHKTe 14 IIpaBrit
OTIycKa,  OTMEYAaloTCs  Ji  LITaMIlOM
«JlexapcTBEHHBIH IIpenapaT OTIyIICH»?

nyskT 15 [pasuin
OTITyCKa

20. | PemenTsl, He yKasaHHble B MyHKTE 14 [IpaBun | MyHKT 15 IlpaBun

OTITyCKa, BO3BpallalOTCA U JIHIY, | OTITyCKa
TIOJTyUHMBIIEMY IEKAPCTBEHHBIH penapar?
21. |Wmeerca 1o XKypHan, B KOTOpPOM
PETHCTPUPYIOTCA PELENTHl, BBIUCAHHBIC C | IIYHKT 15

HapymenueM [IpaBrI OTIyCKa, C yKasaHHeM:

ITpasui oTIrycka

MPUHSATHIX Mep?

BEISBJICHHBIX HapymeHu# B 0QOpMICHHH| MYHKT 15
perenTa? ITpasun oTImycka
daMuuE, UIMEHH, OTYECTBA (IpH HAIAYHH) TYHKT 15
TMIa, BITHCABINETO PENENT? ITpaBun OTIyCKa
" myHKT 15
HAMMCHOBAHHUS MEIHIMHCKOMN OpraHM3ailiy?
[IpaBui OTIyCKa
IyHKT 15

IIpaBmi oTIycka

Orpaﬂuqemm, HaJlaraeMbi¢ Ha (l)apManeBanecKnx

paboTHAKOB MPH OCYIMIECTBJICHHH HMH

npodeccHOHAILHOI AeATeNLHOCTH (ctatbst 74 PenepajIbHOro 3aK0Ha OT 21 nosibps 2011 1.
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Ne 323-®3 «O6 ocHOBaxX OXpaHbI 310poBbA rpaxaan B Poccuiickoi ®egepannn» (Cobpanne

3akoHogaTeabcTBa Poccuiickoit ®exepanun, 2011, Ne 48,

(nasee - Ne 323-®3)

ct. 6724; 2017, Ne 31, cr. 4765)

22.

dapmarieBTHuecKue pabOTHHKHA H
PYKOBOJIMTEIU aNTEYHBIX OPraHH3aIi:

NOANYHKTHI 2 1 4
HyHKTa 2 cTaTh¥ 74
Ne 323-03;

nyskt 17 [pasun
OTITyCKa

MOJIy9aloT JIX OT KOMIIAHHH, TIPeICTaBUTEIS
KOMITAaHHH 00pa3iibl TeKapCTBEHHBIX
[IpenapaToB IS BPYUCHHS HACEIEHUIO?

HOJIYHKTH 2 U 4
myHKTa 2 CTaThH 74
Ne 323-D3;

nyHkT 17 IpaBui
OTIIyCKa

NPEAOCTABIIOT JIM HACEJICHUIO
HEIOCTOBEPHYIO U (MJIH) HETIOHYIO
HHPOPMAIHIO O HATHIHHU JIEKapCTBEHHBIX
penaparoB, BKIIIOYas JIEKAPCTBEHHBIC
npenaparsl, IMEIOIHE OANHAKOBOE
MEKIyHapOIHOE HENATCHTOBAaHHO®
HaMEHOBaHUE?

HOMMYHKTH 2 H 4
nyHKTa 2 cTaThu 74
Ne 323-®3;

nyukt 17 Ipasun
OTIycKa

CKPBIBAIOT JIK HH(bOpMaIII/IIO 0 HAJITH9IIHA

HOMIYHKTEI 2 U 4
NyHKTa 2 CTaTeu 74

leKapCTBEHHBIX IIPENApaToOB, HMEIOIIMX Ne 323-@3;
Gosiee HA3KYIO IIEHY? nyHkt 17 [Ipasun
OTITyCKa
TpeGoBanuss K OTHYCKY JIEKAPCTBEHHBIX [PENapaTos, o61amalomux aHA(0JIHIECKOMH
AKTHBHOCTLI0, HMHBIX  JIEKADCTBEHHBIX  TpeNapaTroB, MONIEKamMHUX  MPEAMETHO-
KOJHY€CTBEHHOMY Y4IeTy
23. Otmyck JIEKapCTBEHHBIX npenaparos, | myHkT 19 IlpaBun
obnajaomux aHabOJMYeCKOH aKTHBHOCTBIO, | OTIIYCKa;
OcymeCTBHﬂCTCH pIes e (bapMaHeBTH‘IeCKI/IMI/I Hepequb I[O.TI)KHOCTCI’I
paGOTHHKAMHK, 3aHMMAIOIMUMH  JO/DKHOCTH,
BKJTIOYEHHBIE B [lepeuenb JOIDKHOCTER?
24, Otnyck JIeKapCTBEHHBIX npenaparos, | myHkT 19 [Ipasun
NOUIEKAIMAX  IPEAMETHO-KOJIMICCTBEHHOMY | OTITYCKa,;
yHery, OCYIICCTBIIACTCA 1H | [TepeveHb NOKHOCTEH
¢bapMarieBTHIECKUMH paboTHHKaMH,

3aHUMAOIIMMK JOJDKHOCTH, BKJIIOUYCHHBIE B
ITepeueHb NOJDKHOCTEN?

TpeGosaAusi K OTHYCKY JI€KapCTBEHHLIX MNpENapaTros Io Tpe60BaAHAAM-HAKIAAHBIM
MeTMIUHCKAX OPraHu3anuii, HHAMBHAYATLHBIX NPeNPUHAMATE/ICH, HMEIONHX JIHIECH3HIO HA
MEIHIHHCKYIO 1eATEIbHOCTD

25.

Wmeercss mu Ha TpeOOBaHMAX-HAKJIAJAHBIX Ha
NoJIy4eHHe JIEKapCTBEHHBIX MPENapaToB:

nyHKT 26 IIpasun
OTITyCKa;
[Mpunoxenue Ne 13
rnassl I MHCTpYKIIMH
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[rramin?

nyHKT 26 IIpaBun
OTILYCKa;
IMpunoxenne Ne 13
riassl 111 MeCcTpyKITNHn

KpyTJias neJaTh MEAUIUHCKOH

OpraHu3aiu’?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenne Ne 13
rinassl [1I MHCTpYKITHK

MOINKACh €€ PYKOBOOUTENd MIH €ro
saMecTHTENS 1o JiedeOHoM yacT?

myHKT 26 IIpasun
OTILyCKa;
IIpunoxenne Ne 13
rinassl [1I MHCTpYKITNH

HOMeEp JIOKyMeHTa?

nyHKT 26 [IpaBui
OTITyCKa;
[Tpunoxenue Ne 13
rnabsl 11 MHCTpYKIIMM

TeKapCTBEHHBIX ITPENapaToB?

nyHkT 26 [pasun
TaTa COCTABIICHHS JOKYMEHTA? oTIycKa,
™ ) IMpunoxenune Ne 13
rinassl 111 MHCTpYKITHH
nyHkT 26 ITpapun
HAMMEHOBAHHE OTIpaBUTENS | OTIYCKa;
nexapCcTBEHHOTO Ipenapara? [Mpunoxxernue Ne 13
rnabsl 11 MaCTpYKIIHM
nyHKT 26 [Ipasuin
HaVMEHOBaHUE nonydarens | OTITYCKa;
TeKapCTBEHHOTO Ipenapara? IMpunoxerue Ne 13
rinassl 11 MECTpYKIHMH
HauMEHOBaHHKE JIEKAPCTBEHHOTO Npenapara | HYHKT 26 ITpapun
Ha JIATHHCKOM s3BIKe (¢ yKasaHWeM | OTIIYCKa;
nosmpoBku, QopMel  BelTycka, Buaa | [Ipunoxenue Ne 13
YTIaKOBKH, CII0c00a NIPUMEHEHHS)? rinassl 111 MHCTpYKIIHA
nyHKT 26 [Tpasun
KOJIMYECTBO 3aTpe0OBaHHBIX | OTIYCKa,
TeKapCTBEHHBIX IIPENIapaToB? IMpuoxenne Ne 13
riassl 111 MHCTpYKIIHA
myHKT 26 [Ipasun
KOJIMYECTBO M CTOMMOCTH OTIIYIIEHHBIX | OTITYCKa;

Ipunoxenune Ne 13
rnassl [II MHCTpYKUIMHK

26.

OcyimecTBIseTcs MM OTycK mo oTAerbHbmM | "HKT 27 Ipasu

TpeGOBaHUAM-HAK/IAHbIM: OTITYyCKa
lleKapCTBEHHEIX MPENapaToB, MOIeKAIHX myHKT 27 IIpasa
peMETHO-KOJINIECTBEHHOMY yIeTy? OTIyCcKa
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MHBIX JIEKAPCTBEHHBIX NpenapaTtos, B TOM
qrciIe OTIycKaeMbIX 6e3 penenta?

nyHKT 27 [IpaBun
OTIIyCKa

27.

TIpocTaBsAeTcs 1 Ha Tpe6OBaHUM-HAKIATHOH
OTMETKa O KONMYeCTBE H  CTOMMOCTH
OTNYIIEHHBIX JIEKAPCTBEHHBIX IIPenaparoB?

nyHKT 29 IIpasun
OTIIyCKa

28.

OcymecTBIA€TCS JIH XpaHEHHE TpeGoBaHH-
HAaKJIaJHBIX, IO  KOTOPBIM  OTIYUICHBI
JIeKapCTBEHHBIE [TPENapaThl:

myHKT 30 IIpasun
OTIIyCKa

Ha NIeKapCTBEHHBIE npenaparsl,
Mo IeKalue [IPEeIMETHO-
KOJIMYECTBEHHOMY YUETY, - B TCUECHHE TPeX
net?

myHKT 30 IIpasun
OTITyCKa

Ha MHBIE JIEKAPCTBEHHBIE IpeElaparhl - B
TedeHne OTHOro roja?

nysKT 30 IIpasun
OTIIyCKa

29.

Co6mopmaercs JIA 3ampeT Ha HapylICHHE
EpBHYHOMN YTIAKOBKH JIEKapCTBEHHOTO
npenapata IIpd ero OTIYCKe Mo TPeGOBaHHIO-
HakiagHOM (32 HCKIIOUYEHHEM CyOBeKTa
PO3HMYHOM TOPTrOBIIH, AIMEIOIIETO JIMIECH3HIO Ha
dapManeBTHYECKYIO IEATENbHOCTh C IPaBOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX IIPEnaparoB)?

myHKT 31 IIpasmt
OTITyCKa

30.

CoGmogaercs 1M 3amIpeT Ha  OTHYCK
HApKOTHYECKHX CPEJICTB MJIM IICHXOTPOIHBIX
BemecTs, BHeceHHBIX B CrinckH 11 u 111 Ilepeuns
HapKOTUYECKUX %4 IICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIpenaparToB?

myHKT 3 IIpaBun
OTITyCcKa

31.

CobGiroaeTcs M 3alpeT Ha OTIYCK
HAMMYHOOHOJOTHYECKHX JIEKapCTBEHHBIX
IpenapaToB Mo peuentam?

nyHKT 3 [IpaBun
OTITyCKa

32.

CobmomaeTcss JM  3ampeT Ha  OTIYCK
JIEKApCTBEHHBIX [pEnapaToB B KOJIHYECTBE,
yKa3aHHOM B peLeNnTe, B Ciydae, Korga Uit
JIEKApCTBEHHOTO  IIpenapara  YCTAHOBJIEHBI
IpeebHO JOMYCTUMOE MIIH PEKOMEHJOBAaHHOE
KOJIMYECTBO [UIS BHIIACHIBAaHMS Ha OIWH
penent?

myHKT 7 [IpaBui
OTITyCKa; TPHIIOKEHUS
Ne 1 u Ne 2 Tlopsiaka
Ha3HA4YEHHSA H
BBITACHIBAHUSA

33.

CobmomaeTcss 7M1 3ampeT Ha HapyIleHHE
BTOpHYHOM  (MOTPEOHUTENBCKOM)  yMaKOBKH
JEKAapCTBEHHOTO  Tpenapara M OTIYCK
JEKapCTBEHHOrO IperapaTa B  IIEPBHYHON
yIakoBKe?

nyHKT 8 [IpaBun
OTIIyCKa

34.

CobmopmaeTcs M 3ampeT Ha  OTIYCK
HapKOTHYECKHX %4 TICHXOTPOTHBIX
nexapcTBenHbIX mpenapartoB Crmcka II u III
IMepeuHss HapKOTHYECKMX U IICHXOTPOITHBIX
JIEKapCTBEHHBIX IIPENapaToB IO TpeOOBAHUIM-
HaKJIaJAHBIM HHIUBHIYaIbHOTO
IpeAnpUHUMATEINS], HMEIOIIEro JIMUEH3UI0 Ha
MEJUIUHCKYIO TeSTeIbHOCTh?

nyHkT 28 IpaBun
OTIIyCKa
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(nomxHOcTh ¥ ®VIO JOIMKHOCTHOTO JIHIIA, 3aII0JHABIIETO IIPOBEPOYHBLI JIACT, OAMHCD, AaTa)

(I[OJI)KHOCTI: 1 ®HO DomKHOCTHOrO JINIAa IOPHIUIECKOro JIMIa, IPHCYTCTBOBABIICTO npn
3aII0JIHEHUH IIPOBEPOYHOTO JIHCTA, MoaNHrChH, naTa)




251

IMpunoxenue Ne 27
K npukasy OenepanbHOH CIryKOH!
110 Haa30py B chepe 3MpaBOOXPAHEHUS

or09 12014 Ne 9438

dopma

ITIpoBepoyHbIii JIHCT
(CIHCOK KOHTPOJILHBIX BONPOCOB),
ucno/b3yemblii @exepanbHoii cyx60H N0 HAA30PY B cdepe 31paBOOXpAHEHHS
H ee TePPHTOPHAILHBIMH OPraHaAMH NPH NPOBeJeHAN NIAHOBBIX NPOBEPOK npu
ocymiecTBJIeHHH (peiepajbHOro rocy1apcTBeHHOro Haa30pa B cdepe oOpameHus
JIEKAPCTBEHHDbIX CPEICTB
(peann3amusi JIeKAPCTBEHHBIX CPEACTB /IS MEAHIHHCKOr0 NPHMEHEHHS
oprann3anueii oNToBOi TOProBJIH JIEKAPCTBEHHLIMH CPEACTBAMH /LA
MeAHIHHCKOr0 NPHMEHEeHHs!)

(HaMMeHOBaHKE OPTaHa, OCYIUECTBIIOMErO MIAHOBYIO pOBEPKY)

1. Bun roCyIapCTBEHHOIO KOHTPOJIA (nag3opa)

2. TlpeaMeT IUTaHOBOM TNPOBEPKM IOPHAMYECKMX JML[ W  HHIHMBHIYaJbHBIX
IpeANpHHUMATENEH OrPaHHIUBAETCS 0053aTeIBHBIMU TpeGOBaHUAIMH, COOIOIEHUE KOTOPHIX
gBISeTCs Hambojgee 3HAYAMBIM C TOYKHM 3peHHs HEIOINyLIeHWS BO3HUKHOBCHHSA YIPO3BI
IPUYHHEHUs Bpea XU3HH, 310POBbIO IPaX/IaH, U3J0XKCHHBIMU B ¢opme IPOBEPOIHOTrO JIUCTA
(cIHcKa KOHTPOJBHEIX BOMPOCOB).

3. HamMeHoBaHWe IOPHAMYECKOro IMIA, (aMuius, MMs, OT4ECTBO (Opd HATHYHH)
YHIHBH Ty aIbHOTO npeAnpUHUMATENS:

4. Mecto IpOBEACHUA IJIAHOBOM MIpOBEPKH C 3all0JIHEHUEM IMPOBECPOYHOI'O JTUCTA.

5. PexBU3UTH NPUKa3a O MPOBEJCHAH IUIAHOBOH TPOBEPKH: OT

Ne

6. VUeTHEIH HOMep IPOBEPKH U AaTa IPUCBOEHHS YHETHOTO HOMEPa IIPOBEPKH B Enunom
peecTpe IPOBEPOK:

7. JIoIKHOCTH, (haMUIIHsS ¥ MHHALIUANB! JOJDKHOCTHOTO JIMIA (ytu), mpoBoAsIIEro(yx)
IUIaHOBYIO TIPOBEPKY:

1. ;

2. .
8. ITepeueHs BOMPOCOB, OTPAXKAIOLIMX CONEPXKAHHE 06s3aTeIbHEIX TpeOOBaHMM, OTBET HA
KOTOpbIE OJJHO3HAYHO CBUJIETENBCTBYET O COOMIONCHUH A HeCOOIIOIEHHH IOpUIHYECCKUM
JIMIIOM, MHIABUAYATEHEIM HPEAIPHHAMATENEM 00s3aTebHBIX Tpe6GoBaHU, COCTABILIOMNX
MpeIMET IIPOBEPKHU:
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Ne
n/n PexkBH3NTHI HOPMATHBHBIX BbiB0A 0 BLINOJIHEHHHA

NPaBOBbIX AKTOB, € TpedoBaHHi

Bonpocsl, oTpakaiomue coaep:kanne YKa3aHAeM HX
00s13aTe/ILHBIX TPeGOBAHMIA CTPYKTYPHBIX €XHHHII, aa HeT
KOTOPBIMH YCTAHOBJICHbBI
obs13aTeabHbIe
TpeboBanus

Cratbn 53, 54, 57 ®epepanbhoro  3akona ot 12 ampeas 2010 r. Ne 61-®3 «O6 obpamennn
JeKapcTBennbIx cpeacrs» (Cob6panme 3akoHogaTenbcTBa Poccmiickoii ®emepanmu, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (nasee - 61-®@3); IIpaBnia oNTOBOH TOProBJIH JIEKAPCTBEHHLIMH
CpeIcTBaMH [UIA  MEIHLHHCKOT0 TNPpHMEHEHHs, YTBepiIeHHble NpHKasom MmuHHCTepcTB
3APAaBOOXPAHEHHS W couuagabHoro pa3sutua Poccuiickoii ®enepanmm or 28 gexabpas 2010 r.
Ne 1222n (3apermcrpupoBan MunncrepcrBoM octanuu Poccuiickoli @enepanun 4 ¢pespans 2011 r.,
perucTpannoHHbiil Ne 19698) (nasiee — IlpaBna)

L. Opranuzanuu OIITOBOIA ToproBnH | myHkr 4 IlpaBun
JIEKapCTBEHHBIMH CpencTBaMH bin
MEIHULMHCKOr0 NPUMEHEHH OCYIUECTBIIAIOT
JIM TPOJaXKy JICKApCTBEHHBIX CPEICTB WIH
nepesaoT uX B YCTaHOBIEHHOM
3aKOHOJATENBCTBOM Poccuiicko#t
Denepalii NOpsIKe:

OpraHu3alMsiM  OmToBOH  TOprosid| MyHKT 4 [IpaBui
eKkapcTBEHHBIMH CPECTBAMU?

TPOM3BOAUTENIAM nexapcTBeHHbIX| MyHKT 4 IlpaBun
cpencTB 1A uenedl  mpous3BoicTBal
JleKapCTBEHHBIX CpeaCcTB?

anTeyHbIM OpraHU3aLMIM? nyHKT 4 I1pasun
Hay4YHO-HCCIIeI0BATETECKHM myHKT 4 IlpaBun
OpraHH3aLMAM bib) ¢ Hay4YHO-

HCCIIeIOBaTeNIbCKOI paboThl?

MHIWBUIYAJIbHBIM IpennpuHUMAaTeNiM,| MyHKT 4 [Ipasun
MMEIOLIUM JIMLICH3HIO Ha)
(apMalleBTHUECKYIO NEATENBbHOCTh WY
UTULIEH3HIO Ha MEIULIMHCKYIO|
eATENEHOCTD?

MEIULIMHCKHUM OpraHu3anmsam? MyHKT 4 IlpaBun

2. myHKT 8 I[IpaBun
ComnpoBoauTeNbHBIE JOKYMEHTBI Ha
JIEKapCTBEHHBIE CPEICTBAa COIep:KaT JIH
HHPOPMALIHIO:

yHkT 8 I1pasun
0 nare oopMiIeHHs
COMPOBOIUTENBLHOTO JOKyMEHTA?




253

0 HAMMEHOBaHWH JIEKAPCTBEHHOTO
cpeacTBa (MEXIyHapOIHOE
HEeNaTeHTOBaHHOE HAHMEHOBAHUE
IeKapCTBEHHOTO CPEACTBA H TOProBoe
HauMEHOBaHHE JIEKAPCTBEHHOTO
cpencrTsa)?

nyHkT 8 IIpaBun

0 CpOKe FrOHOCTH?

myHKT 8 Ilpaun

0 HOMepe cepun?

nyHKT 8 [TpaBun

0 KOJIMYECTBE YIIaKOBOK?

myHKT 8 IIpaBun

0 nocTasIuKe (MIeHTHOUKALMOHHbIHA
HOMEp HaJIOrOIUIaTe/bIIHUKA, TTOTHOE
HaUMEHOBaHHE NTOCTABLIMKA, ero
MECTOHAXO0XKICHHE)?

nyHKT § IIpaBun

0 moKymatene (MieHTH)HKALHOHHBIA
HOMEp HAJIOTOILIATEIbILIUKA, TOJIHOE
HaMMEHOBaHKeE ITOKYNaTeIs, ero
MECTOHaXO0XICHHE)?

myHkt 8 [IpaBuin

0 JO/DKHOCTHOM JIMLIE, COCTABUBIIEM
COMpPOBOAUTENEHBIN JOKYMEHT
(nomxsxocts, .H.0.)?

myHkT 8 IIpasun

O IIPOU3BOUTEIIC JIEKapCTBEHHOIr O
CpeAcTBa C yKa3aHHueM HaMMCHOBaHHUA H
IMeCTOHaXO)K,HeHPIﬂ HpOI/I3BOIlI/ITeJ'I}I?

myukt 8 IIpasun

COHpOBOlIHTCJ’[BHBIe JOKYMEHTBI Ha
JIEKapCTBCHHBIC CPENCTBA 3aBCpCHEI JIK.

myHKT 8 [TpaBun

MONMMCBLIO  JO/DKHOCTHOrO  JIMLA,
COCTaBUBLLErO COMpPOBOAMTEIbHBIH
TOKyMEHT?

myHKT 8 [TpaBun

neyaThio OpraHM3alUy (IPH HATIMIKK)?

nyHkT 8 I1paBun

MHGOPMALMOHHBIM LITPUX-KOAOM (TIpH
HAJTAYHHN)?

nyukrt 8 [Ipasun

Tpuem JIEKapCTBEHHBIX CpencTB
OCYILIECTBIISETCS M NPUEMHBIM OTAEIOM
opraHu3alHn?

nyHkT 9 IpaBun
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Jlua, OTBEeTCTBEHHbIE 3a TPOBEJCHHE
MIOTPY30YHO-Pa3rpy30YHBIX pabor
JIGKapCTBEHHBIX CPE/ICTB!

yHKT 9 IlpaBun

o6ecne rBalOT JIM KOKIYIO MNapTHIO
IeKapCTBEHHBIX CpencTs
CONPOBOIUTEIBHBIMU JOKYMEHTaMH?

myHKT 9 TIpaBun

KOHTPOJIUPYIOT b))’ HaJIM4He
Heo6X0oMuMoM uHpopMamu B
COMPOBOIUTEIHHBIX IOKyMEHTaX?

yHKT 9 IlpaBun

3oHa INPUEMKH JICKAPCTBCHHBIX CpPEICTB
OTACJICHA JIU OT 30HBI HX XpaHeHI/I}I?

myHKT 9 IlpaBun

ITpn NPOBEACHUU NOTpy304HO-
pasrpy3o4uHbX pabot obecneuena i
3alliTa MOCTYMAaOUIMX JIEKaAPCTBEHHBIX
CPEACTB OT aTMOC(epHBIX OCaIKOB?

myHKT 10 IpaBun

Ipu NpOBECHUH HOrpy304HO-
pasrpy3ouHbIx pabor  ofecneyeHa Jix
3all[UTa MOCTYNAIOUIMX  JIEKapCTBEHHBIX
CpPEICTB OT BO3AEHCTBUA HIU3KHX U BBICOKHX
Temrnepatryp?

nmyHKT 10 IlpaBun

JlexapcTBeHHbIE CpPeACTBA MPOMapKUPOBaHbI
¥ NIOMEIIEHB! JIH B CTIELMATBHO BBIIACICHHYIO
(xapaHTHHHYIO) 30HY OTHENBHO OT APYTHX
JIEKApCTBEHHBIX CPEICTB!

ryHKT 11 IpaBun

B MOBPEXIEHHOH yNaKoBKe?

nyHKT 11 Ipasun

HE COOTBETCTBYIOLIME 3asBICHHBIM B
CONPOBOJUTEILHOM JOKYMEHTE
HAaNMMEHOBaHHAM M KOJIMYECTBY?

myHkT 11 IpaBun

HE HMEIOIHE COMNPOBOAUTENBHOTO
noKyMeHTa?

myHKT 11 ITpaBun

MoyIeXKaliye U3BATHIO u3
rpakaaHckoro obopora?

myHKT 11 IlpaBun

10.

BosspamieHHbIe noJryvarenem
JIEeKapCTBEHHBbIE CpeACTBA IepeMeINaloTCs
J4 B 30HY JUI1 OCHOBHOIO XpaHEHHs
JIEKapCTBEHHBIX CpEACTB NpH  YCIOBHH
coOMIOAEeHHH CIIENYIOIIMX YCIOBHEA:

ryHKT 12 IlpaBun

ONTOBas TOProBIIA JIEKAPCTBECHHBIMH
CpencTBaMU He NPOTUBOPEYHT
TpeGOBaHUAM 3aKOHOJATeNIbCTBA
Poccuiickoii ®enepaunu u [Ipasun?

myHKT 12 IpaBun

VICKApPCTBECHHBIC CPCICTBA HAXOAATCA B
CBOMX MEPBOHAYAIBHBIX HEBCKPBITBIX
H HCTIOBPEIKICHHbBIX }’HaKOBKaX?

myHKT 12 ITpaBun
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NeKapCTBEHHOE cpenctBo | myHkr 12 IIpaBun
COOTBETCTBYET TpeOOBaHHAM K €ro
KaueCTBY, 4TO MOJATBEPIKICHO

COOTBETCTBYIOIIHMH lZlOKYMeHTaMI/I?

11. | JlekapcTBeHHBIE CPEICTBA, BO3BPALICHHBIC B | ITyHKT 13 Tlpasun
OpraHM3alMio,  M30JMpOBaHEl  JM B
CHELHAIBHO BBIACICHHYIO (KapaHTHHHYIO)
30HY /IO IPUHSATHSA 110 HUM PELUEHUs?

12.
CoGmonaeTcs 7nd 3anpeT Ha onToByo | myHkt 5 IIpasun
TOProOBIIO  HE3aPErHCTPHPOBAHHBIMHA B
Poccuiickoii Penepallul JeKapCTBEHHBIMH
cpeacTBaMu?

13. CobmomaeTcs Jid 3anper Ha onToBywo | myHKT 6 IIpaBmi
TOPTOBIIIO ¢anbcupUIMPOBAHHBIMU
JIeKapCTBEHHBIMHA CPEACTBAMHU?

14, CobmiofiaeTcss NI 3ampeT Ha ONTOBYIO | MyHKT 6 IlpaBun
TOProBJIIO HeI00pOKaUeCTBEHHBIMH
NeKAPCTBEHHBIMHU CPEICTBAMHU?

[5. CobmiofaeTcs Jid 3ampeT Ha ONToBYIO | MyHKT 6 IIpaBui
TOPrOBIIIO KOHTpad)aKTHEIMH
7eKAPCTBEHHBIMH CPEJICTBAMU?

(momxaOCTh ¥ ®HIO NOKHOCTHOTO JIMIA, 3alOTHHBINETO HPOBEPOYHBIH JIKCT, TIOJTHCE, JaTa)

(momxrocTs ¥ PHIO HODKHOCTHOTO JIMIA FOPHIMHIECKOTO JINNa, IIPUCYTCTBOBABILETO NPH
3aIT0/THEHUH [IPOBEPOYHOTO JIUCTA, IOMMHACH, ATa)




IMpunoxenne Ne 28

K npukaszy ®exepanbHOi CITyKO51

110 Haa30py B cepe 311paBoo>zpaHeHn;1
/

ot Q9 41 A0/% Ne g A8

®opma

IIpoBepouHbIii JHCT
(cMHCOK KOHTPOJIBHBIX BONPOCOB),

ncnoJb3yemblii ®exepaibHoi c1yxk00if mo Haa3opy B cdepe 31paBooXpaHeHHS
H ee TePPUTOPHAJbHBIMH OPraHaMH NPH NPOBeJeHHH NJIAHOBBIX NPOBEPOK NPH
ocyilecTBJIeHHH (egepasbLHOro rocyAapcTBeHHOI0 Haa30pa B cdepe obpameHns

JIEKAPCTBEHHBIX CPEACTB
(YHHYTOKeHHE JIeKaPCTBEeHHBIX NPENapaToB AJisi MeIHLIHHCKOr0 NPHMEHEHHUS B

OpraHH3alHH ONTOBOM TOProOBJIH JIEKAPCTBEHHLIMH CPEICTBAMM)

(HaNMEHOBaHHME OpraHa, OCYIIECTBIIAIONIEro IUIAHOBYIO IIPOBEPKY)

1. Buj rocyiapcTBeHHOTO KOHTpOIIs (Haa3opa)

2. TlpenMerT TUIAaHOBOM TPOBEPKH IOPHAMYECKHX JIMI M HHIWBUIYaJbHBIX
TIpeIpYHAMATENEH OrpaHMYMBACTCS 00sA3aTeIbHBIME TPeOOBaHMAMH, COOMIOACHHE KOTOPBIX
ABseTCS HamOolee 3HAYHMMEBIM C TOYKH 3pEHHS HEAOMYIUECHHS BO3HHKHOBEHHS YIPO3bl
TIpHYHHEHHS BPEAa XHU3HH, 310POBbIO IPaX/(aH, H30KEHHBIMHU B (pOpMe [IPOBEPOYHOTO JIHCTa

(crcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMmeHOBaHHE MOPHOMYECKOTO JHIE, (aMUIIHA, HMMA, OTYECTBO (NP HAIHYHM)
HHIABUAYAJIBHOTO npeanpyuHUMATENA:

4. Mecto MIPOBEACHHUA IIJIAHOBOM IIPOBEPKH C 3aAMOJHEHUEM IIPOBEPOTHOIO JIUCTA.

5. PexkBM3HTHI MpHKa3a O MPOBEICHUY IIIAHOBOM IIPOBEPKH: OT

Ne

7. JIOIDKHOCTD, (haMMIIMS ¥ HMHULMANIBI JOJDKHOCTHOTO JIMNA (JTHII), IPOBOASIIEro(ux)

IUTaHOBYIO IIPOBEPKY:
1. ;
2. ;

8. [TepeyeHs BONMPOCOB, OTPAKAIOLIAX COASPKaHNe 00A3aTeNbHBIX TpeGOBaHNuiT, OTBET HA
KOTOPBIE OJJHO3HAYHO CBUIETENBCTBYET O COONIONEHHH MM HECOONIONCHHH IOPHIMIECKIM
JTAIIOM, HHAMBHIYATbHEIM IpEANpPHUHAMATENEM 00s3aTeIbHBIX TpeOOoBaHUi, COCTaBIAIOMINX

IIpeaIMET MPOBEPKH:

6. VdeTHEIi HOMep IIPOBEPKH U JIaTa IPUCBOSHHS YUETHOTO HOMEpa IIpoBepkH B EnHOM
peecTpe IIPOBEPOK:
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Bonpochl, 0Tpakalomue cogeprkaHine 0053aTeIbHbIX PexBU3HTDI BruiBoa o
Ne TpeboBaHUH HOPMATHBHBIX | BHINOJIHCHHH
NpaBoOBbIX TpedoBaHHi
n/n aKTOB, C aa HeT
yKa3aHHeM HX
CTPYKTYPHBIX
eIHHHII,
KOTOpPLIMH
YCTaHOBJICHBI
o0s3aTeIbHBIE
TpeboBaHuA

IIpaBu/ia YHHYTOMKEHHs He0OPOKAYECTBEHHBIX JIEKAPCTBEHHDIX CPE/CTB, ¢anscudHIEPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M  KOHTPA(AKTHBIX JIEKAPCTBEHHRIX — CPEICTB, yTBepKICHHbIE
nocranosennem Ipasutenncrsa Poceniickoii @exepanuu ot 3 okTabps 2010 r. Ne 674 (CobOpanue
jaKoHoAaTEeNbCTBA Poccmiickoit ®exepammn, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IIpaBunJa)
1. | Vimeetcs nu moroBop ¢ oprauusauuei mo c6opy, IYHKT 8
HCIIOJIE30BAHMIO, 00€3BPEXXUBAHHIO, TPAHCIIOPTUPOBKE H [TpaBun

pasmerienuo oTxonoB I - IV xiracca onacHOCTH Ha
YHHYTOXKEHHE HeOOPOKaIeCTBEHHBIX JIEKAPCTBEHHBIX CPEIICTB,
anbcudUIMPOBaHHBIX H KOHTpadaKTHBIX JIEKaPCTBEHHBIX

CpeAcTB?

2. | B akTax 06 YHHYTOXEHHH JICKAPCTBEHHBIX CPC/CTB myHKT 11
yKa3bIBAOTCS JIH: TIpasun

(aTa YHUUTOKEHHS JIEKAPCTBEHHBIX CPENCTB? myHkT 11
IIpaBun

MECTO YHUYTOXEHHS JICKapCTBCHHBIX CpencTB? myHKT 11
[IpaBun

damuiK, HMeHa, OTUEeCTBA JIHII, MPHHAMABIIUX yIacTHE B nyHkT 11
YHHYTOKEHHH JIEKapPCTBEHHbIX CPEJICTB, UX MECTO pa6otsl, | [IpaBun

NOJIKHOCTB?

060CHOBAHME YHHUTOXKEHHS JIEKAPCTBEHHBIX CPELICTB? nyHKT 11
[TpaBun

HAVMEHOBAHHUS JIEKAPCTBEHHBIX CPEICTB? nyHKT 11
ITpaBun

neKapCTBeHHBIE GOPMBI? nyHKT 11
[TpaBun

103MPOBKH JIEKAPCTBEHHBIX CPENCTB? myskT 11
IIpaBun

e IMHMIE! H3MEPEHHS JTEKAPCTBEHHBIX CPEICTB? nyHKT 11
[TpaBun

CepHH JIEKAPCTBEHHBIX CPEZICTB? nyHKT 11
[IpaBun

KOJIMYIECTBO JTEKAPCTBEHHBIX CPENCTB? nyHkT 11
IIpaBun




258

Tapa WK yIaKoBKa? myHkT 11
[Tpasun
Ha¥MEHOBAHME TTPOU3BOUTENLS JIEKAPCTBEHHBIX cpeacts? myHkT 11
ITpaBun
CBeNICHHUS O BJaJelIbLe JCKapCTBEHHBIX cpenctB? nyHKT 11
[TpaBun
croco6 yHUYTOXKCHHS JTeKapCTBECHHbIX cpencTs? myHKT 11
IIpasun

3. | AKTBI 06 YHUYTOKEHUH JIEKApCTBEHHBIX CPE/ICTB COCTABIIIOTCA IyHKT 12
JIM B JIeHb YHUYTOXEHHS He0OPOKaIECTBEHHbIX [IpaBuin
JIeKapCTBEHHBIX CPEACTB H (W) darscupuIEpoBaHHBIX
JIEKapCTBEHHBIX CPENCTB?

4. | AT 06 YHHYTOXEHHH JIEKAPCTBEHHBIX CPEACTB UITH €TI0 Komus B | IMyHKT 13
TedeHue 5 pabouMX AHeH CO THA €r0 COCTABIECHIA HANPABIIACTCA [MpaBun
JTH BIaAe/IbleM YHHYTOXEHHBIX JIEKAPCTBEHHBIX CPE/ICTE B
YIOTHOMOYESHHBIH Opra?

(momxnocth ¥ PYO n0omKHOCTHOTO JHIA, 3aTIOJIHABLIETO POBEPOYHLIH JIUCT, IIOITHUCE, nara)

(IODKHOCTD H ®HO H0mKHOCTHOTO JIKIA FOPUAWYECKOro JInNa, IIPHCYTCTBOBABILNETO IIPH
3aII0JIHEHHH IIPOBEPOYHOrO JIMCTa, IIOMIHCD, JiaTa)




259

[Mpunoxxexnue Ne 29
K npukasy @enepanbHoi CiryxO5I
10 HAA30pYy B cepe 3ApaBOOXPAHEHUA

ot (g MX/W% Ne \7 2’?

®opma

ITpoBepo4HBIi JHCT
(CNHCOK KOHTPOJIBLHBIX BONPOCOB),
ncnoabiyemblii @egepanbHoii ciry:x60ii mo Hag30py B cdepe 3ApaBOOXpaAHEHHS
U ee TEPPHTOPHAJbHBIMH OPTraHAMH NPH NPOBEIEHUH MIAHOBBIX NPOBEPOK NPH
ocymecTBJIeHHH ¢elepaJbHOro rocyiapcTBeHHOro Haa3opa B cdepe oGpaieHus
JeKAPCTBEHHBLIX CPEACTB
(YHHYTOXKEeHHe JIEKAPCTBEHHBIX NNPENapaToB AJs MeIHIHHCKOr0o NPHMEHCHH
B MeAHIMHCKOH OPraHH3alii H HHBIX OPraHH3alHAX, HMEIOIIHX JIHIEH3HIO Ha
MEeAHIHHCKYIO 1eTeJIbHOCTD)

(HaNMEHOBAaHNE OPraHa, OCYLIECTBIIOETO INIAHOBYIO TPOBEPKY)

1. Bun rOCYIapCTBEHHOTO KOHTPOJIS (Hag3opa)

2. Tlpenmer IUTAaHOBOM MpPOBEPKU IOPUAMYECKHX JIMI[ M HHIUBUTYaIbHBIX
TpeNpUHEMATENIEl OrpaHuYMBaeTCs 00s3aTeNbHBIMI TPeOOBaHUAMH, COONIONEHHE KOTOPHIX
SBNIAETCA HamOojee 3HAYMMBIM C TOYKH 3pEHHUS HEIOMyIUECHHMs BO3HHKHOBEHHS YIPO3BI
TIpAYMHEHHS BPEa XU3HH, 3J0OPOBBIO IPaXKaH, H3I0)KEHHBIMHA B HOpMe IPOBEPOYHOTO JIUCTa
(criucKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBaHue MIOPHAMYECKOro IUIa, (paMmiInsd, HMs, OTYECTBO (UpH HAIMYHH)
HHIWBHALYaJIBHOTO IpeanpUHUMATENS:

4. MecTo mpoBelNeHHs IUIAHOBOHM IIPOBEPKH C 3allOJHEHHMEM IIPOBEPOYHOrO JIUCTA!

5. PekBM3WTH IpHKa3a O MIPOBEACHUH IUIAHOBOM IIPOBEPKH: OT

Ne

6. Y4eTHEBI HOMep IPOBEPKH U JaTa PUCBOEHHUS YIETHOTO HOMepa MPoBepKy B ExiHOM
peecTpe IPOBEPOK:

7. JOIKHOCTD, (haMIIis ¥ HHHMIUAIBI JOJDKHOCTHOIO JIHIA (JIUI[), MPOBOAALIETO(MX)
IUTAHOBYIO POBEPKY:

1. ;

2.

8. IlepeueHs BOIPOCOB, OTPAXAKOLIIX COMepXkKaHue 00s3aTebHBIX TPeOOBaHMI, OTBET Ha
KOTOpBIE OJHO3HAYHO CBHUAETEJHCTBYET O COOIIONEHHMH MIM HECOOMIONCHUH FOPUIMIECKUM
JAIIOM, HHAVBHAYaIBHEIM HpepUHAMATENeM 00sI3aTebHbIX TpeOOBaHMH, COCTABIIAIOMIX
IpEeIMET IPOBEPKHU:
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n/n

Bonpockl, 0OTpaXxalomue cojepxanue 00s3aTeTbHbIX
TpeGoBaHHUH

PexBH3uTHI
HOPMATHBHBIX
NPaBoOBBIX
aKTOB, €
yKa3aHHEM HX
CTPYKTYPHBIX
e/{HHHII,
KOTOPBIMH
YCTAHOBJICHbI
00s3aTeJIbHBIE
TpeboBaHHUSA

BeiBOa 0
BLINOJTHEHHHA
TpeOoBaHUH

Aa HET

TIpaBuia yHHYTOKEHHA HeI00POKaYeCTBEHHBIX JIEKAPCTBEHHbIX CPEICTB, danbcupuEpOBAHHBIX

JIeKAapCTBEHHbIX

cpeacTs H KOHTpaq)aKTHBIX JIEKApPCTBCHHBIX

CpeacTB,

YTBEPKICHHBIC

nocranosiennem IpaBurenncra Poccniickoii denepanuu ot 3 okTsOps 2010 r. Ne 674 (Cobpanne
zaKoHOmaTeabcrBa Poccniickoit ®egepanun, 2010, Ne 37, cr. 4689; 2016, Ne 4, cT. 535) (nanee —

IIpaBna)

1. | Nmeercs nu norosop ¢ opranusarmett mo coopy, HyHKT 8
HCIIONB30BaHuIO0, 00€3BPEXUBAHUIO, TPAHCIIOPTUPOBKE H [TpaBun
pasMenieHUIo 0TX0/0B I - IV xiacca onacHOCTH Ha
YHHYTOXEHHE He[0OPOKAIECTBEHHBIX JIEKAPCTBEHHBIX CPE/CTB,
danecHUIMPOBAHHBIX B KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
cpencTs?

2. | B akrax 06 yHHYTOXXEHHHM JIEKAPCTBEHHBIX CPE/ICTB myHKT 11
YKa3BIBAIOTCS JIM: [IpaBun

laTa yHHYTOXKEHHS JIEKapCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
MECTO YHHUTOKEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Ipasun
damMunuK, IMEHa, 0TIECTBA JIMIL, IPAHUMABIINX yIacTHE B myHKT 11
VHHYTOXEHUH JIEKAPCTBEHHBIX CPENICTB, KX MECTO PAabOTEI, [MpaBun
TIOJDKHOCTB?
06OCHOBAHME YHHUTOXEHHS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpasun
HauMEHOBAHHA JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
leKapCTBeHHBIE (OPMBI? myHkT 11
[TpaBun
TO3UPOBKH JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
e IMHHUIB] H3MEPEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
CEpHH JIEKAPCTBEHHBIX CPEICTB? oyHKT 11
[Tpasun
KOJIMYECTBO JIEKAPCTBEHHBIX CPENCTB? myHKT 11

[IpaBun




Tapa WIH YIaKoBKa? myHKT 11
IIpaBun
HAMMEHOBAHHE TPON3BOUTENS TeKAPCTBEHHBIX CPENCTB? myHKT 11
[Ipasun
CBEJIEHHS O BIIaJEIIbIIE JEKAPCTBEHHBIX CPEICTB? myHKT 11
[TpaBun
CII0CO6 YHHUTOXKEHHUS JTEKAPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun

3. | AKTHI 06 YHUUYTOXECHHH JICKAPCTBEHHBIX CPEACTB COCTABJIAIOTCS | MyHKT 12
JH B IeHb YHUUYTOXEHUS HEI0OPOKaYeCTBCHHBIX [TpaBun
JIEKApCTBEHHBIX CPEACTB U (WiH) hambchuIpOBaHHBIX
JIEKaPCTBEHHBIX CPENICTB?

4. | AKT 06 YHMYTOXKEHHH JEKAPCTBEHHBIX CPEJICTB MIIH €r0 KOTHS B | ITYHKT 13
TeueHne 5 pabouMX THEH cO IHA €ro COCTaBlIeHHUs Hanpasisercs | IIpaii
JIM BIAJEIIBIIEM YHUUTOXKEHHBIX JIEKAPCTBEHHBIX CPENCTB B
YIOJHOMOYEHHBIH opraH?

(nomxsOoCcTh 1 @HO HOIDKHOCTHOrO JIMIA, 3ANIOTHUBILETO TIPOBEPOUHBI JIHCT, TOJIHKCH, aTa)

(momkHOCTH ¥ @HO JOIDKHOCTHOTO JIHIA IOPUIMYECKOr0 JIUNA, MPACYTCTBOBABIICTO MIPH
3aIOHEHWH IPOBEPOYHOTO JINCTA, HOJMNHKCE, 1aTa)




TITpunoxerue Ne 30
K npuKasy ®enepanbHoi CITyXOb!
110 Ha30py B cdepe 31paBOOXPaHCHHS

ot 0 11 20(2 Ne 9428

®opma

IIpoBepoYHBIii JHCT
(cMcOK KOHTPOJIbHBIX BONPOCOB),
ncnosab3yemblii ®exepanbHoH cay:x00ii mo Haa30py B cepe 3ApaBOOXPAHCHUH
H ee TEpPUTOPHAILHBIMH OPraHaAMH MPH NPOBEACHUH IJIAHOBLIX MPOBEPOK NMpPH
ocylllecTB/IeHHH (helepabHOro rocyJapcTBeHHOro Ha130pa B cdepe oOpalieHHs
JIEKAPCTBEHHbIX CPeICTB
(yHHUYTOXKEHHE JeKaPCTBEHHbIX NpenapaTos [ MeJHIHHCKOro NpUMeHEeHHA
B anTeKe roToBbIX (opM)

(HaMMeHOBaHHe OPraHa, OCYILECTBIIOMEro MIAHOBYIO IPOBEPKY)

Bun roCyJapCTBEHHOTO KOHTpPOJIA (namzopa)

2. Ilpenmer TIUIaHOBOH MpPOBEPKH IOPUAMYECKHX JHMI M WH/IMBAIYalbHBIX
IpeapUHAMATENeH OTpaHNIUBAETCA 06513aTeIBHEIME TPEGOBaHUIMH, COOIIOACHHE KOTOPBIX
qBISeTcs HauOoNee 3HAYMMBIM C TOYKH 3DEHHS HENOIyIICHHS BOSHUKHOBEHMS yIDO3BI
TPHYMHEHNS BPe/a XU3HH, 300POBBIO IPAX/AH, H3N0XKCHHBIMU B dopMe IPOBEPOYHOTO JIHCTA
(CIIHCKA KOHTPOJIBHEIX BOMPOCOB).

3. HanMeHOBAaHME OPUAMUECKOTO JHLA, (aMuiIusd, UMs, OTYECTBO (IpH HATMYNH)
HHINBHTyaJIbHOTO IpeanpUHAMAaTeNIs:

4. MecTo TpOBeIeHHs TUIAHOBOM IPOBEPKH C 3alONHEHHEM NPOBEPOTHOTO JIMCTA:

5. PexBHM3WTH MPHKa3a O MPOBEICHUHU IUIAHOBOH NPOBEPKH: OT

Ne

6. YdeTHBI# HOMep MPOBEPKH ¥ JaTa IPUCBOSHUS YIETHOTO HOMEpa IIPOBEPKH B EnuHoM
peecTpe NPOBEpPOK:

7. JJoIKHOCTH, (GaMIUIis ¥ WHUIUANIBI JOJDKHOCTHOTO JIMIA (), TPOBOASIIErO(HX)
IUIAHOBYIO MPOBEPKY:

1. ;

2. ;

8. [NepeyeHb BOIPOCOB, OTPAXKAIOLINX COACPIKAHHUE 00s13aTeNbHbBIX TpeOOBaHUH, OTBET Ha
KOTOpHIE OAHO3HAYHO CBHIETENBCTBYET O COOIIONEHNH WM HeCOONMIOIEHNH IOPHINICCKIM
JIAIIOM, HHIMBHAYaTbHBIM TIPENPUHUMATENeM 0053aTelbHBIX TpeGOBaHUH, COCTABIAIOIINX
npeAMET MPOBEPKHU:
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n/n

Bonpochl, 0TPaXaK0MHue cofiepAanne 0093aTeIbHbIX
TpeboBaHHH

PexBH3INTHI
HOPMATHBHBIX
NpaBoOBBIX
aKToB, ¢
YKa3aHHEM HX
CTPYKTYPHBIX
e¢AHHHII,
KOTOPBIMHA
YCTAHOBJICHBI
o0n3aTe/IbHbIE
TpeGoBaHHH

BriBoa o
BbINOJTHEHHH
TpeOGOBAHHH

aa HET

IpaBnjia yHHYTOKEHHS Hel0OPOKAIeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, danscnUIHEPOBAHHBIX

JI€KapCTBEHHBLIX

cpeacTs H KOHTpaq)aKTHbIX JIeKapCTBCHHBIX

CpelcTB,

YTBEpKACHHBIC

nocranosaennem IlpaBureancrea Poccniickoii ®exepannu oT 3 oxTadps 2010 r. Ne 674 (Cobpanne
3aKoHomaTeancTBa Poccuiickoit ®enepannn, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IIpaBuJia)

1. | Umeercs mm norosop ¢ opranusaimeii no coopy, MyHKT 8
HCIIOJIb30BaHUIO, 00€3BPEXKUBAaHHIO, TPAHCIIOPTHPOBKE U IMpaBun
pasMelneHuo oTxooB I - [V xiacca onacHOCTH Ha
YHHUTOXKEHHE HeOOPOKaIECTBEHHbIX JIGKAPCTBECHHBIX CPE/ICTB,
(anscHUIUPOBAHHBIX B KOHTPahaKTHBIX JIEKapCTBEHHBIX
CpeACTB?

2. | B aktax 06 yHHYTOXEHHH JICKAPCTBEHHBIX CPE/ICTB myHKT 11
yKa3bIBaIOTCA JIH: IpaBun

laTa HHUTOXKEHHS JIEKAPCTBEHHBIX CPECTB? myHKT 11
[IpaBun
MECTO YHUUTOXKEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Tpasun
(amMuIuu, ©IMEHa, OTIECTBA JIUL, IPHHAMABIINX y4acTHe B | IYHKT 11
YHIYTOKEHHHU JIEKAPCTBEHHBIX CPEICTB, UX MECTO PabOTEI, [paBui
IOJDKHOCTB?
060CHOBAHIE YHHUTOXKEHHSA JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Tpasun
HaMMEHOBAHHS JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
neKapCTBEHHBIE (hOPMBI? myHKT 11
ITpasun
O3MPOBKH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
e IMHALE] M3MEPEHHUS JIEKAPCTBEHHBIX CPENCTB? IyHKT 11
ITpaBun
CEpHUH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpaBui
KOJIMYIECTBO JIEKAPCTBEHHEBIX CPENCTBR? myHKT 11

[Tpasuin
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Tapa WIK yaKoBKa? nyHKT 11
[IpaBun
HaMMEHOBAHHE [IPOM3BOIATEIS IEKAPCTBEHHBIX CPEACTB? | MYHKT 11
IIpaBun
CBEJICHUS O BIaLeNbIie IEKAPCTBEHHBIX CPENCTB? myHKT 11
ITpaBun
CcrocoG YHHUTOXEHHS JIEKapCTBEHHBIX CPEACTB? myHKT 11
[IpaBun

AKTHI 06 YHHUTOXEHHH JIEKAPCTBEHHBIX CPEJICTB COCTABIAIOTCA | ITYHKT 12
JIM B IcHb YHUUYTOXEHHA HeJI0OpOKadeCTBCHHBIX [TpaBun
JIEKapCTBEHHBIX CPEZICTB U (AJIH) danscuuIMpPOBaHHBIX
JNIeKApCTBEHHBIX CPEACTB?

AKT 06 YHHUTOKEHHH JIEKAPCTBEHHBIX CPEICTB MIIH €70 KOMUA B | IIYHKT 13
TeueHne S paGouMX HHEH CO JHSA €0 COCTABJICHHS HaIpaBIIACTCA ITpaBun
JIM BIIaENbIEM YHHUTOXKEHHBIX JICKAPCTBESHHBIX CPENCTB B
YIIOJHOMOYEHHBIH OpraH?

(momxnocTs 1 ®YIO JOMKHOCTHOTO JIHIIA, 3aTI0JIHUBIICTO IIPOBEPOYHEIH JIUCT, IO/IHCH, 1aTa)

(nomxHocTh ¥ ®HO JODKHOCTHOTO JIHNa FOPHAMYECKOTO JIMNA, IPHCYTCTBOBABINCTO NPH
3aMoJIHEHHH IPOBEPOYHOTO JIUCTA, TIOJIIHUCD, 1aTa)




265

IMpunoxenue Ne 31
K npuKasy DeneparbHOH CIryKOb!
0 HaJ30py B cepe 3MpaBOOXpAHEHUS

or (N H AL Ne G758

®opma

IIpoBepouHbIil JIHCT
(CIHCOK KOHTPOJIBHBIX BONPOCOB),
ucnoJb3yemblii ®eaepaibHoil ciay:x00i Mo HaI30py B cdepe 31paBOOXpaHEHHSA
¥ ee TePPHTOPHAILHBIMH OPraHAMH NPH MPOBEEHAH MUIAHOBBIX NPOBEPOK MPH
ocyniecTB/IeHHH (heiepaIbHOTO rocyJapCTBEHHOro Haa30pa B cdepe oOpaLueHust
JIEKAPCTBEHHBIX CPEICTB
(YHHUYTOeHHe JIeKapCTBeHHbIX NPenapaToB AJIsi MEAHUHHCKOr0 NPHMEHEHH: B
anTeYHOM NMYHKTE)

(HaMMEHOBaHKe OPTaHa, OCYIIECTBIISIONIEr0 IIAHOBYIO TpPOBEPKY)

1. Bun rocyJ1apCTBEHHOT'O KOHTPOJIA (Hag3opa)

2. Tlpemmer IU1aHOBOM MPOBEPKH IOPHIAMYECKHMX JIHI H MHIUBHTYalbHBIX
npeanpUHEMaTeiel OrpaHHINBACTCSA 06s3aTeNPHEIME TPeGOBaHUSIMH, COONIOEHHE KOTOPBIX
gRIIseTCS Haubojiee 3HAYAMBIM C TOYKHM 3pEHHS HEIOIYIUEHHWS BOSHHKHOBCHUS YIPO3BI
IpUYMHEHNS BpEZa XHU3HH, 3[0POBBIO IPAKIAH, H3JI0’KEHHBIMH B (popMe IPOBEPOUHOTO JINCTA
(CTIIMCKA KOHTPOJIBHEIX BOIPOCOB).

3. HauMeHOBaHHE IOPHMAMYECKOTO JHIA, Gamunusd, HMd, OTIECTBO (Opd  HATMYHH)
WHIMBUIYATBHOTO IPEANPUHAMATENIA:

4, MecTo THpoBelcHHs IUIaHOBOH MPOBEPKH C 3aMOJIHEHHEM IIPOBEPOTHOTO JIACTA:

5. PexBH3WTHI IIpHKa3a O IIPOBEICHUU IJIAHOBO# ITPOBEPKH: OT
Ne

6. YueTHBIH HOMep IIPOBEPKH H J]aTa IPUCBOSHU YUETHOTO HOMEpa MPOBEPKH B EnuaoM
peecTpe IIPOBEPOK:

7. JomxHOCTh, GaMUITHsd ¥ MHUIHUANIB! JOIDKHOCTHOrO JIMIA (yu1r), poBoOAAIIEro(Hx)
IUTAaHOBYIO IIPOBEPKY:

1. ;

2. ;

8. IlepeveHb BOIIPOCOB, OTPAXKAIOMINX COACPKAHNE 06s3aTeNbHBIX TpeOOBaHNH, OTBET HA
KOTOpEIE OHO3HAYHO CBUJETENBCTBYET O cOOIONeHUH WIH HeCOOMIOACHHUH IOPUANIECKHM
JIMIIOM, MHAWBHIYaJIbHBIM IIPEIITPUHUMATEIEM 00s3aTeNbHBIX TpeOOBaHKM, COCTABIIAIOIINX
npeaMeT IPOBEPKHU:
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n/n

Bonpocel, 0TpaXxaomue coaepianne 00A3aTeIbHbIX
TpeOoBaHHH

PexBH3HTHI
HOPMATHBHBIX
MpaBOBLIX
aKToOB, C
yKa3aHHEeM HX
CTPYKTYPHBIX
eUHHL,
KOTOPBIMH
yCTaHOBJICHDI
o0s3aTelIbHbIE
TpeGoBaHHS

BoiBon o
BBINOJIHEHHH
TpeOoBaHHH

Aa HET

TlpaBH/Ia yHHYTOKEHHS HeX0OPOKaTeCTBEHHDIX JIEKAPCTBEHHBIX CPE/ICTB, danscudpUIHPOBAHHBIX

JE€KapCTBCHHBIX

CpeacTB H KOHTpa(l)aKTHle JeKapCTBECHHBIX CPEACTB,

YTBEPKACHHBIC

nocranoaennem Hpasurenscrsa Poccniickoii @enepaunu ot 3 okTs6ps 2010 r. Ne 674 (CoGpanne
3aKoHozaTeabcTBa Poccuiickoit ®enepannn, 2010, Ne 37, cr. 4689; 2016, Ne 4, c1. 535) (nanee —

IIpaBnja)

1. | Mmeerca mm norosop ¢ oprau3anmeii o co6opy, MyHKT 8
HCIIONb30BaHHIO, 00€3BPEKUBAHHIO, TPAHCIIOPTUPOBKE H TIpaBun
pasMeineHuio oTxomoB I - [V xiacca onacHOCTH Ha
YHHUTOXKEHHE HENOOPOKAIECTBEHHBIX JIEKAPCTBEHHBIX CPECTB,
danscuduIEpOBaHHBIX H KOHTPA(GAKTHBIX JEKAPCTBEHHBIX
CpeAcTB?

2. | B akTax 00 YHUYTOXEHHH JICKAPCTBCHHBIX CPEICTB myHkT 11
yKa3bIBAIOTCS JIK: [TpaBun

naTa yHHUTOXKEHHSA JIEKAPCTBEHHBIX CPEACTB? ImyHKT 11
‘ [IpaBun
MECTO YHHUTOXEHHS JIEKApCTBEHHBIX CPE/ICTB? oyHKT 11
IIpasun
daMuIIEK, IMEHa, OTYECTBA JIULI, IPUHHMABIINX yJacTHE B nyHKT 11
YVHHUYTOXXECHHH JIEKAPCTBEHHBIX CPEACTB, HX MECTO pa6oter, | IIpaBmn
JIOIDKHOCTB?
060CHOBaHIE YHIUTOXEH!S JIEKapCTBEHHBIX CPEJICTB? myHKT 11
IIpaBun
HaVMEHOBAHM JIEKAPCTBEHHBIX CPEICTB? myHKT 11
[Ipasun
eKapCTBEHHBIE (hOPMBI? myHKT 11
ITpaBun
NO3MPOBKH JIEKAPCTBEHHBIX CPEICTB? nyHKT 11
[IpaBun
e IMHALG] M3MEPEHHS JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
cepuH JIEKApCTBEHHBIX CPECTB? myHKT 11
IIpaBun
KOJITUECTBO JIEKAPCTBEHHBIX CPeCTB? myHKT 11

[IpaBun




Tapa WIH YIaKoBKa? myHKT 11
ITpaBun
HAMMEHOBAHUE IIPOM3BO/HTENS TEKAPCTBEHHBIX CPEICTB? nyHKT 11
ITpasun
CBEZICHHS O BIIANENbIle JEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpasun
C110cO6 YHMITOKEHHS JIEKAPCTBEHHBIX CPE/CTB? myHKT 11
IIpaBun

3. | AxThI 06 YHHUYTOXXEHHH JICKAPCTBEHHBIX CPEACTB COCTABIIOTCA | ITYHKT 12
JTM B JIcHb YHHUYTOXXCHHUS HENOOPOKauYeCTBCHHBIX [MpaBun
JIeKapCTBEHHBIX CPEACTB H (M) GanbCcHUIPOBAHHBIX
NEKapCTBEHHBIX CPENICTB?

4. | AKT 06 YHUYTOXCHHH JIEKAPCTBEHHBIX CPE/ICTB WA €r0 KOIMA B | ITYHKT 13
TeueHHe 5 paGounx JHEH O IHS €ro COCTaBICHHS HAPABIACTCA ITpaBun
JIF BAJETIbIEM YHAYTOXKEHHBIX JIEKAPCTBEHHBIX CPEICTB B
YIIOJIHOMOYCHHBIH opran?

(nommxrocTs 1 U0 N0DKHOCTHOTO JINI@, 3aNOJIHABIICTO IIPOBEPOYHBI JIACT, IOMITHCH, aTa)

(JIOJI)KHOCTI: n @Y O 10DKHOCTHOTO JIMIA IOPHANYECCKOTO JINIIA, MIPHCYTCTBOBABIICTO IIPH
3aMOJIHEHUHU IIPOBEPOYHOrO JIKNCTA, ITOANMCH, I(aTa)
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Tpunoxerue Ne 32
K ripukasy DeznepanbHOH CIryKOBI
110 Haj30py B cdepe 3ApaBOOXPaHCHUA

or 094 A Ne 9525

®opma

IIpoBepo4HbIii JHCT
(cnMCcOK KOHTPOJIbHBIX BOINPOCOB),

ucnoJab3yemblii ®@enepaabHoi cayx6oii Mo HaA30py B cdepe 3ApaBOOXPAHEHUS
1 ee TEPPUTOPHAILHBIMH OPraHaMH IPH NMPOBE/1eHHH IJIAHOBBIX NPOBEPOK NpH
ocymiecTB/IeHHH (peepaibHOro rocylapcTBeHHOro Haa3opa B cepe oOpaleHHs

J€KAPCTBEHHbIX CPEACTB
(yHHYTOXKeHHE JeKapCTBeHHBIX NPENapaTos i MeIUIHHCKOro NpHMeHEeHHs B

anTe4YHoM KHOCKe)

(HAMMEHOBAHME OPTaHa, OCYIIECTBIAIONICTO IIAHOBYIO TpOBEPKY)

1. Bun rocyJapCTBEHHOT'O KOHTPOJISA (namzopa)

2. TlpemMerT IUIaHOBOM TIPOBEPKM FOPHAMIECKMX JMIL M HUHIMBHIYaTBHBIX
npeanpUHIMaTENed OrpaHINBACTCS 06s3aTeIbHBIME TPEOOBAHUAMY, COOIONEHAE KOTOPBIX
JBIIETCS. HamboNee 3HAYAMBIM C TOYKH 3peHHMsl HEJOMYIIEHHUs BOSHUKHOBCHIA yrpo3sl
IpIYHHEHHS BPe/a XU3HHU, 3A0POBBIO IPX/IAH, H3NIOMEHHBIMU B dopMe IPOBEPOIHOr0 TACTA
(crrcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHWe MOPHAMYECKOro Nuua, (ammiud, HMs, OTIECTBO (Ipu  HAJAYHY)
WHAMBUYAIBHOTO NIPEANPHHAMATEIIA:

4. Mecto TpoOBEIeHHs IUIAHOBOW INPOBEPKU C 3aMOIHEHUEM IIPOBEPOYHOro JIMCTA!

5. PeKBU3HWTHI IPHKa3a O POBEJECHUH IUIAHOBOM MPOBEPKHM: OT

Ne

6. YueTHEI HOMEp POBEPKH U [aTa IPUCBOCHUS yIeTHOr0 HOMEpa IPOBEPKIL B Enusnom
peecTpe IPOBEPOK:

7. JomxHOCTh, GaMuIvs U HHUIHAIIBI JOJDKHOCTHOTO JiMIa (JIMII), IpOBOAAIIETO(HX)
ILUIaHOBYIO TIPOBEPKY:

1. ;

2. ;

8. IlepeueHnb BOIPOCOB, OTPAXAIOMIUX COACPKAHHE o0s3aTeNbHBIX TpeOOBaHMH, OTBET Ha
KOTOpPEIE OJHO3HAUHO CBHIETENBCTBYET O COBIIONEHNN WM HECOOMOAeHHH IOPHINIECKIM
JIAIOM, HHAMBUAYaTbHBIM MIPEAIPUHUMATEICM 06s3aTeNbHBIX TPeOOBaHHM, COCTABIAIOUIMX
npeaMeT IPOBEPKU:
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Bonpocsl, oTpaskaiommue cofepKanne 006s13aTeNBHBIX PexBH3HTDI BeiBOa 0
Ne TpedoBaHMi HOPMATHBHBIX | BHIOJTHEHHH
NPaBOBbIX TpeGoBaHHI
n/n aKTOB, € aa HeT
yKa3aHHEM HMX
CTPYKTYPHBIX
eIHHMII,
KOTOPLIMH
yCTaHOBJICHbI
obs3aTeILHbIE
TpeboBaHHHA
IIpaBuiIa YHHYTOKEHHS HeIOOPOKAYECTBCHHBIX IEKAPCTBEHHDIX CPE/CTB, anbcndunEpoBaHABIX
JIEKAPCTBEHHBIX CPEACTB M  KOHTPA(AKTHBIX JIEKAPCTBEHHBIX  CPEICTB, yTBep:KACHHBIE

nocranosennem Ipasutenncrea Poccniickoii

®enepamun ot 3 okTabps 2010 r. Ne 674 (CobGpanne

3aKoHoOIaTeabcTBa Poccniickoii ®enepanun, 2010, Ne 37, cr. 4689; 2016, N\e 4, cr. 535) (nanee —

IIpaBuJa)

1. [ Vimeercs ;i moroBop ¢ opranu3ameii no céopy, IYHKT 8
HCIIOIE30BaHHIO, 00€3BPEXUBAHHIO, TPAHCTIOPTHPOBKE [IpaBun
pasmemiennto oTxo/08B I - IV xiacca onacHOCTH Ha
YHHYTOXKEHAE HeJoOPOKaueCTBEHHBIX JIEKAPCTBCHHBIX CPEACTB,
amscu@UIMPOBaHHBIX ¥ KOHTPahaKTHBIX JIEKAPCTBEHHBIX
cpencrs?

2. | B akTax 06 yHHYTOXXEHHH JIEKAPCTBEHHBIX CPE/ICTB nyHKT 11
YKa3bIBAOTCS JIK: IIpaBun

1aTa yHHYTOXEHHs JIEKapPCTBEHHBIX CPEACTB? oyHKT 11
IIpaBun
MECTO YHHUTOXEHHUS! JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
(amMuIHK, UMEHa, OTYECTBA JIMIL, NPHHUMABIINX yIacTHC B myHKT 11
YHAYTOXXEHHH JIEKapCTBEHHBIX CPEJICTB, KX MECTO paboTEHL, [IpaBun
TIOJDKHOCTE?
060CHOBaHHE YHHUTOXEHHS JICKApCTBEHHBIX CPEICTB? myHKT 11
ITpaBun
HAMMEHOBAHHSA TEKAPCTBEHHBIX CPEICTB? myHKT 11
ITpasun
nexapcTBeHHbIE GOPMBI? nyHKT 11
[IpaBun
103MPOBKH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpasun
€ IMHALIBI H3MEPEHHS JIEKapCTBEHHBIX CPEACTB? nyHKT 11
ITpasui
CepHH JEKAPCTBEHHBIX CPENCTB? myHKT 11
[TpaBun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEICTB? nyHKT 11

[IpaBun
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Tapa WK YIIaKOBKa? myHKT 11
IIpaBun
HAMMEHOBAHHE IIPOM3BOIMTENTS JIEKAPCTBEHHBIX CPECTB? nyHKT 11
[IpaBun
CBEZICHHS O BAeNbIE JTEKAPCTBEHHBIX CPENCTB? myHKT 11
TIpaBun
c11oco0 YHUYTO)KCHHS JICKAPCTBEHHBIX cpeacTn? myHKT 11
ITpaBui

AKTbI 06 YHHUTOXEHHH JEKapCTBEHHBIX CPEACTB COCTABIAIOTCA | ITYHKT 12
JTH B icHb YHHUYTOXXEHHA HeZI0GpOKadeCTBEHHBIX [TpaBun
JIEKApCTBEHHBIX CPEACTB U (W/H) $anbCuHIPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB?

AKXT 06 YHHYTOXXEHHH JIEKAPCTBEHHBIX CPEICTB WK €T0 KOIHUA B | TIYHKT 13
Teuenue 5 paboumx JHEH CO IHS €ro COCTABICHHSA HANPABIACTCA ITpaBun
JTM BJIaJIeIbLEM YHHUYTOXXEHHBIX JICKAPCTBCHHBIX CPEIICTB B
YIIOJIHOMOYEHHBIH OpraH?

(momxsOCTH ¥ OUO TOIDKHOCTHOTO JIHIA, 3aI0JHUBIIETO TIPOBEPOUHBIIA JIACT, TIO/INHCH, faTa)

(nomxHOCTH ¥ ®HO JOIDKHOCTHOTO JIHIA FOPHIMYECKOTrO JIMIA, IPHCYTCTBOBABIIETO IPH
3aM0JIHEHHH TIPOBEPOYHOTO JIHCTA, TIO/IIHCH, aTa)
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IMpunoxenue Ne 33
K TIpuKasy PexeparbHO# CIry K0!
110 HaJ30py B cepe 3ApaBOOXPAHCHUL

or0d 41 A0 L Ne _F47,

®opma

IIpoBepoYHBIH JIHCT
(CNHCOK KOHTPOJILHBIX BONPOCOB),
ucnoJb3yemblii ®eaepabHoii c1yxK00i Mo HaI30pYy B cepe 3apaBoOXpaHEeHHS
1 ee TePPHTOPHAILHBLIMH OPraHAMHE NPH IPOBEAEHAH MVIAHOBBIX NPOBEPOK HPH
ocymecTBJeHHH (peepabHOr0 rocyJapcTBEHHOro Ha130pa B cepe oOpamieHus
JIEKAPCTBEHHbIX CPEXCTB
(YHHYTOKeHHE JIEKAPCTBEHHBIX NPENapaToB /s MEJHIHHCKOrO NPUMEHCHHS B
anTeKe NPOU3BOACTBEHHOH)

(HAMMEHOBAHHE OPTaHa, OCYIECTBIIMONIETO MIAHOBYIO NIPOBEPKY)

1. Buz rocyIapcTBEHHOTO KOHTPOIIA (Haa30pa)

2. Tlpeamer TIUIaHOBOM MpPOBEPKH OPUAMYMECKMX JMI M HHIMBATYaJIBHBIX
TpeINpHHIMATENEH OrPaHUIHBAETCs 0053aTebHBIMH TpeGOBaHUAMH, COOMOAEHHE KOTOPBIX
qRIsieTcs Haubollee 3HAYMMBIM C TOYKM 3pEHHS HEJOIYIICHHS BO3HHKHOBCHHA YIPO3BI
NpUYUHEHHUS BpeZia )XU3HH, 310POBbIO IPaXIaH, U3JI0XCHHBIMU B dopme IPOBEPOYHOI'O JIUCTA
(CTIICKA KOHTPOJIBHBIX BOIPOCOB).

3. HayMeHOBaHME IOPHAMYECKOro JHI@, (AMIIMSA, MMs, OTIeCTBO (UpH HaruH)
MHIUBH Iy albHOIO npeapuEUMaTeNs:

4. Mecto IpOBEACHU IJIAHOBOM MIpOBEPKH C 3aM0JIHEHHEM IIPOBEPOYHOIO JIUCTA:

5. PeKBH3HTHI IPHKa3a O NPOBEJEHNH TUIAHOBOH IIPOBEPKU: OT Ne

6. V4eTHbIi HOMEp IIPOBEPKH U IaTa IPUCBOSHUS YHETHOIO HOMEpa IIPOBCPKH B Enurom
peecTpe IPOBEPOK:

7. JIoMKHOCTh, (paMAIIHSA ¥ MHHIKANB AODKHOCTHOTO JIMIA (yur), mpoBoAsAIIero(ux)
IIaHOBYIO TIPOBEPKY:

1. 5

2. ;

8. [lepedeHb BOMPOCOB, OTPAKAIONINX CONEPIKAHHE 00A3ATENbHBIX TpeGoBaHHH, OTBET HA
KOTOpHIE OJHO3HAYHO CBHCTENBCTBYET O COOJIONCHUA I HeCcOOIOAeHUN IOPHITIECKAM
JIAIOM, MHAMBAIYATGHEIM NPEIPHHAMATENEM 00s3aTENbHBIX TpeGOBaHHUH, COCTABIIAIOMNX
IpeAMeT IIPOBEPKH:




Bonpocsl, oTpaxalomue coaepKaHue 0053aTeIbHBIX
TpeboOBaAHHH

PexBH3HTHI
HOPMATHBHBIX
NPaBoOBBIX
aKTOB, ¢
yKa3aHHEM HX
CTPYKTYPHBIX
€HHMII,
KOTOpPbIMH
YCTaHOBJIEHbI
o0s3aTEe/ILHDbIE
TpebGoBaHHSA

BriBoa o
BBINIOJIHEHHH
TpeOoBaHMMH

na HET

IIpaBnia yHHYTOKEHHS HeJ0OPOKAYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (ajIbcH(PHIHPOBAHHBIX

JEKapPCTBCHHBIX

cpeacTB M KOHTPAQaKTHBIX JIEKAPCTBEHHBIX CPeEICTB,

yTBep:KIeHHbIE

noctanoBienneM IlpaBuTenscrBa Poccuiickoii ®enepamun ot 3 okradps 2010 r. Ne 674 (Codpanue
3akonoaateabcTBa Poccmiickoii ®eaepamnn, 2010, Ne 37, cr. 4689; 2016, Ne 4, cr. 535) (manee —

IIpaBusa)

1. | MUmeercs mu 1oroBop ¢ opranu3anueit no céopy, MYHKT 8
HCIIOJIb30BaHUIO, 00€3BPEXXKUBAHUIO, TPAHCTIOPTHPOBKE H IIpaBun
pasmemenuro otxonoB I - IV xnacca omacHOCTH Ha
YHUYTOXEHHE HeJ0OpOKaueCTBEHHBIX JIEKAPCTBEHHEBIX CPECTB,
¢darscuUIMPOBaHHBIX W KOHTPaaKTHBIX JEKapCTBEHHBIX
cpeacts?

2. | B akrax 00 yHHYTOXKEHHH IEKAPCTBEHHBIX CPEICTB myHkKT 11
YKa3BIBArOTCSA JIM: IIpaBun

laTa YHUUTOXKEHHS JICKAPCTBEHHBIX CPEeICTB? myHKT 11
IIpasun
MECTO YHHUTOXEHHUS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
(haMuHN, UMEHA, OTYECTBA JIUL], IPUHUMABIIUX Y9aCTHE B myHKT 11
YHAYTOXXESHHH JIEKapCTBEHHBIX CPEICTB, HX MECTO PabOTEHI, [IpaBun
NOJDKHOCTE?
000CHOBAaHHE YHHUYTOXCHHUS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
HAaNMEHOBAHUS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
[IpaBun
JIeKapCTBEHHBIE POPMBI? ImyHKT 11
IIpaBun
NO3MPOBKH JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
€ AMHMLIBI H3MEPEHHU JTeKapCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
CEpHUH JIEKApPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
KOJIMIECTBO JIEKAPCTBEHHBIX CPEICTB? myHKT 11

IIpaBun
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Tapa WA yIaKoBKa? oyHKT 11
ITpaBun

HaHMEHOBAHHE [POM3BOTHTENS JIEKAPCTBEHHBIX CPE/ICTB? myHKT 11
[Tpasun

CBEICHHMS O BIIAJIENbIIE JIEKAPCTBEHHBIX CPE/ICTB? nyHKT 11
[TpaBun

Croco0 YHHYTOXKEHHS JICKAPCTBEHHBIX cpencTs? nyHKT 11
[Ipasun

3. | AKTBI 06 YHEYTOKEHHH JICKAPCTBEHHBIX CPE/ICTB COCTABILTIOTCS | TIYHKT 12
JI B JIeHb YHHYTOXXEHHS HENOOPOKadeCTBEHHBIX IMpaBun
JIEKapCTBEHHBIX CPEIICTB H (WIIH) danscupUIMPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB?

4. | Akt 06 YHMUTOXECHHH IEKAPCTBECHHBIX CPEJICTB MIH €T0 KOS B myHKT 13
TeueHne 5 pabouux aHEH cO MHS €ro COCTaBJICHUS HAPABIIACTCA [TpaBun
JIH BJIA[CTbIIEM YHHUYTOXKEHHBIX JIEKapCTBEHHBIX CPSIICTB B
YIIOTHOMOYEHHBIH OpraH?

(momxrOCTH 1 @O HODKHOCTHOTO JIMIIA, 3aMOTHUBIIETO IPOBEPOYHBIH JIUCT, HOAIHCE, Jara)

(noixHOCTh 1 ®MIO HONKHOCTHOTO JIHIA FOPUIMHIECKOTO JHUNa, IIPUCYTCTBOBABIIETO TIPH
3aTIOJTHEHUH POBEPOYHOTO JIKCTA, TIOIKCD, aTa)
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IMpunoxenue Ne 34
K Hpukasy PenepanbHOR CITyKOBI
110 HaA30py B cdepe 3ApaBOOXPaHEHUA

ot 004 { 401X Ne 4)/’/68

®opma

IIpoBepoYHBIH JHCT
(CIHCOK KOHTPOJIbHLIX BONIPOCOB),
ucnoJb3yembiii @enepaibHoii ciryxk6oii o Haxzopy B cdepe 31paBooXpaHeHHs
H ee TEPPATOPHAILHBIMH OPraHaMH NPH POBeICHAH IUIAHOBLIX MPOBEPOK NIpH
ocyuiecTBIeHHH (efepaibLHOro rocylapcTBeHHOro Ha30pa B chepe oOpameHus
JIEKAPCTBEHHBIX CPEACTB
(YHMYTOXKeHHe JIeKapCTBEHHbIX NPEeNnapaTos I MEJHIHHCKOro MPHMEHEHN B
anTeKe NPOH3BOACTBEHHOH ¢ MPAaBOM H3rOTOBJIEHHS ACENTHIECKHX
JeKAPCTBEeHHBIX NMPENapaToB)

(HarMeHOBaHyEe OpraHa, OCYIIECTBIMIOMIErO IIAHOBYIO POBEPKY)

1. Buj rocyIapcTBEHHOr0 KOHTPOJIA (Hax30pa)

2. Tlpeamer TUIaHOBOH IIPOBEPKH IOPUAMYECKMX JIMIL M HHIUBHUIyalbHBIX
IpeIpHHAMATENEH OrpaHHYNBAETCS 06A3aTENbHEIMU TPEOOBAHUIMH, co0roiecHHe KOTOPBIX
gBJIsieTcs HamOojiee 3HAYMMEBEIM C TOYKH 3pEHHUS HENONyLIEHHS BO3HUKHOBEHHMS YIPO3bI
NPUYHHEHHS Bpe/a XU3HHU, 3[0POBBIO IPaX/IaH, H3I0KEHHBIMA B pOpMe IPOBEPOTHOrO JINCTA
(cMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHe IOPHAMYECKOTO JMIA, (GaMHIMi, HMs, OTYECTBO (IpH HAIMIHH)
WHIMBUIYILHOTO MPEAIIPUHIMATEIIS:

4, MecTo TpoBeleHHs IUIaHOBOM IIPOBEPKM C 3allONHEHHEM IIPOBEPOYHOro JIMCTA:

5. PeKBU3WTHI NpHKa3a O MPOBENEHHM ILUIAHOBOW MPOBEPKHU: OT

Ne

6. VueTHBIIA HOMEp [IPOBEPKH ¥ J1aTa IPHCBOSHHS Y4ETHOTO HOMepa IPoBepKH B EniHOM
peecTpe NPOBEPOK:

7. JIOIKHOCTb, (haMMIHs M MHHULMAIE! JODKHOCTHOTO JHua (JIHL), IIPOBOIAIIETO(HX)
ILUIAHOBYIO IIPOBEPKY:

1. ;

2.

8. [TepeueHb BOIIPOCOB, OTPAKAIOLIAX COZEPIKaHUe 0013aTeNBHBIX TPEOOBaHNH, OTBET Ha
KOTOpHIE OJHO3HAYHO CBMETENCTBYET O COOJIONECHUH MM HECOOMONCHAH IOPHANIECKAM
NMILIOM, WHAWBHIYaNTbHEIM MpeaNpHHAMATENeM 00A3aTeNbHBIX TPeOOBaHHH, COCTABIISIOMNX
IpeaMeT IPOBEPKH:
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Bonpochl, 0TpakaoNAe coepanne 00A3aTeTbHBIX
TpeGoBaHmii

n/n

PexBH3HTHI
HOPMATHBHbIX
IpaBOBbIX
aKTOB, €
yKa3aHHEM HX
CTPYKTYPHBIX
¢IHHHLL,
KOTOPBIMH
yCTaHOBJICHBI
oGsn3aTebLHbIE
TpeGoBaHHSA

BoiBoa o
BBINOJIHEHHH
TpeboBaHUH

aa HET

IIpaBuia yHHYTOKEHHS HeN0OPOKATECTBEHHBIX JeKapPCTBCHHDIX CPE/ICTB,
CpelcTB H KOHTPAQaKTHBIX JICKAPCTBCHHBIX  CPEICTB,
nocranosiennem [pasureancrsa Poccniickoii ®exepannu ot 3 oxTsbps 2010 r.

JIEKapPCTBECHHBIX

Ne

danscndHIEPOBAHHBIX
yTBepKACHHBIE

674 (Cobpanue

3aKoHoOIaTe bcTBa Poccniickoit ®enepanun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IlpaBuJia)
1. | Vmeetcs morosop ¢ opranusanueii mo c60py, HCIONE30BAHMIO, | ITYHKT 8
06e3BPEeKHBAHHIO, TPAHCIIOPTHPOBKE ¥ Pa3MEMICHUIO OTXO/IOB I | IlpaBun
- IV KJ1acca omacHOCTH Ha YHHYTOXEHHUE HeIOOPOKaIeCTBEHHBIX
JIEKAPCTBEHHBIX CPEACTB, danbcuUIIPOBaHHbIX U
KOHTpahaKTHHIX JIEKAPCTBEHHBIX CpeAcTB?
2. | B aktax 06 yHHYTOXEHHH JICKAPCTBEHHBIX CPCACTB myHKT 11
yKa3bIBAIOTCA: [pasun
aTa YHHYTOXKEHHUS JIEKapCTBEHHBIX cpeacTs? myHKT 11
ITpaBun
MECTO YHUYTOXKEHHUS JIEKAPCTBEHHBIX cpencTs? myHkT 11
[TpaBun
damuuu, BMeHa, OTYECTBA JIHLI, IPMHAMABIINX yIacTHE B myHKT 11
YHHYTOXEHHAH JIEKAPCTBEHHBIX CPEICTB, KX MECTO paboTHl, [IpaBun
TOJKHOCTD?
060CHOBaHME YHHYTOKEHHS JIEKAPCTBEHHBIX cpenctB? myHKT 11
[IpaBuin
HAVMMEHOBAHHS JICKAPCTBEHHBIX cpencrs? mysKT 11
IIpaBun
nekapCTBEHHBIE (HOPMBI? myHKT 11
[IpaBun
I03MPOBKH JIEKAPCTBEHHBIX cpencts? myHKT 11
[pasun
e IMHHLBI H3MEPEHUS JICKapCTBCHHBIX cpenct? myHKT 11
[IpaBuin
CepHH JIEKapCTBEHHBIX cpencTB? nyHkT 11
ITpasun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEICTB? nyHKT 11

[IpaBun
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Tapa WK YIaKoBKa? myHKT 11
[IpaBun
HaMMEHOBaHME IIPOU3BOJMTENS JTIEKAPCTBCHHBIX cpenctB? myHkT 11
[IpaBui
CBeeHHS O BJIAJIETBIE JEKapCTBEHHBIX cpencts? nyHKT 11
[IpaBun
crioco0 YHHYTOXKEHHUS JICKAPCTBEHHBIX cpencTs? nyHKT 11
ITpaBun

3. | AKTBI 06 YHHUYTOXEHHH JEKAPCTBECHHBIX CPE/ICTB COCTABIIAIOTCA IyHKT 12
JIM B JICHb YHHUTOXEHHS HENOOPOKaIeCTBEHHBIX [MTpasun
JIEKApCTBEHHBIX CPEACTB H (WKL) danscupuIMPOBaHHBIX
NEKapCTBEHHbIX CPEJICTB?

4. | AxT 06 YHMUYTOXKEHHH NEKAPCTBEHHBIX CPEJICTB WK €TO KOINS B OyHKT 13
TeueHue 5 paGoUMX AHEH CO JHS €r0 COCTABJICHUS HANPaBIIACTCA ITpaBun
JT¥ BIIAZeNIbIieM YHHYTOXEHHBIX JIEKapCTBEHHBIX CPE/ICTE B
YIIOTHOMOYCHHBIH OpraH?

(momxHOCTH 1 VIO JODKHOCTHOTO JIHIIA, 3AII0NHABIICTO TIPOBEPOUHBIH JIKCT, IOITHCH, [aTa)

(momxHOCTS 1 OVIO JOIDKHOCTHOTO JIMIA IOPHAECKOro I, IPHUCYTCTBOBABLIETO HPH
3aII0THEHUH IPOBEPOUHOTO JIHCTA, TIOJIHKCH, 1aTa)




277

ITpunoxenue Ne 35
K puKa3sy DexepanbHOR CIyXOBI
110 Hax30py B cdepe 34paBoOXpaHEHHs

or09 11401% Ne G4AF

®opma

IIpoBepo4HBIH JIHCT
(CITHCOK KOHTPOJIBHBIX BONIPOCOB),
ucnoab3yemblii ®exepanbHoii cayxboi mo HaA30py B cepe 31paBoOOXpaHEHHS
H ee TepPHUTOPHAILHLIMH OPraHAMH NPH NPOBEICHHH MUIAHOBBLIX NPOBEPOK MPH
ocymiecTBJeHHH (peaepasbHOro rocyJapcTBeHHOro HaA30pa B cdepe obpamenus
JIEKAPCTBEHHBIX CPEACTB

(YHHYTOXeHHe JIeKAPCTBEHHDIX NPENnapaToB AJIfi MEJHUHHCKOro NPHMEHEHH ! B

MeAHIHHCKAX OPraHH3alUAX H HX 000C00/IeHHBIX oIpa3e/IeHHsIX (ueHTpBI

(oTaenenns) obweii BpaueGHoi (cemeiiHOM) MPAKTHKH, amMOyJ1aTOPHH,
denbamepckue 0 gesibImepcKo-aKymepcKue NYHKTBI), PACHOJIO3KEeHHbIE B
CeJIbCKHX HACEeJIeHHBIX MYHKTaX)

(HaIfIMCHOBaHI/IC opraHa, oCyeCTBIIIOMICTO TUIAHOBYHO HpOBepKy)

1. Biz rocyJapcTBEHHOrO KOHTPOJIA (Haa30pa)

2. TlpenMer TIAaHOBOW NPOBEPKA IOPUAMMECKMX JIMI M HHIMBAIYyalbHBIX
npenpUHUMATeNIel OrpaHHINBACTCSA 06s3aTeIbHBIMU TPEOOBAHUAMH, COOIIOIEHHE KOTOPBIX
gBIsSeTcs Haubojee 3HAYMMBIM C TOUYKHM 3pEHHUS HEIOMYIICHHS BO3HHKHOBEHHSA YIPO3bI
IPMYUHEHAS BpeZia XU3HH, 3/I0pPOBBIO rPaXIaH, U30KCHHBIMH B (hbopMe IPOBEPOTHOTO JIUCTA
(CIIHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHoBaHME IOPHOMYECKOrO NHULA, GamMmius, HMs, OTYECTBO (IpY  HATHIHH)
UHIMBHIYAIBHOTO MPENIIPHHAMATEIIS:

4. Mecto IIPOBEACHUA IIAHOBOU TMpOBEPKH C 3aI10JIHECHUEM IIPOBEPOYHOI'0 JHCTA:

5. PexBU3WTHI TIpUKa3a O IIPOBEJECHUM IUIAHOBOH NPOBEPKH: OT

Ne

6. YdeTHbIi HOMEp IIPOBEPKH U IaTa IPUCBOEHHS YUETHOrO HOMEpa IIPOBEPKH B EmuaoM
peecTpe IpOBEPOK:

7. JIOMXHOCTh, (aMuIusl ¥ MHUIUAJBl JOIDKHOCTHOTO JHNa (mu1), IPOBOAIIMIETO(HX)
IIAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. [TepeueHb BOIPOCOB, OTPAXKAIOLIMX COACPKAHHE 00s13aTeNbHBIX TPeOOBaHU, OTBET Ha
KOTOpHIE OJJHO3HAYHO CBUIETENECTBYET O COOMIONCHHH WK HECOOMIOICHAN IOPUAHYECKUM
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JIMIIOM, MHIMBAIYATEHEIM [PEIPHHAMATENEM 0053aTeNbHBIX TpeGoBaHU,
TpeIMeT IPOBEPKH:

COCTaBIAIONINX

n/n

Bomnpocsl, 0TpaXkaoLiHe coaepKanue 0013aTebHbIX
TpebGoBaHHi

PexBH3ATHI
HOPMATHBHBIX
MpaBOBbIX
aKToB, C
yKa3aHHEM HX
CTPYKTYPHBIX
eHHHI,
KOTOPBIMH
YCTaHOBJICHBI
o0n3aTeNbHbIE
TpeboBaHHS

BuiBoa o
BBINOJHECHHH
TpeGoBaHHMH

aa HET

JeKaApCTBCHHBIX

CpencTB,

IIpaBuaa yHHITOXKEHHS HeI06POKAYECTBEHHbIX JIEKAPCTBEHHBIX CPE/ICTB, ¢anbcHPUIAPOBAHHBIX
cpelcTB M KOHTPAGAKTHBIX JIeKAPCTBEHHBIX
nocranosennem Ilpasurenscra Poccuiickoit Peqepanuu oT 3 oxTal0pn 2010 r. Ne
3aKoHogaTeabcTBa Poccmiickoii ®enepammu, 2010, Ne 37, cr. 4689; 2016, Ne 4, cr. 535) (nauee —

yYTBepPKACHHbIE
674 (Cobpanue

TOJDKHOCTR?

IIpaBnaa)

1. | Nmeercs nu morosop ¢ opranusanueii mo cbopy, MyHKT 8
HCIIONIE30BAHMIO, 00E3BPE)XXUBAHHUIO, TPAHCTIOPTUPOBKE H [paBui
pasMmelneHuo oTxooB | - IV xiacca onacHOCTH Ha
YHHYTOXXEHHE HeOOPOKaIeCTBEHHBIX ICKAPCTBEHHBIX CPEIICTB,
danscuuIEPOBaHHEIX M KOHTPadaKTHBIX JEKAPCTBEHHBIX
CpencTB?

2. | B aktax 06 yHHYTOXKEHHHM JICKAPCTBEHHBIX CPEACTB myHKT 11
yKa3bIBAOTCS JIH: [TpaBun

1aTa YHHUTOXEHHS JIEKapCTBEHHBIX CPENCTB? myHKT 11
[TpaBun
MECTO YHHUTOXEHHUS JIEKaPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun
¢amuuK, IMEHa, OTYECTBA JINIL, IPHHUMABIINX yIacTHE B mysKT 11
YHHYITOXXEHHUH JICKApCTBEHHBIX CPEACTB, HX MECTO pabotei, | [IpaBun

060CHOBaHHE YHHUTOXKEHHS JIEKapCTBEHHBIX CPEACTB?

HAaMMEHOBaHUA JICKAPCTBCHHBIX CpCI[CTB?

TexapCTBEHHBIE (OPMBI?

103MPOBKH JIEKAPCTBEHHBIX CPEIICTB?

e THHUIIBEI U3MEPCHHUA JICKAPCTBCHHBIX CpCI_ICTB?
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CepHH JIEKAPCTBEHHBIX CPEICTB? myHKT 11
[Ipasun
KOJTMYECTBO IEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
Tapa WIH yakoBKa? myHKT 11
ITpaBun
HaMMEHOBaHHE TIPOU3BOMMTENS JIEKapCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
CBEJIEHHSL O BIIaZEIIbIIE JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
CII0cO6 YHUYTOKEHHUS TEKAPCTBEHHEIX CPECTB? nyHKT 11
[IpaBun
3. | AxTB1 06 YHHYTOXEHUY JIEKAPCTBEHHBIX CPEACTB COCTABIIAIOTCA | ITYHKT 12
1M B JIcHh YHUUYTOXEHHUS HEJIOOPOKAaUECTBCHHBIX ITpaBun
JNIEKApCTBEHHBIX CPEACTB U (W) panbcupuuupoBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB?
4. | AKT 06 YHMYTOXKEHHUH JTE€KAPCTBEHHBIX CPEACTB WM €TI0 KOIHUA B | IIYHKT 13
TeueHne 5 paboUMX JHEH CO [HSA €T0 COCTaBNeHHs Hanpasisercs | [Ipain

JIM BIIAICIIBLIEM YHHUYTOXKEHHBIX JIEKAPCTBEHHBIX CPE/ICTB B
YIOJIHOMOYEHHBIH opran?

(momxHOCTh B GUIO HODKHOCTHOTO JIHIIA, 3TIONHABLIETO IIPOBEPOYHBIH JTHCT, IOAIIHCE, nara)

(momxuocts 1 @HO DOMKHOCTHOTO JIHIA IOPHIHYECKOTO JIMNa, IIPHUCYTCTBOBABIIETO NPH
3aMOJHEHHH IIPOBEPOYHOIO JINCTA, TOJITHCH, JiaTa)
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[Mpunoxenue Ne 36
K niprKa3sy QefepanbHO# CITyKOBI
110 HaA30py B cepe 3ApaBOOXPAHCHHUS

or 04 415017 Ne 9458

dopma

IIpoBepo4YHBIi JIHCT
(CHHCOK KOHTPOJILHBIX BONIPOCOB),

ucnoab3yemblii @eepanbHoil cayx00Hi no Haa30py B cdepe 3ApaBoOXpaHEHHSA
H ee TepPUTOPHAJILHBIMH OPraHaMH NPH NPOBeACHHH MIAHOBLIX NpOBEPOK NpPH
ocyllecTB/IeHHH (peiepaibHOro rocyapcTBeHHOro Ha30pa B cdepe oOpameHust

JIEKAPCTBEHHBbIX CPEACTB
(yHHUTOXKeHHE JeKAPCTBEHHBIX NPeNapaTos Ajis MeAHIHHCKOTrO NpHMEHEeHHUs
MHAMBHAYAJbHBIMH NPEANPHHAMATEISMH)

(HaMMeHOBAHKE OPTaHa, OCYIIECTBIAIONIETO ILIAHOBYIO TPOBEPKY)

1. Bug rocyJapcTBEHHOTO KOHTPOIs (HaA30pa)

2. TlpenMer mnaHOBOH NPOBEPKH IOPHAMYECKHX JHI M HWHIHABHIYalIbHBIX
npearnpUHAMAaTENel OrpaHUINBACTCA 0653aTeNBHBIMU TPeOOBaHUSIMH, COONIOIEHNE KOTOPBIX
gBISeTCS Hambolee 3HAYAMBIM C TOYKM 3PEHHS HEIOIMyLIeHHWsS BOSHUKHOBCHHUS yIPO3BI
IPHYMHEHKS Bpeia XHU3HH, 310POBbIO IPaX/IaH, H3JI0XKEHHBIMH B dopMe IPOBEPOIHOTO JINCTA
(CIIMCKa KOHTPOJIBHBIX BONIPOCOB).

3. HauMmeHOBaHHe IOpUAUYECKOro IJIMIA, dbamunys, HMs, OTYECTBO (mpH HaJIMIHH)
VHIUBH/IYTEHOTO IpeIIPUHIMATENS:

4. MecTo MpOBEJEHHUs IUIAHOBOM IPOBEPKH C 3alOJHEHMEM MPOBEPOUHOrO JIMCTA.

5. PeKBH3UTHI [PUKa3a O IPOBEJCHUM IIAHOBOH NPOBEPKH: OT

Ne

6. VaeTHbI HOMEp IPOBEPKH U IaTa IPUCBOSHHS YUETHOrO HOMEpa IIPOBEPKH B EnuaoMm
peecTpe IIPOBEPOK:

7. JIomXHOCTh, GaMUINA ¥ WHALKATHl JOJDKHOCTHOI'O JIMIA (uL), TPOBOAIIIETO(HX)
[IJIAHOBYIO ITPOBEPKY:

1. ;

2. ;

8. [TepeyeHs BONPOCOB, OTPAXAIOLIMX CONEPKAHNEC 00s13aTeIbHEIX TpeOOBaHHMH, OTBET HA
KOTOpEIE OHO3HAYHO CBUACTEIBCTBYET O COOIONEHUH WM HECOOMIONCHHH IOpUANICCKHM
JINIIOM, HHAWBHIYaJIbHBIM IIpEIIpHHUMATEICM 00s3aTeNbHBIX TpeOOBaHMM, COCTABILIOIINX
npeaMeT IIPOBEPKH:
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n/m

Bomnpocel, oTpakaromue cogep:kanue 00s13aTeIbHLIX
TpedoBanmii

PexBu3nThI
HOPMAaTHBHBIX
NPaBOBBIX
aKToOB, ¢
YKa3aHHeM HX
CTPYKTYPHbIX
eHHHI,
KOTOPbIMH
YCTaHOBJIEHBI
00s13aTEILHDIE
TpeboBaHusA

BriBoa o
BbINNOJTHEHHH
TpeOoBaHMI

na HET

IIpaBniia yHHUTOXKEHHS HeA0OPOKAaYeCTBEHHbIX JIEKAPCTBEHHBIX CPEACTB, PajibcHPHIHPOBAHHDIX

JEKApPCTBCHHBIX

cpeacTs H KOHTpa(l)aKTHLIX JEKAPCTBCHHbBIX

CPeACTB,

YTBEPIKACHHBIC

nocranosjenneM llpasurenncrsa Poccuiickoii ®@enepanun ot 3 okradps 2010 r. Ne 674 (Cobpanne
3aKoHOAaTeNbCTBA Poccniickoli @enepanunn, 2010, Ne 37, ct. 4689; 2016, Ne 4, c1. 535) (nanee —

IIpaBn.a)

1. | Umeetca nu noroBop ¢ opranusanueii mo c6opy, IIYHKT 8
HUCIIOJIL30BaHUIO, 00E3BPEXXUBAHUIO, TPAHCIIOPTUPOBKE M IIpaBun
pasmemenuio otxonoB I - IV kiacca omacHocTH Ha
YHHYTOXCHHE HEAOOPOKaUYECTBEHHBIX JIEKAPCTBEHHEBIX CPENCTB,
¢anscupUIIPOBaHHEIX ¥ KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
cpencTB?

2. | B aktax 06 yHUYTOXEHHH JICKAPCTBEHHEBIX CPEACTB myHKT 11
YKa3bIBAIOTCH JIH: IIpaBun

71aTa YHUYTOXKCHUS JICKApCTBEHHBIX CPEJICTB? OyHKT 11
IIpaBun
MECTO YHHUYTOXEHHUS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
(baMuIHY, IMEHA, OTYECTBA JIUL, IPUHAMABIINX y4acTHE B myHKT 11
YHHYTOXXECHHH JIEKAPCTBEHHBIX CPEACTB, X MecTo paboThl, | [IpaBmi
TOJDKHOCTB?
060CHOBaHHE YHHUYTOXEHHS JICKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
HAaHMMEHOBAHUS JIEKAPCTBEHHBIX CPEJICTB? myHKT 11
IIpaBun
nleKapcTBeHHBIE HOPMBI? myHKT 11
IIpaBun
JI03MPOBKH JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
€IMHHULBI H3MEPEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
CEPHH JIEKAPCTBEHHBIX CPEACTB? nyHKT 11
[IpaBun
KOJIMYECTBO JICKAPCTBEHHBIX CPEACTB? myHKT 11

ITpaBun
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Tapa WIH yIaKoBKa? myHKT 11
IIpaBun
HAMMEHOBAHHAE [[POM3BOUTEINS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
CBEJIEHHS O BIIAZENBIIE IEKAPCTBEHHBIX CPEICTB? myHKT 11
[IpaBun
cnoco0 YHUYTOXKEHHS JIEKapCTBEHHBIX cpencts? nyHKT 11
[Tpasun

3. | AxThl 06 yHHUTOKEHHHU IEKAPCTBEHHBIX CPEJCTB COCTABILIOTCA | IyHKT 12
JIA B JIHb YHHUYTOXXCHMS HEA0OPOKaIeCTBCHHBIX Ipasun
JIeKapCTBEHHBIX CPEACTB M (WTH) hanbcuduIHpOBaHHbBIX
JIEKapCTBEHHBIX CPEICTB?

4, | Akt 06 yHMUTOXEHUH TIEKAPCTBEHHBIX CPEJICTB MIIH €T0 KOIUA B | IIYHKT 13
TeueHde 5 paGouux JHEH cO JHS €ro COCTaBICHUS HAIIPABIACTCA [MpaBui
JIM BaJeNbIIEM YHAUTOKEHHBIX JIEKAPCTBEHHBIX CPEIICTB B
YIIOJHOMOYEHHBIH Oprau?

(mormxrOCT H ®MO NOHKHOCTHOTO JIHIA, 3aNOHABIICTO MPOBEPOYHBIH JIKCT, TOIINCE, Jara)

(zomxHOCTb ¥ ®VIO ODKHOCTHOTO JHIa FOPHMHYECKOTO JIMNE, IPHCYTCTBOBABIICTO pH
3aIOJTHEHAHN IPOBEPOYHOrO JINCTA, TIOJIIUCh, 1aTa)
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ITpunoxenue Ne 37
K mpuKasy @enepanbHOH CIIyKObI
10 Haf30py B cepe 31paBOOXPAHCHNS

2

or (A1 Qo1 Ne 3445

®opma

IIpoBepoYHBIH JHCT
(cHCOK KOHTPOJIbHBIX BOIIPOCOB),
ucnoab3yemblii @egepanbHoi caysk00ii mo Ha3opy B cepe 3ApaBOOXPAHCHHU
H ee TePPATOPHAILHBIMH OPraHaMH NPH NPOBEEHAN MLIAHOBLIX NpoBepOK NpH
ocylIecTBJIeHHH (helepaibHOro rocy1apcTBeHHOro Haa3opa B cdepe oOpaiieHus
JIeKApCTBEHHBIX CPEIACTB
(co6onenne cyGreKTaMu 00palieHHs JIeKapCTBEHHBIX cpeacTs
yCTaHOBJIEHHBIX TPeGOBaHHH K MPOBEJCHHIO MOKJIHHHYECKHX HCcJIeJoBaHui
JleKapCTBEHHBIX CPEJICTB)

(HaMMEHOBAHME OPraHa, OCYIIECTBIAIOMIErO IIAHOBYIO IPOBEPKY)

1. Bun roCyJapCTBEHHOTO KOHTPOJILA (nagzopa)

2. Tlpemamer IU1aHOBOM IPOBEPKH IOPUAMTIECKHMX  JIHIL M HHIABUAYAIBHBIX
npeAnpUHUMATeNe OrpaHHIUBaCTCS 06s3aTeHEIME TPEGOBAHUAMHE, COOJIOICHNE KOTOPBIX
qBISIeTCS HauboIee 3HAUMMBIM C TOYKH 3PEHHMS HEJONMYIICHHS BOSHUKHOBEHIMS yrpo3sl
TIpHYMHEHWS Bpe/ia XU3HH, 3T0POBBIO IPaX/aH, M3JI0’KEHHBIMH B (JopMe POBEPOYHOrO JINCTA
(crircka KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBaHHe OPHAWYECKOrO JHIA, dammiusi, UMs, OTYECTBO (mpH HAIHYHH)
WHIABHIYaJIBHOIO npeAIpUHAMATENS:

4. MecTo NpOBENEHMs ILUIAHOBOM NPOBEPKH C 3arONHEHHEM NPOBEPOHHOTO ucTa:

5. PeKBHM3WTHI PHKa3a O MPOBEICHAHU IUIAHOBOH NMPOBEPKH: OT

Ne

6. YueTHbII HOMep IPOBEPKH H JaTa IPHCBOSHHUS YIETHOTO HOMEpa NPOBEPKH B EnuaoM
peectpe IIPOBEPOK:

7. JIOJKHOCTB, GaMUIMA M MHUIKAIB! JOIDKHOCTHOIO muna (JIUL), I'[pOBOIISIIIICl“O(PIX)
TJIaHOBYIO IIPOBEPKY:

1. ;

2. , ;

8. [TepedeHb BOIIPOCOB, OTPAXAIOLINX CORCPKAHUE o0Os13aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpBIE OJHO3HAUHO CBHIETENECTBYET O COBIIOICHUH 1M HecOOMONeHIH IOPUINIECKIM
JIMIIOM, WHIVBHAYATbHBIM NPEANPUHHUMATENEM o06s3aTebHBIX TPeOOBaHHM, COCTABIIIOMIMX
npeaMeT TIPOBEPKH:




PexBH3HTHI

BriBOg 0

Ne Bonpocsl, oTpakaromme HOPMATHBHOI'O NIPABOBOI0 BLINOJTHEHAH
n/m coaepkaHHe 00s13aTeIbHBIX aKTa, ¢ YKa3aHHEM HX TpeGoBaHHH
TpeOoBaHHUH CTPYKTYPHBIX €IHHMII, aa HeET
KOTOPBIMH YCTAHOBJICHbI
o0s3aTeIbHDbIE
TpeOOBaAHHUSA

®exepanbubiii 3aKkon ot 12 ampeas 2010 r. Ne 61-@3 «O6 o0pameHHH JIEKAPCTBEHHBIX
cpeacrs» (CoGpanne 3aK0HOAATEIHCTBA Poccuiickoii ®exepamnn, 2010, Ne 16, cr. 1815; 2016,
Ne 27, cr. 4283) (madee — 61-®3); IlpaBmaa Haprexamen JabopaTopHOil NPAKTHKH,
yTBepXAeHHbIe NPHKa3oM MEuHHCTEPCTBA 31pPaBOOXpaHeHMs Poccniickoii Peaepanuu
or 1 ampens 2016 r. Ne 1991 (3aperncTpupoBaHo B MHHHCTEPCTBE HOCTHIHH Poccuiickoii
®enepanuu 15 aBrycra 2016 r., perucTpauuoHHbI N 43232) (nanee - IlpaBniia Hagnexamen
J1a60paTOPHOI IPAKTHKH),

1. TpeGoBanus K HCNBITATEIbHOM 1a60PATOPHH | MEPCOHATY HCIBITATEILHOH JaabopaTopuH,
crucTeMa ofecnedeHns Ka9ecTBa JOKIHHAYECKHX HCCIeI0BaHHI

1.1

HcnerratensHas na6opaTopnx HMEET JIH IMTOMEMCHUS U 30HEI JJIS:

H30IIAIMH, oOecreueHus
COXpaHEHHs COCTaBa U
KOHIIEHTPAIINH, YACTOTHI H
cTabMIBHOCTH TECT-CHCTEM?

yacTth 3 crated 11 61-D3;
IyHKTHI 2, 5 [IpaBui
Hajyiexaineil 1abopaTopHOH
IPaKTUKH

H30JII1MH, 00ecnieueHus
COXpaHEHHs cOCTaBa U
KOHIIEHTPALUH, YHCTOTHI H
cTabHIBHOCTH 00pa3noB?

yacTh 3 cratek 11 61-®3;
yHKTHI 2, 5 IIpaBui
HaJuTeKalneil 1JabopaTopHOR
IPaKTHKH

H30JIAIUH, 00ecrneYeHus
COXpaHeHHs COCTaBa H
KOHIICHTPAIINH, YUCTOTHI H
CTaGHIIBHOCTH NTPO6?

yacTh 3 ctathu 11 61-D3;
myHKTHI 2, 5 [IpaBun
Hajiexaineil 1abopaTopHOH
PaKTHKH

H30JIALHH, 00ecTIeUeHHUS
COXpaHEHHs COCTaBa U
KOHIICHTPAL{H, YUCTOTHI U
cTabHJIBHOCTH PacTBOPHTENEH?

yacTh 3 crarey 11 61-P3;
myHKTHI 2, 5 [IpaBun
Hajuiexarnei 1abopaTopHOH
TIPaKTHKH

1.2

TecT-cucTEMEI, 06pa3111;1 H paCTBOPUTEN ITPOMAPKHPOBAHbI JH C YKa3aHAEM.

coctasa?

nyHKT 5 [IpaBun
Hajuiexareit raboparopHon
IIPaKTHKH

KOHIIEHTpAIu?

nyHKT 5 [IpaBun
HaUIexamei 1abopaTopHOH
IPaKTHKH

CpOKa roJHOCTH?

nyHKT S IlpaBun
HajIeKameit abopaTopHoi
MPaKTHKH

0cOoGEHHOCTEH XpaHEeHH ?

myHKT 5 [IpaBun
HajuIexKameil 1abopaTopHOI
MIPaKTUKH

HCTOYHHKA MOIYyICHHUA?

nyHKT 5 [TpaBun
Haexaniei 1abopaTopHOH
IIPaKTHKH




285

JaThl HpHFOTOBJICHHH?

myHKT 5 [IpaBun
HaJUIexalnet 1abopaTopHor
MIPaKTHKH

CcTabHUIBHOCTH?

nyHKT S [IpaBun
Haiexarneil rabopaTopHoH
IIPaKTHKA

1.3 | 3amoKyMeHTHpPOBAHBI JIK BCE 3TaNbl | MyHKT 5 IpaBun
U BHJBI 0OpameHus TECT-CHCTEM, Hawexamei nadopaTopHon
06pa31oB cpaBHEHHU, 0OPa3NoB, MPaKTUKA
1po0, pacTBOPUTEICH?

1.4 | PykoBoauTeneM UCIBITATEILHOM IYHKT 6, TOJILYHKT «O»
J1ab0paTOpHH YTBEPKICHBI JIH nyHkta 9 [IpaBun
CTaH[IapTHEIE OIIEPAlIHOHHEBIE HauIexaneit 1abopaTopHoi
IpoLeypbl HOAPOGHO U [PaKTHKH
IIOCJIEI0BATENHHO
PerJIaMEHTHPYIOIIHE IOPATOK
NPOBEACHHUS JOKIHHUYIECKOrO
HCCIIENOBaHUS HIIH [OPAIOK
OCYIIIECTBIICHHS NIPOLEAYD, HE
OIIMCAaHHBIX IOAPOOHO B IIPOTOKOJIE
uccnenopanus (ganee - COIIbr)?

1.5 | Yreepxxnennsie COIIbI pernaMeHTHPYIOT JIU:

HOCTYIUIEHYE, HICHTHPHKALUIO,
MapKHpOBKY, 00paboTKy, 0T60p
po6, HCTIONB30BAHHUE, XPaHEHHME,
YHUYTOXEHHUE, YTIIH3AIMIO
HCCIIEAYEMBIX BEIIECTB,
JIEKAPCTBEHHBIX CPEICTB H
00pa31ioB CpaBHEHHUS?

HOAMYHKT «a» IyHKTa 7
[MpaBun HagIEKaIEH
1a00paTOPHOM IIPAKTHKH

00CTy)XHBaHUE U IIOBEPKY
M3MEPHUTEIBHEIX TPHOOPOB M
obopynoBasus?

TOJIYHKT «0» IMyHKTa 7
[NpaBun HajuIEKAIIEH
71abopaTopHOM IIPAKTHKH

IIPUTOTOBJICHUE PEAKTUBOB,
IIMTATENHHBIX Cpell, KOPMOB?

HOANMYHKT «B)» IIyHKTa 7
IpaBun HagexKamen
71abopaTopHOH NPAKTHKH

BeJCHHE 3alIHCEil, OTYETOB U HX
XpaneHune?

HOATYHKT «I'» IyHKTa 7
[IpaBui Hagmexaren
71a60paTOPHOM MPAKTHKH

CofiepKaHue TOMEIICHHIH,
HCIIOJB3YEMBIX TIPH HPOBEICHUH
HcclieI0BaHuS?

HOAMYHKT «J» MyHKTa 7
IMpaBwm HagIEXKaWEH
J1ab0paTOpPHOM IIPaKTHKH

IIpUeM, TPAHCIIOPTHPOBKY,
pa3MeIIeHHe, ONKMCaHME,
HICHTA(DHUKALIAIO HCCIIERYEMBIX
BEHIECTB U TECT-CUCTEM?

TIOANMYHKT «€» ITYHKTa 7
IIpaBun HazeKameH
71a60paTOpHOI IPaKTHKH

BBINOJIHEHHE IIPOTOKOJIA
HCCIICIOBAHUS?

TOJIIYHKT <OK» IIyHKTa 7
ITpaBun HajIEKaIEH
J1a00paTOpPHOH MPAKTHKH
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1.6 | Bemerca /m Karajor acicTBylomux | MyHKT 7 [IpaBuin
COII ¢ yka3aHHEM MX BEPCHH, ATkl HajIexarnei 1abopaTopHOR
BCTYIUIEHHS B CHIIY M JaThl UX MPaKTHKH
nepecMoTpa’?
17 | Mccnenopateny BMEOT M Ha CBoUX | IMyHKT 7 [IpaBui
paboumx MecTax KOIHA HazyIexalei sabopatopHoi
akTyansHeix Bepcuit COII? IPaKTHKU
1.8 JIOKyMEHTaIbHO NOATBEPXKICHO JIK | IIYHKT 7 IlpaBun
HPOXOXKACHHUE HCCIIEN0BATSIIMU Hajexaieil 1aboparopHo#
o6yuenns o COIL, B ToM uncne, B | NPaKTHKH
ciTydasx uX nepecmorpa?
1.9 | PyxoBoauTesneM HCIBITATEILHOH 1ab0paTOPHH HA3HAYCHB! JIH KBaTH(PUITMPOBAHHEIC:
PYKOBOAUTEND JOKIAHHYECKOTO HOMIYHKT «T'» ITyHKTa 9
HCCIIeIOBaHUsA? ITpaBui HajUIeKamEH
1ab0opaTOPHOH NPAKTHKH

BEIYIUMH KCCIIe0BATEND? TOIIYHKT «I» IyHKTa 9
TMpasun HaUIEKaAIIEH
naGopaTopHOi IPAKTHKA

UCCIeI0BATENHN? MOJIMYHKT «I'» ITYHKTa 9
Tpasui HajIeKamen
naGopaTopHOi MPaKTHKA

OTBETCTBEHHBIH 3a pa3paboTKy nyHkt 21 I1paBun

KOMIIBIOTEPH3UPOBAHHBIX CHCTEM? | HaJUIeXKalleH nMabopaTOPHOM
IIPAKTHKH

OTBETCTBEHHBIH 32 BATHIAIINIO myHKT 21 IpaBui

KOMITBIOTEPH3HPOBAHHBIX CHCTeM? | HajuIeXKalleH nabopaTopHOH
PaKTHKH

OTBETCTBEHHBI 3a SKCIUTyaTauuo | myHKT 21 IIpaBun

KOMIIBIOTEPH3HPOBAHHBIX CHCTEM? | HaJlexalel naGopaTropHOi
MPaKTUKA

OTBETCTBEHHBI! 3a obcmyxupanue | MyHKT 21 ITpasun

KOMIIBIOTEPH3UPOBAHHEIX CHCTEM? | HaJuexalle nabopaTopHO#
MPaKTHKH

OTBETCTBEHHBIH 33 CHCTEMY IIYHKT 8, MOJIIYHKT «B»

obecrieueHns KauyecTBa nyskTa 9 [IpaBun

HCIBITATENbHON TabopaTopun? Haajexaieil 1abopaTopHOA
MIPaKTHKH

1.10 | JInoM (J1MIIaMH), OTBETCTBEHHBIM (OTBETCTBEHHEIMH) 3a CHCTEMY 00€eCIIeUCHHS KadeCTBa

obecriedeHbl IM:

paszpaborka COII u cBOEBpEMEHHBIH
epecMOTP B LEIAX UX
aKTyaIH3aiuy, ¢ y4eTOM
HAKOIJICHHOTO OIBITAa ¥ HAyYHBIX
JNOCTHOKECHHHA?

MYHKT 7, TOAIIYHKT «a»
myHkra 8 IIpaBun
HajuIexameit 1abopaTopHOi
IPaKTHKH

noeenenne yreepxkaeHHbx COII no
CBEJICHUS IEepCcoHaia
HCIBITaTEIbHON TabopaTopuy U
cucTeMaTH4yecKas IPOBEpKa UX
cobmoxeHus?

HOIIIYHKT «a» IIyHKTa 8
IMpaBun HaUIEKaLIEH
nabopaTOpHOH MPaKTUKH
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IPOBEJCHUE UHCIIEKIUHY C [EIBIO
HOITBEPKAEHHS COOTBETCTBHUS
IIPOBOAUMOTO JOKIMHHUYECKOTO
uccienosanus [IpaBunam
HaJutexarei mabopaTropHoii
NPaKTHKH?

HOJITYHKT «6» IMyHKTa 8
[IpaBun Hagnexamen
71abopaTOPHOI MPAKTUKA

MIPOBEICHUE HHCIEKIIUH C LENBIO
MIOATBEPKICHHUS JOCTYITHOCTH
MEPCOHANY, YYacTBYIOIIEMY B
IIPOBEICHUM JOKITUHUYECKOTO
HCCJIEIOBaHHUSA, [IPOTOKONIA
ucciaenosanus u COIT?

MOJMYHKT «O» ImyHKTa 8
IIpaBun Hagmexamen
nabopaTopHOit NPaKTHKH

IPOBE/ICHHE HHCIEKIHH C IETBIO
HOATBEPXKAEHUA (aKTa
cobro/ieHHs IPOTOKOJIa
JOKJIHHHYIECKOT0 HCCIIEOBaHMA?

HOJIMYHKT «O» ImyHKTa 8
ITpaBun HamIexKamen
JabopaTOpHOI MPaKTUKH

IPOBEICHUE HHCIEKIUH C LEBIO
HOATBEPXKICHUA (aKTa
cobmopenns COII opraauszauuu?

HOIITYHKT «0» MyHKTa 8
[IpaBun HamIexamen
71ab0paTOpHOI MPAKTHKH

IpOBEpKa 3aKTIOYATENBHBIX
OTYETOB Ha COOTBETCTBHE
HEpBOHAYAJILHBIM JJaHHBIM O
JOKIHHHYECKOM HCCIIEIOBAaHUH C
MOCTIEMYIOUIAM COOOINEHHEM O
pe3yNbTaTaX pyKOBOIUTEITIO
HCTBITATCIBHON
nabopaTopun/uccie/oBaHus B
ITHCEMEHHOM BHJIE?

HOITYHKTBI «BY», «'»
nyHkTa 8 I1paBun
HaJuiesxamielt 1abopaTopHOi
HMpaKTHKA

MOATOTOBKA U MOAMHUCAHHUE IO
pe3yJIbTaTaM IIPOBEPKHU
3aKIOUYEHUA?

HOAITYHKT «I» TyHKTa 8
IlpaBun Hagexammen
1ab0paTOpHOI MPAKTUKH

1.11

[ToarBepxaeHa u KBauQUKALISL
IIepCcoHaIa, 33IeCTBOBaHHOTO B
IpoBeIeHHE JOKITMHUYECKOTO
HCCIIETOBaHHAA?

MYHKT 2, HOAIYHKT «a»
nyHkrta 9 [IpaBun
HaJuIexarel tabopaTopHoH
MPaKTHKH

1.12

O6ecmieueHo JI HANAYHE
obopynoBaHus, CPEICTB U
MaTepHAaNOB IJIs CBOEBPEMEHHOTO
IPOBEICHHUS JOKITHHUYIECKOTO
HCCJICIOBaHUA?

MOITYHKT «a» ITyHKTa 9
IIpaBun Hagexamei
nabopaTopHOi MPaKTUKH

1.13

ObecneyeHo U HaTU4HE
BaJIMJUPOBAHHOM CHCTEMBI
MPOrpaMMHOT0 00eCTIEYeHHUS,
HE0OXO0IUMOTO JUIS IPOBEACHHS
JOKJTMHAIECKOT'O HCCIIEOBAHUA?

HMOJIMYHKT «B» IIYHKTa 9
IIpaBui HajIeKamen
1ab0paTOpPHOM IPAaKTHKH
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1.14 | Banmmpganus nyHKT 21 [IpaBui
KOMITBIOTEPH3UPOBAHHBIX CHCTEM Haexanieit aboparopHoH
OCYHIECTBIICHA JIU JI0 Havalla €€ IIPaKTHKH
SKCIUTyaTaly ¥ IPOBOAMTCS B
COOTBETCTBHH C ILIAHOM,

YTBEPXXJIECHHBIM PYKOBOJIUTEIEM
HCIIBITATeIIbHOM TaGopaTopun?

1.15 | 3ameHa pyKOBOOHTEA HOJITYHKT «I» IyHKTa 9
JOKJIMHAYECKOTO UCCICIOBAHHUS, [IpaBun Hamiexamen
BEAYIHETO UCCIIeN0BaTENs, nabopaTopHO# NpaKTHKH
HCCJIEA0BATENS OCYIECTBICHA JIA
PYKOBOAUTENEM HCIIBITATEIbHOM
nabopaTopuH, COrJIaCHO
cootBercTBYIommer COII?

1.16 | ObecneueHa I opraHu3anys ITOJIITYHKT «J1» IyHKTa 9
JOKyMEHTO000pOoTa, COTJIACHO TIpaBun Hamexamen
cootBercTBytomed COII? nabopaTOpHOH MPAKTHKH

1.17 | PykoBoauTeneM HCHBITATENbHOM MOJITYHKT «€» IMyHKTa 9
sabopaTopu o6ecredeHo a1 IIpaBun Hamexamen
B3aUMOJCHCTBHE MEXIY nabopaTopHO IPaKTHKH
PYKOBOJAUTEIIEM HCCIICAOBAHUS,

BeyIIUM HCCIIeN0BaTeNeM
HCCIIENOBATESIMH?
1.18 | PykoBoauTeneM NOKIMHUYECKOTO MCCIEAOBAHHS 00ECIIEYEHO JIH:

YTBEPIKICHUE IPOTOKOJIA
HCCJICIOBAHHS, H3MEHEHHH H
JOIIOJIHEHAN?

TOJIIYHKT «a» myHkTa 10
[IpaBun Hapnexaei
nmabopaTopHO# MPaKTHKH

pacrpezeneHue o0s13aHHOCTEN
MEX]Iy HCCIIeOBATEISIMH?

MOIMYHKT «6» myHkTa 10
[IpaBun HamIeXKaIIEH
nabopaTopHOil MPaKTHKH

CBOEBPEMEHHOE IPEACTaBICHUE
JIMIaM, OTBETCTBEHHBIM 3a CHCTEMY
obecrieyeHuq Ka4yecTBa, KOIMH
POTOKOJIA UCCIIEIOBAHNS,
H3MEHEHHH U JOIOJHECHHH?

MOJIYHKT «B» ITyHKTa 10
[IpaBwi HagTexalen
J1a60paTOpHOI IPAKTHKH

MIpEICTaBICHHAE HCCIIEN0BATEIAM
MIPOTOKONIA HCCIIEAOBAHNS,
U3MEHEHHH, CTaHJapTHBIX
OIIEPaLIMOHHBIX NPOLEAYD,
OTHOCSIIUXCS K JOKIHHHYECKOMY
HCCIIEIOBAHUIO?

MOJIMYHKT «r» MyHKTa 10,
myHKT 11 IIpaBmi
HaJyIexarnet 1abopaTopHOH
HPaKTHKA

COOJTI0ICHHE IPOLEAYP, YKa3aHHBIX
B IIPOTOKOJIE UCCIEAOBAHMUSA?

MOMITYHKT «J» IyHKTa 10
[TpaBun Hagexamen
nabopaTOpHOMN ITPAKTHKH

JOKyMEHTHPOBAHHUE TFOOBIX
OTKJIOHEHHH OT IIPOTOKOJIA
HCCIIEJOBAaHKS BIUAIOIINX HA
Ka4eCcTBO M JIOCTOBEPHOCTH
HCCIIEeZIOBaHUS ¥ IPHHATHE
KOppEKTUPYIOIMHX Mep?

HOJIYHKT «I» IMyHKTa 10
[TpaBun HamIexKaIen
nabopaTopHO#l MpaKTHKH
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JIOKyMEHTAIBHOE 0QOpMIICHHUE U
PETHCTpAIIHSA BCEX TIOTYYCHHBIX NPH
IpOBEICHHH JOKITUHIIECKOTO
ACCIIE{OBaHHs HCXOMHBIX JAHHBIX?

IOAIYHKT «e» MyHKTa 10
ITpaBui HajIexaleH
1a06opaTOpHOH PAKTHKA

HPOXOXICHHE BATH AN
KOMIIBIOTEPH3UPOBAHHEIX CHCTEM,
ACTIOJIBE3YEMBIX B TOKIMHUYIECKOM
HCCJICIOBaHUU?

IOIYHKT «K» MyHKTa 10
[MpaBui HajIeKameH
n1a0opaTOpHOH IPaKTHKH

MOAITMCAHUE 3aKIMIOYHTEIBHOTO

TOAMYHKT «3» MyHKTa 10

oT4eTa JOKIHHHYECKOTO [IpaBu HaJUIEKAIEH
HCCIIEA0BaHHs? 1a6opaTopHOH IIPAKTHKA

1.19 | Bce oTKJIOHEHHSA OT IIPOTOKOJIA HCCICTOBAHUS:
odopMIIeHBI B 060CHOBAHbI JIH myHkthl 11, 19 TIpasun
HCCIIEIOBATESIMA JOKYMEHTaNBHO? | Hallexalel 1a60paTOPHOA

TPaKTHKH
HepeaaHs! 1 PyKOBOAUTEIIO mysicrst 11, 19 TIpasan
HccaeoBaHus U (MIN) BEXYIIEMY ., .,
HCCIIEJOBATENIO ISl COTIacOBaHUS Haanexalmel 1abopaTopHon
C COXpaHEHHEM MCXOJHBIX JIAHHbIX? TpaKTHKH

1.20 | UccaenosareneM obecriedeHa Jin nyHkT 11 IpaBun
CBOEBpPEMEHHAs ¥ TOUHas HajuIexareit tabopaTtopHoi
perucTpanys NOTYYEHHBIX JaHHbIX, | TPAKTHKH
HX JIOCTOBEPHOCTH H
0OBEKTHBHOCTD?

1.21 | OGecneyeHO I COOTBETCTBHE nyHkT 12 Hpasun
IOMEIIEeHH#, TpeHa3HAuYCHHBIX UIA HauIeKalel 1abopaTopHOT
NpOBEACHHS JOKIMHUYCCKHX TIPaKTHKH
HCCleN0BaHuil, TPeOOBAHHAM
CaHMTAPHO-3MHAEMHOIOTHIECKAX
IIpaBUJI ¥ THTHEHUYECKHX
HOPMaTHBOB?

1.22 | IlpoBoawrcs JIn:
TeXHHYecKoe 00cTy ) KuBaHUE nyskT 14 IIpaBun
060pyI0BaHHs, HCIIOJB3YEMOT0 TIPH HaJIexale 1aboparopHoi
NPOBEACHAHN JOKITMHHYECKOTO MIPaKTHKH
HCCIICHOBAHMSA?
NpOQHUIAKTHIECKHH OCMOTP nyskT 14 Ipasun
06opyAOBaHHA, HCIIOIBE3YEMOTO IPH Hajitexareit 1abopaTopHO#
IPOBEICHUH JOKIMHHYECKOTO MIPaKTUKH
HCCIIEAOBaHNA?
KayuOpoBKa 060pyIOBaHUs, nyHkt 14 IpaBun
ACTIOJIE3YEMOTO TIPH ITPOBEACHHUH HajIexaieit 1abopaTopHOH
JMOKIMHIYECKOTO UCCIIEIOBABUA? MPaKTUKH

1.23 | OGecneueHo U COOTBETCTBUE myHKT 14 [Ipasun

o6opyn0oBaHAs, HCIIOJIB3YEMOTO IIPH
IpOBEJICHUH JOKIHHIUIECKOTO
HCCIEeIOBAHMS, BHIaM POBOIUMBIX
HCCIEIOBAHM?

HaJyIeKaled 1abopaTopHOA
[IPaKTHKH
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1.24 | CotpynHuk, Ha3HaYECHHBIH nyHKT 15 IIpaBun
PYKOBOJHUTEEM HUCIIBITATENBHOM Ha uIexaIei maboparopHoi
n1abopaTopuu, pErUCTPUPYET JIH B IPaKTUKH
paboueM xypHaie HHGOPMALIHUIO O
NIOJTY4Y€HHUH TeCT-CHCTEM?

1.25 | Ucnonb3yeMble B HCCIIEAOBaHUH myHKT 15 IIpaBun
TECT-CUCTEMBI IPOMapKUPOBAHEI Hau1exantei 1aboparopHoi
m? IIPaKTHKH

1.26 | )KuBoTHBIE, pacTUTENbHBIE yHKT 16 [IpaBun
HCIIBITATEIIbHBIE CUCTEMBI, HajTexamel abopaTopHOi
TOCTYIHBIINE JUIS IPOBEACHUS IPAKTHKH
JOKITHHUYECKOT0 UCCIIEOBAHMUS,

H30JIAPOBAHBI TN B COOTBETCTBUH C
COIT?

1.27 | ObecneyeHo MM UCIIONB30BAaHUE B nyHKT 16 IIpaBun
HCCJIEIOBaHUH JKUBOTHBIX, HaJuiexanielt taboparopHoi
PacTUTENBHBIX UCHBITATENbHBIX IPaKTHKHA
CHCTEM, COOTBETCTBYIOINX BUAY U
1eJIIM JOKITHHHYECKOTO
HCCIIEIOBaHUA?

1.28 | UcneITaTelbHBIE CHCTEMEI, MOpaXeHHBIE GOJIE3HBIO WIIH NOBPEKACHHBIE IIPH
NPOBEICHUH JOKIMHHUYECKOTO HCCIIEOBAHMS:

H30JIAPOBAHBI JIH? yHKT 16 [IpaBun
HauTexareit naboparopHoi
MPaKTHKH

UCCIICOBaHbI I B COOTBETCTBHU ¢ | MYHKT 16 [IpaBun

COII? HaJuIexameit 1abopaTopHOi
NPaKTHKH

1.29 | ObecneueHa u aganramnus, B nyHKT 16 IIpaBun
coorercTBHuH ¢ COII, HaJuiexauiei 1abopaTopHoii
O6MOIOrMYECKUX UCTIBITATENBHBIX [IPaKTHKH
CHCTEM K YCJIOBHSIM
JOKITMHAYECKOTO HCCIIEOBAHMUS
nepe]t IEPBEIM BBEACHUEM ?

1.30 | BuBapuit, ucnonb3yemslit s nyHKT 17 IlpaBun
9KCTIEPUMEHTAIIBHBIX HaJJexameit 1abopatopHoi
UCCIEOBaHMUIA, OTBEYIAET JIH MIPAKTHKH
CaHUTAPHO-3THIEMHOIOTHIECKUM
TpeboBaHUAM?

1.31 | Kopma, o6opynoBanue u uHBeHTaph | MyHKT 17 IIpaBuin
JUTSL yXOJa 33 )KHBOTHBIMM XpaHATCA | Hajyiexainei nabopaTopHoi
1 B IOMEIIEHUSAX, H30JMPOBAHHBIX | IPAKTUKH
OT MECT COHEPKaHMs )KUBOTHBIX?

1.32 | Bce npouenypsl, CBI3aHHBIE C nyHKT 17 [lpaBun

YXOJIOM 3a XXHBOTHBIMH OIIMCAHEI JIH
B COIlax?

HaJu1examel abopaTopHoH
IIPAKTHKH

2. Hposenelme AOK/IHHHYECCKOro HCCJICAOBAHHA
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2.1 Jlata Hauana JOKIMHUYIECKOTO myHKT 4 IIpaBui
HCCIIEIOBaHMUsI COOTBETCTBYET JIH HaJuIexaleil 1abopaTopHOi
JaTe MOANUCAHHS PyKOBOAHUTEIEM | IPAKTHKH
JOKJIMHHUYECKOTO MCCIIEOBAHUS
NPOTOKOJIA HCCIEAOBAHUA?

2.2 | I[IpoTokoa JOKIMHHYECKOTO gacTp 4 crateu 11 61-O3;
HCCJICOBaHUS COAEPKHT JIH nyHkt 18 Ipasun
HHGOPMAIHIO, yCTaHOBJICHHYIO Hazjexaieil 1abopaTopHOA
nyaxtoM 18 IIpaBun Hajjiexamied | MPaKTHKH
na6opaTopHON MPAKTHKH?

2.3 | i3MeHEHus, JOTOIHEHNS B nyHKT 19 IIpasui
MIPOTOKOJI UCCTICTOBAHUS Hauexanieii 1abopaTopHoOH
YTBEPXKACHBL I PYKOBOHUTEIEM IIPaKTUKH
HCCNIEIOBAHMA H IPHOOIIEHEI K
IIPOTOKOJLY HCCIIEOBAHHS?

2.4 | KaxxmoMy JOKIHHHYECKOMY nyHKT 20 IIpaBmi
HCCJIE(OBaHHIO IIPUCBOEH JIH HajuIexamei 1abopaTopHOR
YHHKAJIbHBIH HACHTHQUKANMOHHBIA | TPAKTHKH
HOMeEp?

2.5 Bce ucnonszyemsie B nyHKT 21 IIpasun
JOKJIMHHYECKOM UCCIENOBAHUY Hauexanieil 1abopaTopHOH
MaTepHaIbl OIIUCAHBI JIH B MPaKTHKA
JIOKYMEHTaX UCCIICOBAHHS C IIENIBIO
HX IIPOCIIEKIBAEMOCTH ?

2.6 | B xone uccnemoBaHus myHkT 21 Ipasun
pccenosareneM oQopMISIOTCS M | HaJuiexammed 1abopaTopHOH
OTYETEL, COAepKaIlHe TaHHBIC MPaKTUKH
IOJTy4acMBbIE B XOJE
JOKJIMHAYECKOTO HCCIIEIOBAHUS,
naty coctasienus, PO u noanuchy
HCCIIEXOBATENSA?

2.7 | HonTBepXAcHa I Baauaauus myHkT 21 IIpaBun
KOMIIBIOTEPHOH CHCTEMBI, €CITH HajuIexamieil 1abopaTopHOA
OTUET UCCIIENOBATENS COCTABJICH B | IPAKTUKH
3JIEKTPOHHOM BHJAE?

2.8 | ObecneueHo 1A MPOBEACHHE gacTs 4 craten 11 61-03

JOKJIMHHUYECKOT0 MCCIIEOBAHHUS B
COOTBETCTBHH C YTBEPKACHHBIM
pa3spaboTINKOM JIEKAPCTBEHHOTO
cpecTBa IUTaHOM (TIPOrpamMMOoi,
IIPOTOKOJIOM)?

3. O(l)OpMJIeHHe pe3yjabTaToB JOKJHHHYICCKOr0o HCC/ICI0BAaHAA

3.1

CocTaBJieH JIi 3aKIFOYHTEIbHBIA
OTYET O [IPOBEACHHOM
JNOKJIMHMYECKOM HCCIEOBaHUH,
HOJNHMCAHHBIA PyKOBOJUTEIEM
JTOKJTMHHYECKOTO HCCISIOBAaHUA?

yacTh 4 crateu 11 61-03;
nyHkT 23 Ipasun
Haexamei tabopaTopHoOiH
MIPaKTUKA
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3.2 | Jlara moanucanus pykoBogureneM | MyHKT 4 IIpaBun
JOKJTMHAYECKOTO HCCIICIOBAHHUS Hauiexameit 1abopaTopHOH
3aKJIIOYUTENBHOIO 0TYETa O IIPaKTHKH
IPOBEJECHHOM TOKIHHIYECKOM
HCCJIEJOBaHHH COOTBETCTBYET JIH
JaTe OKOHYaHUs UCCISIOBaHHA?

3.3 | 3aKmOYHTENBHEI OTYET COAEPXKUT | MyHKT 22 IIpaBun
JIH CBEJICHUS, IPEAyCMOTPEHHBIE Ha uIexanieit 1aboparopHOH
myHkToM 22 [IpaBuin Haanexamel | IpaKkTHKH
nabopaTopHO# IPaKTUKU?

3.4 | U3meHeHus, JOMONHEHUS K nyHKT 23 IIpasun
3aKJIFOYUTEIHHOMY OTYETY Hauiexanieit taboparopHoH
oopMIIEHBI U B BHIC IPaKTHKH
IPAJIOKEHUS U TIOTIHUCAHEI
PYKOBOIUTENIEM JHOKINHUYECKOTO
HCCIIECIOBaHUA?

3.5 | OTueTsl 0 JOKIMHAYECKOM nyHKT 23 [IpaBun

HCCJIEIOBaHMH, COCTABJICHHBIC
BeyLIMM HCCIEI0BaTENEM,
HCCJIEIOBATEIAMH B X0J€
MPOBEACHHUS JOKIMHAYIECKOTO
HCCIICIOBAHNSA, IIOAITHCAHEI JIH
BEXYIIUM HCCIIECAOBATENEM H
HCCIIE/IOBATEIAMH C YKa3aHUEM
®UO u natwi?

HaJuIexamelt 1abopaTropHoOR
IIPaKTUKH

4. Xpaﬂelme JAOKYMEHTOB H MAaTE€PHA/TI0B AOKJTHHHYCCKOT0 HCCJIET0BAaHUA

4.1 ObecneueHo 11 XpaHEHHE nyHKT 24 [IpaBun
JOKYMEHTOB Y MaT€pUAaIOB Hajiexainei 1aboparopHoii
JOKITHHUYECKOTO UCCIIEIOBAaHHS B IPaKTHKH
HOMEIICHUAX, UIMEIOINX
PEKUM OTPaHHYEHHOTO JOCTYIa,
obecneunBaoOMMX
KOH(UAECHITMATBHOCTD MOJTY4aeMbIX
MaTEpHAJIOB U TaHHBIX ?

4.2 | JlocTyn K apXMBHBIM JJOKYMEHTaM H | IMyHKT 25 [IpaBun
MaTepyaaM JOKITHHUYECKOIO Haqnexamel 1abopaTopHOR
HCCIIeIOBaHUS. UIMEET JIM TOJIBKO IIPaKTHKH
CIIEIMATBEHO YIIOJIHOMOYEHHBIH
PpabOTHHUK UCIIBITATEILHON
naboparopuu?

4.3 | JlokyMeHTBI 1 MaTEpHAJIBI yHKT 26 IIpaBun
JOKITHHUYECKOTO HCCIIEA0OBAHUS, Hapiexanteli 1abopaTopHOH
TIOMEIIEHHBIE B apXUB, HMEIOT JIX IPaKTHKH
0003Ha4YeHHs B COOTBETCTBHH C
HOPSAKOM XpaHEHUA?

4.4 | Opranu3aTopoM JOKJIHHHYECKOIO nyHKT 26 [IpaBui

HCCJIEIOBAHMUS OTIPENIENIEH JIH CPOK
XpaHeHHs apXMBHBIX MaTepHATIOB?

HaJJIexalel 1abopaTopHOM
IPaKTHKA
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4.5

PyxoBoaUTENs HCIIBITATEIEHON
naGopaTopHu yBEIOMHI K B
IMCHEMEHHOM opMe opraHu3aTopa
TOKITMHHYECKHUX HCCIENOBAHUH O
HaMEPEHUH YHHYTOXHTh
MaTepHaIbl H JOKYMEHTHI
JOKJIHHUYECKOTO HCCIIEI0BAHHUS 110
HCTEYEHHH CPOKa XpaHeH!s?

nyHkT 26 [Tpasun
HaJiexanei jabopatopHoi
IIPAKTHKH

4.6

YHHYTOXEHHE JOKYMEHTOB U
MaTepHaIoB JOKIMHHYECKOTO
HCCIIEOBAHUSA 10 HCTEYECHUS
yCTAQHOBJICHHOTO CPOKa XpaHCHHU,
OCYIIECTBIIECHO JIM C IIHCHMEHHOTO
COTJIaCHs OpraHu3aTopa
JIOKJIMHAYECKOTO HCCIISAOBaHHA?

myHKT 26 IIpaBui
Hajuiexareii 1abopaTopHoi
HMPaKTHKH

4.7

IMoxaTeepxaeH i $HakT nepenavan
apx¥Ba UCIIBITATE/IbHON
71a0opaTopHH MIPAaBOIIPEEMHUKY HITH
IIpH €ro OTCYTCTBHH OPraHu3aTopy
JOKJIHHHYECKOTO MCCIIETIOBaHNUS, B
cliydae mpeKpaleHus AeSTeNbHOCTH
ACIIBITATENBHOM 1abopaTOpHH 10
HCTEYCHHUS YCTaHOBICHHOTO CpOKa
XpaHeHHs JOKYMEHTOB ¥
MAaTepHAIOB JOKITHHAYECKOTO
HCCIIeIOBAHNMSA?

nyskT 27 Ilpasun
HaJuIexaleil 1abopaTopHOH
HpaKTHKH

(nomxHOCTE # PUO JODKHOCTHOTO JIHIIA, 3aII0JIHUBIIETO IIPOBEPOYHBIHN JIUCT, IOAIHCE, JaTa)

(momkHOCTh ¥ @VIO HODXHOCTHOTO JIMUA OPHIMIECKOTO JIMIA, IPHCYTCTBOBABIICTO pH

3aII0JIHEHUH IIPOBEPOYHOIO JINCTA, IMoaInCh, naTa)
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ITpunoxenue Ne 38
Kk nprkazy denepanbHoi CITyXOBI
10 Haa30py B cdepe 3ApaBOOXpPaAHEHHS

or QI11A0(L N G455

®opma

IIpoBepovHbIii JINCT
(CIIHCOK KOHTPOJIEHBIX BONPOCOB),
ucnosb3yemblii ®exepanbHOi ciyx00i o HAA30pY B cdepe 31paBooOXpaHeHHsA
U ee TepPPUTOPHAILHLIMH OPraHaMH NPH NPOBEJCHAH MJIAHOBLIX NpoBEepOK NpH
ocyulecTBIeHHH (heflepajibHOro rocy1apcTBeHHOTro Haa30pa B cdepe oOpaieHus
JIeKapCTBEHHbIX CPEJICTB
(coGmofenne cyGbeKkTaMu 00palileH s JIEKapCTBEHHBIX CPEACTR
yCTAHOBJIEHHBIX TPeOOBAaHHHA K MPOBEICHHI0 KIHHHIECKHX Hcc/1e10BaHHMA
JeKapcTBEHHBIX MPENapaToB)

(HAMMEHOBaHKe OPraHa, OCYIIECTBIAIONIEro MIaHOBYIO MPOBEPKY)

1. Bun roCyJapCTBEHHOTO KOHTPOJIA (Hamsopa)

2. Ilpenmer IUIaHOBOH MpPOBEPKH IOPHAMYECKAX JHMI M MHIUBHYaIbHBIX
IpeNpHHAMATEeH OTPAHHIMBAETCS 00A3aTeNbHBIMA TpeGoBaHIAMH, COOIOIEHHE KOTOPBIX
gBISIeTCS Haubonee 3HAYMMBIM C TOYKHM 3PEHMA HENOMYLICHMS BOSHUKHOBCHHA yIPOSBHI
IPAYHHEHNS Bpe/ia XU3HH, 3/0POBBIO IPAXKIAH, H3TIOKECHHEIMU B dopme MPOBEPOYHOTO JIUCTA
(CrECKa KOHTPOJIBHEIX BOMPOCOB).

3. HauMeHOBAaHME IODHMYECKOTO JHLQ, (aMuius, UMs, OTYECTBO (UpH HATHYHH)
UHIUBHUTyabHOTO HpeanpUHAMATENS:

4. MecTo TNpOBENCHHs IUIAHOBOM IPOBEPKH C 3alONHEHUEM MPOBEPOHHOTO JIMCTA:

5. PeXBU3HUTHI IPHKA3a O MPOBEASHUH IIAHOBOH MPOBEPKH: OT Ne

6. YueTHbIH HOMEp IPOBEPKH ¥ J1aTa IIPUCBOSHHUS yIETHOTO HOMEpA IIPOBEPKU B EnuHOM
peectpe IIPOBEPOK:

7. JIOJKHOCTB, (haMUIMs M MHULHAIB! JOJDKHOCTHOTO JIHIA (yu1r), TIPOBOASMIErO(HX)
IIAHOBYIO TIPOBEPKY:

1. ;

2. ;

8. ITepedeHs BOIPOCOB, OTPAKAIOIIMX CONEPIKAHNE 00s3aTeNbHBIX TpeOOBaHMH, OTBET Ha
KOTOpbIE ONHO3HAYHO CBHUACTEIBCTBYET O COGIIIOEHUN WM HECOONIOACHUH IOPHINIECKIM
JIAIIOM, HHAUBHAYATGHBIM TIPENPHHUMATENEM 0053aTebHBIX TpeGoBaHui, COCTABIIOLIMX
nmpeaMeT POBEPKH:
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PexBH3UTHI HOPMATHBHOI'O BriBoa 0
Ne Bonpockl, 0OTpaxkarommue IIPABOBOI0 aKTa, € BBLINOJIHEHHH
n/n coepxkaHne 00A3aTeNbHBIX yKa3aHHEM HX CTPYKTYPHBIX TpeOoBaHHH
TpeboBaHHMH eIHUHHI], KOTOPLIMH na HeT
YCTaHOBJIEHBI 00513aTeIbHbIC
TpebGoBaHHHA

Pemenne Cosera EBpazniickoii Dxonomadeckoii Komucenn or 3 Hosn6pa 2016 r. Ne 79 (nanee —
IIpaBnia HagIexKamel KIMHHIECKOH NMPAKTHKH EADC); ®enepaabubiii 3akon ot 12 ampeis
2010 r. Ne 61-®3 «O6 oGpamennu JekapcrBeHHBbIX cpeacrs» (CoOpanne 3aKOHOAATETBCTBA
Poccumiickoii ®enepanuu, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283) (nanee — 61-03);
®enepaibHblii 3aKoH oT 21 Hosops 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHbI 3J0POBbSI TPAKIAH B
Poccuiickolt ®enepanun» (CobpaHue 3aKOHOAATEALCTBA Poccuiickoit ®enepannn, 2011, Ne 48,
cT. 6724; 2017, Ne 31, cr. 4765) (mamee - 323-®3); IlpaBHia aKKpeIUTANHH MEIHIMHCKHX
opranu3anuii Ha NPaBo NpoBedeHHs KIMHHICCKHX HCCIeI0BaHN JJeKAPCTBEeHHBIX NPENaparoB
ISl METAIHHCKOr0 IPHMEHEHH s, yTBepaKIeHHbIC ocTaHoBIeHHeM [IpaBuTebCTBA Poccuiickoit
®enepannu ot 3 cenTbps 2010 r. Ne 683 (CobpaHue 3aK0HOAATENLCTBA Poccniickoii @enepanuu,
2010, Ne 37, c1. 4697; 2012, Ne 37, c1. 5002) (aanee — IlpaBuia aKKpPEAHTANHH MeXHITHCKHX
OpraHM3anHil Ha NPaBoO NPOBeJeHUs KIHHHIECKHX Hccnef0BanHil JIeKapCTBEHHBIX NMPENapaToB
I8 MeIHIHHCKOro mpumeHenus); TunoBbie NpaBnia 0683aTeJLHOI0 CTPAXOBAHHA KM3HH H
310pOBBbS MAIMEHTa, YYACTBYIOMEro B KIMHHYECKHX HCCIC/OBAHHAX JICKAPCTBEHHOIO
npenapara, yTBepxieHHble mocTanosieHneM IIpaBuTenncTBa Poccniickoii  Penepanmu
ot 13 cenrsbpsn 2010 r. Ne 714 (CobOpanne 3aK0HOJATEJILCTBA Poccuiickoii ®exepanun, 2010,
Ne 38, cr. 4832; 2014, Ne 43, ct. 5892) (nanee — TunoBslie NpaBAJIa 0053aTeJILHOI0 CTPAXOBAHHA
JKH3HH H 310POBbSl NAIMEHTA, YIACTBYIONIEro B KJIHHHYCCKHX HCC/IEN0BAHHAX JIEKAPCTBECHHOTO
npenapara); IlpaBaiaa Hajjexamedl KAHHHYECKOH NPaKTAKH, YTBEPHICHHbIE NPHKA3OM
MusncTepcTBa 3apaBooxpanenns Poccuiickoii ®enepanun ot 1 anpeas 2016 r. Ne 200u
(3aperncTpuposano B Munncrepcrse tocTanun Poccniickoi ®enepanun 23 aprycra 2016 r.,
perncrpanuonnbii Ne 43357) (nanee - Ilpasmia HauIeKamell KJIHHUYECKOH INPAKTHKH);
Ipasuia HaaJexanieii NPON3BOACTBEHHOH IPAKTHKH, yTBEPKACHHbIC IPHKA30M MunncTepcTBa
npoMbImuieHHocTH M Toprosam Poccmiickoit ®enepammd oT 14 wmons 2013 r. Ne 916
(3aperucTpupoBano B MHHHCTEDPCTBE IOCTHIHH Poccniickoii ®enepanuu 10 centabps 2013 r.,
perncrpanuonnsiit Ne 29938) (nasee — Ilpasnna HaJUIe)xameli MPOU3BOACTBEHHON NPAKTHKH);
Mopsimok ocymecTBaeHHs (apMaKoHaN30pa, YTBEPHKICHHBIH INPHKA30M Poc3apaBHan3opa
ot 15 despans 2017 r. Ne 1071 (3aperucTpHpoBaHo B Munucreperse wocTunun Poceniickoi
®enepamun 20 mapta 2017 r., perncTpannoHHbIH NeNe 46039) (nanee — Ilopsinok ocymecTBICHHS
dapmakoHan3opa)

aa HET

1. O0mue MOJI0KEHHS

1.1 | YupexxaeHre aKKpeJIMTOBAHO JIX Ha qacTh 7 crated 38 61-D3;

IPaBo MPOBEACHHS KIIMHHYECKHX [IpaBuina akKpeAUTAIH
HCCIIE0BAHMH JIEKAPCTBECHHBIX MEIUIHHCKAX OpraHu3anui
[IpenaparoB I MEAUIUHCKOTO HAa MPaBO IPOBEACHUA
IpUMeHeHus? KIMHHAYECKAX UCCIIEAOBAHHH

NEKapCTBEHHBIX NIpENIapaToB
JULS MEIULIAHCKOIO
PHMEHECHHS
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1.2 | KnrHudeckoe uccne1oBaHHe 4gacTh 4 ctatbu 38, yactd 1, 2
JIEKapCTBEHHOTO Ipernapara ctatbu 39 61-03;
IIPOBOAMTCS JIM B YUPEXKICHUHN HA IYHKTHL 5, 6, 21 IIpaBun
OCHOBaHMH pa3pelleHHs Ha HaJuIexaliel KIMHUIeCKOH
IPOBEACHUE KIIMHUYECKOTO IPaKTHKH
HCCIIEIOBaHUS, BBIIAHHOTO
MHHHCTEPCTBOM 3ApaBOOXpaHEHHS
Poccutiickoit ®enepaunn?

1.3 | Kiimaungeckoe ucciieroBaHue yacTh 1 cratbu 41 61-®3
JIeKapCTBEHHOTO Ipernapara Jyist
MEIUIMHCKOTO IIPHMEHEHHUS
IPOBOTUTCS JIU B COOTBETCTBHH C
JIOroBOpoM?

1.4 |JloroBop 0 IpoOBEAECHNH KIIMHHUYECKOTO UCCIIEIOBAHHUS JIEKApCTBEHHOTO IIpenapara Jyis

MCIOUIITHCKOTO IIPUMCHCHUA COACPXKUT JIN:

YCJIOBHA H CPDOKH IIPOBCACHUA
JaHHOT'O I/ICCJ'ICI[OBaHI/IH?

IyHKT «1» gactu 2 crateu 41
61-03

onpeneneHue oomei CTONMOCTH
IpOrpaMMbI JAHHOTO UCCIIEIOBAHUS C
yKa3aHHEM CYMMBEI,
NpeJHa3Havaromeics JJis BeILIAT
HCCIIE0BATENIO H
COHCCIIEIOBATEIIM?

ITyHKT «2» 9acTy 2 cTaThu 41
61-03

omnpeneneHne GopMbI IPeACTaBICHUS
Pe3yNbTaToOB JAaHHOTO UCCIIEAOBAHMUS
B YIIOJIHOMOYEHHBIH (enepanbHbIi
OpraH HCIIOJIHUTENBHOH BiacTu?

IIYHKT «3» yacTH 2 ctaThu 41
61-@3

2. He3aBuCHMBII 3THYeCKHH KOMHTET (Iajee

- HIK)

2.1 | Bxogsar nu B coctaB HOK mnuna, myHKT 11 IIpaBun
obnapatomye He0OXOIMMBIM ONIBITOM | HaJUIeXKaINEH KIMHAYECKOM
U KBanupuKarmeit st SKCrepTHOH IIPaKTUKHA
OLICHKH HaYYHBIX, MEJULIUHCKUX H
STUYECKUX ACIEKTOB IIAHUPYEMOTO
KJIMHWYECKOT0 HCCIEHOBAHNS?

2.2 | HOK ocymecTBiser Jid CBOIO myHKT 12 [Ipasun
JIeSATENILHOCTD B COOTBETCTBHH C HaJuTeXxalneil KIIMHAIECKO
YTBEP)KICHHBIMH UM CTaHIAPTHBIMH | IPaKTHKA
OIIEPAlIHOHHBIMH MTPOIIEYPaMH
(manee - COII)?

2.3 | COIIst HOK conepixart Jiu, B TOM YHCIIE:

TpeOOBaHUS K COCTaBY U
KBaTH(UKAIHH WICHOB?

nyHKT 12 [IpaBun
Hapexainel KIMHHYecKoH
NPaKTUKA

cBenenus 06 yupenurene?

myHKT 12 [IpaBun
Haaexamei KIHNHHIeCcKOH
MPaKTUKU

MIOPSAJIOK OpraHH3aluy IPOBEICHUS
3aceJaHuiH?

nyHKT 12 IIpaBun
Hagexamei KIMHHYecKOH
IIPaKTHKH
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IOPSIOK PACCMOTPEHHs TOKYMEHTOB | IyHKT 12 TIpaBun
H TIPUHSTHAS 110 HUM PELICHUH? HaJyIeKamei KIIMHRIECKOH
IPAKTHKH

24

B xone npunstus pemennii HOK paccMOTPEHB! JIH CIEAyomue TOKyMEHTBL:

IIPOTOKOJT KIIMHUYECKOTO HOINYHKT «a» IMyHKTa 13,
UCCIIEIOBaHMSA? HOIIYHKT «K» IMyHKTa 15
TpaBun HajuIeXKaAIIEH
KITMHAYECKON ITPAKTHKH

Gpolnropa KcciIenoBaTeNs? HOANMYHKT «6» myHKTa 13
[TpaBun HagIeKaIIEH
KJIMHUYIECKOH ITPaKTHKH

uHGOPMAIMOHHBIH JTHCTOK MOMIIYHKT «B» IIyHKTa 13,
nanueHTa’? HOJIYHKT «r» MyHKTa 15
[MpaBun HajuIeKaMEH
KJIHHAYECKON IPaKTHKH
cBefieHus 00 ombITe paboThl B HOAMYHKT «T» TyHKTa 13,
KBaTH()HUKAIMH HCCIIENOBATEIIA 110 HOMIYHKT «6» myHKTa 15
COOTBETCTBYIOMIEH crienuansHocTd, | [IpaBun Hajmexameh
BKJIIOYAs €ro ONBIT paboThl IO KJIMHAYECKON IPaKTHKH
IIPOBEICHHIO KIMHAYECKHX
HCCICIOBaHMH?
CBEJICHUS O METUIIMHCKHUX HOUIYHKT «1» ITyHKTa 13
OpraHu3alMaX, B KOTOPBIX [TpaBun HajuIeKamen
IpeIoJiaracTcs IPOBEICHHE KJIMHAYECKOH NPaKTHKH

KIITHHHYCCKOI'O I/ICCJ'ICI.[OBaHI/ISI?

CBEEHHUs O NPETONAraeMbIX CPOKax | HOMIYHKT «e» MyHKTa 13

IpOBEIEHNS KIIMHIYECKOTO [MpaBun HaexKamen
HCCIIeIOBaHUSA? KIHHAYECKON ITPaKTHKH
KOIIHs IOrOBOpa 00543aTEIBHOTO HOJITYHKT «K» IIyHKTa 13
CTpaxoBaHUA? IMpaBui HaIeKaImeH

KIIMHAYECKON ITPaKTHKH,
TumoBkie IpaBUiIa
0013aTEIBHOIO CTPaXOBaHHS
)M3HH ¥ 3[J0POBBS MAIIMCHTA,
Y4acTBYIOILIETO B
KIMHHYECKUX HUCCIIENOBAaHUAX
JIEKapCTBEHHOTO IIpernapara

uHpOopMaLHg O COCTaBe HOAMYHKT «3» IMyHKTa 13
JIEKapCTBEHHOTO TIpenapara? [MpaBwui HajuIEKaIEH
KJIWHAYECKON NPAKTHKU

MaTepHasl, coepamue omucanue | myHKT 13 Ilpasmn
JeMCTBUM, HaNlpaBJICHHBIX HA HauIexanei KIHHIYECKON
IpHUBJICYCHHE NIALIMEHTOB, 3M0POBLIX | IPAKTHKH

JI0GPOBOJIBLIEB K YYaCTHIO B
KIHHAYECKOM HCCIICIOBaHHH?

IHCHMEHHBIC MaTepHaJIbl, KOTOPHIC IyHKT 13, TOJIMYHKT «I»
OyayT IpefOCTaBJICHEl yYaCTHUKaM nynkra 15 ITpaBun
KJIMHUYECKOTO UCCIICNOBAHMA, HajJIeKanied KIMHUYECKOH
cojiepIKalnye B TOM YHCIIE MIPAKTHKH

uH(OPMAIIMIO O BHIILIATAX U




KOMICHCAIUAX YIaCTHUKaAM
KJIIMHAYECKOT'O HCCIIEOBaHUSA?

2.5 | Ilpunsteie pemeruss HOK nyHKT 14 IpaBun

3aJJOKyMEHTHPOBAHEI JTH? HaJyIexammen KIHHHYECKOR
MPaKTHKH

2.6 | O60 Bcex npuHATHIX pernennsx HOK | nynkr 16 IIpasun
B MHCBMEHHOM BHJIEe coo0OmaeT 1u HajyIexamel KIHHAYECKOH
HCCIIE0BATENIO, OPraHU3aTopy IIPaKTHKA
KJIMHHYIECKOT'O HCCIIE0BAHUS !

2.7 | B xone nposenenns KuHudeckoro uccienosanns HOK obecneunBaer nu:
neproaudecKoe (He pexxe OAHOTO MOIYHKT «B» MyHKTa 15
pasa B roj) pacCMOTpEHHE ITpaBun Hagnexxamen
JOKyMEHTAIlUH HCCIIeJOBaHHs? KIIMHAYECKOH IPaKTUKH
COTJIaCOBAHHUE HOMPABOK B IPOTOKON | MOMITYHKT <OK» MyHKTa 15
KJIIHHUYECKOTO UCCJIEJOBaHUS? IIpaBun Hajexamen

KJIMHUYECKON ITPaKTHKH

2.8 | B ciyuae npuBncdyeHUs 1Jis TMoamyHKT «e» myHKTa 15
MPUHATUS PEIICHHH JIUIL, IIpaBun Hagnmexamen
obnagaromux cenuanbHbBIMU KITMHUYECKOH IPaKTUKU
3HAHUSMH B COOTBETCTBYIOIIHX
obnactsx, HOK He momyckaer nu ux
K YYaCTHIO B IPEHUSIX U
FOJIOCOBAHHUIO?

2.9 | HOK obecneyena jin 3amuTa pas, nyHKT 10, mOAMyHKT «a»
0e30macHOCTh U OXpaHa 3/I0POBBS myHkTa 15, myskr 17 Ipasun
YYaCTHUKOB KIIHHHYECKOTO HajuIexalled KINHHYECKOH
HCCIICJOBaHUS? IPaKTHKH

2.10 | HOK obecnieyeHo Ju XpaHEHHE nyHKT 18 IIpaBun

JIOKyMEHTOB, CBS3aHHBIX C
MIPOBEJICHAEM KIHHAIECKOIO
HCCIIEAOBAHHUS?

HaIexKaed KIMHIYeCKOH
MIPaKTUKH

3. Opranuzanus, 0CymeCTBJAIONMAsI IPOBeeHNE KIUHNIecKoro nceaenosannsa/IOpuauveckoe
JIHIO, HA HMSI KOTOPOT0 BLIIAHO pa3pelIeHne HA NPoBeJeHHe KIHHHYECKOro HCCIeA0BaHHA

3.1 |[Ilomyueno nu pa3pelneHue qacTh 1 crateu 39 61-D3;
MuHuCcTEpCTBa 34paBOOXPAHEHHUS IYHKT 21, moAmyHKT «a»
Poccuiickoit ®enepanyu Ha IpaBo nyHkTa 22 [IpaBun
NPOBEICHUS KIIMHUYECKOTO HaJIeXxale! KIHHHYeCKoR
HCCIIEAOBAHMS JO Havasa ero IIPaKTHKH
NMpoBeeHUA?

3.2 | O6ecneueHo i NpOBEACHHE myHKTHI 7, 20 [IpaBun
KJITHHYECKOTO HCCIEIOBAHUS HaJJIe)Kamel KIMHUYECKON
JIEKapCTBEHHOTO IIpernapara B IIPaKTHKH
COOTBETCTBHH C IIPOTOKOJIOM?

3.3 | O60 Bcex MBMEHEHHAX B IIPOTOKOJI yacTh 4 crateu 40 61-03;

KIIHHHYCCKOI'O HCCICAOBAHN, B
ciyqasax HEOOXOAUMOCTH UX
BHCCCHHA, cooOImaercs Jiu B

myHKTHI 20, 31 [IpaBun
HaJIJIeXKaIel KIIHHUYECKOR
MIPaKTUKU
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MUHHECTEPCTBO 3PaBOOXPAHEHUA
Poccuiickoit @enepaunn?

3.4 | OBecneueno mu pacnpeenenue Npas | MOAMYHKT «O» MyHKTa 22
H 00s3aHHOCTEH MEXTY BCEMH [1paBun HajIeKalEH
JIMLaMH, Y9aCTBYIOIIUMH B KIMHAYECKON MPaKTHKU
KJIMHHYECKOM HCCIICHOBAHHH?

3.5 | Y1BepxaeHBI ¥ JOKYMEHTEHI 10 MOATYHKT «BY» IIYHKTa 22
IOPSIKY IIpoBeeHus KinHIdeckoro | ITpasun Hapiexarmen
HcclleoBanus, COOpY, PETHCTPAlMH U | KIMHAYECKON MPaKTHKK
HpPEeACTaBICHHUIO JaHHBIX B
COOTBETCTBHH C IIPOTOKOJIOM H
[NpaBuiamMu HajUIeKaIIEH
KJIMHMYIECKOH MPaKTHKH (faee -

COII opranusaropa)?

3.6 | O6ecneueH i mepecMOTp GPOIUIOPHI | MOAIYHKT «T» MYHKTa 22,
HCCJIEIOBATEN 10 Mepe MOTyYeHUA nyHKT 28 IIpaBun
HOBBIX JaHHBIX, HE PEXKE OJHOIO pasa | HamlexameH KIMHHIeCKOH
B roa? HPaKTUKH

3.7 | ObecneueHo i NPeIOCTAaBICHAE HOAIMYHKT «T» MIyHKTa 22
aKTyaIbHOM peqakiuy OpOLIIOPEI [MpaBun HageKaMEH
ucciepopatemo 1 HOKy? KITHHUYECKON IPAaKTHKH

3.8 | ObecnedyeHO M BHEAPEHHUE H MOIITYHKTHI «II», «p» IyHKTa
nojiepKanue cucteM obecnedenns u | 22 [Npasun Hajexalei
KOHTPOJIS KAYECTBA B COOTBETCTBUH C | KJIMHMICCKON IPAKTHKH
COIl opranusaropa?

3.9 | Ilomy4eHo /M COryacue BCeX HOAMYHKT «€» IMyHKTa 22
HPHUBJICYCHHBIX K YYaCTHIO B IMpaBun HajuIeKaIMEH
KJIMHAYECKOM HMCCIEIOBAHUM CTOPOH | KIIHHMYECKON MPAKTHKH
Ha NPeJOCTaBIICHAE IIPIMOro A0CTyna
KO BCEM JaHHBIM KIIMHUYECKOTO
HCClIeIOBaHMs, HeOOX0AMMOe IS
neseit MOHUTOPHHTA H ayIUTa
Ka4yecTBa NPOBEACHNUS KIIMHUYECKOTO
HCCIIEIOBaHHA?

3.10 | Ha3sunauens! nu mna, o6nagaromue TIOAIIYHKT <«OK» ITyHKTa 22
cooTBeTCTBYIOmel kBammbukamuelt, | IIpapun HagnexareH
JUIS OKa3aHWs KOHCYIbTaTHBHOM KIHMHWYIECKON NPaKTHKH
TIOMOIIH HCCIIEA0BATENAM ?

3.11 | O6ecneuena HOAMYHKT «3» MyHKTa 22
KOH(HUAECHIMATBHOCTD JTMYHBIX IpaBun HagexKamen
JAaHHBIX YYaCTHHKA MCCIICAOBAHUA KJIHHAYECKOH MPaKTHKH
MOCPEACTBOM HCIIOIb30BaHUS
IIPUCBOCHHOIO EMY
AIeHTU(HUKAITHOHHOTO Koaa?

3.12 | ObecnedeHO 1M BeICHHE HOAITYHKT «H» IIYHKTa 22

HHIUBHYAIEHON pErHCTPalOHHOM
KapThl KXXIOT0 y4acTHHKA
KJIMHAYECKOTO HCCIIEIOBAHHA?

ITpaBun Hamexamen
KJIMHUYECKON ITPAKTHKH
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3.13

CdopMupOBaH 1 HE3ABUCHMBIH
KOMHTET 10 MOHATOPHHIY JaHHBIX
JUIS OLIEHKH IIPOBOIMMOrO
KIMHAYECKOTO HCCIIeIOBaHNA?

TIOAMYHKT «K» ITyHKTa 22
IMpaBun HaIeKaLIEH
KJIIMHAYECCKON ITPAKTUKH

3.14

O6ecriedeHo JI XpaHEHHE
JIOKYMEHTOB, OTHOCAIIAXCSA K
KJIMHUYECKOMY HCCIIEIOBAHHIO B
TeueHHE yCTAHOBJIEHHOTO CpoKa?

TOAMYHKT «JI» ITYHKTa 22
IMpasun HaIeKameEH
KIIMHAYECKON MMPAKTHKU

3.15

B cnygae nmpexpameHus
KJIMHAYECKOH pa3paboTKH
HCCIEAYEMOT0 JIEKaPCTBEHHOTO
npenapara cooOIeHO i 06 3TOM
BCEM YUYaCTBYIOIINM B KIHHHYECKOM
HCCIEOBAHMH CTOPOHAM?

MOIITYHKT «M» ITyHKTa 22
TTpaBui HauIEKAIIEH
KJIMHHYECKOH IIPaKTHKU

3.16

Bce nuia, mpuBICYEHHBIE K
IIPOBEJCHUIO TF000r0 U3 3TaNoB
KJIMHMYECKOTO UCCIECIOBAHMUA,
006J1a[Jaf0T JIH COOTBETCTBYIOIIEH
kpanuuKanuei?

TOJIYHKT «II» ITyHKTa 22
IMpaBun HaJIeKaNIEH
KJIHHAYECKON IIPAKTHKA

3.17

OpraHnsaTopOM KJIMHUYECKOTO HUCCICHOBAHUS WM IIPUBJICUYCHHBIM HM IOPHINYICCKUM JTHIIOM
IIpy HCMNOJIb30BaHHH 3JIEKTPOHHBIX CHCTEM I pa60TI>I C JAaHHBIMH KJIIHHAYECKOI'O
HCCIICJOBAHAA U (I/IJ'II/I) 3JIEKTPOHHBEIMH CUCTEMaMHU YJaJICHHOTO JOCTyIIa K YKa3aHHBIM JaHHBIM!

IOKYMEHTAIEHO 0(pOPMIIEHO JTH
COOTBETCTBHE CHCTEM JNIEKTPOHHOM
06paGOTKY JaHHBIX TPEGOBaHHAM K
TIOJIHOTE, TOYHOCTH ¥ HaJEKHOCTH
JaHHBIX, a TAKXKe CTAOUIBHOCTD
JIOCTHXKEHHUS TpeOyeMoro pe3ybTaTa
(nanee - BanMoAIHs JaHHBIX)?

TOIYHKT «a» IIyHKTa 23
IMpaBun HaIEKamIeH
KJIHHAIECKON IPaKTHKH

yrBepaeHsl 1 COIlbr
HCTIONB30BAHMUS HIEKTPOHHBIX
cucrem?

TOIIYHKT «6» IMyHKTa 23
IMpaBun HaUIEKaNICH
KJIMHHYECKON IIPAKTHKA

obecnieuena i paboTa MEKTPOHHBIX
CHCTEM TaK, YTOOBI IpY U3MEHCHUH
BBEACHHBIX JAHHBIX BHOCHMBIE
W3MEHEHUS OBLIH
3a/I0KyMEHTHPOBaHbI ¥ paHee
BBEJCHHBIC JaHHbIE HE OBUIH
yJaJIeHbI?

HOIIYHKT «BY» IIYHKTa 23
ITpaBun HaIeKAIIEH
KJIIMHAYECKON NMPaKTHKH

obecrieyeHa JIM CHCTEMa 3alUThI
JAHHBIX KIHHHYECKOTO
HCCIIeIOBaHMS, ITPEIOTBPALNAIOIIYIO
HECaHKI[MOHUPOBAHHBIN JTOCTYI K
JAHHBIM, B TOM YHCJIE MIOCPEACTBOM
YTBEPXKICHHUS CITHCKA JIHII, HMEIOIINX
JOCTYT K JaHHBIM KIIHHHYECKOrO
HCCIIEIOBaHUS C IIPABOM BHECCHH B
HUX H3MEHECHHH U PE3CPBHOTO
KOMHPOBAaHMs JaHHBIX?

MOJIYHKT «T'» IyHKTa 23
TTpaBun HajIeKaIIEeH
KJIHHAYECKON MPaKTHKU
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obecrieyeHa JId COXPaHHOCTh
MaCKMPOBKH KIHHHYECKOTO
HCCIIeI0BAaHMS, IPOBOJUMOTO
CJIETIBIM METOJIOM, IIPH BBOJIE H
06paboTKe NaHHBIX B 3NEKTPOHHOMH
cucreme?

MOAMYHKT «» MyHKTa 23
ITpaBun Hajuexane
KJIIHHAYECKON MPaKTHKA

3.18 | IloaTeepxaen mu daxt nyHKT 24 IlpaBui
IpEeXOCTaBJICHUSA HCCICAOBATEIIO K HaJUIeXaleld KIMHTIECKOH
MEIMIUHCKONH OpraHH3aliy [IPaKTHKH
IPOTOKOJIA KITHHUYECKOTO
UccieoBaHus 1 OpOoIIOpE! B
TeKyIe# pelaKiuy 10 MOANHCAHHA C
MeIULHHCKOM OpraHu3aluei
JIOrOBOpa Ha IIPOBEICHHUE
KIIHHHYIECKOTO HCCIICTOBAHHSA?

3.19 | Ioaydeno M mucEMEHHOE COTIIACHE HCCIIENOBATENS U YIIOITHOMOICHHOTO JILA MEAUIMHCKON
OpraHu3alyy Ha:

MpOBeJCHHE KIMHUICCKOTO HOIIIYHKT «a» ITyHKTa 25

HCCIIEIOBAHMS B COOTBETCTBHH C IMpaBun HajIeKaLIEH

npoTokosoM, [IpaBumamMu KIIMHUYIEeCKON IPaKTHKH

HajJIeKaeil KITHHUYECKOH MPaKTHKH

1 TpeGOBaHUAMH 3aKOHOAATENILCTBA

Poccuiickoii Oenepannu B chepe

06paIeHHs JIEKAPCTBEHHBIX CPEACTB?

cobmonenue Ipoueayphl HOJIIYHKT «6» ITyHKTA 25

PEruCTpaliHy K IPEACTABICHHS [MpaBun HaUIeKanIeH

JIAHHBIX KIIMHUYECKOTO KJIMHAYECKON TIPaKTHKA

HCCIIEOBaHMSA?

TIpOBE/IeHAE MOHUTOPHHTA U ayauTa? | HONIYHKT «B) I[YHKTa 25
[TpaBun HajUIeKAIIEH
KJIMHAYECKON IIPaKTHKH

XpaHeHHe JOKYMEHTOB, CBA3AHHBIX C | MOMIYHKT «I IyHKTa 25

IPOBEJICHUEM KIIHHAYECKOTO TIpasun HauIeKAIIEH

HCCIeI0BaHus, 10 TEX MOp, moka KJIMHAYECKON IMPAaKTHKA

OpraHu3aTOp KIHHHYECKOTO

UCCIIEIOBAaHUS HE COOOIIUT

ACCIIEIOBATENIO U MEAMIIUHCKON

OpraHM3aliH, YTO JaHHbIe

JOKYMEHTHI MOTYT OBITh

YHHYTOXKEHbI?

3.20 | 3axmodcH Ju JOTOBOP gactu 1, 14 cTatem 44 61-03;

0653aTeNBHOTO CTPaXOBaHUs PHCKa
NpHYHHEHHS BPe/ia XKHU3HH, 3[0POBBIO
MaUEHTa B pe3yJbTaTe IPOBEICHHS
KITMHUYECKOTO UCCIIeIOBaHMs?

nyHKT 26 IpaBun
HaJuIeXammel KIMHIIECKON
MPaKTHUKH,

Tunossle npaBuiIa
00513aTeIEHOTO CTPaxOBaHUs
YKU3HH U 300pOBbs NMAIHCHTA,
y4acTBYIOIIETO B
KJIMHHYECKUX HUCCIIEIOBaHUAX
JIEKApCTBEHHOTO IIpenapara
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3.21 | O6ecnedeHo i COOTBETCTBHE CPOKOB | 4acTh 7 crathu 44 61-03
JIOTOBOpa 00s13aTEILHOTO
CTPaxOBaHM XKHU3HU U 30POBb
[AIlMEHTa, yJacTBYIOIIETO B
KIIMHAYECKUX HCCIIEN0BaHUIX
JIEKapCTBEHHOTO Ipernapara, CpoKaM
IIPOBENECHUS KIIMHUYECKOTO
HCCIIEI0BAHHMS JIEKAPCTBEHHOTO
Ipenapara?
3.22 | [lomy4eHo u 3aI0OKyMEHTHPOBAHO JIH:
cornacue HOK Ha npoBenenue ryHKT 27 [IpaBun
KJIMHMYECKOI0 MCCIeJoBaHUA Ha 6a3e | Haamexalnei KIIMHUIeCKOH
MeIUIMHCKOM OpraHu3aiuu’? IIPaKTHKH
noaTBepxkaeHue Toro, yto HOK B nyHKT 27 [Ipasun
CBOEH NEATENbHOCTH HaJUIeXalled KIMHUIECKON
pykoBoactByercs [IpaBunamu IIPaKTHKH
HaJyIeKamen KIMHUYECKON
MIPaKTHKU?
3.23 | UccnenyeMble JieKapCTBEHHBIE MpeMapaThl, HCIOJIB3yeMbIE MPH MPOBEACHUH KIMHHYECKOTO
HCCIICIOBaHHS:
IIPOU3BENIEHEI JIH B COOTBETCTBUH C 4JacTh 18 cratem 5 61-D3;
TpeboBanusamu [IpaBun Hagnexameid | myHKTHI 3, 29 [IpaBun
[IPOU3BOACTBEHHOM MPaKTHKU? HaJUIeXxaled KIMHUYECKOH
MIPaKTHKH;
npusoxenne Ne 13 k
[IpaBunam Haexamen
IIPOM3BOACTBEHHOM MPaKTUKH
HMEIOT JIH COOTBETCTBYIOILHE yacTh 18 cratbu 5 61-D3;
[IOKa3aTeNM KauyecTBa, XpaHATCA H myHKTHI 3, 29 [paBun
TPaHCIOPTHPYIOTCS B COOTBETCTBHH ¢ | HAJIEXKAIIEH KITHHHYECKOH
IIpaBrnaMu Hamexainei MpakTUKU | IPaKTHKH,
XPaHCHUS U IIEPEBO3KU npunoxxenne Ne 13 k
JIEKapCTBEHHBIX NpenapaToB? IlpaBrunam Haanexarmeit
IPOM3BOICTBEHHO MPAKTUKU
3aKO/IMPOBAHbI 1 MApKHPOBaHbI U B | 9acTh 18 crarteu 5 61-03;
neisix obecreyeHuss MaCKUPOBKH? IMyHKTHI 3, 29 I1paBun
HaJyIeXXaled KIMHUYEeCKOU
IPaKTUKH;
npritoxenne Ne 13
IIpaBunaM HajIexalnei
IIPON3BOACTBEHHOH IPAKTHKH
3.24 | Ha nepBu4HYIO H/HIH BTOPHYHYIO qacth 8 crareu 46 61-03;

YIaKOBKY JICKAPCTBCHHBIX
npenapaToB, NPCIHASHAYCHHBIX I
KJIMHUYECKHX UCCIIEIOBaHUH,
HaHCCCHBI JIK HAAITUCHU: ((I[J'[}I
KIMHUYECKHX HCCIIeI0OBAHMI)?

myHKT 29 [IpaBun
HajJiexaluey KIIHHHYecKoH
MIPaKTUKHA
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3.25 | ObecreueHo M NPUMCHEHHE nyHKT 30 IIpaBun
CHCTEMBI KOXUPOBAHHUS HaJIeKaIIeH KIMHAYECKOH
HCCIIEyEMOTO JIEKaPCTBEHHOTO MPaKTHKH
npenapara, BKIogaromei B cebs
MEXaHU3M, ITO3BOJITIOIIUN B
3KCTPEHHBIX CIydasX GBICTPO
HAECHTAQHIMPOBATH JAHHEIH
JIeKapCTBEHHBI! MPENapar, IpH 3TOM
He JOIMYCKAIOIEH BO3MOKHOCTH
HE3aMETHO PacKpPHITh K07

3.26 | ObGecrieyeHO U HATHIHC myHKT 32 [IpaBun
HCCIIEAYyEeMOTO JIEKapCTBEHHOTO HaJuTeXaledl KIIMHA9ECKOH
npenapaTa B KOJHYECTBE, MIPaKTHKH
He00XOIUMOM AJIS IPOBEACHHUS
KIHHAYECKOTO HCCIIEIOBAHMSA?

3.27 | IloaTBepKIEHO TH Ka4eCTBO myHkT 32 [pasun
HCCIIELYEMOTO JIEKAPCTBEHHOTO HauIexamei KIMHAYECKON
mpemnapara? IIPaKTHKH

3.28 | JlokymeHTHpYyeTcs i HHGOPMALHs O:

MOCTYILIEHUH UCCIEAYEMOTO nyHKT 32 IIpaBun

JIEKapCTBEHHOTO IIperiapara B HaJUIexammel KIHHIYECKOH

MEJMIMHCKAE OpraHu3aiy? TPaKTHKA

0 BO3BpaTe HCCIECLYEMOTO nyHKT 32 [IpaBun

JIEKapCTBEHHOTO IIpenapaTa? HaJUIexamei KIMHAIECKOR
PAaKTUKH

00 YHHYITOXXCHHH HCCIIEyEeMOT0 nyHkt 32 [Ipasun

JIeKapCTBEHHOTO Ipenapara? HaJUIexamei KITMHAIECKON
IPaKTHKH

3.29 | OcymecTBIseTCA 1M MOCTOSHHASL myHKT 32 [pasun
OLIEHKA 6e30aCHOCTH HCCEAYEMOTO | HauTexXaled KIMHUYECKOH
JIEKapCTBEHHOTO TpenapaTa? TPaKTHKH

3.30 | ObGecneueHO 1M yBEAOMIIEHHE BCEX yHKT 32 [IpaBun
BOBJICYCHHBIX B IIPOBEICHHE HaJIeKaIei KITMHAIECKOR
KJIHHMYECKOTO HCCIICIOBAHUA JIUI[ O | IPAKTHKH
JAQHHBIX, KOTOPBIE MOTYT
HeOIarompusATHO OTPa3UThCA Ha
6€30MacHOCTH NTAIIUEHTOB?

3.31 | O6ecmeueno nu coobieHue 060 BCeX CEPhE3HBIX U HEMPEABUICHHBIX HEXEIATC/IBHBIX

PEaKIHAX:

BCEM BOBJICUCHHBIM B IPOBCACHHC
KJIMHHYECKOTO NCCIICAOBAaHUA JIHIaM

nyHKT 3 crateu 64 61-03;
myHKT 33 IIpaBun
HaJUIeXxalel KIIMHAYECKOH
MPaKTHUKH
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®enepaipHOl ciTyX6e 1m0 Hax30py B
cepe 31paBoOXpaHEHHS (Jastee -
Poc3npaBHaa30p) Yepes
ABTOMaTH3UPOBaHHYIO
AH(OPMAIHOHHYIO CUCTEMY
Poc3apasHanzopa (nanee - AUC

nyHKT 3 cTaThH 64 61-93;
nyskt 33 [IpaBun
HaIUIexKaIel KIMHAYECKOH
IPaKTHKH;

MOMYHKT «1» myHKTa 6,
nyukTsl 10, 11, 12 ITopsinka

Poc3apasHanzopa), mubo mo OCYIIECTBIICHHUSA
3NIEKTPOHHOH MOYTe ¢papmakoHaI30pa
pharm@roszdravnadzor.ru?

3.32 | OGecmedeHo M MPEICTABICHHUE B nyskT 33 Ipasun
Poc3apaBHAI30p NEPHOAMIESCKHX HaJUIeKaIed KITMHUIECKON
0TYETOB 110 06€30MaCHOCTH [IPaKTUKY;
HccIeyeMoro/pa3pabaTbiBaeMoro MOITYHKT «3» IyHKTa 6,
npenapara (nanee - POOB) B nyukt12 [Topanka
cootBeTctBHE ¢ [Topsankom OCYIIECTBIICHHS
ocymecTBneHus hapMaKoHaa3opa? (apMakOHa30pa

3.33 | ObecneyeHo v cooOIMEHHE B nyHKT 22, 25 Tlopsaxa
Poc3npaBHAI30p O JIETAIBHBIX H OCYIIECTBICHHS
(unn) )KU3HEYTPOXKAIOIINX CEPBE3HBIX (apmakoHaI30pa;
HeTIpeABUAECHHBIX HEXeNaTeIbHBIX nyskts! 1.2.1,1.3.1
peaKuusx Ha HCCIEAyeMBIH B X0/¢ [punoxenus Ne 11 x
KIMHAYECKUX UCCIIEIOBaHUM INpaBuiaM HaTEKAIIEH
IIeKapCTBEHHEIH PEeNapar, B CPOK He | KIIMHIYECKON MPAKTHKH
Gonee 7 KaJeHJAPHBIX THEH (€CIIH EADC
HHOE HE NMPEeXyCMOTPEHO
0JI00pEHHBIM IIPOTOKOJIOM
KJIMHAYECKOTr0 HCCIIeJOBaHHs)?

3.34 | Obecneyeno 14 cOOOILEHHE B myHKTHI 23, 25 Iopsaka
Poc3apaBHaI30p O CEPbE3HBIX OCYIIECTBIICHHS
HenpeBUACHHBIX HEXeNaTeNbHbIX ¢dapmakoHaI30pa
peakiusix, 3a HCKIIOUCHUEM peaxuui, | MyHKTBI 1.2.1,1.3.1
YKa3aHHBIX B CTPOKe 3.33 [Mpunoxernns Ne 11 x
HACTOSIIEro IPOBEPOYHOTO McTa, B | [IpaBriam Hajrexame#
CPOK He IpeBbInaromuit 15 KJIHHAYCCKON ITPaKTHKA
KaJICHIAPHbIX THEH? EADC

3.35 | OGecrieueHo I HAIPaBICHHUE nyHKT 24 Ilopsnka
coobmenuii B PoczapaBHaa3op 1 OCYIIECTBIICHHS
H3K 06 uHo# HHPOpMAIIHMH 110 dapmakoHaI30pa;
6€e3011acCHOCTH, KOTOpas MOXeT nyskT 1.5 punoxenus Ne 11
HU3MEHATH OIICHKY COOTHOIICHUS k [TpaBuiiaM HazsIeKaIne
I10/163a-PHCK HCCIIEAYEMOTO KJIMHWYECKON TIPaKTHKA
TIpenapara, B CpoK He IPEBBIIArOIIIi EADC
15 KaneHaapHbBIX AHEH?

3.36 | OGecnedyeHO JIH MPOBEACHUE nyHkT 34 IIpasun

MOHHTOPHHT2 KIIHHHYECKOr0
HCCIIE0BAHMS B COOTBETCTBHH C
npotokonoM, COITamu,
TpeGOBaHHIMH 3aKOHOIaTeNbCTBA

HaJexaineil KITMHAYeCKOH
HPaKTHKH
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Poccuiickoii ®epeparyu 06
06paIleHAHN JIEKAPCTBEHHBIX CPEACTB?

3.37 | HasnHaueHo it puznyeckoe JIUNO, myHKT 34 IIpaBun
o6Jafaroniee HayYHBIMHE B (HJIH) HaIexaIeil KIMHN9eCKoH
CIeLHATLHBIMY 3HAHUSAMH, JJIs MIPaKTHKH
IPOBE/ICHU MOHHUTOPHHTA
KJIMHUYECKOTO MCCIIEOBAHHUS?
3.38 | IIpoBeneHre MOHHUTOPHUHIA KIIMHHYECKOTO HCCIIEAOBAHNS obecreunBacT JId:

cobmoaenne COII oprannsaropa
KJIMHHYECKOTO UCCIIEAOBAHHS HITH
IPUBJIEYEHHOTO UM IOPUIMYECKOTO
nuna

nyHKT 34 IIpaBun
HaJUIeXXalei KITMHAYeCKON
IIPaKTHKH

NpOBEpKa HAIMYAS KBAIM(PUKALAH
HCclieIoBaTens H pecypcoB
MEIUIUHCKON OpraHu3alty,
HEOOXOHUMBIX JUIS IPOBEACHHUS
KIMHUYECKOTO HCCIIEAOBAHHS,
BKIIIOYast 1abopaTopuH,
060pyIOBaHHEe U IIEpPCOHAN?

HOJIIYHKT «6» IyHKTa 36
IpaBmn HajuIeKaIme#H
KIHHHYECKON ITPaKTHKA

KOHTPOJIb Y4€Ta, PACIpPEICIICHUS U
YCJIOBUH XpaHEHHUS HCCIETYyEMBIX
npemnaparoB?

HOAIYHKT «B» IYHKTa 36
[MpaBun HagIeKaIIEH
KJIHHUYECKOH IIPaKTHKH

KOHTPOJIb COOTIONICHHUS
HcCIe0BaTeNIeM YTBEPKICHHOIO
IPOTOKOJIA ¥ BCEX U3MEHEHHUH K
HeMy?

HOJIYHKT «T'» MyHKTa 36
[MpaBui HapmeKameH
KJIMHUYECKOM IPaKTHKA

KOHTpOJIb TIOATBEPXKACHUA (aKTa
TOJTy4YeHHst 0OpPOBOJIBHOIO
IIHCEMEHHOTO COTTIacys Kaxoro
y4acTHHKA KIIMHUYECKOTO
HCCIIEI0BaHMS 10 Hadasla ero y4acTHs
B KJIHHUYECKOM HUCCIICIOBAHUH?

HOMIIYHKT «J» ITyHKTa 36
[TpaBun HageKauen
KJIHHUYECKOH [TPaKTHKA

HIMYHE Y HCCIIeIOBATENs TEKyIeH
penakiy GpOLIIOPE], HHBIX
JIOKYMEHTOB ¥ MaT€pHAJIOB,
HEOOXOUMBIX ISl IPOBEICHUS
KJIMHMYECKOT'O UCCIIEIOBAHMSA?

HOJIIYHKT «e» IIyHKTa 36
[MpaBun Hagexamen
KJIMHIYECKON IIPaKTUKH

JOBEJIEHHE 10 UCCIe/loBaTeNIeH
He0oOXO0MUMOM JUIS IPOBEICHHS
KIMHAYECKOTO HCCIEAOBAHHS
uHpopmanyn?

HOJIIYHKT (K» ITyHKTa 36
TpaBun HagnexKamen
KJIIMHUYECKOH MPaKTHKA

IIpOBepKa COOIONCHHUS
HCCIIE0BATENEM KPUTEPHEB 0TOOPa
Y4aCTHHKOB KIMHHYECKOTO '
UCCIIEIOBAHHSA?

MOIIYHKT «3» IyHKTa 36
TpaBun HajuIeKAIOER
KITMHAYECKON NPaKTHKH
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IpoBepKa MPaBHUILHOCTH, TOJHOTEHI A
CPOKOB PETHCTPALIAH JaHHBIX
KJIMHHYECKOTO UCCIICIOBAHUA?

MOJIYHKTH! «H», «K» IIyHKTa
36 IIpaBun Haanexaineit
KJIMHAYECKON IIPaKTHKU

IIpOBEpPKA NOPsAIKA BEACHUSA
JOKYMEHTOB KIIHHUYECKOTO
KCCIenoBanus?

HOJITYHKTHI «H» TyHKTa 36
[IpaBun Hagexamen
KJIMHUYECKON IIPaKTUKH

COOOIIeHHEe HCCIENOBATEIIO O JIIOOBIX
JIOITYIICHHBIX B HHIUBUIYaTbHOM
PETUCTpallHOHHON KapTe omuoKax,
MPOIyCKaxX U Hepa3OopUUBBIX
3aIHCAX?

TOJIYHKT «JI» IyHKTa 36
ITpaBun Hamiexalmen
KJIIMHUYECKON IIPaKTHKU

KOHTPOJIb 32 TE€M, YTOOBI
HCIpaBJICHUS B MHIWBHUIYaJIbHOM
PETHCTPAMOHHO# KapTe 6pUH
CeaHbl, JATHPOBAHBL, 0OBICHEHBI H
TIOJITACAHEI HCcCenoBaTeneM?

TIOJTYHKT «J1» IMyHKTa 36
IIpaBun Hagnexamein
KJIIMHAYECKOW MTPaKTUKHU

coof6IeHue HeereRoBaTeno 06
OTKJIOHEHHUSX OT npoTokoia, COII
opranusatopa, TpeboBanmii [Ipasun
Hajnexamed KTMHUYECKOH MPaKTHKH
U 3aKkoHOoJaTenbcTBa Poccuiickoi
®enepanun 06 oOpameHun
JIEKapCTBEHHBIX CPEACTB?

MOAIMYHKT «M)» ITyHKTa 36
IIpasun HagIexamein
KJIMHAYECKOH NPaKTHKH

IPUHSITHE MEp I10 YCTPaHEHHUIO U
HEAOMYINEHHIO TOBTOPEHHUS
oTKJIOHeHm# oT npotokona, COII
opranuzaropa, TpeboBanmii [IpaBun
HaJyIeXalled KIMHHYECKOH NPaKTUKH
H 3aKoHoJaTenbcTBa Poccuiickoit
®eneparu 06 obparmeHuu
JIEKapCTBEHHBIX CPEJICTB?

MOAITYHKT «M» ITYHKTa 36
IIpaBun Hagexamei
KJIMHAYECKOH ITPaKTHKU

3.39

ITonTBepxnaen nu ¢paxt
IIpeACTaBICHUSA TUCHMEHHBIX OTYETOB
110 MOHUTOPHHTY KIIMHHYECKOTO
HCCIIEIOBaHHS Ha3HaYEHHBIM JIMIIOM
B IIOPAIKE U CPOKH, YCTAHOBJIEHHEIE
COII opranusaropa?

myHKT 37 [IpaBun
HagIexaled KIITMHHYecKoH
[IPaKTHKH

3.40

ConepxxaHue OTYETOB 110
MOHUTOPHHTY KIMHUYECKOTO
HCCIICIOBAHUS COOTBETCTBYET JIU
TpeboBanuaM [IpaBui
HaJIeXKalled KIHHUYECKON
IPaKTHKH?

nyHKT 37 IlpaBun
HaJexalneld KInHU4YecKoi
MpaKTHKH
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3.41

OcyuiecTBIseTCS JIM HE3aBUCHMAd OT
MOHHTOPHHTA OLICHKA COOTBETCTBHS
IIPOBOJMMOT0 KIIMHHYECKOTO
uccienoanus npotoxory, COIl
opraHu3aropa, Tpe6oBaHAAIM
3aKoHOHaTeNbcTBa Poccuiickoit
Deneparuu 06 ob6palneHuH
JNeKapCTBEHHBIX CPEACTB (ayee —
ayAnT KJIMHHYECKOTO
ACCIIeNOBaHNusA)?

myHkT 38 IIpaBun
HaJUIeKAmeR KIMHTIECKOH
MpPaKTHKH

3.42

JIns mpoBeICHHS ay IUTa
KIIMHHYECKOT'O HCCIIEOBAHUA
HazHa4YeHEI JIA KBaTH(QUIUPOBAHHEIC,
HE3aBHCHMBIE OT BCEX CYyOBEKTOB
KJIMHHYECKOTO HCCIIEOBaHU M,
HMEIOIIHME ONBIT IPOBEICHUA
ayauToB?

nyHkt 38 [IpaBun
HaJIeXaleH KIIHHAIECKOA
TPaKTHKH

3.43

OpraHu3aTopoM KIHHAIECKOTO
HCCIICIOBAaHMS YTBEPXKICH JIM IUTaH U
06B€eM ayIuTa KIHHHYECKOTO
HCCIIENOBaHUSA?

nyHkT 38 I1paBuin
HaJulexaren KIMHHIECKOH
IPaKTHKH

3.44

Ob6ecrmeueHo JIU NIpeKpaleHue
y4acTus B KIIMHHIECKOM
HCCJIE[IOBAHAH UCCIIEIOBATENS U
MEAUITIHCKOM opraHu3aluy B
NeATeBHOCTH, KOTOPBIX 0OHApYKEHBI
cephe3Hble U (WIIH) TOBTOPSIOLIHECS
city4ay HecoOMONeHHA
yCTaHOBJIEHHBIX TpeOOBaHHUH K
IPOBEJICHUIO KIMHUYECKOTO
HCCIICIOBaHUSA?

nyskt 39 IIpasun
HaUIeXaniei KIHHIIeCKon
MIPaKTUKH

3.45

OGecrie4eHo 1 BHECEHHE
HM3MEHEHHUH B MPOTOKOJI
KJIMHAYECKOTO MCCIICAOBAHHS B
ciydyae OOHApYKEHHS CEPhE3HbIX U
(W) TOBTOPSIOIIMXCS CIIyJacB
HEeCOOIOEHHS YCTaHOBICHHBIX
TpeGoBaHHH K IIPOBEICHHIO
KIMHIYECKOTO HCCIIEAOBaHMS?

myHKT 39 IIpasun
HaJUIeXaIeH KINHAIeCKOH
MIPaKTHKH

3.46

O6ecmeueHa 11 BO3MOKHOCTb
MIPUHSTHE PELICHHS O
IPHOCTAHOBIICHHUH HJIM TIPEKpaIeHUH
KIIHHAYECKOrO HCCIECIOBaHUSA
JIEKapCTBEHHOTO Ipenapara s
MEIUIUHCKOTO IIPUMEHEHHUS B ClTy4ae
BO3HHMKHOBEHHS OIIAaCHOCTH IS
KH3HH, 3I0POBbS MallMEHTa
(IanHEeHTOB), YIaCTBYIOIIETO
(y4acTBYIOIINX) B KIIHHHYECKOM
HCCIeNOBaHNUN?

yacTh 6 crateu 40 61-03




308

3.47 | ITuceMeHHOE COOOIMIEHUE O yactH 6,7 ctareu 40 61-03;
3aBepIIeHHH, TPHOCTAHOBICH Y WK | yHKT 40 ITpaBun
IpEeKPaIICHAH KIMHHYECKOTO HayIexameil KIMHIIeCKOH
HCCIIEIOBAHKS HAPaBJICHO JIX B MPaKTHKH
Munszapas Poccus B CpoK He
IPEBHIIAIONINE IITH pabouuX AHEH
CO J(Hs 3aBePIICHHSA?

3.48 | Ilpu npoBeneHNH MHOTOLICHTPOBBIX KITMHMIECKUX HccieoBaHmii 06ecIeYeHo JIn:
IIPOBEICHUE KIIMHHYIECKOTO IMoxnyHKT «a» myHKTa 41
FCCIIeI0BaHHs BceMH Menunuackumu | [IpaBun Hapiexamei
OpraHu3alysMH B CTPOrOM KJIMHHIECKON IPaKTHKH
COOTBETCTBHH C IPOTOKOIIOM
KITHHAYECKOTO UCCIIeIOBAHHS?
pa3paboTKa HHAUBHIYaIbHBIX IMoamynkT «6» myHkTa 41
PETHCTPAIIHOHHBIX KapT, [MpaBwun HagsIEKaLIEH
[IO3BOJLIIOMMUX COGpaTh TpebyeMble KJIMHHYECKON IIPaKTHKH
JIaHHEIE U3 BCEX MEIUITHHCKHAX
opraHu3aiyi?
JIOKYMEHTaIbHOE 3aKpeIlieHue npas | [IOAMYHKT «B» IIyHKTa 41
U 003aHHOCTEN MEIULIMHCKUX TpaBun HajIeKaLEN
OpraHHM3alyii i MCCIIeoBaTENeH? KJIMHHYECKOH IPaKTHKH
IPeIOCTaBICHUE MEIUIIMHCKUM TToAmyHKT «B» MyHKTa 41
OpraHu3aIysIM H UCCIIEIOBATEIAM TpaBui HajuIeKaLEH
npotoxoina, COII opranusaropa, KIMHAYECKOR TIPAaKTHKH
HHCTPYKIUH T10 3aII0JIHEHHIO
MHIMBHIYTBHEIX PETHCTPAIIHOHHBIX
KapT 10 HayaJla KIMHUYECKOTO
HCCIIeOBAaHUSA?

3.49 | IToarsepxxueH M GaKT myHKTH 9, 61 IIpaBui

TIPECTABICHA B TPEXMECAYHBIH
CpOK OTY€Ta O pe3yJIbTaTax
KJIMHHYECKOTO HCCIIE0OBAaHUSA B
Munsapas Poccun?

HaJIexalei KITMHAYeCKON
HPaKTUKH
gactb 11 ctateu 40 61-03

4. Opranusanus paboTbl HCCIE0BATEIA

4.1

PyKoBO/IMTEIEM MEIULIMHCKOH OpraHu3aliy 00eceueHo JIu:

Ha3HAYECHHE OTBETCTBEHHOTO
HCCIEeN0BaTeNs, UMEIOMIErO
Je4e0HYIO CIIeNHATIbHOCTD,
COOTBETCTBYIOINYIO TPOBOAUMOMY
KIMHHYECKOMY HCCIIEOBaHUIO, CO
cTaxxeM paboTHI 10 IporpaMMam
KJIMHAYECKHMX MCCIIENOBaHUH HE
MEHee 4eM TpH roja?

yacth 1 crateu 40 61-03;
nyHKT 42 IlpaBun
HaJeKamed KIMHHIeCKOH
MPaKTHKH

2) Ha3HAYEHHE COUCCIIE0BATENEH U3
yucla Bpaueit Tod MEIMIIMHCKON
opraHu3anuu?

yacTh 1 crateu 40 61-D3;
myHKT 42 [IpaBun
HaJyuIexKalei KIIMHAYECKOH
MPaKTHKH
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COOOIIEHHE B YIIOTHOMOUECHHBIH
¢enepabHBIH OpraH
HCIIOJHUTEbHON BIIaCTH, BEIIaBIIHIMA
pa3pelucHIE Ha IPOBEICHAE
KJIMHMYECKOTO HCCIE0BaHHUA, O
HayaJle KIIMHAYECKOro UCCICAOBaHNUS,
B CPOK, HE IPEBHINIAOMIAHN TPEX
pabotumx AHEH €O Hs Hadala
TIPOBE/ICHHS TAKOTO HCCIIEN0BAHUA?

gacTh 3.1 ctaten 40 61-03

[IPHUHSATHE PELICHHS O
IPHOCTAHOBJICHHH KITMHAYECKOTO
HCCIEIOBAHHA JIEKAPCTBEHHOIO
npenapara Ha 6a3e y4peKICHU, B
ClTy4ae BOSHUKHOBEHHs OIIAaCHOCTH
VTS XKHM3HH, 300pOBBs MAI[HECHTA,
Y4YaCTBYIOMETO B KITMHHYECKOM
HccieOBaHuH ?

gacTb 6 ctated 40 61-D3;
myHKT 58 IIpaBui
HajyiexKalneil KIMHAIeCKOH
MPaKTHKH

42 | Obecreueno u OATBEPKICHO JIH O3HAKOMIICHHE HCCIIENIOBATEN ¥ COMCCIIEOBaTeNIeH:

C pe3yNbTaTaMH JOKIMHAIECKOTO yacTh 3 cratei 40 61-D3;
HCCJIEIOBAHMS UCCIIEAYEMOro myHKT 43 IlpaBun
JIEKapCTBEHHOTO MIpenapara, HaJUIeXKaIeH KITMHUYECKOH
aKTyalbHOU Bepcuel GpoImops! MPaKTUKH
UCCIIeIoBaTENA?

IPOTOKOJIOM KIIMHHYECKOTO gacTh 3 crathd 40 61-03;
HCCIIEI0BAaHUS JIEKAPCTBEHHOT'O myHKT 43 IIpaBun
npenapara? HajIe)xammei KITMBEHIeCKOH

IPaKTHKH
JOKYMEHTaMH M JaHHBIMH, yacTh 3 crartek 40 61-D3;
HAMEIONIMMY OTHOLICHHE K myHKT 43 [IpaBui
IIPOBEACHHIO KIMHHYECKOTO HayIexarmei KIIHHIYECKOH
HCCIIEOBaHUA? MPaKTHAKH

4.3 | OcymecTBieH ji# OTGOp MANMEHTOB- | YacTb 2 CTaTbH 40 61-03;
YYaCTHHKOB KJIHHMYECKOTO nyHKT 44 IIpasun
HCCIIEIOBaHMS, KOTOPBIE IO HaJUIeKaIe! KIMHAYECKOH
MEAMIHHCKAM NTOKa3aHUIM MOTYT MIPaKTHKH
OBITH IPUBJICUCHBI K YYaCTHIO B
KJIHHMYECKOM HMCCIIEIOBaHHH
JIEKApPCTBEHHOTO Ipenapara?

4.4 | ObGecrieueHO U OKa3aHUE yacTh 2 cTathu 98 323-D3;
METHIMHECKOM TOMOIIHY YYaCTHHKAaM | 9acTh 2 cTathi 40 61-03;
KJIHHAYECKOTO HCCIIEIOBaHUSA nyHKT 44 IIpaBun
JIEKapCTBEHHOTO Ipenapara? HaJuIeKaleH KIHHIIECKOH

IPaKTHKH
4.5 | WccnepoBarens pacrojiaraeT JId nyHKT 46 IlpaBun

pecypcaMu, HEOOXOIUMBIMH IS
IpOBeIeHUs KIMHHIECKOTO
HCCIIEIOBAHHUS, BKITIOYAs
naGopatopuu, 060pyI0BaHHE U
nepcoHan?

HaJUIeXaled KIMHHYeCKON
MIPaKTHKHU
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4.6 | OGecrieueHO I YBEIOMJICHHE nyHKT 47 IIpaBui
JeYyalMx Bpadel yJaCTHHKOB Hajexalel KIMHAIeCKOR
KJIHHUYECKOTO HCCIeJoBaHus 00 IPaKTHKH
y4acTu¥ TMOCTIETHUX B KIMHIIECKOM
UCCIIEOBAHHH ?

47 | ObecnedeHo i coOMOAECHHE nyrkTst 3, 7, 48, 50 [1pasuin
HPOTOKOJA KIIMHHIECKOTO HaJUIEXKaIe! KIMHHIECKON
UCCIIeIOBaHHsA ! TIPaKTHKH

4.8 | Bce OTKIIOHEHHS OT MMPOTOKOJIA nyHKT 48 IIpaBui
KJIMHHYECKOTO MCCIIEI0BaHUS HajyIeKamei KITHHHIECKON
0(hOpMIICHBI T HCCIIEA0BaTEIEM IPaKTUKH
JOKYMEHTAIBHO?

4.9 | ObGecrnieueHo JIM HANIPABJICHUC nyHKT 48 IIpaBun
OpraHu3aTOPy KIHHAYECKOTO HaJUIeXKaIen KIHHWIECKOR
HCCIIEIOBAHMSI COTVIaCOBaHMs BCEX IPaKTHKH
OTKJIOHEHMH OT MPOTOKOJIA
KJIMHAYECKOTO HCCICIOBaHHUA?

4.10 | Uccnenosarens npoundopmupoan i HOK o:

OTKJIOHEHHAX OT MPOTOKOJIA UK MYHKT 48, NOAIYHKT «a»
HU3MEHEHUSX IPOTOKOJIA myHkTa 49 [IpaBun
KIHHAYECKOTO UCCIICOBaHHA? HaJUIeXaIei KIMHHIECKOM

IIPaKTHKH

BCEX M3MEHEHHSX, HEIIOCPEICTBEHHO | OMIYHKT «6» myHKTa 49
BJIMSIOIIMX Ha IPOBEJCHHE TpaBun HajuIeKaINEH
KIHHHYECKOTO UCCICHOBAHHS ¥ (MIH) | KITMHAYECKOM NPAKTHKH
YBEIMYHBAIONINX PHCK IIPH y9acTHH B
KIHHAYECKOM HCCIIEIOBAHUM?

BCEX HEXEJATENbHBIX PEakuiIX Ha NOIIYHKT «BY» IIyHKTa 49
HCCIEYEMBIH JIeKapCTBEHHBIA IMpasun Ha[yIeKaIIEH
pemnapar, KOTOpHIE ABJISIOTCS KIMHAYECKON MPaKTHKH
OJHOBPEMEHHO CEPHE3HBIMH H
HepeIBUACHHBIMHA?

HOBBIX J@HHBIX, KOTOPBIE MOTYT MOJIYHKT «r'» IyHKTa 49
CBHJIETENLCTBOBATH O BO3PACTaHHU IMpasun HaIeKameH
PHCKa JUIA YIACTHAKOB KIMHHIECKOTO | KIHHIIECKOH MPAKTHKY
HCCIIeIOBaHHS I MOTYT

HeOIaronpUsATHO MOBJIMATE Ha X0

KIHHHYECKOrO HCCIESI0BaHHUA?

4.11 | OGecneueHO M IPUMECHEHHE yHkTH 3, 50 IIpaBuin
Y4YaCTHHKaMH KIIMHHYECKOTO HaJuIexamel KIIMHHIECKOR
HCCIIEI0BAaHMS HCCIIEAYEMBIX IPaKTHKH
JIEKapCTBEHHBIX IIPENApaToB B
COOTBETCTBHH C IIPOTOKOIOM?

4.12 | O6ecneueHo Jiu COOMIOACHUE nyHkT 50 [IpaBun
IpeayCMOTPEHHOM IIPOTOKOIOM HaJuIeKamen KIIHHHIECKON
METOMKH PaHIOMH3AIHH? IPaKTHKH

4.13 | PackpbiTHe JTH PaHJOMH3AIHOHHOTO | MYHKT 50 IIpaBun

KOJia OCYIIECTBIIACTCA JIH TOJIBKO B
COOTBETCTBHH C HpOTOKOJIOM?

HaJyIeXKaIeHd KIHHIIeCKOR
MPaKTHKH
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4.14 | CooOmeHo I TpeXIEBPEMEHHOE myHkT S0 IIpaBun
PacKphITHE KOZa HCCIETYEMBIX HaJIeXKaIe! KITMHAYECKOH
JIEKapCTBEHHBIX IIPEIIAapaToB HpaKkTHKH
OpraHU3aTopy KJIMHHYECKOTO
HCCIIEIOBaHUA?

4.15 | ObecneyeH U 3aJ0OKyMEHTHPOBaH JIH y4ET HCCIIELYEMbIX JIEKAPCTBEHHBIX IPENapaToB U (nn)
NpenapaToB CpaBHEHHUS IIOCPEICTBOM BeICHHS ydeTa HX:

HOCTYIUICHAA ? mysKT 51 IIpaBun
HaJIJIe)KaInel KIMHHYECKOH
IPAaKTHKH

($aKTH9IECKOro HAMU9HsA? myHKT 51 TIpaBuin
HaJJIeXKaIeld KTHHAYECKOR
MPAaKTHKH

KOJIM9ECTBA KCIOJB30BaHuA KaXabM | MyHKT 51 IIpaBun

Y4aCTHHKOM KIHMHHYECKOTO HaJJIeKameil KIIMHAYeCKOR

HCCIIEOBAaHUA? IPaKTHKA

YHHYTOXCHUSA? myHKT 51 [Ipasumi
HaJUIeXaIei KIMHIYECKOH
IIPAKTHKH

BO3BpaTa OpraHH3aTopy nyHKT 51 IIpasun

KJIMHHUYECKOTO HCCIIEIOBaHUS? HaJIeXXameit KITMHAIECKOR
IPaKTHKH

4.16 | Ob6ecneueno nu Benenne 3anuceif mo | myHKT 51 [pasun
yUeTy HCCIIeMyEMBIX JIEKAPCTBEHHBIX | HaAIexared KInHUIeCKOH
IpernaparoB ¥ (WIH) IpenapaToB MIPaKTUKU
CPaBHEHHS B COOTBETCTBHH C
tpeGoBanusmMu [IpaBun Hagnexamen
KJIMHHYECKON MIPAKTHKHA?

4.17 | OGecmeueHo JId BEACHUE 3alIUCEH, nyHKT 51 [IpaBun
MIOATBEPKNAIOIIHUX, YTO YYaCTHUKH HaJJIeXKaIei KIIMHAIECKOoR
KJIHHAYECKOTO HCCIEI0BaHHU IIPAKTUKH
MOJIyYaId HCCIIEAYEMBIE
JIEKapCTBEHHBIE TpenapaTs! U (HiIH)
mpenaparbl CpaBHEHH B J03aX H
KOJIMYECTBaX, MPeIyCMOTPEHHBIX
IIPOTOKOJIOM KJIHHMYECKOro
HCCJIEIOBAHUS 7

4.18 | VuacTHHK KIMHHYECKOTO HCCIEN0BaHus (IIAIIHEHT) WK €r0 3aKOHHBIA IPEICTABUTEIb

AUHPOPMHUPYETCS JTH UCCIIENOBATEIEM O

ClIeIyIOIEM:

KJIMHAYECKOE HCCIICIOBAHNE HOCUT
9KCIIEpUMEHTAIBHBI XapaKkTep?

HOJIIYHKT «ay» MyHKTa 52
[TpaBun HajIeXKaEeH
KJIHHWYECKOH NPaKTHKA

y4JacTHe B KIHHHYECKOM
HCCJICJOBAaHHH SABJIETCA
JI06pOBOITBHBIM?

yacTh 1 crareu 43 61-D3;
HOAMYHKT «a» IIyHKTa 52
[TpaBun Hagaexamen
KJIMHH9IECKOM [TPaKTHKA
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CYILECTBYET BO3MOXKHOCTb
OTKa3aThCA OT y4acTvd B
KIMHAYECKOM HCCIIeIOBaHHH Ha
mo60ii cTau| NMPOBEICHHS TaKOTO
UcClleI0BaHMs?

yacTh 4 crareu 43 61-D3;
TOJMYHKT «a» IyHKTa 52
TIpaBui HaexaImen
KJIMHAYECKON NMPAKTUKA

1IEJTH KIIMHUYECKOI'o nccnenosannﬂ?

IIYHKT «4» 4acTi 2 CTaTbH 43
61-03;

HOJMYHKT «6» IyHKTa 52
TIpaBui HajuIeKaIIEH
KJIIMHA9YECKOM ITPaKTHUKU

IIPOJOKUTENFHOCTH KIIMHAYECKOTO
HCCICIOBAHKNA?

IIYHKT «4» 4acTH 2 cTaThh 43
61-D3;

TIOJIIYHKT «G» MyHKTa 52
[IpaBun HajUIEKAIEH
KJIIMHAYECKON MTPAKTUKH

IpUOIM3UTEIEHOM KOJIMIECTBE
YYaCTHHKOB?

TOIMYHKT «G» MyHKTa 52
IMpaBun HajUIEKaLIEH
KJIMHAYECKOH NPaKTUKH

BapHaHTaxX JICYCHHs B POHECCE
KJIMHAYECKOTO HCCACIOBaHUA 1
BEPOATHOCTH CIIy4AHHOTO
pacnpeneneHus B ONHY U3 TPYyIIIT
neqyeHus?

IHKT «3» 9acTH 2 cTaThi 43
61-03;

TOJIIYHKT «BY» ITYHKTa 52
[TpaBun HajUIEKAIIEH
KJIMHUYECKON NTPAKTHKH

IpOLEAYPaX KIHHHYECKOTO
HCCIIeIOBAaHUS, BKIIOYas BCE
MHBa3MBHEIE IPOLETYPBI?

HOZIYHKT «T'» ITyHKTa 52
Tpasui HaIeKALIEH
KIMHAYECKON NMPAKTHKH

00S3aHHOCTAX Yy4aCTHUKA
KJIHHAYECKOTO HCCIIe0BAHAA?

IIYHKT «5» 4acTH 2 CTaThH 43
61-03;

HOMITYHKT «J» ITYHKTa 52
IMpaBun HaJUIEKAMIEH
KIMHUYECKON NPAaKTHKH

OXHUIAEMBIX PUCKaX U (WIIH) M0Jb3€
JJ1sl YIACTHHAKA KITHHHYECKOTO
HCCIIEOBaHMS, B TOM YHCIIE UL
SMOpHOHA, IIOJA UM TPY/THOTO
pebenka?

IYHKT «2» 9acTH 2 CTaTbH 43
61-03;

HOJIMYHKT «e» I[yHKTa 52
[MpaBun HaIeKalIeH
KITMHAYECKON IIPaKTHKA

HHBIX, IOMHAMO IPEAYCMOTPEHHBIX
HIPOTOKOJIOM, TIPOLleypax HiIH
MeToJax Je4YeHus, KOTOphIE MOTYT
OBITH JOCTYIIHBI YYaCTHHKY
KJIMHAYECKOTO HCCIEI0BAHUA?

IYHKT «2» 4acTH 2 CTaThH 43
61-®3;

TIOIYHKT (OK» IIYHKTa 52
[MpaBun HajUIEKaIEH
KJIIHHAYECKON ITPaKTHKU

KOMITEHCAI(MH U (KJIH) JICUCHHH,
JOCTYITHOM YJacTHHMKY KIHHAYECKOTO
HCCIIEOBAHMA B CITyYae MPUIYMHCHHS
Bpela ero 3/I0POBBIO B Pe3yJIbTATe
y4acTUs B KIIMHAYECKOM
HCCIIEIOBAHHH?

IYHKT «6» 4acTh 2 cTaThu 43
61-03;

HOIIYHKT «3» IIYHKTa 52
[TpaBsun HaUIEKaIIEH
KIMHAYECKON NPaKTHKA
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IIAHUPYEMBIX BBIILIATAaX YYaCTHHUKY
KJIMHHYECKOr0 HCCIEA0BaHu 3a €ro
y4acTHe B KIMHUYIECKOM
HCCIIEIOBaHUH?

TOZITYHKT «H» IIyHKTa 52
IIpaBun Hapnexame
KIIHHAYECKON MPaKTHKH

IIAHMPYEMBIX Pacxojlax yqacTHHKa
KJIMHAYECKOr0 HCCIeAOBaHus,
CBS3aHHBIX C €r0 YJaCTHEM B
KJIMHAYECKOM HKCCIICIOBAHUNA?

TIOIIYHKT «K» IYHKTa 52
IMpaBui HauIeXKaIIeH
KJIIMHAYECKON ITPaKTHKA

O TOM, YTO ITOJIITHCAHUE
MHQPOPMAIIHOHHOTO JIMCTKA MAIHEHTA
CO CTOPOHBI Y9aCTHHKA
KIIMHUYECKOTO UCCIEN0BAHHS HITH €T0
3aKOHHOI'O NPeICTAaBUTENS, HACT
paspereHne Ha JOCTYII JIALY,
Ha3HAYECHHOMY JUIA IIPOBEICHUS
MOHHMTOPHHTA, ayIUTOPOB,
HE3aBHCHMBIX 3THYSCKHX KOMUTETOB,
YIIOJTHOMOYEHHBIX OPraHoB K
MEeIMIMHCKAM 3allHCsAM YYACTHHKA
KIMHHYECKOr0 HCCIIEIOBaHUS?

TOIYHKT «JI» ITYHKTa 52
[MpaBun HajuIeKaIIEeH
KJIIHHAYECKON ITPaKTHKH

0 TOM, 9TO 3aIllMCH,
HACHTHQHIHPYIOIIKE YIYaCTHUKA
KIMHHYECKOTO HCCIIEAOBAHNUA,
XpaHATCA B TaHEe, PACKPHITHE HX
JIOITyCKaeTcsl B COOTBETCTBUH C
3aKOHOATENLCTBOM Poccuiickoit
Oenepanuu?

IIYHKT «7» 4acTH 2 CTaThH 43

61-03;

HOMIIYHKT «M» ITyHKTa 52
TTpaBun HaJIeKalIEH
KIIMHAYECKOH IPaKTHKA

YCIIOBHSIX O3HAKOMJICHHUS ¢ HOBOH
uHpopManueif, CocoOHOH NOBIHATE
Ha JKeJIaHHe [POAOJIKATh y4acTHe B
KTHHHYECKOM HCCIIEI0BaHUM?

TIOJIYHKT «H» ITyHKTa 52
I[MpaBun HaexKaImeHn
KJIMHHYECKONA MPaKTHKU

JHNAX, K KOTOPEIM MOXHO
00paTUTHCS I IOy UCHUS
JOTOJTHATENBHOM HH(POPMALIHH O
KIMHAYECKOM HCCIICIOBAaHHH, H
npaBax y4aCTHHKOB KIMHHYECKOTO
HcCeNOBaHuA?

TIOJIYHKT «0» IYHKTa 52
IMpasun HajuIeKamIeH
KITHHIAYECKON IIPAaKTUKA

0 BO3MOXHBIX 00CTOATENBCTBAX U
(WH) IpUYHHAX, II0 KOTOPBIM
y4acTHe JIMLAa B KIHHAYECKOM
UCCIIEIOBAHNH MOXET OBITh
IpeKpameHo?

TOJIYHKT «II» ITyHKTa 52
TMpaBui HajuIEKAIIEH
KJIMHAYECKON IPaKTHKH

000 Bcex M3MEHEHHIX B JOKYMEHTaX
U JaHHBIX KJIHHHYECKOTO
HCCIICNOBaHU, KaCAIOMUXCS €TO
y4JacTHs B KIMHAYECKOM
HCCIEI0BaHHH?

myHKT 55 IpaBun
HajyIexamen KIHHIIeCKOR
IPaKTHKA
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4.19

3a¢ukcupoBan i pakT
IPEIOCTaBIEHHUS YYaCTHHKY
KJIMHHYECKOTO HCCTICIOBAHUS U (MIIH)
€ro 3aKOHHOMY IIPEICTaBHTEIIIO
BpEMEHH /ISl IPHHSATHS peleHHs 00
y4YaCTHH WM OTKa3e OT ydJacTHs B
KJIMHHAYECKOM HCCIIEIOBaHUH IIEpe
MIOJTy4eHHEeM HH(POPMHAPOBAHHOIO
coryiacus?

nyHKT 54 [Ipasmi
HaJUIeXKaIel KIMHUIECKOH
IIPaKTHKH

4.20

OGecrieueHo JIu IIPeOCTABIICHHE
YYACTHHKY KIHHHYECKOTO
HCCIIeIOBaHMS U (UJIH) €T
3aKOHHOMY IIPEACTABUTEIIIO
MIOIIIMCAHHOTO ¥ TAaTHPOBAHHOIO
3K3eMILIspa HHPOPMAIHOHHOTO
JICTKA MAIlAEHTA Nepe]] BKIFOYCHHEM
€ro B KIIHHAYECKOE UccaefoBanue?

myHKT 55 IIpaBun
HauIexxane KIHHHYECKOH
MpaKTUKH

4.21

Ob6ecneueHo I NOAIHCAHUE
HHPOPMHPOBAHHOTO JTHCTKA
MAIMEHTa KaKIbIM YYaCTHUKOM
KJIHHHYECKOTO HCCIIeA0BaHus 1160
€ro 3aKOHHBIM IIPEACTAaBUTEIEM 10
Havajia IpOBeICHHS TaKoTo
HCCIIEIOBaHHUA?

4acTh 3 cratey 43 61-3;
yHKTHI 4, 55 IIpasun
HaJUIeKaIeH KITMHHYESCKON
MIPAKTHKH

422

B ciygae y4acTus B KQ4eCTBE
MAIIHEHTOB JieTelt obecredeHo Jin
MIOJTyYeHHE ITUCHMEHHOI'O COTIacHs
HX poauTesell/yCIHOBUTENeH?

4yacTh 5 crateu 43 61-D3;
qacTh 2 crateu 20 323-3

4.23

YyacTHHKaMH KJIHHHYECKOTO
HCCIICIOBAHMS HE SABJISIOTCS JIH
MAMEHTHI, OTHOCIIHECS K
KaTeropHsM rpaxaaH, 0003Ha4eHHBIM
4acTeIO 6 cTaThu 43 61-O3?

qacth 6 crateu 43 61-03

424

OpranusaTopy KIHHHYECKOTO
HCceoBaHus coodmaercs i 060
BCEX CEPhE3HBIX HEXKENATENBHBIX
peaKiusX, 3a HCKIIOYCHHEM TEX,
KOTOpBIE B TPOTOKOJIE HIIH B
Opormope ornpeeneHsl Kak He
Tpebyrolue HeMeIEHHOTO
COO0IIEeHNs B YCTAaHOBJICHHEIC
IIPOTOKOJIOM CPOKH?

nyHKT 56 [Ipasun
HaJUIeXamed KINHHIeCKOH
[IPaKTUKU

4.25

ObecreyueHo 11 IPeIOCTaBIICHUE
OPraHu3aTopy KINHUYECKOIO
HCCIIeIOBaHUS NIOJPOOHOTO
IIHCHEMEHHOTO OTYETA O CEPhE3HBIX
HE)KeJIaTeNbHBIX peakIuax?

nyHKT 56 [Ipasmi
HayIeXanied KIHNHHIESCKOM
IPaKTUKHU
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4.26

O6ecredeHo JIM NPeJOCTABICHHUE IO
3aIpocy OpraHu3aTopa KIMHHIECKOTO
uccnenosanus, HOK, Munucrepcrea
u (wm) PocanpaBHanzopa moboit
JIOTIOJTHUTENBHOH HH(bOopMauu
OTHOCHTENBHO CITyqas CMEPTH
Y4YaCTHHKa KITMHUIECKOTO
HCCIIeJOBaHMs, B TOM YHCIIE
MIPOTOKOJIa BCKPHITHS U IIOCMEPTHOTO
SIHKpH3a’?

yHKT 57 IIpaBun
HaJyIe)Kamed KITMHAYECKOH
IPaKTHKH

4.27

O6ecnedeHo i nHPOpMUPOBaHHE
PYKOBOJHUTENS MEAULIUHCKON
OpraHu3alliy U OpraHu3aTropa
KIIMHUYECKOTO HCCIICIOBAHUS B
cllydae BOSHUKHOBEHHS ONTaCHOCTH
JUISL XKH3HH, 3J0POBbS Y9aCTHHKA
KJITHUYECKOT'O MCCIIEeJOBAaHU, B
TedeHue 24 yaco?

yacTh 6 crateu 40 61-03;
myHKT 58 I1paBun
HaIIeKalled KIMHAYCCKOH
MPaKTUKH

4.28

B ciiygae mocpouHOro npexpamnieHus
KJIMHHYECKOTO HCCIEAOBAHMS HIIH €T0
[IPHOCTAHOBJIEHUS 00€CIIEUCHO JIH
He3aMeUTHTENbHOE HHOPMHUPOBAHUE
HccegoBareneM H (WiH)
MEIUIUHCKON OpraHusaimei
Y4aCTHHKOB KJIMHHYECKOT'O
HCCJIEIOBAHHUS, IIPEIOCTABIICHHE UM
He0O0X0HMMOro HaOMIOIEHHUS H
JIedeHun?

nyHkT 58 [IpaBun
HaJIeKalnel KIMHUYECKOH
MPaKTUKH

4.29

B ciy4ae mocpo4HOro npexpameHus
KJIMHAYECKOTO UCCIIEIOBAHHS HITH €ro
IIPHOCTAHOBIICHUsI 00ECIIEYCHO JTH
He3aMeUTUTENbHOE HH(OPMHPOBAHUE
HCClIeIoBaTenieM U (HIK)
MEIUIMHCKOM opraHu3anuei
opranusatopa u HOK ¢
[IpeJI0CTaBICHHEM OAPOOHOTO
IHCBMEHHOTO 00BSCHEHUS NPUIHH
MIPHOCTAHOBIICHUS WM IPEKPaLCHUS
KJINHHYECKOTO UCCIICOBAHUS?

myHkT 58 IlpaBun
HaJexarnei KIIMHHYeCKOM
MIPaKTHKH

4.30

O6ecrie4eHo 1 MOJIHOE H
JOCTOBEpHOE BEACHUE Beex, 6e3
HCKJTIOYEHHUS, JOKYMEHTOB
KJIMHUYECKOTI0 HCCIIEOBAHMA?

nyHKT 59 IlpaBun
Hamexalneid KITMHA4YecKoH
[IPaKTUKHU

4.31

Ob6ecnevueHo I XpaHEHHE
JOKYMEHTOB KJIHHHYECKOTO
HCCIICIOBaHHA?

nyHKT 60 IIpaBun
HapIexalne KIIMHHYecKoi
MpaKTUKHU




316

432 | Uccnemosarens nponndopmMupoBat myHKT 61 [IpaBun
JI¥ PYKOBOAHTENA MEIMIIMHCKOH HajUIeXalle KIIMHAYECKOH
OpraHp3allvy O 3aBepIICHUN IPaKTHKH
KJIMHAYECKOTO UCCIIEOBAHNUS?

4.33 | Uccnenoparenn IpeACTaBUII JIH nyHkt 61 [Tpasun
OpraHH3aTopy HCCIICIOBaHUS 1 HOK | mHamnexainei KITMHHIECCKON
[IOATOTOBJICHHBIA UM B COOTBETCTBHH | IPAKTHKH
¢ nyakToM 9 ITpaBun HamexameH
KIMHAYECKON NMPAaKTHKHU OTYET O
3aBEpIIECHUH KITHHUYECKOTO
UCCIIEIOBAHMSA ?

434 | ObecrieueHo U MPOBEACHUE vacTh 1 crateu 38, dacTs 12
KJIMHUYECKOTO HCCIIeJOBAHH craTtbu 40 61-03;
JIeKapCTBEHHOTO IIpenapara B myHKT 45 [pasui
coorBeTcTBHH ¢ [IpaBunamu HaJUIeKamel KIHHTIECKOR
HaJUIeKaIel KIMHNYECKOH MPAaKTAKKA | IPAKTHKH
1 TpeGOBaHUSMH 3aKOHOATENBCTBA
Poccuiickoii ®enepamuu B chepe
oGpanieHHusl JIEKapCTBEHHBIX CPENCTB?

(nomxHOCTs ¥ PHIO IODKHOCTHOTO JIAIA, 3AM0JHUBIICTO IPOBEPOUHBIH JIMCT, IIOAIHKCE, JaTa)

(zomxHOCTh M DY TOIDKHOCTHOTO JTHIA IOPHHYECKOr0 JIHLE, IIPHCYTCTBOBABIICTO Y
3aI0THEHAH IPOBEPOTHOTO JIUCTA, TIOIIHCh, 1aTa)




[Mpunoxenue Ne 39
K prKa3zy ®ezepanbHOH CIry k05!
TI0 HaA30py B cepe 3paBOOXpaHCHU

or LY AL Ne TYIE

®opma

IIpoBepoYHbLIii JTHCT
(CTHCOK KOHTPOJILHBIX BONPOCOB),
ucnoab3yeMblii ®exepanbHoii cayxboif no Haa30py B cepe 3ApaBOOXpaHECHHSA
U ee TePPHTOPHAILHLIMH OPTaHAMHE NPH NPOBE/IEHHH MIAHOBLIX MPOBEPOK npH
ocymecTBJIeHHH (heaepaibHOro rocylapcTBeHHOro Hai30pa B cepe oOparieHHst
JICKAPCTBEHHBIX CPEACTB
(cobmonenue cyGbeKTaMH 00palleHHs JIEKAPCTBEHHBIX CPENCTB
yCTAHOBJ/IEHHBIX TPeOOBaHMil K Ka9eCTBY JIEKAPCTBEHHBIX CpeacTB)

(HaPHVICHOBaHPIe oprasa, OCYMIECTBIIAOHIETO TUIAHOBYIO I'[pOBCpKy)

1. Bun roCyJ1apCTBEHHOTO KOHTPOJIS (namzopa)

2. TlpemMeT TUIaHOBOH TPOBEPKH IOPUIMYECKHX JHMI[ M UHIMBHAIYAIBHBIX
npeTpUHMMATeNel OrpaHHIMBaeTCs 0053aTebHBIMY TpeGOBaHUIMH, COOIIOACHHE KOTOPBIX
gBISIeTCs HAHOOJee 3HAYMMBIM C TOYKHM 3pPEHHS HEJIOIYIICHHS BO3HUKHOBCHHA YIPO3BI
PUYMHEHHS Bpeia XU3HH, 30POBBIO IPaX/IaH, U31I0KEHHEIMU B dopMe IPOBEPOIHOTO JIUCTA
(CTIACKA KOHTPOJIBHEIX BOMPOCOB).

3. HanMeHOBaHHMe OPHAMYECKOro JAIQA, (amunus, WM, OTIECTBO (TpH HAJIAIHH)
MHIMBHIYalbHOIO IpeanpUHUMATENS:

4. Mecto MIpOBEACHUS IIJIaHOBOM MIpOBEPKU C 3al0JIHEHHEM IIPOBEPOYHOTIO JHUCTA.

5. PeXBH3HTHI IPUKA3a O POBE/ICHAHN IUIAHOBOH IIPOBEPKH: OT Ne

6. VueTHBIH HOMEp POBEPKY M [aTa [IPHCBOESHYs YIETHOTO HOMePa IIPOBEPKHU B EnuHOM
peectpe TIPOBEPOK:

7. JIOMXHOCTB, (aMAIMs M MHUIHAIB! JOJDKHOCTHOrO JIHIA (yu1r), TPOBOAAMIEro(HUX)
IUIAHOBYIO IPOBEPKY:

1. ;

2. ;

8. ITepevueHs BONPOCOB, OTPaXAaXOMINX COACPXKAHNE 00s3aTeNbHBIX TPeOOBaHHii, OTBET HA
KOTOpbIE OJHO3HAYHO CBHUETENBCTBYET O COOMIONEHNH HIIA HEeCOOJIIOIEHHH IOPHINIECKAM
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HpeIMeT IIPOBEPKU:

BriBog 0
PexBH3HTHI BbINOJIHEHHH
Ne Bomnpocsl, oTpakaiomue coaep xaHue HOPMATHBHBIX | TpeGoBaHHI
n/n o0s13aTeJILHBIX TPeOOBaHHH NpaBoOBBIX a HeT
aKTOB, C
yKa3aHHEeM HX
CTPYKTYPHBIX
€IMHHII,
KOTOPBIMH
YCTAHOBJICHBI
obsi3aTebHbIE
TpeboBaHHUS
1. | ®apManeBTHYeCKas CHCTEMA Ka4€eCTBA
[IpaBwia opraHW3anuu IPOW3BOACTBA W KOHTPOJISL Ka4ecTBa JIEKAPCTBEHHBIX CPENCTB,
YTIBEpXKJCHHBIE IIpUKa3oM MHUHUCTEpPCTBa IPOMBINUIEHHOCTH W ToproBmu Poccuiickoii
®enepanuu ot 14 urong 2013 r. Ne 916 (3apeructpupoBaHo B MUHHCTEPCTBE IOCTHIINH
Poccun 10 centa6ps 2013 r., peructpaumonasiii Ne 29938) (nanee — [IpaBuiia opraHu3anim
IIPOU3BOJICTBA)
1.1. | dapmaneBTHYECKAs CHCTEMA KauecTBa nyHKT 12. (1.7)
JOKYMEHTAIBHO OopMieHa jun? [paBun
OpraHH3aIiH
IIPOU3BOJICTBA
1.2. | IIpousBoxmuTeneM yTBEpKAEHO JIH PYKOBOACTBO I10 nyHkT 12. (1.7)
Ka4yecTBy? IIpaBun
OpraHu3alun
IIPOH3BOJICTBA
1.3. | IIpousBoauTteneM yTBEpKACH U JOKYMEHT, myHKT 12. (1.7)
coJiepKaluii onyucaHne CUCTEMBI YIIPaBICHUA ITpaBun
Ka4yeCTBOM, BKJIFO4as OTBETCTBEHHOCTh OpraHu3aIiy
pYKOBOACTBa? IIPON3BOJICTBA
1.4. | dapmaneBTHUECKas cuCcTeMa KadecTBa BKIo4aeT id | myHKT 9. (1.4)
OCYILIECTBIICHHE YIIPaBICHHUs pUCKaMH I KauecTBa? | 0) (Xiv)
[IpaBun
OpraHu3anun
NIPOHM3BOACTBA
1.5. | Pa3paborans! i akTyaJbHble JOKYMEHTEL, myHkT 9.(1.4)
ONpEEAIONIE OTBETCTBEHHOCTD H 00A3aHHOCTH ) (V)
nepcoHana’? [IpaBun
OpraHu3aIuH
IPOM3BOACTBA
1.6. | IIpuHATEHI MepHBI M YTBEpXkKAEHA JIH JOKYMEHTalHU, nyHKT 9.(1.4)
obecrieunBaroas IpOU3BOACTBO, IOCTaBKY U e) (vi)
HCIONb30BaHUE HAIIEKAIUX UCXOTHOTO ChIPhs U ITpaBun
yIIaKOBOYHBIX MaTepHaloB? OpraHu3anud
IPON3BOJCTBA
1.7. | IlpuHATHI MEpHI M YTBEpXKIEHA JIM JOKyMeHTanus no | myHKT 9.(1.4)
BEIOOpY M KOHTPOJIIO TOCTaBLIMKOB, e) (vi)
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MIOATBEPIKIAIONINE, YTO KaX/iasl TOCTaBKa [MpaBua
OCYIIECTBILIETCS YEPE3 YTBEPIKICHHYIO LCTIb OpraHu3alluu
TOCTABOK? TPOU3BOJICTBA
1.8. | BHenpeHs! Jm HpOIECCH], 00ECIEUNBAIOIIHE myHkT 9.(1.4)
yIpaBJieHHE JEATEIbHOCTBIO, meperaBaeMoi Uis x) (vii)
BHITIOJIHEHHS JIPYTo# OpraHu3alKy (YpaBlIcHHE ITpaBun
ayTCOPCUHIOM)? OpraHu3aluH
IPOU3BOJICTBA
1.9. | YTBepxaeHa i JOKyMEHTallHs, obecrednBaromast nyHkt 9.(1.4)
yIpaBJieHHe AeATEIBHOCTBIO, niepeaBaeMoi JUIs x) (vii)
BEINIOJTHEHHS IPyroil opraHu3alui (yIpaBlIeHHE ITpaBun
ayTCOPCHHIOM)? OpraHu3aliH
[IPOU3BOJICTBA
1.10. | JoxymMeHTaIbHO HOATBEPKIACH JIH IIPOLIECC nysxT 9.(1.4) 3)
HOCTOSIHHOTO KOHTPOJIS COCTOSTHUSA 3 QEeKTHBHOCTH (viii)
TIpolecca MPOU3BOCTBA U Ka4ecTBA JIEKAPCTBEHHOTO [pasun
cpeAcTBa mMyTeM pa3paboTKy U HCIIOIB30BaHHS OpraHu3aluH
3¢()EKTHBHOTO MOHHTOPHHIA H KOHTPOJIBHBIX IPOU3BOJICTBA
cucreM?
1.11. | Pe3synpTaTsl MOHHTOPHHIA JIEKAPCTBEHHOTO CPEACTBA | IYHKT 9.(1.4)
H TIPOIIECCOB HCIONB3YFOTCS JIH IIPH BBITYCKE CEPHH, ) (ix)
TIpH PacCieI0BaHUH OTKIOHCHUH 1 IS IPHHSATAS [IpaBun
TIpeIyIpexIaloInX Mep Bo u3bexaHue OpraHu3alHH
HOTEHIMATBHBIX OTKJIOHEHHH? IIPOU3BOJCTBA
1.12. | IIpoBoamTes 1M KOHTPONB POMEXKYTOUHOH nyskT 9.(1.4)
IIPOJIYKIIMH B COOTBETCTBHH C yTBEPXKACHHOH K) (X)
JIOKYMEHTaIHei? ITpaBun
OpraHu3aLuH
TPOH3BOJICTBA
1.13. | JloKkyMeHTalIbHO IOATBEPKACHBI JIX PE3yNbTAThL nyskt 9.(1.4)
KOHTpOJIA 32 YTyqIICHAEM MOCPEICTBOM BHENPEHHS ) (x1i)
YCOBEpPIICHCTBOBAHMH, OCHOBAHHBIX HA aKTYaJIbHBIX IpaBun
3HAHWAX Ipollecca i MPOLYKIMH? OpraHu3aluy
IIPOU3BOJICTBA
1.14. | PaspaboTan 1 JOKyMEHTAIBHO YTBEPXKICH JIH nyskT 9.(1.4)
HOPAJOK OMPEAEIEHHS U IOCTIEAYIOMEr0 0) (xiv)
TPHMEHEHHs KOPPEKTHPYIONHX | (WIH) IIpaBun
TIpeIyNpEXIAIOMHUX AeHCTBAN IPH PacCIeIOBAaHUN | OpTaHH3aliH
HECOOTBETCTBHH? IIPOU3BOJCTBA
1.15. | DbdexTHBHOCTD KOPPEKTHPYIOMKX ¥ (HIIH) myHkt 9.(1.4)
TIpeAYIPExRTAIONMHEX JEHCTBAN IPH PacCle0BaHUH 0) (xiv)
HECOOTBETCTBHI MPOBEPAETCS M OIICHHBACTCA K B [Tpasun
COOTBETCTBHH C IIPUHIIAIIAMH YIPABJICHHS PUCKaMU | OpraHH3alyH
Juis KadecTBa? IPOU3BOJICTBA
1.16. | Beoz exapcTBEHHBIX CPSACTB B IPAKIAHCKUH nyekt 9.(1.4)
06OpOT [0 BBLIAYH YIOJIHOMOYCHHBIM JIHIIOM m) (xv)
paspeleHus Ha BHIIYCK He JOIyCKaeTCs m? [TpaBun
opraHu3alii
IIPOHU3BOJACTBA
1.17. | YIBepxkacHa M TOKyMEHTAILHO 0popMIICHa I nyHkt 9.(1.4)
npouexypa yAOCTOBEPEHHS YIIOJHOMOYCHHBIM ) (XV)
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JIMIIOM, YTO KaXkIas cepus JieKapcTBeHHOro cpeacTsa | IIpasun
ObUTa MPOM3BEIeHA M IPOKOHTPOJIIMPOBAHA B OpraHu3anuy
COOTBETCTBHH C TPeOOBaHUSIMH PETHCTPALIIOHHOTO IIPOU3BOCTBA
Jocee?
1.18. | VTBepxIeHa u JOKyMEHTAIHHO oopMiieHa M1 myHkT 9.(1.4)
IpoleTypa IIPOBEACHU CAMOMHCIIEKINH, B ¢) (xvii)
COOTBETCTBHHM C KOTOPO# PErYJIAPHO OLIEHUBAIOTCS IIpaBun
3¢ HeKTUBHOCTD U IPHIOAHOCTH papMaLEBTHUYECKOH | OpraHM3al[uu
CHCTEMBI KagecTBa? HIpOM3BOACTBA
1.19 | Ompenenena u JOKYMEHTAIBHO OQOPMIICHA JIH myskT 10. (1.5)
OTBETCTBEHHOCTh PYKOBOZICTBa NIpeANIPUATHS 3a IMpaBun
Hanuaue 3¢p¢ekTUBHON PpapManeBTHUECKON CUCTEMEI | OpraHH3allHH
Ka4yecTBa H HeOOXOIUMBIX PeCypcoB? MIPON3BOJCTBA
1.20. | OnpeneneHs! 1 JOKYMEHTAIBHO 0053aHHOCTH, nyskT 10. (1.5)
OTBETCTBEHHOCTH H ITOJTHOMOYHS KaKAOTO [pasun
paboTHHKa? OpraHu3aIuu
TIPOM3BOJICTBA
1.21. | O6513aHHOCTH, OTBETCTBEHHOCTD H ITOJTHOMOYHS myHKT 10. (1.5)
JIOBEJIEHBI JIM JI0 CBEACHHUS KaXKA0ro pabOTHHKA H [TpaBun
BBIOJTHSIOTCS BO BCEX MOAPA3IC/ICHUAX OpraHu3alun
IPOU3BOUTENSA? IIPOM3BOJCTBA
1.22. | IIpoBoasTcs 1 JOKyMEHTAIBHO O(OPMIICHE! JIH nyHkT 11. (1.6)
neproandeckre 0030psl GyHKIMOHUPOBAHHS IIpaBun
¢apManeBTUYECKOH CHCTEMBI KauecTBa € OpraHH3aIuu
BOBJIEYEHHEM B OTOT NPOLIECC PYKOBOJACTBA JULA IIPOU3BOJCTBA
IIOCTOSHHOTO YJIyYIIEHHUS MPOIYKLIUH, IPOIIECCOB K
caMoi CHCTEMBI?
2. | Ilepconan
IpaBuna OpraHM3allii IPOU3BOACTBA M KOHTPOJA Ka4yecTBAa JICKAPCTBEHHBIX CpPEICTB,
yTBEpIKJICHHBIE TPHUKa30oM MHHHCTEpPCTBA NMPOMBIIUIEHHOCTH H TOprosiu Poccuifckoit
denepamyu ot 14 mons 2013 r. Ne 916 (3apeructpupoBasbl B MHHHCTEPCTBE IOCTHIIUH
Poccun 10 centsaops 2013 r., peructpanuoHssiii Ne 29938)
(nanee — [IpaBuia opraHu3aliy IPOH3BOACTBA);
TTopsmoK aTTecTaliii YIIOTHOMOYSHHOTO JIMLA IPON3BOIUTENA IEKAPCTBEHHBIX CPEACTB
JUIsl MEMIMHCKOTO IPUMEHEHN, YTBEPKICHHBIH pruka3zoM Mun3sapasa Poccun ot
01.11.2013 Ne 811n (3apeructpupoBan B Muntocte Poccuu 16 nexabps 2013 r.,
perucTpanronusiit Ne 30602) (ganee — [Topsnok aTTecTanyn)
2.1. | UMeeTcs v B HANWYMHA KBAM(PUIUPOBaHHBIH nyHKT 25. (2.1)
TIepCOHAJI, IMEIOIIMI OIBIT PaboTEI 0 IIpaBun
CHeNHATBHOCTH? OpraHU3aIH
IPOM3BOACTBA
2.2. | Ilpexncrasnena nu 4yeTKas OpraHU3allHOHHASL IMYyHKT 26. (2.2)
CTPYKTYpa NpeanpusaTis? [IpaBun
OpraHu3aIu
TIPOM3BOJICTBA
2.3. | MeroTcs ¥ B HATMYHH aKTyalbHblE JOJDKHOCTHEIE | IHYHKT 26. (2.2)
HUHCTPYKIIMH, B KOTOPBIX H3JI0XKEHBI JOJKHOCTHEIE ITpaBun
0613aHHOCTH pabOTHUKOB, 3aHUMAIOIINX opraHu3anuu
OTBETCTBEHHBIE JIOJDKHOCTH? IPOM3BOACTBA
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2.4. | OTcyTCcTByeT jid HEOGOCHOBAHHOE AyOIMpOBaHHES nyHKT 26. (2.2)
o6s3aHHOCTEH M PyHKIHIH paOOTHHKOB? [TpaBun
OopraHu3alud
TIPOM3BOICTBA
2.5. | OrcyTeTBytoT /u citydau, KOra Kakue-mu60 myHKT 26. (2.2)
0653aHHOCTH HE 3aKpEIICHBI HH 33 OJJHHM U3 IMpaBun
paGoTHHKOB? opraHu3aIH
IPOU3BOACTBA
2.6. | AttecToBaHO m YIIOJIHOMOYEHHOE JIMIO | ITYHKT 29
IIPOM3BOJUTENS.  JIEKApCTBEHHBIX  cpencts  Juii | IIpasm
MEIUIMHCKOTO IPUMEHEHUS 7 OpraHmu3anyu
IPOM3BOJICTBA;
yHKTHI 1- 4
ITopsinka
aTTecTaIiH
2.7. | YoiHOMOYEHHOE JIUIO COCTOMUT JIK B IITaTe ITyHKT 29
IIpeATPUATHS ? ITpaBun
OpraHu3anuy
IPOU3BOJICTBA
2.8. | Paspabotana u BHenpena M mporpamma oOydenns | myHKT 33. (2.8)
JUIS TIEPCOHAJIA TIPOM3BOACTBEHHBIX 30H? [IpaBun
OpraHu3alnuy
IIPOM3BOJCTBA
2.9. | Paspabotana u BHenpena i nporpamMma ofydenus | myHKT 33. (2.8)
JII TIEPCOHANIA KOHTPOJIBHBIX JIabopaTopuii? [IpaBun
OpraHp3alyH
MIPOM3BOCTBA
2.10. | Paspa6oTana 1 BHeapeHa I IporpamMMa o0y deHUs nyskr 33. (2.8)
TEeXHHYECKOT0 TIEPCOHANA IPOM3BOCTBEHHEIX 30H H | [Tpasmn
KOHTPOJILHBIX TOMEIEHHH? OpraHu3aluH
IIPOM3BOACTBA
2.11. | Pa3paGoTan 1 BHEIpeH i KOMIUIEKC MeponpusTiii | myHKT 38.
TI0 TIPOM3BOJICTBEHHOM TMIHEHE C YIETOM (2.13)
0COOEHHOCTEH KOHKPETHOTO IPOU3BOJCTBA? ITpasun
OpraHp3alUH
IPOHM3BOJICTBA
3. | doxymeHTanus
IIpaBuna OpraHu3aldi MPOM3BOJACTBA M KOHTPOJIL Ka4eCTBa JIEKAPCTBEHHBIX CPEACTSB,
yTBEpXK/ICHHBIE TPHKa3oM MHHHMCTEPCTBA NMPOMBIIUICHHOCTH H TOPTOBIH Poccuiickoit
®Genepamuu ot 14 mrons 2013 r. Ne 916 (3aperucTpupoBaHo B MUHHCTEPCTBE FOCTALUH
Poccuu 10 centabps 2013 r., peructpanuonHsit Ne 20938) (nanee — [1paBrira opraHa3anuu
IIPOU3BOJICTBA)
3.1. | BHenpeHa H KOMILIEKCHas CHCTeMa HOKyMeHTanuu? | MyHKT 99. 4.1)

IIpaBun
opraHu3anuH
IPON3BOACTBA
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3.2. | OcymecTsisieTcs i KOHTPOb 33 CHCTEMOH nyHkT 99. (4.1)
JIOKYMEHTAIHH? [paBun
OpraHu3aluH
TIPOM3BOJICTBA
3.3. | IIpoBenena u oopmieHa JIi BATHAALA CACTEMBI nyHkT 99. (4.1)
JOKYMEHTAIHH? [TpaBun
OpraHu3aluH
MPOHU3BOACTBA
3.4, | IIpoBOAATCS I MEPONPHATHS LIS 00CCTICYCHHS nyHKT 99. (4.1)
LIeTOCTHOCTH 3aIucei B Te4eHHE CPOKA XPAHEHHs? [NpaBun
Oprasu3aluH
IPOU3BOJICTBA
3.5. | YcraHOBJeH T4 HOPSAOK pa3paboTKy, opOopMIeHHS, | IyHKT 100.
BBIIA4H, U3BATHA JOKYMEHTOB H BHECCHHS B HAX 4.2)
H3MEeHeHHi? [IpaBun
OpraHu3aluH
IPOU3BOJACTBA
3.6. | PernameHTHpyIOmue JOKYMEHTHI IIOJITHCAHBI JIH myHkt 101.
JIMIIAMH, MMEIOIIMMH NIpaBo HOJIKCH, C yKa3aHHEM (4.3)
Jatel? [MpaBun
OpraHu3aluH
IPOU3BOJCTBA
3.7. | YcraHoBieH u Cpok AEHCTBHS PErIaMEHTUPYIOIMX | IYHKT 101.
JOKYMEHTOB? 4.3)
[TpaBuin
OpraHU3aLuH
IPOHU3BOACTBA
3.8. | VICK/IIOUeHO 1 HCIONb30BaH)e yCTapeBIIuX Bepemit | myHkT 103.
pPErJIAMEHTHPYIOIIHX JOKYMEHTOB? 4.5)
[IpaBui
OpraHu3aluH
MPOM3BOZCTBA
3.9. | JloxymeHTH! pery/IIpHO IEpeCMaTPHBAIOTCA U nyHkT 103.
aKTyaIH3UPYIOTCS JIH? (4.5)
IIpaBun
OpraHu3alyuH
TPOX3BOJICTBA
3.10. | JloxyMeHTanus Ha CEPHIO XPaHHTCS JIM B TCUCHUC nyskt 109.
OJIHOTO TO/Ia IOCTIe OKOHYAHHMS CPOKa rOAHOCTH 3T0# | (4.11)
cepun? ITpasun
opraHu3alyd
IPOU3BOACTBA
3.11. | JlokymeHTan®s Ha CEPUIO XPAHUTCS JIM HE MCHEE nyHkT 109.
IISTH JIET IIOCJIE OICHKH COOTBETCTBUSA CEPHUH 4.11)
YIIOJHOMOYEHHBIM JTHIIOM? [MpaBun
OpraHu3aluH
IIPOU3BOJCTBA
3.12. | Kpurrueckas qoKyMeHTaLHs, BKITIOYas HCXOAHbBIC myHkT 110.
JaHHBIE, TONTBEPKAAIOIIHEe HHOOPMALIHIO (4.12)

PErUCTPatiOHHOr0 JOCBE, XpaHUTCs JIK Ha
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TPOTSHKEHUH CPOKA JEHCTBHS PETHCTPALIHOHHOTO [TpaBun
YIOCTOBEPEHHS? OpraHu3anuu
IPOM3BOACTBA
3.13. | MmeroTcs M YTBEPXKACHHBIE cieNMUKALUK Ha myHKT 111.
HCXOJIHOE CHIPBE C YKa3aHUeM JaThl yTBEPKICHHSA? (4.13)
IIpaBun
Oprasu3aliy
TIPOU3BOJICTBA
3.14. | IMeroTca JiM yTBEp)KACHHBIE CIIENU(HKAINY Ha myHKT 111.
YMaKOBOYHBIE MaTEepHAJIBI ¢ YKa3aHHEM JaThl (4.13)
YTBEpXKAEHHs? ITpaBun
OpraHHM3aluu
IIPOH3BOJICTBA
3.15. | ViMetoTcs 1 yTBEp)KACHHBIE CieMHKAMK Ha nyHkT 111.
TOTOBYIO IPOAYKIIHIO C YKa3aHHEM JaThl (4.13)
yTBEpKICHHSA? IIpaBun
OpraHu3aluy
IPOHU3BOCTBA
3.16. | Mmerotcs M yTBep)KACHHBIE clIEMHKALNH Ha myHKT 113.
IPOMEXKYTOUHYIO M Hepac(hacoBaHHYIO IIPomykiuio ¢ | (4.15)
yKa3aHHEM JaThl yTBEPKACHHA? [IpaBun
opraHu3aluy
TIPOX3BOJICTBA
3.17. | UmeroTcs mu pernaMenThl MPOU3BOCTBA (IIycKOBOH, | mMyHKT 115;
OIIBITHO-TIPOMBIILTEHHBIA MM IIPOMBIIIICHHBIH) Wik | myHKT 117
yTBEPKICHHbIE PYKOBOACTBOM TEXHOJIOTHICCKHE (4.18).
HHCTPYKIMH Ha KaX10€ IPOU3BOAUMOE [TpaBun
JIEKApCTBEHHOE CPENICTBO? OpraHu3aliH
IPOH3BOACTBA
3.18. | Jlist KaXmoro JeKapcTBEHHOTO CPeACTRa, pasMepa M | myHKT 118.
THIA YIIAKOBKH IIPOU3BOJHTENIEM YTBEPXKACHBI M (4.19) Ilpasun
MHCTPYKIIMH 110 YIIaKOBKE? Oprasu3aLiy
IPOU3BOJICTBA
3.19. | Jlocke Ha cepHIO COAECPXKHUT JIH 3aIIUCH 10 myHkT 119
IIPOM3BOJICTBY CEPHH, KOTOPHIE OCHOBBIBAIOTCS HA IIpaBun
NPOMBILUIEHHBIX PErJIaMEHTaX ¥ TEXHOJOTMIECKUX | OpTraHM3aliH
HHCTPYKIMAX? IPOU3BOACTBA
3.20. | Jlocke Ha ceprIo COMEpIMT JIH 3alKCH IO yNakoBKe | MyHKT 119
cepyH, KOTOPHIE OCHOBBIBAIOTCS Ha IIPOMBIIUIEHHBIX | [IpaBm
perjaMenTax U TEXHOJIOTHYECKUX HHCTPYKIMAX? OpraHH3aluH
TIPOM3BOICTBA
3.21. | Jocee Ha CepHIO COAEPIKUT JIH IOKYMEHTBI, myHKT 119
HOATBEP KAAIOLINE [TPOU3BOACTBO CEPHH, KOTOPBIE Ipasun
OCHOBBIBAIOTCS HA IPOMEIIUICHHBIX PETJIAMEHTaX H | OpraHH3aliu
TEXHOJIOTHYECKUAX HHCTPYKIHAX ! IIPOM3BOJACTBA
3.22. | locke Ha cepHIO COAEPHKMUT JIK JTOKYMEHTHI Ha myHKT 119
pean3anuio Cepuu? [IpaBun
OpraHH3aluH

IIPOU3BOJICTBA
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3.23. | 3anucu Mo IpoU3BOACTBY CEPHH IMIPOAYKIIHH myHKT 121
0(OPMIIAIOTCS JTH IOKYMEHTAIBHO OMHOBPeMeHHO ¢ | ITpaBui
BHILIOJIHCHHEM COOTBETCTBYIOLIEH Onepamun? OpraHu3aLuH

IPOU3BOJCTBA

3.24. | Ha xaxxayro mpou3BEIEHHYIO CEPHIO MIIH YacCTh myHKT 123.

CEpUH COXPAHAIOTCS JIU 3aIIUCH 110 YIIaKOBKE cepun? | (4.21)
[IpaBun
OpraHH3alluH
IIPOU3BOACTBA

3.25. | Ha mpreMKy Ka)XI0H IMOCTaBKH KaXXI0ro BUAA myHKT 125.
HMCXOIHOTO CHIPhS HMEIOTCH JIU B HAIUNIUH (4.22)
yTBEPIK/ICHHBIE IIPOU3BOIUTENEM IPOLIEYPEI U [paBui
HOATBEPXKIAIOIIYE 3AIHCH? OpraHu3aluH

IIPOM3BOJCTBA

3.26. | Ha mpueMky ka0 IIOCTaBKU IIEPBHYHEIX, OyHKT 125.
BTOPUYHBIX H NEYATHBIX YIIAKOBOYHBIX MATEPHATIOB (4.22)
HUMEIOTCS /M B HAJIMYMH YTBEPKACHHBIC
IIPOM3BOUTENIEM MIPOLETYPHI M MIOATBEPKAAIOMIE
3amucu?

3.27. | Ipoussoautenem yTBepxacHE! H OQOPMIICHEI JIH myHKT 128.
JOKYMEHTAIBHO IpoUe/yphl o 0T6opy 1pob, (4.25)
coiepIKalue CBeIeH s 06 HCIIOIB3YeMBIX MeToax ¥ | [TpaBun
060pyI0BaHUH, KOJIHYECTBAX, KOTOPHIE OIKHEI OpraHH3aliH
OBITH OTOOpAHBI, ¥ MOOBIX MOUICKAIINX [IPOHU3BOACTBA
COOITIOAECHHIO MepaX MPeIOCTOPOKHOCTH BO
n36exanre KOHTAMHHALIMY MaTepralla M moboro
yXyAIIEHHs ero KagecTna?

3.28. | ITponssonuTesnieM yTBepKAEHBI B OGOPMIICHDI JIH myHKT 129.
JTOKYMEHTAIEHO METOAMKH HCIIBITAHAS HCXOJHOTO (4.26)

CHIPBA C YKa3aHUEM HCIIOIB3YEMbIX METOJ0B H I[1paBun
oGopyoBaHus? OpraHu3aluH
IIPOU3BOJCTBA

3.29. | IpomsBoautenem yTBepkACHE! B 0QOPMIICHEI JIH myHKT 129.
JTOKyMEHTAIHHO METOIMKH HCIIBITAHUS YIIAaKOBOIHBIX (4.26)
MAaTepUaJIoB C YKa3aHHEM HCIOIb3yeMBIX MeTO0B 1 | TIpaBmit
oGopynoBaHHusA? OpraHu3alii

MPOH3BOJICTBA

3.30. | IIpousBoauTeseM YTBEPXKACHE B OGOPMIICHEI JIH myHKT 129.
JOKYMEHTAIBHO METOJIMKM MCIBITAHUSA NIPOAYKIIHH (4.26)

Ha pa3IHYHBIX CTAJUSX POH3BOJICTBA ¢ ykasaHueM | [IpaBui
HCIIOJIB3yEMbIX METOJOB H 000Dy IOBaHHS? OpraHu3alnud
POU3BOICTBA

3.31. | IlpoBeneHHbIE HCBITAHASA OGOPMILIOTCS JIH myHKT 129.

JOKyMEHTaNnbHO? (4.26)
[IpaBui
OpraHu3aluH
MIPOH3BOJICTBA

3.32. | IpousBoauTeeM yTBEPXKACHB! H OGOPMIICHBI JTH myskt 130.
JOKyMEHTAJIBHO MPOIEAYPHI, yCTaHABIHBAIOIIHE (4.27)
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TIOPSIOK BBIITYCKa ¥ 3a0pakOBKH CHIPBA H IMpaBun
IPORYKIMH? OpraHu3alluu
TPOU3BOJICTBA

3.33. | BemyTcs ¥ COXpaHSIOTCA JIM 3allUCH 10 peaim3aliy | IyHKT 131.
KaXKIOH CEepHH MPOIYKIIHH? (4.28)

IIpaBun
OpraHU3aluH
MIPOM3BOACTBA

3.34. | PazpaGoTaHbl M aKTyaJIbHBIC HHCTPYKUHH 11O myHKT 133,
3KCIUTyaTalliy OCHOBHBIX €IHHHIL (4.30)
TIPOM3BOJCTBEHHOTO H KOHTPOJIBHO- aHATTHTAIECKOTO IMpaBui
o6opyaoBaHHus? OpraHu3aluH

MPOM3BOACTBA

3.35. | PerucTpainOHHBIC KypHAIBI UCTIONL30BAHUA nyHKT 134.
noMeIeHui, 060pyIOBaHuUs, METOIOB, IIPOBEICHUA 4.31)
KaTHOPOBKH, TEXHHYECKOTO 00CITyKHBAHUA, OTMCTKH ITpaBmi
WM peMOHTa OGOPMILIOTCS JIH JOKYMEHTAIBHO OpraHu3aluH
OIHOBPEMEHHO C BHIIOJIHCHHEM COOTBETCIBYIOIEH | IPOU3BOZCTBA
ormepanuu?

3.36. | PerucrpannoHHbIE )Xy PHAIIBI HCTIONB30BAHHS nyHKT 134.
HOMEIIEeHUH, 000pyXOBaHHUs, METOIOB, IPOBEACHHUA (4.31)
KanHGPOBKH, TEXHUYECKOTO 06CIy KUBaHus, O4MCTKY | [IpaBiin
WK peMOHTa 0QOPMIIAIOTCS JIK IOKYMEHTAILHO C OpraHu3aluH
yKa3aHHeM J1aT | JIHL, BRIIOJTHUBIINX 3TH paGoTsl? IIPOU3BOJCTBA

3.37. | Benercs i yueT JOKyMEHTOB B paMKaX CHCTCMBI nyskT (4.32)
yIpaBJIeHAs Ka9eCTBOM?

4. | IIpou3BoacTBo
IIpaBuia OpraHM3ariy IPOM3BOACTBA M KOHTPOJS KaqecTBa JICKAPCTBEHHBIX CPCICTB,
YTBEpKIEHHbIE NMPUKa3oM MHHHCTEPCTBA NPOMBIILUIEHHOCTH U TOProBIHA Poccuiickoit
Oenepanun ot 14 urons 2013 r. Ne 916 (3aperucTpupoBaH B MunucTepcTBe IOCTHIIHA
Poccuu 10 cenTs6ps 2013 r., peructpanuonnbit Ne 29938) (nanee — [NpaBuia opranu3anyuu
IIPOM3BOJICTBA)

4.1. | Bce nmocrymaonye HCXOTHOE ChIPEE U YIIAKOBOYHBIC | TTYHKT 138.
MAaTepHaIbl, MPOMEXKYTOTHAA M HEpac(pacoBaHHAS (5.3)
IPOYKI¥A IPOBEPAIOTCS JIX Ha COOTBETCTBHE [IpaBun
3aKasy? OpraHu3aluH

IPOU3BOJICTBA;
myHKT 141.
(5.6)
[IpaBun
OpraHHU3aluH
IPOU3BOJICTBA
4.2. | Tapusie Mecta MapKupyrOTCs JIH? myHkt 138.
(5.3)
[TpaBun
OpraHHU3aLuH
pOX3BOJCTBA

4.3. | Mocrynaroume HCXOMHOE CHIPbE U YTIAKOBOYHBIC myHkT 140.

MaTepHasbl IOMEIAIOTCSA 11 B KapaHTHH 110 (5.5)
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TIOJTYYCHHS pa3pelleHus Ha HCIIOIb30BaHNe [IpaBun
HCXOJHOTO CBIPbA? Opra"u3aIuu
IPOU3BOJICTBA
4.4. | IlpousBeneHHas TOTOBas IPOIYKUHS IOMeIacTcs T | myHKT 140.
B KapaHTHH JI0 TIOJTY4€HHUs pa3pellcHHs Ha BBITYCK (5.5)
rOTOBOM MPOIYKIHMHU? IIpasun
OpraHu3aliH
IIPOU3BOJICTBA
4.5. | Ycnoeus xpaHeHHs MCXOAHOTO CHIPbS COOTBETCTBYIOT i | myHKT 142. (5.7)
TpeGOBaHUAM HOPMATUBHOM JOKyMEHTALIMH IIpaBun
npou3BoAuTeIIsA? OpraHu3anHu
TIIPOU3BOACTBa
4.6. | YcnoBua xpaHeHUs YIaKOBOYHBIX MaTEPHAJIOB nyHkt 142. (5.7)
COOTBETCTBYIOT JIU TpeGOBaHUAM NMPOM3BOAUTENSA? [TpaBmn
OopraHu3salunn
NPOHM3BOJCTBA
4.7. | YcnoBus XpaHeHHs FOTOBOM MPOXYKIHH COOTBETCTBYIOT | MyHKT 142. (5.7)
71 TpeGOBaHUAM K XPAHEHUIO, YTBEP)K/ICHHBIM B ITpasun
npouecce perncrpaunu? OpraHu3alvH
POM3BOCTBA
4.8. | HcxoaHoe chIpbe XPaHUTCA M B MOPAJIKE, nyHKT 142. (5.7)
ofecrnevuBaroIeM pa3ieieHHe Mo CepHAM? IIpasun
OpraHU3aliH
NPOHM3BOACTBA
4.9. | YnakoBovHBIe MaTEpUaIbl XPAHATCA JIH B IIOPAIKE, myHKT 142. (5.7)
ofecrneuHBaloIeM pasielieHHe 10 CepUiIM? IIpaBun
OpraHH3alyu
MpOHU3BOACTBA

4.10. | I'otoBas MpoAyKLKS XPAHUTCS JIX B IOPSIKE, nyHkr 142. (5.7)

obecrnieyrBaloIeM pa3ieneHue 1o CepusMm? IIpaBun
OpraHM3aLiu
IIPpOU3BOLACTBA

4.11. | Bce ucxomHoe CBIpbe, YIIaKOBOYHEIE MaTepHAIIBI H nyHKT 142.
OPOAYKIUS XPaHATCS JIM B IOPSJKE, 5.7
obecrneunBaroIeM 049€peIHOCTh HCIIOIb30BaHHUS IIpaBun
CKJIaJICKHX 3a1acoB? Opra"H3aIu

MPOU3BOJCTBA

4.12. | He nonyckaercs 11 OAHOBPEMEHHOE MIIH IMYHKT 144,
MoCJIe0BaTEIbHOE IPOBEACHUE Ollepalyil ¢ 5.9
pa3NHYHBIMH IPOJYKTaMH B OJHOM H TOM K€ [IpaBun
IIOMEINEHIH, 32 HCKITIOUYEHHEM TEX CIydacB, KOr/la He | OpraHu3alnuy
CYWIECTBYET PHACKa MEPEIYThIBAHNS HIIN MPOU3BOJICTBA
HEepeKPeCTHON KOHTaMHUHAIIHH?

4.13. | IIpousroauteneM pazpaboTaHa U yTBEP)KACHA JIU myHKT 145.
IporpaMma MEpONIPUATHIA MO 3amuTe mpoxykiuu oT | (5.10)
MUKpOOHO# U Apyroif KOHTAMHHAIIMH Ha BCEX [TpaBun
CTaausX MPOM3BOZCTBA? OpraHu3alui

TIPOU3BOJICTBA

4.14. | IIpousBoauTeiieM pazpaboTaHa U YTBEPKACHA JIH myHKT 145.

[IporpaMMa MEPONPUITHH 110 3alUTE HCXOTHOTO (5.10)
CBIPBS OT MUKpOOHO# U Apyro¥ KOHTAMHHALIMY HA IIpaBun
BCEX CTaUAX IMPON3BOJCTBA? OpraHu3aIu

IIPOHU3BOACTBA
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4.15. | IIpousBoauTeneM pa3paboTaHa ¥ YTBEPKACHA JTH myHKT 145.
IIpOrpaMMa MepONPUATHIf 10 3aluTe ynakoBounbx | (5.10)
MaTepHaJIoB OT MUKpOOHO# ¥ fApyro# koHTamuHauwy | [IpaBun
Ha BCEX CTaIMsIX MPOU3BOACTBA? OpraHu3aluH

HpOU3BOJICTBA

4.16. | ITpeaycMOTpPEHEI T TEXHHYIECKUE H (HIIH) myHKT 154.
OpTaHH3alHOHHbIE MEPHI /I IIPSAOTBPAIICHHAS (5.19) IlpaBun
THIEpPEKPECTHOM KOHTAMUHALAHN ? OpraHu3alul

IPOH3BOACTBA

4.17. | TpousBoauTeseM cobmoOIaeTCs T HEPHOAMYHOCTE | MYHKT 155.
[IPOBEIICHAS] MEPONIPHATHH 110 IPeXOTBPALICHUIO (5.20)
IIEpEKPECTHOM KOHTaMHHAUMH U MX dddexTusHOCTS | [Ipasmt
B COOTBETCTBHMH C YTBEP)KACHHBIMU NTPOU3BOMUTENIEM | OpPraHHA3alUuH
nporexypamu’? IPOU3BOJCTBA

4.18. | MUcxomaHOoe CBHIpbE 3aKyIaeTcs M TOJNBKO Y myHKT 161.
YTBEPKICHHBIX IPOH3BOJATENEM IIOCTABIIAKOB? (5.26)

4.19. | MapkupoBKka HaXOAAIIErocs B CKIAICKOM 30He myHKT 164.
HCXOJIHOTO CHIPhSl COOTBETCTBYET JIM yTBEpXKAeHHOH | (5.29)
Npou3BoUTENEM GOpME CTATYCHBIX ITUKETOK? IIpaBun

OpraHu3anuu
IPON3BOJACTBA

4.20. | IlpousBonuTeneM yTBEPKICHBI H TOKYMEHTATBHO myHKT 165.
o(opMIIEHB! M IPOLELYPhI, FapaHTUPYIOLIHE (5.30)
HOJUIMHHOCTE COJAEPKUMOT0 KaKA0ro KOHTEHHEpa [NpaBun
HCXOJHOTO CHIPhs? OpraHU3alul

MIPOM3BOICTBA

4.21. | B mpon3BoACTBE HCIONB3YETCA JIM TOJNBKO HCXOHOE | IyHKT 166.
CBIpbe, Pa3spelIeHHOE MOpa3IeIeHHEM KOHTPOJIA (5.31)
KauecTBa? [IpaBun

OpraHHU3aluH
MIPOM3BOZCTBA

4.22. | B nmpoussoacTee ucmonp3yeTes M TOJNBKO HCXOJHOE | IYHKT 166.

CHIpbE, HMEIOLIee He HCTEKIINH CPOK TOAHOCTH? (5.31)
[Tpasun
OpraHMU3aIH
IPOM3BOCTBA

4.23. | OBecnedeHo 1M XpaHEHHE NIEYATHRIX MATEPHAIOB B | ITyHKT 176.
0€30IaCHBIX YCIOBHUAX, UCKITIOYAIOIIUX NOCTYII (5.41)
IIOCTOPOHHHUX JTHI? [IpaBun

OpraHH3aluH
IPOM3BOJCTBA

4.24. | OGecneueHo 1 XpaHEHHE U TPAaHCIIOPTHPOBKA myHKT 176.
pa3pe3aHHbIX 3THKETOK H JPYTUX pa3pO3HEHHBIX (5.41)
IeYaTHBIX MATEPHAJIOB pa3zeibHO B 3aKphITOl Tape, | IIpaBui
ACKJIIOYAoNIel ux mepenyThiBanne? OprasH3aluH

HIPOU3BOJCTBA

4.25. | PaspenieHue Ha HCIIOIB30BaHHE YIIAKOBOYHBIX myHKT 176.
MaTEPHAJIOB BHIIAECTCA TH TOJNBKO CHECIHANBHO (5.41)
Ha3HAYEHHBIMH JIUIIAMH B COOTBETCTBHH C [MpaBun
YTBEPHKICHHOM IIPOM3BOIUTENEM IPOLENYPO? OpraHu3anuu

TIIPOM3BOACTBA
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4.26. | Kaxxmoit nocraBke UM CCPUH CPBUYHBIX HIIH nyHkT 177.
[IEYaTHBIX YIIAKOBOYHBIX MaTepHAaIOB IPHCBANBACTCA (5.42) TIpasun
7M. UIeHTH(AKAIMOHHBIA HOMEP WIH opraHu3alnuya
HIAEeHTH(MKAHOHHBIH 3HAK? IPOU3BOJACTBA

4.27. | JlokyMeHTATBHO OGOPMIISIETCS JTH YHUYTOXCHME | IIYHKT 178.
IPOCPOYEHHBIX HITH HETPUTOJHBIX K HCIIOJIB30BAHUIO (5.43)
HeyaTHBIX  WIM  TEPBHYHBIX  yNaKoBo4HbIX | ITpaBun
MarepuaoB? OpraHu3aluy

[IPOM3BOJCTBA

4.28. | He nomyckaercs M yaKOBBIBAHUE IIPOIYKIIHN myHKT 179.
pasTHYHBIX BHAOB B HEOCPEICTBEHHON OIH30CTH (5.44)

ApPYT OT IPYTa, 33 HCKIIOUCHUEM CIIy4Jaes, [MpaBun
IpeLyCMaTPUBAIOIINX UIHIECKOS pazaeneHue? OpraHu3aliu
IPOU3BOJCTBA

4.29. | Ilepen HavanoM OINEpaLHii IO YIIAKOBKE myHkt 180.
TIpeIIPUHAMAIOTCS I MEpBbl, rapaHTHPYIOMIHE, ITO (5.45) IIpasun
pabodas 30Ha, yIaKOBOYHbIC JINHHH, ICYATHEIC OpraHu3alnuy
MAIIXHLI H Apyroe 000py10BaHUe ABIIIOTCS IIPOM3BOJCTBA
YHCTBHIMH U HE COJIEPXKAT JIFOOBIE HCIIOIE30BABIIMECS
paHee JIEKaPCTBEHHBIE CPEJICTBA, YIIAKOBOYHEIE
MaTepHasIbl WM JOKYMEHTBI?

430. | OuncTka JMHAM TOpoBOAMTCA J  cornmacHo | myHKT 180.
YTBEPAICHHON IPOU3BOIUTENEM IPOLEAYPE? (5.45)

[IpaBun
OpraHu3aluH
IIPOU3BOJICTBA

4.31. | Ha xaxmoM yIiakOBOYHOM MECTE HJIH JINHUH nyHkt 181.
YKa3bIBAIOTCS I HaWMEHOBAaHHME M HOMED Cepuu (5.46)
YIaKOBBIBAEMO# MPOTYKIHA? [paBun

OpraHu3aluy
IPOMU3BOJICTBA

4.32. | O6ecneunBarorcs I NMPEIOTBPAINICHUE U myHkT 183.
yCTpaHeHHe TI060H KOHTAMAHAUYA IEPBIIHOM (5.48)
YIIAKOBKH, TAKOH KaK OCKOJIKH CTEK/IA H [IpaBun
METAIMYECKUE JaCTUIIbI? OpraHu3alyx

IPOU3BOACTBA

4.33. | MapkupoBKa IPOAYKIMH OCYIIECTBIIACTCS I nyHkT 184.
OJIHOBPEMEHHO C BBIOJHEHHEM COOTBETCTBYIOMIECH (5.49) IlpaBun
omepany (pacoOBKH ¥ YIAKOBKU? OpraHH3aluH

MPOH3BOACTBA

4.34. | 3amucu 0 MapKHpOBKe 0GOPMIIAIOTCS JIA myHKT 184.
OIHOBPEMEHHO C BHIIIONHEHHUEM OTepaliiy (HacoBKH (5.49)

U YIIAKOBKH? IpaBumi
opraHu3alud
TIPOU3BOJICTBA

4.35. | IIpuHSATH! JIX MEPHI, TAPAHTUPYIOIIHE, YTO HE myHKT 184.
TIPOH30MIET NEePeIyTHIBAHUS M OIUO0UHON (5.49)
MapKHPOBKH? [TpaBun

opraHu3alux

IIPOU3BOACTBA
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4.36. | Ilocne 3aBepiIeHAs ONepanuii Mo yrnakoBKe JIOObIe nyHkKT 193.
OCTaBINUECH YIIAKOBOYHBIE MATEPHATIBI C (5.57)
HaHEeCEHHBIM Ha HUX HOMEpPOM cepuH yHuuToxaroTcs | [IpaBun
JIM ¢ MMOCHEAYIOMIAM JOKYMEHTATbHBIM OpraHu3anyu
opopmneHnem? IPOM3BOJACTBA

4.37. | Bo3Bpar Ha ckJjiax HEMapKHPOBAHHBIX YIIAKOBOYHBIX | IMyHKT 193.
MaTepHalioB MPOU3BOIUTCH JHU B cooTBeTcTBUH C | (5.57) IIpaBun
YTBEPXKICHHOM IPOU3BOAUTENEM IIpOLeXypoi? OpraHu3alnuy

IPOM3BOJICTBA

4.38. | Jlo MOMeHTa NOJIY4YCHHS pa3pellicHUs Ha BBIITyCK myHKT 195.
MIPOBOAMTCS JIM OIICHKA Ka4eCTBa FOTOBOU (5.59)
TIPOAYKITHH U JOKYMEHTAIIHU Ha CEpUIO? ITpasmn

OpraHu3aIuu
MIPOM3BOACTBA

4.39. | OTKIIOHEHHBIE MaTEpHAITBI X IPOXYKIIMS myHKT 197.
MapKHPYIOTCs JIH? (5.61)

4.40. | OTKIOHEHHBIE MaTepUAITEl H IPOLYKIIMSI XpaHATCS MU | MyHKT 197.
pas3fieNbHO B 30HAX C OTPAaHUYCHHBIM JOCTYIOM? (5.61)

4.41. | deiicTBus ¢ OTKIIOHEHHBIMH MaTepyallaMi U IMyHKT 197.
npoaykuuei oQopMISIOTCS TH JOKYMEHTAIBHO? (5.61)

[IpaBun
OpraHu3aIiu
IPOU3BOACTBA

4.42. | JeiicTBUA C OTKIIOHEHHBIMH MaTepUaIaMH K nyHkKT 197.
MPOAYKIHEeH CAaHKIIMOHHPOBAHBI JIH (5.61)
YIIOJHOMOYEHHBIMH JTUIIAMHU? IIpaBun

OpraHu3aliy
IIPOM3BOACTBA
5. | Konrpoas kadecTBa
IlpaBmna opraHW3anuyu IMPOU3BOACTBA M KOHTPOJI KadecTBa JIEKAPCTBEHHEIX CPEICTB,
YTBEpXKIEHHbIE IPHKa30oM MUHHCTEPCTBA NPOMBIIUIEHHOCTH M TOProBiM PoccHiCKOH
®enepamnu ot 14 mrons 2013 r. Ne 916 (3apeructpupoBad B MHHHCTEPCTBE FOCTHIIUH
Poccun 10 centabps 2013 r., peructpaunonnsnii Ne 29938) (nanee — IIpaBuna opranusanun
IIPOM3BOJICTBA)
5.1. | Iloppa3nenenue KOHTPOJISA Ka4eCcTBA HE3aBUCHMO M | IMyHKT 203.
OT APYTUX NOApa3aeNeHui? (6.1)
IIpaBun
OpraHu3anuy
IPON3BOJICTBA
5.2. | PyxoBogutens nospa3fencHus KOHTPOISA KadecTBa myHkT 203.
HMEET JIH COOTBETCTBYIOLIYIO KBATH(PUKAIMIO U (6.1)
OIBIT paboThI? [paBun
OpraHu3aIu
MPOU3BOZCTBA
5.3. | Ha npeanpusarun umMeeTcs M1 KOHTPOJIbHAS myHKT 203.
naboparopus(u)? (6.1) ITpaBuin
OpraHu3aIyu
HIPOU3BOACTBA
5.4. | KortponsHas aboparopus obecrieueHa iu yHKT 208.
MOMEIIEHUSAME U 000pyAOBaHHEM AJIS KOHTPOJIS (6.6)
Ka4ecTBa HCXOIHOTO CHIPbsl, MATEPHAIOB H
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JIEKApCTBEHHBIX CPEJICTB, IIPOU3BOJMMBIX Ha [TpaBun
HpeInpUATHH? OpraHu3alux
MIPOM3BOZCTBA

5.5. | KonTpomnsnas maGoparopus ofecredeHa I nyHkt 208.
TIEPCOHAJIOM JUTS KOHTPOJIS KauecTBa HCXOJIHOTO (6.6)

CHIPbS, MATEPHAJIOB 1 JIEKAPCTBEHHBIX CPEJICTB, [MpaBun
IPOM3BOJAMMBIX Ha IIPEIPHATHH? OpraHu3aluH
IIPOM3BOICTBA

5.6. | IlnaaMpoBKa 30H KOHTPOJIA KAYeCTBA HCKIIOYACT I | ITYHKT 51.(3.5)
CKBO3HO} IIPOX0J1 IepcoHaa, He paboTaromero B [MpaBui
Hux? OpraHu3aluy

IIPOM3BOACTBA

5.7. | Ilnomans ¥ IUIaHKPOBKA Nab0PaTOPHIl HCKITIOYAET JIM | MyHKT 74.

TIepenyTHBAHKE U [IEPEKPECTHYIO KOHTAMHIHALIHMIO? (3.27)
[IpaBun
OpraHu3aLuy
TIPOU3BOJICTBA

5.8. | IMeroTcs M BBIAETICHHBIE MECTA VIS XPAHEHHUA IyHKT 74.
00pa31oB U 3anKcen? (3.27);

nyHKT 88.
(3.41)

5.9. | KanmuGpoBka KOHTPOIBLHO-U3MEPHTENBHOTO H nyHKT 88.
AHATUTHYECKOTO 060pyAOBaHHs (B TOM uMcie BecoB, | (3.41)
npuGOpPOB 11 MOHHTOPHHI'a), IPOBOAUTCS JIH B [TpaBun
COOTBETCTBHH C MHCTPYKIHSIMH 110 X paboTe U OpraHy3aLuH
o0CTyXuBaHHIO? MPOU3BOJACTBA

5.10. | KanmuGpoBKka KOHTPOJIBHO-H3MEPUTEIBHOTO K myHKT 88.
AHATHTAYECKOT0 060pynoBaHus (B TOM uncle Becos, | (3.41)
npu6opoB 1711 MOHHTOPHMHI'a), TIPOBOJUTCS JIH B [TpaBui
COOTBETCTBHH C YTBEPXKACHHOH IPOM3BOAUTEIEM OpraHu3alui
IEPHOXUTHOCTBIO? TPOU3BOACTBA

5.11. | Bee omeparuu 1o KOHTPOJIIO B ITPOLECCE myHKT 221.
IPOU3BOJCTBA OCYIIECTBIISIOTCS JIH B COOTBETCTBHU (6.18)
C METOJIMKAaMH, YTBEPXKACHHBIMH ITOIPa3ACICHAEM [TpaBun
KOHTpOJIA KadecTBa? OpraHu3aIu
IIPOHU3BOACTBA
5.12. | Pe3ynpTaThl Bcex ONeEpalMi o KOHTPOIO B myHKT 221.
nporecce MPON3BOACTBA OQOPMIIIIOTCS JIHU (6.18)
JOKYMEHTAIBHO? [IpaBun
opraHu3alnyf
MPOM3BOCTBA
5.13. | PeaxTuBBI U CTAHAAPTHBIE PACTBOPHI FOTOBATCA I B [ IIyHKT 222.
COOTBETCTBHH ¢ HHCTPYKIHUSIMH I10 HX (6.19)
ACTIONB30BAHHUIO H XPAHEHHIO? [MpaBun
OpraHH3alvi
POHU3BOACTBA
5.14. | PeakTuBBI U CTAHAAPTHBIE PACTBOPHI MAPKUPYIOTCA MyHKT 222,
MM B COOTBETCTBHM ¢ HHCTPYKIHSAMH I10 HX (6.19)

HCIIOJIB30BAHHUIO U xpaHeHmo?
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[TpaBun
OpraHHU3alHH
POU3BOACTBA
5.15. | Ha mocyae ¢ aHaNMTHYECKAMH PCaKTHBAMH HITH IYHKT 223.
CTaHJAPTHHIMH PACTBOPAMH YKa3bIBa€TCs JIK NaTa, 10 (6.20)
KOTOPO#t OHM MOTYT HCIIONB30BaThCs ("HUCIIONBb30BATH [IpaBun
no™)? OpraHu3alHH
IIPOU3BOJCTBA
5.16. | Ha Tape yka3pIBaeTCs JIM JaTa NOTYyICHUS KaXI0ro IyHKT 224,
BEIIeCTBAa, UCIIOJB3YEMOTO UL MPOBECHUS (6.21)
HCIBITAHH, C THCTPYKIHMIMH IO €r0 ITpasun
ACIIOJIE30BAHHIO U XPaHEHHIO? OpraHu3aluH
MIPOM3BOACTBA
5.17. | OreHKa kadecTBa rOTOBOM MPOAyKIwMK poBouTes | myHKT 205.
JIK Ha OCHOBaHHH BCeX (PakTopoB, KOTOPHIC MOTYT (6.3)
HOBJIHATD HA €€ Ka4eCTBO (BKIIIOYAs yCJIOBUS [MpaBun
IPOU3BOJCTBA, Pe3yJIBTATEI KOHTPOJLI B IPOLECCE OpraHu3aluH
IIPOM3BOJICTBA, 0030 IIPOH3BOACTBEHHOM IIPOHM3BOJCTBA
JOKyMEHTAI[UH, COOTBETCTBHE CleUUKALMAM HA
TOTOBYIO MPOAYKIHIO U IIPOBEPKY OKOHYATEIBHOH
YIIaKOBKM OTOBOM IIPOXYKIHH)?
5.18. | Ilepconan moapasfeaeHHsa KOHTPOJIS Ka4eCTBA UMEET | ITYHKT 206.
JIE ZOCTYTI B TIPOM3BOACTBEHHBIE 30HBI 1Ist 0TOOpA 6.4)
11po6 ¥ MPOBEICHUS MCCTIEA0BAHAN? IIpaBun
OpraHu3aliu
IPOHM3BOJACTBA
5.19. | Besa moxymeHTalms 110 KOHTPOJIIO KaueCTBa, nyHKT 211.
OTHOCSIIASACS K 3alHMCAM I10 IIPOU3BOJICTBY CepHit (6.8)
IPOAYKIHH, XPAaHHTCA T B TEUCHHE O/{HOTO TO/A2 [Mpasui
TI0CIIe HCTEUCHHs CPOKaA TOJHOCTH CEPHHM H B TEUCHHE | OpraHH3allliH
He MeHee IITH JIET TOCTIe OLIEHKH COOTBETCTBUA MPOHU3BOCTBA
CEpHH YHOJIHOMOUEHHBIM JIMIIOM B YCTAHOBICHHOM
IPOU3BOJUTEIEM IOPSIKE?
5.20. | IIpoBoamTCA M OlICHKA TEHACHIMY U3MCHCHUA OyHKT 212.
TIapaMeTpoB JUIsl HEKOTOPHIX BUIOB NAHHBIX ? 6.9)
[IpaBun
OpraHu3aluy
IpOU3BOJCTBA
5.21. | CoxpassEoTcs. M SBISIOTCS JH JIETKOJOCTYNHBIMH | ITyHKT 213.
na6opaTOpHEIE KYPHAILI U (MIIH) 3aIHCH? (6.10)
[IpaBun
OpraHu3aIiy
OPOM3BOACTBA
5.22. | IIpousBoHMTENEM OCYLIECTBIAETCS JIH OTOOp NPOG B | IYHKT 214.
COOTBETCTBHHE C JOKyMEHTHPOBAaHHBIMH (6.11)
npouexypamu? [Tpasun
OpraHu3aliH
IPOH3BOACTBA
5.23. | B npouenypax ot6opa mpoG ompenenensl T Cocod | MyHKT 214.
oT60pa NpobHI K KOMHIECTBO 00pasia, KOTopoe (6.11)

JOIDKHO GBITH 0TOOPaH0?
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[IpaBun
OpraHu3alHuy
IPOHU3BOACTBA
5.24. | B npouenypax or6opa npo6 orpe/esieHs! 11 myHKT 214.
Acnonp3yeMoe 000pyIOBaHKE, TUII H COCTOAHUEC 6.11)
Taphl, HCIIOIB3yeMOH U 0T6opa Mpo6hI? [TpaBun
OpraHu3aluu
IPOHU3BOACTBA
5.25. | IlpoBomuTcs MU HACHTH(UKALNS Taphl C IyHKT 214.
0TOGpaHHBIME OPOGAMH H Taphl, U3 KOTOPOH ObLIH 6.11)
0ToGpaHbI TPOOEI? [MTpaBun
OpraHu3alluy
IIPOM3BOJACTBA
5.26. | B npoueaypax or6opa npo6 OnpezeneHb! 1 nyHKT 214.
TIPOIEYPHI TI0 Pa3eIeHHIO 0ToGpaHHoro 00pasna 6.11)
Ha 9acTH? [TpaBun
OpraHu3alUH
IIPOU3BOJCTBA
5.27. | B mponenypax oT6opa I1po6 ONpENIeNeHb! JIK JIF00bIe | IYHKT 214.
0co0BIe MEPHI IIPENOCTOPOKHOCTH, KOTOPBIE 6.11)
HeoGXOIUMO COOIIOAATh, 0COGEHHO IpH 0TGOpE [IpaBun
06pa31LoB CTEPUIBHBIX M BPEIHBIX BELIECTB? OpraHu3alyH
MIPOM3BOACTBA
5.28. | B npouenypax or6opa mpo6 ompenesieHbl myHKT 214.
YCIIOBHS XpaHEHHUs po6? (6.11)
ITpaBun
opraHu3aluy
NPOU3BOJCTBA
5.29. | B npoueaypax ot6opa npo6 onpeesieHbl 1 myHKT 214,
TIPOIIEAYPHI 10 OYHCTKE H XPAHEHHIO 0G0y AOBaHH 6.11)
Juist otbopa mpo6? [TpaBun
OpraHu3alHK
IIPOU3BOACTBA
5.30. | OTo6pannsie KOHTPOIBHBIE 00pA3Lbl IPESACTABIAIOT | IYHKT 215.
1M co60H IPEACTaBUTENBHYIO BEIOOPKY CEpHH (6.12)
HCXOTHOTO CBIPBS, YIIAKOBOYHEIX MaTEPHANIOB HIIH [TpaBun
rOTOBOI MPOAYKLIHHA? OpraHu3aluH
IIPOU3BOACTBA
5.31. | DTuxeTka Taps ¢ 0TOOpPaHHBIME 00pa3LAMK myHKT 216.
COIEPKHT M HHGOPMAIIHIO O €€ CONEPKUMOM? (6.13)
[IpaBun
OpraHu3alH
IIPOU3BOJCTBA
5.32. | DtuxeTKa Tapsl ¢ 0TOOpaHHBIMH 00pa3saMH nyHKT 216.
COZEPIKHUT T HHGOPMAIIHIO O HOMEPE CEPHH? (6.13)
[IpaBun
opraHu3alul
IIPOU3BOJICTBA
5.33. | DTuxeTka Taps ¢ 0TOOpaHHBEIME 00pasIaMU IyHKT 216.
COZePKHT JTi HH(OPMAIIHIO 0 faTe oT0opa npo6? (6.13)
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[TpaBun
OpraHu3alyu
IIPOM3BOJICTBA
5.34. | DTHKeTKa Tapbl ¢ 0TOOpaHHBIMH 0OpasLaMu IOyHKT 216.
COIEPXKHUT A 0003HaYeHHE YTIaKOBKH, U3 KOTOPOH (6.13)
5T po6BI OBUTH 0TOOPaHBI? IIpaBun
OpraHu3alyu
IIPOHU3BOACTBA
5.35. | Meromuky KOHTpOJIsE Ka4ecTBa BaIMIMPOBAHbI T ? IyHKT 218.
(6.15)
IIpaBun
OpraHu3alu
MIPON3BOJICTBA
5.36. | Bce ucnbITaHUs MPOBOJATCS 1M B COOTBETCTBHH C myHKT 218.
METOHKAMH, IPHBEIEHHEIMH B PETHCTPAlIHOHHOM (6.15)
nocbe? IIpaBun
OpraHu3anuy
IPOHU3BOACTBA
5.37. | [lonydeHHBIE pe3ynbTaThl HCIBITAHUN myHKT 219.
JOKYMEHTAILHO 0dopMILTIOTCS ¥ IpoBepsiorcs U | (6.16)
JUIS TApaHTHH HX COOTBETCTBHA APYT APYry? IMpasun
OpraHu3aliy
MIPOHM3BOICTBA
5.38. | Bce oneparuu o KOHTPOIIIO B IIPOIECCEe IOyHKT 221.
IIPOU3BOJICTBA OCYIIECTBISIIOTCS I B COOTBETCTBHH | (6.18)
C METOIUKAMH, YTBEPKIACHHBIMY IIOJpa3IeICHUEM [TpaBun
KOHTPOJIS KayecTBa? OpraHu3alyu
MIPOU3BOACTBA
5.39. | PesynpTath! onepanuii o KOHTPOIXO B IIPOLECCE myHKT 221.
IPOHU3BOICTBA OPOPMILTIOTCS JIM JOKYMEHTAIBHO? (6.18)
[TpaBun
OpraHu3alnuf
MIPOHM3BOCTBA
5.40. | ITocne Beimycka B oOpalleHle MPOU3BOIUTEIIEM IYHKT 226.
IPOBOAMTCS JII MOHUTOPHHT CTa0HIBHOCTH (6.23)
JIEKApCTBEHHOTO Npenapara B COOTBETCTBHH C IMpaBun
YTBEPXIAESHHOH IIpOrpaMMoin? Opra"u3aiuu
IPOU3BOACTBA
5.41. | IIporpamMma IOCIELYIOIIETO H3ydeHHS CTAOHIBHOCTH | IyHKT 229.
JIEKapCTBEHHBIX CPEACTB 0GOpMIICHA JIH (6.26)
JIOKYMEHTAIBHO B COOTBETCTBHHU C TPEOOBaHMAMM, [pasun
yCTaHOBJIEHHBIMH ITyHKTaMH 92 — 134 TIpasun OpraHu3anuu
OpraH{3aliy TPOU3BOACTBA H KOHTPOJII KaueCcTBa IIPOM3BOJICTBA
JIEKapCTBEHHBIX CPENICTB, YTBEPKACHHBIX IIPHKAa30M
Munnpomropra Poccun ot 14 mrons 2013 r. Ne 9167
5.42. | O6opynoBaHue, HCIIOIB3YEMOE UL H3YUCHHUS myHKT 229.
cTa0HIBHOCTH JIEKAPCTBEHHBIX CPEICTB (6.26)
0GCITyXHBaEeTCA JIN B COOTBETCTBHH € [MpaBun
TpeGOBaHUAMY, YCTAHOBICHHBIMHE IIyHKTaMH 46 - 91 | opranusanus
TTpaBu opraHu3anuy IPOU3BOACTBA U KOHTPOJIS MIPOM3BOJCTBA

Ka4eCTBA JICKAPCTBCHHBIX CPEACTB, YTBCPXKACHHBIX
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npukazoM Munnpomropra Poccun ot 14 mrons 2013
r. Ne 916, u ITpunoxennem Ne 15 x IIpaBunam
OpraHM3alliy IIPOM3BOJCTBA M KOHTPOJIA Ka4yeCTBa
JIEKAPCTBEHHBIX CPEZICTB, YTBEPIKICHHBIM IIPHKA30M
Munnpomropra Poccru ot 14 mrons 2013 r. Ne 9167

5.43. | Otuer o0 paboTe Mo MporpamMme IoCaeIyroIero myHKT 230.
H3y4YeHHs CTaOMIBHOCTH JIEKAPCTBEHHBIX CPEJICTB (6.27)
BKJIIOYAET JIX B ce0s1 BeCh IIEPHOJ 10 UCTCUYCHHA IIpaBun
CpOKa FOAHOCTH NPOXYKIUH? opraHu3aly

IPOHU3BOACTBA

5.44. | Yucno cepuit 1 NEpHOIAYHOCTD UCTIBITAHUM IyHKT 232.
CTaOHJIBHOCTH JIEKAPCTBEHHBIX CPEACTB IIO3BOJIAIOT (6.29)

JI NPOBOIWTH aHATK3 TEHACHINH H3MEHEHHUSA? [TpaBun
OpraHH3alun
MPOM3BOJCTBA

5.45. | PesynsTaTs! nocnenyromero u3ydeHus CTabUIBHOCTH | MYHKT 234.
JIOCTYIIHBI JIH JUI NIPEICTaBICHHA (6.31)
YIIOJTHOMOYEHHOMY (eepallbHOMY Oprany IIpaBun
HCIIOJTHUTENIbHO BIacTH? OpraHu3ali

IIPOM3BOJCTBA

5.46. | [IpoBomHTCS JIM aHAIM3 CIIyyaeB BBIXOJA Pe3yJIHTATOB | IYHKT 233.

AHAJIN30B 3a MPeeIIbl crienupUKAIK? (6.32)
[IpaBun
OpraHu3aliH
IPOU3BOJICTBA

5.47. | TlpoBoauTcs M aHAIHM3 TEHACHIHH CYINECTBCHHBIX OyHKT 235.

HETHIIMYHBIX pe3yIbTaTOB AaHAIU30B? (6.32)
[IpaBun
OpraHu3aIu
MPOHU3BOLCTBA

5.48. | IToaTBepkaeHHBIE BBIXOBI 3a MPEACIIEI IYHKT 235.
crnenuduKanul WK CyIeCTBEHHBIE HETATHBHEIE (6.32)
TEH/ICHIMH PE3yIbTaTOB aHAIN30B JOBOAATCA au 10 | IIpaBmi
CBEJIEHHS YIIOJTHOMOYEHHOTO (peiepanbHOro opraia | opraHu3aniu
HCIIOJIHUTEILHOMN BJIACTH? POM3BOACTBA

5.49. | JlokyMeHTaJIBHO O(QOPMILAIOTCS JIH 3aKIIIOYCHHUA 110 TmyHKT 236.
H3y4EHHIO CTabMIIBHOCTH JIEKAPCTBEHHBIX CPEACTB, B | (6.33)

TOM YHCJIE TPOMEXYTOUHBIE BEIBOBI? [IpaBun
OpraHu3aliH
IPOU3BOJICTBA
5.50. | JlaHHBIE IO CTAOHMIIBHOCTH JIEKAPCTBEHHBIX CPEACTB | mMyHKT 236.
IOBEPralOTCs JI MEPUOINYECKOMY 0630py? (6.33)
[IpaBun
OpraHu3alnyH
TIPOU3BOACTBA
6. | KoutpoabHbie H apxuBHbBIE 06pa3ibl KaYecTBa

TIpaBuia OpraHd3alUyl IPOW3BOJACTBA M KOHTPOJA KadyeCTBAa JIEKAPCTBEHHBIX CPEHCTB,
yTBEPKJEHHBIE IPUKa3oM MHUHHCTEpCTBA NPOMBIIIICHHOCTH H ToproBnu Poccuiickoi
®enepanun ot 14 monsa 2013 r. Ne 916 (3aperncrprpoBad B MHHHCTEPCTBE IOCTHIMH

Poccun 10 cents6ps 2013 r., peructpannonusiii Ne 29938)

(manee — IlpaBuia opraHu3alyy IPOU3BOJICTBA)
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6.1. | OcymecTBaseTcs MM XpaHCHHE KOHTPOIBHBIX U ImyHKT 6. (2.2)
(MyH) apXMBHBIX 00Pa3IIOB KaXI0H CEpHUH TOTOBOH [TpaBui
TIPOIYKIHHA? OpraHu3aluy

IIPOM3BOJICTBA

6.2. | OcymecTBaseTcs M XpaHEeHHe KOHTPOJIBHBIX (unmn) | myHKT 6. (2.2)
apXUBHBIX 0GPa3II0B HCXOMHOTO CHIPBS KaXIOH IMpaBui
cepun? OpraHu3aluH

MPOU3BOJICTBA

6.3. | OcymecTBaseTcs M XpaHEHNE KOHTPOIBHBIX H IyHKT 6. (2.2)
(WIM) apXMBHBIX 00pPa3IiOB POMEKYTOTHOH [TpaBun
IPOXYKLUH KKHOH cepun? OpraHu3alHH

IIPOU3BOJICTBA

6.4. | Ha mpeanpusTuy OCYIIECTBIISETCS JIH XPAHEHUES IMyHKT 6. (2.2)
KOHTPOJBHBIX 00pa3LoB KaxAo# cepuu mepsudHbX | Hpasun
YIIaKOBOYHBIX MaTePHAIOB M NIEYaTHEIX MATEPHAIOB? | OPraHU3alHy

IPOU3BOJCTBA

6.5. | Bemerca nu ZJOKyMEHTAlMs, IIO3BOJLTIOIIAA nyHkt 8. (2.4)
06ecedu T IPOCIIEIKHBAEMOCTh KOHTPOJIBHBIX H [MpaBun
apXMBHBIX 00pa3IoB? OpraHu3alliH

IIPOHU3BOJCTBA

6.6. | 3amucu yueta QBIIKCHHS KOHTPOJIBHBIX M aDXHBHBIX | IYHKT 8.(24)
006pa3IoB ABISIOTCS JIM JOCTYIIHBIMI [TpaBun
YIIONIHOMOYECHHBIM (e/iepabHbIM OpraHam Oprasu3aluy
ACIIOJIHUTEILHON BIAacTH? IPOU3BOJCTBA

6.7. | KoHTpoIBbHBIE U apXABHBIE 00PA3IbI KAXIO0H CEPHH | YHKT 9.(3.1)
TrOTOBOH IPOAYKIMH XPAHSTCS JIM B TedeHHe cpoka | ITpaBun
FOHOCTH CEPHH ¥ OJJHOTO Io/ia I0Cje HCTSYEHHS OpraHu3aluH
CpoOKa FOJJHOCTH? IIPOM3BOJCTBA

6.8. | KonrponbHbIi 06pasel] yIiakoBaH Jii B €0 nyHkt 9. (3.1)
TIEPBUYHYIO YIIaKOBKY? IIpaBun

OpraHu3aluu
IPOU3BOJCTBA

6.9. | O6pa3IEI HCXOOHOTO CHIPBS (KPOME PacTBOPUTENEH, | MyHKT 10. (3.2)
ra30B WM BOJBI, MPeAHA3HAYCHHBIX U [MpaBui
TEXHOJIOTHUECKHX ILI€JIei) XpaHsTCs JIM B T€YeHUE HE | OpraHHM3alluH
MeHee JIBYX JIET IOCJIe BBITYCKa JISKApCTBEHHOTO MPOMU3BOCTBA
npenaparta?

6.10. | YnakoBo4HBIC MaTEpHANIBI XPAHATCA JIY HE MCHEC nyskt 10. (3.2)
CpOKa rOJHOCTH COOTBETCTBYIOLIETO FOTOBOTO [MpaBun
nponyxTa? OpraHu3aluy

TIPOU3BOJICTBA

6.11. | KonrpospHsle 06pa3ubl XpaHATCS M B KOJIUIECTBE myskt 11. (4.1)
IS TIPOBEJCHHS IBYKPATHOTO [IOJIHOTO [TpaBun
AHAIUTHYECKOr0 KOHTPOJIA CEPUH NMPOAYKIHHY B OpraHH3aluH
COOTBETCTBHH ¢ TPeOOBaHHUAMH, YCTAHOBJICHHBIMHA IPOM3BOICTBA
TIpH TOCYaPCTBEHHON PETHCTpALUN?

6.12. | OT6upaemble KOHTPOJIBLHBIE 0OPa3LIbI ABJIAIOTCS JIU nyHkrt 13. (4.3)
perpe3eHTaTUBHBIMH JUIs CEpUM HCXOIHOTO ChIPBA, [paBmit
IPOMEKYTOHOMN HJIH TOTOBOH MPOIYKIIHH, U3 OpraHu3aluH
KOTOPO# OHH OTOOPAHEI? IIPOHM3BOJCTBA
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6.13. | YcnoBus xpaneHHs KOHTPOJIBHBIX 00pa3LoB myHkr 16. (5.2)
COOTBETCTBYIOT JIM TPeOOBAHUAM, YCTAHOBICHHBIM [TpaBun
IIPH FOCYIAPCTBEHHOM PETrHCTPAIUH ICKapCTBEHHOTO | OpraHu3alliy
cpeacrsa? IIPOU3BOJICTBA

6.14. | Bemetcsa v HENpepHIBHBIA MOHUTOPUHT nyHKT 16. (5.2)
TEMIIEPATYPHOTO PEKUMA XPAHEHUS apXHBHBIX [Tpasun
00pasIoB B COOTBETCTBUHM C YCIIOBHSMH, OpraHH3aluH
YTBEPKIEHHBIMH IIPU TOCY1apPCTBEHHOM MIPOM3BOACTBA
PETHCTpPAIHH JIEKapCTBEHHOTO CPe/IcTBa?

6.15. | ApxuBHbIe 00pa3Lbl XPAHATCS I Y MPOU3BOIUTENS, | HYHKT 24. (8.3)
HMEIOIIETO JUIEH3UIO Ha IPOU3BOIACTBO [paBun
JIEKapCTBEHHBIX CPEACTB? opraHu3aluH

IIPOHU3BOACTBA

6.16. | ApxuBHble 06pa3ibl JOCTYITHBI JIM IJIS nyHkt 24. (8.3)
YIIOJIHOMOYEHHOTO (heJIEpaibHOro OpraHa [paBun
MCIIOIHUTENBHOM BIIacTh? OpraHu3alyf

TIPOM3BOACTBA

6.17. | Ompenenena i corjaureHueM (COTIAIECHHAMA) nyHkr 25. (8.4)
MEXIY BCEMH Y4acTBYIOIMMH CTOPOHAMH [MpaBun
OTBETCTBEHHOCTD 32 0TOOP U XPAaHECHHE aPXUBHBIX oprasu3aIiiy
06pa3IioB IpU YYAaCTHH B IIOCJIEI0BATENBHOCTH "BBO3 | IIPOM3BOJICTBA
- IPOTIECC YIIAKOBKH - KOHTPOJIb - BBITYCK CEpHH"
6oJiee OZHOTO MPOU3BOJUTEINS B IpeNEIax
Poccuiickoit ®enepanuu?

7. | IlpereH3uH H OT3bIB MPOXYKIHHA
I[TpaBuna opraHM3aldy IPOHM3BOACTBA M KOHTPOJIA KadecTBa JICKAPCTBEHHBIX CPCACTB,
yTBEpX/ICHHbIE MPHKa3oM MHHHMCTEPCTBA MPOMBIIUICHHOCTH H TOPTOBIH Poccwmiickoit
®enepanun ot 14 mrors 2013 r. Ne 916 (3aperucTpupoBad B MHBHCTEPCTBE HOCTHLNH
Poccuu 10 centsbpsa 2013 r., peructparmoHnsi Ne 29938)
(manee — [IpaBuiia opraHi3aliiy IPOM3BOJICTBA)

7.1. | IlpousBomuTeneM yTBepKaeHa B 0QOpMIICHA JI MyHKT 256
HOKYMEHTaIbHO cucTeMa OpicTporo ¥ 3¢ dektusHoro | IIpaBmi
OT3BIBA C PBIHKA MPOIYKIMH C BBIIBICHHEIMH HITH OpraHu3anuu
IpeJIoJIaracMpIME HapyHICHHAMH KagecTBa? IPOU3BOACTBA

7.2. | IlpousBomuTeneM yTBEPKIACHBI JIX IPOLETYPBI MyHKT 256
paccleoBaHus BCeX NpeTeH3uil n HHdopManyy, [MpaBun
Kacarouleicsl MOTEHIMAILHO HeJOOPOKaYeCTBEHHBIX | OpraHu3aliy
JIEKAPCTBEHHBIX CPEACTB? IIPOH3BOZCTBA

7.3. | Ha mpeanpusTiy ONpeAenaeHo I OTBETCTBCHHOE myHKT 257.
JIMIIO 32 paCCMOTPEHHE NPETEH3UH U NPHHATHE (8.1)
peleHui, UMEIOLIMH IPaBo MPUBIICKATh [IpaBun
HeoOXOIUMBIi niepcoHan? OpraHu3alud

MIPOM3BOACTBA

7.4. | YIOIHOMOYEHHOE JIUIO [TOCTABJIEHO JIX B myHKT 257.
H3BECTHOCTH 000 BeeX (akTax IpeAbABICHUS 8.1
TpeTen3uii, paccie0BaHui U OT36IBOB MpoayKuuu? | IIpaBmn

OpraHu3aliy
IPOHU3BOJACTBA

7.5. | IlpousBomuTeNeM YTBEPKAEHEI JIA MPOLEYPHI 11O IYHKT 258.
PacCMOTPEHHUIO NPETEH3NH Ha NOTECHIIUATBHO (8.2)
He06pOKaYeCTBEHHbIE JICKAPCTBEHHBIE CPEACTBA?




[TpaBui

OpraHM3alv{
NPOU3BOJICTBA
7.6. | IIpousBomuTesieM yTBEPKACHBI I IPOLIEAYPHI 110 myHKT 258.
HPUHSTHIO PemIeHHs 00 OT3bIBE 8.2)
HeI06pOKaYECTBEHHOM MPOTYKIIHK? [IpaBun
OpraHu3anuy
MpOM3BOACTBA
7.7. | Onpenenen i HOPANOK PETUCTPAIAM NIPETEH3HH IO | MyHKT 259.
Ka4eCTBY MPOTYKLHUH C YKa3aHHUEM HCXOIHBIX 8.3)
JIAHHBIX? | TIpasun
opraHu3alyd
IIPOH3BOZCTBA
7.8. | Pemenus 1 Mepbl, IPUHATHIE II0 pe3yJIbTaTaM myHKT 261.
paccMOTpeHUs 000 NpeTeH3nH, JOKYMEHTAIbHO (8.5)
3a()MKCHPOBaHBI JIH? IIpasun
OpraHu3anuu
pOU3BOACTBA
7.9. | Pemenus u Mepbl, IPAHATHIC IO PE3yJIbTaTaM nyHKT 261.
PacCMOTpeHHUs M000H NPETEH3UH, BKIIOUCHE! JIH B 8.5)
COOTBETCTBYIOIIIEE IOCHE HA CEPHIO? [MpaBun
OpraHH3aluH
POH3BOJICTBA

7.10. | PerynspHo aHaTU3UPYIOTCA M JOKYMEHTAJIBHO IIYHKT 262.
ohOPMIISIOTCS JIH 3aIlKCH PAacCMOTpeHHs npeTensut | (8.6)

C LEBIO BEIBIICHUS CEIU(PHIECCKUX U [TpaBun
TIOBTOPSIOMMXCS (haKTOPOB, KOTOPEIE TPeOYIOT OpraHu3alHH
0co60r0 BHUMAHHUSA ¥ MOTYT IIPUBECTH K OT3BIBY IIPOHM3BOJCTBA
IPOIYKIHHA?

7.11. | Onpexnenen 1 mopsaoK HHGOPMHUPOBAHKS IYHKT 264.
COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (8.8)
¢benepanbHOro opraHa HCIOIHHUTEIBHOM BIACTH B ITpaBun
clyuae, eCliv IIpeANPHHAMAIOTCA ICHCTBHS, OpraHu3anuH
SBIBIOIIMECS CIENCTBAEM BOBMOMKHBIX OIMHOOK B IIPOM3BOJICTBA
IPOM3BOCTRE, YXYMIECHH KaueCTBA IPOAYKIINH,

BbIABJICHUS HanbCuGHUIIUPOBAHHOMN MPOAYKIIUN HITH
JPYTHX CEpbe3HBIX MPo0IeM, CBA3AHHBIX €
Ka4eCTBOM MPOXYKIHH?

7.12. | OcymecTBaseTcs I ONEPaTUBHEIA OT3BIB IOYHKT 267.

MPOAYKIHHA? 8.11)
[IpaBun
OpraHu3aluH
IpPOM3BOACTBA

7.13. | 3ammcu o otrpyske comepkar nu uH(oOpManmo o6 | myHKT 269.
OpraHM3aIHAX OITOBOM TOProBIH JeKkapcTBeHHbIME | (8.13)
Cpe/ICTBaMH M IIPAMEIX 3aKa3urKax (ampeca, Homepa | IIpaBmi
teneoHoB U (Wn) paxcoB B pabouee U B Hepaboyee | OpraHU3alHH
BpeMs1, HoMepa Cepuil i 00HEMBI TOCTABOK? IPOU3BOACTBA

7.14. | Boygenena mu M30JUpOBaHHAs 30HA JUIA XpaHEHUS myHkT 270.
OTO3BAHHOM MPOMapKUPOBAHHON MPOIYKIIUi 10 (8.14)
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IPHHATHS PEIIECHHUS O €€ NallbHEHIIEM [MpaBun
HCIIOJIb30BaHMH M YHHYTOXKECHHHU? OpraHu3aliH
TIPON3BOZICTBA
7.15. | OxoHuaTeNBHEIA OTYET CONEPHKUT JIM MaTepualbHbIi | MyHKT 271.
Hananc MEXIY KOJIHYECTBOM ITOCTABJICHHOM H (8.15)
BO3BpaIIeHHON HenoOpoKxadecTBeHHOR npoaykmuu? | Ipasun
OpraHu3aIu
IPOU3BOACTBA
7.16. | loxymenTamsHO OGOPMIISETCS JIM OTUET 1O aHATH3Y | MHKT 272.
3¢ PeKTHBHOCTH MEPOIIPHATHI 10 OT3BIBY (8.16)
MPOAYKIUH? [Ipasun
OpraHu3aliy
IIPOH3BOJCTBA
8. | IIpereH3uu H OT3bIB NPOXYKINH
denepansreii 3akoH 0T 27 fexabps 2002 1. Ne 184-@3 «O TeXHHYECKOM PETyITHPOBAHUM)
(Co6panue 3axoHomarenscTBa Poccumiickoit ®@exepamun, 2002, Ne 52, ct. 5140; 2017,
Ne 31, ct. 4765) (nanee — ®enepansHbii 3akoH Ne 184-3)

8.1. | Mudopmamus 0 HECOOTBETCTBHH BHITYIICHHON B Cratps 37
obpainenne TpoIyKIHH TPeGOBaHKAM HOPMATUBHOH | PenepalbHOTO
JOKYMEHTAI[MH HAIIPaBJIAETCS JIM B OpraH 3aKOHA
roCyAapCTBEHHOTO KOHTPOJIA (Haa3opa) B Ne 184-@3
COOTBETCTBHH C €r0 KOMIICTCHIMEH B TEYCHHUE
JECATH JHEH ¢ MOMEHTA NOTyYCHHUs yKa3aHHOM
uHbopMarmu?

8.2. | IlpoBomutcs mu mpoBepKa JOCTOBEPHOCTH Cratpsa 38
HUH(pOpMAIIMH 0 HECOOTBETCTBHH MPOTYKIIHH denepanbHOTO
TpeGOBaHHAM HOPMAaTHBHOM JOKYMEHTAIVH B 3aKOHa
TE€YEeHHE NECATH JHEH ¢ MOMEHTA IOJIyYCHHU Ne 184-03
uHpopManyu?

8.3. | Ilpu moxTBepxaenun gocroBepHOCTH ME(opMarmu o | Ctarbs 38
HECOOTBETCTBUH IPOAYKIHH TPeOOBAHUAM denepanbHOrO
HOPMAaTHBHOM JOKYMEHTAIIMH B TEUYCHHE IECATH 3aKOHa
IHeil pa3pabarbiBaeTcs M IporpaMMa Meponpustait | Ne 184-03
II0 NPEAOTBPAILECHHIO IPUINHEHHS Bpela U
COracyerTcs ¢ OpraHoM rocyJapcTBEHHOTO KOHTPOJIS
(5a730pa) B COOTBETCTBHH C €T0 KOMIIETEHIHEH?

8.4. | B ciyuae HEBO3MOXKHOCTH YCTPAHEHHS YTPO3bI Cratbs 38
NpUYHHEHHAS Bpea IPOU3BOAHUTENEM JIEKAPCTBEHHBIX | DenepambHOro
CpEeICTB NIPUHUMAETCS JIM PEIICHHE O MPHOCTAHOBKE | 3aKOHA
IIPOM3BOJICTBA H PEATH3ALHMH IPOJYKLHUH U OT3BIBE Ne 184-@3
IPOXYKIHH?

9. | YHHUYTOXEHHE HeA0OpOKAYeCTBEHHbIX JIEKAPCTBEHHDBIX CpeIcTB,
daascuduIHPOBAHHBIX JIEKAPCTBEHHbBIX cpeacTs H KOHTPa(paKTHBIX

JIEKAPCTBEHHBIX CPEXCTB

IIpaBuna YHUYTOXKEHHUS HeT0OpOKaueCTBEHHBIX JIEKapCTBEHHBIX CPEeICTB,
(arbCH(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB H KOHTPaaKTHBIX JIEKApCTBEHHBIX
CpeICcTB, YTBEpX/IEHHBIE MOCTaHOBNeHHEeM IIpaBHTenbcTBa Poccuiicko#t Qenepaiuu
ot 3 oxT6ps 2010 r. Ne 674 (CoGpanne 3akoHoAaTeNbCTBa Poccutickoit denepanmy, 2010,
Ne 37, c1. 4689; 2016, No 4, ct. 535) (nanee - IlpaBuia yHHYTOXKEHHS JIEKApCTBCHHBIX
CpENCTB)
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9.1. | MMeeTcs JM NOTOBOP C OpraHusanuei mo céopy, MyHKT 8
KCII0JIB30BaHUIO, 00€3BpEXKUBAHHIO, IIpaBun
TPAHCIIOPTHPOBKE M Pa3MELICHHUIO OTXOI0B [ | yHUYTOXECHHUS
- IV xnacca omacHOCTH Ha YHHUTOXXCHHE JIEKapCTBEHHBIX
He00pOKaYeCTBEHHBIX JICKAPCTBEHHEIX CPEICTB, CpeIcTB
¢anscuUIIPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB U
KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEACTB?

9.2. | B axrax 06 yHMYTOXEHHH JIEKAPCTBEHHBIX CPENCTB, | MyHKT 11
YKa3BIBAETCS JIM JaTa YHHYTOXKEHHS JEKapCTBeHHBIX | ITpaBmi
cpencTs? YHHUYTOXEHHS

JIeKapCTBEHHBIX
CpEeACTB

9.3. | B axTax 06 YHMYTOXEHHH JIEKAPCTBEHHBIX CPEACTB, | mMyHKT 11
YKa3bIBaeTCs JIX MECTO YHUUTOXKEHHUS IMpaBun
JIEKApCTBEHHBIX CPEICTB? YHHUYTOXXCHHS

JIEKapCTBEHHBIX
CpEACTB

9.4. | B axTax 06 YHMYTOXXEHHH JIEKAPCTBEHHBIX CPEICTB, | MyHKT 11
yKa3bIBAIOTCA M (paMUIus, HMs, OTYECTBO JIHIL, [NpaBun
IPUHEMABIIHX YYaCTHE B yHHUTOXECHUH YHHUTOKECHHUS
JIEKAPCTBEHHBIX CPELCTB, HX MECTO PabOTEI U JIEKapCTBEHHBIX
JOJDKHOCTB? CPEeACTB

9.5. | B akTax 06 yHHYTOXEHHH JIEKapCTBEHHBIX CPEICTB, | MyHKT 11
yKa3esIBaeTcs JI 000CHOBAHHE YHUITOXKEHHUS ITpaBun
JIEKAPCTBEHHBIX CPelCTB? YHHYITOXXEHHS

JIEKapCTBEHHBIX
CpelCTB

9.6. | B axTax 06 yHMYTOXEHHH JIEKAPCTBEHHBIX CPEICTB, | MyHKT 11
YKa3BIBAIOTCS JIM CBEJICHUA 00 YHHYTOXEHHBIX Ipasun
JIEKapCTBEHHBIX CPeCTBaX (HaMMEHOBAHHME, YHUYTOXKECHHS
neKkapcTBeHHas GopMa, JO3HPOBKA, €IUHUIIBI JIeKapCTBEHHBIX
U3MEPEHH, CepHs) U UX KOJIMYECTBE, O Tape HIIH CpeacTB
ynakoBke?

9.7. | B akrax 06 yHHUTOXeHHH JIEKAPCTBEHHBIX CPEICTB, | MYHKT 11
yKa3pIBaeTCA TH HaHMEHOBAaHWE IIPOU3BOAUTEIIA IMpasun
JIEKapCTBEHHBIX CPENCTB? YHAYTOXKEHMS

JIEKapCTBEHHBIX
CpeCTB

9.8. | B axTax 06 yHHYTOXKEHHH JIEKAPCTBEHHBIX CPEACTB, | MyHKT 11
YKa3bIBAIOTCS JIM CBEJICHHS O BIIAJIEIIBIIC [TpaBun
JIEKapCTBEHHBIX CPEICTB? YHHYTOXXCHHUS

JIEKapCTBEHHBIX
CpEJICTB

9.9. | B axtax 06 yHHYTOXEHHH JIEKAPCTBEHHBIX CPEJICTB, | MyHKT 11
yKa3sIBaeTcs JIM CIIOCO0 YHHUTOKEHMS [MpaBun
JIEKapCTBEHHBIX CPEICTB? YHUYTO)KEHHSA

JIeKapCTBEHHBIX
CpencTB

9.10. | AKTHI 06 YHHUYTO)XEHHH JIEKAPCTBEHHEBIX CPEACTB IyHKT 12
COCTABJIAIOTCS JIK B IEHb YHHYTOKECHUS IMpaBun
HeT00POKAaUCCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB H YHHYITOXXEHHS
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(wm) panbcupUIEPOBaHHBIX JEKaPCTBEHHBIX JIEKapCTBEHHBIX
cpenacTs? CpPEACTB

9.11. | AT 00 YHHYTOXXEHHHM JIEKAPCTBEHHBIX CPEACTB WM | IMyHKT 13
€ro KOIHs B TeueHHe 5 pabounx JAHEH co AHA €ro [IpaBun
COCTABJICHUS HAIIPaBJICTCA JIX BIAACIbLEM YHUYTOXKEHHUS
YHHYTOXKEHHBIX JICKAPCTBEHHBIX CPEACTB B JIEKapCTBEHHBIX
YIIOJIHOMOYEHHBIH opran? CpeCTB

10. | Xpanenmne J1eKapcTBEHHBIX CPeICTB
IpaBuna opraHW3allMyd MPOU3BOJICTBA M KOHTPOJS KauyeCTBa JICKAPCTBEHHBIX CPEICTB,
YTBEPXKICHHBIE MpUKa3oM MHUHHCTEpCTBA NPOMBINIJICHHOCTH M TOProBaHM Poccuitckoi
®epepauun ot 14 urons 2013 r. Ne 916 (3apermctpupoBaHo B MHHHCTEPCTBE FOCTHIIAH
Poccuiickoi ®expepanuu 10 centsGps 2013 r., peructpannoHsbii Ne 29938)
(manee — IIpaBuina oprasu3aliy IPOU3BOACTBA)

10.1. | dapmaneBTHYECKas CHCTEMa Ka4eCTBa, nyHKT 9. (1.4)
IpeaHa3HaYeHHas U1 IPOU3BOCTBA p) (xvi)
JIEKapCTBEHHBIX CPEICTB, FAPAaHTUPYET JIH, YTO ITpaBun
[IPEINPHHATEIE MEPHI 00€CIIEYHBAIOT KA4EeCTBO opraHu3aIu
JIeKapCTBEHHBIX CPEACTB B TEUCHHUE BCETO CPOKa MPOM3BOZCTBA
TOOHOCTH IIPH X XPaHEHUH U NOCIETYIOMEM
obpamenun?

10.2. | PykoBoauTtensMu Npou3BOJCTBA H NOAPA3ACIICHHS nyHkT 32. (2.7)
KOHTPOJIA KaUeCTBa OIPE/IENIEHBI JIN YCIOBHUS [MpaBwm
XpaHeHHs HCXOIHOTO CHIPhA? OpraHU3alUy

NIPOHM3BOZCTBA

10.3. | PykoBoguTensiMH IpOU3BOJCTBA U NOAPA3ACICHHS nyHKT 32. (2.7)
KOHTPOJISL KAUeCTBa OIPEIENICHBI JIN YCIOBHUS IpaBwn
XpaHeHHS MPOyKIUH? OpraHH3aluu

IPOHU3BOACTBA

10.4. | PykoBomuTensMu Ipou3BOACTBA U MOAPA3ACIICHHS myHKT 32. (2.7)
KOHTPOJIA Ka4eCTBa MIPOBOJUTCS JIH MOHUTOPHHT [paBun
YCIIOBH# XpaHEHHUS HCXOJHOTO CHIPbs? OpraHu3anuu

IPOU3BOACTBA

10.5. | PyxoBoauTensMu MpOU3BOJCTBA U NTOAPA3ETICHHUS myHKT 32. (2.7)
KOHTPOJIS Ka4eCTBa IPOBOJUTCS TH MOHUTOPHHT ITpaBun
YCJIOBH# XpaHEHUS IIPOXYKIIUH? OpraHH3aIH

IIPOU3BOJICTBA

10.6. | OcBemmenne COOTBETCTBYET I Ha3HAYCHHUIO nyHKT 49. (3.3)

IIOMEIEHus? ITpaBun
OpraHu3anyu
IPOU3BOJICTBA

10.7. | Temmeparypa COOTBETCTBYET JIM Ha3HAYEHHIO myHKT 49. (3.3)

NOMEIIeHUA? ITpaBun
OpraHu3alyu
IPOU3BOACTBA

10.8. | BiaxxHOCTb COOTBETCTBYET I HA3HAYCHHUIO nyHKT 49. (3.3)

oMeIeHus? IMpaBun
opraHu3aIuu
IPOU3BOJCTBA

10.9. | BeHTHIALMS COOTBETCTBYET JTH HA3HAYCHHUIO myHKT 49. (3.3)

MOMeIeHus ?




[TpaBun

OpraHM3anuy
TIPOHU3BOJCTBA

10.10. | OcBemenne He OKa3bIBACT JIM HEOIArONMPHUATHOTO myHKT 49. (3.3)
BO3JICHCTBHUA Ha JIEKapCTBEHHBIE cpeAcTBa Bo BpeMs | [IpaBun
UX TIPOM3BOJCTBA H XPAaHEHHSA? OpraHu3aLuH

IPOH3BOJICTBA

10.11. | TeMneparypa He OKa3bIBaeT TH HEOIAronpuaTHoro | myHKT 49. (3.3)
BO3JICHCTBHUSA Ha JIEKapCTBEHHBIE cpeicTBa Bo BpeMs | IIpasmn
HX IPOU3BOJCTBA ¥ XpaHEeHUS? OpraHu3aIy

IIPOM3BOJCTBA

10.12. | BraxxHoCTh He OKa3bIBaeT JIM HEOIAronpUsATHOIO nyHKT 49. (3.3)
BO3JEeiiCTBHA Ha JIEKapCTBEHHBIE cpelcTBa BO BpeMst | IIpasun
HX IIPOU3BOJICTBA M XpaHEHHS? OpraHu3anuH

IPOU3BOJCTBA

10.13. | BeuTHisauus He OKa3hIBaeT JIM HEONAroNpHATHOIO nyHkKT 49. (3.3)
BO3JICHCTBHS Ha JIEKapCTBEHHEIE cpelcTBa Bo BpeMs | IIpaBun
HX IPOU3BOJICTBA M XpaHEHUS? OpraHu3anuy

POH3BOCTBA

10.14. | OcBelnenne He OKA3bIBACT JIM HEOIArONpUSITHOIO oyHKT 49. (3.3)

BO3JeHCTBUS Ha QYHKIMOHIpOBaHKe obopynoBanus? | ITpasun
OpraHu3anuu
IPOHU3BOCTBA

10.15. | Temmepatypa He OKa3bIBaeT U HEOIArONPHATHOTO IyHKT 49.

BO3/1eHCTBHS Ha QyHKIHOHHpOBaHKe o6opynoBanua? | (3.3)[Ipasun
OpraHu3aluy
IIPOU3BOJCTBA

10.16. | BraxxsocTh He OKa3bIBAeT I HEOIArONMpUATHOTO oyskT 49. (3.3)

BO3/IelicTBHA Ha QyHKIHOHHpOBaHHE obopynoBanua? | [IpaBui
OpraHHu3aluy
MPOHU3BOICTBA

10.17. | BeuTundius He OKa3BIBACT JIM HEOIArONpUSTHOTO nyHKT 49. (3.3)

Bo3/eicTBUs Ha pyHKIHOHUpOBaHUE obopynoBanus? | Ilpasun
OpraHu3anuy
IIPOH3BOACTBA

10.18. | ILnaHupoBOYHBIE PELIEHHS TIPOM3BOJCTBEHHBIX 30H H | mMyHKT 55. (3.8)
BHYTPHIIPOH3BOJCTBEHHEBIX 30H XPaHCHHS [MpaBun
00ecImeunBaroT JIH MOCIIefOBATENIFHOE U JIOTHYHOE opraHu3ariu
pa3MelieHne 000pyIOBaHU U MaTepHATIOB, POM3BOJICTBA
CBOJIAIIEE K MHHUMYMY PHCK IIEPEIyTHIBAHUSL
Pa3THYHBIX JIEKAPCTBEHHBIX CPEICTB MM UX
KOMIIOHEHTOB?

10.19. | ITnaHupoBOYHbIE PELICHHUS IPOM3BOICTBEHHBIX 30H U | yHKT 55. (3.8)
BHYTPHIIPOHU3BOICTBEHHBIX 30H XpaHEHHS [MpaBun
00ecneunBaloT JIM OTCYTCTBHE IEPEKPECTHON OpraHH3aluH
KOHTaMHWHAIHH? IPOHM3BOJCTBA

10.20. | Cknaackue 30HBI HIMEIOT JTM BMECTHMOCTD JULA myHKT 65.

YHOOPAAOYCHHOI'0 XPaHCHWSE HCXOHOT'O ChIPhS N
YIIaKOBOYHBIX MaTCpHaJ'IOB?

(3.18) IIpaBun
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OpraHu3aluy
IPOU3BOJACTBA

10.21. | Cknaackue 30HBI UIMEIOT JTX BMECTHMOCTB I HOYHKT 65.
YIIOPSIOYEHHOTO XpaHEHMs IPOMEKYTOYHOH U (3.18) IlpaBun
Hepac(acoBaHHON MPOIYKIHH? OpraHu3aliul

IIPOU3BOJCTBA

10.22. | Cknaackue 30HBI HIMEIOT JIH BMECTUMOCTH JIJIs MYHKT 65.
YHOPSIOUYEHHOT0 XpaHEHHsI IIPOAYKIIUH, (3.18) IlpaBun
HaXojsIecs B KapaHTHHE? OpraHu3ariu

POU3BOJICTBA

10.23. | Cxiagckue 30HBI HMEIOT JIK BMECTHMOCTE JUIs IYHKT 65.
YIOPSAZOYEHHOTO XpaHEHHs TOTOBOM NPOAYKIIMH, (3.18) IIpaBun
pa3peIneHHoN AJs BhITycKa? OpraHu3aniu

IPOM3BOACTBA

10.24. | Cxnanckue 30HBI UMEIOT T BMECTUMOCTD JUIL IIYHKT 65.
YHOPSAAOYSHHOTO XpaHEHHs! OTKIIOHCHHOMH, (3.18) IlpaBun
BO3BPAILEHHOM WM OTO3BaHHOM IPOIYKIIUH? OpraHu3anuu

HIPOHU3BOJACTBA

10.25. | OcyiecTBaseTcs M HEMPEPLIBHBIA MOHUTOPHUHT IIYHKT 66.

ycIIOBUI XpaHEeHUs? (3.19) IlpaBun
OpraHu3anuy
IPOU3BOACTBA

10.26. | OGecrieyeHa Jiu 3aIUTa HCXOAHOTO CHIPBS, IIYHKT 67.
yIIaKOBOYHBIX MaTepHAJIOB U MIPOAYKIHH OT (3.20) [IpaBun
BO3/IEHCTBHS MOTOHBIX YCIIOBHIA B MecTax MPUEMKH? | OpraHu3aLul

IIPOU3BOJICTBA

10.27. | ObecniedeHa ¢ 3a1uTa HCXOJHOTO CBHIPhS, IYHKT 67.
YIIaKOBOYHBIX MaTEPHAIOB M MPOAYKIHH OT (3.20) ITpaBun
BO3/I€HCTBUS [TOTOJHBIX YCIIOBUH B MECTaX OpraHu3anuy
OTrpy3ku? IPON3BOJCTBA

10.28. | BeigeneHno 1 MeCTO B 30HE IIPUEMKH AT OYHUCTKA OyHKT 67.
Tapbl C MOCTYNAIOUTUMH UCXOIHBIM ChIPEEM H (3.20) IIpaBun
yIIakKOBOYHBIMH MaTepuaiaMy Iepes OpraHu3aLuH
CKJIaTIPOBaHUEM ? IIPOM3BOJCTBA

10.29. | PazpaboTansl 1u KpATEpHHU AOIyCKa IIEPCOHANA, IOyHKT 68.
HMEIOIIETO MOJTHOMOYHS, B OTAEIJIBHEIE 30HEI (3.21) IlpaBun
XpaHEHHUs IPOTYKIIHMH? OpraHHU3aLiy

MPOU3BOJICTBA

10.30. | ITnanupoBka 30HEI 0TOOpa P06 HCXOTHOTO CBHIPHA, IYHKT 69.
YIIaKOBOYHBIX MAT€pHAIOB UCKIHOYAET JIH (3.22) IlpaBun
BO3MOXKHOCTh KOHTAMUWHAIIUY HJIH IEPEKPECTHON OpraHu3aluy
KOHT@MHMHAIMH IPOAYKIHUN? IPOU3BOACTBA

10.31. | B cknanckux 30Hax NpeayCMOTPEHBI JIX nyHKT 70.
H30JIMPOBAHHBIC 30HBI IS XpaHEHHS (3.23) IlpaBun
3abpaKoBaHHBIX, OTO3BAHHBIX WX BO3BPAUICHHBIX OpraHH3aUH
HCXOJHOTO CBIPhs, YIIAaKOBOYHBIX MaTepHAIOB UIIH IIPOM3BOJICTBA
IPOIYKITHH?

10.32. | Ob6ecneueno nmu 6e30macHOE XPaHEHUE BEICOKO myHKT 71.
AKTHBHBIX BEIIECTB H JIEKAPCTBEHHBIX CPELCTB, B (3.24) IlpaBun
OTHOIUIEHNH KOTOPBIX HOPMAaTHBHBIMH NIPABOBBIMHU OpraHu3aIiy

IPOH3BOACTBA
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akTamu Poccuiickoit deniepaniuyl yCTaHOBJIECHBI
CrenHaIbHBIe YCIOBHS XpaHEHHU?

10.33. | OBecneueno 1 6e30MacHOE ¥ HAIXKHOE XPaHEHHE | IIYHKT 72.
MeYaTHBIX YIIaKOBOYHBIX MAaTEPHAIIOB B (3.25) IlpaBun
H30JIMPOBAHHBIX YCIOBHAX? OpraHu3anuy

IIPON3BOJICTBA

10.34. | [IpenycMOTpeHO 1 KapaHTHHHOE XpaHCHHE nyHKT 140.
HOCTYIIAIOIIEr0 HCXOAHOIO ChIPhS, YIIAKOBOYHBIX (5.5) Ilpasun
MaTepuanos? OpraHHu3aHu

NPOM3BOCTBA

10.35. | IIpexycMOTpeHO M KapaHTHHHOE XpaHEHHE myHKT 140.

IPOM3BENCHHON FOTOBOM MPOXYKIHK? (5.5) Hpasun
OpraHu3alul
IIPOU3BOJCTBA

10.36. | UcxomHoe ChIpbe, YIAKOBOYHBIE MATEPHAIIBI nyHKT 140.
CoJiepKaTcs JIM B MOMEIICHUHY KapaHTHHHOTO (5.5) IlpaBun
XpaHEHHs 10 MOJTydeHHUs paspellcHus Ha OpraHHu3aIuy
HCIIOJIE30BAHHIE HCXOIHOTO CHIPhs? MPOHM3BOACTBA

10.37. | IIpousseneHHas rOTOBas MIPOIYKIMSA CONEPXKUTCA MU | mMyHKT 140,

B ITOMEIICHIH KapaHTUHHOTO XpPaHEHHU 10 (5.5) IlpaBun
IOJTy4CHHs Pa3pelIeHus Ha BBITYCK FOTOBOM OpraHu3aIu
IPORYKITUH? MPOU3BOACTBA

10.38. | UcxomHOE CBIphE, YIIaKOBOYHBIE MaTEPHAIILI U OyHKT 142.
MPOAYKIIUS XPAaHATCS JIH B IIOPSJKE, (5.7) Tlpasun
0becIeunBaoIIEM pa3IelIeHHE 10 CEpUIM? OpraHu3aliy

IPOU3BOACTBA

10.39. | McxomHOoe ChIpbe, yTaKOBOYHBIE MATEPHAIBI M myHKT 142.
MPOAYKIIYS XPaHATCS U B COOTBETCTBHH C (5.7) IlpaBun
YCIIOBHAMH, YTBEP)KICHHBIMH IIPH FOCYAapCTBEHHON | OpraHH3aluu
PETHCTPAINHY JIEKAPCTBEHHOIO CPeCTBa? IIPOM3BOJACTBA

10.40. | Bce ucxoaHOE CHIphE, YIIAKOBOYHBIC MATEPHAIIBI H IyHKT 142.
TPOXYKIUS XPaHATCS JIU B TIOPSJIKE, (5.7) IlpaBun
o6ecreynBaroIeM YCTAaHOBICHHYIO IPOU3BOJUTENEM | OpraHH3alluK
0Y€PEIHOCTH HCII0Jb30BaHMs CKJIAICKUX 3a1acoB? TIPOH3BOCTBA

10.41. | DTUKETKH, IPUKPEIUICHHBIE K KOHTEHHEPaM, myHKT 148.
000pyIOBaHUIO WM NIOMCIICHHM, YETKHE, (5.13) IlpaBun
OJTHO3HAYHEIE, YCTAHOBJICHHOM IPOHU3BOAUTEIEM OpraHu3aIH
(bopMbI? IPOU3BOACTBA

10.42. | TIpon3BouTeneM yTBEPKAEHBI JI MPOLELYPHI IO yHKT 127.
BHYTPH3aBOACKOH MapKHPOBKE, KapaHTHHY H (4.24) IlpaBun
XPaHEHHIO HCXOIHOTO CHIPbS, YIIAKOBOYHEIX H OpraHH3aluH
JOPYTUX MaTepHAIOB? IIPOM3BOACTBA

10.43. | DTuxeTKH comepxaT I HeoOxoauMyto HHpopManuro | myHKT 164.

B 3aBHCHMOCTH OT CHCTEMBI Y4€Ta 1 XpaHEHHUA? (5.29) IlpaBun
OpraHu3aniy
MpPON3BOJICTBA

10.44. | ITocne Bblma9u pa3pelleHUs Ha BBITYCK rOTOBas myHKT 196.
IIPOMYKLHNA XPaHUTCS JIM KaK IPUToaHas /I (5.60) IIpasun
peayn3anyy B YCIOBHAX, YCTAHOBICHHBIX OpraHU3aluy
Ipou3BoauTENneM? IPOM3BOCTBA
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10.45. | OTKIOHEHHBIE MaTEPHAIIEL ¥ IIPOYKIMS HMEIOT JIH myHKT 197.
YETKYIO MapKHPOBKY? (5.61) IlpaBun
OpraHu3aluH
POU3BOJCTBA
OTKJIOHEHHBIE MaTepHAaTbl XpaHATCs JIH pa3felnbro B | myHKT 197.
10.46. | 30HaX ¢ OrpaHHYEHHBIM HOCTYIIOM? (5.61) IlpaBun
OpraHu3aIm
IPOHW3BOJICTBA
10.47. | Otknonennas npoxyKuus XpaHuTCs JIA Pa3fenbHO B | MyHKT 197.
30HAX ¢ OrpaHHYEHHBIM JOCTYIIOM? (5.61) Ilpasun
opraHu3aluH
MPOU3BOJICTBA
10.48. | OTo3BanHas mpoOAYKUHs IPOMAPKHPOBAHA JIH? myHKT 270.
(8.14) Ilpasun
OpraHu3aluH
MIPOM3BOACTBA

10.49. | Oro3BaHHasA MPOIYKLMS XPAHUTCSA JIK OTAENBHO B nyHKT 270.

Ge3omacHoit 30HE? (8.14) IlpaBun

OpraHu3alHuH

MPOH3BOJICTBA

11. | XpaHenne JeKapcTBEHHbIX MPENAPATOB sl MEAHIHHCKOr0 NPUMEeHEHHUs

IIpaBria HaAJIekKaIUel TPaKTHKH XPAHEHHS | IEPEBO3KH JICKAPCTBEHHBIX NpeiapaToB Uil
MEIUIIMHCKOTO IPUMEHEHHS, YTBEPKICHHbIE TPUKa3oM MIHHCTEPCTBA 3PaBOOXPAHCHUA
Poccuiickoii @enmepammu ot 31 asrycra 2016 r. Ne 646H (3aperHCTPHpOBaH B
Munncrepere foctumum Poceuiickoit ®eneparuu 9 susaps 2017 r., PETHCTPalIOHHBIA
Ne 45112) (nanee — [paBuna XpaHeHHUs JTEKapCTBEHHBIX CPEJCTB)

11.1. | meroTcs 1 TOKYMEHTEHI, peTJIaMeHTHPYIOIIHE OYHKT 3
NOPAIOK COBepIIeHUs pabOTHUKAaMHU NEACTBHMH ITPH IpaBun
OCYIIECTBICHUY XpaHEHH U (W) IIEPEBO3KE XpaHEHMUsI
JIEKapCTBEHHBIX IPENapaToB? JIeKapCTBEHHBIX

CpELCTB

11.2. | UMerores i JOKYMEHTBI, PErIaMEHTHPYIOIIE IYHKT 3
MOPSIOK 06CITy>KABAHHS ¥ TOBEPKH M3MEPHTENbHBIX | IIpaBmi
1puGOpoB ¥ 060PYAOBAHHSA? XpaHEHHUs

JIEKapCTBEHHBIX
CPEICTB

11.3. | IMeroTcs i JOKYMEHTBI, PErIaMEHTHPYIOIINE IYHKT 3

BEJICHUE 3aIKCell, OTYETOB U MX XpaHEHHE? [MpaBun
XpaHCHUS
JIEKapCTBEHHBIX
CPEICTB

11.4. | UMmeroTcs 14 AOKYMEHTBHI, PErIaMEHTHPYIOLINE MYHKT 3

TPHEMKY JIEKAPCTBEHHBIX IIpEnapaToB? [IpaBuin
XpaHEeHUs
JIEKapCTBEHHBIX
CPEACTB

11.5. | UMerorcs TH HOKYMEHTHI, PEriIaMeHTHPYIOIINE IyHKT 3

TPaHCIIOPTHPOBKY JIEKAPCTBEHHBIX MPENapaTos? [Ipasun
XpaHEeHUs
JIEKapCTBEHHBIX
CpeNCTB
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11.6. | MeroTcs i JOKYMEHTBI, PETIaMEHTHPYIOLIHE MYHKT 3
pasMenIeHue JIeKapCTBEHHBIX MPENaparos? [Tpasun
XpaHeHus
JIEKapCTBEHHBIX
CpENCTB

11.7. | Cuctema kadecTBa rapaHTHPYET JId, YTO IYHKT 4
riepeMelIeHIe JEKapCTBEHHBIX IPENapaToB MEKIY [IpaBun
cyOpekTaMu o0paleHus JIEKapCTBEHHBIX XpaHeHus
IpenaparoB, B TOM 49UCIIE BHYTPH KOHKPETHOTO JIEKapCTBEHHBIX
cyOBeKTa 0OpamIeHus JeKapCTBEHHBIX IPENapaToB, | CPEICTB
obecleynBaeT XpaHEHUE U IIEPEBO3KY C
cobmoeHreM TpeOOBaHMH, yCTAaHOBJIEHHBIX
3aKOHOIaTeNbCTBOM Poccuiickoii enepanun?

11.8. | Ob6g3aHHOCTH B OTBETCTBEHHOCTh PaOOTHHKOB MyHKT 4
cy6pexTa 06paleHus JTIeKapCTBeHHBIX TIpenaparos, B | [IpaBm
TOM YHCJIE OTBETCTBEHHOTO JIMLA, 3aKPEIUICHBI IK B | XpaHEHHUS
JIOJDKHOCTHBIX HHCTPYKIMSAX? JIEKapCTBEHHBIX

CPEACTB

11.9. | OcymiecTBIA€TCS TH KOHTPOIB 33 AEATEIBHOCTRIO 10 | IYHKT 6
XPaHEeHHIO U (KJIM) IEPEBO3KE JTEKAPCTBEHHBIX IIpaBun
IpenapaToB, NepeAaHHON IIPOU3BOAUTEIEM XpaHEeHUS
JIEKapCTBEHHBIX NPEIapaToB WM OpraHu3alnen JIEKapCTBEHHBIX
OIITOBOM TOPrOBJIM JIEKAPCTBEHHBIMH IIpEIIapaTaMH CpeACTB
JUIsL OCYIIIECTBIICHHS JPYroit (CTOPOHHEH)
opraHu3aiuen?

11.10. | foroBop, Mo KOTOPOMY OCYIIECTBIIAETCS JIX IYHKT 6
mepe/aya IeATeIHOCTH Ha ayTCOPCHHT, 3akmoyeH ¢ | [1pasun
yKa3zaHHeM 00I3aHHOCTEH KaXI0H U3 CTOPOH, XpaHEeHUsA
NOpsIKa NEHCTBHI i OTBETCTBEHHOCTH CTOPOH? JIEKapCTBEHHBIX

CPEICTB

11.11. | o 3axiIroueHus JOroBopa ayTCOPCHHTa OYHKT 6
IIPOM3BOIUTEH JIEKAPCTBEHHEBIX MTPETapaToB IIpaBun
yOeauIIcs U B IPaBOCTIOCOOHOCTH UCIIOJIHUTEIIS U XpaHeHUS
€ro BO3MOKHOCTH BBIITOJTHUTE 00s3aTENBCTBA 110 JIEKapCTBEHHBIX
JIOrOBOPY ayTcopcuHra’?. CpeACTB

11.12. | ITomemenns [ist XpaHEHUs JIEKapCTBEHHBIX IMyHKT 12
HpenapaToB 06eCcIIeunBatoT I 6€30IacHoe [TpaBun
pa3zieNIbHOE XpaHEHHE M NIEPEMEIICHHC XpaHeHus
JIEKapCTBEHHBIX IIpENapaToB? JIEKapCTBEHHBIX

CpEICTB

11.13. | OGecneunBaet Jiu IIOMAAL HOMELIEHNH XpaHCHUE myHKT 13

JIEKapCTBEHHBIX IPENapaToB? [TpaBun
XpaHEeHUS
JIeKapCTBEHHBIX
CpEeAcTB

11.14. | ITnomans nomemenuii coctapnser i He MeHee 150 | myHkr 13
KB. METPORB? [TpaBun

XpaHEeHUS
JIeKapCTBEHHBIX

CpECTB
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11.15. | IMeroTcs i BBIIEICHHBIE 30HA IPHEMKH H myHKT 14
SKCIIEUIMH JEKAPCTBEHHBIX IPENapaToB? [TpaBun
XpaHEeHUs
JIeKapCTBEHHBIX
CpelCTB
11.16. | MimeeTcs v BhIIeICHHAA 30HA OCHOBHOTO XpaHEHHs | MYHKT 14
JIEKAPCTBEHHBIX IIPENapaToB? [MpaBui
XpaHeHus
JIEKapCTBEHHBIX
CPELCTB
11.17. | IMeroTca in BBIAEICHHBIE 30HBI XPaHCHHS OyHKT 14
JIEKapCTBEHHBIX TPENapaToB, TPEOYIOMMX [IpaBun
CIIENMABHEBIX YCIOBHI? XpaHeHUs
JIEKapCTBEHHBIX
CPEICTB
11.18. | ImeeTcs i BRIACIICHHAs 30Ha KApAaHTHHHOTO HOyHKT 14
XpaHEHHUSI JIEKApCTBEHHBIX IIPenapaToB? [MpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpeNCTB
11.19. | UmeeTcs nu BRIOCICHHAS 30HA XPAHCHHUS myHKT 14
BBIABJIEHHBIX (aTbCH(PUITIPOBAHHEIX, IIpaBun
HenoOpoKaueCTBEHHBIX, KOHTPadaKTHBIX XpaHEeHus
JIeKapCTBEHHBIX IIPeNapaToB? JIEKapCTBEHHBIX
CpeICTB
11.20. | ITomelneHus 1 30HBI, KCIIONIB3YEMBIE IS XpaHESHUA oyHKT 17
JIEKapCTBEHHBIX MPENAPaToB, OCBEINECHbI JIH? IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpencTB
11.21. | Cucrema, 3ameHsIomas paszie/ieHAe 30H XpaHeHHs, B | IIyHKT 18
TOM YHCJIE TIOCPEICTBOM 3JIEKTPOHHOM 06paboTKu IIpasun
JAHHBIX, 0OecIeunBaeT i TpeOyeMbIil YPOBCHb XpaHCHHUS
6€30I1aCHOCTH U BATUAUPOBaHA? JICKapCTBEHHBIX
CpEACTB
11.22. | AZMHHHCTPATHBHO-OBITOBBIE IOMELICHAS OTAETEHE | MyHKT 19
JH OT 30H XPaHEHH JIEKapCTBEHHBIX ITPeNapaToB? [Ipasun
XpaHEeHUs
JIEKapCTBEHHBIX
CPELCTB
11.23. | B noMemenuax u (unm) 30Hax MOQAEPXKUBAIOTCS I | MyHKT 21
TEMITEpATYPHBIE PEKUMBI XpaHEHHS, [TpaBun
COOTBETCTBYIOIINE YCJIOBHSAM XPAHEHHMs], YKA3aHHBIM | XPaHCHHA
B JIOKYMEHTAIIUH, COCTABIIIIOMEH PErHCTPAMOHHOE | JICKAPCTBEHHBIX
JIOCKhE JIEKAPCTBEHHOT0 Npenapara’? CPEICTB
11.24. | B noMemenusax 1 (MJIM) 30HAX MOMNEPKUBACTCS JIU TyHKT 21
BIIAXKHOCTH, COOTBETCTBYIONIAS YCJIOBHAM XpaHeHHs, | [IpaBun
YKa3aHHBIM B JOKYMEHTAIIHH, COCTABIISIOMIEH XpaHeHHs
PETHCTPALHOHHOE I0ChE JIEKApPCTBEHHOTO JIEKapCTBEHHBIX
npenapara’? CpencTB
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11.25. | OcymecTsnsieTcs U JOKYMEHTAIBHO YTBEPHICHA 1 | IYHKT 22
HpoIeypa TEMIIEPaTYPHOTO KapTHPOBAHUS JULL IMpaBun
obecrieuenus TpeOyeMBIX YCIOBHH XpaHCHHS XpaHCHUS
JIEKapCTBEHHBIX NIPEMIApaToB B MOMEMIEHHAX (30HaX), | JEKapCTBEHHBIX
HCIIOJIE3YEMBIX JUIS XpaHEHHS JIEKapCTBEHHBIX CpencTB
IpENapaToB, IPOR3BOAUTENSIMH JIEKAPCTBEHHBIX
npenaparoB?

11.26. | O6opynoBaHue I KOHTPOJIS TEMIICPATyphl IYHKT 22
pa3sMelnaercs Jii B IOMEHIEHH (30HaX) B IIpaBun
COOTBETCTBHH C pe3yJIbTaTaMi TEMIIEPATYPHOTO XpaHeHHs
KapTHPOBAHH, Ha OCHOBaHHMH MPOBEICHHOTO JIEKapCTBEHHBIX
aHAJIK3a U OLIEHKH PHCKOB? CpencCTB

11.27. | TemnepaTrypHO€ KapTHPOBAHME IIOBTOPSETCS JIX B IYHKT 22
COOTBETCTBHH C pe3yJIbTaTaMH aHAIM32 PHCKOB 1 [paBun
TIpY H3MEHEHHIX B KOHCTPYKIIUH IOMEIIEHHS (30H) | XpaHECHHA
AIM 060pyIOBaHUA Ui KOHTPOJIS TEMIIEPATyPhI? JIeKapCTBEHHBIX

CpeACTB

11.28. | Pe3ynbTaTel TEMNEpaTypHOTO KapTHPOBAHUS IYHKT 23
PETHCTPUPYIOTCS JIH B CIIEIHATBLHOM XypHAse IpaBun
(kapTe) perucTpanuy Ha GyMaXKHOM HOCHTENE H XpaHCHHUS
(W) B JIEKTPOHHOM BHJIE €XEIHEBHO, B TOM YUCIIE | JEKapCTBECHHBIX
B BEIXOJHBIE H IIPa3JHHYHBIC JTHU? CPEACTB

11.29. | Xypnan (kapTa) perdcTpanuy XpaHUTCs 1 B OYHKT 23
TEUEHHE JIBYX JeT? IIpaBun

XpaHCHHUS
JIEKapCTBEHHBIX
CpEACTB

11.30. | Pa3paboTan u yTBEpXIEH JIH KOMILJICKC MeEp, OyHKT 24
HAIPaBJICHHBIX HAa MUHMMH3ALHUIO PHCKa [IpaBun
KOHTAMHHAIIMA MAaTEPHAIOB HITH JIEKAPCTBECHHBIX XpaHeHUS
IIPENaparoB, IPH YCIOBHH COOIIOAEHHS 3AIlIMTHI OT | JIEKAPCTBEHHBIX
BO3JIeicTBHs (hakTOpOB BHEIIHEH cpenpl? CPEICTB

11.31. | UMmerorcs M JOKYMEHTUPOBAHHBIE MPOLECAYPHI IO IYHKT 25
yGopKe MoMeIeHUH (30H) U1 XpaHEeHHs! [IpaBun
JIEKapCTBEHHBIX [IPENapaToB? XpaHEeHHS

JNIEKapCTBEHHBIX
CPEACTB

11.32. | Otnenka noMemeHuil (BHyTpEHHUE TOBEPXHOCTH IYHKT 25
CTEH, IIOTOJIKOB) JIJI XpaHEHHUS JIEKAPCTBEHHBIX [TpaBun
TpenapaToB JOMyCKaeT JIX BO3MOKHOCTh XpaHECHHUS
IIPOBEICHUS BJIaXXHOH YOOPKH H HCKITFOYaeT JIeKapCTBEHHBIX
HAKOIUICHUE ITBUTH? CpEeACTB

11.33. | O6opyaoBaHue, HHBEHTaph U MaTepHAITBI IS IYHKT 25
yGopKH (OYHCTKH), a TAKIKE MOIOIINE K IIpaBuin
JNE3NH(UIHUPYIOIIIE CPEACTBA XPAHATCH U B XpaHEeHHUS
OTAEBHBIX 30HaxX (mKadax)? JICKapCTBEHHBIX

CpEJICTB

11.34. | IToMernenus s XpaHEHUS JIEKapCTBEHHBIX IYHKT 26
IpenapaToB 00eCIeYMBaOT JIM 3alIUTY OT [pasun
IIPOHUKHOBEHUS HACEKOMBIX, TPEI3YHOB HIIH APYTHX | XpaHCHMA

JKMBOTHBIX?
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JIeKapCTBEHHBIX
CpeAcCTB

11.35. | ITpemycMOTpeHO I pa3/ielieHe IOTOKOB yHKT 28
HepeMENICHHS JIEKAPCTBEHHBIX IIPENapaToB MEXKIY IMpaBun
MOMEIIECHUAMH | (MJTN) 30HaAMH JJIsl XpaHCHHUS XpaHEeHHUs
JIEKapCTBEHHBIX NPENaparoB? JIEKApCTBEHHBIX

CpeACTB

11.36. | Cremnaxn (imxadsr) Ais XpaHeHus IeKapCTBEHHBIX | IyHKT 29

IpenapaToB IPOMapKHPOBAHBI JIH? IIpaBun
XpaHEHHUs
JIEKapCTBEHHBIX
CpeAcTB

11.37. | Umerores mu cresnaxuble KapThl, obecnevnBaomue | MyHKT 29
UICHTH(QHUKAIMIO JIEKapCTBEHHEIX MIPEapaToB B [pasun
COOTBETCTBHM C IIPAMEHIAEMOM CyOBEKTOM XpaHEHHUs
o6pallieHus JTIeKapCTBEHHBIX PENapaToB CHCTEMOH JIEKapCTBEHHBIX
yueta? CpENICTB

11.38. | IIpuMeHsieTcs JIM BMECTO CTEJUIAKHBIX KapT IMyHKT 29
3JIEKTPOHHAs cUCTeMa 06pabOTKH JaHHBIX C [TpaBun
naeaTH(dHUKAIMEN TeKapCTBEHHBIX IIPENApaToB IpH | XPaHCHMSA
TIOMOIIH KOJIOB? JIeKapCTBEHHBIX

CpenCTB

11.39. | ITpeanpuHSATHI I MEPBI H30JIALINH JIEKAPCTBEHHBIX myHKT 30
IIpenaparoB, BHIBEICHHBIX U3 0OpamieHus, koTopsle | IIpaBm
rapaHTUPYIOT UCKIIFOUECHHE UX MONAJaHUs B XpaHeHUs
obpammenue? JIeKapCTBEHHBIX

CpEACTB

11.40. | JlexapcTBeHHBIE IPENApaTHh, MOAJEKALIHE myHKT 31
IpeIMETHO-KOJTMYECTBEHHOMY YUeTY, 3a IIpaBun
HCKIIIOYEHHEM HapKOTHYECKHX, IICHXOTPOMHBIX, XpaHEHHUS
CHJIBHOJICHCTBYIOIIMX U STOBUTHIX JIEKAPCTBEHHBIX | JICKAPCTBECHHBIX
CPEICTB, XPaHATCS JIA B METAIUTHYECKAX HIH CpeAcTB
JIEPEBSHHBIX MKadax, OMeYaThIBAEMBIX HIIH
IOMOMPYEMBIX B KOHIIE pabodero nHs?

11.41. | JlekapcTBeHHbIE IIpENapaThl, COAEpKAIIIES IMYHKT 32
HApPKOTHYECKHE CPE/ICTBA H IICUXOTPOITHEIE [IpaBun
BEILECTBA, XPAHATCS JTH B COOTBETCTBHH C XpaHEeHUs
3aKOHOATeIbCTBOM Poccuiickoit @enepanuu o JIEKapCTBEHHBIX
HApPKOTHYECKUX CPEJCTBAX U NCHXOTPOIHBIX CpeACTB
BeIeCcTBax?

11.42. | XpaHeHne NeKapCTBEHHBIX IIPENapaToB, IYHKT 33
CoZlepKallnuX CHIbHONCHCTBYIOMHKE U ATOBUTHIC ITpaBui
BEIIECTBA, HAXOASINUXCS MOJ KOHTPOJIEM B XpaHCHHUS
COOTBETCTBHH MEXIYHAPOAHBIMH IIPABOBBIMH JIEKapCTBEHHBIX
HOpMaMH, OCYIIECTBIISIETCS JIM B IIOMEIICHUSAX, CpEACTB
060pyIOBaHHEIX HHKEHEPHBIMH H TEXHUYECKAMU
CpeICTBaMM OXPaHbl, aHAJIOTHYHBIMH
HpeayCMOTPEHHBIM JUIA XPaHEHUS HAPKOTHYECKHX U
IICHXOTPOIHBIX JIEKAPCTBEHHBIX CPENCTB?

11.43. | OGecnieunBaeTcs 1M OXpaHHAs CACTEMA, IYHKT 35

IO3BOJISIIOIAS NMPEIOTBPAIATh HCIIPAaBOMEPHOE
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IIPOHHKHOBEHHE B JIFOOBIE ITIOMEIEHHS (30HBI) I ITpaBun

XpaHeHHs JIEKapCTBEHHBIX IIPENapaToB? XpaHEeHUs
JIeKapCTBEHHBIX
CpEeACTB

11.44. | O6opyznoBaHue, OKa3bIBAIOIIEE BIHIHHE HA IYHKT 36
XpaHeHHE U (WJIH) IEPEBO3KY JIEKAPCTBEHHBIX IIpaBun
[IperapaToB, CIPOEKTHPOBAHO, Pa3MEIIECHO H XpaHeHus
00CITy)KMBAETCS JIM COTIACHO JOKYMEHTAINH 110 €r0 | JIEKApCTBEHHBIX
HCIIONIL30BAHHUIO (PKCIUTyaTaIyy)? CpEICTB

11.45. | O6opynoBanue, OTHOCSILEECS K CPENCTBAM IIyHKT 38
W3MEPEHHH, 10 BBOJIA B SKCILTYaTallHIO M IIOCTIE [TpaBun
PEMOHTA TIOIEXUT JIM IEPBUYHOH NIOBEPKE M (WIM) | XpaHEHHS
KaMOpOBKE B COOTBETCTBHH C TPeOOBAHUAMH JIEKapCTBEHHBIX
3aKoHozaTeNbcTBa Poceniickoit Penepanuu 06 CpEencTB
obecrieyeHnH €IMHCTBA H3MEPEHHUI?

11.46. | O6opyznoBaHHUE, OTHOCSILEECS K CPENCTBAM IyHKT 38
HU3MEpEeHHH, MOJUIEXKHUT JIU B IIpoIecce [paBun
9KCIUTyaTalliK IIEPHOMIECKOH IOBEPKE M (HITH) XpaHeHus
KaJIHOPOBKE B COOTBETCTBUH C TPEOOBAHUAMH JIeKapCTBEHHBIX
3akonoAaTenscTBa Poccuiickoit @enepanuu 06 CpencTB
o0ecIieYeHHH eJHCTBA H3MEPEHUH?

11.47. | PaspaGoTan u yTBepxIeH i rpaduk peMoHTa, HYHKT 39
TEXHHYECKOTO 0OCITyKHBaHHUS, TOBEPKH U (MITH) IIpaBun
KaauOpoBku 000pyOoBaHUA? XpaHEHHS

JIEKapCTBEHHBIX
CpEeACTB

11.48. | PemoHT, TeXHHUECKOE 0OCITyKUBaHKE, IOBEPKA U IYHKT 39
(unm) kamGpoBKa 000OpyHOBaHNs He OKa3biBatoT 1d | IIpaBui
HETaTHBHOTO BO3ICHCTBHSA HAa KAYECTBO XpaHeHUs
JIEKapCTBEHHBIX NIPENapaTos? JIEKapCTBEHHBIX

CpEelCTB

11.49. | JlekapcTBEeHHBIE IperapaThl pa3MEIIECHBI I Ha TYHKT 48

CTeJUTaXkax WM NOJIOHaX? [MpaBun
XpaHeHUs
JIeKapCTBEHHBIX
CpeCTB

11.50. | He momyckaetcs i1y pa3MeLICHUE ITOJIOHOB C IyHKT 48
JIEKApCTBEHHBIMHE TIpeTiapaTaMy B HECKONBKO psAnoB | IlpaBmi
110 BEICOTE 0€3 UCIIOIB30BaHN CTEITaXeH? XpaHeHUs

JIeKapCTBEHHBIX
CpEACTB

11.51. | JlekapcTBeHHBIE MpemapaTrsl pasMEIAlOT JH B | MyHKT 49
noMemeHnax u (W) 30HaX U1 XpaHeHus | Ilpasun
JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBHH C | XpaHEHHUS
TpeGOBaHHSIMH HOPMAaTHBHOM TOKYMEHTAUUX U (MJH) | JIEKAPCTBEHHBIX
TpeOOBaHMSMHM,  YKa3aHHBIMH  Ha  YIIAaKOBKE | CPEIICTB
JIEKApCTBEHHOr0 Iperapara, C Y4YeToM (H3HKO-

XMMHYECKHX CBOMCTB JIEKapCTBEHHBIX IIpeNapaToB?

11.52. | JlexapcTBeHHBIE DpemapaThl pasMEINAalOT JH B | HyHKT 49
noMelmenusx H (wid) 30HaXx Juid  xpaHeHus | [Ipasmn
JIEKApCTBEHHBIX IIPENapaToB B COOTBETCTBHM _C | XpaHCHUS
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TpeGOBAHUAMY HOPMATHBHOMN JOKYMEHTAIMH | (WJIH) | IEKapCTBEHHBIX
TpeGOBaHUSIMH,  yKa3aHHBIMH  Ha  YMaKOBKE | CPEICTB
JIEKapCTBEHHOTO npenapara, c y4eTOM
¢apMaKoJIOrMYecKHX Ipymn?

11.53. | JlexapcTBennble npemapaTsi pasMemialoT M B | MyHKT 49
moMeleHusIx W (WiM) 30HaX I XpaHeHus | IIpasun
NIEKapCTBEHHBIX IPENaparoB B COOTBETCIBHH C | XpPaHECHHS
Tpe6OBAHMSIMHA HOPMATHBHOM JOKYMEHTAIIMH U (WJIH) | I€KapPCTBEHHBIX
TpeOGOBaHUsSMH,  YKAa3aHHBIMM  Ha  YIIaKOBKE | CPEJICTB
JIeKapCTBEHHOro Mpemapara, € yd4eToM crocoba
BBEJIEHHs JICKAPCTBEHHBIX [TpenaparoB?

11.54. | XpaHeHHe OrHEONACHBIX M B3PHIBOOTIACHBIX myHKT 51
JIEKApCTBEHHBIX TPENapaToB OCYLIECTBIACTCS JIU [TpaBun
BJIAJIM OT OTHS M OTONUTEIIBHBIX MPHOOPOB? XpaHEeHUs

JIEKapCTBEHHBIX
CpENCTB

11.55. | UckimrodeHo I MEXaHUYEeCKOE BO3AECHCTBHE HA myHKT 51
OTHEOMNACHEIE U B3PHIBOOIIACHBIE JIEKAPCTBEHHBIC [pasun
TIpenaparsl, B TOM YHCIIE BO3JEHCTBHE MPSIMBIX XpaHeHus
COJIHEYHBIX JIydel U yaaphl? JIeKapCTBEHHBIX

CpencTB

11.56. | JlexapcTBeHHBIE Mpenapatsl, TPeGYIOIME 3alTHTEI OT | MYHKT 52
BO3/ICHCTBHS CBETA, XPAHATCH JIM B HoMeleHusX uwim | [Ipasun
crenuansHo 000pyIOBaHHBIX 30HaX, XpaHeHUs
00€eCIIeYnBAOIIMX 3AIUTY OT MONAaNAHUS Ha JIEKapCTBEHHBIX
yKa3aHHEIE JIEKapCTBEHHBIE IIPEIapaThl IPSIMBIX CpeACTB
COJTHEYHBIX JTy4eH?

11.57. | IIpu oTrpy3Ke JEKapCTBEHHBIX IIPENApaTOB TMyHKT 54
OTITYCKAIOTCS /I B IIEPBYIO OUepenb NekapcTBeHnble | [IpaBun
TIpenapaTsl ¢ MEHBIINM CPOKOM I'OJXHOCTH? XpaHEeHUs

JIEKapCTBEHHBIX
CPEACTB

11.58. | JlekapcTBeHHEBIE IIpeNApaTh, IPEJHA3HAYECHHBIE Ul | MYHKT 55

YHHYTOXEHHS, IPOMapKUPOBAHEI JIH? [MpaBun
XpaHeHHs
JIEKapCTBEHHBIX
CPEZCTB

11.59. | JlexapcTBeHHEIE IIpeNapaTs, NpeJHa3HAYECHHBIE Ul | IYHKT 55
YHHYTOKEHHSI, M30JMPOBAHBI JIH OT IEKApCTBEHHBIX | [IpaBm
TIpenapaToB, AOMYIIEHHBIX K 00paIleHHIO? XpaHeHus

JIEKapCTBEHHBIX

CpELCTB

12. | IlepeBo3Kka jieKapCTBEHHBIX NPENapaToB AJIsi MEIHIHHCKOI0 IPHMEHEHHUS
[Ipasuna HaJIeKalIel TPAaKTHKH XPaHEHHs! H IIEPEBO3KH JIEKAPCTBEHHBIX IIPETIapaToB UL
MEIHIMHCKOTO IPUMEHEHH)S, YTBEPXKACHHBIE IIPUKa30M MHHHCTEPCTBA 3IpaBOOX PAHECHHS
Poccuiickoit ®emepanmum ot 31 asrycra 2016 r. Ne 646H (3aperncTpHpOBaH B
MunnrcTepeTBe focTHnud Poccumiickoit eneparmu 9 sHaps 2017 T, perucTparoHHbIH
Ne 45112) (manee — IIpapusia xpaHeHus JIGKAPCTBEHHBIX CPEICTB)
12.1. | [lepeBo3ka 1eKapCTBEHHBIX MPETApaToB OyHKT 57

COTIPOBOXKIAETCS JIM JOKYMEHTaMH B cooTBeTcTBMU | [IpaBmi

XpaHeH!s!
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¢ TpeGOBaHUSIMH 3aKOHOAATENbCTBA Poccriickoi NIeKapCTBEHHBIX
Deneparun? CpEACTB
12.2. | Muadopmarus o nepeBo3Ke JICKApCTBEHHBIX IIyHKT 58
TIpenapaToB GUKCHpYETCs JH TakuM 06pasom, 4tolsl | ITpaBun
o6ecreynTh KOHTPOIb UX MEPEMEICHU? XpaHEHUS
JIeKapCTBEHHBIX
CpPELCTB
12.3. | IlmanupoBaHue EPEBO3KH JICKAPCTBEHHBIX myHKT 60
IpeNapaToB OCYIIECTBIAETCS I Ha OCHOBaHHH [paBun
IPOBEICHHOTO aHAIN3a ¥ OLEHKH BO3MOXKHBIX XpaHeHHUs
pHucKoB? JIEKapCTBEHHBIX
CPEACTB
12.4. | PazpaboTaH U yTBEPXKIEH JIU MIOPSIOK MyHKT 61
HH(OPMHPOBAHNUS O BEIABICHHBIX B IIPOLECCE [MpaBun
IIEPEBO3KH JIEKApCTBEHHOTO Ipemapara Cirydasx XpaHeHus
HapylIeHHS TEMIEPATyPHOTO PEXUMA XpaHEHHUS U JIEKapCTBEHHBIX
(MH) TOBPEXICHAS YIIAKOBKH? CpeACTB
12.5. | o 3ampocy moy4aTesis JIEKapCTBEHHBIX IPENapaToB | MyHKT 61
IPENOCTABISIOTCS JIM CBEACHHS O COOMIOICHUN [paBun
TEMIIEPATyPHOTO PEXKKUMA IIPH NEPEBO3KE XpaHeHHUs
JIeKapCTBEHHBIX IIPENapaToB? JIEKapCTBEHHBIX
CPEACTB
12.6. | Jlns mepeBO3KH JIEKaPCTBEHHBIX MPEMapaToB TYHKT 62
HCIIOJIB3YIOTCS JIX TPAHCIIOPTHEIE CPECTBA U [MpaBun
o6opymoBaHKe, 00ecIednBaOIIKe COOIONCHHE UX XpaHeHus
Ka4yecTBa, 3QPEeKTUBHOCTH U 6E30MaCHOCTH? JIEKaPCTBEHHBIX
CpEeACTB
12.7. | IIpu mepeBo3ke TepMOIaOMIBHBIX JIEKAPCTBEHHBIX OYHKT 62
TIpenapaTos MCIIONB3YeTCs JIH CelHalu3nposantoe | [IpaBun
obopymoBaHue, 06eCIeYHnBAIOIIEe MOJICPKaHNe XpaHeHus
TpeGyeMBIX TeMIIepaTypHBIX PEXKHMOB XpaHEeHHsI JIeKapCTBEHHBIX
JIEKAPCTBEHHBIX NIPENaparoB? CpeICTB
12.8. | XnamoaneMeHTHl B U30TEPMHYECKUX KOHTEHHEpaX IYHKT 63
Pa3sMEIAIOTCS JIH TaKUM 00pa3oM, YTOOEI [TpaBun
OTCYTCTBOBAJ HPSMOI KOHTAKT C JIEKAPCTBCHHBIMU XpaHEeHuA
npenapaTramu? JIEKapCTBEHHBIX
CpeACTB
12.9. | He nomyckaeTcs 11 MOBTOPHOE HUCIIOIb30BAHUA MYHKT 63
HEJIOCTaTOYHO OXJIAXIECHHBIX U (HJIH) [TpaBun
IIOBPEXKICHHBIX XJIaJ03IEMEHTOB? XpaHeHHus
JIEKapCTBEHHBIX
CPEACTB
12.10. | IIpoBoauTes mu nepBUYHAs U MOCJIEYIOMas OCIe IyHKT 64
peMOHTA HOoBepKa 000pyJOBaHHUS, OTHOCAIIETr0Cs K ITpaBun
CpelCTBaM H3MEPEHHS, yCTaHOBJICHHOIO BHYTPH XpaHEeHUs
TPAHCIIOPTHOTO CPE/ICTBA UIIH B KOHTEHHEPE, JIeKapCTBEHHBIX
HCIIOJIB3YEMOTO JUIS KOHTPOJIA M NMOJIepKaHus CpencTB
TEMIIEPATYPHOTO PEXHMA B IIPOLECCE MEPEBO3KH
JIEKAPCTBEHHBIX IPENapaToB?
12.11. | ITpoBomuTes 5 meproardecKas nopepka  (WIIK) myHKT 64

KaJIPI6p0BKa O60pyIIOBaHI/I$I, OTHOCAIIECTOCH K




352

CpelcTBaM W3MEPEHHIH, YCTAHOBICHHOTO BHYTPH [Mpasun
TPAHCIIOPTHOTO CPEZICTBA MM B KOHTCHHEDE, XpaHCHHUs
HCHOJIB3YEMOTO ISl KOHTPOJIS B IIOUIepIKaHU JIEKapCTBEHHBIX
TEMIIEPaTyPHOTO PEXKUMA B IIPOIIECCE NEPEBO3KU CpeAcTB
JIEKapPCTBEHHBIX TIpenaparos?

12.12. | JlexapcTBeHHBIE IIpENIapaThl JOCTaBIIAIOTCA JIM 110 IIYHKT 65
azpecy, yKa3aHHOMY B TOBapOCOIIPOBOJUTEIBHEIX [MpaBui
JIOKYMEHTax? XpaHEHHUs

JIeKapCTBEHHBIX
CpEACTB

12.13. | TpancnopTHas Tapa, B KOTOPO¥ IEPEeBO3ATCA IyHKT 68
JIEKapCTBEHHBIE IIPENapaThl, HE OKa3bIBACT JIK [MpaBun
OTPHIIATENBFHOTO BIMAHHUA HA UX KAa4eCTBO, XpaHeHHUs
3¢ PEeKTHBHOCTH ¥ 6€30I1aCHOCTD? JIEKapCTBEHHBIX

CpENCTB

12.14. | JlexapcTBeHHBIE IIPENAPATHI IEPCBO3ATCS JTH B IYHKT 68
TPaHCIIOPTHOM Tape, KoTopas obecneqnBacT [IpaBun
HAIEKHYIO 3alllUTy OT BO3AEHCTBHA (aKTOpOB XpaHeHUs
BHEIOHEU cpejbl? JIEKApCTBEHHBIX

CpEeACTB

12.15. | BEI60p TPaHCIIOPTHO# Tapkl, YIIAKOBKH OCHOBBIBAETCS | MYHKT 69
JE Ha YCTAHOBJNEHHBIX TpeCOBaHMAX K ycnoBusM | IIpaBun
XpaHEHHs U IEPEBO3KH JEKapCTBEHHBIX MPENapaToB? | XpaHCHHS

JIEKapCTBECHHBIX
CpEACTB

12.16. | BeiGop TpaHCTIOPTHOH Taphl, yIaKOBKH IYHKT 69
OCHOBBLIBAETCS I Ha 00beMe, KOTOPBIA HYXEH JJIs ITpaBun
pasMelleHHs IeKapCTBEHHBIX MPernapaTos? XpaHEeHHUs

JIEKapCTBEHHBIX
CpeACTB

12.17. | BeiGop TpaHCIIOPTHOM Taphl, yIIAKOBKH IYHKT 69
OCHOBLIBAETCS JIH Ha KOJIeOaHUAX TeMIIEpaTyphl IIpaBun
OKpy>xaromeii cpenl? XpaHEeHHUs

JIEKapCTBEHHBIX
CpeACTB

12.18. | BriGop TpaHCIOPTHOM Taphl, YIIAKOBKH OYHKT 69
OCHOBBIBAETCS JIM HA JJIUTEIIBHOCTH IIEPEBO3KH, ITpaBun
BKJTIOYas BO3MOXHOE IIPOMEXKYTOUHOE XPaHCHHE XpaHeHus
JIeKapCTBEHHBIX IIpeNapaToB? JIEKapCTBEHHBIX

CpeACTB

12.19. | TpancnopTHas Tapa ¢ IEKAPCTBEHHBIMHU myHKT 70
npenapaTamMi B IIpoLecce MPHEMKH JeKapcTBeHHbIX | [IpaBun
IpenapaToB nepel NepeMEIICHEEM B IIOMEIICHHS B | XpaHEHHUs
(4M) 30HYy XpaHCHHS OYUINACTCS JIM OT BU3YAJILHOTO | JICKAPCTBEHHBIX
3arps3HEHUA? CpEJICTB

12.20. | Ha TpascmopTHyto Tapy, KOTOpas He Ipe/lHa3Hadena | IyHKT 71
ISt IoTpebuTenel ¥ B KOTOPYIO TOMEIIEHbI [TpaBun
JIEKapCTBEHHBIE ITPENapaThl, HAHOCATCS: XpaHeHUs

JIeKapCTBEHHBIX
CpEACTB
HaHMEHOBaHHE JIEKapCTBEHHOT O Ipenapara? myHKT 71




IIpaBun
XpaHeHHs
JIEKapCTBEHHBIX
CpeIcTB

cepHsl JIEKapCTBEHHOro Ipenapara?

nyHKT 71
IIpaBun
XpaHEHHUs
JIEKapCTBEHHBIX
CpeAcCTB

JiaTa BeITycKa?

myHKT 71
[IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpeAcCTB

KOJIAYECTBO BTOPUYHBIX (IOTPEOHTENBCKHX)
yIaKOBOK JIEKAPCTBEHHOTO mpenapara?

nyHKT 71
ITpaBuin
XpaHeHHs
JIEKapCTBEHHBIX
CpELCTB

HaMMEHOBaHHE U MECTOHAaXOXJICHHE (aApec)
IIPOM3BOIHTEIS JIEKAPCTBEHHBIX PEMNAapaToB?

myHKT 71
IIpaBun
XpaHEHHs
JIEKapCTBEHHBIX
CpELCTB

CPOK TOIHOCTH JIEKapCTBEHHBIX NPENapaToB?

IyHKT 71
[IpaBun
XpaHECHHUS
JIEKapCTBEHHBIX
CPEICTB

yCJIOBHSA XPAHEHHs JIEKAPCTBEHHBIX PENapaToB?

myHKT 71
[IpaBun
XpaHEHHUS
JICKapCTBEHHBIX
CpeZICTB

YCIIOBHS IIEPEBO3KH JIEKApCTBEHHEIX IIPEapaToB?

myHKT 71
[Ipasun
XpaHeHUA
JeKapCTBEHHBIX
CPELCTB

IpeaynpeauTebHBIEC HAaUCH?

myHKT 71
[IpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX
CpEeACTB

MaHMITYJISTOPHbIEC 3HAKH?

myHKT 71
IIpaBui
XpaHeHHS
JIEKApCTBEHHBIX
CpPENCTB
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12.21 | He momyckaeTcs jin BCnob30BasHe NPUOOPOB, myHKT 88.
KOTOpPEIE HE COOTBETCTBYIOT KPUTEPHUIM (3.41)
KanOpoBKH? [IpaBun

opraHu3alyd
TIPOM3BOZCTBA

12.22 | B moMerueHns (30HBI) LI XpAHEHHs TEKAPCTBEHHBIX | IyHKT 27
IIPEnapaToB He JOIMYCKAIOTCS I JMIa, He uMeromue | IIpasun

IIpaBa JOCTYIIa, ONPEAEIEHHOr0 CTAHAaPTHBIMU XpaHeHus
OIIEpPaLIHOHHBIMHA HPOLCTyPaMH? JIEKAPCTBEHHBIX
CpelCTB

(normxHOCTh ¥ MO JOIDKHOCTHOTO JIULIA, 3aTIOTHUBILIEr0 NIPOBEPOYHbIH JIUCT, IOAIHCE, Jara)

(momxHOCTS ¥ ®UO [I0DKHOCTHOTO JIHIIA FOPHANIECKOTO JIMLA, IPUCYTCTBOBABIIETO NPY
3aII0JIHEHHMH TIPOBEPOUHOTrO JINCTA, NIOIHNCE, JaTa)




