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acm u:
- KoHmponn sa co6nndeuueM opzaHawu zocydapcmeeuuoit enacmu Poccuficxoi

tDedepa4uu, opeaHat4u MecmHozo carytoynpasneHun, zocydapcmeeuuatuu

eue6ndcrcemuuwu Qoudattu, ueduquucxll,\tu opzaHusa4u-zJvtu u Qapua4eemuuecKu.Mu

opzaHu3axpt vtu, a maK ce uudueudyatauatuu npednpuuuaamefltMu,

ocyu,pcm6nztor4u-uu uedu4uHcKyn u Qapua4eemuqecKyto denmenauocmb, npas

zpatrcdau e cQepe oxpaHd sdoPoeun:

- KoHmponz co6nndeuua ocyl4ecm6nnnt4uuu nedu4uHcKyn denmenauocmu

opzaHu3aquuvtu u uudueudyaaauawu npednpuHu-MameI.ntuu nopndxoe oKa3aHutt

ueduquncrcoi noMoulu u cmaudapmoe uedut4uucrcofi nououlu;

- KoHmpont co6nndeuun ocyulecmsntnuluuu uedu4uHcKyto denmenuuocmu

opeaHu3aquuvtu u uudueudyanauuuu npednpuHuMame,ntl,tu nopadrcoe npoeedeuun

uedu4uucxux ?Kcnepmu3, uedu4uucrcttx ocMompos u ueduquucxux

oceudemenocmeoeauufi;

- KoHmponfl co6nndenua uedu\uucxutuu pa6omuurcauu, pyxoeodumennttu

ueduquucxw opzaurcaqui, Qapua\eemuuecKuttu pa6omuuxauu u pyxoeodumenw,'tu

anmeqHflX OpzauUSat4uti OZpauUueuUi, npLlvreHneMdx K yKA3AHHbtM IuqAJn npu

ocyt4ecmereHuu npoQeccuouanuuofi detmenauocmu a coom*emcmautt c @edepanouauu

3aKoHoM <06 ocuoeax oxpaHbt sdopoeun zpatrcdau e Poccudcxori @edepaquu>;

- KOHmpOnfl opzaHu3al4uu u ocyulecmsreHrrA:

- Qedepatauaruu oPaaHaMu ucnorHumettbHou anacmu' opzaHuttu

ucnorHumerbHofi enacmu cy6texmoe Poccuficrcofi @edepaquu u opzaHa.r/tu

MecmHozo ccuvroynpaaneHutt, ocyl4ecmsnnnl4u,Mu noJtHoMoquL e cQepe oxpaHbt

s dopoeun zpacrcdan, a maKJrce ocyulecmerznulu,u u u e d u4uucrcyrc d en menbHoc mb

opzaHrca4uz,,,vtu u uudueudyanuuatuu npednpuHuJ amertJ\tu npedycuompeunozo

cmamuei 90 @edepanauo?o ?aKoHa <06 ocuoeax oxpaHd sdopoean zpacrdau e



Poccuficxofi @edepaquu> eHympeHHe?o KoHmpoJtt Kaqecmaa u 6esonacuocmu

ue duuwrc rcofi d enmenauo c mu ;

Qedepanauutuu opzaHalvru ucnonuumenuuou anacmu u opzaHcLt tu

uc norHumer b Ho it enac mu c y 6t' exmo e P o c c ufi c xo fi @e d epaquu np e dycu o mp e uno zo

cmamuefi 89 @edepatauozo 3aKoHa <O6 ocuoaax oxpaHd sdopoean zpazrcdaH s

Poccuficxofi @edepa4uu> eedoucmeeuuozo KoHmport Kaqecm*a u 6ezonacuocmu

uedu4uuc xoit d enmenauoc mu no dee douc maeHHbtx n'rt opzaHor u opzauusa4u i
B III rnaprane 20 1 7 roAa Poc3ApaBHaA3opoM rpoBeAeHo 12 nranosux rpoBepoK I'I

4 gHenranosHx rIpoBepKI'I.

Ocnonanuena AJUI [poBeAeHI,It Bcex BHerIJIaHoBbIx npoBepoK 6rn xourpo.nr aa

racnoJlHeHr.reM paHee BbIAaHHofo npeAIII4CaHI'tt. cpOrtl [poBeAeHut [poBepoK

co6ruoAenrr.
flo pe:yrsrarau l6 nposeporc BbI.qaHo 12 npegnucaHl'Ifi 06 ycrpaHeHlrlt

BbITBJTeHH[,rX Uapylrenui, cocTaBJreH 1 nporoxon o6 a.AMr,rHr,rcTparr4BHoM

npaBoHapylxeHvu ro qacrl,I 2 crarsu 6.30. I'In$oprr'raqnx Ha[paBnqracb B

Mlrn1rcrepcrto 3ApaBooxpanenus Poccuficrofi @e4epaqlru, fipoKypaTyprr cy6texroe

Poccuficxofi @e.qepaquu, HIaBaM cy6rexron Poccuftcroft (De4epauuu.

lrcrro;rHeHleM pagee BbIAaHHbx npeAnllcaHufr srltslexo ycTpaHeHl4t IopI4AI4qecKI'{MI'I

JrrrrlaMu paHee BbltBJIeHHbIX HapyureHHI'r.

Peaymratu npoBepoK IopI'IAI'IqecKI'IMIt

npeArrpr.rHr.rMareJItMLI He O6XaroBanItcb.

llo pesy:6raraM 4 BHen,'IaHoBbIx npoBepoK, npoBeAeHHbIX B IIeJItx KoHTpoJUI 3a

n14tIaMI4 HHAItBI,IAYANbHbIMI4

Pa6ora c o6pauleur.reM lpaxraH: :a III raaptan 2017 rola n Ynpaa:renue

opfagr,r3arltirr rocyAapcrBeHHoro KoHTpoJIt KaqecrBa oKa3aHI'IJI rrle4rquncrofi IIoMoulu

HacereHr4ro nocrynr{Jro 3516 o6paruexuit (47,7 o/o or o6ulero KoJII4qecrBa rlocrynl4Brxl{x

B rleHTp€ulbHrtft annapar Pocrgpannag: opa - 7364), u3 Hux 1657 o6paulesui

HarrpaBJreHbr no npIiHaAJIexHocTI,I, 542 HaIIpaBJIeHbI EIIfl paccMoTpeHI{J{ B

Teppr,rropnarrbHble opranbl Poc:gpaenaglopa, rro 13 I 7 aasu pa36tcHeull{.

MepH nporypopcKoro pearupoBaHllfi K corpyAHI'rKaM Vnpanleuur B cBr3I'I c lIX

4efi crnurun He rIpItMeHtJIIlcL.

B orq€rnrrfi [epLIoA [pr4HjrTbr HOpMaTlrBHbIe rrpaBoBble aKTbI, yCTaHaBJrI4BarcIUUe

O6qsare.t1rHrte Tpe6oBaHvt n c$epe rocyAapcTBeHuoro KoHTpOJIt KaqeCTBa I{

6egouacnocru MeA[rIInHcKot AetrenbHocrl'l:
1) @eAepanHrbrM 3aKoHoM or 29.07.2017 Ns 242-@3 (O BHeceHr.ru uaNreHeHr.rfr s

oT.rIeJrbHbIe 3aKOHoAaTeJIbHbIe aKTbI PoCClrftcrOft (De4epaquu no BolpocaM npHMeHeH1If

un$opuaqraonnblx rexHoJlorufi a cSepe oxpaxbl 3Aoporrx> (ncrynaer B cl4ny c I tHBapt

2018 ro.qa, floJroxeHr,tr B rracTg $opvuponanr.rfl vr BbtI.a'q peqenToB Ha IeKapcTBa,

coAepxaq e HapKoTI,IqecKve cpeAcTBa lI ncHxoTponHble BeIrIecTBa, B

3JreKrpoHHbrx AoKyMeHToB fipuMeHtlorcq c 01 .01 .2019) BHeceHbI I'I3MeHeHIrt B:

Qopue

(De4epa:rsuni 3aKoH or 08.01.1998 3-@3 (O HapKorl'IqecKl'tx cpeAcrBax Il
[CI,D(OTpOnHbIx BeuIecTBaX)), ycTaHaBnuBaIoIIIHe Tpe6oBaHI4t IIo o$Oprvrneuuro

perlenroB B lpopMe 3JreKrpoHHbIx AoKyMeHroB;



@e.qepanrnrrft 3aKoH or 12.04.2010 Ne61-O3 <06 o6paulenul,I rIeKapcrBeHHbIX

cpelcrB), yroirntloque froHrrr4e (peqeflr Ha r'IeKapcrBeunrtfr npenapar)) c yqeroM
rpe6oralrr,rfi uo o$oprr.tnenulo peqerlToB n Qopue 3rIeKTpoHHbrx AoKyMeHroB;

@egepa.,unufi 3aKoH or 21 .11.2011 l\b323-@3 <06 ocuosax oxpaHbl 3AopoBbt

rpax.{aH s Poccuicrofi (Degepaquu>:

- olpeAeJrrloque nopsAoK o$opr'aneNrr r.trSoprr,rupoeauuoro 4o6poBoJlbuoro
CO|,IIACU' HA ME,IIIIUIIHCKOE BMEIIIATCJILCTBO LIIIT4 OTKA3 OT

BMeIIIaTeJIbcTBa, a TaKxe npeAocTaBneHl'Ie MeAUqLIHcKI{x AOKyMeHToB

BbInHCOK r43 Hr.rX B BI4Ae SJIeKTpOHHO|O nOKyMeHTa;

- ycTaHaBIItBaIOqI4e, qTO MeAI'IqrIHCKaJI fiOMOIIIb C

TeneMeAutI{ItHcKIrx texnolornfi opraHll3yerct, !I oKa3blBaerct

MEAI4IIT4 HCKOTO

(nx ronlri) lr

rlpI{MeHeHr4eM

B noptAKe,

ycTaHOBJTeHHOM ynonHoMot{enHrrr,,r QeAep€LIIbHbIM opraHOM I,lcnoJIHI{TeJ| bHOll B ac'r14, a

TaKxe B COOTBeTCTBI{I,I C nOptAKaMI4 OKa3aHI4t UeAltqUnCXOfi nOMOIq[ 14 Ha OCHOBe

craHlapToB neAuuuHcxofr IIoMoluH:
- o[peAeJltroque, sro KoHcynbrallulr [auueHTa MeAI'IuIiHCKHM pa6orHlarorra c

rrpr{MeHeHrreM TeJIeMeAI'IqI{HCKLIX TCXHOJIOTI4I,I OCVIIICCTBJI'IOTC' rleJrrx

upo$unaxruru, c6opa, alaJrr3a xalo6 u AaHHbrx aHaMHe3a, oueHKr4 sQQerruanocru

.rre'{e6Ho-Ar,rarHocrr.IqecKtrx ueponpurruii, MeAI4III,IHcKoro Ha6JrIoAeHI,It 3a cocrotHl'IeM

3AOpOBbt naqueHTa u rlpnHfl'tr4t
npr.reMa (ocvor:pa, roncy,rr'raqnu);

petrreHuq o neo6xoAuuocrn npoBeAeHI4lI oqgoro

- ycraHaBJII,IBrIrouIlIe 'rpe6onauur K AI'IcraHIII'loHHoMy na6lroAenuro 3a

cocTorH[eM 3AOpOBL' naLU4eHTa, B qacTHocTLI TO, qTO OHO OCyUIeCTBJIteTCt Ha

ocHoBaHI,II4 AaHHbIX O IIaqI,IeHTe, 3aper]IcTpl4poBaHHLIX C npI'IMeHeHI',IeM MeAI{III',IHCKI'IX

uzpel;1ui,t, [peAHa3HaqeHHLIx AJIq MoHI'ITopt4Hfa cocrotHl{t opraHI'I3Ma qeJIoBeKa'

_ ycTaHaBlnBaroul[e rpe6oraHrax K yqeTy nepcoHaJrLHbrx AaHHbrx nI4IL

yqacTByron{fix B ocyulecTBJreHr.t14 rraeAuuuncroi ASSTeJILHOCTII, ntr{, KOTOp6IM

oKa3hlBaeTcq MeAI,IqI,IHCKaTI nOMOUIL, a TaKXe JIIiII, B OTHOIIIeHI',II',I KOTOpLX [pOBOAtTCq

MeAuIII,IHcKIte 3Kc[epTII3bI' MeA[qI,IHcKIIe ocMoTpLI II MeAI,IqI,IHCKI4e

ocBr,rAereJrbcTBoBaHI{.s (nepconr.r{uq14poBaH HOMy yvery).
2) flocranouleHl,IeM llpanurelrc'rea Poccuftcxofi <De4epaquu ot 14-07 -2017

NS840 (O BHSSSHIII,I ttst\4eHeHl4fi B HeKoTopble arrrr llparurenbcTBa POCCuftcxofi

Oegepaqun B qacrr{ ycraHoBJreHr.H o6sgaunocru [clonb3oBaHl,It flpoBepoqHblx nltcroB

(cnucxon KoHTpoJIbHbIx nonpocoa) npl4 npoBeAeHHI,I nJIaHoBbIx 11poBepo1) BHoctTcf

r{3MeueHru n rpu fIoloNeHI,It o rocyAapcrBeHHoM KoHTpoJIe:

lloloxen1re o rocyAapcrBegHoM KoHTpoJIe 3a oOpauIeHI.reM MeAI'ILII4H9KI41

uzgetrufi, yTBepxAeHHoe IIocTaHoBJIeHuena flparureJlbcTBa Pocclrftcxoft @e4epaqnlt or
25.09.2012 Ns 970:

JreKapcTBeHHbrx cpeAcTB, yTBepxIeHHoe rrocTaHoBJIeH[eM fIpaBLITenbcTBa PoccuicKofi
Oegepaqr.rr.r or 1 5. 10.2012 Jrts 1043;

llo.noxenue o rocyAapcrBeuHoM KonTpone KaqecrBa v
MeArrIII4HcKo[ AetreJIbHocrlt, yrBepxleHHoe TrocraHoBJreHI4eM

Poccnftcrofi (De4epaqr.rrz or 12. I | .2012 Nsll52.
flpaauremcrea

flonoNenue o Se4epanuroM rocyAapcrBeHHoM Ha"q3ope a ctfepe o6pauleHut

oe30IIacHocTIl

YragaHHsre lloroxeHIl-fi AonoJIHeHLI o6.sgarelrsurrlu :rpe6oeanuruu rro

[clonb3oBaHI{IO IIpI/I npoBeAeHI,I[ nJIaHOBbIX npOBepOK AOJIXHOCTHbIMU Jll4l\AMV'
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ocyuecrBJltlo II{MH KoHTpoJrLHbIe Mepofipr4fl"rut, npoBepoqullx JII,IcroB (cnzcxon
KoHrpoJILHbIx nonpocoe).

Taxxe IIoloxeHLrtMIa ycraHaBJrr.IBaerct, qro flpoBeporrHlle,rucru (cnucru
KouTpoJrbubrx aonpocoa) Ao.uxHbI coAepxar Bonpocbl, 3arparl,IBzlloque npeAb.tBrqeMble

K ropr{,q[qecKoMy nIlIIy Lr r4t4rrBurya]rbHoMy npeAnpl,Inl.rMarenro o6xgatelsnrre
rpe6oaauux, co6moAeuue KoropLlx flBlrs.erct Har'r6olee 3HaqI'IMbIM c roqKI'I 3penrrt

HeAonyuleHr.rq Bo3HI{KHoBeHIit yfpo3bl pvgu}re}lvs. BpeAa xu3H}t, 3AopoB[,Io rpaxAaH,

a fipe.qMer nraHosoi npoBepKla IopI'IAItqecKI'Ix nrllr tr LrHrr4BLtAy aJIbHbIX

npe4uprxnvarerei ofpaHl,IqllBaerct [epeqHeM BolpocoB, BKJIIoTIeHHbIx B

npoBepoqHbre lucrrr (cnucxu KoHTpoJIbHbIx eonpocor).
Haqaro .ueicrBt4t o6rgarelrnttx rpe6oeaHl'Ii c 01 .01 .201 8.

3 ) flocranonnenue llparu'remc, sa Poccuftcxoft (De4epaquu or 05.07.20 I 7 l\b801

<O sHeceHr.rl4 I{3MeHeHI,Ifi B lIoIoxeHLIe o roCyAapcTBeHHOM KoHTpoJIe KaqecTBa I'I

6egonacnoc'ru Me.uutlltHcKofr Aetrerbgocrl'I)) B qacru ocyurecrBneHl'lt

rccyAapcTBeHHOfO KOHTpOnt C [pI,IMeHeHI{eM pI'ICK-Op[eHTI4pOBaHHOTO IOAXOAa' 3a

trcKJIloqenlreM JIIIIeH3l4poBaHI,It MeAr{III4HcKoft AesrerrHoctu.
,Ilannrru flocranouexueru, oflpeAeneHo, qro np]r ocy lecrBneHl'Ill

focyAapcTBeHHoro KoHTpoJIt ,qetTeJlbHocTb IopI4AUqecKI{X JIUq U I'IHAIIBI4AyaJIbHbIX

npeA[pr,rHr,rMarelefi lo6lexron focyAapcTBeHHoro KoHTpOnf), ocyuIecrBJItIOU[x

MeAr.IqllHcKyrO AetTeJIbHocTb IIOAnex(I4T oTHeceHLIIO K oflpeAeneHHoft rareropUt.l pucra

B COOTBeTCTBUU C lIpanuJIaMI,I OTHeCeHI{t Ae'TeJIbHOCTII IOpH'4IIqeCKIIX JIIIU lI
r4HAuBvr[yaJIbHbIx npeAnpl4suuarenei u (utru) ucnonb3yeMblx IIMI'I npol'I3BOACTBeHHLIx

o6rexron K onpeAeJIeHHOfi KaTerOpIa[ pl4cKA vnv onpeAeJIeHHOMy KJIacCy (KaTeIOprII4/

orracHocrll, yrBepxAeHHbIMI'I [ocraHoBJIeHHeM flpanurelrcrna
(DeAepaqr.ru or I 7.08.20 1 6 J\ts806.

O:rneCegue O66eKToB rOcyAapCTBeHHoIO KoHTpOJIt K o[peAeJIeHHOI'l KaTerOp[I{

pr,rcKa ocyqecTBJlteTct Ha ocHoBaHI,ILI KpI,ITepI4eB OTHeCeHI'Iq K OnpeAeJIeHHOfi

*utaaoprr pr"nu. llpoae4enne nJraHoBbrx npoBepoK B oTHoIIreHI,Ira o6terrog
focyAapcTBeHHOrO KOHTpOJI' OCyUIeCTBIqeTCt c [ep]IoAI'IqHoCTb]O B 3aBI{ClIMocTI',I OT

olpeAeneHHofi Karerop u pllcKa.
4) npr,rraaorr,r Mr.rntgpaaa Poccul.r or 13.07.2017 J\! 325n BHeceHbr I43MeHeHLIt B

Tpe6oranur K opraHI,I3aIIuu Lt BLIIIotHeHraro pa6or (yclyr) rrpla oKa3aHI'Ir lepenvnofr

""gr*O-"u""tapnoft, 
CnequaJII,I3I{poBaHHOft (e rOnA qIlcJIe BIICOKOTeXHoIOTnTIHoft),

cKop6fi (r rorra vllcle cxopOft cnequaJll,I3l{porannOfi), naJUII4aTI,IBHOfi rueAuqrascrofr

[oMOIqIi, oKa3aHI,IIt MeAI,IIII4HCKofi IOMoIIII npn caHaTopHO-IrypopTHoM JIeqeHI{I{' trp]I

npoBeAeHI{I,I MeAI4III4HcKI4X 3KcIIepTI,I3' MeAI,IIII4HcKI{X ocMoTpoB, MeAI,IqIIHCKI,IX

OcBr,rAeTeIEcTBOBaHI,Ift H caHI,ITapHo-npoTIrBOg[I4AeMLIqecKI,Ix (npoQranar<rUvecXUx)

Mepo[pr4rTr.ri B paMKaX oKa3aHlts MeAI4IILIHcKoi IIOMoIIIII, [pl,I TpaHcnnaIITaIIItI4

(nepeca4re) opraHoB r.r (r.rnr.r) rKaHei, o6pauleHl4n AoHopcKofr KpoBI4 Ir (I4nu) ee

KOMNOHEHTOB B

3ApaBOOxpaHeHLIJI

pa6or (ycryr)
6eperrlennocru), ocreonaruu.

Poccraicxofr

MeAnrInHcKnx IIeJI{X, yTBepX,UeHHbIe [pvKa3oM Munucrepcrna
Poccuficrofi @e4epaqrau or 1 I .03.2013 Nl 121tt, B qacrll HoBbIx

aKyrxepcrBy I,I rIlHeKoJrorHI,t (ucryccrseHuor'ly [pepLIBaHI'Irc

5) C 1 rarona 2017 rolaBcrynl4r'I B cl{ny rpl,rKait MraulApana PoccIrI4 or 10.05.2017

Ns203H <06 yrnepx,qeHr.Ill KpLITepI,IeB oIIeHKH KaqecrBa ueAuquucxoft noMolqu)'



)

ycTaHaBJII,IBaUqUfi [pI4MeHeHI,Ie Kpl,rrepl{eB OUeHKI,I KaqeCTBa MeAnI]I'IHcKofi nOMOnIu

rro rpynrraM 3a6o.rteBaHLIi (cocroanNfi) I4 rlo ycnoBI,IIM oKa3aHI4lI nreArlquucxofr noMoIull
(a au6y.naropHbrx ycnoBlrf,x, B ycJloBlrtx AHeBHoro crall[oHapa I4 craII[oHapHLIX
ycrornrx) B MeAr4uI,IHcKI,Ix It IlrHbIx opfax[3alrl4tx, ocyulecrBntlourllx MeAI4IIHHcKyIo

AetTeJIbHOCTb, IMeIOUIUX JII,IIIeH3T4IO Ha MeAL II4HCKyIO AetTeJIbHOCTb, B IIeJI'X OIIeHKI',I

cBoeBpeMeHHocTI4 oxa3aHl,rs ueAprqranCrofi IIoMou{H, npaBI{JIbHocTLI arr6opa MeToAoB

upO$r,rnarrUXr{, AI,IafHOcTItKIi, IeqeHI4q u peabuluraqfiu, cTeIIeHu AocTLIxeHIl.t

3arrJraHr.rpoBaHHoro pe3yJIbTaTa.

6\ C 12 ,lrota 2017 roAa Bcrynfin B curry rpvKa3 Muna4pana Poccrau or
16.05.2017 Ng226tt <06 ytrepx4eur.rra lloprAxa ocyqecrBneHl,It 3KcIIeprIt3bI KaqecrBa

venu[uncxoft 11oMonl11, 3a r4cK;rroqegr]reM MeAr,rurrHcxoi nououlll, oxa3rrnaevofi a

COOTBSTSTBLIq C 3aKoHoAaTeJIbCTBoM PocCraftcrofi @e.qepaIlUra o6 O6s:are11rgo14

MeAurIr,rHcKoM crpaxoBaHr,ru). Yraepxgeuurrft nopr.qoK peryJll{pyer Bonpocbl

OcyqeCTBneHI4t 3KcnepTI43bI KaqecTBa MeAHIII'IHCKor noMox{fi' 3a I{cKI}oqeHI'IeM

MSAI4T1I,IHCKOfi IIOMOUIy, OKa3BIBaeMOfi B COOTBeTCTBIILI C 3aKOHOAaTeJI6STBOM

PoCcraficXOft OegepaULrU o6 O6ssareIrHOM M9AI,IqIIHCKOM cTpaxoBag6u' B ToM qug;1e

IIpn ocyuIecTBJIeHI,II'I rOCyAapcTBeHHOro KOHTpOnt IIpI{ npoBeAeHI',I[:

- rrpoBepoK co6nroAeHr,rq opraHaMr4 rocyAapcTBeHHofi BIaCTI.I fi OpIaHaMIt

MecTHOro caMoyrrpaBneHr.rr, f ocyAapcTBeHHLrMr.r BHe6IoAXeTHbIMH QOHAaMLI' a TaKXe

ocyulecTBJrtrorlr.rMrr MeAr{rI[HCKyrO I,I QapMaueBTI,IqeCKyIO AetTe,'IbHocTb

opfaHn3arl[rM Lr t\ vHALlBVtAyUrJrbHbrMr.r [peA[pI.{HI'IMaTeJUIMLI [paB fpaxAaH B Csepe

oxpaHbl 3AopoBbq rpaxAaH;
_ IIpoBepoK co6nroAeHur ocyulecTBn{roqLrMr,r MeAI,IqnHCKyIO AeqTenbHocTb

opfaHI,I3aIIIt'Muv|],1^j'1.J'LiBL.^AyaJIbHbIMI,IflpeA[pI4HI,IMaTen'MI,I[op'AKoBoKa3aHII'
Me,[uqI,IHCKOft IOMOITIU H CTaHAapTOB MeAI',IqI',IHCKOi nOMO IrIH'

7) c I urotrt 20IT rola BcTynr,rJrrr B cr{ny [IpaBI,IJIa npoBe,qeHl,lfi oyHKLlLIoHanbHLIx

rrccneAoBaHlrft, yTBepxAeHHbIe [pI4Ka3oM Mr'ruagpaaa Poccul'I or 26.12.2016 Ns 997H'

ycTaHaBJrr4Baroulr4e [opcAoK opfaHr.BarIHH r.r npoBeAeHr.u{ Qynrunoualrurrx
r.rccJle,rloBaHl4fi B MSAI4UI4HSKI4X H HH6IX OpraHI'I3aIIUtx' OcyxIeCTBntIOqI4X

MeAlruHHcKyIO AetreJlbHocrb Ha ocHoBaHI',IU II4UeH3UI{' [peAycMarpnBalolllefi

Bbr[oJrHeHLIe pa6or (ycnyr) no oyHKul'roHanbHofr AI'IarHOcrI4Ke'

8) flpura:or,a Muas4pana Poccran or 04.07.2017 Ne 379Ir BHeceHbI Il3MeHeHI4.fi B

lloprgox oKa3aHr4r MeAlrqr,rHcKofi [oMou{!I HaceJIeH Io IIo npool4nlo ((oHKoJIorI4t))'

yrBepxleHHbrft npuxarou Munucrepcrna 3ApaBooxpaHeHl,Iq POCCfiftcKOfi oeAepaquu

or 15 .11 .2012 Ns 9 15HD, ycTaHaBJIHBaIouI[e npeAeJIbHEIe cpoKI'I AI{arHocTlIKI'I

oHKoJrorrir{ecxlrx 3a6oreBaHnft u oKa3aHuJI cflequanLI3IrpoBaHHoft MeAI'IuIrHcKoi

rroMorrll4 60llnuu.
B uacruocrz, npu noAo3peHb L4mu. BbItBJIeHrlr,I y 6OIIHOTO OHKOJIOTIIqecKoro

sa6oresaHzg KoHcynbrarllu B [epB[rIHoM ouKonor[qecKoM Ka6I{Here I4JIlr orAeJIeHLrI'I

A6JIXHa 6111r, nponegeHa He IIo3AHee 5 pa6ovux Anefr c AaTbI BbIAaqI4 HanpaBJIeHI4t Ha

KOHCVJIbTAUI{rc.

COOr SrtnOIHeHI,Is naTOIOTO-aHaTOMI,IiIeCKI,IX I4CCJIeAOBanTli, UeO6XO4I'IMIIX AJI!

rr,rcTororr4rrecxoft nepn$uxaU[Ll 3JIoKaqecTBeHHorO HoBOo6pa3OBaHvIt, He AoJIxeH

npeBbrrrrarb 15 paoovttx AHer c AaTbI nocrynneHltt MarepI'IaJIa.



Cpor uavana oKa3aHI,Iq c[equanl43l,IposaHHoft (xporrae BblcoKorexHoJlorr.runofi)

nernuuucxofi noMoulu 6ollnrru c oHKonoruqecxuvlr sa6oreBaHlttMl4 n veAuIlascrofi
opraHr43alll4r4, oxasHsanulefi MeAurlraHcKyro noMoulb 6onrnrrna c oHKonorFIecKI,IMI4

sa6oreeaxuxur.r, He AoJIXeH rIpeBLIIxarb 10 KzIJIeMapHLIX Auei c Aarbl
ruCroror4{eCrOfi BepLI$I4KaqI,II4 3noKaqecTBeHgoro noroo6pasoaauux uJIvI l5
KUrJreHAapHLrX 4neft c AaTbi ycTaHoBnegr.rr [peABapr,rTeJrbHoro Ar,rarHo3a

3JroKaqecrBeHHoro HoBoo6pa3oBaHr.r;{ (a cnyuae orcyrcrBtrt MeAI,IqI,IHcKI{x noxasanrafr

AJrr rIpoBeAeHI,It naTOJIOro-aHaTOMI4qeCKI4x LICCneAoBaHUi B aM6ynaTopNltx yclout'txx).

Tunuqnurrau Hapy[reHr4rMn o6r3aTe,'rbHbrx Tpe6oBaHr4l, yKa3aHHbrMr.r B aKTaX

npoBepoK n III reaprane 2017 r. flBlr'.rrrcb:.

l. B parraxax KoHmponn sa co1rndeHueJw opzaHa tu zocydapcmeeHHou alracmu

Poccuficxofi @edepa9uu, opzaHctMu MecmHozo ccuttoynpaaneHun, zocydapcmaeHHbt.I4u

eue6rodcrcemuumtu Qoudauu, eduquHcKl.t^,tu opeaHu3aquuvtu u lpap aqegmu'tecKurvtu

opzaHu3aqutMu, a maKzrce uudueudyanuuowu npednpuuuuamefitL|vtu,

ocyulecmEnnnu4uuu uedu4uHCKyn u Qapua4eemu\ecKyn denmenauocmb. npas

zpacrcdau 6 cbepe oxpaHbt sdopoeaa BbuBJreHbr Hapy IeHI,It npaB rpaxAaH B Coepe

oxpaHbl 3AOpoBbt:

- MeaHulIHcKoe BMeIUaTeJIbcTBO 6eg noryr{eHut ,uoopoBonbHofo

r4HsOpMI4pOBaHHOfO COfJIaCI4t rpaxAaHl',IHa;

- HapylreHue npaBa Ha MeAI',IqI4HCKyIO nOMOIUb

oKa3bIBaeMyIo 6eg ssfil\4aHug rIJIarbI B COOTBeTCTBI',IU C

B rapaHTI,IpoBaHHoM OobeMe,

npofpaMMoft rocy,4apcrBeHHllx

rapaHTlrft 6ecnlarnoto oKa3aHlrt fpaxAaHaM Me,qlIqI'IHCKOfr n OMOIqU :

- HapyrxeHlre Tpe6oBaHr4fi flopx4ra opraHlBauLII4 OKa3aHUrI BbICOKOTeXHonorI4rtHofr

Mear4ultHcKofi noMorqr4 c rrplrMeHeHr.reM cneu[aJl[3npoBaHHoft I4HoopMalllroHHot

cr,rcTeMbr, yTBepx,4eHHofo nprrKa3oM MUu:4pana Poccrau or 29.12.2015 J\e 930tt;

- HapyrxeHr4e rpe6oBaHr.rfi K coAepxaHftro 14 oopMe [peAocraBJleHur un$opvaqur-r

o AerTenbHocTr4 MeAr,rqr{HcKr.rx opraHr,r3ar{r4fi, pa:nreuaeuoft na o$uqua,rbHLIx CafiTaX B

r,rHOopMaIII4oHHo-TeJIeKoMMyHI'IKaIII.IoHHoft cerl4 (I4HTepHer))'

2. B parr,rrax KoHmponu co6nndeuun ocyqecmsnnnuluttu uedut4uHcKyK)

detmenbHocmb op?aHu3a\uuvtu u uudueudyananawu npednpuHu ameru'Dtu nopndxoe

oKasaHttt uedulluucxoi nol4oulu u cmandapmoe ueduryuucrcoi noMol4u

Heco6rroAeHr.re cTaHAapToB OCHarrIeHr.rr Ir Hapylllesut Tpe6oBaHufi K opraHlI3aIII4II

AerreJIbHocrI,I rrleAlalluxcroi opraHI{3arII4It.

3. B paurax KoHmponn co6nndeuua ocyulecmqL'nt4un,u Jweoux|uHcKylo

denmenuuocmb opzaHrcaquuvtu u uudueudyanuuuuu npednpuHtltvramelnqu noptdKoe

npoeedeuutt uedu4uucxttx 3Kcnepmus' aedu4uncxw ocMompol u uedu4uucxux

o c 6ud emer b c m 60 6aHuu'.

- HapylxeHnt BeAeHI'It MeAIIUI]HCKOfr AOKyMeHTaIIIIn;

- HapyrxeHlrt [optAKa npoBeAeHltt MeAI'Iq[HCKI4X sKCrIepTH3;

- orcyrcrBl4e cepru$uxaroa cfleqplaJlucroB y Bpaqeft-cneql{a;rltcroB'



4. B paMxax KoHmponn co6nrcdeuun ueduquucxu'uu pa6omuurco.,t't4

pyxoeodumenauu uedutluucxltx opzaurca4ufi, QapuaqeemuuecKu.lltu pa6omuurcctuu u

pyxoeodumennuu anmeqHbg opzauusa4ui ozpauuaeuuu, npu eHnegblx K yKa3aHHbu4

ru4attt npu ocyulecmsneHuu npo&eccuoHanbHoti denmenuuocmu a coomgemcmettll c

@edepanauatu 3aKoHot4 <06 ocuoeax oxpaHbl zdopoean zpacrcdau I PoccutcKou

@edepa4uuy - He[peAocTaBJreglre pyKoBoAr{TemMr{ MeAr,rqr.rHcrqx r,r anTeqHbIX

r{pexAeHr.rfi r,rHsopMarluu MeAr4r{}rHcKr4 M pa6oTHfiKaM, Qaprraaqenruuecruu
pa6oTHtmaM, KOMIaHLIqM, IIpeACTaBI{TensM KOMIaHI,II H fpaXAaHaM 06 ycTaHoBneHHbIx

3anpeTax r,r orpaHIarIeHWIx npu OcyUecTBJIeHuLI npoQecct,roHartbnofi AetTe$HocTI'I.

5. B paurax KoHmpont opzaHu3aquu u ocyl4ecmeneHutt lpeoepaJtbHbwu

opzAHcLMu ttcnonHumeJbHofi AJtACmu U opZaHaMU ucnoqHumenbHo GnAcmu CyfbeKmos

Poccuitcxofi @edepat4uu npedycrvompeHHozo cmambeil 89 @edepanbHozo 3aKoHa (06

ocHoaax oxpaHd sdopoean zpctJcdaH e Poccuficxofi @edepatluut> sedoMcmqeHHo)O

KOHmpOta Kaqecm7a u 
^esonacHocmu 

Medu4uHcKoli denmenuuocmu

nodeedoMc mseHHbtx u'rt opzaHos u op?aH rca4ufi'.
_ Heco6JrnAeHHe ycTaHoBJreHHofo noprAKa npoBeAeHLIt BeAOMcTBeHHoro

KOHTDOJI':

- Heco6nIoAeHI4e [optAKa o$oprr'r,renur pe3yJlbraroB BeAoMcrBeHHoro KoHTpont

_ HeooocrroBaHHOCTb M€p, [pr{HLTMaeMLX IIO pe3ynbTaTaM upoBeAeHI'It

BeAOMCTBeHHOTO KOHTpOJI'.

6. B par,,rxax KoHmpont op?aH\saquu u ocyt4ecmsneHut QedepaJtbHbtMu

op?aHcurru ucnonHumerbHoi AnACmU, OTZAHATTU UCnOnHUmeIbHo qnacmu cy6'beKmo6

poccuicrcofi @edepa4uu u op^aHalvru M4ecmHozo ccLrvroynpasneHua, ocyulecmsfinnu,ltLlvtu

nonHoMoHun s coepe oxpaHu 3dopo\bt zpaJrcdaH, a maK)rce ocyLqecmsrnnulu'Ivtu

MeouquHctqto oettmerbHocmb op?aHu3a4uqJvtu u uHdusudyatuuatuu

npednpuHluvramert rytu npedycJvompeHHozo cmambeil 90 @edepclnbHolo saKoHa (06

ocHo1ax oxpaHd 3doposbt zpa cdaH e Poccuficxoit {Dedepar4uu) qHympeHHezo

KOHmpon' Ka4ecm6a u 6e3onacHocmu MeduquHcKofi denmenauocmu:

- Heco6JIIOAeHI'Ie ycraHoBneHHoro [opsAKa [poBeAeHllt BHyTpeHHero KoHTpoJUI

KAqECTBA I,I 6C3ONACHOCTI'I MEAI{III{HCKOfi AC'TENbHOCTI'I;

_ Heco6nroAeHr4e noprAKa ooopMneHr4r pe3yJrbTaTOB BHyrpeHHero KoHTponq

KaqecrBa u 6e3olacHocrI'I MeAI'lqI4HCKOfr AetTerbHocrI'I;
_ Heo6ocHoBaHHOCTb Mep, np[Hr,rMaeMbrx IIo p€yJIbTaTaM npoBeAeHI'IJI

BHyTpeHHefo KoHTpom KairecTBa r.r 6e3onacHocTl,I MeAI,IquHcKofr AetTeIbHocTI'I;

- HeAOCTaTKI{ B pa6oTe Bparre6Hbrx KoMr,rcclrft MeAITqLIHCKI,IX OpfaHI43aII[fr.



Bud xoumponn - zocydapcmeeuaurt KoHmponb (nadsop) a cQepe odpaulenun
neKapcmeeHHux cpedcmo s Qopme:

- Qedepananozo zocydapcm*eHHozo uadsopa e cQepe o6pauleuun reKapcmaeHHbtx

cpedcme;
- eot6opouuozo KoHmponfl Kauecmaa reKapcmeeHHbtx cpedc me.

B qacru Qedepanauozo zocydapcmeeuuozo uadsopa e cQepe o6pat4euua

neKapcm^eHHbtx cpedcme nocpedcmeou opzaHu3a4uu u npoeedenua nposepoK
mpe6oeauuaucoomlemcmaut reKapcmaeHHbtx cpedcme ycmaHoaneHHbtM

saxouodamenbcmea no xpaHeHun, nepe6o3Ke, omnycKy' pecuu3aAuu

cpedcme dnn uedu4uucKozo npuweHeHus B lll KBapT€IJIe 2017 r. g eNeroAusrfr nlan

BKirKrr{eHo 55 nlanosHx poBepoK. llpoaegeno 66 nponepox (48 nnanoar'rx u 18

BHeIIJraHoBbIx).
B xoAe rIpoBeAeHI.lt npoBepoK rocyAapcrBeHHoMy KoHTpoiIIo [oABepranl4cb:

-anrer{Hble opfaHI,I3aI{I4}I (anreru, anreqHble rIyHKTbI, alreKl4 M€,U{IIITHCKI'IX

opranuraqufi),

-MeAI qI,IHCKI4e Opf aHI'I3aI{I4I'I,

-uHbleopraHI,I3aIIIIH,ocyqecTBJl'IouueMeAI,IqI,IHcKyIoAeqTe'bHocTb'I,I
flCnonb3yl61qlle JIeKapCTBeHHbIe npenapaTbl g11 ,reve6no-AI'IaIHOcTI'IqeCKoro npoqecca

V OKA1aHVU M9AI,IUI1HCKI,Tx yCnyr (lrXo:rst-I4HTepHaTbI' KOCMeTOJIOTUqeCKI'I€ czL[OHbI'

tpl.r'ruec-rny6sr).
ocHosaHuer4 AJrq [poBeAeHr,rq BHe[raHoBLIX rpoBepoK e III ruapra-ne 2017 rorc

'BJI.TIJIOCb 
I4CTeqeHI"Ie cpoKa i4cnoJIHeHI4q IOpI',IAI'IqeCKI'IM JII{IIOM' IIH.qItBfl'qyaJIbHbIM

npeAlpnHr{MaTeJreM paHee BbrAaHHoro npeAnucaHl4q o6 ycrpaneural'I BbItBJIeHHOfO

HapyureHllt.
|Ipr,rnponegerr[llupoBepoKco6lroAerruycTaHoBJIeHHbIenpltKa3aMucpoK|4.
|IopesylrmTaMKoHTponbHo-HaA3opHbIxMepoflpuqTl,IfiooopMleHblaKTbI

rrpoBepoK. flo uroran nJIaHoBbIX npoBepoK BbIAaHo 25 npegnucauuir '^ 
no pe3yJrbTaTaM KoHTponbHo-HaA3opHbIX Mepo[plItTLI[ Sa III raapral 2077 rom

"o.ru"rr"no 
25 npo.roxonoB 11o q. I c"r. 14.43 KoAII P@. Cynaua HaIoxeHHbIX

aAMr,rHr,rcTparIIBHbIx IIITpaOoe no.I. 1 c"r. 14.43 KoAII P<D cocraBl'Irla 100 ruc' py6nefi'

Agrr.ornzcrpau4BHoe HaKa3aHr4e B Br{Ae [peAylpexAeHl'It BbIHeceHo 24 topuauuecruw

Jrr4IIaM. Pesylrra'ru flpoBepoK ropl4Ar,rtlecKl,rMLl nl|1lr\AMr4 He O6XaIOBaIUCb,

Bo III xnapmn e 2017 r. paccMoTpeHo 184 o6pauleuut rpaxAaH, B ToM qI4cJIe no

BO[pocaM, KacaroqlrMcr oT[ycKa, xpaHeHr{r, [epeBo3Klr neKapcTBeHHbIx CpeacTB - 134

o6pauleHLIq.
MepH fipoKypopcKoro pearupoBaHl,It B cBt3I4 c He[paBoMepHnvu gezcraluul',I

Poca4paaua4sopa B orqeruoM KBapraJIe He [pI4MeHlnI4cL'

3a or.{erHsrfi neptroA n Poc:4pannagsop He nocTynl{no pa3stcHeHllfi

fenepamHofi rpoKyparypbl Poccuficxofi @e4epaquu'

B III rrapra:r e 2017 roAa rrMeJrr{ MeCTo cneAyloulve cItcTeMHLIe HapylueHl4t'

AOflycKaeMLIe IOpLIALTqeCKUMLI JII4UaMI'I 1r k1HIr4B14]\yAJIbHbIMI',I [peAIIpI',IHI',IMaTentMI',I [pI4

o6pau1eullfi JleKapcrBeHnbrx cpeAcrB:

B napyureru.re rpe6onan uir crarsu 5 8 (De4epa$uoro 3aKoHa or 12.04.2010 Ne 61-

lteKapcmSeHHblx

@3 (06 o6paqenuu JreKapcTBeHHbrx cpeAcTB) B r{aCTIt XpaHeHI4q JIeKapcTBeHHbIX



cpeAcrB; llpanur xpaHeHl4s JIeKapcrBeHHbIX cpeAcrB, yrBepxAeuHblx rIpI'IKa3oM

Muna4pancoqpatBllrltt Poccur,r or 23.08.2010 Ns 706n llpaurrl HaAnexanlei npaxruxu
xpaHeH[r u [epeBo3KI,I neKapcTBeHHbIx npenapaToB AJrt MeALIIII4HCKO|O [pI{MeHeHIIt,
yrBepxAeHHbIX rpHKa3oM MunsApaea Poccun or 3 1 .08.2016 Ne 646H:

- orcyrcrByer o6opyAoBaur4e, neo6xo4ulroe AJII opraHL43aIII{I4 HaAJIexa Iero
xpaHeHIIs JreKapcrBeHHbIX npelaparoB,
JTeKapcTBeHHLIX CpeACTB B COOTBeTCTBI'II4 C

no3Borsrcqee o6ecnequrr xpaHeHlre
yKa3aHHbrMI,I Ha nepBLIiIHOi 14 BTOpI4tIHOfi

(norpe6nrenrcKofi) ynaKOBKe Tpe6OBaHwIMI,I [poI,I3BoAI,ITeJIed neKapcrBeHHblx cpeAcTB

(orcyrCrayror KoHAI,IqltoHepbl, IpITOtIHo-BLITSXHaJI BeHTI{JI'III'' OcyuII{TenIt Bo3AyXa'

$aprrtaqeeruvecKl,Ie XoJIOAUlrnuxlt), noMeUIeHI't t nnfl xpa6e6nt neKapcTBeHHbIx

npenapaToB Tpe6yroT TeKyrrtrero peMoHTa; He co6JrroAaroTct ycJIoBLIt xpaHeHut

JIeKapcTBeHHbIX npe[aparoB, B TOM qr'rcJre rpe6yrc II,tx 3arrlr.rrbr or fioBbl11teHHofr,

[oHI4)KeHHOfi TeM[epaTypbl, oT AefiCTBI4t cBeTa' BJIaxHocTIl' oT MexaHl{r{ecKoro

Bo3AercrBr,I{ (yaapoa) ;

-oTcyTcTByIoTcllcTeMaBHyTpeHHeroKoHTpoJI'KaqecTBaoKa3aHI{'ycJlyrfi,a
TaKXe pa3pa6oTaHHble H yTBepXAeHHbIe I{HcTpyKII[u' cTaHAapTHbIe on€paql4oHHble

nporleAypbl, no3BonqIoulue peHIaMeHTI{pOBAtb 14 KOHTpOII4pOBaTb (BHyTpeHHI',IlI

KOHTpOnb) Ae crBr4t coTpyAHIIKoB npl4 oCyqeCTBJIeHI'IH AetTeJILHocTI{ no xpaHeHI'IIo,

orrrycKyvpeaJrLsar\rrLlneKapcTBeHHblxlpenapaToBAnqMeAI'IqI4HCKOTOnpIAMeHeHI',IJI;
- pyKoBoAI4TeJIeM ODTAHI,I3AUI4I{ He ycTaHoBJIeH [Op.qAoK BeAeHnq ]^{eTa

neKapcTBeHHbIXcpeAcTBco|paHI,IqeHHbIMcpoKoMFoAHocTI{;oTcyTcTByIoTAoKyMeHTbI'
orrpeAentloull4enoptAoKBeAeHI'ItyqeraJIeKapcTBeHHbIXCpeAcTBCOfpaHr',IqeHHbIM
cpoxoru foAHoCTr4. He ycraHoaleH KOHTpOJIb 3a CBOeBpeMeHHOfi peiulH3auHeft 3TI4x

JreKapcTBeHHLrX flpenapaToB. B prAe MeALIqLIHCKI{X U aflTer{Hblx OpIaHI{3aUIIfi

BbUIBJIeHbIneKapcTBeHHbIeflpeflapaTblcI,ICTeKIIII,IMcpoKoMroAHocTIt'aTaKXe
JreKapcTBeHHbIe flpeflapaTbl, KaqecTBo KoTopblx AOKyMeHTIUIbHO He [OATBepxAeHo;

_ He co6nroAaroTcs upaBr,ura oTrrycKa v pea[ 3arqxr4 neKapcTBeHHbIX npenapaToB

(AolycKaeTct orlycK peuerlTypHblx JIeKapcTBeHHLIx flpenaparoB 6e3 peqe[Ta;

anTeqHbIMI4 OpragI,I3aIII4rIMI{ He IIpeAbsBItIOTCt peqeflTbr Ha IeKapcTBeHHbIe

npenapaTLl, noAilexaull,Ie [peAMeTHO-KOJII{qecTBeHHOMy yrreTy)'

,{lx ycrpanenr4rr HapyrueHr,rft o6qsarejlrHblx rpe6oBaHllfi, yKa3aHHbIX B aKTaX

npoBepoK, Poca4paauagropoM flplrHr,rMaroTcr TaKr4e [po0unaKTLI.{eCKLIe Mepbl, KaK

,rpo""!a""a Be6HHapoB, Ko'OepeHrrr.rfi Am cy6beKroB o6pauleHl,t neKapcrBe'Hblx

cpeAcTB, c o6cyxAeHlreM Tr4rrnqHbrx HapyrxeHl4ft, BLIflBJIteMbIX B XOAe npoBeAeHl',It

npoBepoK. Tarxe na oQnquarLHoM cafire PocaApaBHaA3opa pa3MelIlaeTct uHsopMallfit

O CTATIICTHKC KOJII,IqCCTBA IPOBEACHHbIX KOHTPOJIbHO-HAA3OPHbIX MEPOIIPI4'TI'Tft'

nepeqeHb nalr6o:ree qacTo BcTperrarcqr4xcr HapyIIIeHlli O6C3aTeJILHbIX Tpe6OBaHui.

Ha cafiTe Pocr4paexagsopa o[y6r[KoBaH AoKnar c pyKoBoAcrBoM no

CO6nrOAeHlrrc o6t3aTenbghlx Tpe6gBagufi nO BO[poCaM BbUIBJIeHHbIx HapyIxeHItI{ B

qacrr,t ttpllMeHeHI,II 3aKoHoAareJII'crBa Poccnficroi @e.qepaqzu'

B Poca4paenaArop [ocTyr[4 Jrr4 pa36{cHeHI,It oT Mzns4paea Poccr.ru o

Tpe6oBaHmX no oT[ycKy neKapcTBeHHbIX flpe[apaToB AJI' MeAI'lqI'IHcKoIo upl,tMeHeHtlt'

B TOM r{r4cJle uuvyuo6uo.norl4qecKI',Ix JIeKapcrBeHHbIx flpefiaparoB'



reKapcmqeHHbtx cpedcms nocpedcmeoM opzaHwaquu

c o o m8 e mc maua ne K ap c ms e H H bt x c p e d c m 6, H ax o duulllxc n

Pocegpaauagropa 6rrno [peAycMorpeHo [poBeAeH[e

@amIl.{ecxlr opraHr,r3oBago 6 npoaepox.

B III xraprale 2017 ro.4a 3aBeplxeHrI 3 nraHosHe

[JraHoBbIe flpoBepKlr, Haqarble no 2 rnapral e 2017 ro4a,

B qacrv Qtedepanuuozo zocydapcmeeuuozo nadsopa e cQepe o6paryeuun
u

6 zpatrdancxou
npoeedeuun

ycmaHosneHHatu mpe6oeauutJvt K w Kaqecmry n 3 xnaprale 2017 r. nJIaHoM flpoBepor

npoAneH B cBt3Lr c npoBeAeHrreM gKcnepTlr3bl oro6pannlrx o6pas{oa JIeKapcTBeHHbIx

cpeAcrB.

B III xnapra,r e 2017 foAa [poBeAeno 12 sHenraHoBbrx flpoBepox. oqroeaHzeN4

AJrr npoBe,qeHr.rr BHerrJraHoBbrx IIpoBepoK TBJIfJTOCb llcTeqeHLIe CpoKa I{cIIoJIHeHI4t paHee

BbTAaHHOTO npeAnucaHut.

I4uQoprr,raqnu o Bo3MOXHofi yfpo3e upr4q[HeEuf, BpeAa xu3HI'I I{ 3AopOBbIO

rpaxAaH a III xnaprale 2017 He nocTyrraira - BHenJIaHoBbIe npoBepKLI He

ODTAH143OBbIBILIII4Cb.

flpz npoae4enrav [poBepoK co6nrcAeHbr ycTaHoBrreHHble npI4Ka3aMI4 cpOKII, B ToM

qucJle flpll ux I1poAneHI{I'l' rrro o6yclonneno [poBeAeHIreM 3KCIIeprI'I3['I KaqeCTBa

oro6paHur,tx o6pa3uoB neKapcrBeH H blx cpeAcrB'

flo pe:ynrraraM npoBepoK o$opuneHu aKTbr. flo I,IrofaM [JIaHoBbIx npoBepoK

BbrAaHo 2 npe4nr.rcanut, npoToKonrr o6 aAunnucTpaTI.{BHbIX npaBoHapyueHl'ttx He

COCTABJI'JII-{Cb.

Pe:ylrrarrr IIpoBepoK ropuAr4r{ecKr,rMlt JIIiIIaMIt He o6x€uloBtIJII4Cb.

B III raapral e 2017 r. paccMorpeHo 50 o6paqeuut lpaxAaH' B roM qI'IcrIe ro

BO[pocaM, Kacaloql{Mct KaqecrBa JIeKapcrBeHHbIX CpeACTB -34 O6pa leuua'

Meptr npoxypopcKoro peafl4poBaHl.rt B cBq3I'I c He[paBoMepxutrlla 4eficrlullru
PocrgpanHa4sopa B orqeruoM KBapruIJIe He npltMentnvcb'

B cn.ssu c noJryqeHHbrMr,r B OTqeTHOM KBapTZUIe 3KC[epTHbIMIt 3aKJIrOqeHI4tMIl

<DI-Ey (I..I\4IISyAOCM[I) Poca4paana4aopa B orHoIreHLILI pe3ynbraroB 3Kcreprl{3bl

KariecrBa reKapcrBeHnbrx cpeAcrB c yqeroM rpe6onanufi, ycragoBJleHHbrx nopllarunHofi

goxyuenraqr_reft npou:eogurelefi (rr.leroAur, pacrleToB, yKa3aHHbIx pacxoAHblx

Marepr4€uroB u np.), n Pocr,4pannag:op nocryn[Jlo 4 pa:rrcnenutr MI,IH3ApaBa Poccuu.

B a,qpec cy6leKror o6paqeuux Ha[paBneHo 4 o6pauleuzr Pocsgpaena4:opa o

Heo6xoAr,rMocTr.r BlreceHr,rr npor,r3BoAuTer,IMr.r JreKapcrBeHHbIX CpeACTB (AepxaTeJItMI'I

pe ,rcrparlr4oHHbrx yAocroBepeuufi) uguesenufr B HopMaTIIBHyIO AOKyMeHTaUI'In.

T[nu.{Hrr\4r.r Hapyurenr,rrM[, KOTOpbre Bbr{BJIeHbI I,I OTpaXeHbI B aKTax npoBepoK'

rrpoBeAegHbrx n III xraprm e 2017 roAa, tBJltlorct HapylleHnt o$t3aTeIbHblx

rpe6onanrai, 3aKpenJIeHHbIx ciIeAylouII'IMIT HopMa[tBHbIMIt AoKyMeHTaMI'I:

I ) flpuxa-:orrl Mrlnnpolaropra Pocclu or 14.06.2013 l"ls 916:

-HenpoBoAI,ITc'BaJIItAaIIvqpacnpeAeJIeHI,I'KJII{MaTI,IqeCKI,IXnapaMeTpoB
Bo3Ayxa Ha cKJIaAax roronof [poAyKI{I'It4 I'I cLlpbt;

10

nposepoK

o6opome,

6 nrauosi,rx fipoBepoK.

npoBepKI,I, B TOM qIlCJIe 2

cpoK npoBeAeHvt KoropLlx
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- npoMbrrxneHHbre pefJraMeHTLI He [pIrBeAeHLr

TexHojroruqecKr.rM npolt3BoAcTBeHHbIM [pOqeCCOM;

cpeAcrB;

- He flpoBoAqrct peryntpHble

COOTBETCTBlte

- oTcyTcTByeT o63op IIo oIIeHKe pI4cKoB, B,'II4f,IOUIUX Ha KaTIeCTBO neKapcrBeHHLIX

o63opbr no KaqecrBy ripoI,t3BeAeHHbIX

IeKapcTBeHsbIx npelapaToB; B o63opax IIo KaqecTBy He coAepxaTct cBe,AeHuq no

BHeCeHHLIM LI3MeHeHI4SM, OTCyTCTByeT CpaBHeHI'Ie AaHHbIX IIO IOCTaBIIIIIKaM CLIpLg;

- Anr xpaHeHl{t 3a6paKoBauuoft, notepaulenuoft npo4yxqul4, I{cxoAuoro chlpLq'

yrraKoBoqHbrx MaTepuaJIoB Ia rorOgofi npoAyKIUiI{ He [peAycMoTpeHbI I'I3oJII'IpoBaHHEIe

3oHbr; xpaHeHl4e roJryrlpoAyKToB AonycKaeTct B Kopr{Aope;

- 3a[oJIHeHue MapI[pyTHI'Ix KapT oc}.qecTBJI'eTc' He B peXI,IMe pe€UlbHoro

BpeMeH!r;

- B MaprupyrHLlx Kaprax orcyrcrByer HHoopMaIInq 06 o'{I4crKe noMeuleHl4t I'l

O6opy4Onanus, Ha cTaAuI4 y[aKoBKI{, oTCyTcTByeT yKa3aHI{e o CTa.IJ.I4pr B3BeIIII4 BaHI'It

ficxo,{Hblx Beu]ecTB;

- He [peAcTaBJIeHLI AOKyMeHTbI no yqeTy neqaTHofr [poAyKIIHV HA CTaI.Wr

ynaKoBKlr;

- flpoAyKur{r He 3aulr{uleHa oT Mr,rKpo6Hoi xonraurlnaqr4u Ha cTaI.]dLr yIIaKOBKI'I

(ucnolraytorct rIoAAoHbI, co3Aaroxrue pIncK KoHTaMI4Ha\t4Lr)i

- He npeAcTaBneHbr pe3yJrbraTbl KiIJTI'lbpoBKI4 rI rIOBepKr{ BecoB'

2) flpnxaaorra MI.rHs4paea Poccnu or 31.08.2016 Ns 646H:

- B AOJIXHOCTHbIX I'IHC'IpyKIII{'X pyKoBoAl',ITent opraHI43aIIVI4

o6ecne.IeHze pe€uII43aIrHH KoM[JIeKca Mep' Ha[paBJIeHHbIX Ha

- B AOJIXHOCTHLIX I'{HCTpyKIIIaJIX COTpyAHI',IKOB CKJIaAa

o6cgaHuocrn rlo ocyulecrBneHl'llo Mep AJrt MIIHr{MH3aI{M pucKa

SanrcuQuqr.rpoBaHHbIx, xonrpaQaxrulrx, HeAobpoKa'{ecrBeHHbIX

npelapaToB B oopauleHl{e;

- He yrBepxAenrr $oprr,rsr t(ypHaJIoB, f{erHblx Qopn'r r'r AoKyMeHroB;

- He [peAcTaBJreHbr AoKyMeHTbr Ha o6opyAoeaHue no o6ecner{eHl.Ilo cyxoro

xpaHeHlit JIeKapcTBeHHbIx cpeAcTB.

flo pe:ylrraraM paccMoTpenut 2 pen o6 agrrluHllcrpaTr4BHblx npaBoHapylleHllsx

(nporoxolrt cocraBJIeHbI Bo 2 KBapTane 2017) Pocr.ApaBuaA3opoM BbIHeceHbI pelueHltt:

- B orHollreHura OOO (|OPOC2I.PY> (cr. 19.7.8. KoAII P@) nperpauleuo

aAMlrHucTparr.rBgoe Aeno no n.2.{. I c"r.24.5 KoAII P@ (nocrauosleuue ot29.06.2017);

He [peAycMorpeHo
co6lrcaenue ero

pa6ornuxarrru flpanzl [pI4 xpaHeHI4It u (unu) nepeBo3Ke JIeKapcTBeHHLIX rpenaparoB

IIocpeAcTBoMyTBep)KAeHI4'AoKyMeHToB,pernaMeHTupytoqllxBToMqI,IcJIe[op'AoK
coBeprrleHr4r pa6ornrarauu Eei,rcTsuia flpu ocyuIecTBneHI{J4 xpaHeHu t u (unu\ [epeBo3Ke

neKapcTBeHHbIX [peflapaToB, [optAoK o6Clyxueanzt n [oBepKI4 I'I3MepI'ITSJIbH6IX

[pr46opoB ra O6opyAoaanvt, BeAeHue 3anvcei, oTqeToB I'I ux xpaHeHl{e' uplleM'

rpaHc[oprl,IpoBKa, pa3MelqeHl4e neKapcTBeHHbIx fipeflaparoB' I'I opmHI{3aqI4I4 KOHTpOnt

3a co6rloAeHueM craHAaprHhlx olepaqlroHHLlx flpolleAyp;
He onpeAeneHbl

IIpoHr,rKHoBeHI,IS

neKapcTBeHHbIX
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- B orHorrrexrar4 3AO (OXOK)) (cr. 14.43 KoAII PO) Ha3HarreH

exeMectqHo DA3MEIII€IJII,ICb

reKapcmeeHHbtx

IeKApCmaeHHbtx

3 nnanosue [poBepKr'I, e tov qucre 2

2017 rola, cpoK [poBeAeHHt Koropblx

aAMr4Hlrcrparr,rnHnfi rurpa$ B pa3Mepe 100 000 py6. (nocranoBJleul,Ie o"r 12.07.2017).

flo nporoxoly o6 aguaHr.rcrparrBHoM rpaBoHapy e xuu (cr. KoAfI P<D '1. 2 cr.
19.4.1), xoropgfi cocraBJleH B orHoIIIeHItI{ OOO <Axogac Srcnouu>> u 6rur uanpaalen

Mupoaonry cyp'be nns paccMorpeHl4q no II r<naprale 2017 r., BbIHeceHo pelueHl{e:

npeKparr,rrb npolt3BoAcrBo no Aeny Ha ocHoBauutl n. 2 q. I .1 cr. 29.9 KoAfI P<D.

llo ucreqenlllo cpoKoB pauee BbIAaHHbIx npe4nucannft npoBeAeHo 12

BHe[JTaHOBbIX AOKyMeHTapHbIX npoBepoK, B pe3ynbTaTe KOTOpbIX yCTaHoBneHo

ycrpaHeHl,Ie cy6rexralru o6pauleuux JIeKapcrBeHHbIx cpeAcrB HapylreHlrla.

o pesyl6rarax [poBepoK sa cai.rce Poc:4pannaAsopa (py6;rr.rxa <Jlexapcruennrte

cpegcrna>/pas4e,n <I4nQoprr.raquonnrte [I4cLMa))

r,rHQopMaIILIoHHbIe nucbMa.

B qacru Qedepanauozo zocydapcmeeuuozo nadsopa e c$epe o6pat4euta

cpedcme nocpedcmeou co6nndeuun cy6texmauu o6pat4euun

cpedcme ycmaHosreHHbtx mpe6oeauufi K yHuqmolceHun

neKapcmseHHr,tx cpedcme n III xeaprale 2017 f. ruIaHoM npoBepoK Poc:ApaaHa,qaopa

6suo npegycrr,rorpeHo npoBeAeHI'Ie 6

6 nponepor.

rrnauoBblx [poBepoK. @axruqecxu opraHl43oBaHo

Bo III rnapra,re 2017 roAa 3aBepIIIeHbI

n:raHoBble rIpoBepKI,I, HaqarLle ao 2 raaprale
npoAneH B cBr3r'r c npoBeAeHr{eM sKcnepTrr3bl oTO6paHHLIX O6pa:qoa JIeKapcTBeHHLIX

cpeAcrB.

BnemaHosHe [poBepKI'I no AaHHoMy BIrAy KoHTpon{ B orqerHoM KBapraJIe He

IIpoBoAIr.]rlIcb.

flplr nponegeulru [poBepoK co6nroAeHbl ycTaHoBJIeHHbIe npI'IKa3aMI,I CpOKI{' B TOM

q'rcjre nplt r4x [poAneHI,Iu, KoTopoe o6yclon:reno [poBeAeHI{eM gKc[epTI43bI

o'ro6pannrrx o6pa:r1or neKapcrBeHHblx cpeAcrB.

flo pe:ynlraraM npoBepoK o{oprturenrr amu. flo I,IToraM IJIaHOBbIX [poBepoK IIo

AaHHoMy BLIAy KoHTpoJIr napyurenNi o6sgare.urnrtx rpe6onanui He BbIsBItIocb I'I

fipeAnI{caHut He BLIAaBaJII'ICb.

B III reapral e 2017 r. o6parqeHr,rr fpaxIaH, Kacarculuect AaHHoro BIIJIa

KOHTpOJI', He IIOCTynUUII,I.

Meprr nporypopcKoro pearlrpoBanl'It B cBt3I4 c HenpaBoMepHbIMI4 Ae[crBnflMrr

Pocsgpanna4sopa B orrterHoM KBaprane He flpuMeHcnficb.

3anpocrr Pocsgpaana.4sopa B OpIaHbr flpoKypaTypbl, LIHLIe focy.qapcrBeHHLle

opfaHLInoBoIIpocaM,cB'3aHHbIMcocyuecTBneH}leMAaHHoroBI,tAaKoHTpon',8
OTI{CTHOM KBAPT€IJIC HE HAIPABJI'NIICb.

Hapyrueuufi, o6qgaremHHx rpe6oeanzfi, 3aKpenJreHHbIX I1OCTaHOBJIeHI,IeM

llpaeure:lbcrna Poccuicrofi (Degepaqzz or 03.09.2010 Ns 674, no AaHHoMy BI'IAy

KouTpont n III xaaprane 2017 tola He BbltBnqrocb.
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B '{acru Qedepaaanozo zocydapcmeeuuozo uadsopa e cQepe o6pat4euua

neKapcmaeHHbtx cpedcme nocpedcmeou opzaHu3a4uu u npoeedeuua npoaepoK

cO6nndeuun cy6oercma-uu o6pat4euua aeKapcmaeHHux cpedcme ycmaHoaleHHbtx

mp e6o eauud x d oxnuu UU e c xUu uc c n e d O eaHUnM I eKAPC m ae HH ba c p e d c m e, Kr't uHu 4 ec Ku.tv,

uccnedosaHutuvt IeKapcm1eHHbN npenapamoe n III xaaprUe 2017 roAa no AaHHoMy

Br,rAy HaA3opa 6u,ro npegycuoTpeHo [poBeAeHr4e 6 nnaHosrix Bbre3AH6rx [poBepoK, rI3

KOTOp6TX SagUUecxu opraHLI3oBaHo 6 upOnepOr. Ha roseU oTr{eTHorO [epI'IoAa

3aBeprrreHo 6 npoaepox, BKjrroqar I npoeepxy flpeAbrAyulero oTr{eTHofo I]eprloAa|' I

npoBepKa 6yAet:anepureHa B IV KBaprane 2017 rola.
Bcero s III xnaprane 2017 no AaHHoMy Br4Ay HaA3opa Pocr4panHagropov

rrpoBeAeHo 15 npoaepor (6 nlauorrtx I,r 9 BHe[raHoBbIx npoBepoK)'

ocnosaH[eN.{ Anq npoBeAeHr4fl BHerrJraHoB6rx [poBepoK e III xnaprale 2017 rola

'BJI'JIOCb 
I,ICTCI{EHI,IE CPOKA I{CIIONHEHI'I' rcPI{AI'IqCCKI'IM JII'IIIOM' I'IHAI'IBI4AYAJII'H6IM

npeA[pHHI'IMaTeneM paHee BbIAaHHOTO npeA[HcaHI'It 06 ycTpaHeHvfi Hapyltrretd. 14

o6r3arenbHblx rpe6oBaHl'Ifi .

flpra npoBeAeHI{I'I npoBepoK co6mogenrt ycraHoB'qeHHble npuKa3aMu o

[poBeAeHI,Iu ra $egepa,'burrM 3aKoHoAareJIEcrBoM cpoKl'r upoBeAeHlrt [poBepoK'

llo pe3ynbraraM KoHTpoJIbHo-HaA3opHbrx MeponpI4tTI4Lr Pocs4panuagsopa

o$oprr,rneHu aKT6r npoBepor. Hapyurenr.r.a o6x:arelrnrrx Tpe6oBaHLIfi B paMKax AaHHoI-O

Br{Aa Ha,43opa ycTaHoBJreHbr s 5 [poBepeHHblx MeAI,IUI,IHCKI{X OpIaHI'I3aI{!UIX'

ocyqecTBnrroulux [poBeAeHr,re KJII,IHI4qeCKI4X LICCneAOBaH[fi neKapcTBeHHbIX

npenapaToB Anr MeAr,rqr4HcKofo flpr,rMeHeHr,rr. llo perynsraraM KoHTpOnbHo-HaA3opHbIX

rueponpraxrrar BLIAaHO 5 npeAnucanraft o6 ycrpaHeHl{lt BLI'BJIeHHI'IX HapylueHlrfr.

Peylrraot [poBepoK Iop4qI4rrecKI'IMtr 1ff\aMr4 ne o6xanosanucs'

B III rnaprane 2017 rolapaccMorpexo 4 o6pauleuua lpaxAaH'

Meprt npoxypopcKoro pearl'IpoBaHl'It B cB.fl3ll

Pocr4panna4sopa flprl ocyIuecrBJIeHI4I4 AaHHoro BIIAa

npr,rMeHCII.lCb.

3a orqeruHfi nep oA Pa3lflcHeHl'Ifi or

rocyAapcTBeHHbIX OpraHoB no Bo[pocaM' cBt3aHHLlM

Ha4aopuoi AetrenbHocrl4 He [ocryflaJlo.

B III xnaprale 2017 rola ro AaHHoMy Br,rAy HaA3opa 6rutr snqs;1egbl HapyIxeHI'It

]IC'TCJIEHOCTb MEAI4III,IHCKI,IX

o6xsareffiHrrx r:pe6onanufi, ycraHoBneHHbre @e4epalrnblM 3aKoHoM or 1 4.04.2010

J\!61-O3 (06 o6paqennu JreKapcTBeHHbrx cpeAcTB)) }{ pefnaMeHTHpyrouue

opranusau[fr tro [poBeAeHIrIo KJII'IHI'IqecKI4x

ucc:re4onanui JreKapcTBeHHbrx npe[apaToB AJI' MeAI,IqI,IHCKOTO [pI{MeHeHI4t.

- pyKoBoAr4TeneM MeAr4rIr4HCKOfi OpraHv3arII4I4 He O6ecneqeno cBoeBpeMeHHOe

Ha3HarreHHe IIccJIeAoBaTeJr tlco-uccteAosaTeJlfl' npIIHI'IMaloulero yqacTl4e B IIpoBeAeHI4lI

K.J'IITHTIIIeCKOTO I{CCJIeAOBaH14t ;

c HelpaBoMepHEIMI'I AeITCTBI'I'MI4

HaA3Opa B OTqeTHoM KBapra,'Ie He

opraHoB npoKyparypbl, I'IHEIX

c ocyuIecTBJIeHI,IeM KOHTpOnLHO-
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- pyKoBoAHTereM MeAI,Iq[rHcKofi opfaHll3a:-1:au B cpoK, He rIpeBI'IuarcIrIHfi rpex
pa6ovux Ageii co AIrt Haq€Ma npoBeAeHI,IJI KJII,IH[lIecKoro uccreAoBaHl'Iq

JreKapcrBeHHoro npelapara \ns. MeAI{IrzHcKoro np[MeHeHI4t, He o6ecne'reno

coo6rqenve o6 sror\.r B y[onHoMoirennufi Qe4epanuruft opran I4c[oJIHHTeJILHofi elacru,
ArrganrUZft pa3peuleHl4e Ha npgBeAeHue TaKOTO l4CcnepOBAHvIs, [O ygTaHgBnennoi r'ru

$opue.
B xoAe KoHTpoJIbHo-HaA3opHbIX laeponplrmufi n III xnapran e 2017 rola

Pocs4paenagropoM BLrrBireHbI Hapy[reur{r o6qsarerlutrx rpe6oBaul.rfi, ycraHoBJIeHHbIe

npr,rKrBoM Mun:4paea Pocculr or 01.04.2016 Ns 200H <06 yrnepxaeHr4H npaBl4n

naAlexaulefi xlunz.recroi npaKTr.rKr4) (aanee - llpaer.rna) B qacTtx,

pernaMeHrnpyloulux:
1. .{eareltHocrr JIoKaJIbHoro (nesaeucuuoro) gTl4qecroro

ueAr.lqltncrofi oprauH3arl!I14 :

- JIOKiUrbHbrfi (nesanr,rcranasrfi) STr4qecKlri KoMnTeT He ocyqecTBnteT

.TIeTTeJIbHOCTL B COOTBeTCTBLIU C yTBepxAaeMLIMI',I I',IM CTaHAapTHbIMI',I OlepaquoHHI'IMI',I

nporleAypaMn, B TOM qr{cJre He o6ecneqr.rsaer co6ffo4enue qacTLI cTaHAapTHbIX

ofleparlr4oHHbrx flpoqe.qyp npu ocyulecTB]'IeHItLI CgOefi AeqreJIbHocTI4, ttu6o B

MeAT,TqLIHCKOM yqpexAeHltv He pa3paooTaHbl cooTBeTcTByroql4e craHAaprHble

olepaqttoHHble npoqe.qypbl, coAep)KaIIIt4 e rpe6onanra'r K COCTaBy I'I KBa"IUQI4KaUfi',I

q]IeHoB'cBeAeHI4'06y.IpeAI.ITene'nopfiAoKop|aHI,I3aIII4I4npoBeAeHI4'3acefta]Ftlrlil

KoMlrrera, paccMorpeul'rt AoKyMeHTOB n trPvrnu'wrg no HI4M peureuufrl

- JroKaJIEHbrM (ne:arucnurrv) eruvecxnrvr KoMI{TeTOM ne o6ecneqeno npI4HtTI{e

cooTBeTCTByrOUIr4X perreHrrfi o srtAa.re sauroqenrafi o6 o4o6penun [poBeAeHI4S

Klr,rnr,ItIecKoro HccJreAoBaHr,rr, :u.r6o o HeBo3MOX(HOCTI,I OAO6peHI4rI KrlrHI4qeCKOrO

I,ICCJIE.IIOBAHI,I'.

- loxa:lbllbri (nesanucr.rnrui) erzvecrcuft KoMIITeT He O6ecnequsaeT xpaHeHl4e

AoKyMeHToB'cB'3aHHLIxc[poBeAeHI'eMKJII,IH[IqecKo|ouccJIeAoBaHI,I',BToMqI,IcJIeB
TeqeHlleTpexJIeTIIOCJIe3aBepIueHI'IrIKJIIrHI',IqecKoroI',IccJIeAOBaHr{t'

2. Opraurasaqfi Io pa6orhl I'IccJIeAoBareJIt:

-BXoAenpoBeAeHIUIKJIItHI4qecKorouccIeAoBaHI,IsoTBeTcTBeHHbIM
I.TcCJIeIOBaTeJIeU/qleUauU UCCJIeAOBaTeJIIcxOfi rcOrr4anArr ge O6eCneqeHO 11OnHOe I'I

AocToBepHoe BeAeHI,Ie AoKyMeHToB KJII,IHI,tqecKoro uccneAoBaH[', BKJIIoqUUI 3anucl4 Ha

6ylraxurrx, 3JIeKTpOHHbIX r4 I,IHbrX Hoor.rrerqx, Koropble on[cblBalor MeroAbI,

opraHr.I3alrl4lo u (uttu) pe3yJlbrarbl KJII'IH[qecKoro t.rccJIeAoBaHIit'

B uensx [peAyrrpexAeHr{fl Hapy[reHr.ri rcpl4.quqecKl,lMH JILIIIaMLI O6qgarelrHHx

rpe6onanuft, ycTpaHeHr,r-{ npurrr.rH, $arropon u yclowrfi, cnoco6crrytoqrx

Hapyruegr,rrM o6qgarelrgHx tpe6onanufi Pocs.[paegaA:op ocyqecrBnteT Mepo11pgtrrlt

rro npOSI4JIaKTI,IKe HapyUIeHI4fi o6qSarettrHltx rpe6OaanUft B cooTBeTcTBIlI4 c exeroAHo

yrBepxAaeMofi nporpanauofi npo$unaxrurll HapyureHl'Ifr .

B rleJrrx rtpoQrlraKTl,IKu napyurenui o6qgaremHHx rpe6onauufi

Pocs4panna4eopoM rro AaHHoMy BI4Ay KoHTpoJIt ocyurecrBntercr nuQopulpoBaHl{e

KOMI{TETA

ropr.rAr,rqecKltx JIItq 11o BonpocaM co6lrcAen[q o6qgatey1rHrrx rpe6onanuf [ocpe,qcTBoM
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coAepxaJl14 CBeAeHl,tt o

BO3MOx(HOM npI'IqI,IHeHI4H

opraul,I3aut4r4 t4 yv,acrul. B KoHOepeHIII,{.lx Il ceMuHapax, nocBtur€uHsllra BonpocaM

npoBeAeHLIrc AOKII4HI'qeCKI4X I4 KJII4HUqeCKI'IX I4CCJIeAOBaHI'Il{ JIeKapcrBeHHbIX

flpeflaparoB AJIq MeAI{IIHHcKoro [pI,IMeHe1r4fl, c o6cyNgenuev rI4[I'Ir{HbIX uapyurennfr.

BbrtBJrreMbrx B xOAe [pOBeAeHLIt npoBepox. Ha o$r-rquanbHoM cafiTe Poc:gpanuagropa

exeKBapTzInLHo pa3MeIIIaIOTCt CBeAeHI4JI O pe3yJlbTaTax npoBe.{eHHblx KoHTpoJIbHO-

HaA3opHbrx Meponpntrl,rfi .

PasrrcueHlrs or opraHoB rlpoKyparypbl, ITHbIX rocyAapcrBeHHblx opfaHoB B

oTHOrrreHIII{ O6q3aTeIbHbIX Tpe6oBaHL.Ifi, peryIl4p}ro[Iltx opraHl43aqurc fi npoBeAeHl{e

KJIT4HT4qeCKLIX I4CCneAOBaHfifi , B OTqeTHOM KBapT€UIe He nOCTynaJII4.

B .racrr4 Qedepanauozo zocydapcmeeuHo?o Had3opa e cQepe o6par4euua

neKapcm7eHHbtx cpedcms nocpedcmsol4 opzaHu3At4\U u npoeedeuun Qapuarconadzopa n

III rnap:rane 2017 r. paccMorpeHo 10 o6paueuufi rpaxAaH, I,I3 Koropblx 4 o6paulenur

paccMoTpeHl,It AaHHbIX O6paqenufi cAeJIaHO CJreA''IOUee:

- B I cnyqae no r.IH+opMarIlII{ [OCrynHBIIlei OT 3asBLl'tenfl opfaHII3oBaHa

r,rHoopMaIIut

9KC[epTLI3a KarIecTBa ceplzl4 neKapcTBeHHOrO npefiapaTa;

- B 2 cttyua'Ix o6pauleHl.Ie HanpaBJIeHo B TeppI'ITopI4a'tLHbIe opraHbl

Pocs4panuageopa Ant pe[reHvt Bonpoca o npoBeAeHI4Il KoHTporu'Ho-Ha'q3opHbrx

Meponpfi{THfi B paMKax KoMleTeHrII'IlI POCS4panuaglopa;

- B 2 cttytaxx 3arIBI'ITeJIb orlllcblBaer cl/ITyauulo I'IH'[I'IBI'IAyaJIbHofi

He[epeHocI,IMocTI,IneKapcTBeHHoronpenapaTa'BbIIIucaHHoronoMexAyHapoAHoMy
HerraTeHTOBaHHOMy Har{MeHOBaH[ro, c flpocb6oft BbIrIltcbIBaHIr.t npe[apaTa IIo

oupeAeJIeHHoMyToproBoMyHaI4MeHoBaHIIIo,BcB'3ItcqeM3aJ{BI{TeJIIoAaHbI
pa36'cHeHl,l'3aKoHoAaTenbcTBaIIo[op'AKyBbIIII{obIBaHI,I'[pe[apaToBIIoTop|oBoMy
HAI4MEHOBAHI4IO;

-B I c,rlyqae y 3aJIBIrreJrt 3arlpolxeHa AononHI4TenbHa,I Heo6xoAl4Mat

AM paccMoTpeHl4t Bollpoca [poBeAeHl'tt KoHTpOnbHo-HaA3OpHbIX

Mepoflprrtrl,Ift Pocs4Panua4roPou ;

- n I clyuae [ocry[I'IJra HHQopMaIu{t o Bo3MoxHoI'I

MeAlrqr.rHcKoft opraHI'I3aIIHH, KOTOpaiI 6rua BHeceHa

r4HOopMarIuoHHyIo crlcTeMy Poc:4panua,qsopa, [poaHaJILI3I{poBaHa I4 I'Icflolb3yercq B

XoAeoIIeHKIIcooTHoIIeHI,Iq[oJIb3bIupvcKanpunpI,rMeHeHI,II,IJIeKapcTBeHHoro
cpeAcTBa.

3a orqerHbrfi nepuoA pasl flcuentlil or opraHoB npoKyparypbl, I{HbIx

rocyAapcTBeHHblxop|aHoBnoBo[pocaM'CB'3aHHLIMcocyIuecTBJIeHueMKoHTponbHo-
HaA3OpHOfr AetreJlbHocrl4 He flocryna-'Io.

B cgs:u c oTcyTcTBrreM npoBepoK cy6terron o6pauleHl4t JIeKapCTBeHHbIx CpeAcTB

no AaFHoMy BnAy KoHTponr, AaHHbre o [paBorrpr.rMenutenrsofi npaKTr{Ke co6rroaeHt4s

Bo3MoxHoM HapylreHl4l4 o6q3arenbHI'Ix rpe6oBaH[fi I'r

BpeAa )rot3Hl4 I{ 3AOpOBI'IO tpDKAaHI4H. flO pesy,lrrary

HexeJIaTeJIbHOft pearqura ue

B ABToMaru3I'IpoBaHHYIo

o6r3aTerbHbrx Tpe6oBaH[fi npu ocyqecTBneHl4l4 QapMaKoHaA3opa oTcyTcTByIoT.
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But6opovuatil KoHmponb Kaqecmaa neKapcmseHHbtx cpedcme B coorBercrBllu c

rrpr4Ka3oM Poc:gpanua4ropa or 07.08.2015 J\l! 5539 BKrlloqaer B ce6q:

1) o6pa6orxy cne,qenufi, B o6t3arerbHoM rtopqAKe npeAocraBnteuux cy6terravr'r
o6paqeuu.a ileKapcrBeHxrlx cpeAcrB, o cepl{f,x, rraprulrx neKapcrBeHHbIX cpeAcrB,

nocrynaloqlrx B rpaxAaHcKl{fi o6opor e Poccnicxofi (Degepaquu;

2) or6op o6pa:qoa neKapcrBeHHLIx cpeAcrB y cy6rerroe o6palrlenr'rr

neKapCTBeHHbIx cpeACTB B IIeItx npOBeAeHI{t racnurauufi Ha oOOTBSTCTBI'IS

Tpe6oBaHIitM HopMarI{BHofi AoKyMeHTaIIrIl4 ;

3) npunrrr.re no pe3yJrbTaTaM npoBeAeHHbx ucnuraHufi pelxeHrlt o AanhHetueM

fpax.uaHcKoM o6opore coorBercrB)'Io[Iefo JleKapcrBexHoro cpeAcrBa;

4) np4Unue y[oJrH6MoqeHnurrl SeAepa:rbHbIM OpfaHoM I,IcnonHHTeJIbHot BJIaSTI'I

perrleHllt O flepeBoAe JIeKapcTBeHHofO cpeAcTBa Ha flocepufinrtft nu6opO'ruui KOHTpoJII

KaqecTBa JreKapcTBeHHbrx cpeAcTB B Cnyqae [oBTopHoro BbIqBreHI4rI HeCOOTBeTCTBI4'

KaqecTBa JIeKapcrBeHHOrO CpeACTBa ycTaHoBneHHbIM rpe6onanltana r.r (npu

or 411
ueo6xoAuuocril) o nponepxe cy66eKTa o6paqeuux JreKapcTBeHHbIX cpeAcTB.

3a III xrapran 2017 rola n Poce.qpaaua,q3op nocrynuJlla cBeAeHHq

opraxuaaqufi o BblnycKe B rpaxAaHcKI,Ii o6opo'r 66478 cepuit neKapcTBeHHbIX cpeAcTB'

3a orqernr,Ift KBapraJI Pocsgpanua4soporu:

-[poBeAeH or6op 3612 o6paruoe JreKapcrBeHHbIX cpeAcrB;

-npr4HJrTo 49 peu.reHr.rfi o6 uzsnruu H yHl,rrrToxeHr4u 36 roprosulx HanMeuoeaHHfr

42 cepuir nego6porauecrBennLlx JleKapcrBeuHbrx cpeAcrB;

-na nocepraftHbrfi Bbr6opo.rHrrfi xonrpo:rl nepeBeAeHo 7 ropronrx HanMenoeaHufr

JreKapcTBeHHbIX CpeAcTB;

-cH.rTo c nocepufinoro arr6opovnoro KoHTpOJI.s 2 ropronltx HaI,IMeHOBaHI{q

ireKapcTBeHHbIX CpeAcrB.

Ha ocnosaHllu n. 14 floprgra ocyulecTBneHl,ul Bhl6oporlHoro KoHTpoIt KalIecTBa

neKapcTBeHHbIxcpeAcTBAnfMeAI,IIII4HcKofoI1pI,IMeHeHI{''yTBepXAeHHoronpl,rKa3oM
PocsApannaAsopa or 07.08.2015 Ne 5539, B cBq3I4 c noryaleHfieM o6pauleHl4ft fp€DKAaH'

Kacarollr4xct BO3MoxHbIx oTKJIOHeHI{fi B Kar{ecTBe JIeKapCTBeHHbIX cpeAcTB I'I

BO3Hr,KHOBeHI,IeMylpo3ElnpuqllHeHl',If,BpeAa>Rl4S}ltr.3AOpOBbIOfpaxAaH
pocr,qpanHagsopoM B III rnaprane 2017 r. ooopMneHo 5 saAaHu[ Ha npoBeAeHl4e

au6Opovuoro KOHTpOnq KaqecTBa B oTHoIUeHI4I'I 6 'roprOartx HaIrMeHoBaHI'lft 11 Cepufi

neKapcTBeHHbx cpeAcrB.

flo Aannlru 3aAaHr{rM a III xnapran e 2017 r. [poBeAeH or6op 4 TopfoBLIx

nauNrenosaHl,Ifi 6 cepr4u neKapcrBeHHbIX CpeAcTB, nonyqeHLI ITOIOXI'ITenLHbIe

3KC[epTHbIe 3aKJIIOqeHI,It nO 4 o6pa3IIaM JIeKapcTBeHHbIX flpenaparoB'

B cssgN c MoTr,rBr.rpoBaHHbrMI,I O6OCnOSaHr4rr4lr sxcneprnoft opI'aHI'I3aI{UI4, Ha 6a3e

KOTOpOfi [poBoArTcr r4c[brTaHr.rq Jrer(apcTBeHHLIX CpeACTB, U C yqeToM flonoxeHltfi

nyHKTa 26 flopr4ra ocyuIecTBJIeHIar nu6opovnofo KoHTpoIq KaqecTBa neKapcTBeHHbIx

cpeAcTB AJu MeArrrluHcKoro [pr.rMeHeHr4fi, yTBepxAeHHofo np]IKa3oM Pocs4panna4:opa
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or 07.08.2015 J\! 5539, PocagpaauagsopoM 3a otqerrntfi KBapran rlpoAnerbl na 30 ,qnefi

cpoKr4 [poBeAeHI,It ,IcnblTauui't no 9 3a.p.a:au;.M na 15 o6pa:qoB neKapcrBenHblx cpeAcrB.

3a orqerrruft [epi,IoA n Poc:4panna4:op nocryflrrno 4234 3KclreprHbrx

3aKJrroqeHI,It nO pe3ynLTaTalt ntt6opouHoro KoHTpoIt KaqecTBa JIeKapcTBeHHbIX

cpe.qcrB.

flo perylparaM I,IcnbITaHI,I[ nog,aepxgeHo coorBercrBlre ycTaHoBJIeHHLIM

rpe6oBaH![rM K KarlecrBy 4153 o6pa:qoB JlerapcrBeHHbrx cpeAcrB.

B csqgfi c floryqeH14eM aaxlroqenufi sxcuepnrofi opraHv3allult o HecoorBercrBl'Ill

JreKapcTBeHHbrx cpeAcTB ycTaHoBJIeHHbIlr rpe6oeauuxtrl K IIx KarIecTBy

poce4panHa,{:opoM 11pr.rHrTo 49 peurenui,t o6 uybsruu r{ yHnrlToxeHr.rz 36 roprorrrx

Har4MeHoBaHLIit 42 cepuit uego6pora-recTBeHHblx JIeKapcTBeHHbIx cpeACTB' B ToM qIICJIS

5 perueuufi B oTuorrreHr4r,r JreKapcTBeHHbrX CpeACTB, HOpMaTI'IBHat AOKyMeHTaUI{t Ha

KoTopbre (yxasanurre MeroAr,rKH, pacqeTbr, pacxoAHbre Marepll€lJlbl n np.) Tpe6yer no

3aKJrrOqeHI4to MzHSgpaea PocCuz BHeceHHt I{3MeHeHIlfi' 1a IpOII3B6AI'ITSJI{M

JreKapcTBeHHbrx cpeAcTB (oprauusaqrarM, ocyqecTBntlouJl,IM tpyttxquu I4HoCTpaHHbIX

lpor43BoAlrTeJlefi neKapcTBeHHbIX CpeAcrB) POCS4pannagsopou HanpaBJIeHbI

npeArll4caHut o npeAcraBJlefiuvr AIrs. coruIacoBaHlltr nporpaMM Meponpnqrl4ft'

B csrg[ c noBTopHbrM BbIqBIeHI4eM HeCOOTBeTCTBI'Iq neKapcTBeHHbIX CpeACTB

ycTaHoBireHHbrM Tpe6oBaHr.rrM K r,rx KaqecTBy Ha nocepl4fiHblfi BbI6OpOtIHbIft KOHTpOnb

[epeBeAeHo 7 roprorrtx HaI'IMeHOBaHI4[ nexapcrnennblx cpeAcTB'

B ceqgu c BbrrB,,reHr4ev e III KBapTane 2017 r. HeAo6poKaqecrBeHHLIx

JreKapcTBeHHbrx cpeAcTB rrpolr3BoAr,rTentMll (OpraHI,I3aIIIltMI'I, OCyUIeCTBIqIOUII'IMU

$yHrquu I.{HocrpaHHbIX npol'l3BoAllTenei neKapcrBeHHbIX cpeAcra) nnr'tquuponaH

oBbIB 23 ToproBblx HaI'IMeHoBaHI4i't 35 cepuit JreKapcrBeHHblx cpeAcrB'

B csxgil c fiocTynireHr.reM B OTqeTHoM KBapTaJIe 3KcnepTHbIX gaxnro'reHtrfi @fEV

d{Mu3yAoCM|I>PocgapaBHaA3opaBoTHoIIIeHI,IIpe3ynbTaToBucnl;ratluil4
ToproBbrx HaI4MeHOBaHI4it 5 cepui" JIeKapcTBeHHbIx cpeAcTB C yqeToM ycTaHoBiIeHHbIX

Tpe6oBaHr.rfi HopMarr4BHor AOKyMeHTaIIUefi [pol43BoAr4Teneil (r'',rerogux, pacqeToB'

yKa3aHHbIx pacxoAHblx Marepua,qoB I.I [p.) PocaApaBHaA3OpOM HarlpaB'flsrltcb 3anpocbl

o Heo6xoaI4MOCTI4 BHeCeHI4.s lr3MeHeHI',IE B HOpMaTI',IBHyIO AOKyMeHTaUI{IO

flpor,r3BoAr.rTeJreft (.uepxarenefi per[cTpaul{oHHblx y.{ocToBepeHl,Ii) B MI'IH3ApaB

Poccau.
B csssu c nocTyrrJleHr,reM 3KCnepTHbIX Sarnrc.{eHl4ft B OTHO[IeHI',U4 2 rOpronux

Har4MeHOBA:1itrir 2 cepuitt o HeBo3MoxHocTI,I [poBecTI4 ItCnbITaHI'It t13-34

HeBocnpoI,I3BoAI4MocTI4 MeToAI,IK' pacqeToB' oTc}"TcTBI,t' KoMMepqecKl4x npe.qnoxerrufr

rro craHAapruurrr o6pa:qau u pacxoAHblM MarepI'IaJIaM H rlp'' flpeAycMorpeHnblx

nopvarunuoft AoKyMeHraur.reft, PocaApaBHaA3opoM HanpaBileHo 2 zanpoca n Mrausgpar

Poccul.t.

B III xnapra:l e 2017 r. e PocrgpaBHaA3op flocryflI4no 2 pazsacueuut o'r

Mnnagpaaa Pocclru rro yKa3aHHbIM BonpocaM.

Mepr'rnpoxypopcKo|opearupoBaH[sBCB'3I,IcHenpaBoMeprrrrNaIaAeftcrguqN{I4
Pocr,qpannagaopa B orqernoM KBapraJIe He [pI4MeHtnI'Icb'
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B xoge ocyulecrBneHr,{r noJIHoMotI[fi no nrr6oporrHoMy KoHTpoJIrc Kar{ecrBa

JreKapcrBeuHbrx cpeAcrB oQoprr,rnenl.re aKroB npoBepoK He [peAycM utpvBaerce'.

Peaylmarrr ucnrtrasraft neKapcrBeHHbIX cpe.{crB B paMKax nu6opovnoro

KOHTpOJI' KaqecTBa JIeKapcTBeHHbIX cpeAcTB o(popMJltloTct B BI4Ae gKCnepTHbIx

:axltgqenufi. SrcneprnOfi Opranusaqzei nocTyflarcrlue o6paSUrr ,rIeKapcTBeHHr,Ix

cpeAcTB fipoBeptloTc{ Ha cooTBeTcTBI4e TpeooBaHnsM lpapMaKoneh HI'IM cTaTbtM

(focy.qapcreeHHa{ oapMaKones Poccuftcrofi @eAepaquu) u n cryqae orcyrcrBl4t

(f aprraarOnefinr,tX crarefi - Ha coOTBeTcTBne Tpe6oBaH[qM HopMaTI'IBuofi 4Orynaernaqurn

npor.r3BoAI4TeneI,I.

Hopuarr.ranar AoKyMeHTarIut, no KoTopor JreKapcTBeHHOe CpeACTBO flpoBepqnocb

nppr BlrnycKe B rpaXAaHcKlIf o6Opor yKa3blBaeTct B AeKnapaquqx o cooTBeTcTBI'IlI

(ceprnQurarax cooTBeTcTBHt) - Ant JIeKapcTBeHHbIx npenaparoB Ant MeAI'IUI'IHcKoro

npr,rMeHeHut. B npoToKOIaX aHEIJIH3a (ucnrnanUfi) ultt,t nacnopTax [pou3BonnTene[

JreKapcTBeHHbIX CpeACTB - Arq sapMaqeBTI',IqeCKI',tX Cy6CTaHIIUT'

flo pe:ynrraraM [poBeAeHHbrx r,rcflbrTaHr{fi o6pa:uon JIeKapcTBeHHbIx cpeAcTB,

oTo6paHHlrx B rlen_sx Bbr6opo.{Hofo KoHTpoJrr KaqecTBa, r Pocr,qpaenaA3op flocTyflaloT

rIoJIOXI,lTeJIbHbIe Ir oTpHuaTeJIbHble gKC[epTHbIe 3aKrIOqeHVt'

Peurenuq Pocs4panga4:opa o [peKpaIqeHIIIt o6paqenux HeAo6poKarIecrBeHHbIX

neKapcTBeHHbrx cpeAcrB oly6nxKoBaHbr Ha cafire Pocs4paeuaA:opa (py6pzxa

(JIeKapcrBeHHbIe cpeAcrBa>/parlen <HntfopuaqltoHHble [I'IcLMa)))'

Bud xoumponn - eocyddpcmse$Hbtrt Ko$mponb 3a o6pat4eHuer ,MeouquHcKux

wdenufr
flpe4rraerorr.r rocyAapcTBeHHoro KoHTpoJrf, 3a o6paqeHl,IeM MeALIqI'IHCKI4X l1lg\envfl

sBrrerc.r opraHI,I3aII[t n noBeAeHlre npoBepoK co6nloAeH[t cy6beKTaMl'r O6paqeHnq

MeArrrlprHcKltx t4s4envi. o6q3aTenbgblx Tpe6oBaHI'If B c$epe o6pa[IeHI4t MeAI'IqI'IHSKI'I1

u31en i4, B TOM rIr4CJIe npfi npoBeAeHuI,I KJII'IHIqeCKI'IX UCnbITaHItfi MeALIqI',IHCKHX

v31envi4 r.r ocyuecrBnegr,re MognTopr4Hfa 6e3o[acHocTl4 MSAI,IIII4HCTIAX U:gelufi.

I{enrpanrurru arrflapaToM Pocs4panuagsopa n III KBaprane 2017 rola [poBeAeHo

18 npoeepor 11o rocyAapcrBeHuoMy KoH'rpoJrro sa o6paulenr.reM MeAv III{HcKr4x r43leIfilir'

r{3 HI,IX - 10 nnauoBbrx tt 8 sHenraHosblx, puHqTo yqacTlle B [poBepKe

TeppuropuanbHbrx opfaHoB POcs4paenagropa IIo Mypnrancxoft o6IacTIr, IIo KypcKoi

OOJIACTI,I.

BHerLraHogHe [poBepKr4 cocTaBrrJrn 44 Yo Or O6qero qHcJra [poBeAeHHbIX

npOBepOK 11o rocyAapcTBeHHoMy KoHTp6JIIO 3a O6paUIeHI4eM MSAI4I-II'IHcKInx I43,UeJII4fi.

ocnoganr.lqN.{u Anr npoBeAeHrrr BHenJraHoBbrx npoBepoK n III xnapra:re 2077 rola

' 
BJI'JIIIC b :

- I,IcTeqeHI{e cpoKa I4c[oJIHeHI,UI }op 'quqecKI,IM II,IIIoM' I,IHAI,IBI4Aya,'IbHbIM

npeAflpr,rHlrMaTeneM paHee BbTAaHHOTO flpeAnucaH14q 06 ycTpaHeHEI4 BIItBJIeHHOTO

HapyueHHr - 6 nponepox;
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- flocrynJreHr,re B opraH focyAapcTBeHHoro KoHTpoJIc o6paqeHl,L fpa)I(AaH IIo

noBoAy Bo3Hr,rKHoBeHrzr yrpo3bl npuquHeHl.Iq BpeAa xI{3HIr, 3AOpOBbro tpaxAaH - z
npoBepKir.

B xo4e KoHrpoJIbHo-Ha,43opHLIX ueponpnrrui npoBepeHo 18 ropu,ur'rvecxux nuq.

llo pe:ylrraraM npoBepoK flprlHqrbl Mepbl KoHrponbuoro I4 HaA3opHoro

pearupoBaHI,I{:

- BbrAaHo 8 npe4nucauui o6 ycrpalrenul'I BbITBJIeHHbD( HapyueHl'It;

- cocraBreHo 7 nporoxolon o6 a4rr,runracrparltBHhlx flpaBoHapyureul'rtx:

- rro cr. 6.28 - 5 nporoKoJloB;

- no cr. 6.33 - 2 [poroKoJla.
B III nnaptar e 2017 roAa paccMo'Ipeno 96 o6paqeuuft fpax4aH ro BonpocaM

KoHTpont ra o6paulenueM MeAI,IutrHcKI4x I'I3AeII'I[.

B xoAe ocyulecrBneHl,Iq rocyAapcrBeHHoro KoHTpoJIt 3a o6paulenr'relrl

Me.quqr,IHcKr4x uz2e116it PoCSgpanHa,q:Opolr B6UIBJIeH6I TIznlIqHLIe Hapy[IeHI'It'

xapaKTepHbre Anr pa3nr,rqHbx cy6lexroa o6paulenux MeAr{rIrlHCKnx t'3.!e[vpr:

1. flonpott:soar'ITeJltMMeAI4ITI{HcKIIXI'I3AenI'Iu:

- nporz3BoAcrBo HeAo6poKaqecreenHofr flpoAyKult{;

- [poI43BoAcTBo' XpaHeHI,Ie, peaJII,I3aII[' He3aper[cTpI{poBaHHbIX MeAI,III,1HCKI,IX

v3renvir:
- HapylreHr{e MapKr'IpoBKI4;

- I,I3MeHeHr,re Mecra rlpor43BoAcrBa 6es eHeceHut coorBercrByloulux ltgMeHenrafr s

pef r,rcrpal{I4OHHOe y.[ocToBepeHI4e.

2. flo nocranuluKaM MeAI'IIIIIH cxux ug,.ettuir:

_ HapylreHrre uapruponxu (oTcyTcrBr.re HasMeHoBaHr{rI Ia I4HCTpyKIIIIU Ha pyccKoM

r3brKe H np.);
- xpaHeHue MeAIIIII4HcKI4X uznetuir c HcreKurl'tM cpoKoM roAuocrl't;

- BBo3' xpaHeHIIe I4 peaJII,I3aIII-r' He3aperucTpl,IpoBaHHblx MeAHIII,IHCKIIX I,I3AeJII,Ift

(6es perracrpaUl{oHHoro yAocToBepeHI,It, c perlrcTpalluoHHbIM yAocroBepeHI'IeM' cpoK

Aeficrauq Koroporo r.rc, ex, r,r np.).

3. flo rraeAurluncKl'lMopraHI{3aIIutM:

- npltMeHeHne He3aperllcrpl'IpoBaHHblx MeAItqI'IHcKI4x r'trgeluft (6er

pefr.IcTpauuoHHof o yAocToBepenur);

- xoaHeHl4e Me,[lIuI,IHcKI'Ix uzaetuit c I'IcreKIIrI'IM cpoKoM roAHocrl{'

HeAo6poKar{ecrBeuxblx MeAI{III'IHCKIIx v34enr4u;

- necoo6uenue B Teppr,ITopr.IaJrbHLre opmHbr Poca4parua4eopa o BLT'BJIeHIU{ B

O6pauIeHnH M9AI,IqLIHCKI,IX vg4e1l4it, He COoTBeTCTByIOq[x yCTaHoBneHHbIx

rpe6oeanr,rxu;
- HecoBpeMeHHoe rexHl,IqecKoe o6c:ryxunanue MeAI'IqItHcKI'Ix uzaenuit

(MeAurIr.IHcKat rexHI4Ka).

B qacru [poBereHLIJI KJIITHI,IqecKI{x ucnrtrasuft MeAI'IuI4HcKHX usp.eruia"
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- orcyrcrBylor B $afi,re I4ccneAoBaHl,tc AoKyMeHTbI, noarBepxAaroulae

KBilJrI4OI,IKaqun l,r o6yqeHl,Ie orBercrBeHHLIX nuq H HccileAoBare:ref uaA:IeNaurefi

ruurHllqecrof [paKTr4Ke ;

- HapylxeHne BeAeHLIJI AoKyMeHTaIII4I4 NO KJII,IHI{qECKI4M LICNbITAHI4'M

MCAI4III,I HCKI,IX 143 TE JII4U;

- HapyureHl,Ie xpaHeHI4t AoKyMeHTaIIUI4 nO KJII'IHI4qeCKI'IM tlCrIbITaHIrtM;

- oTcyTcTBue AoroBopoB Ha flpoBeAeHr,re KIII4HI{tIecKLIx ucnn'ranrfr MeAI{III4HcKrlx

v3Aenvir MexAy 3aJIBI,IreJIeM LI MeALIUI4HCKOfi Opranuraquefr ;

-oTcyTcTBLIeBAOrOBOpaXIrTOBapoco[poBo.4I'ITeJIbHLIXAOKyMeHTaXyKa3al]Ilfl'Ila

o6rerra, Jror r,r cpoK roAHocrr'I [ocraBleHHblx us4enull;
- orcyrcrBl,Ie CO|I (cranaaprHblx oflepauuouHblx npoueayp) Ha npoBeAenlte

KJrr.tHuq ec K Hx uc nsrrau ufi M eAr.l quHcK Hx uz 1enuit B MeAr.r ur.rHc Ko fr oprauura urlr ;

- oTcyTcTBr4e AOKyMeHTOB O Ha3HaqeHr{[ oTBeTcTBeHHbx nl{q LI I4CCJIeAOea:relei,

c pacflpeAeneHl{eM ponefr u orBercrBeHuocrl.r;

- OTKJIOHeHI,Ie OT IlpOfpaMMbI KnI4HI,IqeCKHX UCnrrranltfi B pa3nI,IrIHbIX AOKyMeHT€X

I,ICCJlCNOBAHH-9.

B qacru npoBeAeHl{t MoHI'ITopI4Hra

BbrrBnrlorc.t o6uue Arq ecex cy6terron
HapyrxeHlrfl:

- orcyrcrBl,Ie pa3pa6oraHHoro

npoBeAeHI,It MOHLITOpI,IHfa MeAI'iqI{HoKI'IX

- oTcyTcrBI,Ie OTBeTCTBeHHbIX JII'Iq

Me,[finuz H CKI4X UZ Ae nUft ;
- oTcyrcTBl{e HaBbIKOB 3anOJIHeH[t

nDlrMeHeHu!t MeII'IULIHCKI4X l{SAer14fr .

Ynpaeneuue.u KoHmpo n 3a peL.,,wa4ueil zocydapcmaeHwbtx npozpattrfi e

cfiepe ldpacOoxpsHeuut [poBeAeH aHaJILI3 Ae.tTeIbHOcTI'I OpraHoB ItcIIoJIHI'ITeJIbHo[

unuit" .y6""Kroe poccyficKoft Oe.uepaqr4r.r. ocyuecrBJltlourl4x $yuxur.lr,I B cQepe

oxpaHbr 3AOpOBbs no opraHr,r3arlzra co6lroAeHr4q npaB fpaxAaH IIpI4 [OnyqeHLI[

Me.[rrrIr{HCKOi SOM6UII4 I,t leKapCTBeunou O6ecneqeHl4u C IIeJIbIo ofipeAeIIeHvIs

cy6rexron Poccttftcxofi @egepaquu, He Aocrllr ux IIoKa3aTeJIeft [cnofineHus flnaHa

ruepoupr,urr.rfi (<.{opoxnar KapTD) (I43MeHeHr.rr B oTpacJrrx coqfizlrlbHoft c$epLl,

Ha[paBnegHbre Ha rroBbrrrreHue sQsexrr.ranocru 3ApaBOOXpaHeHr,rr n cy6tercre

Poccuftcrofi Oe4epaqnr.r>, I{HAI,IKaTopoB, xapaK'repl43ylo111l{x AocTy[EocTb I'I KaqecTBo

oKa3aHtrr Me.[[unHcKoft noMoultr H cBr4AerejlbcrByloqux o peaJII43aIIlII4 perlloHzulbHofo

nnaHa Mepoflpwrn4ir IIo cHI,IxeH[IO cMepTHoCTH oT OCHoBHbIx npLIqI4H' a TaKxe

r{r,rTbrBat AeMorpaouqecKl,Ie [oKa3aTeJII{ Cy66eKTa.

Kporr,re roro, yttt4TblBzLnacb peanv3a|fl4fl reppuropnanbnofr fiporpaMMbI

rocyAapcTBeHHLIx IapaHTLIfi 6ecnlarnorO oKa3aHI4t rpaxAaHaM MeAI'IqI'IHCKOfi [oMoIIII4

B cy6beKTe POccrftcxofi @egepaqzu, s$QerrrarnocTb 3KcflJIyaTaqI{I'I MeAI'IqI{HcKofo

o60pyAoBaHt,tr, o6ec[er{eHr.re JreKapcrBeHHLIMII cpeAcrBaMl4 Jlbrornblx Kareropl4fi

fpaxAaH

6esouacHocru
o6pauleHI,It

Me.[truI,rHcKIrx l43IeJrldl4

Me,IIIUI4HCKIIX |1.3I]enl,lfi

14 yTBepxAeHHofo BHyTpeHHero [optAKa

v3AeJluir;

3a npoBeAeH e MoHHTOpt4HFa 6e3onacHocTt4

r.r3BeuIeHItft o HexeJIareJIbHbIX tBJIeHI'I'X [pI4
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B coorsercrenu co craruefi 16 Oe4epalruofo 3aKoHa or 21.1 1.201 1 Ns 323-@3

<<06 ocuoeax oxpaHbl 3AopoBI't rpax,qaH s Poccfiftcxoft @e.qepaquu> K [orHoMorttllM
opraHoB rocyAapcrBeHHofi sracrlz cy6rexron Poccuficxofi @egepaqura a c$epe oxpaubl

3.4opoBbr oTHOcLITct 3aIIII4Ta npaB rIeIoBeKa I{ tpaxAaHyna a c{epe oxpaHbl 3AopoBI't,

a B coorBercrwtu c nopnaofi crarblr 98 @e4epa,rgroro 3aKoHa or 21.11.2011 J\b 3n-A3
<<06 ocnosax oxpaHbl 3AopoBbt tpaxAan n Poccuficroi @egepaquu) opraHLI

rocyAapcTBeHHofi BnacTI,I n cQepe oxpaubl 3AopoBbq Hecyr oTBercrBeHHocTb 3a

o6ecneqesue peairr.r3arlur4 rapaurufi u co66oAeHr,re [paB u cno6og e cQepe oxpaHbl

3AOpOBbr, ycTaHoBJIeHHLIX 3aKOHOAaTeJIbCTBOM POCCUfi CtCOi @egepaqr',ru.

flo urorana [poBeAeHHoro anaJlvsa Poce4pannagsopoM B III rnaprane 2017 rola
ocyqecTBJIeHbI npoBepKl4 B oTHoIIIeHI.Iu opraHoB IOcyAapcTBeHHofi slacfli B c$epe

oxpaHbr 3AopoBbt n 7 cy6texrax Poccuficxofi @egepaUrau (Pecny6nr'rrax ,{arecran,
geqencxas, Korrara, ArnlypcKar, KanyxcKaq r,r cMoneHcKoi o6racTLI), n rOru qltcne I

rrpoBepKa IIo ycTpaHeHr4ro paHee Bbr.rBreHHbrx Hapyrrenr4ft (opnoecrar o6nacrr).

B xoAe [poBeAeHr{r KoHTpoJrbHbrx Mepol1purlrl,Ifi e III xnaprale 2017 r.
pocrgpannageopoM ycraHoBneubr HapyueHr{r [pr4 $opnrnponaHu[ Teppl4TopH€riIbHlIX

flporpaMM focyAapcTBeHHbrx rapaHTr{fi BO BCeX [poBepeHHblx cy6beKTax Poccraficroi
(De4epaqzu.

Bo scex [poBepeHHbrx cy6ceKTax Poccuficxofi (De4epaquu PocsgpanuaA:Opott't

BbrrBJleHbI HapyIXeHI,It opraHI{3aUI4I4 OKa3aHIltt MeAI'IIII{HCKOfi IIOMoUIU B cOOTBeTCTBI'II'I

c [optAKaMr,r oKa3aHr,r.f, MeAr,rrIr{HcKOr noMoulu, yTBepx,iIeHHbIX [pI'IKa3aMI',I Mnus4para

Poccuu, HeBbInonHeHIte KJII'IHEqeCKI{x flporoKonoB' B qacrl'l: HapyllreHnt

rocnr.rrzLIIIr3aIIUI,I, Hapy[reHl'It CTaHAapraMaprxpyTLI3aIII4r'I I,I HenpoollnbHble rocnI',ITzLIIIr3aIIU[' Hapy[reHl'It craHAapIa

ocHauleHHt, He[poBeAeHr,rr B rroJrHoM o65eMe AI,IapHOCTnqeCKI'IX I4 11eqe6HbIX IlpOIIeAyp

r43-3a rrpocTor 14 He3o$eKrr4BHOro ucnolb3oBaHr'It MeAI4III,IHCKOTO O6OpyAOBaHUs,

MapIxpyrI'I3aII[u 14

HE BKIIIOTIEHbI B MAPXIPYTI43AII}irc' OTCYTCTBYrcT OTACJICHI'I' (ra6unetrr) AJII oKa3aHI'It

nepBr,rrrHofi AoBpaqe6Hoi r{ Bpaqe6Hoft MeAI,ITIHHCKOI IOMOIIIII, He OpraHI,I3OBaHbI

AOMOBLTe xosqficrna AJrr opraHra3ar{u[ flepBIIqHOfi UOMOUII4, Heco6IIoAeHI'Ie BpeMfl

AOe3AOB CKOpOfi Me.uprur,rHcKofi floMoulu, Heo6ecneqeHHocTL neKapcTBeHHEIMI{

npeflapaTaMlr !r coBpeMeHHbrMLt O6e36onr.rBaloulrrMt4 cpeAcTBaMI'I, B TOM qIrCJIe nErOTHOi{

KareropHH ryaxlaH H ap.)
Bo ncex cy66eKrax Poccuftcxoft (Degepaquu, rpoBepeHHblx rIeHTpaJIbHLlM

Aednrlr4T rrepBrrrlHbrx MeAr4rllrHcKrrx Ka6nHeToB, AeqTenbHocTb KoTopblx Ha[paBJIeHa Ha

paHrree BbrrBJreHr4r npI43HaKOB r,r oLIMITOMOB 3a6oJIeBaHI',It I',I CBOeBpeMeHHOe

"urrpu*"tt" 
B [pooI{JIbHbIe Me'q[qI'IHCKI4e OpraHI43aIIUU 2 U3 ypoP'ttt'

Meponpnrrrar, npoBoAIlMbIe B cy6belcrax Poccllficroft @e4epa{uu'

HanpaBJIeHHbIeHacHltxeHltecMepTHocTI{u.IIoBbIIIIeHI4JIypoBHqx}I3HI,lHe
BbrnoJrHtlorct B floJIHoM o66eMe I'I 3aqacryrc H@QQeKTnBHII'

B prae cy6beKToB He co3AaHbr ycnoBl/ul AJUI oKa3aHLIt MeAI,IqI,IHCKOfi nOMoIU[ Anq

rpaxlaH, npoxuBaloqt{x B ceJlbcKofi 14 OTAaJIeHHOfi MeCTHOSTI4 (orAalensue pafroHbl

KOHTpOJIbHbIX

noAfoToBKa

ar[apaToM Poca,qpaaxa4sopa, BbltBns;1ct flpocrof H Hegib$eKTI'IBHoe I'IcgoJIL3oBaHHe

MeAr4q[HCKOTO O6OpyAoBaHI,Iq, B TOM qI',ICJIe Aoporocrotu{ero'
B xoAe

npo(pecc oHaILHaJI

MepoIIp?ItTLI14 BbUIBJI'CTC' HeAOCTaTOqHat

Bpaqe6HLIX KaApOB, He3HaHIre HopMarI'lBHbIX

oKa3aHr4e MeALIIII4HCKOfi IIOMOIIIU fpaXAaHaMAOKF{eHTOB, pernaMeHTnpyroql4x



(HeAOCTaTOqH€Ur IIpO(peccr4oHzrnLHarr IOA|OTOBKa Me.qIIIHHCKOTO repcoHana He

n03BoJrteT: ocyulecTBJrrrL qKB, npoaogr.ITr rpou6oliarr4rrecKyro repanr,rro ra np.).
B xo4e KoHTponEHbrx Meponpr{rrl,Ifi IIeHTpEIJIbHoTo annapara Poc:4paaHa4:opa:a

BHeApeHr{eM coBpeMeHHbrx uH$opuauuonnrtx rexsolorlti B 3ApaBooxpaueHr{e

BbrrBrtercr orcyrcrBr4e r4Jru nes$Qerrrlnnoe Ilc[oJlb3oBaHue gneKTpoHHoro

AOKyMeHTOO6OpOTa B Me,qAqr{HCKIIX I4 anreqHbx opf aHr{3aIII4tx, He oKa3blBarorct B

[oJrHoM o6reue AI,IcraHIInoHHbIe BHArI KoHcynbraraBnofi norr,roultl Ha ocHoBe

ricnoJrb3oBaHr{t coBpeMeHxrrx uUQopnraUuoHHblx TeXHOnOflti npu Bo3HIaKHoBeHI4It

Kpr4Tr,rqecKr4x IaII,I Apyflrx curyaquir, Tpe6yloulix 3KcrpeuHoro pa3pelxeHI'II.

flpn opranu:aq[n oKa3aHlrt cropoft uegzquncrofi rloMouru Bblf,BJlterct srrcoxufr

nporleHT r43goca aBToMO6vJIei crcOpofi ueAzrlunCrOfi troMoutl{, HeyKoMnneKToBaHHocTb

aeroMo6larefi u3ne1vflMt4 MeAI,IqI4HCKofi TeXHI4KI,I. Epura,Uu, ocyuIecTBJItloUII4e

OKa3aHrae Cropofi ueAuqrascxofi 11OM6IIIU He yKoMnneKToBaHbI, oTcyTcTByIoT

neKapcTBeHH6re npefiapaTll, HapyualoTct npaBl{na xpaHeHlzt JIeKaPcTBeHHbIX

npenapaToB. Orrue.{aercq [pocrofi I,I nepe6ou B pa6oTe 6opronoro o6opyAoBaxut

cfiyrHr.rKoBofi HaBLIraquoHHo-MoHl'IropI4HroBofi cl4creMbl |IOHACC/GPC' He

lpoBoAqTcr MepoflplrtTllt no opfaHI,I3auUU AI'ICneTr{epI43awv I,I I,IHTerpaIII4U 86130808 B

eAr,rHyro cr4cTeMy.

B p",q" cy6beKroB, B Koropblx s 2016 foAy nocry[UJII'I B coorBerc"tBLrv c

pacnoprxeHr.reM llpaBuTerbcTBa HOBbre aBToMo6r,rJrr{ KJracca E lr C ao cl4x flop He

[poBeAeHbI Meponpntrl,rt tro AoyKoMnJIeKToBaHr{ro srIax asroN'to6firefi .

B xoAe KonTpons 3a AI'IcnaHcepI'I3aIII4efi nrtr ntl.lrr'rcr Qarrst np14III,ICoK,

IIpoBe,ueHIrI,InprHer4cnoJIHeHI,It [naHoB-fpaol4KoB, HapyureHl{t noptAKoB

Ar,rcIIaHcepI{3aIIr4I,I.
B xoAe KogTponr 3a pe€rJrr.r3arlr4eft reKapcrBeHHofo o6ecneqeHut BbulBrtlorcq

Cr,rCTeMHbIMI4 npO6iIeMbI: HeAOCTaTKI{ B .IIOTUCTI{Ke JIeKapCTBeHHbIX npenapaToB I'I

oTCyTcTBI,Ie eAI,IHofr I4HOopMaIIuoHHofi ct,tCTeMbI, O6ec[e'{I4BaIOUIei B3aI'rMoAe[cTBI4e

opraHa y[paBJreHr{r 3ApaBOOXpaHeHr4f, MeArzttt4HcKoro [H0opMaI{IIOHHO-

auzrJrlrTr.IqecKoro IIeHTpa, MeALIqUHcKLIx u SapMaIIeBTI4qecKI'IX opraHl'I3allui' a Tarc(e

JreKapcTBeHHoe o6ecne.{eHlie oT BLInl4cKI{ peUenTa Ao floilyqenlls JIeKapcTBeHHoro

npenapaTa rraqr4eHToM, HeCO6nroAeHr{e cpoKoB rrocTaBoK JreKapcTBeHHbIX flpefiapaToB

cO cTopOHbI 5OCTaBUII4KoB, HtuII4qI{e Heo6ecler{eHHblx neKapcTBeHHbIMII 1rpe11apaTaMl

peLIe[ToB, He aHanr{3r,rpy}oTcr noTpe6nocru B neKapcTBeHHbIX rlpenapaTax I,I He

[poBoAr{Tct yflpaBneHne ToBapHbIMI,I 3anacaMl{. B pxge peruoHoB 3aQvKcI4poBaHbI

$arT rr cnucax[t neKapcrBeHHr,Ix npeflaparoB, B ToM qI'IcJIe BaKUIIH.

Taxxe e npoBepeHHhrx cy6beKTax oTcyTcTByeT r.rJrr{ ocyqecTBJlteTct He Ha

AOJTXHSM ypoBHe BeAoMcTBeHHbIfi rOnrpolr 14 OpraHLI3aIIHoHHo-MeToAI'IlIecKat pa6oTa,

B TOM III4CJIC CO CTOPOHbI HIABHLIX BHeUTarHblx cneul4aJIHcTOB OpraHoB

3ApaBooxpaHeHllt cy6beKra.
3avacryro B cy6leKTax Poccraficrofi @egepaqurz npr4 florrycTuTenbcTBe

pyKoBoAr.rTeJrefi opranon rocyAapcrBeHHgr BJraCTr4 B csepe 3ApaBooxpageHltt,

co3AaroTcr [peA[ocblnKl4 A yCnoBLIfl AJI' nOAMeHLI oKa3aHI,IlI rapaHTHpOBaHHoro o65eMa

6ecuarsofi MeAI{III,tHcKofi EoMoIIIl,t IIIaTHIIMI,I ycJIyraMI,I, oco6eHHo rrpn IIpoBeAeHI'II4

AI,Ia|HOCTI'IqeCKI,IX UpOIIeAyp.

llo pe:ynrraraM Bcex [poBepoK 6tutr sr,rAaHH flpeArrr.rcaHr,rr 06 ycTpaHeHIrI4
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BLITBJIeHHLIX HapyIUeHr,Ii, e Oproscxoi't o6nacru cocraBlleH B orHolreHur
AoJr)r(HocrHoro Ju4 rla [poroKon 06 a,qMrIHr4crparHBHoM fipaBouapyueHr.I[ no crarre 19.5

KoAII P@ rlo HeI4cnoHeHuIo npeA[I,IcaHI4JI 14 HeycrpaHeHr,rro Bbr{BJreHHbrx napyureHafi.
I,IxQopnaaqrar no pe3ynbTaTaM KoHTponbHbrx lrleponpurrufi HanpaBJreHa

Pocs4pannag:opoM B aApeca rJraB cy66eKToa Poccuficxofi @e4epaquu, a Mr.rnsgpao
Poccuu, flpoKyparypEr cy6rexron Poccl.ricxofi @egepaquu, n fenepa,rrHyro
[poKyparypy Poccuficxoft @e4epaqlrra u Cle4craensuft xorrrurer Poccrnficroft
@egepaquu.


