
lfu rrcrcpcrao slparooxpanl
Poccrficrol Oc[cpaqrn

OEAEPA.IIbHAfl CJIY}I(DA IIO HAII3OPY
B COEPE 3]IPABOOXPAHEHUS

(POC3APABHAA3OP)

NPlIKA3
Mocxra

06 yrseprcAeHnr IopsAKa ocyulecrBneuls Bbt6opoquoro

KOHTpOIC KaqeCTBa JIeKapcTBeHHbtx cpeAcTB AJrfl MeAIiqHHCKOTO npnMerreHlf

B coorsercrsur,r c qacrbKr 'l ctattu 9 @e4epanrnoro 3aroHa or 12 anpent 2010 r.

J,,l! 6 1-O3 <06 o6parqeHlrr,r rreKapcrBeHHbrx cpeAcrB> (Co6paHne 3aKoHoAareJrbcrBa

Poccuficrofi (De4epaquv, 2010, i{b 16, ct. 1815; Ne 31, cr. 4161; J$ 42, c"r. 5293; Ne 49,

cr.6409; 2011, Ns 50, cr.735l; 2012,Ns26,cr.3446; J\b 53 (.r. l),cr.7587;2013,Ns27,

cr. 3477 ; Ns 48, cr. 6165; 20l4,Ns 1 l, cr. I 098; Ne 43, cr. 5797) n p r.r K a 3 br B a ro :

I . YmepAI,rrr nplrnaraeurrfi lloprAor ocyqecrBneHua arr6opovnoro KoHTpoJrr KaqecrBa

JIeKapcTBeHHbrx cpeAcTB AJrr MeAT4TIHHCKOTO [pr,rMeHeHr.tr.

2. Hacrorqufi flpuxas Bcrynaer B cxrry c I r.rrorq 2015 roga.

3. Konrpoar 3a r.rcnoirneHr,reM Hacrorrqero llpnxasa ocrasrrro ga co6ofi.

Bpr,ro pyrono4rErenr M.A.Mvoaurxo

Ne



YTBEP}KIEH

rpr.rKa3oM @e4epalruofi cnyx6rr no HaA3opy

B CQepe 3ApaBOOXpaHeHUrr

IlopqAorc ocyuecrBneHur nrr6opovnoro KoHTporq

KaqecTBa neKapcTBeHHbrx cpeAcTB Anfl MeA[TInHCKOnO [prrMeHeHnfl

L Hacrosrqufi llopr4ox ycraHaBJrr{Bae:r rpe6onaHu.r x ocyulecrBJreHr4ro

BbIoOpOqHOrO KOHTpOIT KaqecTBa JreKapcTBeHHhrx cpeAcTB Anf, MeALIqT.THCKOTO

NPI,IMEHEHH'.

2. flpe4ruerorr.r nrr6opovuoro KoHTpoJrr KaqecrBa neKapcrBeHulrx cpeAcrB flBlrrrercs

noATBepxAeHI{e cooTBeTcTBr,tr JIeKapcTBeHHbrx npe[apaToB Anf MeAnIIUT{CKOTO

nplrMeHeur,rr u (papnaaqenrrrrrrecKr,rx cy6craHrlnft oreqecrBeuHoro u eapy6exnoro

lpor{3BoAcrBa (AaJree - JreKapcrBeHHbrx cpeAcrB), HaxoArrrltrxcr B fpaxAaHcKoM

o6opore, Tpe6oBaHrlrM Qaprvrar<onefiuofi crauu lu6o B cJrf{ae ee orcyrcrBr4q

nopnaarunnofi AoKyMeHTaqr,ru (ganee - HopMarxBH€ur 4orylreHraqr.rr).

3. Brr6opounlrfi xourpolr KaqecrBa JreKapcrBeuHbrx cpeAcrB ocyqecrBnrerct

@e4epaaruoft clyx6oft no HaA3opy n cSepe 3ApaBooxpaHenvtfl. v ee reppr4ToplraJrEHbrMr.r

opraHaMr,r (Aanee - Pocsgpanuagsop).

4. ,{onxnocrHbrMr,I JII{IIaMr,r, yrroJrHoMoqeHHbrMr{ ocyqecrBJrrrB au6opovnufi

KOHTpOJTb KaqeCTBa JreKapcTBeHHbrx cpeAcTB, rBJUrIoTcr:

1) pyroao4urelr (:arraecrurenu pyKoBoAr{Tenx) Pocs4paBHaA3opa, pyKoBoAr,rTenr.r

(eamecrurellr pyKoBoAr,rrenr) repplrropua.nbHbrx oprauoB;

2) pyKoBoArrreJrr.r crpyKTypHbrx [oApa3AeneHrafi Pocs4paanaA3opa u ero

TeppI'ITopI'IzIJIbHbIx opIaHOB, LIx 3aMeCTI4TeJILI, AOJIXHOCTHbIMU pernaMeHTaMl,t KoTophlx

rrpeAycMorpeHbr rrolrHoMoqr.u no ocy lecrBJreHr,rlo rrr6opovnoro KoxTpont KaqecrBa

neKapcTBeHHbrx cpeAcTB;

3) r,rurre rocyAapcrBeHurre tpaxAaHcKr{e cnyxaque Pocs4paruaA3opa u ero

JTOT



TeppI,ITOpI4anbHbrx opraHoB, ,4oJrxHocTHbrMu pernaMeHTaMr4 KoTop6rx [peAycMoTpeHbr

tIoJIHOMOqI{t IIO OCyqeCTBJreHr.rrO Bbr6OpOrIHOrO KOHTpOJTT KaqeCTBa JreKapcTBeHHbrx

cpeAcrB.

5. B qeagx ocyulecrBneHua ru6opouuoro KoH'rponr KaqecrBa JreKapcrBeHHlrx

cpeAcrB Poc:4paruag:oporr,r (reppuropuallHbrMu opranarr,ru) opraa[3yrorcq

I4CIbITaHI,I'I, 9KClepTI,I36I, aHa[I'I3bI I,I OIIeHKI'!, a ral(XeHeo6xoAr4Mbre nccreAoBanl,u,

HayqHBIe I,ICCJIeAOBaHl/tt.

6. Bu6opounufi rcou, pom KarrecrBa JleKapcrBeHHbrx cpeAcrB BKJrroqaer s ce6.r:

l) o6pa6orry cBeAeHr4fi, B o6{3arerbHoM [oprAKe flpeAocraBnreurrx cy6rexrauu

o6pauleuur JreKapcrBeHHrlx cpeAcrB, o cepr.rJrx, flaprkrlrx JreKapcrBeHHbIX cpeAcrB,

nocryrrarcqux B rp€DKAaHcKr4ft o6opor s Pocc[icxofi (De4epaquu;

2) or6op o6pa3rloB rreKapcrBeHHbrx cpeAcrB y cy6rexron o6parqeuur

JreKapcrBeHHLrx cpeAcrB B rleJrrx npoBeAeHI,It ucnuranltfi Ha coorBercrBlre rpe6oBaHr.rtM

HOpMaTr.rBHOr4 AOKyMeHTarIUrr ;

3) npnnxrr.re no pe3ynbraraM npoBeAeHxbrx rlcflbrraHr,rft peruennr o Aaaurefrureu

tpaxAaHcKoM o6opore coorBercrByroulero JreKapcrBeuHoro cpeAcrBa;

KaqecrBa JreKapcTBeHHErx cpeAcrB B cryqae noBTopHoro

KaqecrBa JreKapcrBeHHoro cpeAcrBa ycraHoBJreHHErM

perrreHr,rr o [epeBoAe JreKapcrBeuHoro cpeAcrBa ua nocepufinrrft nu6opovuufi roHrpom

4) uprauxrrae yflorHoMoqeHnurr.r Qe4epanbHrlM opraHoM I{cnoJlHureruHofi gracru

BbI'BJIEHI4' HECOOTBETCTBI,I'

rpe6oBaHr,rrM H (apu

neo6xoglrruocru) o uporepxe cy6rexra o6paqenu.r rexapcrBeHHbrx cpeAcrB.

7. B qelxx npoBeAenlr;r r,rc[brraHr,rfi JreKapcrBeHrrrrx cpeAcrB Ha coorBercrBr,re

r"pe6onauu-anr nopruarnnnofi AoKyMeHTaqr,rr,r B paMKax mr6opovuoro KoHTpom KaqecrBa

JreKapcrBeHHhrx cpeAcrB Pocs4pannagsop (reppuropuaJrbnbre opranrr) upr4BJreKaer B

KarrecrBe sxcueprnoi opraurr3arlr4r,r @e4epanruoe rocyAapcrBeHuoe 6ro4xeruoe

yqpexAeHr,re <llntpopuaqzoHuo-MeroAr,rqecxufi qenrp rro gKcreprr,r3e, yqery v anuwr3y

o6paqenux cpeAcrB MeA[rlr.rHcKoro [prrMeHeHr.rr)) Pocs4panna4sopa ((DfBy

d{MIISyAOCMfb Poc:4paaHa4aopa) (4a.nee - eKcneprHarr opraHr.rsaqra-a).



8. Opraur.rraqun, ocyqecrBJrrroqne npor.r3BoAcrBo neKapcrBeHHhrx cpeAcrB Ha

Teppr{Topr,rur Pocclrfcrofi (De4epaqrar.r u BBo3 JreKapcrBeHubrx cpeAcrB a Poccraficryro

@e4epaqnro, npeAocraBJr.firor B Pocsgpanna4eop cBeAeHrir o cepurx, uaprr.rrx

neKapcrBeHabrx cpeAcrB, nocrynarcqux B tpaxAaucKrrfi o6opor.

He 4onycxaercr rpaxAaHcrfifi o6opor cepui4, \apruft rerapcraenHrrx cpe,qcrB,

cBeAeHut o Korophrx He [peAocraBJrenu n Pocs4paBHaA3op.

Opranusaquu, ocyqecrBfirroqr.re [por43BoAcrBo JreKapcrBeHHhrx cpeAcrB Ha

reppr,rropur,r Poccl.rficr<oft @e4epaqur,r r,r BBo3 JreKapcrBeHnbrx cpeAcrB n Pocclrficryro

(De4epaquro, Hecyr orBercrBeHHocrb 3a HelpeAcraBJIeHLIe yKa3aHHbrx cseAenui s

coorBercrBlrr{ c 3aKoHoAareJrbcrBoM Poccr,rft cxofi Qe4epaqr,ru.

9. !,ns [peAocraBreurax cre4enuft o ceplrrx, flaprrdrx JIeKapcrBeHHbIx cpeAcrB,

rrocrynatourltx B rpaxAaucKr,rfi o6opor s Poccuftcroi (DeAepaquu, opraHI€aI{I4I,I,

ocyqecrBJrrroq[e npon3BoAcrBo neKapcrBeHHbIX cpeAcrB Ha reppI,ITopI4Ia Poccr,tftcroi

(DeAepaqur,r r4 BBo3 neKapcrBeHHrrx cpeAcrB r Poccuicxyo @e4epaqr.uo, noJryqalor

aBToprr3oBaHHrrfi 4ocryn B rroAclIcreMy <Bu6opovuui rourpolr> aBToMarl43liposaHHofi

un$opruaqnonnofi cucrenrr Pocs4pannagsopa (4anee - AVIC Pocs,4panna4sopa).

CseAeHur o Har,rMeuoBauraf,x, ceputx, flaprutx neKapcrBeHHblx cpeAcrB,

locryflarculr{x B lpaxAaHcKr.rfi o6opor s Poccuficrofi @e4epaquu, ux rrpol,r3BoAlrreJltx u

opraHl,I3aqu rx, BbrrrycrlrBrrr[x neKapcrBeHHble cpeAcrBa e rpaN4ancxnfi o6opor,

pa3Meuralorcr PocaApanna4soporrr Ha otfuquanrnov cafire B cerl4 I,IHTepHer

roszdravnadzor.ru (ganee - oSnqraalrrnrrft cafr) I,I AocrylHbl gnx cy6rer:ror o6parqeuza

ne(apcrBeHHbIX cpeAcrB r.I HaceJIeHr,Irr.

10. Opranrasaqvu, ocyulecrBJrrroulue [pori3BoAcrBo neKapcrBeuubrx cpeAcrB Ha

Teppr4ropr,r[ Poccuficroft @e4epaqzra 14 BBo3 reKapcrBeHHbrx cpeAcrB n Pocczficryro

@e4epaqrao, B cpoK, He rrpeBlrrlzuoqr,rfi rpex pa6ovnx Anei nocne BbrlycKa cepr.rH,

flapTr,ru neKapcTBeHHoro cpeAcTBa B fpax.qaHcKl,Ill

Pocs4paana4eopa cJreAyrorqr4e cBeAeuralr :

I ) ropronoe HauMeHoBaHr,re;

ooopoT, BHocrT s AI,IC



3) Qopua BbrnycKa (c yrasaxllena rreKapcrBeHHoi lpoprrlu, Ao3r4poBKrr, Qacoaru

JIeKapcTBeHHOTO UpeuapaTa) r,r KoJrr{qecTBa B yrraKoBKe;

4) nannrenoraHlre rr crpaHa [por,I3BoA[TeJu,

5) o6rev cepvpt, aprlar4, nunyulennofi n rpax4ancrufi o6opor (ans

neKapcrBeHubrx flpenaparoB - KoJrl,rqecrBo eAuHHu ynaxoBoK, ,an-a SaprrlaqeBTr.rqecKr4x

cy6cranuuft - Bec B KunorpaMMax, o6beM a rnrpax),

6) nauneuoraHr,re opfaHr.r3arlr4r,r, nunycruaureft JreKapcrBeHHEre cpeAcrBa B

7) agpec HaxoxAeHr{r cepw, naprurr{ JreKapcrBeHHoro cpeAcrBa [pr,r BhrlycKe B

2) MexAyHapoAHoe HerrareHToBanHoe HauMeHoBaHr4e

I,IJIH XHMlrqecKOe nanlrenOranue);

(rpynnupoBoqHoe

cooTBeTcTBr,rr n Qoprrae AeKJrapr{poBaHr.It),

9) norrrep u Aara BhrAaqu cepruQuxara coorBercTBnt, HaI,IMeHoBaHLre opraHa IIo

cepTrrQr{Kaltrur4, Har.rMeHoBaH[e opraHr{ 3aur,rl4, Ha I4Mt KoTopoli oQopMJIeH cepT]tEI{KaT

coorBercrBllJr (Aff JreKapcrBeHHhrx flpenaparoB, noAnexaqlD( noATBepxAeHI,In

coorBercrBr.r.s n Qopnae cepru$uxaql.ru).

I1. Pocs4paanagsop ocyulecrBJrrer aHaJILI3 cnegeHuft o cepurx, flaprr.Itx

JreKapcrBeHrrbrx cpeAcrB, flocrylarou{rlrx B lpaxAaHcKrrfi o6opor s Poccr4ficxofi

@egepaquu, c rleJrbro Qopnrr.rponanr,rr [JIaHa Bbl6oporruofo KoHTpoJrr KaqecrBa

neKapcTBeHHbrx cpeAcTB.

12. Bu6opo.rurrft xourpolr KaqecrBa JreKapcrBeuH;rx cpeAcrB ocyulecrBr{ercr no

3aAaHI{rM Poc:gpaauagsopa, Koropbre <poprraupyrotc.r B coorBercrBr{r{ c nJraHoM

BblbopoqHoro KoH'rponr KarrecrBa JreKapcrBeHHbrx cpeAcrB, rur6o s cB.s3LI nocrylneHl,IeM

tpaxAaHcKHr{ ooopor,

rpax4aucruft o6opor,

8) nouep

cepruSuraqlru,

COOTBETCTBI,III

x IaTa rrpwtlfTr,rs AeKJrapaqllll o cooTBeTcrBI{I{, HaraMeHoBaHI4e opraHa no

HanMeHoBaHHe opraH[I3arluu, xoropoi npurrrra AeKJrapaqnr o

(Ar.fl neKapcTBeHHbIx npenapaToB, [oAnexaull4x [oATBepxAeHI,IIo

r,rHlbopMarlr4r,r 06 yfpo3e npuquHeHr.rfl BpeAa r{nu npuqr{HeHr,ru BpeAa xr.r3Hr.r r.r 3AopoBbro



rpaxAaH, I4 yTBepxAaroTcr pyKoBoAr.rTeneM (3aMecTr.rTeJrrMlr pyKoBoAnTeJrr)

Pocr4panua4sopa.

13. 3a4asus, Pocr4paenagsopa Ha npoBeAenlae Bbl6opoqHoro KoHrpoJrr B

oor3aTeJrbHoM rroprAKe AonxHbr coAepxaTb cJleAyloqle cBeAeHut:

1) onpe4enenue Bl,zp.a r,r o6GeKTa ucnrrranufi (nexapcrneunoro cpe4crra) xa

coorBercrBr.re rpe6oeanuxv HopMarr4BHofi AoKyMeHTaIIuLr ;

2) cpox [poBeAeHnr ucnrrranufi JIeKapcrBeHHEIx cpeAcrB Ha coorBercrBue

rpe6onauurn uopuarlr eHofi AoKyMeHTaIIuIl;

3) oco6ennocru [poBeAeHr,rt I4Cn6ITaHLIU JreKapCTBeHHbrX CpeACTB

coorBercrBne rpe6onanu-rv aoprvrarnenoft AoKlMeHTaqI4I,I;

4) cseAelrus, neo6xo4nrr.rue Anq npoBeAeHug, ltc brrauvtfi nerapcraexHblx cpeAcrB

Ha coorBercrnne rpe6oaanLIJIM HopMarl,IBnofi 4olcyrrtextaqlru.

14. fllan err6opovnoro KoHTpoJIt KaqecrBa neKapcrBeHHbIX cpeAcrB (foprrllrpyercx

Pocr4pannagaopoM B cpoK,qo nepBoro flHBapfl. KaxAoro KaneuAapHoro roAa u coAepxlrr

flepeqenb JreKapcrBeHHblx cpeAcrB, noArexauux nu6opouuovy KoHTpon]o Kar{ecrBa, I'I

KOJrr{qecTBo vlctrbrTa}Iuu JIeKapcTBeHHbIx cpeAcTB Ha

nopuaruanofi AoKyMeHTaIruI,I Ha roA.

coorBercrBl,Ie rpeooBaHI4{M

15. llpu tf oprr.rupouanull rIJIaHa ru6opovnoro KoHrpon.a KaqecrBa JIeKapcrBeHHbIX

CPEACTB YTII4TLIBAETC' CJIEAYIOq'T' I,IHEOPMAIII4':

1) pesynrrarn rocyAapcrBeuuoro KouTponr (ua4:opa) n c$epe o6pallenua

JreKapcTBeHHEIX CpeACTB;

2) pe:ynrraru eu6opounoro KoHTpoJUI KaqecrBa JIeKapcrBeHHbIX cpeAcrB 3a

rpeAbrAyrrlre reproAbl ;

3) aannrre o BLUIBJIeHIIU

JreKapcTBeHHbrx cpeAcTB;

nego6poxauecrBeHHhlx r,r Qanrcutfr.Iq[poBaHHbIx

4) cnegenux o KaqecrBe neKapcrBeHHLIx cpeAcrB, noJllrqeHuble rrpu I{c[oJII{eHIrI,I

PocsgpanuagsopoM noJruolaoqafi e cr[epe o6paqeHl4t neKapcrBeHHEIx cpeAcrB LI

OODAIUEHI,IfiX I{ 3A'IBJIEHI,I'XcoAepxaqnecr B

I,I HAI{BI,IAYUIJIbHEIX

lpaxAaH, ropr.rAr.rqecKr.rx Jrlq,

or opraHoB rocyAapcraenuofifipeAflprrul,rMarenei, unSopuaqaz



BracTvt, opralloB MecTHoro caMoylpaBJreHr4r, r.r3 cpeAcTB MaccoBofi I,rHoopMarll,It4 o

Saxrax:

a) nosrurrnooeHlrt yrpo36l npwrr]rHeHr4r BpeAa xr.r3Hra, 3AopoBbro rpaxAaH;

6) npuvuuenur BpeAa >Kv!3Hv!, 3AopoBblo fpax4aH.

16. flnan rrr6opounoro KouTponr KaqecrBa JreKapcrBeHHbrx cpeAcrB yrBepxAaercs

pyKoBoAr,rreneM Poco4paena4sopa ra rry6ru.rryercx Ha oQzquamuou cafire

Pocsgpauragsopa.

77. I4cnsriatnar JreKapcrBeHHhrx cpeAcrB B paMKax BhroopoqEoro KoHTpoJrt

ocyulecTBnrrorcf:

1 ) no orgenrublM [oKa3areJltM HopMarLIBHofr goryuenraqura;

2) uo acerra [oKa3areJrrM nopruarraanofi AoKyMeHTaIII{I{;

3) rrae'ro4anru Hepa3pyuaroqero (cnexr:panrnoro) anaanaa.

18. OrSop o6pasqon JreKapcrBerlHblx cpeAcrB B paMKax orr6opovnoro KoHTpoJIt

KaqecTBa neKapcTBeHHbrx cpeAcTB ocyqecTBJlteTct AoJIxHocTHbIMI4 nI{qaMI{

Pocsgpaenageopa (repplrropuannrrx opranon), ynonnoMoqeHHbIMLI ocyqecrBJltrb

nu6opovuuft KoHTpoJIr Kar{ecrBa JIeKapcrBeHHEIx cpeAcrB, yKa3aHHbIMLr n nynrre 4

Hacrotulero llopflAKa, c [pLIBneqeHI,IeM sxcneprnoi opraHlI3aI{HI,I (npu

neo6xo4ravocru) B npl,IcyrcrBull npeAcraBLITeJIt opraHlt3aqu[, r xotopofr

ocyulecrBnrercr or6op o6parqoa, B coorBercrB u 3a4anr4.flMn Poce,upannaA3opa Ha

ocHoBaHur,r rpe6oranufi ro ycraHoBJrennofi (poprue (npuloxenueNe I).

Cy6rerru o6paruenza JreKapcrBeHHLx cpeAcrB Hecyr orBercrBeuHocrb 3a

HenoBLrHoBeHLre 3aKoHHoMy rpe6onaulrro AoJIXHocrHbIx rtLIII ynoJIHoMoqeHHbIx

ocyulecrBntrb ru6opovnrri Kou'rponb Kar{ecrBa JIeKapcrBeHHbIx cpeAcrB, B

coorBercrBltu c 3aKoHoAareJrbcrBoM Poccl,Iicroi @e4epaqura.

19. Or6op o6pa:qon rreKapcrBeHHblx cpeAcrB o$opMrterct nporoKonoM or6opa

o6pasqon (npunoxenue Nr2) n AByx erceMrrrrpax.

20. Or6op o6pa:qon JreKapcrBeHnbrx cpeAcrB B rleJrf,x nu6opovuoro KoHrpoJrt

KaqecTBa JreKapcTBeHHbrx cpeAcTB upolr3BoAr,rTcr B cooTBeTcTBr4r,r c TpeooBaHn.rrMr4



Obtqeft tpapuaxoneftnoft c:rarru (O@C) focyAapcrnennoft (Dapvaxoneu Poccr,rficxoft

(De4epaquu.

21. Or6op o6pasqoa JreKapcrBeHHoro cpeAcrBa Ant [poBeAeHr.Lq ucnuraHllfi s

paMKax nu6opovnoro KoHTpont KaqecrBa JIeKapcrBeHHbIX cpeAcrB no BceM JIz

orAeJIbHbIM [oKa3areJrrM noprr,rarznuofi AoKyMeHTaIIuI4 ocyulecrBJlterct B KoJII{qecrBax,

neo6xoAunarrx AJrr npoBeAeHv LByxncnurasltft .

22. lw flpoBeAenr.rrl rncnuranui B paMKax nrr6opovnoro KoHTpoJIt KaqecrBa

JreKapcrBeHHbrx cpeAcrB MeroAaMI,I Hepa3pyluarcrlero (cnerrpa.nrnoro) anarusa,

or6uparorcr rplr yITaKoBKLI nerapcrBeuHoro [penapara vrru Aectrb rpaMMoB

Saprvraqenruvecrofi cy6craxqura.

llpu corua4eHltl,t cneKTpon oro6pannrrx o6pa:qon neKapcrBeHHblx cpeAcrB c

3TaJroHHbrM cneKTpoM, oro6pannne o6pa.:qu neKapcrBeHHblx cpeAcrB Bo3Bpalqalorct

cy6rer<ry o6paulenux JreKapcrBeHHblx cpeAcrB, y Koroporo onu 6ruu oro6pauu ,4lx

[pOBeAeHIlrt ucnrnauufr .

flpu necoenageHlltr cneKTpa JleKapcrBeHuoro cpeAcrBa c 3T€uIoHHbIM cneKTpoM

ocyuleCTBJrreTcr Ot6op O6parUon Ax'fl npoBeAeH t uCnuranufi KaqecTBa

IeKapcTBeHHOrO CpeACTBa IIO BCeM UJII'I OTAeJIbHbIM [OKa:raTelrrr,r nopvarurnofr

AOKIMeHTaqU[ B COOrBercrBI,IU C rIyHKTaMu 18 - 2l llopr4ra.

23. Or6op o6pa3IIoB rleKapcrBeHHblx flpe[aparoB y npol'I3BoAl4renefi Pocctlfrcxofr

@e.qepaqr.ru (sa ucuro.rerueM npenaparoB, rIpoIj3BeAeHHbIx LI3 noJIynpoAyKToB B QopMe

<un 6anx>) conpoBoxAaercx ot6opou o6pasqoe Sapnaaqentu'recKllx cy6craHqufi, rar

KOTOpbrx pOlI3BeAeHEI JIeKapCTBeIIHhIe flpe[aparbl.

flpu srorra o6pa3qbl $aprr,raqerruvecxux cy6craHqIlfi, I4ctIoJIb3oBaHHbIX flpu

npor43BoAcrBe JreKapcrBeuHblx npeuaparoB rIpoI,I3BoAI,ITenrvn Poccuftcrofi @egeparyrl'r,

coflpoBoxAarorcr AoKyMeHTaMI4, noATBepxAaIou-lI'rMI'I KaqecrBo Sapnaqenruuecrux

cy6cranqzfi (cepruQura, oM KavecrBa, [poroKoJloM anufiui3a, nra6o 4pyruv AoKyMeIrroM

npor,r3BoAr{TeJrr, [oATBep)KAaIouII{ M COOTBeTCTBI4e JIeKapCTBeHHOTO CpeACTBa

rroKa3areJlrM KaqecrBa nopuarranuoft AoKyMeHTaII[I{, LI AoKyMeHToM, noATBepxAaloqnM

KaqecrBo npr,r BxoAHoM KoHTpoJIe KaqecrBa JleKapcrBeHHoro cpelcrna).



24. O6pasyr' neKapcrBeHHbrx cpeAcrB HalpaBJlrrorct B gKcneprHyro opraHr43arlr4ro

c npr,rJroxeHr,reu xonnft uporoKona or6opa o6pa:qon Ia AoKyMeHToB, IroATBepxAarouux

coorBercrBr,re KaqecrBa JreKapcrBeHHEIx cpeAcrB rpe6oranuarvr noprraau.rnnofi

AOKyMeHraIII4I4.

25. flpor,rrno4rEreru JreKapcrBeHHrIX cpeAcrB Poccuficroi Oe4epaqura u

opfaHr,I3arl[lr ourosoft ToproBJII,I JleKapcrBeHHrIMIa cpeAcrBaMLI, BbInoJIHtIoque QyHKqIII4

r.rHocrpanHbrx ri3roroBr,rreJreft lerapcruenurlx cpeAcrB Ha reppl{Topuu Poccuficxofi

Qegepaqlrn, npu orSope y ulrx o6pa:qoB JIeKapcrBeHHhIx cpeAcrB B IIeJItx ntr6opo'troro

KoHTpoJrr, npeAocraBJrflpr B gKcfleprHylo opraHI,r3aIIIlIo craHAapruble o6pa3qLl

cy6crauqlrfi l,t BerrlecrB, neo6xoAultre Ant rrpoBeAeHLIt racnrnasnf JIeKapcTBeHHLIX

cpeAcrB B coorBercrBltlt c HopMarl4Bnofi goryventaqnefi.

26. llponegeure ucnrrrasnfi JIeKapcrBeHHbIx cpeAcrB HA COOTBETCTBT4E

:rpe6onanuru nopuarunnofi AoKyMeHTaIInI,I B paMKax nlr6opovuoro KoHTpont KaqecrBa

JreKapcrBeHHrlx cpeAcrB ocy lecrBJrrercr gKcrreprHofi opranzaaquelt ga ocHoBaHl{rr

za4asuir Pocr4p anaagaopa.

27. Ir4icnrnamtre JIeKapcrBeHHhIx cpeAcrB Ha coorBercrBl'Ie'rpe6onanu.av

noprraarunHofi AoKyMeHTaIIItI{ [poBoAnrct B cpoK, He IIpeBEIIIIarcqr.rfi 40 pa6ovux 4nefi

co AHr floryrreHrar srcneprxoft oprannsaquefi o6paaqor neKapcrBeHHblx cpeAcrB,

craHAaprHbIX o6pasqon cy6cranr1ufi, BeulecrB ll MarepI'IEInos, Heo6xoAI'IMbIX AJIf,

npoBeAeHr4r r{c[brraH[fi LI AoKyN{eHTOB, npeAycMoTpeHHblx rryHKTUutW 23 - 25 llOpq.qxa.

28. B ncxnrcqr{TeJrbHbrx cJrylrarx, cBr3aHHbIX c neo6xo4lllraocrllo [poBeAeHI{l

cJloxHbrx u (r,rlu) AJrLrreJrbHbIx I,rccreAoBaHr.rfi, ucflblTaHl{fi, cfleqn€ulbnrlx gKcIIeprLI3 LI

paccreAoBaHlrft ua ocHoBaHLII{ MorLIBLIpoBaHHbIx npegloNenuft ercnepruofr

opraHr.r3arlulr (srcnepra), cpoK npoBeAeuus. ucnttrarrutrt JIeKapcTBeHHbIx cpeAcrB Ha

coorBercrBue rpe6oBaHI,ItM HopMarlIBHoi AoKyMeHTaIIuI{ Moxer 6utr npo,qlen

pyKoBoAr4TeneM (3aMecr[TeJItMIl pyKoBoAnreu) Pocs4paBuaA3opa' Ho He 6oree rreM Ha

copor pa6ovlrx AHef.

29. llo pe3yJrbraraM ucnrrranufi 3Kcflepruofi oprauusaquefi o$opMrterct

SKCneprHoe 3aKJrroqeHue, coAepxax{ee BbIBoA o coorBeTcTBLIlI JIeKapCTBeHHbIX CpeACTB



Tpe6oBaHnrM HopMarr,rBHofi AoKyMeHTarIrI4 (Aaree - [oJIoxI{TeJrbHoe gKcrleprHoe

3aKrroqeHr.re) r4Jrr.r HecoorBercrBr{u rpe6oBaHmM HopMarr,rBHofi AoKyMeHTarIrin (Aaree -

orpr4rlarenbHoe 3Kc[eprHoe 3arurrcqeHr{e).

3axmoqeHr4e AonxHo 6urs o6ocnoBaHHbIM I4 coAepxarb BrIBoAEI o KaqecrBe

JreKapcrBeHHbrx cpeAcrB B coorBercrBr.rr4 c noryr{eHHLIM oKc[epuroi opranltsal,]raert

3aAaHr,reM Poce4paena4oopa.

30. flonoxnreJrrnoe gKclepruoe 3aKnloqeuue HalpaBJlterct r Pocs4parua4sop

(reppr,rtopuanrHbre opraubr) n teveulre rpex pa6ovnx 4nefi c MoMeHTa 3aBepIueHI,Il

ucnuranufi neKapcrBeHHblxcpeAcrB Ha

AOKyMeHTarIn11.

coorBercrB[e rpe6oaanurrr,t noprrrarunuoi

Orpuqarenruoe sKcneprHoe 3aKJIIoqeHLIe HarlpaBnterct r Pocsgpanna4sop

(reppu:ropr,rarbHbre opranhl) n tevenue oAHoro pa6ouero AIrt c MoMeHTa 3aBeplxeHl'rt

ucnrnannfi JleKapcrBeHHbrx cpeAcrB Ha coorBercrBl,Ie rpe6osanurrrl nopuarunuofi

AOKyMeHTarIulr.

31. O6parqu JIeKapcTBeHHLIX cpeAcrB, ocraBllruect nocJle [poBeAeHLI{

rrr6opovnoro KoHTpoJrt KaqecrBa JreKapcrBeHubrx cpeAcrB, 3a I,IcKJIIoqeHI4ertr o6pa:rqon,

r.rcnbrraHur Koropbrx [poBeAeHbI MeroAaMu Hepa3pyruzuou1ero (cnexrpa.nrnoro) aualusa,

xpaHsrcq n excneprHofr opraHLr3aIILII4 He MeHee l[ecrl4 MectqeB, flocJle qerc oopa3llhl

JreKapcTBeHHbrx cpeAcTB, He yAoBJlerBoptrcqle rpe6oBaHI'ItM uopuarnsnofi

AoKyMeHTaIIrrur, rroAJrexar yHl,IrrroxeHulo B ycraHoBJIeHHoM [optAKe; o6paaqu

JreKapcrBeHubrx cpeAcTB, yAoBnerBop{rcque rpe6oaauutM HopMarl'Innofi 4oryuenraul'Iu,

Bo3Bpau{arorcr cy6lerrau o6pauqexnr JIeKapcrBeHHhIx cpeAcrB (npu yxa:awtu r

flporoKoJre or6opa o6pa:qon JIeKapcrBeHHbIx cpe4crn).

32. lIpN floryqeHlrrl [oJroxLITeJIbHhIx oKcfleprHblx 3aKlIo.reHLIt

Pocsgpanxa4sopou (reppuropuarbHblMll opraHaul,t) [pI,IHI,IMaerct pelxeH e o

coorBercrBl,nl KaqecrBa JIeKapcrBeHHbIx cpeAarB rpe6onanurru HopMarLIBHofi

AoKyMeHrarluu (npuroxenue Ne3), (oropoe rry6luryercr ua oQuqualrson caftre

Pocr4parna4aopa (reppraropuarrbHofo oprana).
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33. flp" fiorytreHur.r orpr{rlareJrFHoro

Pocr4panna4roponr (tepparopraanbHbrMr,r oprauarrru)

r,r yHr4qToxeHv r{ B floprlKe, ycraHoBJreHHoM

9KCrrepTHOrO 3AKJIIOqEHI4'

flplrHr,rMaercr peureHr,re o6 uz'nstuu

trocraHoBJIeHueM lloagureructsa

Poccuficxofi @e4epaquu or 3 cenrx6ps,2010 r. Ns 674 <06 ymepxgenara llpanun

yHfiqroxeHr{r uego6poxavecrBeuubrx JreKapcrBeHHLrx cpeAcrB, $anrcr.rr[rqr.rpoBauurrx

JreKapcrBeHHbrx cpeAcrB u xonrpaQaxruux JIeKapcrBeHHbIX cpeAcrB>, naprLrLr

BrrrBJreHHoro ne4o6poxavecrBeHnoro u (utu) Qanrcr,r$nqupoBaHHoro JleKapcrBeHHoro

cpeAcrBa (nplr;roxenue Ne4),

JreKapcTBeHHoro cpeAcrBa

KOrOpOe Bpr{aeTcr (EanpaBJrreTcrJ BJraAeJrbrIy

u [prlrocTaHoBKe rpaxAaHcKoro ooopora cep[rr

neKapcrBeHHoro cpeAcrBa B IIenoM (npranoNenue Jtl!5).

flpu nogrnepx.qeHr,ru coorBercrBl,It ycraHoBrenHrltu rpe6oeanu.f,M KaqecrBa

Apyrux naptuit JreKapcrBeHHbIX cpeAcrB, H€xoAtrqnxct B rpaxAaHcKorr,t o6opore, B

r,rcrrbrTaTeJrbHbrx na6oparopurx (uenrpax), aKKpeALIToBaHHbIx B ycraHoBJIeHHOM

3aKOHOAaTeJIbCTBOM [OptAKe Ha TeXHI,IqeCKyIO KOMIeTeHTHOCTb Ii He3aBI'ICT,IMOCTb B

o6nacru ucnrrraultft JleKapcrBeuHbrx cpe.qcrB, Pocs4panna4topou (reppnropuaJlbHblMl,I

oprauanau) npI,IHI,IMaerct peureHl4e o A€uIbIIeftueM rpDI(AaHcKoM o6opote napruir

neKapcrBeHHbrx cpeAcrB, KaqecrBo KoropElx coorBercrByeT ycTaHoBneHHbIM

rpe6onanurrra (npunoNenue Ne6),

34. Peurenue o6 uzssruu I4 yHLIqroxeHW naprvr,ir neAo6poxa.{ecrBegHoro vr

(r-uu) QanrcuQr,rqupoeaHuoro JreKapcrBeHHoro cpeAcrBa, [puocraHoBKe rpiDKAaHcKoro

o6opora ceplru neKapcrBeHHoro cpeAcrBa, peIueHLIu o AanbHetueM rpax.qaHcKoM

o6opore naprufi neKapcrBeHHbIX cpeAcrB, KaqecrBo Koropblx coorBercrByer

ycraHoBneHHbnu rpe6onanuru, ny6nurcyrcrcr na oQuqauIEHoM cafite Pocs4paBHaA3opa

(reppr4ropr.rrrJrbHoro opraHa.r.

35. B cnyvae BErrBJreHr,rr flpu npoBeAenuu nu6opovHoro KoHTpont KarrecrBa

JreKapcrBeHHbrx cpeAcrB napyurenufi ycraHoBJreHHbrx o6sgareruHrrx rpe6onanraft e c$epe

o6pauleuur JreKapcrBeHHlrx cpeAcrB, lpeAcraBntloulrx yrpo3y rIp[qLrHeHLIr BpeAa

xr43Ht4 n 3AopoBrro rpaxAau, Pocs.qpanHa4eop (repplmopuurttrrtir opran), B npeAeJlax

nomrorr,rouui, [peAycMorpeHHbrx 3aKoHoAareJIbcrBoM Poccuficrofi @egepaquu:
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l) loso.qur Ao cBeAeHr4rr rpaDKAaH, Apyrlrx ropuAlrqecKr.rx Jrr,rq, r.rHAr4Br,rAyaJrbHbrx

npegnpnnznaarerei uuSoptrtaquro o BbItBJIeHT{r,r JreKapcrBeHHrrx cpeAcrB,

cOnpoBoxAaloulllrxct IOAA€IbHLIMLI AoKyMeHTaMLI, JIeKapCTBeHHbIx cpeAcTB, KaqecTBo

KOTOp6IX He COOTBeTCTByeT yCTaHOBJIeHHETM Tpe6OBaHr,rrM, JreKapCTBeHHbrX CpeACTB,

HaxoArrrlrrxcr B o6pauleHr.ru 6* npoxoxAeHl.Ir nporleAypEr [oATBep)KAeHr.rrr

COOTBETCTBI,I':

2) srIAaer cy6beKTaM o6pauleHr.rq JreKapcrBeuubrx cpeAcrB rrpeAnr.rcaHvr o

npeKparrleHlrr{ HapyureH!fi o6r3aTenLHbrx rpe6oBaH[ft r.r 06 ycrpaHeHr.rr.r BbrrBJreHHErx

HapyureHr.rfi o6r3arerbHbrx rpe6oBaHkrfi ;

3) HanpaBnrer B ynoJrHoMoqeHHbre opraHhl Marepll€ulll, cBt3aHHbIe

HapylueHr{rMll o6s3arerbHhrx r"pe6oeanuft, B ToM rII,IcJIe AJI' pe[reHnt BolpocoB o

Bo36yx,qeHr,pr yroJroBHErx AeJr IIo [pr{3HaKaM [pecrynleulri;

4) npr,rH[Maer perrreHl,re o

neKapcTBeHHoro cpeAcTBa, KoTopoe

Pocs4parna4sopa.

IIprrocraHoBJIeH]Ia rpaxAaHcKoro ooopoTa

HA OOI{UI,IZUIbHOM CAIJTEny6nuxyetcr

Cy6rertu o6pauleHIa.a JIeKapcrBeHHErx cpeAcrB Hecyr orBercrBeHuocrb 3a

HeBbr[o]rHeHr,re B ycTaHoBJlenurtfi cpor 3aKoHHoro flpeAnl{czlHl,I.f, Pocs4panna4ropa o6

ycrpaHeur,rn BbrrBJreHHbIx napyurenzfi ycraHoBJIeHHbIx o6t3arenbHux rpe6oranufi r
coorBercrBr,rq c 3aKoHo.qareJIEcrBoM Poccufi crofi @egepaqul'I.

36. IIpu [oJrf{eHr,rr4 orprdrlarenEHoro gKcneprHofo 3aKJrroqeHr4r Pocsgpannagsop

flpeArrricbrBaer cy6rertau o6palreHnt neKapcrBeuHblx cpeAcrB, KoropbIMI4

JreKapcrBeHHoe cpeAcrBo BbrrryureHo B fpaxAaHcKl4i o6opor:

I) s I0-AHesHHfi cpox npoBecrl,I [poBepKy AocroBepr{ocrll [onyrleuHoi

ranQopvaqnu u upeAcraBl,rrb Marep[€ulhl yrasanuofi [poBepKI4 s Pocs4paana4:op;

2) s l0-AneeHHft cpox pa:pa6orarb I,I npeAcraBlarb AJr{ coDracoBatvt B

Poc:gpannagrop npofpaMMy Mepolprrrrufr no npegorBpalqeuuro yrpo3ll rlpr,tqltHeHlrt

BpeAa xr,r3Hr{ I,I 3AopoBbro fpaxAaH.

flpra no4:raepxAerruu AocroBepHocrr.r r-rrr(f oprvraqr.rlr o HecoorBercrBur,r KaqecrBa

JreKapcrBeHHoro cpeAcrBa noplaarurnoft AoKyMeHTaIIuu cy6rexrrr o6paqenu-r
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JreKapcTBeHHbrx cpeAcTB oot3aHbr npI{HtTb Mepbl IIo [peAoTBpaIqeHI,Irc yrpo3bl

lpr4rruHeHr,rr BpeAa xr,r3Hr.r r.r 3AopoBEIo rpaxAaH, B[JIoTb Ao [puocTaHoBJIeHHt

npou3BoAcrBa (pearu:aqur) JreKapcrBeHHoro cpeAcrBa r,I or3blBa JreKapcrBeHHoro

cpeAcrBa lr3 rpaxAaHcKoro o6opora, o uervr nxQoprnrl,IpoBarb Pocs4panua4sop.

37. Bna,qeneq uego6poxavecrBenHblx JIeKapcrBeHHEIx cpeAcrB u (utru)

SanrcuQuq[poBaHurrx JreKapcrBeHHhrx cpeAcrB B cpoK, He fipeBblllralouufi 30 Aneft co

AHr BbrueceHr.rx Pocs4panuaA3opoM (repputopraaabHllMrr opraxavu) peurenua o6 ux

u3'bu'tuu, yHuqroxenlrr.r, o6mau ncnoJIHLITb gro peIueHI,Ie ulu coo6tqurb o cBoeM

HCCOrJIACUI,I C HI,IM.

B cnyvae ecJru BJraAeJIeq uego6pora.recrBeHHblx JIeKapcrBeHHbIx cpeAcrB u (utru)

Sa;rrcu$uqupoBaHHLrx JreKapcrBeHnbrx cpeAcrB He conlaceH c peureHlleM o6 usrxruu,

yHuqToxeHr.r[ yKa3aHHbrx neKapcTBeHHbIx cpeAcTB, a TaK xe ecJII,I oH He BbInoJIHI'IJr 3TO

perrreHne n ne coo6qun o [pI,IHtrbIX rr.tepax, Pocs4paBHaA3op (reppllropnalrnrtf oprau)

o6paqaerc.r n cyAl.

38. B cnyrae Heconlacu.s c pe3yJlbraraMIa rrr6opovnoro KoHTpoJIt KarlecrBa

JreKapcrBeHubrx cpeAcrB cy6rextu o6paqenrzr neKapcrBeuHblx cpeAcrB I,I BJIaAeJIbITbI

JreKapcrBeHHhrx cpeAcrB BnpaBe sa csofi cqer opraHI,I3oBarE

coBMecTHbIe I,ICIrbITaHt{.r JreKapcTBeHHbIx cpeAcrB Ha COOTBETCTBUE TDEOOBAHI,I'M

nopuaruanofi AoKyMeHTaIIurI Ir npeAcraB[rb ee pe3ynbrarbl n Poca4paexa4sop

('reppuropualruufi opran).

Ha ocHoBaHr.r[ [peAcraBJIeHHbIx pe3yJlbraroB

opranueaquefi lrcnutaHI,tfi JIeKapcrBeHIIbIX cpe,qcrB Ha coorBercrBr.re rpe6oBaHr.rrM

noprraarunnofi AoKyMeHTaqI,Iu Poc:4paBHaA3opoM (reppuropualurnvr

[pnHlrMaercs perxeH[e o Bo3MoxHocrLI Aamneftruero rpaxAancroro

JreKapcTBeHHoro cpe.qcTBa.

opraHoM.,

o6opora

'flocraHosreHue llpanurenrcrna Poccuficroi @e4epaquu or 3.09.2010 J',1!674 <06 yrnepN4ennu

flpaour yrluvroxeHns Heao6poKaqecrBeuubrx neKapcrBeHHbrx cpeacrB, rf amcurpuuupoeannsrx

neKapcrBeHur,x cpeacrB u ronrparf arrHsx neKapcrBeHHbrx cpeacrB)

r srcneptroi opraHI43aIIIaI,r

coBMecTHbIX C SKC[epTHOI4
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39. llpa IIoBTopHoM Bbr-r{Brenr,ru HecoorBercrBr,rr KaqecrBa JreKapcrBeHHLrx cpeAcrB

meooBaHI4tMycTaHoBJreHHbIM

Pocr4panna,qsopa npr,rHI,IMaeTcfl

pyroBoAr4TeneM (:aruecranelrlru pyKoBoAr4reJrr)

perrreH e o [epeBoAe JIeKapcTBeHHoro cpeAcTBa Ha

ca Te

nocepufi urrfi ru6opovnrrfi KoH'rponb KarrecrBa (npznoNenue l{!7).

Peruenue Pocs4paanagsopa ny6lnryerca Ha o$uqnanruorra

Pocs4paaua4sopa.

40. PacxoArr, cBr3aHHbre c npoBeAeu[eu uocepufinoro nu6opouuoro KoHTpont

KaqecTBa JreKapcTBeHHbrx cpeAcTB, onJraqrrBaroTcr [por.t3BoAr,ITeJIeM neKapcTBeHHofo

cpeAcrBa ru6o 4epxareJreM uJrr,r BJraAeJrbrIeM perucrpaquoHHoro yAocroBepeHr4t

JreKapcTBeHHoro flpenapaTa.

41. JlerapcrneHHoe cpeAcrBo, nepeBeAeunoe Ha flocepuiHbrfi Bbr6opo.{Hbrfi

KOHTpOnb KaqeCTBa, IIOAJIeXLIT LICIIbITaHI{'M nO BCeM IIOKa3aTeIf,M HOpMaTIIBHOI'I

AoKyMeHTarI[u sa 6aze sKcleprHofi opraHI{3aIII4It.

42. Jlexapcreennoe cpeAcrBo, nepeBeAeHHoe Ha rrocept,rfiHrrfi art6opovnrrfi

KOHTpOJTb KaqeCTBa, rroCrynaeT B rpaxAaHcKrlrfi o6opor Ha ocHoBaHltu perueHl4q

Poce,qpanna4sopa o coorBercrBr,rur KaqecrBa JleKapcrBeuHoro cpeAcrBa rpe6oaanzxlt

HopMarr{BHofi AoKyMeHTarIrru (npuroxeuue Ne8), Koropoe rry6ruxyercx Ha

oQzquamnou cafire Pocs4paBHaA3opa.

43. Jlerapcr:reHHoe cpeAcrBo cHriMaercr Pocs4panHaA3opoM c nocepuiuoro

BbroopoqHoro KoHTpoJrr KaqecTBa IIocJIe floryqeHrrf, noJroxr,ITeJIbHbIx gKclepTHbrx

saKnroqeHr,rfi B ornorrreHl,Iu He MeHee rpex cepuf JreKapcrBeHHoro cpeAcrBa.

44. Pewenue Pocsgpaauagsopa o cHrrtrr.r JreKapcrBeHHofo cpeAcrBa c nocepaftHoro

rrr6opovnoro KoHTpoJrr KarrecrBa r{ [epeBoAe Ha Bbl6opoqHrrfi xonrpolr KaqecrBa

(npuroxexue Ns9) rry6mxyercr Ha oQrrrlranrHoM carlre Pocs4paBHaA3opa.

45. llpu noBTopHoM BburBJreHr,r[ HecoorBercrBr.rr KaqecrBa JreKapcrBeHHbrx cpeAcrB

Tpe6oBaHurM K rrx KaqecTBy pyKoBoAr.rTeneM (3aMecTuTerfMu

(npu Heo6xogntr,tocrr,r) flpr{HuMaercr perueHr]e o

ycraHoBJIeHHbIM

pyxoro4urerr) Pocsgpa*ragsopa

npoBepKe cyo6eKTa oopauleHr,rr JreKapcrBeHHbrx cpeAcTB.
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Pocr4paana4ropa.

o6opot neKapcrBeHHoro cpeAcrBa, KaqecrBo Koroporo He coorBercrnyet rpe6onaruuu

nopnarunxofi AoKyMeHTarIlrn.

46. B cnyrae BLrrBJreHr.rr npr4 npoBepKe, yraoannofi B flyxKre 45 floprgxa,

napyruenufi o6qaaremHrrx T pe6oaanr.rft e c(fepe o6palrlenrar JIeKapcrBeHHbIX cpeAcrB

Poc:4panua4eopoM [puHuMaercs peureulle o [pllocraHoBKe rpaxAaHcKoro obopora

JleKapcrBeHHofo cpeAcrBa Ao ycTpaHeHl4t BhItBJIeHHbIX HapyUreHlII4.

Peurenne Poca4panua4sopa o [pllocraHoBKe rpaxAaucKoro o6opora

JleKapcrBenHoro cpeAcTBa (npuloxeHne Nl0) rry6nuxyercr ua oQNqllalruorra caftre

Poc:4parua4sopa.

Peuresr,re Pocr4parna4ropa o [poBeAeHralr npoBepxa o(poplrnrercr [pnKa3oM

I-{enuo [poBepKrr rBJrf,ercr BbuIBJIeHI4e [pI4qI,rH nocryflJleHl,If, B rpaxAaHcKlar
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flpr.uoxeuue Ne I x flopxgxy ocyqecrBJreHnr nu6opovuoro
KOHTpOIT KaqecTBa JreKapcTBeHHbrx cpeacTB Anr MeAr,rqr,rHcKoro

lpnMeHeHr.rc, yrBepxleHHoMy npr4Ka3oM (Degepansnofi

c:ryx6n rro HaA3opy n cQepe :apanooxpasennt

@oprua

Tpe6orauue
o [peAocraBJreHr,ru o6pa3rloB JreKapcrBeHHLrx cpeAcrB

AJrr MeAI{IILIHCKOTO [pr.rMeHeHuq r.r AOKyMeHTOB, [OATBepXAarOUIlrX KalreCTBO

JIeKapcTBeHHbx cpeAcTB Ant MeAI,IIII4HCKOTO uplIMeHeHLIt

Ha ocnosaHr.ru crarbr.r 9 <Degepanrnoro 3aKoHa or 12.04.2010 Ns6l-O3 (06
o6pauleur.ru JreKapcrBeuHbx cpeAcrB) B coorBercrBr4r4 c ga anvev^ (Degepanrnofi

.r1!

cnyx6Er rro Ea,43opy B c$epe 3ApaBooxpaHeHr,rr or 20 r.Ns o
npoBeAeHur.r Bbr6opoqHoro KoHTpoJu KaqecTBa JIeKapcTBeHHLIx cpeAcTB

(naI,trl.euonanlre oprannsaquu/<DLlO uttAusta4y urlHoro fipeAnpllHurraarerr)

Heo6xoAr,rMo [peAocraBl{Tb :

l. O6pasqu JreKapcrBeuHrrx cpeAcrB Ant MeAI4IILIHcKoTo npIcMeHeHI4t:

2. .{oryuenru, [oATBepxIaroullre KaqecrBo JreKapcrBeuHbrx cpeAcrB AJII
MeAr,rqlrucKofo tlpr4MeHeHr4s, nepeqrdcneHHrtx s n. 1. Tpe6onauur.

Cy6rexru o6pau{eH[r neKapcrBeHHbrx cpeAcrB Hecyr orBercrBeHHocrb 3a

He[oBlrHoBeur,re 3aKoHHouy r:pe6oaauu]o .qoJlx(Hocrnblx JII{q, ynonHoMoqeHHhlx

ocyulecrBnrrr Bbl6opoqHrrfi KoHTpoJrb KaqecrBa JreKapcrBeHHbrx cpeAcrB, B

coorBercrB[r.r c 3aKoHoAareJrbcrBoM Poccuftcroft @eAepaquu.

Pyronogzrenr
Pocsgpanxa4sopa
(reppuroplranrnoro opraua)

(noanr,rcr) (oHo)

Hacroquee rpe6oaanr.re floJrfrlrJr

(uauueuoaanue oprasnraquu/@Vo uug,uaugywtbHoro flpeArrpr.rurMareJrr, IrHoto aoJDrcuocrHoro JrHua

urlt yuoruoMotreHHoro upe.4craBurenr cy6rexra o6panlenz-a rexapcrBenHbrx cpe,qcrB (c o6rsare;wrurr,r
yKa3aHr.reM HoMepa fi AaTbr aoBepeHHocTr,r,l

(or4o)
20 r.

(noanscr)
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flpunoxenlre J,{! 2 r llopr4ry ocyqecrBreHrrr Bbr6oporuoro
KOHTpOtt KaqecTBa neKapcTBeHHbD( Cpe.qcTB Anr MeauullHcKofo
rrprrMer{eHr,rr, }TBepxAeHHoMy npnxa3oM <De4epanrnofi
cnyx6u no HaA3opy n cQepe sgpanooxpaueHr,rt

<Dopua

Ne

flporoxor or6opa o6pa3rloB JreKapcrBeHHbrx cpeAcrB

.{ara or6opa o6pa3rloB

B coorsercrsrrr4 c 3e.p.antreM Poco4panna4sopa or Ne

cocTaBe
KOMACCI4' B

(@HO, aorxsocru tDreqoB xorunccur.r)

B rleJrrx nrr6opounoro KoHTpors KaqecTBa JreKapcTBeHHbrx cpeAcTB Ha 6a3e

(nauanze 3rclepruof oprann:aquu)
npoBeJra or6op o6pasqoB JreKapcTBeHHbrx cpeAcTB B

(ualrvenoraur.re opranrsaquu/<DI,IO uu4ur,u4yanbuoro rrpe.uflpr.rHr,ruare.na)

pacnoJrox(eHHofi (oro) ro aApecy:

Ne

n/n
Jlexapcrrennoe cpeAcrBo

(HaI{MeHOBaHr,re,

neKapcrBeHHar oopMa,
AO3a, nepBuqHIUI

yIIaKOBKa, BTOpI/TIIHUUI

vnaKoBKa)

llpous-
BOAI4TEJIb,

cTpaHa

Horraep

cepuv
O6qee
KOJII4-

qecTBo

JreKapcT-

BEHHOTO

cpe.qcrBa

Oro6pan-
HOE KOJII{-

I{ECTBO

o6pa3rloB

IIpr,urle-
!IAHLIE

1 2 3 4 5 6 7

Cobnlogenrae ycJroBr,rft xpaueu[r Ha MoMeHT or6opa o6pa3rloB (rerr,rneparypa, BJraxHocrl)

Peeyrurarrr BHerrrHero ocMorpa ylaKoBoK reKapcrBeHHblx cpeAcrB:

9lenu KoMl,tccfiu:
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(nognncr) (pacrunrf poaxa no,qnr.rcn)

(noAnucb) (pacurn$poarca noanacu)

(no,4nncr) (pacnuQpoora no4nncu)

(noanucr) (pacuruQporra no4nr.rcr)

Oro6pannrre oopa3llbr JIeKapcTBeHHbrx cpeAcTB, cooTBeTcTByrouue no
pe3ynbTaTaM r4c[brTaHr4fi ycTaHoBJreHHbrM o6r3aTerBHbrM Tpe6oBaHr4rM K r4x KaqecTBy,

IIo r.rcreqeHllu urecr]I MecrqeB rrocJre 3aBeprueHr{t 9Kcneprr,r36l Tpe6yerct BepHyr6 AA,/
IIET (nyxnoe rroaqepKHyrb)

Pyxono4rzrelr opraHr43aur,[r
(no4nucr)

Oro6pannue o6pa3rlbr JIeKapcrBeHHbIx cpeAcrB

IIO pe3yJIbTaTaM I'IC[bITaHLIfi
(cnexrpanrnoro) arralwls,a

AAl HET* (uyxnoe no4ueprnyrr)

(J'l! n/n)
c r4cloJrb3oBaH[eM MeToAoB Hepa3pyualoqero

coorBeTcTByroT 9TaJIOHHbIM CrIeKTpaM, BO3BpaIrIeHbI

(pacuurf ponxa nognncn)

, cIIeKTphr Koropbrx

Pyxoao4ureru opraHa3aIIurI
(noAnHcb) (pacurnrf poera noanucn)

9renrt KoMLIcc[rI

(no4nncr) (pacurnQponra noAnncx)

(noanlrcr) (pacurnrf poera no4nucn)

(noanr.rcs) (pacrur,r{porra noAnucr)

(roAnHcb) (pacurn$poaxa noarucu)

llpunaeuanue:
* gartorufercr npl,I or6ope o6pa3l{oB JreKapcrBeHHbrx cpeAcrB B qeJUIx lIcIrbITaHLIfr c

[cnoJrb3oBaHr,reM MeToAoB Hepa3pyruarcqero (cneKTpanbHoro) aHzrnH3a
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llpr.rnoNenue Ne 3 x flopr4ry ocyqecrBJreHur nu6opovuoro
KOHTpOIT KaqecTBa JreKapcTBeHHbrx cpeacTB.qJrr Mear,rqr,rHcKoro
[pr.rMeHeHIrJr, yrBepx.qeuHoMy [p{Ka3oM <De4epalruofi
cnyx6n no HaA3opy n cQepe :4paaooxpaueHr.rs

Oopua

Cy6rer<ru o6paqeHnr reKapcrBeHHbrx
cpeAcrB

Peueuue o coorBercrBl,I[ KarlecrBa
JreKapcrBeuurrx cpegcrn rpe6onanurv
uoprrraunuofi 4oKyrr{eHTarlllll

@egepansuofi cnyx6oft no HaA3opy B capepe 3ApaBooxpaHeHlit (TeppnroplraJrlHblM
opraHoM Pocs4paHra4sopa no cy6beKTy Poccuficxofi @e4epaqun) Ha ocHoBaHur{

rorroxurerrbHbrx eKc[eprHbrx 3aKrroireHr,rft ofEy (I4MU3yAOCMII) PocrApanuag:opa
IIo p*yJrbraraM r,rcnblTaHlIfi, npoBeAeHHbrx B paMKax Bhl6opoqHofo KoHlpons Kar{ecrBa

IeKapcTBeHHBrX CpeACTB, npr.rHJrTO pelreHze o cooTBeTcTBI4I{ KaqecTBa cepui (naprufi)

Na

JreKapcrBeHHbrx cpeAcrB, rrepequcneHHblx B [p[JroxeHr,[r, Tpe6oBaHr,rrM HopMarr4BHofi

AOKYMEHTAIITI14.

flor.uloxeuue: na r. B I 9K3.

Pyxoro4lrreru
(no,qnHcb) (ot4o)

Hcnolrurear
(<Dl4O, rer.)
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llplrroxeure K perrreHr4ro Poc:gpanxa4sopa or

CneAexus o JreKapcrBeHHbrx cpeAcrBax, no pe3yJrbraraM rrcrlblTanuE rcoropsrx, [poBeAeHHbIx B paMKax ru6opovnoro
KoHTporq KaqecrBa JreKapcrBenHbrx cpeAcrB, Pocsgpaenag3opoM npnutro pelrenlre o coorBercrBrrrr KarrecrBa

JIEKA CTB BaHI|qM HOpMaTUBHO|{ AO eHTaIII|II
Honrep 3araluLrs. HarilaenoeaHze

opraHI,r3aIIlI[, y
roropofi oro6panrr

o6pa:qrr
JreKapcTBeHHbrx

cpeAcTB

Jlexapcrnexnoe
cpeAcTBo

llporasnogurem Crpana
IIporr3BoAcTBa

Ceput
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flpzroxenue J\! 4 r< floprgxy ocyqecrBneunr nu6opouuoro
KOHTpOJIt KaqeCTBa JIeI(apcTBeHHBX CpeACTB AnS Me.qUqEHCKOTO
npr,rMeueHr,rr, yrBepxqeHHoMy flpr.rra3oM @egepa:ruofi
cryx6sr no HaA3opy n cQepe s4paaooxpaHeHr.rt

@oprr.ra

14 \vnv)

.t!!

Qanrcz$uqzpoBaHHoro
neKapcTBerrHoro cpeAcTBa

Peurenue o6 v3:'lln4yt r,r yHr4qroxeul,Itl
ne.to6poxavecreeuuoro u (r.uu)

Qarlcr,rrf nuuponaHHoro neKapcrBeHHoro
cpeAcTBa

B coorsercrBurr c (Degepanruunr 3aKoHoM or 12.04.2010 N61-O3 (06
o6pauleur.{u JreKapcrBeHHhrx cpeAcrB), (De4epanrnuu 3aKoHoM or 27.12.2002 Ns184-O3
(O rexHr.rqecKoM peryirr{p oBanvpt>>, flparuranrlr yHr{qroxenr,rr HeAo6poKaqecrBeuuLrx
JreKapcrBerrHhrx cpeAcrB, QanrcuQr,rqupoBaHHrrx JreKapcrBeuHbrx cpeAcrB 14

KOHTpaoaKTHbrX JTeKapCTBeHHBTX CpeACTB, yTBepXAenHbrX TTOCTaHOBJTeHUeM

flparuremcrra PoccrftcKofi @e4epaqur.r or 03.09.2010 Ne674, floloxeuueu o
@egepanuroi cJryx6e rro HaA3opy B c$epe 3ApaBooxpauerr[r, yrBepxAenuofo
nocrauoBrreuaeM IlpaBr,rrenbcrBa PoccuftcKofi OeAepaqru or 30.06.2004 Ns 323, r s
coorBercrBriri c pe3ynbraraMr{ lrcnbrraHHfi, npoae4eHnux @fEY (HMII3yAOCMII>
Poca4parnagsopa B paMKax Bbr6opoqaoro KoHTpoJrr KaqecrBa JreKapcrBeHHbrx cpeAcrB
(npororor v cnbrraHr.rfi npr4raraercs),
Pocr4paanag:oporr.r (Teppuropuanrnrrrr,r opraHoM Pocs4parna4sopa no cy6beKry
Poccuficxofi @e4epaqur.r) npr.rHrro perueuue o6 usrs'tuu [r3 fpaxAaHcKoro o6opora r4

yHr.{qToxeHnu B ycTaHoBneHHoM [oprAKe JreKapcTBeHHoro cpeAcTBa cepvvr
IIpor,r3BoAcTBa cTpaHa HE OTBEqAIOUIETO TPCOOBAHI,I'M

HOpMaTr4BHOr{ AOKyMeHTaTI[u IIO IIOKA3ATEIIO u (unu)
QaarorQr,rqupoBaHHoro JreKapcrBeunoro cpeAcrBa ceplil,r_,
ynaKoBK€x KoToporo yKa3aH npo[3BoArrTeJ]b

Bla4enrqy ue4o6poxavecrBeHHoro vl (r.rrr.r) SamcuQr.rur.rpoBaHHoro
JreKapcrBeHHoro cpeAcrBa B cpoK, He [peBbrruarcqufi 30 AHefi co AHr BbrHeceHra_rr

Hacrorrqero perueHl,Ir, neo6xo4urrao coo6qllTb o ero ucnoJrHeHItI{.

Blagenrqy nego6poxavecrBeuuofo

Ns

Pyxonogurem

14crrorHrrer6
(OHO, ren)

(noanucr) (or.ro)
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flpuroxeuue J',1! 5 r flopr4xy ocyulecrBJreHnr eu6opovnoro
KOr{TpOnt KaqecTBa JIeKapcTBeHHbrx cpeAcTB aJIt Me.4ItIlLIHcKoro
nprMeuerrlu, )"TBepx,qeHHoMy npr,rKa3oM (De4epa.nrnoi

cryx6u no Haa3opy B c$epe sgpanooxpaHear,tt

<Dopva

Cy6rexrrt o6parqenl.rx
neKapcrBeHHbrx cpeAcrB

Teppuropualbrrrre opraurr
lDegepanrnofi cnyx6Br uo HaA3opy

B coepe 3ApaBooxpaHeHltt

MeAuquncrue opraHu3arluu

Il!

Opranrr y[paBJIeHI,It
3ApaBOOXpaHeHI4eM CyO6eKTOB

Poccvftcxofi @egepaquz

cnyx6ofi rro HaA3opy a cQepe 3ApaBooxpaueHut [pI,IHsro perueHl,Ie o

lpaxAaHcKoro ooopoTa nerapcTBeHHoro cpeAcTBa

,Bcepl.'Id [por,r3BoAcTBa

HecoorBeTcTBm KaqecTBa Ilaprl4l4 BhIIIreyKa3aHHOrO neKapcrBeHHoro cpeAcrBa

rpe6oaauurv noprr.raruaxofi .qoKyMeHTaII[u no noxasarenro(rru)
BJraAeJrerI naprr.ru JreKapcrBeHHoro cpeAcrBa paMK€x

nu6opovnoro KoHTpoJIt KaqecrBa JleKapcrBennbrx cpeAcrB.

Tepplrropuanruoruy opraHy Pocsgparuagsopa ro

Peurenue o trpuocrauoB(e
rpaxaaHcroro o6opora
JIeKapcTBeHHOf O CpeACTBa

no pe3ynbraraM ldctlEJra]Jun B paMKax

nu6opovnoro Koqrpor.s KaqecrBa

@egepaaruofi
IIDI,IOCTAHOBKE

obopoTavyH[IqToxeHI,IeMByCTaHOBJIeHHOM
ne4o6porauecrBeHHoro JreKapcrBeHHoro cpeAcrBa.

cBr3a c r.rHibopMalluefi o BbuIBJIeHLIu gKcneprHofi opruHI,I3aIII{efi

Oegepaqrara o6ecne.Iurr KoHmoJrE

Cy6rerrarr,r o6paulexnx neKapcrBeHHblx cpeAcrB, MeALIqI,IHcKI,IM opraHLI3aIII4tM

npoBecrr,r npoBepKy r;.arrLr'lus. yrasaunoi cepur,I JreKapcrBeHHoro cpeAcrBa, o pe3ynbrarax
roropofi lrnSoprur.rponarb reppl,ITopt4ulJlrnufi opran Poca4panna4aopa.

Teppnropuanrnrura opraH.M Pocsgparna4sopa o6ecne.Il4Tb KoHTpoJIb 3a

BbrrBJreHI,IeM n r.r3brrr4eM r.r3 fpaxAaHcKoro o6opora yKa3aHHoft cepwr JleKapcrBeHHofo

cpeAcTBa.

cy6rerry Poccuficxofi
3a I,I3btrI{eM r,I3 rpaxAaHcKoro
lropr,4Ke yKa3aHHoi naprrrLl
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O npoae4euuofi pa6ore un$opurEporat Poca4parHa4rop.
@egepa;rrna.r cnyx6a rro HaA3opy n c$epe 3ApaBooxpaHeHnr yKa3brBaer

I,I3TOTOBUTeJTTO (npoAaBrly, Jru\y, BbrlonHrrcrrleMy $yrrcqr.rra xHocToaHHoro
H3rOTOBr,rreJrq) yxa:aunofi cepvu JreKapcrBeHHoro cpeAcrBa Ha neo6xogr.rruocrr
[poBeAeHr{r rueponpuxrufi, npeAycMorpeHHbrx crarbefi 38 <De.qepanbHoro 3aKoHa or
27 .12.2002 Ns I 84-O3 <<O rexnnqecroM perynnpoB a*uu>>.

Pocsgpanra4aop [peAfir,rcbrBaer u3roroBr.rreno (npogarqy, rtrqy, BbrnonHrrouleMy
Qyuxqru r.rHocrpaHuoro r,r3roroBllreJrr) n revenue Aecrrr.r AHei or garu ny6nlrr<aqure
unQopvaquouHoro rrIlcrMa Ha o$uquanrnola caftte Pocs4panuagsopa rpeAcraBr4Tb
cBeAeHr.rs o npore4ennoft pa6ore, BKnroqarr rrpofpaMMy lreponpzxrufi ro
npeAoTBpaqeEr,rro fipr4rrl-{HeHlr{ BpeAa, Ha aApec:
noclegylouleft gocrurofi xa 6yuaxuoru Hocr4reJre.

control Is@roszdravnadzor.ru c

(De4epamnar cnyx6a rro HaA3opy r c$epe 3ApaBooxpauexr.r.r o6paqaer Bnr.rMaHrre,
qro HenpeAcraBJrexr4e r,rJrr.r HecBoeBpeMeuuoe rlpeAcraBJreur.re, lu6o [peAcraBneune
3aBeAoMo HeAocroBepHhrx cne4erutfi n Pocs4parna43op, a raKxe HeBbrnoJrHeHrie B

ycraHoBJreHubrfi cpor< npeA[r4caHr,rr, pelreHlrr Pocogpanua4:opa BJreqer
orBercrBeHuocrb, rpeAycMorpeHHyro coorBercrBeHso cr.19.7.8. u't.21 cr.79.5 KoAerca
Poccufi crcofi (De4epaquu o6 a4ruunlrcrparr,rBHbrx rrpaBoHapyureHr{f,x.

Pyronogzrerr
(no,qnHcb) (or4o)

HcnonHrfejrb
(OtlO, ren.)
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flpuroxeuze Ne 6 r floprary ocyqecrBnenur nrr6opovuoro
KOHTpOJTT KaqeCTBa JTeKapCTBeHHBTX CpeACTB .qJUr MeAr.rqrrHCKOfO

[prrMeHeHur, yrBepxleHHoMy nputtfi]oM @e4epalruofi
c:ryx6u rro Haa3opy a c$epe eaparooxpaHeHrrt

(Doprraa
Ng

Cy6rexru o6par{eHr.rt
JreKapcTBeHHhrx cpeAcTB

Peruenue o AzurbHefirneM
rpoKAaHcKoM ooopore napruu(i,t)
neKapcrBeHHoro cpeAcrBa, KaqecrBo
KOTOpOTO COOTBeTCTByeT

ycraHoBJreHHbrM Tpe6oBaHlrrM

oprarroM Pocs4paHragsopa IIo
cBeAeHr{i, flpe,qocraBreHHhrx

(uPoroKoJI
I,ICIIbITATENbHOft

or Ns ),
ra6oparopr.ru (uenrpa)

flpr,rHrro pe eHv e o

(De4epanruoi cJryx6ofi no Ha43opy B c$epe 3ApaBooxpaHeul,It (reppLIropIl€IrIbHbIM

cy66eKry Poccnficrofi @eaepaqur,r) Ha ocHoBaHI4I4

4amnefiurev tpaxraHcKoM o6opore napruz(ft) neKapcrBeuuoro cpeAcrBa

cepr4r4 npor43BoAcTBa KOJII,IqECTBE

(xaunaeHonauue BJraAenbrra naprr.Iu(fi), rpaxAaucKllfi o6opor Koropofo
paHee obrn IIpltocTaHoBJreH (peruenue Pocagpaana4sopa (Teppuropr.r€urbrroro opraHa
Pocrgpannagsopa) or Ns

Pyxouogureru
(noanucr) (or4o)

I,lcnonHure,rE
(Ol.lO, rEn.)

(Ha3BaHI{e

vrcrrF'rrali^fiir
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flpruroNenue Nl 7 x flopraxy ocytqecrBJreHr,rr Bbr6opovnoro
KOHTpOIT KaqecTBa neKapcTBeHHBrx cpeacTB a_rrr MeariqHHcKoro
npr,rMeHeHur, yrBepxAeuHoMy npuKa3oM Oe4epa:ruoft
cryN6rr nq Hanggpy n c(bepe 3apaBooxpaHerr[t

Oopr*la

Cy6terrrr o6parqenrar
JreKapcTBeHHbrx cpeAcTB

Tepprar:opuanrHbre opraHlr
@e4epanrnofi cJryx6Lr no HaA3opy

B c$epe 3ApaBooxpaHeHr.rt

MeAraqnncxue opraHr.r3ar{uv

Opranu ynpaBJreHr4t

3ApaBOOXpaHeHr.reM CyObeKToB

Ns

Peueune o lepeBoae JreKapcrBeHHoro

cpercrBa Ha nocepu fi H sni *r6opovnrtfi
KOHlpOJrb KaqeCTBa

Poccrftcxofi @e4epaquu

(De4epanrnoft cry)K6ofi ro HaA3opy B c$epe 3ApaBooxpaHeHl,It npllHtro pelueHlre o
(Har,rMeHoBaHr4e neKapcTBeHHoro cpeAcTBa),

Ha rrocepr4r{Hbrr4

(q,I.MI\a.rr.; B cBt3lt c noBTopHbIM

Bbr.flBJreHr.reM yKa3aHHoro HecooTBercrBr4r KaqecrBa JIeKapcTBeHHoro cpeAcTBa

ycraHoBJreHHbIM Tpe6oBaHr.rrM.

nepeBoAe

npor,r3BoAcTBa cTpaHa flpor,I3BoAcTBa

Bbr6opoqHLrfi KoHTponb KaqecrBa c

(no4nncs) (or4o)

flocryuenue B fpaxAaucKufi o6opor yKa3anHoro neKapcrBeHHoro cpeAcrB
BO3MOXHO TOJIbKO HA OCHOBAHI'II PEUIEHI,I' POC:gPAOHAgSOPA O COOTBETCTBI,IU KAqECTBA

neKapcTBeHHoro cpeAcTBa'rpe6oBaHr.rsM HopMaTLIBHoft AoKyMeHTaIIurI.

Pyroao.qurem

HcnonHlrer6
(Ol'lO, rcn.)
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Peruegge o coorBercrBlrr{ KaqecrBa
JreKapcrBeHHoro cpeacrBa rpe6onaHurv
nopuarunuoft AoKlueHrarlun

flpraloxeuue Ns 8 x flopxlxy ocyllecrBJregrrr nu6opo.rxoro
KOI{TpOJI' KaqeCTBa neKapCTBeHHbD( CpeACTB Anr MeAHIII.iHCKOTO

nprrMeneur.rr, yrBepx,qeHuoMy npr.rKa3oM Oe4epalruofi
cryN6u rro Haa3opy n c$epe :4panooxpaueuut

@opua

Cy6rexru o6pauleur.rt
neKapcTBeHHbrx cpeAcTB

TeppuropuanbHbre opraHbr
@egepanrnoi cJryx6hr ro HaA3opy

Ng

B cibepe 3ApaBooxpaHeHr.rq

Me4uquncrue opraHr.r3arlurr

Opranrr yflpaBneHlrt
3ApaBOOXpaHeH[eM cy6beKroB

Pocczficxoft (Degepaquz

Qegepamnofi cnyx6oi no HaA3opy B cQepe 3ApaBooxpaHeur4r flpururro perueHlre

O BO3MOXHOCTI,I rpaxAaHcKoro ooopora cepnrr JreKapcTBeHHoro

cpeAcTBa npor43BoAcTBa cTpaHa [por,r3BoAcrBa

, [epeBeAeHHoro Ha noceprrfiHbrfi Bbr6opo.rHbrfi KoHTpoJrr,

KaqecrBa, B cBr3r,r c coorBercrBr4eM KaqecTBa JreKapcTBeHHoro cpeAcTBa yKa3aHHoI,r

cepfiH Tpe6oBaHr,rrM HopMarnBHoft AoKyMeHTarIuE.

Pyroaogr.rrerr
(nognncr) (or4o)

I4cfionHHTen6

(OUO, ren)
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Peuresue o cHsruu rexapcrBeHHoro
cpeAcrBa c nocepuftnoro ru6opovuoro
KOHTpOIT KaqecTBa rr [epeBoAe Ha

nu6opovnuft KoHTponb KarrecrBa

flpuroxeuue Nl 9 r llopr4xy ocyqecrBnenur nu6opo.rHoro
KOHTpOJUT KarreCTBa neKapCTBeHHbrX Cpe,4CTB Anr MeA UT,THCKOTO

rrpMeHeHr,rr, yrBepxgeHuoMy [pr{Ka3oM @egepalruoft
cnyN6u no sa$opy r crf epe e4panooxpaueulrt

Oopua

Cy6rerrrt o6parrleunt
JreKapcTBeHHErx cpeAcTB

TeppuroprEaarHbre opraHbr
@e4epanrnofi cJryx6lr flo HaA3opy

B cQepe 3ApaBooxpaHeHr.rt

Megzquncxue opf aHr.r3arlulr

OpraHu ylpaBJreHrit
3ApaBOOXpaHeHr.reM cyoceKToB

Poccsficrofi (De4epaquu

Ns

(Degepanrnofi cnyx6ofi no HaA3opy B c(bepe 3ApaBooxpaueur.rr [pr4rurro peureHr,re o
cHATnu c nocepltfixoro Bbl6opoqHoro KoHTpoJIt KarrecTBa r{ nepeBoAe Ha Bbr6opoqHbrfi
KOHTpOnb KaqecTBa JIeKapcTBeHHoro cpeAcTBa
npor.r3BoAr,rTenb cTpaHa nporr3BoAcTBa
Ha ocHoBaHr,ru 3KcneprHbrx garmoqenui OfBy (I4MqSyAOCMII> Pocsgpanuagsopa o
coornerc:rrraa cepufi Tpe6oBaHHrM HopMar[BHofi AoKyMeHTarIHr,r.

Pyrorogute.rr

l'lcno,iHurer6
(Ol4O, ren.)

(no,qnucr) (or4o)
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IlpuroNenue Nl 10 x floprgxy ocyqecrBJreHvr Bbr6opovuoro
KOHTpOIT KaqecTBa JreKapcTBeHHbrx cpe.qcTB anr MeIr{qr.rHcKoro
[pr,rMeueHr,rr, yrBepxAeHHoMy upHKa3oM (De4epa,rrnoi
cryN6u no Haa3opy r cQepe sgparooxpaueHr,rt

(Dopua

Cy6rexrrr o6pauleHr.r-s

JreKapcTBeHHbrx cpeAcTB

Teppn, opr.lansuEre opraHbr
Oe4epalrnofi crryx6br ro HaA3opy

B c$epe 3ApaBooxpaHeHr.rt

Me4uqlrncrue opranr,r3arluu

Opranu yrrpaBJreur,rt
3ApaBOOXpaHeHr4 eM CyObeKTOB

Poccrafi crofi (De4epaquz

Ns

PeureHr.re o flpuocraHoBneur.rtr
rpaxlaHcKoro o6opora
neKapcTBeHHoro cpeAcTBa

cpeAcTB

OTHOIUEHI,IIT

OT

@egepanrxax cnyx6a rro HaA3opy B c$epe 3ApaBooxpaueHrrrr coo6uaer o
BbltBreHr,ru uapyreur-rft o6qsare'IEHHx rpe6oBaHr.rfi r coepe o6parqexur JreKapcrBeHHbrx

xoAe IIpoBeAeHr.tt Pocsgpannagsoporra IIpoBepKr,r
(naunaenorauue opraHr.r3arruu) (npuxa: Pocs4paruagsopa

Ne ).
(Degepamnofi cnyx6oft ro HaA3opy B c$epe 3ApaBooxpaHeuur [pr,rHrro peueHue o

IlpraocraHoBJreHr.ru fpaxAaHcKorc 06opora BBIIIJeyKa3aHHoft ceplru JreKapcrBeHHoro
cpeAcTBa Ao ycTpaHeHr,rr _(Har.rMerroBaHue opfaHr43arlu[) BbrqBJreHHbrx
HapyureHr.rfi.

Poc:4paaHagsop flpeAnaraer cy6rerrarrl o6paqenux JreKapcrBeHHbrx cpeAcrB,
MeAr4rIlIHcKI,rM opraHr,r3arlr{rM flpoBecrr,r npoBepKy llaJrvr.,tu'i yrasanuofi cepvtr
reKapcrBeHHoro cpeAcrBa, o pe3ynbrarax roropofi r.rHoopMr.lpoBarb reppr.rropr,rnJrbHbtfi
opran PocsgpaBuaA3opa.

Teppuropr,ralrnuu opr.auaM Pocs4paeuagsopa o6ecleqr-{rb KoHTpoJrb 3a
BbTTBJIeHI{eM U Lr3a'lTVreM r43 O6parrleHut yKa3aHHofi cepur4 JreKapcrBeHHoro cpeAcrBa.

O npone4exnofi pa6ore riuQopMnpoBarb PocaApaBHa.q3op.

Pyrono4lrreru

HcrrorHxre,l6
(OHO, ren.)

(noAnHcb) (oHo)


