
Orserrr Ha Bonpocbrr nocryn[Bluue B xoAe ny6.nn'lroro o6cynqqenun

KoxTpoJrbHo-nag:opnofi AeflTeJrbHocrr'r @eAepa.nusoft clyx6u lro HaA3opy B

cQepe rapaaooxpaneHuc ra 3 rcrapra.n 2018 roaa

1.

xpaHg[Ifxcq g ]reauuuucxzx opraHl,Isautrtx?
Oreer: Aaq BBoAa B rpaxAaHcKl'Ift o6opor neKapcrBeuHoro npeuapara Bo BpeMs

rrpoBeAeHLIt KJII,IHI,IqeCKOTO I,ICCIeAOBaHUq OqeHb BaxHo oIIpeAeJI[Tb IIIKaJIy

TeMIIepaTypHoIo pexfiMa XpaHeHI4{ JIeKapcTBeHHoro upenapaTa, [p}I KoTopo[

coxparrf,ercr ero repanenruuecrufi oQQerr. 3ra r,rH(bopMarlLlt oTpaxaerct B

perrrcrpaquoHHoM Aocbe Ha

MCAI,IqI{HCKOMY IIPVMEHEHI,Irc

flpenapar Lr B LIHCTpyKIII,IU nO

npeuapara. Yqurugat [3JIoxeEHoe,
JIeKapcTBeHHhII{

NEKADCTBEHHOTO

2.

OCHOBAHI'I'MI,I AJI' IIPUOCTAHOBJIEHI{' NPI4MEHCHI'I}I IEKAPCTBEHHbIX

ycraHoBrreHHbIMIz crarbefi 65 @eaepanruoro 3aKoHa Ns6l -O3 (06
JIeKapcrBeHHbIx cpeAcrB>, tBJItIOTCg HapylreHHt AepxaTeJItMI'Io6paqeuun

perlrCTparlr4gHHEIX yAOCTOBepeUUfi tI IOpLIAI{qeCKIIMI,I JII'IIIaMI'I, HA UMt KOTOphIx BbI.4aHbI

pa3pel[eHllt Ha npoBeAeHI'Ie KJII'IHI'IqecK1lx r'rccreAosaH1lft, rpe6oaanufi r
Qaprrlaxona4sopy, ru6opo'rnoMy KoHTpoJIIo, HagJlexaueft rnunvqecxoi upaxrure u
naArexaqefi [pol43BoAcrBeunofi uparruxe tleKapcrBeHHblx cpeAcrB.

Peuregue o [plIocraHoBJIeHI4 LI [pI,IHI4Maercs MnH:4panov Poccuu B cn)rrlae

rrpeAocraBJreHr.rr cooTBeTcrsFoqeft r,rn(poprr,raUr,rra Munnpolr,rroprolt Pocct'tt't nlll
PocsApaana4sopotvt.

c yuerov u:ueneuufi, B r{acTr.I B [pUOCTaHOBJreHr.rr flpr{MeHeHr{r BcJIeAcTBI4e

napyuenui npaBurl GMP aaegeunux (DegepalrHblM 3aKoHoM or 04.06,2018 Nsl40-O3,

Mun:,qpan Poccr.ru coBMecrHo c Munnpouroprou Poccur'r z PoceApaBHaA3opoM

3aBeprlaeT pa3pa6oTKy noptAKa npuocTaHoBJIeHIat IlpIrMeHeHHt JIeKapcTBeHHLIx

[pe[apaToB no ocHoBaHIitM, npeAycMoTpeHHbIM yK113aHuoft cTaTbefi @e4epalruoro

3aKoHa <06 o6parqeu[I,I JIeKapcrBeIIHbIx cpeAcrB>.

3.

Orser: nJIaH Bbl6opoquoro KoHlpont KaqecrBa JreKapcrBennblx cpeAcrB

Qoprrrnpyercr Pocs4paanageopoM B cpoK Ao flepBorq fl1gBapq KaxAoro K€uIeHAapHoro

IIpu rfoprr,rup oBa:avlvL nnaHa Bbl6opoalnoro KoHTpoJIs KaqecrBa IeKapcTBeHHbIx

JreKapcrBeIIHbIX CpeACTB I{ KOJII,FIeCTBO I,ICTI6ITaHI4I{

poca4parna4rop o6paqaer oco6oe BHr,rMagr.re Ha ycJroBnr, B KoTopbrx xpaHtTct

IIeKapcTBeHHbIe 11peflapaTbl, npeAHa3HaqeHHbIe AJII KJII{Hl4qecKI{X 14CCIeAOSaHI'Ifi'

Orser:
npenapaToB,

roAa r4 coAepxl4T [epeqeHb
JreKapcrBeHHblx cpeAcTB.

cpeAcTB Pocsgpaana4:opoM yiILITbIBaIoTct p$ynETaTbI rocyAaPcTBegnoro I(oHTpoJIt

(na4sopa) n csepe o6pauqeuux JIeKapcTBeHHEIX cpeAcTB, pe3yJIbTaTbI Bbl6opoqHoro



KOHTpOnt KaqecTBa JIeKapcTBeHIIbIX CpeACTB 3a npeAbIAyIqI4e [epI4OAhI' ,UaHHbIe O

BErrBJreHr4[ HeAo6poKaqecTBeHELIx 14 oanbcl'Iouql{poBallHblx neKapcTBeHHbIX cpe.qcTB.

4.

HODMATHBHOI,I

orser: s coorBercrBr.ru co crarrefi 38 @e4epalrnbrfi 3aKoH ot27.12.2002 Ns 184-

@3 (O TexHuqecKoM peryJIIrpoBaHIII4> Ilpll BbI{BJIeHLII HecooTBeTcTBLIt [poAyKLIuIr

rpe6oeaunrlt uoprr.latuanOi AoKyMeHTaIIuH [poll3BoAlireJlb B Teqenl're AeCITI'I AHeft c

MoMeHTa [oATBep)KAeHI4t AocToBepHocTH TaKofi 14HOOpMaII14ta O6t3aH pa3pa6oTaTb

nporpaMMy MeponpLrrrTr.ri no npeAoTBpauleur,uo fipwrnHeHrlrrr BpeAa I{ coryIacoBaTb ee c

PoceAparna4soporr.r. Iporparrtrtra AoJIxHa BKlIIoqaTb B ce6s MepOnpI{tTtIt flo

onoBeuleHltlo noTpe6liTenef, O HaJII{qIlu yfpo3bl npFIL{HeHI'It BpeAa I{ c[oco6ax ero

npeAoTBparqegus, a TaKxe cpo6r.r peanr43arlr.rr.r Ta(r{x Mepoflpr{rTnfi, Mepoup[tTl,Is r1o

ycTaHOBJIeHr,rrO UpqqLIH, BKJIIoq€U cpOKH LI OTBeTcTBeHHbIx nI4II. B CJryqae' ec;Ifi AIIfr

npeAoTBpaqeELUI npI,IqLIHeH]If, Bpe,4a Heo6xoAnMo IIpoIt3BecT[ Ao[OJIHI'ITeJILHbIe

pacxoAbr, rrpor,r3BoAr.rTenb o6s3aH ocyqecTBl4Tb Bce MepolpE rI'It uo [peAoTBpaIIIeHIT Io

IIpHqI,rHeHI,It BpeAa cBoI{MLt cI4JItlMI{, a npl,r HeBo3MOXHOCTI4 IIX OCyUIeCTBJIeHI',It

o6brBurb 06 oT3bIBe [poAyKIII,II4 I4 Bo3MecTI,ITb y6IITKLI, upuql{HeHHbIe nplro6peTaTeiIrIM

B CBr3r' C OT3bIBOM npOAyKIII4I4.

B cnyvae, ecJII4 yfpo3a npuqLIHeHI'Ic BpeAa He Mo)Ker 6bITb ycrpaHeHa [yreM
npoBeAeHE Mepo[plrtTl,Ift, [poIt3BoALIreJIb o6t3an He3aMeAnI'ITeJIbHo [plIoCTaHoBI'ITL

[por.r3BoAcTBO I4 peafiLl3al{I.Irc [poAyKIII{lI, OTO3BaT6 IpOAyKIII{IO I',I BO3MeCTUTb

npuo6perarer.sM, B ToM ql{cne [orpe6r{TeJltM, y6rrrru, Bo3HI{KIII[e B cBt3l,t c or3hIBoM

npoAyKIII,Iu.

orser: s HacTorrqufi MoMeHT rroAroToBJreH rrpoeKT H3MeHeHr,rft B oeAepanbHbli

3aKoH or 21.11.2011 J',1! 323-O3 (06 ocuoBax oxpagbl 3AopoBbrl lpaxAall s Poccl4icxoi
@egepaquu>>, KoTopble yqI4rhIBaIoT [puBeAeHI,Ie yKa3aHHbIx [oHtTI'Ifi B cooTBeTcTB]Ie.

orger: s cryirae oKogqagfir cpoKa AeftcrBtrrr perlrcTparluoHgoro yAocroBepeHl{t

Ha MeAI4UI,IIICKOe lI3AeJIlIe, [pIIMeHeHI,Ie TaKOTO MeAUIIIHCKOTO la3!]eJWTA B MeAI',IqI'IHCKOE

opraH143arlu1a He orpaHl{qego, oAHaKo AoJIxHo 6u6 uo4taepxlego [poToKoJIaMI'I

opfaHr.r3arl[lr, ocyqecTBntloqefi [poBe.qeHEe rexHllrlecKoro o6cJryxI'IBaHI'It'

5.

6.

I,TCTEK?



Orser: s Hacro{rqee BpeMt lrpoeKr Izgrrteneaufi B yKa3aHHoe nocraHoBJIeHI'Ie

HaxoArlrcr Ha paccMorpexr.ru o Cryx6e. llosI.rqut Cnyx6n 6yAer npe4craBJleHa [o3xe.
@unalrnoro DelxeHr.rr [oKa Her.

8.

Oraer: un(f opMarrrroHHoe [I{cbMo Poca4parna4sopa pac[pocrpautercfl ToJIbKo

Ha re cepr4l{ u Bapual'rbt r{cnoJIHeHI4t, Koropble yKa3aHbI B nl{cbMe. O6parqexue r,rurx
cepui ue orpaHlrrreuo. Bltecte c reM, ecJILt upor,r3BoAl4Ten6 BbIqBur HecoorBercrBllq B

Apyrrlx cepr4rx cBoero v34erufi, To eMy neo6xoAuuo yBeAoMl,trb o6 storrl cy6tertu
o6paqexu-r, [poH3BecrI,I or3blB IIpoAyKIILII4 c pbIHKa, HaIIpaBHB B ToM qI'IcJIe [ItcbMo B

Pocs4panua4sop.

9.

Orser: s coorBercrBr,rur co crarrefi 64 (Deaepaargoro 3aKoHa or 12.04,2010
J\!61-O3 (06 o6pauennra rIeKapcrBeHHbIX cpeAcrB> cy6rextrt o6pailIeHl'It
reKapcrBeHHhrx cpeAcrB B [optAKe, ycraHoBJIeHHoM npI4Ka3oM Pocsgpanna4lopa or
15.02.2017 Jt1071 <06 yrnepx4eHllu nopf,AKa ocyqecrBneuur tfapuaroHaA3opo),
o6s3aHbr coo6ularb a PocaApaaHaA3op o cepbe3ublx HexeJIareJIbHbIx peaKIII{tx,
HeqpeABr4AeHHbrx HexeJrareJlbHbrx peaKql4tx IIpI4 [pLIMeHeHUI{ neKapcTBeHHbIX

npenaparoB, o6 uuguaugyamuofi HerIepeHocLIMocrLI, orcyrctrlrlr stp(pexrl,IBHocrl4

Jrer(apcrBeHHbrx npenaparoB c cpoK, He flpeBElluarcquft 15 xalen4apurrx Auefi.
Zcxrro.reHzr cocraBJUIIor HexeJrareJrluhle peaKrlltu c JIeTaJIEHLIM HcxoAoM n yrporofi
x.vr3nvr, Korophre [oAJlexar coo6qenr.no B cpoK, ne 6ole 3-x pa6ovux Ageft, a rarxe
cJr1n{au Lru4uBu4yutbnofi xenepenocllMocrl4 JIeKapcrBeHHbIx cpeAcrB, tBtIBIIII4xct
ocHoBaHI4eM AJI' BbIrrLrCKr4 IrO TOpTOBOMy HaT4MeHOBaHIIIO B COOTBerCrnUlr C flOprgrov

.IIoJIXeH JII4 OH npOBepLITb BCe OCT€UIbHbIe CepUA Me.4IIULIHCKOTO I{3.IIeJIItt" [pI{BeCTLl I4X

rexapcrseHHrrfi npenapa, u srraar Naatepu cupasK.v. xoropyrc ora orgecra s rpyryrc



co3AaHI4t I4 Ae'TeJIbHOCTII BparreoHofi KOMI4CCI,II MeAIltqI4HCKOfi OpraHU3aIII4I'I'

yrBepxAeuHlrM npraKa3oM Muar4paaa Pocctztt or 05.05.2012 N502n, rloAnexaulrre
pefloprr.rpoBaH[ro B Poc3ApaBHaA3op B cpoK, Ire flpeBbllu€uoql4fi 5 pa6oqrx AHefi c Aar6I
BhrllrrcKu coorBeTcTByloqero [pe[apara no ToproBoMy HaI{MeHoBaHI,IIo.

Tarlrrr,r o6pasoM Bpaq, srrssfisuJl,ri peaKllrrrc, [oAJlexau{yrc HanpaBJIeHI,IIo B

Pocs4paanagsop, Ha AoMy, AoJrx(eH 6un ea(furc[poBarb ee s N4eAuquHcxoft

AoKyMeHrarlur4 [aqlreHTa (anr6ynaropaaa Kapra) I{ HanpaBl{rb ee a Pocs4parHaA3op B

nopqAKe, onucaHHoM BHyTpeHHLIM [pI,rKa3oM Aasuofi ueAuquncxofi opmHu3alluu.
B AaHHoM c.,rryqae HapyureHbl nII. 34-39 lloprgra ocyqecrBrleHlit

(papnarona4sopa, yrBepxAeHHoro rpLIK.t3oM Poc:4paaxalsopaor 15.02.2017 Nsl07l.

Oreer: ro AaHHbrM pa3AeJra <@apuaroHaAsop> AIIC PocsgpaaHa4sopa

HexeJrareJrburre peaKqHH xa Harpur xJIopI,IA perucrpupyrorct, T.K. pacrBop Harpux
xllopr,rAa .rrBrrercr JreKapcrBeHHbrM upenaparoM. B clyrae ttoAo3peHlrt Ha KaqecrBo

orAeJrbHbrx cepufi npono4r{Tcfi gKc[eprr43a B parMKax arr6opovnoro KoHTpoJIt KaqecrBa

B coorBercrBrra c llopr4KoM ocyrqecrBJleHl{.t{ art6opovuoro KouTpont KaqecrBa

JreKapcrBeHHbrx cpeAcTB AJrr MeAr.rqr.rHcKoro upLIMeHeHLrt, yrBepxAeIIHEIM [puKasoM
PocsgpanHagsopa or 07.08.20 1 5 Ns5539.

11. Bonpoc: 6y.uyr ru npuee.ueHu g coolgercrgfie onpe,[erenl4t

grouotr.tuqecroro coro:a?
Orser: n nacroqqfifi MoMeHT noAroroBJIeH npoeKT lrsMerreHlaft a @egepanrnuft

3aKoH or 2I.Il.20l I Ne 323-@3 <06 ocnosax oxpaHhl 3AopoBbq fpaxAaH s Poccuftcrofi
(De4epaqulr>, Koroprre ) rr,rr6lBarcT nplIBeAeHI,Ie yKa3aHHbIx uonstltfi B coorBercrBl,Ie.

12. Bonpoc: gogr\4oxgo rL npul,IeHeH[e N.{e.u4uzHcxofi rexHI,IxE s y.{pex.ueHl4tx
grpasooxpaHeHr4q. cpox .ueficretlq perucrpaullogHoro y.uoctogepegl,Is Ha xoroplte
ucrex?

Orse, : s cryqae oKoH.raHr,rs cpora 4eficreux perr crpall[oHHoro yAocroBepeHlrt Ha

MeAr,rqr.rHcKoe r.r3AeJII{e, npLIMeHeHLre TaKoro MeAI4IILIHCKOTO 3AeIWrs. S NaeALIqEHCXOfi

opraHr{3arlrrr4 He orpaHr4qeHo, oAHaKo AoJIXHo 6rrtr noArsepxAeHo npoToKoJIaMu

opranlr3arlrir,r, ocyulecrBrqroqefi upoaeAeHlle rexHl{qecKoro o6cryxunanxr.

13. BonDoc: xar Cryx6a o:rnocutc.t r [sN,IeHeHutI\4. gHocLILlgIIr4 g Hactogruee

10.

ug.{ernft> u <<He.[o6poxaqecrsenHoro MeaIluLIHcKoro u3aerlrt). tl3roxeHHble B

npoficxoaqruux Iig l.+rocrpaHHHx rocy.uapctg. .rrt [erefi ocyuecrsreHut gaxynor .[rt



Orner: s Haoroslqee BpeMrI [poeKT I'I3MeIIeHI'Itr B yK€BaHHoe flocraqoBneHfie

HaxoAaTcs Ha paccMoTpeglru B Cnyx6e. Iloeuqut CrryN6g 6y4et upegcraBJlega rro3xe.

@unalluoro peueHI4JI noKa Her.

14.

.{oJrxeH Jrr.r oH nDoBeDqTb Bce ocTaJrbHble cepllll Me.ulIuLIHcKoro I,I3.ueJII4g. [pI{BeCTI4 I,IX

Te CeplII4 LI BapIlaHTbI

cepHft He orpaHr,rqeEo.

Oreer: ranSopMaIIItoHHoe rrucbMo Poce4parnagropa pacnpocrpanaercg' ToJIbKo Ha

rrcrroJrHer {t, KoTopble yKa3aHbI B nI,ICbMe.

Buecre c reM, ecrli [poIl3BoAI,ITenb BrUIBI'IJI

Apynrx cepr4rx cBoero v31er 4u, To eMy Heo6xoAnMo yBeAoMIT Tb 06 9TOM Cy6seKTLI

o6parleHl,It, upoLI3BecTI,I oT3bIB npoAyKIII{I,I c phIHKa, HanpaBI{B B TOM qI4cJIe IIIlcbMo B

PocsApaouageop.

O6paueuue uurx
HECOOTBETCTBXJI B


