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[Npuka3 MuHnpomTopra Poccum ot 04.02.2016 N 261
"O6 yTBepXaeHnn GopM 3as8BNeHNs O BblAaye 3aK/I4eHNs O
COOTBETCTBMM npounssoantens (MHOCTPaHHOIo NPOV3BOAUTESNSA)
NeKapCTBEHHbIX CPeACTB AN MeANUMHCKOrO NpUMEHeEHNS
TpeboBaHUSIM NMpaBuN HaANeXallen NPOM3BOACTBEHHOM MPAKTUKY,
MHCNEKLUMOHHOIo OTYETa Mo pe3ynbTaTaM MHCNEKTUPOBAHUS
NPOU3BOANTENS N MHOCTPAHHOIO NMPOU3BOAMTESNS NIEKAPCTBEHHbIX
CpeacTs 4191 MeAUUMHCKOro rnpMMeHeHUst Ha COOTBETCTBUE
TpeboBaHUSIM NpaBu HaANEXaLLeN NPOM3BOACTBEHHOM MPAKTUKN U
3aKJTIOUEHNS O COOTBETCTBMM npoussoanTens (MHOCTPaHHOIro
NPOUN3BOANTENS) NIEKAPCTBEHHbLIX CPeACTB A/19 MeaULMHCKOro
NpuMeHeHns TpeboBaHMaM NpaBu Haa eXallen Npon3BoaCcTBEHHOM
NPaKTUKK"
(3apeructpupoaHo B MuHiocte Poccnmn 09.03.2016 N 41341)
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"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN
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[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

3apeructpuposaHo B MuHtocte Poccumn 9 mapta 2016 r. N 41341

MWHUCTEPCTBO NPOMbILUNEHHOCTU U TOPITOBJIM POCCUACKOW ®EQEPALIUA

NMPUKA3
ot 4 cheBpans 2016 r. N 261

OB YTBEPXXOAEHNN ®OPM 3AABIEHUA
O BbIOAYE 3AKNIOYEHUA O COOTBETCTBUM NPOU3BOANTENA
(MHOCTPAHHOIO NPOU3BOAUTENA) NEKAPCTBEHHbLIX CPEACTB
ANA MEAULUUMHCKOIO NPUMEHEHUA TPEBOBAHUAM MPABUI HAQJEXALLIEN
NPOU3BOACTBEHHOW NMPAKTUKWU, UHCMEKLUMOHHOIO OTYETA
NO PE3YJIbTATAM UHCTNEKTUPOBAHUA NPOU3BOAUTENA U MHOCTPAHHOIO
NnPOU3BOOUTENA NEKAPCTBEHHbLIX CPEACTB AnAd MEANUUHCKOIo
NMPUMEHEHUA HA COOTBETCTBUE TPEEOBAHUAM MPABUI HAONEXALLEN
NPOU3BOACTBEHHOW NMPAKTUKW N 3AKNIOYEHUA O COOTBETCTBUU
nPON3BOANTENA (MHOCTPAHHOIO NPOU3BOOUTENSA) NEKAPCTBEHHbIX
CPEACTB AnA MEOAULUMHCKOIoO NPUMEHEHUA TPEBOBAHUAM NMPABUI
HALOJEXALLEW NPOU3BOACTBEHHOW NPAKTUKMN

B cooTBeTcTBMU C nocTaHoBneHnem lpasutenscTBa Poccunckon ®epepauun ot 3 gekabpsa 2015 . N 1314
"O6 onpeneneHMn coOOTBETCTBUSA NPOU3BOAUTENEN NEKAaPCTBEHHbIX CPeacTB TpeboBaHMAM nNpaBun Haanexatliemn
npoussoacTBeHHow npakTukn” (CobpaHue 3akoHogaTtenbcTtBa Poccunckon ®epepaummn, 2015, N 50, ct. 7165)
npuKasbiBato:

1. YTBEPAUTD:

dopMy 3asiBNeHns O BbiAaye 3aKo4YeHUs O COOTBETCTBMU NPOU3BOANTENS (MHOCTPAHHOIO MPOU3BOANTENS)
neKapCTBEHHbIX CPeacTB AN MeAULMHCKOro NpMMeEHeHNs TpeboBaHMAM NpaBun Haanexalen npon3BoaCTBEHHON
MPaKTUKM COrMacHoO NpuUnoXeHuto 1;

OpPMY VMHCMEKUMOHHOrO OTyeTa MO pe3ynbTaTtam WHCNEKTMPOBaHWUS npou3BoauTenst (MHOCTPaHHOro
Npov3BoaUTENS) NEeKapCTBEHHbIX CPeACTB ANs MEAMLUMHCKOro NpuMMeHeHus TpeboBaHNAM NpaBun Hagnexallemn
NPON3BOACTBEHHOM MPaKTUKN COrMacHO MPUoXeHUto 2;

opMy 3aKMYeHUss O COOTBETCTBMM NPOU3BOAMTENS (MHOCTPAHHOrO NPOU3BOAUTENS) NEKApPCTBEHHbIX
CPEeACTB AN MEOULUHCKOrO MpUMMEHeHus TpeboBaHuAM npaBui Haanexailen npou3BOACTBEHHOW MNPAKTUKM
COrnacHO MpUIoOXeHuo 3.

2. YCTaHOBUTb, YTO:

3akno4eHme 0 COOTBETCTBUM NpomnssBoauTens (MHOCTPAHHOro NPOU3BOAUTENS) NeKapCTBEHHbIX CPeACTB ANs
MEeOMULMHCKOrO NPUMEHEHUSA COCTOMT U3 OBYX 4YacTen n odopmnsieTcsa Ha GnaHke, siBnsWemMcs 3aluLLiEHHON
nonurpaduyeckon NpoayKumen co cTeneHblo 3alnTbl ypoBHS "B";

3aKNiO4YeHMs O COOTBETCTBUM NPOU3BOAMTENEN NekapCTBeHHbIX CPeAcTB AN MeAULUMHCKOro NpuMeHeHus,
BblJaHHbIE A0 BCTYMMEHUS B CUMY HACTOSLLEro npukasa, ABnsaTCa AeNCTBYIOWNMUN B TEYEHMM YKA3aHHOIO B HUX
cpoka.

3. KoHTponb 3a ncnonHeHneM HacTosLero np1kasa Bo3noXxutb Ha 3amectutens MuHuctpa Lpiba C.A.

MwuHncTp
0.B.MAHTYPOB
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SAABJIEHME
O BBHOAUE 3aKJIOUYEeHMS O COOTBETCTBUM NPOM3BOIUTEJIA

MpunoxeHue 1
K npukasy MuHnpomTopra Poccum
oT 4 cpespansa 2016 r. N 261

dopma

B MMHMCTEpPCTBO INPOMEIIJIEHHOCTHU
¥ TOPTroOBJIM Poccurckon dermepalum

(MHOCTPAHHOTO

HpOMBBOHMTeHH) JIEKAPCTBEHHBEIX CpenCTB OJId MeIUMIVMHCKOI'O IIPVMMEHEHWMHA
Tpe@OBaHMHM npaepmi HanJjexauem HpOMBBOHCTBeHHOﬁ IIPaKTUKN

Hpomy BEIIIATH 3aKJIYeHNre @) COOTBEeTCTBUU

IPOMBBOOUTETIA)

JIEKAPCTBEHHEIX
Tpe@OBaHMHM IIpaBmil HaJexamem HpOMBBOHCTBeHHOﬁ IIPaKTUKNM .

CcpencTs

OJ1A

A. IpomspoouTesib (MHOCTPAHHBM NPOMB3BOOUTEJID)

InpomsBOoOMTEIA (MHOCTpaHHOPO
MeIMLIVMHCKOTI'O IIPVMMEHEHN A

JIEKAPCTBEHHEIX CpPencCcTB

HanmeHoBaHue

AfOpec MecTa HaxOXAeHuUs

A,D,pec MecCTa OCyLleCTBEHNA
AeATernIlbHOCTU

agpec 9neKTPOHHON

Ten: aKc:
® noyThl:
JInueHsna Ha npon3BOACTBO HoMep
nekapCcTBeHHbIX cpecTs (Mnu
OOKYMEHT, Ha OCHOBaHWM Aarta Bbigayv
KOTOPOro MHOCTPaHHbLIN
npovsBoauTeNb OCYLLLECTBNSAET
AesaTenbHOCTb NO NPOU3BOACTBY CPOK AeiiCTBIS
nekapCTBEHHbIX cpeacTs) Ans
MeOMNLIMHCKOro NPUMEHEHNS
YNONHOMOYEHHbIN OpraH, Ha3BaHwue
BblOABLUMI JIMLEH3NIO (MK
OOKYMEHT, Ha OCHOBaHUN Appec mecTta
KOTOPOro MHOCTPaHHbLIN HaxoXaeHus
npousBoauTeNb OCYyLLECTBNSAET
AEATENBHOCTb MO NPOM3BOACTBY | Lo - dhakc: agpec 3reKTPoOHHON
neKapcTBEHHbIX CPecTB) -’ ’ noyThbl:
damunus, nus,
OT4eCTBO
YNOonHOMOYeHHOE nnuo JomxHocTb:
afpec 3NeKTPOHHOW
Ten.: akc: AP P

NOYThI:

KoHTakTHOE nnuo

damunus, ums,
OTYEeCTBO

KoHcynbTtanTllntoc
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[omkHoCTb:

afpec ANEeKTPOHHOM

Ten.: aKC:
(b NOYThbI:

PekBn3nTbl OKyMEHTa, NoATBepXAatoLero axrt
ynnaTtbl NnaTtexa 3a Bblgadvy 3akroyeHns o
COOTBETCTBMM NPOU3BOAUTENS (MHOCTPaHHOIMO
npov3BoauTENS) NeKkapCTBEHHbIX CPEACTB Ans
MeAMLIMHCKOro NpuMeHeHns TpeboBaHuaM npasun
Hagnexallen nponM3BoACTBEHHON NPAKTUKN

BE. VYIOJHOMOYEHHHM MNpeACTaBUTesb, HOeMCTBYRILMM OT Jula NIPOU3BOAUTEIA
(MHOCTPAHHOT'O NPOM3BOAMTEJNA) (IIPU HAJWNUUN)

HanmeHoBaHue

AfOpec MecTa HaxOXaeHuUs

MoyToBbLIN -
ouTo anpec a[pec 3NEeKTPOHHON

Ten.: aKc:
® MoYThI:
damunus, nuvs,
0TYeCcTBO
KoHTakTHOE nnuo LomkHoCTb:
aJpec 3IEKTPOHHOMN
Ten.: dakc: AP . P
MoYThbl:

OT MMEeHM NPOU3BOAUTENS (MHOCTPAHHOT'O INPOU3BOIAMTEJIL) NONTBEepXIaln, UYTO

1) mubopmMauma, colepxamascsa B IOAaHHOM 3asBJIEHUM, SABJISEeTCS HOCTOBEPHOM;

2) OpM M3MEHEeHUM aJIpeCcOoB, DJIEKTPOHHBEIX aIpPeCOB UM TejlepOHOB KOHTAKTHEIX
JIMUL, UM YIOJIHOMOUYEHHEIX IIpencTaBuUTeJiel, yKas3aHHBEX B INAaHHOM 3afaBJIEHUM, HOBEHE
cBemeHusa OyHOyT IepelaHbel B MuHNOpoMTOpI Poccum He HO3OHee uUeM udepe3s 5 padboumx
IOHEeM IOoCJie IAaTH M3MEeHEeHMUS.

HomxHOCTE, GaMuIMs, WUMSI, OTUECTBO TIOOINMCH
pyKOBO)Z[MTeJ'[F[ HpOMSBO)Z[MTeJ'[F[
(MHOCTpaHHOI‘O HpOMBBOHMTeJ’IF{) M.II.
miiyt YIOJIHOMOUWEHHOTI'O IIpeAcCTaBUTeJId (HpM HaJ'IMT:IMM)
oaTa
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MpunoxeHune 2
K npukasy MuHnpomTopra Poccum
oT 4 cpespansa 2016 r. N 261

dopma
MHCIEKIVOHHENA OTUET
10 pesyJbTaTaM MHCIEKTUPOBAHMUS IPOUSBOOUTEIS
(MHOCTPaHHOT'O IPOMU3BOIOUTEJA) JIeKapCTBEHHHX CPenOCTB
IJIs MEIVLIVMHCKOT'O IPYMEHEHMS Ha COOTBETCTBME TpPebOoBaHMAM
npaBuJl HalJiexalley MNPOM3BOINCTBEHHOM MNPaKTUKU

I. OBIVE IIOJIOXEHN/A

[IpomsBOoOMTEsNE (MHOCTPAHHBEIM [NPOM3BOOUTEJID) &
HaVMeHOBaHME, aIpec MecCTa HaxXOXIEeHMs IPOM3BOOUTENS (MHOCTPAHHOTO
NIPOMBBOIOUTENA) ;
ampec MNPOM3BOINCTBEHHOM IJIOWAIKNU
Bunel meAaTeJIbHOCTMU:
(0Bbo3HAUMTE HYXHOEe BHakoMm "X")
MpounsBoacTeo hapMaLeBTUYECKMX CYyOCTaHLMI
[Mpon3BoaCcTBO NeKapCTBEHHbIX NpenapaToB (NekapCTBEHHbIX (POpM):
Mpon3BoaCTBO NPOMEXYTOYHbIX NPOAYKTOB
MponssoacTBO HepacdacoBaHHbIX NTEKapCTBEHHbIX NpenapaTos
YnakoBka (nepBryHas/BTopuYHas)
BbinyckaloLwmin KOHTporib KayecTsa
Mpoyee (ykasaTb)

JaTa (Bl) NpoBeIeHUs MHCIEKTUMPOBAHUA:

VHCIIEKTOPEHL :

(PaMmnvia, uMsa, OTUECTBO, IOOJDKHOCTM, OOS3aHHOCTM MHCIIEKTOPOR)

HopmaTueHasa Oasa:

[Ipuka3s MumHnpomropra Poccum or 14 wmoua 2013 r. N 916 "OO yTBepXIeHUN
nNpaBUJI Hajexalley HNPOM3BONCTBEHHOM NPaKTUMKkK" (3aperncTpupoBaH MMHIOCTOM
Poccum 10 cenradpsa 2013 r., permcrpaumoHHE N 29938) <*>

<*> C wW3MeHeHMsMM, BHECEHHBEMM [IpMKasoM MumHnpomropra Poccum ot 18
nexabps 2015 r. N 4148 (zaperucTpupoBaH MuHiocTOoM Poccum 28 pmekabps 2015 r.,
PEeTrMCTPaLUMOHHBIM N 40323), nasee 1o TEKCTY - IlpaBuia HazJjexauemn
HpOMBBOHCTBeHHOﬁ IIPaKTUKN .

BBeneHue

(mpueBecTu KpaTkylo MHQOpPMaLMIO O [NPOMHCIEKTUMPOBAHHOM NPOM3BOAUTEIE,
BKJIOUA A cXaTbele CcCBeIeHnd OTHOCHUTEJIBHO HAVMMEHOBAHMA UM agpeCOB IPOM3BOIOCTBAa
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(IPOM3BOOCTBEHHON NJOWAIKM) , Hanuuusa GapMaleBTUUECKOM CUCTEMH KadecTBa
coTJiacHO TpeboBaHMAM [lpaBUJl HamJjexalleM NPOMB3BOICTBEHHOM MNPAKTUKM (IO TJlaBaM
OCHOBHOT'O HOOChbe TIPOM3BOINCTBEHHOM IIJIOWANKM), B TOM UMCJE OTHOCUTEJIBHO
pas3peumannmx OOKYMEHTOB, IIPOM30OUEeInxX M3MEeHEHUM)

CBemeHUs O JIMIUIEHBUPYEMBIX BUIaAX IeATeJIbHOCTY, CepTUOMUKATE, BHIAHHEE
YIIOJIHOMOUYEHHEIMM OpTaHaMu IPYyIMX ITOCyHapCTB, O COOTBETCTBUM [IPOMUIBOIUTEIIS
(MPOM3BOOCTBEHHOTO YydyacTka) TpeboBaHMaM [IpaBuil HaOjexalley IPOM3BOINCTBEHHOM

OPaKTUKM (MIPM HaJIUIUM)

3MeHeHUS, npomu3ole amme Ha IPOU3BOLNCTRE C MOMeHTa [pelbnymero
VHCIIEKTUPOBAHMUA (MIPY HAJIMUUM)

VubopMalmsa O xXOome MHCIEKTUPOBAHUS

Hesnb MHCIIEKTMPOBAHMA

MacmTa® M OOBEKTH (NPUBECTM [epedeHb OOBEKTOB (IPOLIECCEH, CIYXOH U
CUCTEMH) , KOTOPEHE OBLIIL IPOMHCIEKTUPOBAHE COTJIaCHO YTBEPXOEHHOM U
COTJIaCOBaHHOM nporpamme, a Takxe Tex, KOTOpele He OBJIM [IpelIMeTOM
MHCIHEKTUPOBaHMAa. [IpMBeCcTM Ha3BaHUA JIEKAPCTBEHHEIX QOpPM, MNPOM3BOALCTBO KOTOPHX
OBLIIO NIPOUHCIEKTUPOBAHO (HanpuMep: CTEePUJIbHEIE JIeKapCTBEHHHE CpencTBa:
(mepeuenp GOpPM), HECTEepPWUJIbHHE JIeKAPCTBEHHBIE CpencTea: (IepedeHb QOpM) .

PaboTHMKMK [IPOM3BOOUTEIA (MHOCTPAaHHOT'O INPOU3BOAUTENA), [NPMHMMAaBIME

ydacTue NpU [NPOBEINEHUM MHCIEKTUPOBAHUSA
(mpuBeCTHM IHepeudeHb C ykal3aHMeM IOJDXKHOCTEN)

II. PE3YJIBTATH MHCIEKIOUN

OnmcaHMe MNpomM3BONCTBA

dJapmau,eBTquCKa;l CcucTtemMa KayecrtBa

Mepconan

MomeLlueHne n o6opyaoBaHue

[okymeHTauus

MponssoacTeo

KoHTponb KavecTBa

JedAtenbHoCTb, NnepeaaBaemMas A4S BbINOMHEHNS
Apyron opraHmsauumn (AyTCOPCUHT)

MpeTeH3un 1 O0T3bIB NPOAYKLMM

CamouHcnekums

OcHOBHOE [0Cbe NPOU3BOACTBEHHON NIOLLAAKM
(oann)

Pe3ynbTaTthbl BbINONTHEHUS MEPONPUATUIA MO
YCTPaHEHUI0 HECOOTBETCTBUI, BbISIBIIEHHbIX BO
Bpems npeablayLien MHCNeKUMN HECOOTBETCTBUI
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[lepeueHb BHISIBJIEHHBIX HECOOTBETCTBUM TpeboBaHmaM IlpaBuil Hanjexauen
IPOVBBOICTBEHHOM MNPAKTUKM <*>:

MyHkT MpaBmn Hagnexawlen MoapobHoe onncaHune Knaccudmkaumsi HeCoOoTBETCTBUN
NPON3BOACTBEHHOW MPaKTUKM BbISIBIIEHHOrO HECOOTBETCTBUS (kpuTUYeckoe, CyLLLEeCTBEHHOE,
HecyLleCTBEHHOE)
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<*> Bce BHABJIEHHLHIE HECOOTBETCTBMSA OLEHMBAOTCS COIJIACHO TpebOoBaHMUAM
[IpaBuni HaJexauem IPOMBBOICTBEHHOM NIPaKTUKN CO CCBUIKOM Ha IYyHKTH
HOPMaTUBHOTO IpPaBOBOTO axkTa. BeISBJIEHHEIE HEeCOOTBETCTBUHA, a Takxe
HECOOTBETCTBUA, KOTOPHIE OTHOCATCH K PEeI'MCTPAalMOHHEIM IOChbe, OTpaxalnTcs B
VHCIIEKLMOHHOM OTUYETE.

Konnyectso 9K3eMNnnApoB OoT4HETaA U UX

pacnpocTpaHeHue

BbiBoabI B pesynbTate NpOBEOEHHOrO  WHCMEKTUPOBAHWUS  BbISIBNIEHbl  HECOOTBETCTBUS
TpeboBaHusM [NpaBun Hagnexallen npou3BOACTBEHHONW MPAKTUKW, KOTOPbIE U3MOXEHbI U
KrnaccuguULMPOBaHbl B 3TOM OTYETE, BCETO: , U3 HUX:

Kputnyecknx <*> -

CyLlecTBEHHbIX <**> -

HecyLieCcTBEHHbIX <***> -

Ha MOMeHT npoBefeHMst WHCNEKUMM NPOM3BOOAUTENSA COCTOSHME NpPou3BOACTBA U
BbISIBNIEHHbIE HECOOTBETCTBMS TpeboBaHuaM [lpaBun Hagnexawen npon3BOACTBEHHOWN
NpakTUKM MO3BOMAT (HE MO3BOMSAOT) OUEHWUTb MNpPeanpusTue Ha COOTBETCTBUE
TpeboBaHusM NpaBun Hagnexallen NponM3BoACTBEHHON NPAKTUKN.

VIHCIIEKTOPHL

(baMmunusg, ¥uMsS, OTUECTRBO) (DOJIXHOCTE ) (mogmmce, mara)

(bamMmunus, wuMs, OTUECTBO) (DOJIXHOCTE ) (momnmce, maTa)

<*> KpuTudyeckne HeCOOTBETCTBUS - HapyLleHne (HecooTBeTcTBMe) TpeboBaHmin MNpaBun Hagnexallen Npon3BoACTBEHHON NPaKTUKM unn TpebosaHmn
pPerncTpaumMoHHOro [OCbe Ha feKapCTBEHHOE CPeACTBO AN MEAVMUUHCKOro MpUMEHEHUs, KOTOpble MNpYMBENW WUMAM MOryT MNPUMBECTU K MPOU3BOACTBY
HeKka4yeCTBEHHOro NeKapCTBEHHOrO CpeAcTBa ANA MEeOUUMHCKOrO MPUMEHEHUs, KOTOPOEe MPUYMHUIO UM MOXET NPUYUHWUTL Bpen 300pPOBbI0 UIU XKU3HU
yeroBeka.

<**> CylecTBEeHHble HECOOTBETCTBUS - HapylleHue (HecooTBeTcTBue) TpeboBanui lMpaBun Hagnexawenh NpoM3BOACTBEHHOMW MPaKTUKM, KOTOpoe
NPUBENO UNN MOXET NPUBECTU K MPON3BOACTBY HEKAYECTBEHHOIO fIeKapCTBEHHOrO CPEACTBA AN MeAULMHCKOrO NPUMEHEHNs, KOTOPOe He MOXET MPUYNHUTD
Bpeda 340pOBbI UMM XU3HW YenoBeka, WNM HapylueHue (HecooTBeTCTBME) TpebGoBaHMIM pPEerucTpauMoHHOro AOCbe Ha fekapCTBEHHOe CPeacTBO Afs
MEAMLMHCKOrO MPUMEHEHWS, WM COBOKYMHOCTb HECKOSbKUX HECYLLECTBEHHbIX HapyLleHWi (HecOOTBETCTBWUI), HW OOHO M3 KOTOpbIX HEe MOXeT OblTb
KrnaccuuumnpoBaHo Kak CyLLeCTBEHHOE, HO KOTOpble B COBOKYMHOCTU SIBNSIHOTCS CYLLUECTBEHHbIM HapylleHneM (HeCOOTBETCTBMEM) M OOMKHbI TONKOBATHLCS
Kak cyLleCcTBeHHOe HapyLleHne (HeCOOTBETCTBME).

<***> HecyLLeCTBEHHbIE HECOOTBETCTBUS - HapyLleHus (HECOOTBETCTBUSI) TpeboBaHui NpaBun Hagnexallern NponM3BOACTBEHHOW NPAKTUKK, KOTOpble
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Mpukas MuHnpomTtopra Poccun ot 04.02.2016 N 261 [okymeHT npepoctasneH KoHcynbTaHTlnoc
"O6 yTBepxaeHun hopM 3asiBNeHNs O BblAaye 3aki4eHns 0 COOTBETCTBMN NPOU3BO... Harta coxpaHeHus: 22.03.2016

HEe OTHECEHbI HUN K KPUTUYECKNM, HUN K CYLLLECTBEHHbIM HapyLUEeHUAM.

MpunoxeHue 3
K npukasy MuHnpomTtopra Poccumn
oT 4 cbespans 2016 r. N 261

dopma
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Mpuka3 MuHnpomTtopra Poccum ot 04.02.2016 N 261

"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN AokymeHT npeaocTasneH KoncynsTantllnioc

Harta coxpaHeHus: 22.03.2016

MPOU3BO...
SAKJIIOUEHNUE
O COOTBETCTBMUMU IIPOMBBONUTEJIS (MHOCTPAHHOTO INPOMBBOIUTEJIS)
JIEKAPCTBEHHEIX CPENCTB IJIS MEIMLUMHCKOTO INPMMEeHeHMNS TpeOoBaHMAM
[IpaBuJl HaJiexalley MNPOMU3BONCTBEHHOM MNPaKTUKU
N

Yacte 1

MUHMCTEPCTBO M[IPOMEBIIJIEHHOCTM ¥ TOPTOBJAM Poccuiickoll demepaumu MNOITBEPXIaeT,
YuTo ,
(moyHOE M COKpalleHHOE HauMMeHOBaHMe (IPpY HaJWUMK) IPOU3BOOUTETIS
(MHOCTPAHHOTO I[IPOM3BOOUTEJISA) JIEKAPCTBEHHHX CPEenOCTB
0JIS MEeIOMUMHCKOTO IPMMEeHEeHNs)

Haxogdmerocd II0 algpecy
oCcyumecCcTBJIAKIEeIO IIPOM3BOIOCTBO JIEKAPCTBEHHEIX CcCpencTB IJIdg MeIMIIMHCKOI'O
IIPVMMEHEHMA II10 agpecy

IIpoumest MHCIIEKTVPOBAHME B PaMKax JIMLIEH3MOHHOT'O KOHTPOJIA Ha coboneHme

JIMLIEH3MOHHEIX TpeBOOBaHUM NPU OCYUECTBJIEHUSI OedaTeJIbHOCTHU IIO IPOU3BONCTBY
JIEKAPCTBEHHEIX CPenCTB B COOTBETCTBUM C JIMLEH3MEN OT r. N
B COOTBETCTBUKN C BaKOHOIATEeJILCTBOM Poccumickoy demepaumm UM IPOMETT
VHCIIEKTUPOBaHME B JyacTu PETUCTPALMOHHOTO (—BIX) yIOOCTOBepeHud (-um) ,
YKa3EBanIEeITro (—mx) NPpOM3BOOUTEJIEN, PACIIOJIOXEHHEX 3a OpelejaMy POoCCUMCKOMU
denmepaunn,

B COOTBETCTBUM C TpeOoBaHMAMM [lpaBuil HaOjexXallel NPOM3BOACTBEHHOM MNPaKTUKH,
YTBEPXIOEHHEIX [PUKa30M MMHMCTEpPCTBa [POMBIJIEHHOCTM U TOPTOBJIM POCCHUMCKOM
demepauum oT 14 wmioHs 2013 . N 916.

Ha OCHOBAaHUMU vHbOOPMaLMM, [IOJIYUYEHHOM B XOIe MHCIEeKTMPOBAHMSA IAaHHOTO
NPOMBBOOMUTEJISA, [OCJEeOHas U3 KOTOPHX OwUjla npoeseneHa .../.../... [maral,
crenyer, uTo OH COOTBETCTBYyET TpeBoBaHUAM MpaBni HaJexaimen

IPOM3BONCTBEHHOM NPAKTUKM, YTBEPXIEHHHX IpMKaz30M MuuHnpomMropra Poccum oT 14
mooHg 2013 . N 916.

HacrTogaumee 3aKJIYeHNre oTpaxaeT cTaTyc COOTBETCTBUA IIpom3BOOMNTEIA
(MHOCTpaHHOPO HpOMBBOHMTeﬂH) JIEKAPCTBEHHEIX CcCpencTs OJ1A MeIMIMHCKOI'O
IIPVMeHeHMA HpOMBBOHCTBeHHOﬁ IJiomangke Ha MOMEHT IIpOoBeleHNA BHmeyKaBaHHOﬁ
MHCIIEKUIUN n He JOJIXHO BOCIIPVMHMMATBHCHA B KaduecTBe JOKYyMEHTa,

CBUOETEJILCTBYWIETO O CTATyCe COOTBETCTBMS B Cliydae mucTeueHusa Oojee 3 (Tpex)
JeT C HOaThl DTOM MHCIEKLUMU.

BakJod4eHre ABJISETCA HOEeMCTBYOIMM IIPM NPEeNOCTAaBJIEHMM BCEX €TI0 CTPpaHul, (kak
yactu 1, Tak M yacTu 2) .

[IOOJIMHHOCTE OAaHHOT'O 3aKJIOUEHUA NpoBepdAeTCA B peecTpe 3akKJIoYeHUM O
COOTBETCTBUN HpOMSBO)Z[MTeJ'Ieﬁ JIEKAPCTBEHHEX CcCpencTs OJIsa MeIMLIMMHCKOI'O
[NPpUMEeHEHUA TpeOOBaHUAM [paeni Hanjexalmey NPOM3BOOCTBEHHOM NPAaKTUKM,
Pas3MeleHHOM Ha obmLMaIbHOM canre http://www.minpromtorg.gov.ru,
http://www.MuHOPOMTOPT .pb. I[IpM OTCYTCTBMM HACTOSAWETO 3aKJOUEeHMS B peecTpe
3aKJIOYEeHUN o COOTBETCTBUN NIPOMU3BOOUTEJIEM JIEKAPCTBEHHHX CPEeOCTB OJd

MEeIMUMHCKOT'O TIPMMEHeHMsa TpeboBaHmaMm IIpaBuil HaAjexalleyl NPpOM3BOIOCTBEHHOMU
NpakTUKM, coobumre B MMHNOpPOMTOPI Poccum.

Hacrosdmee 3BakjiodyeHUe HeﬁCTByeT B TeueHMe 3 JIeT C JaTh OKOHUAHWMS MHCIEKLUMA.

[bamMmunvss, wmMsS, OTUECTBO, IOJIKHOCTE ]
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Mpuka3 MuHnpomTtopra Poccum ot 04.02.2016 N 261
"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN
npou3Beo...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

[maTa BHOAUM S3aKJIOUEeHMST ]

YacTte 2

Mpon3BoACTBO U KOHTPOSb Ka4yecTBa

I. MIPOM3BOACTBEHHBLIE OMEPALMW - NEKAPCTBEHHAA MPOOYKUMA
(0603HaUNTL Hy>KHOE 3HakoM "X")

1. CTepunbHas NpoayKums

|:| 1. MNpoaykuns, NnpuroToBneHHasa acenTuyeckum nytem (onepauum obpaboTkm Ans cnegyowmx
neKapcTBEHHbIX hopM):

|:| Xnakue nekapcTeBeHHble hopMbl 60MbLLOro oGbema

|:| Xnakne nekapcrtBeHHble (bOprI Maroro obbema

aucnepeun

nvodmnusaThbl

TBepAble NnekapCTBeHHbIE CbOprI N nMnnaHTaTbl

MSArKue nekapcTBeHHble hOpMbl

L O|Oo|Og| O™

npouyas NPOOYKLMUS

(yKaBaTb By INIPpOOYyKLVMM WIIV ,HeFITeJ'[bHOCTM)

|:| 2. MNpoaykuua, noaeepraroLiascsa MUHULLHON cTepunusaumm (onepaumm odpaboTkun Ansa crneayLwwmx
nekapcTBeHHbIX hopM):

|:| Xnakve nekapctBeHHble hopmMbl 6onbLLOro obbema

|:| Xnakne nekapcrtBeHHbIe (bOprI Marnoro obbema

TBepAble NnekapCTBeHHbIe (bOprI N nMnnaHTaThbl

[]
|:| MSArkue nekapcTBeHHble hOpMbl
[]

IIpoduad NponykKumda, JIeKapPpCTBEHHEIE (l)OprI

(ykaszaTb BUI NOPOIYyKLUUN
WUV OeaTeJIbHOCTN)

|:| 3. BbinyckaloLmin KOHTPOrb KavecTea

2. HecTtepunbHasa npoaykumsi

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 11 n3 16

HageXHasa npaBoBas noaaepXxka


http://www.consultant.ru/
http://www.consultant.ru/

Mpuka3 MuHnpomTtopra Poccum ot 04.02.2016 N 261
"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN
npou3Beo...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

|:| 1. HectepunbHasa npoaykuuna (onepaumm o6paboTku Ansa criefyoLmx nekapcTBeHHbIX popm):

|:| kancynbl B TBepoi obornouke

|:| Kancynbl B Markon obornouke

)KeBaTernbHble NekapCcTBeHHbIE (DOPMbI

UMMNPErHUpPoBaHHbIE NeKapCTBEHHbIE (POPMbI

Xnakne nekapcrtBeHHble q)OprI Ona HapyXHOro npMMeHeHunA

Xnakve nekapcTBeHHble hopMbl AN BHYTPEHHETO NPUMEHEHNS

MeOULMHCKME rasbl

npoyve TBepAble NekapcTBeHHbIe (OpMbI

npenaparbl, Haxogdwmneca nog AaBrneHnem

reHepaTopbl PaAMOHYKNNAOB

MSITKNE NleKapCTBEHHbIE (POPMbI

cBeun (CynnosmTopmm)

TabneTku

TpaHcAepMalbHble NNnacTbipn

yCTpOICTBa ANs UHTpapyMUHarnbHOro (BHyTpupybLOBOro) BBeAeHWs

IIpoduad NponykKumda, JIeKapPpCTBEHHEIE (l)OprI

LWOoOooOogooooogo Qg Qg|id

(yxazaTp BMI NOPOOYKLUMU
MM OeaTeJILHOCTU)

|:| 2. BoinyckaroLmim KOHTporib KavecTsa

3. buonoruyeckas NnekapcTtBeHHadA npoaykuuna

|:| 1. Bronoruyeckas NnekapCTBeHHad npoayKuma:

|:| NPOAYKTbI KPOBU
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"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN
npou3Beo...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

MMMYHOIorn4eckasa npoaykuna

NpoAYKTbl HA OCHOBE COMAaTU4YE€CKUX KIeTOK

reHoTepanesTn4yeckme npoayKrbl

NpPoAYKTbl TKAHEBOWN NHXEHEPUU

BroTexHonornyeckas npoaykuua

NpOAYKTbI, 3KCTparmpoBaHHbI€ N3 )KUBOTHbIX NCTOYHUKOB 1IN OpraHoB (TKaHeVI) YyenoBeka

LOoOogOoOgld—

npouyas NPOOYKLMUS

(yxazsaTe BMIO NPOOYKLUMUM MM OEeATeJIbHOCTU)

|:| 2. BbinyckaroLwuin KOHTPOrb kavecTBa (MepeyeHb TUMNOB NPOAYKLMK):

|:| NMPOAYKTbI KPOBU

|:| MMMYHOJ10rn4eckad npoaykumna

NpoAYKTbl HA OCHOBE COMaTU4eCKUX KNneTokK

reHoTepaneBTU4eCKme npoayKTbl

NPOAYKTbI TKaHeBOM NHXeHepun

BroTexHonornyeckas npoaykuua

NPOAYKTbI, KCTParMpoBaHHbIE N3 XXMBOTHbLIX UCTOYHUKOB MINN OPraHoB (TKaHeN) YenoBeka

LO|Oo|Og Oo|d

IIpodUad NponyKUMA

(yKaBaTb By INIPOOYyKLMM WIIV ,HeFITeJ'[bHOCTM)

4. MNpoyas NpoayKuusi unu NPOU3BOACTBEHHAS AEATENbHOCTb

|:| 1. NpownseopacTBo:

|:| pacTUTensHoOn NPoayKLnn

|:| romeonaTmnyeckomn npoaykummn

|:| IIpoduad NponyKUMA

(yxazsaTe BUIO NPOOYKUMUM MM IOEeSATEeJIbHOCTU)
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"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN
npou3Beo...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

|:| 2. CTtepunnsauust akTMBHbIX BELLECTB, BCMIOMOraTesbHbIX BELLECTB, FOTOBOW NPOAYKLMM:

|:| GunbTpaums

|:| CyxoXKapoBasd cTepunndauma

cTepunnu3auna napom

XUMUn4eckada crtepunmnsaumna

crepunn3auna ramma-msnyvyeHmem

&) &

cTepunniaumna 3NeKTpoHHbIM U3Ny4YeHneMm.

|:| 3. IIpouee

(yKaBaTb By INIpOOoyKLMM WJIV JIeF['I‘eJ'U:HOC'I‘M)

|:| 4. MepBrYHas (BHYTPEHHSS) ynakoBKa:

|:| kancynbl B TBepgoi obonouke

|:| Karcynbl B Msirko o6ono4ke

XeBaTerbHble NekapcTBEHHble (OPMbI

UMMNPEerHupoBaHHbIe NekapcTBEHHbIE POpPMbI

Xnakne nekapcrtBeHHbIe (bOprI O1NA HAPYXHOro npuMeHeHus

XnaKve nekapcTBeHHble hopMbl AN BHYTPEHHETO NPUMEHEHNS

MeaNLNHCKME rasbl

npoyve TBepAble NekapcTBeHHble (opMbl

npenapaTbl, HaxoAsLWwMecs nog AaBneHnemM

reHepaTopbl paAMOHYKNNAOB

MSITKME NeKapCTBEHHbIE POPMbI

DooooiooDo|D|kd

cBeuun (cynnosutopumn)
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"O6 yTBepxxaeHun hopM 3asiBNeHVs O BblAaye 3aKki4eHUss 0 COOTBETCTBUN
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[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

|:| TabneTku

|:| TpaHcAaepMalibHble NnacTbipun

|:| YCTPOWCTBA ANA MHTPapyMMUHaIbHOro (BHYTPMpPYOLIOBOro) BBEAEHUS

|:| IIpodad NponykKumda, JIEKAaPCTBEHHEIE @OprI

(ykasaTb BUI NPOOYyKLUU
UM OeaTeJIbHOCTH)

|:| 5. BropnyHasa (notpebutenbckas) ynakoBka

|:| 6. BbinyckatoLwuii KOHTPOIb Ka4ecTBa

|:| 7. MMKpO6MOJ’IOFW—IeCKOG TeCcTnpoBaHune: CTeEPUITIbHOCTb

|:| 8. MMKpO6MOJ’IOFW—IeCKOG TecTnpoBaHune: HeECTEpPUIbHOCTb

|:| 9. Xummyeckoe (hunsnyeckoe) TectupoBaHme

|:| 10. Buonornyeckoe TecTMposaHue

[l. KOHTPOIb KAYECTBA MNPV MMMOPTE NEKAPCTBEHHOW MPOAYKLM
(0603HaunTL HyxHOe 3Hakom "X")

|:| 1. KoHTponb kayecTBa UMNOPTUPYEMOW NEKapCTBEHHOW NPOAYKUMK:

|:| MVIKpO6I/IOJ'IOFI/I‘-|eCKOG TecTunpoBaHue: CTepUIibHOCTb

|:| MI/IKpO6I/IOJ'IOFI/IHeCKOG TeCcTupoBaHue: HeCTepuibHOCTb

|:| XMMnYeckoe (punsmyeckoe) TecTMpoBaHme

|:| Buonornyeckoe TecTnpoBaHune

|:| 2. BbinyckatoLwmii KOHTPOnb (cepTudurkauusa cepuin) UMNopTUpyeMon NpoayKLmnm

|:| CrepurnbHasi NpogyKLms:

|:| npoaykuusa, npurotoerieHHaa acenTtn4eckum nytem

|:| NpPOoAYKUMS, NoABepraoLwascsa MHULLHON cTepunusaumm

|:| HecTepunbHasa npoaykums
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[okymeHT npegoctasneH KoHcynbTaHTlnoc
Harta coxpaHeHus: 22.03.2016

|:| Buonornyeckas NekapCTBeHHada npoayKuma:

|:| MPOAYKTbI KPOBU

|:| MMMYHOJ10rn4eckad npoaykumna

nNpoAYKTbl HA OCHOBE COMaTU4ECKUX KNeToK

reHoTepanesTn4yeckme npoayKrbl

NPOAYKTbI TKAHEBOW NHXEHEPUM

BGuoTexHonormyeckas npoayKuus

NPOAYKTbI, SKCTparmpoBaHHbl€ U3 XXMBOTHbIX NCTOYHUKOB UK OpraHoB (TKaHeIZ) yefioBeka

LO|lOo|O|Qdg|d

IIpoduad NponyKUMA

(yxazsaTe BMIO NPOOYKLUMUM MM OEeSATeJIbHOCTU)

|:| 3. Mpoyas gesTenbHOCTb Mo UMNOpPTY (BBO3Y):

|:| nnowiaaka dusnyeckoro nmnopTa (BBo3a)

|:| UMMIOPT MPOMEXYTOYHOrO NPOAYKTA, NOABEPraLerocs ganbHenwen obpaboTke.

|:| npouee

(yxazsaTe BUIO NPOOYKLUUM MM OeATeJIbHOCTU)

[paMmiva, MMS, OTUECTBO, HOOJIDKHOCTE ]

[maTa BHOAUM BaKJIOUEHMST ]
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