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MHHHCTEPCTBO INPOMBILUIAEHHOCTH H TOPTOBAH
POCCHHCKOH ®PEJEPALIMHU

Sl

SAK/IIOYEHUE
0 COOTBETCTBHH NPOH3BOJHTE/IA (HHOCTPAHHOTO MPON3BOIHTEIsN)
JIEKAPCTBEHHBIX CPeCTB /I MeTHIIHHCKOIO NPHMeHeHHsl TPeOOBaAHHAM
I[MpaBun HapIexaed NPOU3BOACTBEHHOH MPAKTHKH

Ne GMP-0036-000221/18

Yacrp 1

MuHHCTEpPCTBO  MPOMEBINIUNIEHHOCTH W Toproeiaud  Poccuiickoit  Penepanuu
MOATBEPXKIAET, 4TO
AKIHOHepHOe 001ecTBO «XHMHKO-(papManeBTHYeCKHI KOMOHHAT
«(AKPUXHUH» (AO «<AKPUXHH»)

(ROAHOE U COKPAWEHHOE HAUMEHOBAHUE (MPU HANUYUY) NPOU3BOOUMEs, (UHOCMPAHHO20
APOUZEO0UMENs) NeKAPCMEEHHBIX CPedCmE 0 MEGUYUHCKO20 NPUMEHEH)

HaxOAIIAMCS 110 aapecy
142450, MockoBckas 001.. Horuackuit paiiod. r. Crapas Kyvnasza. vi. Kuposa, 1. 29,

OCYIIECTBJISIONINH POU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB IS MEAHULIHHCKOTO
[IPUMEHEHUS IO aJipecy
142450, MockoBckas o6:., Horurackuii paiion, r. Crapas Kynasna, yi. Kuposa, 1. 29,

nmpomesa MHCICKTHPOBAHHUE B paMKaxX JTHIECH3WMOHHOIO KOHTPOJIS Ha co0.1r0IeHNE

NULEH3UOHHBLIX TPeOOBaHMI IIPH OCYLIECTBICHUH JEATEILHOCTH 110 IPOU3BOJICTBY
JEKAPCTBEHHBIX CPEJACTB B COOTBETCTBMHM C JIMIIeH3UeH oT 25 mexabps 2017 r.
Ne 00106-JIC B cooTBeTCTBMH ¢ 3aKoHoAaTeabcTBOM Poccuiickoit ®enepanuvu wuiu
MpOIIe]T HWHCIEKTHPOBAHUE B HYaCTH PETUCTPANMOHHOIO(-bIX) YJOCTOBEPEHHsI(-Uil),
YKa3blBAIOUIErO(-MX) NPOU3BOJMTENEH, PACIIONOXKEHHBIX 3a npejenamu Poccuiickoit

®denepanuu, B COOTBETCTBUHM ¢  TpeboBaHusimu  [lpaBHa  Haadexamiei
NPOH3BOJACTBEHHOH NPAKTHKH, YTBEP)KIEHHBIX OpukazoM MmunucrepcTra
TIPOMBIIIEHHOCTH | TOproBiu Poccuiickoit @enepaiuu ot 14 urons 2013 r. Ne 916.
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GMP-0036-000221/18

Ha ocHoBanmm uHpOpMalMH, IOJYYEHHOH B XOJE WHCICKTHPOBAHUA JAAHHOIO
NpPOU3BOAUTENS, TocaeAHee U3 KOTophIX Obl1o mposeneno 07/11/2017, caenyet, uto
OH COOTBETCTBYeT TpeOoBanusaM [IpaBuin Hauiexkaledl IpOM3BOACTBEHHON MPAKTHKH,
yTBepK/ACHHBIX NpHKa3oM Munnpomropra Poccun or 14 urons 2013 r. Ne 916.
Hacrosimee 3aKiIOUYeHHE OTpaXkaeT CTaTyC COOTBETCTBHA TPOW3BOICTBEHHOM
TUTOTIAJIKA TIPOU3BOIMTENS (MHOCTPAHHOIO IIPOU3BOIAUTENS) JIEKAPCTBEHHBIX CPE/ICTB
IUIsSE MEMLIIMHCKOrO IPUMEHEHHS Ha MOMEHT IIPOBEICHUS BEIIIEYKa3aHHONH HHCIIEKIUH
W HE JO/DKHO BOCTIPMHUMATBLCS B KayecTBEe JOKYMEHTa, CBHMIETENLCTBYIOMIETO O
cTatyce COOTBETCTBHS B cilydyae HcTeueHus Oonee 3 (Tp€x) JieT ¢ JaTel 3TOM
WHCIIEKIIHH.

3aKmoYeHre ABISETCH JCHCTBYIOIMM MpU IIPEJAOCTABIEHHMH BCEX €ro CTpaHMHII
(kak yactH 1, Tak ¥ yacrtu 2).

IloATMHHOCTP JAHHOTO 3aKIIOYEHMs MPOBEpsSeTcss B peecTpe 3aKIIOYCHWH O
COOTBETCTBHHM IPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB UISL  MENULMHCKOIO
npumeHenust TpebopanusM [lpaBwi Hammexalell TPOM3BOJICTBEHHOH IpaKTHKH,
pasMermeHHoM — Ha  oduimMasbHOM  caidite  hitp://www.minpromtorg.gov.ru,
http://www.muaIpoMTOpr.pd. 1IpH OTCYTCTBHM HAcCTOALIEr0 3aKIFOYEHHUS B peecTpe
3aKIIOUEHWH O COOTBETCTBHUM IIPOM3BOAUTENEH JIEKAPCTBEHHBIX CPEJICTB  JUIA
ME/IMIIMHCKOTO MpuUMeHeHus TpeboBanuaM [IpaBun Hazrexaleil Npou3BOACTBEHHOM
NpaKkTuky, coodumre B Munnpomropr Poccun.

Hacrosiuee 3akitoueHue I[CﬁCTBYGT B TeUYEHHUE 3 JIeT ¢ /1aThl OKOHYAHUSA HHCIICKIIHH.
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O.E. bouapos
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MHUHHCTEPCTBO INPOMBILHIAEHHOCTH U TOPTOBAH
POCCHUHMCKOH DEAEPALIMA

GMP-0036-000221/18

ITpoH3BOACTBO H KOHTPOJIb KayecTBa

I. MIPOU3BOJACTBEHHBIE OIIEPAIIUU — TEKAPCTBEHHAS
MPOAYKIUA

1. Cmepunsnas npooykyus

[1 1. [IpoxyKuus, IpUTOTOBICHHAs aCCTITHIECKIM TyTeM (onepanuu o0paboTku
JUIS CIIEAYIONINX JEKapCTBEHHBIX opM)

[ >xunkue nekapcTBeHHBIE (OopMBI 6ONBIITOTO 00BeMa

L[] skuaxue JiekapcTBeHHBIE HOpPMBI MaIoro oobeMa

(] mucnepcun

L] imodwmsuzarsel

[] TBEPALIC JIEKAPCTBCHHLIC d)OpMI:I H UMINIaHTAaThbI

[ msrkue siekapcTBeHHBIE QOPMBI

L] npoyast npomyKius

[1 2. [pomyxiust, moaBepraomascs GUHAITHONW cTepuIn3aiy (onepauuu
00paboTKu 15 CAEAYIOUIUX JIEKAPCTBEHHBIX HOpM)

L] sxunkue iekapcTBeHHbIe (GOpMBI OOJIBIIOTO 00BEMa

[xuaxue nekapcTBeHHbIE (OpMbI Manoro o0bema

[ TBEPIBIC JICKAPCTBCHHLIC (l)OpMBI W UMITIAHTATEI

L] Msirkue JieKapcTBeHHbIE HOPMbI

] mpouas mpoayKius, TeKapcTBEHHBIC (OPMEI

(] 3. BeimycKaroluil KOHTPOJIb KayecTBa

2. Hecmepunvnas npooyxkuusn

1. HectepuiabHas npoaykuus (onepanuy o0padoTKy A/ CeAyOMHUX
JIeKApPCTBEHHBbIX (hopm)

Kancy.abl B TBepAoii o6oiouKe:
- [pemaparel, He TpeOVIOIME CIHeUaJbHOrO BBICACHUA B  OTAEIBHOE
TPOU3BOJICTBO: KATICYJIBI

[] karicyJisl B MATKoi 000J104Ke

[1 »xeBaTenbHBIE JIEKAPCTBEHHBIE (POPMBI

[ ] uMIniperHupoBaHHbIe JIeKapCTBeHHbIE POPMBI

JKHUAKHe JieKapcTBeHHbIe (OpPMBbI 1151 HAPYKHOT'O NPHMEHEHHS!:
- §OpemnapaTel, He TpeOymollue CHelUalbHOrO BBIICICHHA B OTICIBHOE
TIPOM3BO/ICTBO: MIAMITYHH ;

KHAKHE JICKAPCTBEHHLIC (I)O[JMLI OJIf BHYTPEHHEr0 NpUMEeHEHH
- Hpe€liaparbl, HE TpGGYEOH_IHe CIICIHAJBbHOI'O BBIACICHHA B OTACIBHOC

[IPOU3BOJACTBO. CHUPOIL

L] MEAHUITMHCKHC T'a3bl

L] npoune TBepAbIE JieKapCTBEHHBIE POPMBI

O IIperiapaThl, HAXOAATHECHA 10 TaBJICHHCM
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GMP-0036-000221/18

[l renepaTopsl paiMoHy KIHIOB

MSITKHe JIeKapCTBeHHbIe (hopMbl:

- mpenapathl, COJEpiKalie BBHICOKOTOKCHYHBIC BEHIECTBAa (FOPMOHBI): TElb,
KpeM, Ma3sb;

- OWonoruyecKue IeKapCcTBEHHEBIE MPENnapaTkl: Telb;

- mpemapatbl, He Tpelylolue CHEeNUaIbHOI0 BBIICTCHUS B  OTHCIbHOE
IPOU3BOJICTBO: KPEM, I'ellb, Ma3b

L] cBeun (cynmo3uTopun)

Ta0JIeTKH:

- Mperaparkl, COepIKalIHe BEICOKOTOKCHIHEIC BelllecTBa (rOpMOHBI): TabaeTKH
HETTOKPHITHIE;

- IIperaparbl, He TpeOylolMe CIENHATbHOrO BBIICICHHS B  OTAEILHOE
[POM3BOJICTBO: TaOIETKH HETIOKPHITHIE, TA0JIETKH MOKPHITHIC 000109KOMH

L] TpaHCAEPpMaJIbHbIE [UIaCTBIPH

[] yeTpoiicTBa Ui MHTpapyMHMHAIBHOIO (BHYTPHPYOIIOBOI0) BBEIEHHUS

[] mpouast mpoyKIiius, JIeKapCTBEHHBIE GOPMEI

2. Beinyckaomui KOHTPOJIb KauyecTBa

3. Buoaozuueckas 1eKapcmeeHHAs RPOOYKUUA

1. buosiornyeckas JieKapcTBeHHAs MPOAYKITHA

L] npoayKThl KpOBH

L] uMMyHOJIOTHYECKAs IPOAYKLIUS

O] MpOAYKTEI HA OCHOBE COMATHYCCKHX KJICTOK

[l reHOTEpaneBTHYECKHE TPOIYKTHI

[] npoayKThl TKAHEBOH HHIKCHEPHH

[] 6uoTexHOIOTHYECKas POYKIIHs

NPOAYKTbI, IKCTPArHPOBAHHBIE U3 ’KHBOTHBIX MCTOYHHKOB HJIH OPTraHoOB
(TkaHeil) yes10BeKa: OMOJIOTMUECKHE JIEKAPCTBEHHBIE IPENapaThl

[ mpouast mpoayKIust

2. BeinyckaonHii KOHTPOJIL Ka4ecTBa (MepedyeHb THIOB NPOAYKIIHH):

L] mpoiyKThl KpOBH

L] umMMyHOTOTHYECKas TIPOTYKITHS

L] NPOAYKTHI HA OCHOBE COMATHYCCKHX KJICTOK

O.E. Bouapos
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MHUHHUCTEPCTBO INPOMBILIAEHHOCTH H TOPI'OBAH
POCCHHCKOH PEAEPALIMH

GMP-0036-000221/18

Or CHOTCPAIICBTHYCCKHUEC ITPOAYKThI

[] mpoayKThl TKRHEBOH MHIKEHEPHH

[] 6GuorexHomornyeckas mpoIyKIHs

NPOAYKTbI, IKCTPArHPOBAHHbIE H3 }KHBOTHBIX HCTOYHHKOB HJIH OPraHOB
(TKaHel) YesioBeKa
L] npouas nmpoaykims

4. Ilpouasa npodyKuyus uiu RPOU3800CMEEHHAA 0eAMENbHOCHb

1. ITpousBoacTBO

L] pacTuTenbHOI IPOAYKIHH

L] romeonaTuyecKoii MPoaYKIHH

npoYasi NPOAYKIHASA: TOPMOHBI

[J2. Crepunm3anis akTHBHBIX BEIECTB, BCIOMOTATENbHBIX BEINECTB, FOTOBOM

IIPOAYKLHH

L] puapTpanus

L] cyxoxkapoBas crepuiin3anus

[] crepuim3zanms mapom

L] xuMugeckas CTepuIn3anms

L] crepuau3aliys raMMa-u3IydeHHEM

L] crepunu3aliys 2IeKTPOHHBIM H3TyUeHUEM
X 3. [pouee: XpaHEeHHE MATEPHAJIOB H TOTOBOH MPONYKIIHA
(143581, Mockogckas 00:1., UctpuHCK#it paiion, . Jlemkoso, BnageHue 248,
cTp. 4)
4. llepBruunas (BHYTPEeHHsIs1) YIIAKOBKA

[] xarncyJsl B TBep0# 000109Ke

L[] xamcysiel B MATKO# 000/104Ke

L] xxeBaTenbHBIE JIeKapCTBEHHBIE HOPMBI

L] mmnperanpoBanybie JeKapCTBEHHBIC (hOPMBI

L xxuaKure JeKapcTBeHHBIE GOPMBI JIJIsL HAPY)KHOTO IIPUMEHEHHS]

L sxunkue nmexkapcTBeHHBIE HOPMBI JUTS BHYTPEHHETO TIPUMEHEHHS

L] MeauiHckue rassl

NpoYue TBep/ble JIeKapcTBeHHbIe OPMBbI:

HeCTePUIbHbIE JIEKapCTBEHHBIE TIPEITapaThl:

- Tpenaparthl, He TpeOylomue CHEeNUalbHOIO BBIICIEHAS B OTIEIBHOEC
IIPOM3BOACTBO: FPaHyJIbl, MEJIETHI

[] mpemapaTsl, HaxoAAIIUECs 1101 JaBJIEHHEM

[l renepaTopsl paMOHYK/IH/I0B

L] Msirkue jieKapCcTBEeHHBIE (hOPMBI

L] cBeym (cymmo3uTopum)

L] Tabyetkn

L] TparcaepManbHble IIaCTHIPH

& 3 7
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[] ycTpoiicTBa Ul MHTPapyMHHAJIBHOIO (BHYTPHPYOLIOBOIO) BBEICHHS

[] mpouas mpoAyKIMs, JTeKapCTBEHHbIE HOPMBI

5. BropuuHas (noTpedHTeNbCKAN) YIAKOBKA:
CTepPHIbHEIE JIEKaPCTBEHHEIE MPENapaThl:

- IpeTnapaTkl, He TPeOyIIIKe CIEHUAIBHOIO BBIJE/IEHUS B OTIEIBHOE

MPOHU3BO/ICTBO: THOQIIN3HPOBAHHBIE IIPOIYKTHI, PACTBOP Ul MHBEKIIHIA;
HECTEpUJIBHBIC IEKAPCTBEHHBIC ITPElaparsl:

- penaparkl, He TpeOyoLMe ClIeLHAIBHOTO BbIIEICHHs B OTACIBHOE
[IPOU3BOJICTRBO: TPaHyJIbl, KAIUIH, ME/UIETHL, IOPOIIOK, CIIPEH, CYyNIIO3UTOPHH,
CyCTIeH3US;

- IpenapaTkl, CoAepIKaIUe BHICOKOTOKCHYHBIE BELIECTBA (TOPMOHBI): TOPOIIOK

6. Beinyckamomuii KOHTPOJIb Ka4ecTBa

[] 7. MukpobHoIornueckoe TeCTUPOBAHUE: CTEPHIIBHOCTh

[] 8. MUKpOoOHOIOTHYECKOEe TECTUPOBAHUE: HECTEPUIBHOCTD

9. Xumuueckoe ((pusHyecKoe) TeCTHPOBAHHE

[110. Buonorudeckoe TECTUPOBAHUE

I. KOHTPO.JIb KAUECTBA TP HMITIOPTE JIEKAPCTBEHHOM
MPOYKIMH

] 1. KoHTpoJib KauecTBa UMIIOPTUPYEMOH JIEKAPCTBEHHOM MPOIYKIMH

[] MukpoOHOIOrHYECKOE TECTUPOBAHME: CTEPUIIBHOCTD

L] MHKpOGHOHOFH‘{eCKOG TECTHPOBAHHUE: HECTEPHUILHOCTD

L] xumuueckoe (hu3ngeckoe) TeCTUPOBAHHE

L] 6uonornueckoe TECTUPOBAHUE

[ 2. BeimycKkaromnuii KOHTPOJIb (CepTU(PHUKALIMS CEPHIl) UMIIOPTUPYEMOH
POIYKIIMH

[] CtepuiibHast MpOayKLIKs:

[] npoayKuus, IPUTOTOBIEHHAS ACENTUYECKUM MIyTEM

L] npoaykius, moaBepraroliascs GUHUITHON CTEpHIN3aIlHK

L] HecTepuibHas mpoayKIus

(] buoJsornyeckas JeKapCTBEHHAs IIPOILYKLUSA:

[J mpoxyKThl KpOBH

[] uMMyHOJIOTHYECKas! POy KIIMSI

] IIpOAYKTEI HA OCHOBE COMAaTHYCCKHX KIICTOK

[] reHoTepaneBTHYECKHE ITPOTYKTHI

Ly
O.E. Bouapos

12 denpans 2018 .

(0ama evl10auu 3aKNIOYEHUs)
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MHHHUCTEPCTBO [MPOMBILIAEHHOCTH K TOPTOBAH
1 POCCHHUCKOH PEAEPALIMH

GMP-0036-000221/18

L] npoayKThl TKaHEBOH HHIKCHEPHH

L] GuoTexHOIOTHIECKas TPOAYKITHs

[] mpoiyKThi, 3KCTParupOBaHHbBIE U3 JKUBOTHLIX MCTOYHUKOB WM OPraHOB
(TKaHeH) yeToBeKa

L] mpouas mpoaykis _
L] 3. Ilpouas aedaTenbHOCTh M0 UMIOPTY (BBO3Y): JAE

O muromaka pu3uYecKoro UMIopTa (BBo3a)

[] IMIIOPT MPOMEKYTOUHOTO MPOAYKTA, NOABEPralOMIErocs jlajibHen e

obpaborke

[J npouee Allglr

“

O.E. bouapos

£ ¥2 peppana 2018 r.
dgma evioayu 3axnrouens)
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