EBPA3UMCKUN SKOHOMMWYECKUH COIO3
MHWHUCTEPCTBO SAPABOOXPAHEHM S PECITYBJIMKHU BEJIAPYCH

CEPTUD®UKAT
COOTBETCTBHUSI TPEGOBAHUSIM [TPABUII HAJIEXXALIEH ITPOU3BOJCTBEHHOMU
ITPAKTHKH EBPA3UIICKOI'O S KOHOMUYECKOT'O COIO3A

Ne GMP/EAEU/BY/0157-2022
Cpox nedicteus ¢ 29.04.2022 no 28.04.2025

Beinan nmo wuroram mnpoBeieHus (GapMaleBTHYCCKON HMHCIEKINH B COOTBETCTBHE C
IIpaBunamu mpoBeneHNs GapMaleBTHYECKUX UHCTIEKITHIA,

Musnncreperso 3napaBooxpanenus Pecry6muku bemapychs IIOJTBEPIKIAET CACAYIONIES:

IPOBEJCHA hapMaIleBTHUECKAs MHCIICKIHS
Alkermes, Inc., USA / Ankepmec, Uuk., CIIIA
(noHOE HAaMMEHOBaHHeE TIPOU3BOIUTENS)
265 Olinger Circle, Wilmington, Ohio 45177, USA
(azpec MpoM3BOACTBEHHOM ILTOILAAKH)
Ha OCHOBaHMH IIpUKa3a MUHMCTEpPCTBa 31paBOOXPAHEHIS Pecry6muku Benapycs ot
11.02.2022 Ne 172 «O npoBeeHnn HHCTIEKTHPOBAHMsD),

Ha ocHOBaHME CBeleHWH, NOTy4EHHBIX OpA  TIPOBENCHUN (PapMaIleBTHUECKON
MHCIICKINY, IIOCTICIHAA U3 KOTOPHIX Oplma<Iipesenena ¢ 25.04.2022 mo 29.04.2022,
CIUTACTCA, YTO NAaHHBIA (apMalleBTUUCCKUE NMPOM3BOINTEID COOTBETCTBYET TPeOOBaHUAM
IIpaBun Ha[UIeKAIIEH IIPOU3BOACTBEHHO IIPAKTUKH EEBpa3UiiCKOro 3KOHOMHUYECKOTO COM034.

Hacrosiumii cepruduxar orpaxaér Cratyé IIPOM3BOACTBCHHON IUIOIIAJKK Ha JaTy
IPOBECHHS (hapMaleBTHIECKOM MHCTIEKIINY H-IT0 UCTEUEHUH 3 JIET C TATHI IIPOBEJICHUS STOM
(apManeBTHYECKOM WMHCHEKIMK' '\ HE IO/MKEH [IPUHAMATBCA B KadyecTBe JIOKYMEHTa,
CBUICTCILCTBYIOIICTO O CTATyee COOTBETCTBHA. CPOK NEHCTBUS CepTU(UKATA MOXKET GBITH
COKpAllCH WX paclIMpeH NPU)UCIOAR30BAHMI COOTBETCTBYIOIINX IIPUHIMIIOB YIIPABICHHS
pUCKaMH IIpH HATUIUHA-COOTBETCIBYIONICH 3amiuch 00 3TOM B moyie «OrpaHUYeHHS WU
TIOACHUTE/IBHBIC 3aMETKH, Kacaroiiuecs 001acTi IPUMEHEHH HACTOSIIETO CepTH(UKATAY.

CeprudukaTIBIsgeTcs, qeCTBUTEILHEIM B ClIy4ae IPEICTaBIECHHS BCEX €r0 CTPAaHMI]
(KaK OCHOBHBIX4IIGEOB, Tak H JTOTOJHUATEIBHEIX JUCTOB).

AYTCHIHYHOCTD (TOJUTMHHOCTD) HACTOSIIETO CepTH(HKATA MOMKHO IIPOBEPUTH B Oaze
AanHblX Mummcrepcrba snpaBooxpaneHus Pecny6muxu Benapych, pacrioONOMKEHHOM IO
aznpecy: http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
ceprudpuxarop GMP EADC).

Ecny ceprudukar He npencrapien B yKasaHHON Gase JMaHHBIX, CIELyeT 00paTUTLCA B
YIIOJTHOMOYCHHBINA OpraH, €ro BBIIABIIWA.
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] JlexkapcTBEHHBIE CPEICTBA ISl MEAMIIMHCKOTO IPUMEHEHHS
[J BerepuHapHble IeKapPCTBEHHbIE CPENCTBA
[J DxcnepuMeHTabHbIE CPeaCTBa

[TpoussoacTso u koHTpOE Kauectsa I. [IPOU3BOJICTBEHHLIE OIEPALIUY - IEKAPCTBEHHAS
I[MPOAYKIHA
1. CmepunvHas npodyxyus
M 1. TIpoayKLws, MPUrOTOBICHHAS aCENTHYECKUM MyTeM (ONepaiiy 06paboTKy A CNEMYIOLINX JIEKAPCTBEHHBIX
dopm):
U sxuaxue JekapcTBeHHbIE GOPMbI GONBIIOTO 06beMa
L »xunkue nekapcTBeHHbIE GOPMBI MAIOro 06bema
O nucnepcun
O nrodunmzatel
[ TBepabIe NeKkapCTBEHHbIE (GOPMbI M HMILIAHTATHI
[ Msrkue sekapcTBeHHbIE (GOPMBI
OJ npouast npoaykuus
U1 2. Mponyxums, noasepraoliascss GUHUIIHON CTepuIM3aiuy (oneparuy o6paboTky 1is CJIERYOLIUX
JIEKapCTBEHHBIX (GOPM):
U xkuakue nekapcTBeHHble GOPMBI 60MbIIOro 00beMa
[ skuaKye ieKkapcTBEHHbIE (POPMBI MAJIOr0 06beMa
[J TBepable nekapCTBEHHbIE GOPMBbI M UMILIAHTATHI
[ MsArkue exkapcTBeHHbIE GOPMBI
L1 npouast OpoRyKLUKs, IEKAPCTBEHHBIE (POPMbI
0 3. Beinmyckarouuit KOHTPOJIb KauecTsa
2. HecmepuivHas npodyxtus
01 1. Hecrepunbhas npoaykuus (onepatuu 0GpaboTKibIs CEAYIOMHUX NeKapCTBEHHBIX GOPM):
O karncyisl B TBEpAOH 06010UKe
L] xancynsl B MATKO# 0605104Ke
[ xxeBatesibHble IEKapCTBEHHBIE (HOPMBI
[J MMIOperHUpOBaHHbIE JIEKAPCPBEHHBIE POPMbI
[ »xuaKkye JeKapcTBeHHbIE (OPMBI LTS HAPYIKHOTO MPUMEHEHHMS
0 suakue leKkapcTBEHHLE QOpMBI IS BHY TPEHHErO MPUMEHEHHUS
[J MequuuHCKKe raspl
[ npoune TBepabiesIeKAPCTBEHHBIE GOPMBI: TPaHy bl
U] npenaparthl,HaX0AAIHMECSHOI JaBIEHHEM
O renepaTopsl pailionyK/inA0B
O msarkue JiekapcTBERBbIE HOPMBI
[O’cBeun (cynmnosuzopuin)
[J tabnerku
U] TpaHcHepMaibHbIE MIACTHIPH
U ycTpoiieTBa fist MHTpapyMHHAILHOTO (BHY TPHPYOLIOBOTO) BBEACHUS
U] mpouast npoxykuust
0 2, Brityckarouuii KOHTPOJIh KauecTBa
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3. buonozuyeckas nexapcmeenHas RPOOYKyus.

[ 1. Buonoruyeckas JeKapCTBEHHAs TIPOLYKLHS:

U] npoaykTsl KpoBH

0 uMMyHonoruueckas npoayKuUus

L] MpomyKThl HA OCHOBE COMATHYECKHX KIIETOK

[ reHoTepaneBTHYECKHE NPOLYKThI

[] IpOAYKTbl TKAHEBOH MHKEHEPUH

[ 6uoTexHoIOrMYeCKas NPOLYKLUS

L npomyKTeI, 3KCTPAarupOBaHHbIE U3 KUBOTHBIX HCTOYHMKOB HIIK OPraHOB (TKAaHeH) yenoBeka

U npouast npoaykuus
1 2. Buimyckaromuit KOHTPOIIb KauecTsa (MepeyeHb THIOB MPOLYKLIH):

L] mpoayxTel KpOBU

0 umMyHosOrHY€eCcKast POy KL

L] npoxyKThl Ha OCHOBE COMATHYECKUX KIETOK

[ reHoTepaneBTHUECKUE MPOAYKThI

L] npomyXThl TKAHEBOW UHKEHEPUM

UJ 6uoTexHonoruyeckas mpoayKuus

Ll npomyKThl, 3KCTParupoOBaHHBIE U3 KUBOTHBIX UCTOUHMKOB MM OPTaHOB«(TKAHEH) uenobeka

U] mpouast nmpoxyKuus

4. [Ipouas npooykyust wiu npou3800CMEeHHas OesmenbHOCHb

LI 1. ITpousBoacTeo:

O pactutenbHOM NpoLyKLuuHu

0] romeonaTiyeckoil IpoayKuyu

U] mpouast npoayxuus
1 2. CTepunusanys akTHBHBIX BELLECTB, BCTIOMOTaTe bHBIX BEIeCTR, FOTOBOM MPOLYKLIHMH:

M ¢unbrpanys

LI cyxoxkapoBas cTepuinmsanus

L] crepunuzanus napom

0 xuMuueckas crepunusanms

0 cTepunuzaums raMma-u3yyeHHeM

U crepuansanys 3JeKTPOHHBIM, H3ydeHUEM.,
[J 3. TTpouee
O 4. INepeuunas (BHYTPEHHANR) YNAKOBKAL

O kancysnbl B TBEpAOH 06010MKe

O kancysnsl B MSFKORH/060JI04KE

0 xeBaTelbHBIE JIEKAPCTBEHHEBIE (OPMbI

U] uMIperaUpOBaHHBIE JIEKAPCTBEHHEIE (POPMBI

L1 sxvpkue eKkapeTBeHHbIE HOPMbI LIS HAPYAKHOTO IPUMEHEHHSI

[ sxuaKKe NeKkapeTBeHHbIE GOPMbI JUISl BHYTPEHHETO PUMEHEHHS

O] MenuuMHCKHE rassl

O npoulie TBepable JeKapCTBEHHbIE (GOPMbI

U] mpenapatel, HAXONALIKMECS 110/ AaBIEHUEM

El.reHepaTophl paqvoHyKJIHI0B

[0 msrkue nekapcTBeHHbIE HOPMBI

[ ceun (cynmosuropun)

O Tabaetku
U] TpaHcAepMalbHBIE TIACTHIPH
U ycTpoiicTBa A1 HHTPapyMUHAIBHOTO (BHY TPUPYOLIOBOTO) BBEACHHUA
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[] npouas NpomyKLus, IeKapCTBEHHbIE HOPMbI
O 5. BropuuHas (IOTpeOUTENbLCKAsA) YIaKOBKA
0 6. Boimyckarouuii KOHTPOJIb KauecTBa
M 7. MUKpPOGHOIOTHYECKOE TECTUPOBAHUE: CTEPHIBLHOCTD
M 8. MHUKpOGHOIOTHYECKOE TECTUPOBAHHIE: HECTEPUIBHOCTD
M 9. Xumuueckoe (GU3MUECKOE) TECTUPOBAHKE
M 10. Brosiornyeckoe TeCTHPOBAHME

Il. KOHTPOJIb KAYECTBA IPU UMIIOPTE JIEKAPCTBEHHOM [TPOYKLIU
[0 1. KoHTposib KauecTBa UMMOPTUPYEMON JIEKAPCTBEHHOH MPOIYKIIUK:
0 Muxpo6HOIOrHyeckoe TECTUPOBAHME: CTEPUIBHOCTD
1 MHKpPOBUONIOrMYECKOe TECTUPOBAHME: HECTEPUIILHOCTD
O xumuueckoe ((pu3nuecKoe) TECTUPOBAHHE
[ 6uosnoruueckoe TeCTUPOBAHHKE.

(] 2. Beimyckaromuii KOHTPOITb (CepTHUKALKS CEPHii) MMITOPTUPYEMO#t PO Iy KLIM
O CrepunbHast poayKLKs:
U] mpomyKLus, NPUroTOBICHHAS ACENTHYECKHM Ty TEM
U mpoayKLuust, HOABEPraomasics GUHULIHOM CTEPUIN3aLUU
U] HectepuiibHas IpoLyKLust
U] Buonoruyeckas J1eKapcTBEHHAS TTPOLYKLIKS:
U] nponykThl KpOBH
U nMMyHO0THYECKas! TPOLYKUMSI
U] npozsyKThl Ha OCHOBE COMATHYECKMX KJIETOK
L] reHOTepaneBTUYECKHE MPOAYKTEI
U] mpomyKThl TKAHEBOM MHKEHEPUH
0 6uotexHoOrMYecKas NpoLyKLHs
[J npomyKThl, 3KCTparupoBaHHbIE U3 KUBOTHBIX VICTOYHUKOB WM OPraHoB (TKaHeil) yenoBeka
O npouast npoaykuus
O 3. IMpouas AesTeNbHOCT MO UMIOPTY (BBO3Y):
U mromanka ¢usudeckoro uMuopta (BBosa)
[J uMnopT NpoMesKyTOYHOTrO MPOAYKTA, TIONBEPTatoIIErocs naibHeleil 06paboTke
[ mpouee

OrpaHuyenns unM NosCHUTENbHbIE 3aMETKH, KacaloLuecs 001acT! IPUMEHEHHs cepTUdHKATA:

L.1.1., 1.4.2. — neiicteue, cepTrdunkara pacnpocTpaHseTcs Ha IPOMbILIEHHOE MPOU3BOACTBO ¥ KOHTPONb Ka4ecTBa
NpOMEXYTOYHBIX (MH=0aJ1K) JIEKaDCTBEHHbIX CPEACTB B JIEKAPCTBEHHON (OPME: MOPOILKH.

HelicTere ceppyhukara He PACTIPOCTPAHSACTCS Ha JI€KapCTBEHHDBIE CPECTBA, MPOM3BEAEHHBIE Ha TPOU3BOICTBEHHOI
JuHUUFLI .

CepTuuKaT BbIIaH N0\pe3yIbTaTaM MPOBEISHHOTO HHCTIEKTUPOBAHMUS C UCII
B3aUMOJCHCTBUSL

Uepenunuenko /1.B.,
3aMeCTUTeNnb MUHUCTpA 3paBOOXpAHEHHUS
Pecuy6nuku benapychb

28 HiOH 2022
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