EBPA3ZUNCKNI DKOHOMNYECKUM COI03
MMHUCTEPCTBO 3/IPABOOXPAHEHNS PECITYBJIMKY BEJIAPYCH

CEPTUOUKAT .
COOTBETCTBUA TPEBOBAHVIAM TTPABUJT HAJUIEXKAIEN ITPOMU3BOCTBEHHOU
ITPAKTHUKU EBPA3UIMCKOI'O SKOHOMHWYECKOT'O COIO3A

Ne GMP/EAEU/BY/0219-2023

Cpoxk pedictBust ¢ 29.11.2022 mo 28.11.2025

Beigan mo uroram mpoBeseHHs (apMalieBTUYeCKONW HHCIEKIUH B COQTBETCTBUH C
ITpaBunamu npoBeneHust GpapMarieBTHYECKUX HHCIIEKLIUIA.
MunucrepcTBo 3apaBooxpanenus PecnyOnku benapycs moaTBEpKIAET CIIeAyIOLIEe:
poBeieHa papMaleBTHYSCKas HHCIIEKIMS
Getz Pharma (Pvt) Ltd.

(MonHOEe HAMMEHOBAHKE MPOU3BOIUTENS)

29-30, Sector 27, Korangi Industrial Area, Karachi 74900, Pakistan

(ampec NpOU3BOICTBEHHOH IUIOIIAIKH)
Ha OCHOBaHMM IpuKa3a MUHHCTEpCTBa 3IpaBOOXpaHCHWsk, ReCnyOiukn benapychk ot
01.11.2022 Ne 1506 «O6 opraHu3aniy HHCIIEKTHPOBAHUSLY:

Ha ocHoBaHumM cBeneHMH, MOJYy4YeHHBIX IIpK NPOBEICHHH (apMaleBTHYECKON
WHCTICKIIMH, TOCIIEAHAS U3 KOTOPBIX ObLia mpoBeaeHaC 2 M 1.2022 mo 29.11.2022, cunraercs,
YTO JaHHBIA (papMaleBTUUECKHH MPOU3BOAUTIB " ®@OTBEICIByeT TpeboBanusM IIpasui
HaITIeXKAIIel IPOU3BOACTBEHHON MPaKkTUKK EBRaBWifCKOLg\IKOHOMIUECKOI0 COK03a.

Hacrosmuii ceprudukar oTpaxkacTCTAryC mpeMSBOACTBEHHOM IIIOMIAAKA HA ATy
NPOBE/ICHUs (hapMalleBTUIECKON HHCIEKMII IO HeTedeHny 3 JIeT ¢ JaThl IPOBEIEHUS STOM
¢apmaneBTHyecKOd HMHCIEKIMH He NIOWKel CIPMHMMATBCS B KadecTBE JOKyMEHTa,
CBUJCTENBCTBYIOIICTO O craryce caomBeTcTBUA Cpok melicTBus cepTudukara MOXKET ObITH
COKpallleH WJIM PacCIIMpeH IPpU WCIIONIB30Bal COOTBETCTBYIOIIUX MIPUHITUIIOB YIIPABICHUS
pHCKamM¥ IPpU HAIWMYHMH COOTBETCTBYIOW(eM 3amucu 06 sToM B mosie «OrpaHuYeHds WM
IOACHUTENbHBIC 3aMETKH, Kacaroluees-001acTi IpUMEHEHUsT HACTOAIIETO CepTH(UKATAY.

Ceprudukar aBIAeTCH IelicTBUTENBHBIM B CIIyuae MpPeICTABICHUS BCEX €r0 CTPAHMI
(KaK OCHOBHBIX JIUCTOB, TAK U JQHOTHUTENLHBIX JILCTOB).

AyTeHTHIHOTH (MOAMIHHOCTD) HACTOSIIErO CepTU(UKATA MOXKHO [IPOBEPUTH B Oasze
AaHHBIX MuHu€TepcTBa 3ApaBooXpaHeHus PecryOiuku benapych, pacrmonoXeHHOH 110
aapecy: http{/minzdray.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
cepruuxaros GMP.EADC).

BcniCeptadukaT He IpeCTaBICH B YKa3aHHON 6as3e JaHHBIX, CIeayeT 0OpaTUTLCS B
YIOIHOMOYEHHLIN OpraH, ero BeIJaBIINA.
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| HeKapCTBeHHBIC CpeacTna AJid MEIUITMHCKOTO IIPUMEHCHUSI
] BeTepI/IHapHHe JCKapCTBCHHBIC CPEACTBA
v 9KCH€pI/IMCHTaHLHLIe Cpe€acTBa

[Tpou3BOACTBO U KOHTPOJIb KaYeCTBA
1. TIPOU3BOJCTBEHHBIE OIIEPALTIU — IEKAPCTBEHHAA ITPOAYKIIA
1. CrepunpHas poayKIUsA

[ 1. TIpoaykums, IPUrOTOBIEHHAS aCEITHYECKUM ITyTeM (OIepaliii 00pabOTKH IS CIIEIY FOIINX
JeKapCTBEHHBIX (opM):

L] sxuaxue exapcTBeHHBIE HOPMBI O0IBIIOT0 00beMa

[ xwunkue nekapcTBeHHBIE HOPMBI MaJIOTO 00BEMa

U] nucnepcun

L] mrodummzats

(] TBepabIe ekapcTBEHHBIE (POPMBI ¥ UMILTAHTATHL

[] markue nexkapcTBeHHBIE GOPMBI

L] mpouast mpoxykuus
L1 2. IIpoaykuus, moaBepramoomascs (GUHUIIHON CTEPHITN3ALUL(ONepalui \ 00pabOTKH It
CJIEAYIOIUIUX JIEKAPCTBEHHBIX opMm):

[ sxunkue nexapcTBeHHBIE GOPMBI OOIBIIOTO 00BEMa

[] >xunkue nexapcTBeHHbIe HOPMBI MO0 00BhEMa

[] TBepabIe NekapCTBEHHBIE POPMBI X UMILIAHTATEL

] Msrkue nekapcTBeHHBIE POPMBI

L] mpouast mpoayKIus, JeKapCTBEHHEBIE (GOPNIBI
[1 3. Beimyckarommuii KOHTPOJIb KauecTBa

2. HectepdabHAas TpOAYKIHS

[ 1. Hecrepribras npoayKuus (onepadioOpalOoTKR s CieayonuX JIeKapcTBEHHBIX (OpM):

M xarmcy bl B TBEpIOH 000IOUKE

L] xancyier B MSrKoit 06010gKe

] »xeBarenbHbIe TeKapCTBEHEbIE GOPMB!

J ummperaupoBaHHbIe Jigkapciserapie GopMbl

[ xunxue nexapcTBelHBIe HOPMBP TSI HAPYIKHOTO TPUMEHEHHS

L1 sxxunxue nexapgEBeHHBIC QOPMBI 1JIsi BHYTPEHHETO IPUMEHEHHUS

O MemunuHCKEEEa3hI

0] npoune TEePABICHCKAPOTBEHHBIE (POPMBI

L] mpemaparsr HaxoAsuluecs MO AaBICHUEM

[ reHepaTopsl pagudHyKINI0B

L] MArky€ nekapeTBeHHbIe POPMBI

[ JcBEHH (CynmO3UTOPHH)

VMirabnerin

L1 rparcaepMabHbIe TIACTHIPH

L] yeTpoiicTBa Ul MHTPapyMHHAIBHOTO (BHY TPUPYOIIOBOI0) BBEACHUS

M sipouast mpoyKIms _aspo30au
M 2(Bsimyckaromumii KOHTPOJIb Ka4ecTBa
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3. Buomornyeckas nexapcTBEHHAs NPOLY KIS

[] 1. buomornyeckas JIeKapCTBEHHAs! IPOAYKITHS

L] mpoayKTBI KpOBH

L] mMMyHOJIOTHYECKasT IIPOTY KIS

L] mpoayKThl Ha OCHOBE COMAaTHYECKUX KIETOK

L] reHoTEpaneBTHYECKHE IPOTYKTHI

[] mpoayKThl TKAHEBOH MHKEHEPHH

[] OmoTexHOIOTHIECKAs TPOLYKITHS

(] mpoXyKThl, SKCTParMpOBAHHBLIE W3 JKMBOTHBIX HCTOYHHKOB HIIM OPraHOB (TKaHEH)
YeoBeKa

L] mpouast mpoayKIus
[1 2. Beimyckaromuii KOHTPOJIb KauecTBa (IepeYeHb TUTIOB MIPOLYKIUH):

L] mpoayKThI KpOBH

L] ummyHOMOTAYECKAsT TIPOTYKIIHS

L] mnpoxyKThI Ha OCHOBE COMAaTHYECKUX KIIETOK

[] reHoTepaneBTHUECKHE TPOLYKTHI

(] mpoxyKThI TKAHEBOM MHKECHEPHH

[ 6roTexHOIOTHYECKAS TPOTYKIIUS

[ mpoxyKThl, 3KCTparMpoBaHHBIE M3 JXMBOTHBIX HCTOYHHUKOB .MMM OpPraHoB (TKaHEH)
geoBeKa

[ mpoyast mpo Ky Kius

4. IIpoyast mpoayKIuUs KM TPOU3BOACTBEHHASACITEIBHOCTD

(1 1. TpoussoacTBo:

L] pacTuTenBHOM IPOIY KUK

L] romeonaTrdeckoi mpo Ly KIuu

L] mpoyast mpoxykums
[ 2. Crepuiuzanust akTHBHBIX BEIIECPB, BCHOMORITEILHBIX BEIIECTB, TOTOBON IIPOIYKIUH:

U] dunprpamus

0] cyxoxapoBas creprti3atiys

U] crepunu3zaiyst mapom

0] xuMudeckas crepufinsaius

L] crepunuzanus raMMaTu3TyqeHneM

0] creprmi3ariysi 21K TPOBHEIM H3Ty YCHHEM.
[1 3. Tpouee
M 4. TepBuunas (BHYTpEHHS®) YIIAKOBKA:

M xang{ALME TBEPHON 060I0UKe

L] xaTicyswhi B MsTKOM 060109Ke

[ hxesdrenpubid tekapcTBEHHBIE (POPMBI

Ol uMIperfiipoBaHHbIE JIEKAPCTBEHHEIE (POPMBL

U xumgide nexapcTBeHHbIe GOPMBI TS HAPYIKHOTO TPUMEHEHHUS

0 *%giiKvie TexapcTBeHHbIE HOPMBI I BHYTPEHHETO IPUMEHEHUS

(Ve qunuHCKIE Tasbl

[Y mpoune TBep/bIe IeKapCTBEHHBIE HOPMBI

] mpenmaparts!, HaxOSIIIHECS O] JaBICHUEM

L] reHepaTophl pagnoOHyKIHI0B

L] Markue nekapcTBEHHBIE GOPMEI

L] cBeun (cymmo3uTopuu)

M taGnerku

L] TparCcaepManbHEBIe IUIACTHIPH
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(] yerpoiicTBa i HHTpApYMHUHATIBHOTO (BHYTPHPYOIIOBOTO) BBEACHHS
M npouast IpoAyKIHs, JeKapCTBEHHBIC GOPMBI a9PO30JIA

M 5. Bropuunas (moTpeOUTENBCKAA) YIIAKOBKA

M 6. BimycKaroImuif KOHTPOJIb KaYecTBa

L] 7. MUKpOOHONOTHYECKOE TECTUPOBAHIE: CTEPHIBHOCTD

M 8. MuKpOOHOIOTHIECKOE TECTHPOBAHME: HECTEPUIBHOCT

M 9. Xumuueckoe (HU3HIECKOE) TECTUPOBAHUE

[J 10. bronoruueckoe TeCTHPOBAHNE

1. KOHTPOJIb KAUYECTBA IIPY UIMITIOPTE JIEKAPCTBEHHOM ITPOYKIINU
[ 1. KonTposb kavecTBa HMIOPTHPYEMO# JIEKapCTBEHHON MPOTYKIIHH

L] MEKPOOHOJIOTHYIECKOE TECTHPOBAHUE: CTEPHIIBHOCTD Q

L] MEKpOOHOIOTHYIECKOE TECTHPOBAHKE: HECTEPHIBHOCTE

0 xummgeckoe (bu3nveckoe) TECTHPOBAHUE \{\Q

[] Gronoruyeckoe TeCTHPOBAHHUE.
[J 2. Brimyckarormuii KOHTpOJIb (cepTUdUKAIHs cepuit) HMnopTpre
[J CrepunbHast mpoIyKIust: \Q

L] mpomyKitust, IPUTOTOBICHHAS ACEITHICCKUM ITyTEM % (g

L] nponyxuwust, moaBepraromascst GUHAITHON CTEPUITH \]7
[ HecrepunsHas nmpomyKuus &
L] Buonoruyeckas ekapCTBEHHAS PO LY KIIHS: (b‘

[ mpoyKThI KpOBH
U mmMyHOIOrHYecKas mpoIyKIus 'QQ
ePOK e

L] mpoyKThl Ha OCHOBE COMATHYECK K\
L] reHOTEpaneBTHYECKAE TIPOLYKTEI "& &C’o\'
L] mpoyKThl TKAHEBOM HHIKEHEPH \J;G

[] 6roTexHOIOTHYECKAS TPOILYK] \&

yeJoBeKa
L] mpoyast mpoayKuus
L1 3. [Ipoyast reATENBEHOCTD TIOPES
L] mmornaaka huzguecKoro Héégpm (BBO32)
L] mMmmopT mmpo qu POIyKTa, TIOJBEPraroIerocs gainbHeimeit o0paboTke

L] mpouee \6\

Orpannyenu OH@@J‘IBHH& 3aMeTKH, Kacaromuecs 001acTH MpUMeHEeHHs cepTudukara:
IEUCT e HI( TaKXe PacIpOCTpaHsIeTCs Ha 30HBI XPAaHEHHUS TOTOBOM HPOIYKLMU HA
HI/IH z Pharma (Pvt) Ltd., pacmonosxeHHOM TIO ¢ : Plot # 01, Sector 25,
Koran dusg@}Area Karachi 74900, Pakistan.

‘lepe@em(o B,
3aMEgTHTEh MI/IHI/ICTpa 3IpaBOOXPAHECHHUSA
Rééﬂy&lm(n benapyce

17 OFB 72073
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