EBPA3UMCKNI DKOHOMUYECKUI COIO3
MUHUCTEPCTBO 3/IPABOOXPAHEHUSI PECITYBJIMKU BEJIAPYCh

CEPTUDOUKAT
COOTBETCTBUS TPEBOBAHUAM TTPABUJI HAJUJTEXKAILEN ITPOM3BOJICTBEHHOM
IMPAKTUKU EBPA3UIHCKOI'O SKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/BY/0162-2022
Cpoxk neiictus ¢ 17.06.2022 mo 16.06.2025

Beigan mo wroram npoBeneHUs (GapMaleBTHICCKOM HHCIEKIMM B COQTBETCTBHH C
ITpaBunamu nposenieHUs papManeBTUUECKUX MHCIEKIIHIA.

MunucrepceTBo 3apaBooxpaneHus Pecriy6imuku benapych moaTBepikaacT Crgiyorniee:

IIPOBE/ICHA (hapMalreBTHYCCKas MHCIIEKIIUS
Norgine Limited, United Kingdom
(nonHOe HaIMEHOBaHHWE MPOUIBOJIUTEIS)
New Road, Tir-Y-Berth, Hengoed, CF82 8SJ, United Kingdom
(ampec mpou3BOACTBEHHOM MTOIAIKTY)
Ha OCHOBaHMHU IIpUKa3a MuHHCTEpCTBa 3ApaBooxpaH¢HmMs’ Pecmybnmku benapych oT

01.06.2022 Ne 736 «O mpoBeeHUH UHCIIEKTHPOBAHUIN

Ha ocHOBanMu CBeJEHUI, IONYYEeHHBIX fIpiw mpoBereHun (apMarieBTHIeCKon
WHCIICKIIMH, TOCIIEAHAS U3 KOTOPHIX ObuTa npoBefigHd B nepro ¢ 13.06.2022 no 17.06.2022,
CUMTAETCH, YTO AAHHBIA (hapMaleBTUYECKMU-IIPOU3BOJIHTCIHL COOTBETCTBYET TPeOOBaHUAM
ITpaBun Hajexalel Ipou3BOICTBEHHOM MPaKTUKY ERPazuiickoro SJKOHOMUYECKOTO COI03a.

Hacrosmuii cepTudukar oTpaka€T| €TaTyC HEPOU3BOJICTBEHHONW IUIOMIAJKK Ha JaTy
npoBeieHns (papManeBTHYECKO HHCIGKINN U HO'MCTCUCHUH 3 JIET C JAaThl IPOBEICHUS 9TOM
(papmaneBTHdeckoii wmHcHeknuKHe ‘IOMKEH [PUHMMATBCS B KayecTBE JOKYMEHTa,
CBUICTEILCTBYIOIIEIO O CTaTy¢e” cOgTBEeTeTBUA. CpoK JNeHCTBUS cepTU(UKATa MOXKET OBITH
COKpaIlleH WM pacIIupeH NPH HETI0I530BaHUN COOTBETCTBYIOMIMX IPUHIIMIIOB YITPABICHHS
PHCKaMU TIpY HaJU4YUM_COOTBETCTBYIOIIEH 3amucu 00 3ToM B mojie «OTpaHWYCHHS WIH
IOSICHUTENBHBIE 3aMETKY, KACAIOIIMECS 00J1aCTU IIPUMEHEHHS HACTOSAIIECTO CEPTUDHKATAY.

Ceprudukar gBMCTON ASHCTBUTEIFHBIM B CIydae INpEACTaBICHUS BCEX €ro CTPaHMII
(KaK OCHOBHBIX JIUCTOB, TaK\ OTIOJHUTEIIEHBIX JIUCTOB).

AYTeHTUUHOCTh (IQATMHHOCTH) HACTOSIIETO CepTH(HUKATa MOXHO NMPOBEPUTH B 0aze
naHHeIx~MuHucTepcTBa 3apaBooxpaHeHuss PecryOnuku benapych, pacofiokeHHO#H 110
anpecy: hitp://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
ceprudukato GMP EADC).

Eciu ceprudukar He mpeacTaBieH B YKa3aHHOM 0a3e JaHHEBIX, ClIeyeT 0OpaTUThCS B
YIIOJIHOMOYCHHBI# OpraH, €ro BbIJaBIIHIA.
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M JlekapcTBeHHbIe CPEACTBA ISl MEAMIMHCKOTO MPUMEHEHHUs
[ BeTepuHapHble JIEKaPCTBEHHBIE CPENCTBA
[J DxcrepuMeHTalbHbIE CPECTRa

[Tpou3BOACTBO U KOHTPOJIb KauecTBa
L. TPOU3BOJCTBEHHBIE OIIEPALIUU - TEKAPCTBEHHAS TTPOVKLIUA
1. Cmepunvras npodykyus
U 1. TIpomykuusi, NPHTOTORNEHHAs aCENTHYECKUM TyTeM (OTepaiuy 06paGoTKI IS CIIeAYIOLMX JIEKapCTBEHHbIX
tbopm):
LI xuaKkue JieKkapcTBeHHbIe (OPMBI GONBIIOro 06beMa
[ xunkue JiekapcTBeHHbIE HOPMBI MAJIOro 06beMa
O aucnepcun
I nuodunusarel
[J repable nekapcTBEHHBIE POPMBI ¥ HMILTAHTATHI
[ MArkue JieKapcTBEHHbIE (OPMBI
U] npouas nponykuus
01 2. Mpoxykuys, moxseprarowascs GUHAIIHOMN CTepUIN3aLMHN (onepanun 06pabOTKH AT ClieIyiomux
JieKapcTBEHHBIX (hopM):
L] »xunkue JiexapcTBeHHbIE GOPMBI GONBIIOr0 00beMa
0 xumKue nekapcTBeHHbIE OPMBI MAOro 06beMa
U TBepple JIeKapCTBEHHBIE POPMBI H MMILIAHTATHI
[ mArKue JeKapcTBEHHbIE (HOPMBI
[Inpouyas npoayKLuus, TeKapCTBEHHbIE HOPMBI
U 3. Beimyckatoniuii kKoHTposIb KauecTBa
2. HecmeptinpHas npodyryus
I 1. HecrepunbHast IpomyKuus (onepauun o6patefkitvmrs CACAYIOIINX JIEKapCTBEHHBIX (OpM):
O xancyJisl B TBepoit 06onouke
O xancyns! B MaArkoit 060104Ke
[J xeBaTeNbHbIe JIEKAPCTBEHHBIE HOPMbI
L] MMIperHUpOBaHHBIE JEKapCTBEHHbIE HOPMBI
L1 sxunkue nexapcTBeHHble GOPMBI JH1sl HAPYHOTO MPUMEHEHHUS
L] sxumkue nexapcTBeHHble GOPMEI 1Sl BHYTPEHHET0 IPUMEHEHMS
U MexuuuHCKYE rashl
M npouue TBepabie MekapOEBeHHEIE\POPMbI: IOPOILIOK 1Sl IPUrOTOBICHH PACTBOPA AT MpHEMa BHYTpPb
[ npenapars!, HEXOAsIHECA O AABICHHEM
[J reHepaTopeTpamOHy KTHO0B
[ MArknesteKapeTBeHHE e POPMBI
O eBen (eymmosuTopi)
0 Ta6iietku
O TpanCaepMalib¥bie MIaCTIpU
L ycTpoliethd st MHTpapyMHHANBHOTO (BHY TPUPYGLIOBOr0) BBEICHHS
O npou@s’npoaykuuys
I 2. Bpinyckaroumii KOHTpOITh KauecTBa
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3. buonozuueckan nexapcmeeHHas NpoOOYKyus
[] 1. bronoruyeckas JekapcTBEHHAs MPOLY KLU
O] mpoxyxkrel KpoBU
0 uMMyHosTorHYecKas MpOoLyKLst
[J mpomyKThl HA OCHOBE COMATHUECKUX KIIETOK
0 reHoTepaneBTHYECKHE NIPOLYKTHI
O npomyxThl TKaHEBOU HHKEHEPUL
0 6uoTexHoMOrMUECKas MPOLYKIIHUS
L] mpoayKTbl, 9KCTPAarupoBaHHbIE U3 SKMBOTHBIX HCTOUHMKOB MJIM OPTaHOB (TKAHEH) YenoBeKa
[ nmpoyas npoxyKius
[J2. Beimyckarouuii KOHTPOJIb KauecTBa (MepedeHb THIIOB NPOLYKIMK):
O nponyxrel KpoBH
0 mMMyHosorHYecKas npoIyKLs
L] mpoayKTbl HA OCHOBE COMATHYECKUX KIIETOK
O reHoTepaneBTHYECKUE MPOLYKTHI
0 nposyKThl TKaHEBOU HHKEHEPUM
U 6uoTexHONOrHYECKas MPOAYKIIHS
[ mpoayKTbl, 5KCTPAarupoBaHHbIE U3 JKMBOTHBIX HCTOUHHMKOB WJIH OPrapOByTRaHel) defoBeKa
[} mpoyas npomyKius
4. Ilpouas npodyxyus unu NPoU3800CMEeHH AT Qessmensrocms
O 1. MpowussoacTso:
U pacTuTenbHoOl NpoayKLHU
0 romeonatnyeckoii mpoayKuun
0J mpoyas npomykius
01 2. Crepunu3anys akTHBHBIX BELIECTB, BCOMOTATERbHBIX BEWIEETE, TOTOBOM MPOTYKLIMK:
I ¢punbTparms
O cyxoxaposast crepunusanus
[ crepunuzanus napom
O xuMirdeckas cTepuinzanms
O crepunuzanus raMma-usiyyeHneM
O crepunuzaLys 31eKTpOHHBIM, U3y YEHHEM
[ 3. ITpouee
M 4. IepBuuHas (BHY TREHHAE) yIaKQBKE':
[ kamncyJisl B TBEPION POOT0UKE
LI karcynel pemsthgoli oGoneuke
O sxeBapeRbHBIE JIeKapCTBEHHBIE GOPMBI
Cl@amaperafpoBaHHbie) TeKapCTBEHHBIE (POPMBI
L sxAgKre nexkapsTBeHHble GOPMBI JUTS HAPYHKHOTO TPUMEHEHHUS
U sxuaxue JekapcTBeHHbIe GOPMBI LTS BHYTPEHHETO IIPUMEHEHHS
0 MeuLidHEK1e rassl
I npoHie TBepable TeKapCTBEHHbIE GOPMBI: TIOPOLLOK /ISl MPUrOTOBJIEHHS PACTBOpPA VIS IPUEMA BHYTPb
penapathl, HAXOAAIMECS TIO]] AABJIEHHEM
(1 reHepaTopbl pagHOHYKIHAOB
0 msrkue nexapcTBeHHbIE HOPMBI
L] cBeuu (cynmo3uTopun)
U] rabnetku
L] TpaHcaepMabHble MIaCTHIPH
O ycrpoiicTBa 11 HHTPAPyMHHATBHOTO (BHY TPUPYGLIOBOTO) BBEASHHUS
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U npouas npoayKius, JIeKapCTREHHbIE (GOPMEI
¥ 5. BropuuHas (10Tpe6HUTENbCKas) YIAKOBKA
¥ 6. Boimyckarouunii KOHTPOJIb KA4eCTBA
O 7. MUKpOGHONOrHYECKOe TECTUPOBAHYE: CTEPUITBLHOCTh
[1 8. MHKpOGHONOrHuecKoe TECTUPOBAHUE: HECTEPUILHOCTD
M 9. Xumudeckoe (pU3NIECKOE) TECTHPOBAHUE
O 10. Brosioruyeckoe TeCTUPOBAHUE

I1. KOHTPOJIb KAYECTBA I1PU UMITOPTE JIEKAPCTBEHHOM ITPOYKLINHU
O 1. Kourposib kadecTBa MMIOPTHPYEMOM JIEKAPCTBEHHOM TIPOLYKLIMH:
[J MHKPOGHOOrHYECKOE TECTUPOBAHKE: CTEPUILHOCTD
[J MUKpPOGHONOrHYECKOE TECTUPOBAHKE: HECTEPUILHOCTD
O xumuueckoe (pusnueckoe) TECTUPOBAHME
[ 6rosnoruyeckoe TecTUPOBAHUE.
0 2. Boimyckarowuit KOHTpOJIb (CepTURUKALISA CEPUIi) IMITOPTUPYEMOI IPOAYKIH
O CrepusibHas npoayKuus: (5\".
O nponykuusi, TPUTOTOBNIEHHAS aCENTUYECKUM ITyTEM \,/\
O nponyxkuus, moasepratomascs GUHAILIHON CTEPUIH3ALIIN %
0O HecrepwibHas poayKius Q

U Buonoruyeckas JeKapcTBEHHAS TPOLYKLIHS: &
U] mpoaykThl KpOBH

N
@fb

O uMmyHonoruyeckas npoayKIius
U npoAyKThl HA OCHOBE COMATHYECKUX KIIETOK $ 'Q,\\

[J reHoTepaneBTHYECKUE POLYKTEI &
U npoayxThl TKaHEBON MHXKEHEPHH ,c}
O 6uoTexHonoruyeckas npoayKus (b"\

U] npoayKThl, 5KCTPardpoOBaHHBIE U3 KUBO %0‘[1—1\ W OpTraHoB (TKaHEeil) yeloBeka

[J mpouas npoxyKius Q
O 3. TIpoyas meATENBHOCTD MO UMIIOPT y): . Q}Q
O nnomazka GU3u4eckoro UMIOPPa a). ‘b\‘\
0 MIMOOPT IPOMEKYTOYHOTO a, no.@g})raromerocx JanbHeiel oOpaboTke

O npouee

Ol"paHI/llleHI/I}I HJIN TTIOACHH

Nk
YepenHuueHKo \

3aMECTHUTENb Tpa @BooxpaHeHHx

Pecny6mu pycha
TS
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