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EBPA3UINCKNA SKOHOMMWYECKMIA COIO3
WCTEPCTBO 30PABOOXPAHEHUSA PECITYBNIVIKU BEJIAPYCb

EYKALLLEA MPOWM3BOACTBEHHOW MPAKTUKW
AYECKOTI'O COIO3A

E
SKOHOMI

Ne GMP/EAEU/BY/00407-2025 & Q
Cpox peiictus ¢ 4 anpens 2025 r. no 3 anpens 2028 r. @
TB

Bbian no urtoram nposefeHHs (GApMaLEBTHUECKON HMHCMEKLMH B COOT Hp%ﬁ%mn
npoBeneHUs (hapMalleBTUYECKUX WHCTEKLMH, yTBEep)KAeHHbIMU PemieHn Ta E Hckoi
9KOHOMHUECKOH koMHuccuu OT 3 Hos10ps 2016 r. Ne 83.

MuHHUCTEPCTBO 3apaBooxpaHeHus Pecnybauku benapyce
(HOJ’IHOC W COKpALICHHOC HAUMCHOBAHUA yHOﬂHOMO‘leHHf: (0]

NOATBEPXKIAET CleAyIoLIee:
npoBesieHa apMaleBTHUECKash MHCTIEKLHS & Q
AbbVie Biotechnology o }Q

(MOJTHOE HAUMEHOBAHWE NMPOU3BOAKLE) O

Road NO 2 KM 59.2, Barceloneta, Puerto Ri v 006 4 ited States (USA)

(aIpec NpOM3BOACTBERHOMELIOMALKKM) N\

Ha OCHOBaHWH:
npykaza MUHUCTEPCTBA 3APABOOXPAHEHHUS Pec@d Bef®‘bb ot 14 despans 2025 r. Ne 154 «O6
(b' .

a)’
N\

OpraHM3allii HHCTIEKTUPOBAHUSY.
Ha ocHOBaHMM CBeJEHMIi, MOTyUYEHHbBIX eue@bﬂcnemnposaﬂm, nocyeHee U3 KOTOPbIX
no 4-anp

Oobino mpoeeneHo ¢ 31 mapra 20 ens 2025 r., YCTaHOBJIEHO, 4YTO JaHHOE
¢apmalieBTHUYECKOE  TIPOU3BOACTB 00TBE er Tpeboanusm  IlpaBun  Hamnexauiei
NPOU3BOJACTBEHHOHN NpakThku EB ¢ OMHUYECKOr0 CO103a, SKBUBaIEHTHbIX [IpHHLIMNaM U
PykoBoactBy Esponeiickoro 0 alliel MPOM3BOACTBEHHOMN NPAKTHKE JIEKAPCTBEHHBIX
CPEeACTB Ul MEIULIMHCKOIO U PHH 0 MpUMEeHeHHUs 1 npuHUKnaM CucTemMbl COTPYHHYECTBA
(hapMalleBTHYECKUX UHC 17} (PIC//S«)

Hacrosimii cepm(bzgle axca%?'ral'yc NPOW3BOJACTBEHHON MJIOWIAAKA Ha MOMEHT MpPOBEAEHMS

(apmaLeBTHYECKO ucTeueHnn Gosiee 3 JieT OT JaThl MOCAEAHEro AHS MOCIEAHErO
MHCIIEKTUPOBAHUANHE MOXKET-CHUTATHCS TOKYMEHTOM, CBUAETENBCTBYIOUIUM O CTaTyCe COOTBETCTBHUS.
Cpok [neiicTB pTrdUK MOX€ET ObITb COKpallleH MpPH HCMOJIb30BAHUH COOTBETCTBYIOLIMX
TPHHLL BJIE pUCKaMH TIPH HAJIWYMM COOTBETCTBYIOLIEH 3anucu o0 3ToM B Moje
«Or e WM\ NOSCHUTENbHbIE 3aMETKH, Kacarolluecs 00acTH TPUMEHEHHs] HACTOSLIEero
ceptud an. O

Ceprudukar €TCsl NEMCTBUTENIBHBIM B Cily4ae NMPEICTaBIEHHs BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIUCTOB, Ta OMNOJIHUTEIIbHBIX JINCTOB).

AyTeH ®0Tb (NMOAJIMHHOCTB) HACTOSIIEr0 CepTU(UKATa MOXHO MPOBEPUTH B 0ase JaHHBIX
Mun %cma 3apaBooxpaHeHus  Pecry6nuku  benapych,  pacnoio)keHHOW 1O aJpecy:
hitpSiminzdrav.gov.by/ru/dlya-spetsialistov/ lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trébovaniyam-gmp.php (Peectp ceptudukatos GMP EADC).

Ecnu  ceprudukar He TpejCTaBNeH B yKasaHHOM 6ase JaHHBIX, clefyeT oOpaTHThCA B
YNOJIHOMOYEHHBIH OpraH, ero BbIAABLIUIA. = «
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1. TIPOU3BO/JICTBEHHBIE OIMEPAILINHU — JIEKAPCTBEHHAA I[MTPOJYKIIHA

CrepunbHas npoxyKuus
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1.1.1 IpousBoauMas B acenTHUECKUX YCIOBUSX (Onepaurdy o0paboTKy s ClieyommX
v 3 U
1.3.2. Beimyckaromuit koHTposb (cepTudukalius cepun) (nepeughbBUi0B n@yxuun):

1.3.1.8. IIpouas Guonoruveckas JekapcTBEHHAs MPOAYKLHS

cyOcTaHLus
1.3.2.8. TIpouas Gxonoruveckas neKkapCcTBEHHAs TPOMYKLMS

1.1.1.2. XXunkue nexapctBeHHble GopMbl Maioro obbema
1.3.1. Buonoruyeckas nekapcTBeHHas NPOAYKIUs

1.3.1.2. UIMmyHOGHONOrHYECKast POAY KM
1.3.1.5. buotexHonoruyeckas npoayKLUms

7IeKapCTBEHHBIX (hOPM)
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1.6.1. MukpoGuonornueckye UCTIbITAaHUS
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1.6.2. MUKpOGHOIOrHUYECKHE UCTILITAHUS
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ALIEBTUYECKUE CYBCTAHLIMU
b (CMC2.150)
¥ C MCHOJIb30BaHUEM 6I/IOHOFI/II{CCKI/IX
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(dapmalieBTUYECKUX CYOCTaHLH
HTPOJIb KAUeCTBa (cepmugpuxayus cepuu)

i Ko

\o&?&aﬂneM knerouHbix KynbTyp Chines hamster ovary (CHO)
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1.6.3. Xumuueckue (pusznueckue) ucrnp
1.6.4. BuoOrM4YeCKe UCTIBITAHKS

3.3.3. Bbluwwoq C

3.3.1. @epmenTtauu
3.3.2. IpownzBogér

MPOLIECCOB
3.54.11

3.5:

@Duzuueckne (XUMHYECKHE) UCTIBITAHUS
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3.6.4. buosoruyeckye UCTIbITAHUS
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1.3 |buonoruueckas gekapcTBEHHas MPOLYKLIHs

1.6 |KoHTposs kauecTBa

(N
Kon |
1.1

O JlekapcTBeHHbIe Mpenaparsl I KIMHUYECKUX MCCIIEN0BaHUN (MCTIbITaAHMI)

[/ JlekapcTBeHHbIE CPENCTBA IS MEAULIMHCKOTO IPUMEHEHHS
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3. [TPOM3BOJICTBEHHBLIE OITE
DapmatieBTYECKas CyOCTaHLMS (cy(}’a\,

3.3 |[TpouzBoacTBO (apMalieBT:;

3.6 Kog(@ Ka4ecTBa

3.5 3aBepmﬁWCT3
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