XX RO KRR RREANTHIINNG 4 A,
:‘:ﬁ"é%""""".‘i.'i‘ {9’&:@:036«%%% s \ .‘."o‘u,ﬂ' it
S e < o

EBPA3UINCKWIA SKOHOMWUYECKUIA COIO3
MWHWUCTEPCTBO 3[PABOOXPAHEHWS PECTNYBJINKYN BENAPYChb

COOTBETCTBUSA NMPON3BOACTBA JIEKAPCTBEHHbIX CP
TPEBOBAHWUAM NMPABUJT HAONEXXALLEU NMPON3BOACTBEHH
EBPA3UINCKOIro 3KOHOMMYECKOIO COKO

Ne GMP/EAEU/BY/00453-2025

- Cpoxk neiictus ¢ 17 oktsa6ps 2025 r. no 16 okT16ps S
. = <
Bbigan no wuroram npoBeaeHus ¢apMaLEeBTHUECKOH WHCMEKLHH OTBe\/h:TBuu ¢ [lpaBunamu
npoBeaeHUs ($apMaLEBTUUECKUX HWHCIEKUUH, YTBepIKACHHbIMU newr Cosera Eppasuiickoi
9KOHOMHUECKOH KOMHCCHH OT 3 HOsiOps 2016 r. Ne 83. O @
MuHucTepcTBO 3apaBooxpaHeHus Pecnybinky benapych $ L
(9

(no1HOE M COKPALLECHHOE HAMMEHOBAHHS YO HHOrQ-OpraHa)

NOATBEPIKAAET CleAyIoLIee: 2
nposezeHa hapMalieBTHIECKAs HHCTIEKIUS o@

Baxalta Belgium Man ng.SA

(nonHoe HauMEeHOBaHHE ﬂm@fﬂ) ;
Boulevard René Branquart 80y.Les ne.s;(°7860, Belgium

(anpec nMpou3BOACTEE n@auxn)
Ha OCHOBAHHHU: K2 :
npukasza MuHucTepeTBa 31paBooxpaHeHus Pec Benapych oT 8 aBrycrta 2025 r. Ne 912 «O6
OpraHH3alMH HHCTIEKTUPOBAHHSY. 5 '
Ha ocHoBaHWM cBeieHHMH, MONYUYESHHBIX T BeAGHUN WHCIIEKTHPOBAHUS, MOC/IEAHEe U3 KOTOPbIX
Ob10 mpoBeseHo ¢ 13 okTabps 20254 ra o l@ okTs0pst 2025 r., YCTaHOBJIEHO, UTO JaHHOE

(hapmalieBTHUECKOE  TIPOHU3BOJICTBO OTBE‘!@TB)/GT TpeGoBanusm  [lpaBun  Hamiexaiei -
N
H

NpOU3BOACTBEHHOMN NpakTHky EBpasu HOMMYECKOrO COr3a, SKBHBaNEHTHBIX [IpHIMnam u
S QN “ oo
PyxoBoactBy EBponeiickoro coto Kalieil NpoU3BOACTBEHHON MPAKTHKE JIEKAPCTBEHHbIX

CPeiCTB [l MEAULIMHCKOTO U BE: I-;g?o npuMeHeHus W npuHuunam CuctemMbl COTpyAHUYECTBA
(dbapmatieTHyeckux uHcnekuuit (Pl S).Qﬁ

Hacrosumii cepTudukar otpakaeT cTATYC NMPOM3BOACTBEHHOH MJIOWIAAKH HA MOMEHT MpPOBEIEHUS
bapmaleBTHYECKON HHCTIE U no-victeueHUu 6osee 3 JIeT OT JaThl NMOCAEIHEro AHS MOCAEAHEro
WHCNEKTUPOBAHUS HE MO! TaFbCa JOKYMEHTOM, CBUAETENLCTBYIOLIMM O CTATyCe COOTBETCTBHSI.
Cpok nmeicTBus cepT Ta WOXKET ObITh COKpallleH NpH HCMOJIb30BAHWH COOTBETCTBYHOLLHX
MPUHLIUIOB ynpaBnmpncgmn Npy HaJM4YMKH COOTBETCTBYMOWEH 3amucu 00 3TOM B MoJie

«OrpaHuueHHus WK HUTENIbHBIE 3aMETKH, Kacaiouuecs 00JacTH TPUMEHEHHS HACTOALIETO
ceptudurkarar. &O\Q’
Cepruduxkar s @'\CTBHTGJ'IBHBIM B CJlyuae NpeACTaBICHHUS BCEX €ro JINCTOB (KaK OCHOBHBIX
JIMCTOB, Tak U 0O Hug&éhbnblx JIKCTOB). :
! o@uﬁﬂocm) HacTosiero ceptudukaTta MOXHO TpPOBEpUTb B 0a3e AaHHBIX |
3gpaBooxpaHeHuss PecryOnuku  bemapych,  pacnonoxxeHHOW 10 ajpecy:
hitps://minzdray.gov. by/ru/dlyva-spetsialistov/lekarstvennaya-politika/farmatseviicheskiy-inspektorat-
ministerstva-zdgvookhraneniya/index.php (Peectp.ceprudukaros GMP EASC).
Ecnn cepTugm(aT He TMpeiCTaBlieH B  YyKa3aHHOM . 0a3ze [aHHbIX, cielyeT oOpaTuTecs B
ynonHOMOLg{ﬁHbu‘/'l opra, ero BLmaBmuﬁ
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HaumeHoBaHue
1. MPOU3BOJICTBEHHBLIE OTIEPAIMU — IEKAPCTBEHHA A IMMPOAYKHLHA

CrepuibHas POLYKLUS
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Ne GMP/EAEU/BY/00453-2025

4| .HCKapCTBGHHble cpeacrtaa Ajis MEAWLIMHCKOro NpUMEHCHHUS
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i KOHTpONb (cepTHdUKaLKs cepun) (nepeyéHb BUAOBTPOAYKLMH)
OrpaHu4eHus Uin

1.3.2.1. TlpoayKTbl KpOBU
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MmmyHoOHonornueckas NpoayKLUus
.5. BuoTexHoornyeckas npoxyKLus
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1.1.1 IpousBoanmas B aCENTHUECKUX YCIIOBHSIX (onepalit 06paboTKHM AMs CIIEAYIOWX
. — IeficTBME PacrpoCTpaHIEeTCs B T

neKkapcTBEHHBIX GOpM)
1.1.1.1. XXuakue nexapcTBeHHbie GOpMbI 60IbLIOTO 00bEMA

1.1.1.2. XKnakue nekapcTBeHHble GOpPMbI MaJIOro 0o6bema
1.1.3. Beinyckatoiuii KOHTPOJIb KayecTBa (BbIMYCK CEPUM)
1.3.1. buonoruyeckas nekapcTseHHas NpoayKLus

1.3.1.1. TlponykTel KpOBH
1.3.1.2. UIMmmyHoOHOIOTHUECKas! NPOAYKLIMS

1.5.2. BropuuHas yrniakoBka

1.6.2. MukpoOHoa0rHueckue UCMbITaHHs
1.6.3. Xumuueckue (puznyeckue) HCAbITAHUS
1.6.4. buonoruueckue UCIbITaHUs! \

1.3.2. Brinyckatoiu

Craposoiito A.l'.,
MuHHCTpa 31paBOOXPaHE
Pecny0nuku benapycs,

3aMECTHTETb

00¢

3 |buonoruyveckas jekapcTBEHHas NMPOAYKLMs

acCrITUYCCKOro HaroJIHCHU:A
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JeiicTBre HacTosilero ceprudukaTa
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[0 JlekapcTBeHHbIE Mpenaparthl A KIMHAYECKUX MCCIeN0BaHN (MCTIbITAHNH)
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YN «bymaxuas pabpuka» lo3naka, 3ak. 13818-2022.
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