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EBPA3UIACKIWIA DKOHOMWUYECKII COIO3
MWHWCTEPCTBO 3[,PABOOXPAHEHWS PECTYBJIIKU BENAPYCb

COOTBETCTBUA NMPOMU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
OBAHWSIM MPABU HALUTEXKALLLEV NMPOM3BOACTBEHHOW MPAKTUKH
EBPA3IACKOIO 9KOHOMMWYECKOIO C@E@SA

Noe GMP/EAEU/BY/00420-2025 " Q
Cpoxk neticteust ¢ 16 mas 2025 r. no 15 mas 2028 r.
BblIlaH 1o UTOoram nposeneﬂym (bapMaL{eBTId‘-IeCKOI/l HHCIICKIUUHU B COO CT C JIaMI/l

nposeneHus (apMaLEeBTUYECKUX WHCNEKLMH, yTBepKIEHHbIMU PelieHuem eTa
OKOHOMUUECKOH KoMHccHU OT 3 HosiOps 2016 r. Ne 83.

MHuHHCTEPCTBO 3apaBooxpanenns Pecny6auku benapychb %

(HOHHOC A COKpAlICHHOEC HAMMEHOBAHUS YNIOJTHOMOYCH Ha)
HNOATBEPXKIAET ClleAytoLIee:
nposeneHa papMaleBTHUECKAs HHCIIEKLMS

Neovii Biotech Gm
(MOJTHOE HAMMEHOBAHKE MPOUSRO,

Am Haag 5, 6, 7, 82166 Gr?

(aapec NPOU3BOACTBECHH

HAa OCHOBAHWM:
npukasza MuHucTepcTBa 3/ipaBooxpaHeHus Pe KH B@%py% ot 13 mapra 2025 r. No 265 «O6
OpraHM3allui HHCTIEKTUPOBAHUS.
Ha ocHoBaHuM cBeieHH, MOJYUYEHHbIX BE ucheKTHpoaaHug, nocjieHee U3 KOTOPbIX
6b110 npoeaeHo ¢ 12 mas 2025 r. 1o 2025.K YCTaHOBJIEHO, 4YTO JaHHOE (hapMaLeBTHIECKOe
NPOU3BOJICTBO COOTBETCTBYET Tpe o 1AM | Wl HaAeXalled NPOU3BOACTBEHHON NPaKTHKH
EBpa3zuiickoro 3xoHOMHUYECKOro 3KB:¢&£§1THMX [Mpunuyunam u Pykosoactsy Esponeiickoro
coI03a M0 HajyIeKaulel npou eH {OMNIPAKTHKE JIEKAPCTBEHHBIX CPEACTB AJIi MEAMLIMHCKOTO U
BETEPUHAPHOTO npumeﬂe}mg unaM Cuctembl  coTpydHUuecTBa (apMaLeBTHYECKUX
uncnekuuii (PIC/S).
Hacroswuii ceprud TaTyc NPOU3BOJCTBEHHON IMIOLIAAKA HAa MOMEHT NPOBEICHHS
(dapmaLeBTHYECKQU MCTequuu Oosiee 3 JIeT OT AaThl MOCJEIHEro JHA MOCIEAHEro
WHCMEKTUPOBAHUS H Moxce TaTbCSI JOKYMEHTOM, CBUIETEJIbCTBYIOLUUM O, CTATyCE COOTBETCTBHSL.
Cpox aeiicr MOKET ObIThb COKpalleH MPH HCIMOJb30BAHWM COOTBETCTBYIOLIMX
Bne pI/ICKaMl/I MPY HAIMYMM COOTBETCTBYIOWEH 3amucH 00 3ToM B mose
«O HCHI/ITGJII:H];IC 3aMETKH, Kacawluecs 00NacTH NMPUMEHEHUs HACTOSLIETO
cepTu aTa» :
Ceprud KaT eTcsl NEHCTBUTENLHBIM B Cllydae MpeCTaBlIeHHs BCEX €ro JIMCTOB (Kak OCHOBHbBIX
JIUCTOB, Ta OHOJIHI/ITGJIbeIX JIUCTOB).
AyTeH ctb (MOUIMHHOCTH) HACTOALLIETO CepTUdMKAaTa MOXKHO MNPOBEPUTL B 0Oase AaHHbIX
Munu&emma 3apaBooxpaHeHus  PecnyGuuku  benapych,  pacnonio)keHHOW 1o - ajpecy:
h ‘Qn‘umdaa\ gov. by/rw/dlva-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstyie-

Ecnu cemebHKaT HE TpeacTasiieH 2 'K, ”‘a}mo}u‘ : 6a3e JAaHHbIX, cjeayer oOpaTuTbCa B
YHOMHOMOYEHHbI OpraH, ero BblJaBLIUH -

Crpanuua 1 u3 3

YN «bvmannan daboukar [o3Haka. 3ak. 14540-2025.



v <>
SRR
N XX
YRR
XX ‘N
RSN
9 2 i \
fi " ) 5 i Y e
R " e N W A o
RSN N RS I N ; TINOLEZZES o NP X,
OSSN ':':’:‘:‘3‘3;""::‘.“:‘3’:‘:5"0':’&:3&“":"“‘ I SN i ;gi: N 0:0:0‘?
HHHERRSSSERS SN R KREXRMRS RS X

PESOO 728 5 X
NP7 2SI SRR
RSN, oMoy RS o 0
(X RSSRIA Ll o ZAMRRXEL h XXX XX (N
SRR Lo N u.mm..:;:!:fo”:'ﬁ’:?:?:?&?‘?‘.ﬁ?&':’;’n’ KRR S

o GMP/EAEU/BY/00420-2025
V] JlekapcTBeHHbBIE CpEACTBA A7 METMLMHCKOTO MPUMEHEHHS
O JlekapcTBeHHbIE Npernapathl 11 KIMHUYECKUX HCCe0BaHHH (MCIBITaHUH)

Kon I : ‘ : - HaumeHoauue :
1. IPOU3BOJICTBEHHBIE OIEPAILMM — JIEKAPCTBEHHA 1 [TPO Y KLU A
1.1 |CrepunbHas NpoayKuus : ' ' :

1.1.1 TpousBoaKuMas B acCENTHYECKUX yCIOBUsIX (OnepaLn 06paboTKu VISt CIICAYOLINX
exapcTBeHHbIX HOpM):

1.1.1.2. XKunkue nexapcrseHHble GopMbl Majioro oobema

1.1.3. Beinyckarommuii KOHTPOJib KauecTBa (BbIMYCK CEPUH)

buonoruueckas JICKApCTBCHHAaA NnpoayKUHs

1.3.1. buonoruueckas neKapcTBEHHas NPOAYKLUS:

1.3.1.2. UMMyHOGHOMOrMYeCKas NPOLYKLUS

1.3.2. Boinyckarowmii KOHTpoJb (cepTudurKalius cepuH) (nepeueHb BUI0B

1.3.2.2. IMmyHOOHOMOrHYeCcKas NPOoyKUMs

'YnakoBka

1.5.2. BropuuHas ynakoBka
Kontponb kauecTBa

1.6.2. MuKpo6HOIOrHYECKUe UCTIBITAHHS: MUKPOOHOJIOTHUEC
<

1.6.3. Xumnueckue (Gusnyeckuie) UCIBITAHUS

1.6.4. Buosoruueckue UCHbITAHUS

3. [IPOU3BOJICTBEHHBIE OITEPALIMU — ®AP WUYECQKVE CYBCTAHLIMU
dapmaiieBTHYEeCKast cyOcTaHLMs (CyOCTaHLIMM): aHTHY cxnﬁ@mmdmuma‘pﬂblﬁ
UMMYHOTJ1I00YJTHH KpOJIMKa

AN
3.2 [[IpounsBoacTBO hapmMaleBTHUSCKUX CYOCT, WT@? BbIfIEJICHUS U3 TPUPOAHBIX

NCTOYHHUKOB e
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3.2.2. Brigenenue papmalieBTUUECK Tam@’(\de, UCTOYHUKOB )KHBOTHOTO
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IPOUCXOMKIEHHS xO

3.2.5. Moaudukaiys Bbiaese MahEBTHuecKoil cyOcTaHUHH, OTy4aeMoN U3
CbIBOPOTKH KPOJIMKOB, UMMYH 0 %}&gb knerkamu Jurkat, 1umMdo6aacTHOHN KNETOUHOM
TMHUU :

29

3.2.6. OuncTKa Bbll oM @aplf&ﬁ%BTquCKoﬁ cybcTaHLMU: aHTHYEI0BEYECKUi T-
MM oLUTapHBIH OrNOOYEMH KpoNnKa :

3aBepmalom14pw‘T\a u pq@ancma (apmarieBTHYECKUX CYOCTaHLMi
3.5.2. Heppylwynaugw
KOHpr\WeCTBq\Q e
: qucx@nmmecme) MCNbITaHUS
3.6. uqu@nquecme MCIbITAaHUA (MCKII0Yas UCTIbITAHHE HA CTEPUJIbHOCTD)

Ny -
3.6.4. Buogfobuueckue HCTIbITaHHs

TN\
\\ OrpaHrveHH!s: UK MOSCHUTENIbHBIE 3aMETKH,
\\(Q Kacatoliyecs o61acTH PUMEHEHHUs CepTHPHKATA: HET.
O
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