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HaenTudukaunonusii Homep KoHBeEpTa NoANHCcaHHOTO AokyMenTa: 8690149E-267F-423E-8E2D-DIF553852CF1

CEPTHO®HKAT AHAJIM3A
Hanmenosauue npenapata n
AOIMPOBKa: AJIbBYMHH YEJOBEYECKHH 20 %, 100 ma
Homep cepun rotoeoroe npoaykra: A1W673
Homep cepun (no mapkuposke): ATWE73AA
OGbeM 3anoNHEHHA: 100 mn
JlekapcTBeHHas dopma: Pacteop ana nudysmuii, 20 %
Hara nponssoacrtea: 08 nexadpa 2021 r.
KonuuecTtso rotoesix
YNaKoBOK ANA BbINYCKa: 6010 wryk
Jata HcTeyeHNA cpoKa roaHocTh: 30 HoaGps 2024 .
Temnepatypa XxpaHeHua: XPaHHTB NpH TEMNEPaTy pe He Bhile 25 °C, He 3aMopaxuBaTh
Takena Manydaktypunr Asctpua AT (panee Bakctep AT),
TMponzeoauTens: A-1220 Bewa, UHaycTpuwTpacce 67, Asctpua
CTpaHa/CTpaHbl HazHAuEHHA: Poccuiickaa desepauna
Homep persctpaunonnoro
YAOCTOBEPEHNS: T Ne015003/01
CEPTHO®HKAT HA ILIAZMY

CepTHpukaT yaocTOBepseT, uTO Kakaas OTAENbHAs EAWHMLA JOHOPCKOH RNa3Mbl,
HCMONb30BaHHAA AN NPOH3BOACTBA MPOAYKTa, OblNa MpoaHaNH3MpOBaHA Ha OTCYTCTBHE
NOBEPXHOCTHOTO aHTHreHa BUpyca renatita B, antuten k BUY-1 w BUY-2 n antuten K BHpycy
renatuta C MMMYHONOTHMECKHM METONOM aHanusa. [Ins NpoM3BOACTBA MPOAyKTa Gbifa
HCNONb30BaHa TONbKO NAa3Ma, HE COACPXKALLAA NOBEPXHOCTHOTO AHTHIEHA BUpYCa renaTuTa B,
anturen k BUY-1 v BUY-2 u atuten k Bupycy renatura C. Kpome Toro, Kaxabtii nys niasmsl,
nony4eHHbl W3 JOHOPCKOH MNNa3Mbl, NMPOAHANH3HPOBAHHON, KAaK OMHCAHO Bbile, GbiN
NPOaHaNH3npoBaH Ha MOBEPXHOCTHLIA AHTHIeH BHpYca renatuTa B, antutena x BHU-1 w BUY-
2 HMMYHO/IOTHHECKHM METOJOM aHaNM3a H HA HYKIEHHOBbIE KHCOTHI BHpYCa renathta A,
Bupyca renathta B, supyca renatwta C, BUY-1, BUY-2 u napeoeupyca BI9 metogom
aMnuguKaunn HykneuHoBelx kucaot (NAT). Jlna npowssoactsa npoaykra MCMONB3YIOT
TONBKO Mynbl NAa3Mbl, He COAEpXkallHe NOBEPXHOCTHOTO aHTHreHa BUpyca remaThTa B.
antuten Kk BHUY-1 n BUY-2, PHK eupyca renatuta A, JIHK Bupyca renatuta B, PHK BHpYCa
renatuta C, PHK BHY-1 u BHUY-2 n conepxawue IHK napsoeupyca B19 B konuuecTse He
Gonee 104 ME/mn.
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WNaenTHdHKaunOHHLIA HOMEp KOHBEpPTA NOANHCAHHONO NOKYMeHTa: 8690 149E-267F-423E-8E2D-D9F553852CF |

HOMEP CEPHMH: A1IW673
KOHTPOJBLHBIE HCMBITAHHA TOTOBOTI'Q NPOAYKTA
MokasaTens Meton Hopma Pesynbrar
1. |BuiyansHas ouenka Busyanbhas ouexxa Npo3pa4HeIii, cnerka BA3KHil COOTBETCTBYCT
pacTBOp: NOUTH BecuseTHoro, oT
KENTOro 10 KOPHUHEBOrO HAH
3E/ICHOTO LBETA
2. |Benok ABTOMaTH3HPOBAHHBIA 200 r/n (20 %): 190-210 mr/mn 197 mr/mn
aHaNH3 Ha COAepKAHHE
a30Ta
3. | ®pakunonnbiii coctas | Inextpodopes anbGyMHH yenosexka > 95 % 97,9 %
4. |Tonumepni u arperater | XKnaxkoctHan Mnowane nuka nonuMepos 1 7% (3 %)
(nnowane NHka xXpomarorpadpua arperavoB He npessiwaet 10 % ot
(%)/Genok (%)) ©o0weii NoLWAK NHKOB
XpOMaTOrpaMMbl (COOTBETCTBYET
conepKaHHIO NONHMEPOB H
arperatoe «He Gonee 5 %»)
5. | Aktusatop XpoMmoreHHblit MeToa < 10 ME/mn <4 ME/mn
npekannukpeHHa
6. |Harpuii-non ATOMHO-IMHCCHOHHAA 200 r/n (20 %): 100-130 114 mxmonb/mn
CNEKTPOMETpHA MKMOJTB/MA
7. |Kannii-non ATOMHO-3MHCCHOHHAR = 2 MKMONTB/MN <0,9 mkmone/mn
CNEKTPOMETPHA
g [ AmoMuHuA ATOMHO-3MHCCHOHHAA 200 r/in (20 %): < 75 mkr/n < 50 Mkr/n
CNEKTPOMETPHA
9. |[TemnurmenTh AbcopOunonHan <0,15 0,05
CNEKTPOQOTOMETPHA
10. | pH MoTeHunoMeTpHueckoe 6,7-7,3 7.1
onpeaeneHme
I'l. | TepmocTaGuabHocTs TepmocTaThpoBanne COOTBETCTEYET (PacTBOp AONACH COOTBETCTBYET
OCTaBaTLCA Ge3 HIMEHEHNIR)
12, |N- KnakoctHas 200 r/n (20 %): 12,8-19,2 15,8 Mkmonb/Mn
aueTHnTpunTodaH Xpomatorpagms MKMONBL/MN
13. | Kanpunosas kucaota | MoMnaa xpomarorpacpns 200 r/n (20 %): 12,8-19,2 15,9 Mmxmons/mn
MKMONB/MA
14. | Hatpua untpar DepmentaTupHbi Y- < 0,15 mkMons/mn < 0,05 MkMonL/MA
(onpeneneHue MeToR
CONEPXKAHHA LUUTPATOB)
15. | CrepunbHocTs (Esp. MemGpannad GHALTPaUHA | cTepunbHO CTepunbHO
®apm.)
16. | BaktepuanbHble Xpomorenusiii 200 r/n (20 %): < 1,0 ED/Mn <0,5E3/mn
IHIOTOKCHHBI KHHETHYECKHH MeToa
17. | Mapkuposka B coOTBETCTBHH ¢ HOPMATHBHO# NOKYMeHTauHeli COOTBETCTBYET
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HaeHTHHHKALHOHHBLIA HOMEp KOHBEPTA NOANMCAHHOTO AOKYMeHTa: 8690149E-267F-423E-8E2D-D9F553852CF|

HOMEP CEPHH: AlIW673

CEPTHOHKAT COOTBETCTBHS

Hactoswum s noaTeepkaalo, YTo NpeIcTaBNeHHas Bbille HHQOPMaLNA ABNAETCA NOJTMHHON W TOUHOI.

‘ HAanHas cepna Gbina nponsseaeHa Ha YKa3aHHoli Bbille NPOM3BOACTBEHHOH mnoWAanke(ax) B NoOMHOM

| COOTBETCTBHH ¢ TpeOosannamu [paBun Haanexaiueli NpoM3BOACTBEHHON npaktHkd (GMP) mecTHoro
PECYNATOPHOTO OpraKa, a Takxe COrNacHo TpeGOBARHAM CrieuHHKaLHH B PErHCTPALMOHHOM Y10CTOBEPEHHH
CTpanbi-HMNOpTepa. [1acnopT cepun. NpoTOKOABI YNAKOBKM W aHanu3a Gbinu PaccMOTpeHbl W NpPH3HaHLI
COOTBETCTBYIOWHMH TpeGosanuam lMpaBun Haanexawel Mpon3soACTBEHHON npaktikh (GMP). Macnopt
CEpHH, NPOTOKONLI NEPBHYHON W BTOPHYHOH YNAKOBKM W aHaNH3a, BKNKOYAA MOKA3aTenn MapKHPOBKH H |
YNaKkoBKH, GLUTH pacCMOTPeHbl M MPH3HAHBI COOTBETCTBYHOLLMMM Tpe6oBanuam [Mpaeun wannexaweil
Npou3BOACTBeHHON NpakTHkH (GMP).

HacToswnm s noateepxkaato, uto ynomaHyTele B Cornawenuy no KauecTBY W TEXHH'YECKHM BONpocam |
CTaaWH NPOU3BOACTBA GLITH NMpoBefeHs! B NOAHOM COOTBETCTRHH ¢ TpeboBannamu Mpaeun waanexawen

nponseoAcTBenHoH npaktukd (GMP) EC w ycnosuamu, onucannsimu B Cornawenun no obecneueHHI0 ‘
COOTBETCTBHA TPeGOBAHHAM pErHCTPaLMOHHOTO YAOCTOBEPEHHA(HH) HAH IKBHBANEHTHOTO AOKYMEHTA, .
NPEIOCTABNCHHOTO 3aKa34HKOM/NPOH3BOAHTENEM, CEPTHOHLIMPYIOLHM H BhINYCKAKOLWHM CEPHIO. |

i lMpouseoacTeennas craansa Mpouzeoautens Aanpec

MpouzeoncTeo nexapcTeenHoro

Taxena Manydexuypunr Hranua C.n.A. | BuaI'.B. Onuea, 2 56121 Jok. |
npenapara

(panee Bakcrep Mauygekuypunr C.n.A) | Ocnenanerto (Muca), Hranuu

Takena Manydekuypunr Hranua C.n.A. |Bua I.B. Onuea, 2 56121 Jlok. 1
(patiee bakctep Manydekuypuur C.n.A) | Ocnenanetro (TTuca), Uranuu ‘

Takena Manydexuypunr Asctpus AT | Jlaure Annee 24, 1221 Bena, Asctpua |
(paHee BakcTep Al) .

| Mepsnunan ynakoska

Bropnunaa ynakoeka

Huayctpuwrpacce 67, 1221 Bena, \
AscTpHa

| Beinyckalowas nmnowanka Takena Manydekuypuur Asctpua AH

(paHee bakctep AT)

MponzsoacTeennas nnowanka AGC Mpoussoantens Anpec

Bua nenna Unmuka 5,
02010 Canta Pyguna (Puetn). Hraana |

AnbOYMHH YenoBeYecKkHii, YacTHYHO
CTaGHAH3HPOBAHHBIF
HepacacoBaHHbIl npoaykT

Takena Manydexuypunr Hranua
C.n.A. (paxee Bakctep
Manydexuypunr C.n.A)

NOANHCH

Boinonueno: YTBepxaeHo:

0Ky MCHT noanncan == [loky MCHT noANHcaH
Kpucmun Xerruep (Christinag Hellmer)

neonwen |
0 TNoanucano: KpHetun Neanuep (Chnstina Hellmer)

1)) Moanucano Hpuw: Kpeitun (Inis Kieyei)
OCHOBaHME 210 NOINNCEHHA. ¥ ) TRC:AZIO JANHBIH 10K 3EHT

Ctp. 1 u3 1

OCHOBAHHMC 278 NUANKCAHMA 4 COCTABHTENS AAHHOTO A0KY MEHTD
Dava noamucanun: 21 sapra 2022 r | 14.28.37

" ueHTpaIsHOceponciickoe apena (CET)

Jara noammcanna. 21 mapra 20221 | 144347
' ~-uenTpaIbIOeA ponciickoe spens (CET)
69FDORTASONGARSA9001 435F 10ADS208

D56C03 IFE657415D9C04B | A26933B07D

Pewenne oTaena obecneyeHUa KayecTsa ¥YnonHomoyennoe AHUo
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