PA3PEIIEHUE

Ha BBOJI B IpakaaHckuii 060poT B Poccutickoit denepanyu cepuu Win MapTHH
npousBeneHHoro B Poccuiickoit @epepanuu win BBo3umoro B Poccuiickyro denepanuro
MMMYHOOHOJIOTMYECKOT0 JIEKAPCTBEHHOIO IIpernapara
Ne P006-00110-77/04092168 ot 27.12.2025

Boinano AxuuonepHoMmy oOmectBy "bunHodpapm", Poccus, 124460, r. Mocksa,
r. 3esieHorpan, yia. Koncrpykropa I'ycpkoBa, 1. 3, ctp. 1, UIHH: 7735518627.

(HanMeHOBaHMe IOPUAMUECKOro JIKIA, Fopuanieckuii aapec, MHH)
DenepanbHasg ciayxba no Haasopy B cdepe 3ApaBoOXpaHeHUs! HA OCHOBAHUHM
3akiaoveHust McneitatensHolt jtaGoparopur  MoCKOBCKOH  1a00paTOpuM  KOHTPOJISA
xadecTBa JeKkapcTBeHHBIX cpeacTs PI'BY "MMIIDYAOCMII" Poc3apasHanzopa
(HauMeHOBaHUe (eJiepabHOr0 TOCyIapCTBEHHOTO OIOKETHOIO yUpeXKIeH!s)
or 24.12.2025 Ne 2643]1K-11/25 pa3peuiaer BBOA B rPaKIaHCKHUI 000poT
(nara) (HoMmep)

B Poccuiickoii @eaepauyiu MIMMYHOOHOJIOTMYECKOI0 JIEKaAPCTBEHHOI0 npenapara
Peresak® B (BakuyHa npoTus renatuta B, pekoMOMHaHTHAsE IPOXOKeBast HKIIKAs)
(ToproBoe HaMEHOBAHME)

Baxnusa 1 npopuIakTUKKA BUPYCHOro renarura B
(M@)KIIYHapOLLHOC HENMAaTCHTOBAHHOC HAMMCHOBAHHWE (prﬂHI/IPOBO‘{HOG HJIN XHMI/I‘{GCKOG)
CYCIIEH3HUS TSl BHYTPUMBIIIEUHOTo BBeAeHMs 20 MKr/Mit 1 M1 - ammysiel (10 mmT.) -
MAYKy KapTOHHBIE - JUIs JIEYeOHO-TPOQMIIAKTUUECKUX YUPEKICHUN
(dhopma BeiTycka (¢ yKasaHueM JIeKapCTBEHHOW GOPMBI, TO3UPOBKH, (paCOBKH) U KOIMUYECTBO B YNIAKOBKE)

cepun 81025 , 00beM cepuu wiau naptuu 10294 :
(HoMep cepum) (KONMUYECTBO YIIaKOBOK)

rogen xo 10.2028 ,
(cpoK roiHOCTH)
npou3BoJcTBa AKIpoHepHOro obmectBa "bunnodapm" (AO "bunnodapm"), Poccus,
124460, r. Mocksa, 1. 3eneHorpa, yia. Kouctpykropa I'yebkoBa, 1. 3, ctp. 1 (Bce cTaauy,
BKJIIOUAs BBITYCKAIOIIUN KOHTPOJIb KAUECTBA).

(HauMeHOBaHUe U afpec MPOU3BOAUTEN (C yKa3aHUEM CTa[lii NPOU3BOACTBA)
PerucrpaunonHoe ynocropepernue Ne JIIT-Ne(000539)-(PI'-RU) ot 01.02.2022.
JlepkaTesib perucTpaliOHHOI0 YI0CTOBEpeHUsI AKLIMOHepHOe 001mecTBo "bruHHObapm"
(AO "bunuodapm"), Poccusi, 124460, r. Mocksa, r. 3eneHorpaz, yi. KoHcTpykropa
I'yewkoBa, 1. 3, crp. 1.

(HauMeHOBaHHE, aJpec)

3aMeCTUTEIb PYKOBOJUTENS

PocsapasHaizopa /1.B. ITapxomenko

‘-n

Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Bragenen ITapxomenko Jimutpuii Beenostonosuy
Jeicrurenen ¢ 07.04.2025 no 01.07.2026




AO "BuHHothapm"

Ceprucpukar cootrercTeusa cepum No 1309/25
oT 08.12.2025 .

Peresak® B (BakuuHa npotus renatura B, pexomBuHaHTHas
Toprosoe HaumeHoBaHue

Opodokesas ukas)
MHH/TpynnupoBouroe HaumeHoBaHue Bakuvna gns npochunaktuky supycHoro renatuta B
dopma Bbinycka ;};CE‘%QHSMH LS BHYyTpUMbItleyHoro eeegeHna 20 mir/mn 1 mn
Cepus 81025 Ob6tem cepuu 10 294 ynak
Aata npoussoncTea (llama | ; o FopeH o 10.2028
BbINycKa)

1142 o1

Ceprudpukar ananmusa Ne 28112025 1. CrpaHa HaaHadeHus POCCUA

AO "BuHHodapm", 124460, r. Mocksa, r. 3enedorpag, yn.

KoHctpyktopa [ycbkoBa, 4. 3, c¢rp. 1, JlvueHsuss Ha

L npoussogcTeo  JIC J1012-00102-77/00010449; CepTtuducar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AO "BuHHodbapm", 124460, r. Mocksa, r. 3eneHorpad, Vil

Kowctpyktopa Tycekosa, 4. 3, ctp. 1, IuueHsus Ha

CIRRRRE naLdERe npoussogcteo  JIC  11012-00102-77/00010449; Cepruchukar
. GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AQ "BuxHodapm", 124460, r. Mockea, r. 3eneworpag, ynm.

Konctpyktopa TIycbkoea, 4. 3, ctp. 1, JlMueHsus Ha

BrOpHdHaRINoTpeBUTenbokar YIBKORRE || oo reren JIC 11012-00102-77/00010449; Ceprudburar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AO "BunHodhapm", 124460, r. Mockea, r, 3eneHorpag, Y.

. Konctpyktopa [ycekkoea, 4. 3, crtp. 1, JlMueHausi Ha

HTERER LT Ko npowssofcTeo  JIC J1012-00102-77/00010449; Ceprudukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

HanmeroBaHue n agpec nepxarens AO "BuHHodbapm', 124460, r. Mocksa, r. 3eneHorpan, yn.
PerncTpaunoHHoOro yaocToBepeHus KoncTpykropa NycekoBa, 4. 3, cTp. 1
Howmep PY v gata perucrpaumm unu gara |JM-Ne(000539)-(Pr-RU) ot 01.02.2022 r. (nara BHeceHus
3aMeHbl nameHernun 01.02.2022 r.)

JIN-Ne2(000539)-(PT-RU)-020425 Peresak® B (BakuuHa npoTus
Homep HopmaTuBHON [oKyMEHTaLMM renatuta B, pexomBunanTHas OpodokeBas xuakas) cycn. Ans

B/M BBefeHus 20 Mkr/mn

Hacrosumm s noaTBepKaal0, YTO NpUBSAEHHAS BbilLe MHbopmaums SBNAETCS JOCTOBEPHONR U TouHOM. OTa
cepusn npoaykuuu npousseneHa (BKnoyas ynakosky (MapkupoBKy) ¥ KOHTPONb KayecTsa) Ha BbILIEYKa3aHHO
NPOVSBOACTBEHHOW nnowanke (nnowjagkax) B MOJHOM COOTBETCTBAM C Tpebosarvamun  [Mpasun
Haanexatlen npousBOACTBEHHOW MNpaKTUKM EBpasuiickoro skoHoMuyeckoro cowsa u TpeboBaHusMu
KOHTPONA KaYecTBa JIEKapCTBEHHLIX nNpenapaToB, a TakKke B COOTBETCTBUM CO cneyndurkaumnsimm,
copepxaluMucs B perucTpayuoHHoOM [ocke CTpaHbl-umnopTepa wim B focbke cneuyndwvkaumii Ha
NexapcTBeHHbIN npenapar B cryyae NekapcTBEeHHbIX npenapartoB Ans KNUHWYeCKuX uccnenosarHunii. 3anucy

no NPOU3BOACTBY, YNaKoBKe U aHanusy npoBepeHsl, n yCTaHOBNEHO ux cooteeTcTBUE TpebGoBaHusm [Mpasun
Hagnexalen NpousBoACTBEHHON NPaKTUKM, =

Usi paspelieHa K peanusaLmum

o]
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Hanmernosanue no HA

Anpec nponsBoaAcTsa

ALPEC BbINyCKaOWEro KOHTPons
GTIN

Homep naprun/cepum

Konuuectso /macca, obbem/, ef.uam.

[laTta npoussopacTea
CpoK rogHoCTH
Cepusi AQC

KouTponb nposesieH no

Ceprucpukart aHanusa Ne 1142
Perepak® B (Bakuura npoTus renatuta B, pekombuHaHTHas Apoxokesas Xuakas)
CYCMEH3Ust AS1S BHYTPUMBbILLIEYHOro BBeAeHUS 20 MKT/MIT, 1 mr1 Ne10

124460, r. Mocksa, r. 3enenorpas, yn. Koncrpykropa 'ycbkosa 4. 3 CTp. 1

124460, r. Mockaa, 1. 3eneHorpag, yn. Koncrpykropa 'ycbkosa 4. 3 CTp. 1

04610004580178

81025

10294 ynak

10.2025

10.2028

A(603+604+605+606) -2

iM-Ne (000539)~(PI-RU)-020425 Peresak® B (BakuvHa npotus renatura B,
PEKOMBUHAHTHAS [APONOKEBES KNAKAA) CYCNEHIUs ANs B/M BBEAGHUS 20 mKr/mn

EAC

HaumeHopaHue nokasarens

PEAYLIMPYIOWKX YCNOBUAX Npu

OKpaLUUBaHUY PacTBOPOM HUTPaTa

NPUCYTCTBOBATE AONONHUTENLHAN MEHEE NHTEHCUBHAA
nonoca AUMEpa ¢ MonekynspHoi maccoi 4522 kfla

Ne
an KauecTsa no Hopmartustomy | TpeGosaHue K Ka4decTsy Mo HOPMaTUBHOMY AOKYMEHTY Pesynbrar
AOKYMEHTY
gfr:,ff;;a’lgi’g%eefgﬂ 6:“;';?"";2_‘: 06%[;%? XC CEPLIM o moreHHas cycnenaus Genoro LBeTa 6e3 BUANMBIX
Br(rw;mem/l;j aap,enﬂmf\aﬂ nocne mgramaanuﬁ Ha [OGTOPUHHIBKRRAINMAEIR, PASABRRIOLIAA NoEhe
1 Onucanue , P oTcransalua Ha BeCLBETHYIO NPO3PaYHYIo
6eCUBETHYIO NPO3PAYHYI0 HALoCAROUHYK XNAKOCTL Y Benoro LBeTa
ocanok Benoro unu Benoro ¢ cepbiM OTTEHKOM LiBETa HEAOCAA0UHYIO KUAKOCTS 1 OCRAOK FIGre LRSI
. ' Inerko pecycrneHaupyembii py BCTPAXUBAHWN
Inerko pecycrnexanpyemblii Npn BCTPAXUBAHUU,
NaeHTudburaums: 1. UPA (no
P
2 pasgeny «Cneunduueckass  |[Tpenapat gomkeH copepiats HBsAg NoaTeepXaeHa
aKTUBHOCTbY)
WaeHTudpukauus: 2,
Onexrpochopes B [lormKHa BLIABNATECA OCHOBHAS NONOCa MoHOMepa ¢
" M B onex HOU ol 24+2 k[la
3 nonmakpunamnaHoM rene MONEKYIPHOV MacCcon 2 k[a n moxer NoaTeepxaeHa

cepebpa
4 CepuMeHTaunoHHan ggf":::;:,{ii%”bgﬁﬁﬁzayfﬁf:,f: a:%n T— 5Cycneﬁswn BaKLMHbI, 06pasyloLasca npy
YCTOMUMBOCTD MMHp . HEA P BCTPAXUBAHWM, HE PACCNanBaeTcs B TEUEHUE 5 MUH.
5 [MpoxoanmMocTb Yepes urny ﬁzggzgsm AOMKHa CBOBOAHO NPOXOAUTS Uepes urlly Cycnensus cBoBOAHO NPOXOAUT Yepes uriy Ne0840.
" He mMeHee CyMMbl HOMUHANbHLIX 06LEMOB
n
6 3priexaemblit 06bem CCNEA0BaHHbIX YNaKOBOK CooTBeTCTBYET
7 pH Or64p074 7,2
8 MexaHudeckue BrIKYEeHNs Egggt)t;: ::JBETCTBOBG‘“’ CooTBeTCTBYKOT TPEbOBAHUAM
9 O6wumin Genok He 6onee 25 MKr/Mn 20 myr/mn
10 ANIOMUHUA TUAPROKCUA 0,35-0,65 mr 8 1 Mn (B3pocnas 03a) 0,47 mr
11 CTepunbHOCTb MpenapaT AomKeH BbiTb CTePUITbHbLIM [penapat crepuneH
12 | BakTepuanbHbie 9HAOTOKCUHLI |He Bonee 256 ED/mn Menee 25 EQ/mn
MokasaTeNb SBMAETCA arbTEePHATUBHLIM NOKasaTenio
1 H ¥ . unes
3 MuporeHHocTb BaKTepHanEHbIS FHAOTOKCHHbI" IAHANKU3 He NpoBOAUN
14 AHOManNbHas TOKCMHMHOCTb Mpenapat JOKeR BbiTh HETOKCUYHbLIM Mpenapar HeToKCUYeH
OTHOWEHNE A03bl UMMYHOTEHHOW aKTUBHOCTY
Cneumnchuyeckas akTUBHOCTL.  [PePEPEHC-BAKLMHbBI NPOTUB renatuta B, Bbi3biBatOLLEN
15 1.VIMMyHOreHHas akTUBHOCTL™™  [BbIpaBoTky aHTuTen y 50% mblLied (Ellso), ¥ Elso FAHaNNS He NPOBOANNCA
UCNBITYEMOM BakUUHbLI AOIDKHO BbiTb 20,5
16 Cneunduueckas akTusHocTs:  [Cogepxarne HBSAg aomkHo BbiTh B Nipesenax ot 16 17.34 MK/
2.Cogepxanune HBsAg 0 25 MKr/mMn !
Copepxarve HBSAg B Hag0Ccaf0MHOR XUAKOCTY
17 IMonxota copbuuu npenapata AOMKHO COCTaBMATL He Bonee 1 % oT 10,08 %
HOMUHANLHOK BENUUMHE! 20 MKT/MN
18 FIPOUIBOACTBEHH I LUTAMM MpovasoacTBEHHEIM WTamm Hansenula polymorpha rpou3soaCTBenHbIR WTamm Hansenula polymorpha

BKMM Y-2981 (Y-296 DL-Uph-HBs).

BKIMM Y-2981 (Y-296 DL-Uph-HBs).

Crpanmua 1 u3




NMpoaykuwa: Peresak® B (BakiuHa npoTie renatuta B, pekoMBUHaHTHas apoxokenas KWIKAS) CYCNEHINA NS BHYTPUMEILUOYHOTO BBEAGHMS 20 MKr/Mn, 1 Mn Ne10Cepus: 81025
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Ynakoeka

Mo 1,0 mn (1 B3pocnas po3a) unm 0,5 mn (1 getckas
11038) B amlynbl € UBETHBIM KONbLIOM PA3noMa unm.c
LIBETHOI TOUKOW U Haceukoil. Ha amnynax MoxeT 6biTh
OLHO, ABA WIN TPU UBETHLIX KONbUa Unu Ges
LONONHUTENbHBIX UBETHBLIX KOMEL,.

Mo 5 amnyn noMeLLaloT B KOHTYpHYI0 AYENKOBYIO
YNakoBKY W3 MNEHKN NOMMBUHUITXIIOPUAHON,

10 1 uAu 2 KOHTYpHbIE SMENKoBbIE YakoBKN BMECTE ¢
UHCTPYKLMETA NO NPUMEHEHUIO MOMELLAIOT B KapTOHHYIO
navky.

Mo 1,0 Mn (B3pocnas fo3a) 8 amnynbl ¢ LBETHOM
P’OLIKOI:/'I 1 Haceukoi. Ha kaxaylo amnyny HakneeHa
Camoknesaljanca atuketka. Mo 5 amnyn nomeleHo
B KOHTYPHYIO AYEIAKOBYIO YNAKOBKY U3 NIHKM
NONUBUHUIIXNOPUAHOM.

10 2 KOHTYpPHBIE AYSIKOBLIE YNAKOBKY BMECTE C
MHCTPYKUMEN MO NPUMEHEHUIO NOMELEHLI B
KAPTOHHYIO MauKy.

20

Mapkuposka

Ha aTukeTKe amnyrbl YKa3biBalOT: TOProsoe
HauMeHOBaHWe npenapara ¢ NpeaynpesuTerbHol
MapkupoBkoit ®, cokpalleHHoe 06o3HaueHue nyTy
BBEAEHNSA: «B/MY, JO3UPOBKY B MKI/MJSI, 06hemM B
MUNIUNUTPAX U KONUYECTBO 103 B amnyne: «[ns
BapoCnkLIX.», «1 4o3a — 1,0 My unu «[Ans geten.», «1
io3a — 0,5 mnx»; norotun gepxarens PY, Homep cepum,
\RaTy NPOU3BOACTBA, ATy UCTEYEHUSI CPOKA rO4HOCTH.
Ha kapTOHHOI navuke ¢ amnynamu ykasblBaioT:
[roprosoe HaumeHoBaHWe npenapara ¢
NPeAYNpeAnTenbHOR Mapkuposkoi ®, rpynnupoBoUHOe
HaumeHoBaHue, HaumeHoBaHue gepxarens PY, ero
noroTun, cTpay, TenedoH, aipec UHTepHeT cailTa,
ekapcTBeHHyIo hopmy, JO3UPOBKY B MKF/MM, COCTaB
(HauMEHOBaHME U KOTMUECTBO 4eCTBYIOLLEro
BeLeCTsa, HaUMEHOBaHNS BCROMOraTenbHbIX
BeliecTs), 06bem B MUNNUANTPAX U KOMUUECTBO 403 B
amnyne: «[ins BapocnbiX.», «1 Ao3a — 1,0 Mn» um
«ns geten.», «1 1o3a— 0,5 M»; KONMMUECTBO aMnyn B
yrakoBske, cnocob npumeHenus, «puMeHsTs no
HasHauyeHuto Bpaqa.», «CTtepunsHo.», «lepeg,
ynoTpebneHuemM BCTpaxuBaTh.», «XpaHuTs B
HEeAOCTYNHOM ANA feTell mecTe.», «He BBOAUTL
BHYTPUBEHHO!», YCNOBWA XpaHEHWUs, YCNOBUA OTryCKa,
PETNCTPALIMOHHbIA HOMEp, HOMEpP Cepun, B KOTOPOM
OTpaXEeHa 4aTa NPOM3BOACTBA, AaThl UCTEUEHUS Cpoka
rogHocTu («FogeH fo.....»), wrpnux-kog. [Ons
BHYTPEHHEro WCNONb30BaHUS NPOUSBOAUTENEM Ha
nayuke KapTOHHOW KOMMEPHECKOW YNakoBKW MOryT BbiTh
HaHeCeHb! NPOU3BOACTBEHHLIE KO4L!, Ha MecTe
HaHeCceH!st HoMepa cepuy, B KOTOPOM OTpaxeHa faTa
NPON3BOACTBA, AaThl UCTEUEHUS CPOKA roJHOCTU
(«ToaeH f0...»), BONOITHUTENBEHO MOFYT HAHOCUTLCS
CpeACTBa MAEHTUMUKALIUU AJIA CUCTEMbI MOHUTOPUHIA
ILBWKEHWS NeKapCTBEHHbIX NPenapaTos Ars
MEAUUMHCKOrO NpUMeHeHns.

Ha sTukeTke amnynbl ykasaHo: Toprosoe
HauMeHOBaHne npenapaTa ¢ NPesynpesUuTensHON
MapkupoBskoi ®, cokpalyerHoe obosHaveHne nyTm
BBEACHUS: «B/M», LO03UPOBKA B MKr/MN, 06bem B
MUNNUNUTPAX N KOMUYECTBO 403 B amnyrne «[ns
B3pOCnbIX.», «1 f0sa —~ 1,0 Mn»; NOroTUN Aepxarens
PY, HomMep cepuu, AaTa NPousBoACcTBa, AaTa
MCTEYUEHNA CPOKa rofHOCTU, Ha KapToHHOM navyke ¢
aMryriamMmu ykasaHo: TOproBoe HauMeHoBarue
npenapara ¢ npeaynpesuTensHoi Mapkuposkon ®,
rpynnMpoBoYHOEe HaUMEHOBaHNE, HauMeHoBaHne
nepxarens PY, ero norotun, crpana, TenedoHx,
AAPeC NHTePHET caiiTa, nekapcrBeHHas chopma,
\103UPOBKA B MKI/MIT, COCTaB (HaUMEHOBaHME U
KONMHECTBO AEiCTBYIOLErD BELLECTRa,

HauMeHOBaHUsi BCNOMOraTesibHbiX BellecTs), 06bem
B MUNNWIIATPAX W KONWHECTBO 1,03 B amnyne: «[na
B3POCHLIX.», «1 f03a ~ 1,0 MN»; KONUUECTBO amnyn
B ynakoske, cnocob npumerenus, «MIpuMeHsTs no
HagHa4YeHuo Bpava.», «CTepunbHo.», «llepes
yrnorpebrennem BCTPAXUBATb,», «XpaHuTs B
HEAOCTYNHOM 419 jeTeil MmecTe.», «He BeoiuTs
BHYTPUBEHHO!», YCNOBUA XpaHEHWs, YCrOBUS
0TNYCKa, PEruCTPaLmMOHHBIA HomMep, HoMep cepun, B
KOTOPOM OTpaxeHa Aarta NpousBoACcTBa, 4aTb!
MCTEUEeHUst Cpoka rofHocTU («loaeH fo.....»),
LUTPUX-koA. HareceHs! cpeacTa ngeHTudukaummn
IAJIA CUCTEMbI MOHUTOPUHTE ABUKEHUS
INeKapCTBEHHLIX NPpenapaToB AN MeLULUHCKOro
MPUMEHEHA,

21

Xpanetve

IXparuth npn Temnepatype ot 2 40 8 °C. He
onyckaercs 3aMopaxuBaHne.

paHuTh Npu Temneparype ot 2 jo 8°C. He
ONYCKaeTCH 3aMopaxusanue,

22

Cpok rogHocTm

3 ropa .

3 roga

3aknouervne: CooTBeTCTBYET TPEBOBaHUAM

JIM-Ne (000539)-(P-RU)-020425 Peresak® B (

mir/mn EAC.

* MokasaTens ABNAGTCA anbTepHATUBHLIM NokasaTenio "BakrepuanbHsle SHAOTOKCUHDBL",
**AHanN3 NPOBOANTCA Ha KaxkA o 10-i cepuu.

Hata sbinycka: 28.11.2025

HavanbHuk OKK

" Kapaynosa O.A.

Bakuuna npoTtus renatura B, pekoMBUHaHTHas 4podoKeBas sxuakas) cyen. ans s/M BeegeHus 20




