PASPEHIEHHUE
-Ha BBOJ B IpaxmascKkuii 060pot B Poccuiickoi Deepaliny cepuu WK IapTHH
TpousBeneRHoro B Poccuiickoi Oezeparyy MK BBosuMoro B Poccuiickyro Dezepartiro

AMMYHOOHOIOrHYeCcKoro JIEKapCTBEHHOTO Ipenapara
Ne P006-00110-77/04317120 ot 09.02.2026

Boigano  TocymapcTBeHHOMY ~— @BTOHOMHOMY — YUPEXJIEHMIO  3APaBOOXPAHEHUA
CepuioBckolt obmactt "O6nacTHas cTaHIWs NepenmBaHus xposu', Poccus, 620102,
CpepmioBckas obmacts, rI. ExarepusOypr, ym. Ilamemupo Tomssrrs, Aa. 8,
VIHH: 6658459612,

(HaMMeHOBaHKe IOPUIMYECKOTO JIULa, fopuaudeckuit anpec, THH)

®enepanpuas ciayxb6a mo Hagzopy B cdepe 3ApaBOOXpaHEHHsl HAa OCHOBAHHH
saxiarogenus VcnerraTensHodi nabopatopmm  SpocmaBckoro  ¢mmmama  OI'BY
"MMIIDYAOCMII" PocznpaBHagzopa

(HauMeHOBanHeE (efepATEHOr0 FOCYAAPCTBEHHOrO GIOKETHOrO YUPeKIeHH!A)

or 04.02.2026 Ne 4268]TK-13/25 paspemaer BBOJ B IPasKAAHCKHIl 060poT
(mara) (aomep)

B Poccuiickoii ®egepanuu HMMYHOOMOIOrHIECKOr0 JIEKAPCTBEHHOI0 penapara

MMMyHOrI06yIMH YenoBeKa IPOTHB KICIEeBOro SHuedanmra

(TOprosoe HauMEHOBAHHE)
ViMmvyHOrno6ynuH IpOTHB KIIEIEBOro SHiledanira

(MEXTYHAPOIHOE HEMATEHTOBAHHOE HAUMEHOBAHME (IPYIIHMPOBOYHOE HITH XMMUYECKO®)
PacTBOP I BHYTPHMBIIIEYHOro BBefeHust 1 M - amiyus! (10 1mrT.) - mauky KapTOHHBIE
(dopma BEITIyCKa (C yKa3aHHeM JIeKapCTBEHHOMK (OPMBI, T03UPOBKH, (acoBKH) H KONHIECTBO B yIIaKOBKe)

cepum EM130925 , o6bem cepuu miad naptun 564 ,

(riomep cepun) (KONHMYECTRBO YIIAKOBOK)
rogen po 30.09.2027
{cpox rogHoOCTH)

npousBoAcTBa ['OCyJapCTBEHHOrO aBTOHOMHOIO  YYPEKICHHA  3[PaBOOXPaHCHHU
CeepmoBckolt o6mactu "Obnactras cTanuys nepenuBanms kposu” (CAY3 CO "OCIIK"),
Poccust, 620102, Ceepanosckas 0651acTs, r. Exarepuu6ypr, yi. ITamsmupo Tomssarty, 4. 8
(BCe CTaauu, BKIIOYAs BEITYCKAIOLIHA KOHTPOIIb Ka4ecTBa).
(HAMMEHOBaHHE U a/IpeC NPOM3EOANTEIS (¢ YKA3AaHHEM CTa/|i PON3BO/ICTEA)

Perucrpanmonnoe yaocrosepenue Ne P N002722/01 ot 14.08.2008.

JepskaTejib PerdcTPaliMOHHOTrO yRocToBepeHHs I'OCynapCTBeHHOE aBTOHOMHOS
yapexuenue 3apaBooxpanenus CsepaimoBckoii obmactm  "OOmacTHas — CTaHIMA
nepenuBanus kposr” (FAV3 CO "OCIIK"), Pocens, 620102, Cepamnosckas 061acts,

JIOKYMEHT TIOJIIIVICAH
DIEKTPOHHOM IIOMITHACKHIO

Cepraduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Buapener Iapxomeuwo Jymrpuii Beesosogosit
Netterrurenew ¢ 07.04 2025 no 01.07.2026
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«IMMYHOIJIOBYJINH

Homep cepur _EIM130925

Hara Bemycka _16.09.25

TIACIIOPT Nq 13 -
Ha JIeKap cTBeHHEIH penapaT
YEJIOBEKA IPOTUB K/IEIEBOT'O IHIEDATIUTA,
[PAcTBOp A/I1 BHYTPUMBIICUHOr0 BBeeHHs» _

AHa/II3 BHIO/HEH 1o HJT'P N002722/01-140222, 3p, Nol

- Komuecrso s cepun 564.yn.

Cpox rofHoCTH Jo

:30.09.27

it e

rl:}:l Toxasaresm Hopwmsi . . Pesyanrars
1 | Onucanue Tlpospaunas mwmi cjerka oTaIecCUpyIomasg
JiupKoets, GecusetHas wmi  cnaGo JKenToH .
oxpacior. Jlonyckaercs. TIOSIBNIEHHe He3HauH- TIpospaunas Gecysemmas scudiocims
Te/BHOO ocazKa, HICUe3AIOWET0 TIPH BCTPSIXM-
. BaHHM 4
2 | Hogmrnoers . | Bomxuer copepxarscs ‘Tonsxotmopo:ro‘mme -Codeparcamest monsio. Cblaopomounble e xpoeu
Be/n kpoBy weropexa 4 venoeexa
" 3 | Ipospaunocrs Bemrauna ontieckoif IVIOTHOCTH He [07DKHA 0021
TIIpeBeIaTh 0,05 T
4 | IIsernocrs Bemmyuna ontuyeckol TTIOTHOCTH He Ao/DKHA | . - 0.087
TIpeBEINaTs 0,15 ; o
5 | Mexanmueciae Tlpenapar pomxer COOTBETCTBOBATS Coomeememayem
BIUTIOYeHH, TpeGoparviam. I'd PO T
6 |pH e Or 6,6 507,4 6,95
7- | MI3Bnexaemsili 06bem He Menee HoMusanetoro, yr. 1,04
8 | Benox L 1 Or 10 7016 % B ’ : 11,0 .
ER Snexrpodoperiueckas ‘Dpaagug JAMMYHOTI06Y IMHOB (raMMa-T7106y- | Dparyun UMMYHORIOGYAIHOG
OJJHOPOIHOCTH JIAHOB). 10/HKHA COCTaBJIATE He MeHee (aaMmaaanoé‘ynuuos) ~99,2
{97°% or-06mero Genxa npenapara, a asda u ansgha u 6ema-2no6ynuros —0,8
Gera-rmo6yuros He Gomee 3 %
10 | Monexynapreze | MoHomeps 1 AMMEDE! I0MDKHEL COCTABISITE He Moromeppi u dumeput — 99,4
T1apaMeTpEr | Meree 90%, momMeps! He Gonee 5 %, ¢par- Honumepr1 -0,6
| MeHTEI He Gonee 5 % ‘ ) _Dpazmenn— 0
11 | Dpaxuuonnsii coctas | Ha UMMyHOoperpavve 1o/mKHA BEIIBIATLCH

HMHTEHCUBHAS JIMHUS npermmaranuu IgG u fe
Gonee 4-x FOTIOJIHUT /IEHEIX JIUHKE, CoOTBET-

| erByromux IgA, IsM u ey ZAPYrUM HMMyHO-

JIOTHUECKN HeaKTUBHEIM dpaxipiamM.

Buisensiemen unmencuetas AUHUS npeyunumayuu IgG u
1 Bonoanumennsras aunus

dHTHreH ‘BHpyca

- 12 | TepmocTabunsnocts Tlpenapar pomken ocrapatoes XupKEMu Re | Ocmaemcs sicudwum uHe oBpasyem zems nocne npozpesa-
08pazoBLIBATE Tenst o cie TIPOTPEBANYA Yipy HUA npu memnepanype (56:!:1 ) °C & mevenue 4 uacoa
Temueparype (5611) °C 5 reveme 4 Yacos
13 | Tmagun 101 1,5 50 3,0% 2,12
14 | Crepunexocrs Tpenapar pomxen Grizs CTEePHUIBEHBIM Cniepunbupii
15 | Duporennocts IIpenapat romxen GBITH amMporeHHyIM Anupozennsni
16 | Anomaninag Tlpenapar noimken Guirs re TOKCHUHEIM Henoncirani
TOXCHYHACTH i
17 | Coerpidmraecxas Turp we mowe 1:80 1:320
aKTHBHOCTE ) . :
18 | NosepxHocTHE Hpenapar He JI0/DKeH COZEPKATh IIOBEPXHOCT-

HBIH aHTUIeH BUPYCa renatnta B

He cobepmcuni;noee‘()xHocnmbuY aHmuzen eupyca

‘aHThred p24 BU4-1

Bexa (BIY-1, BUY-2) »

| renatura B (HBsAg) eenamuma B
19 | Anrurena BHpYCy Ilpenapar ne gomuen COZlepIKaTh AaHTHTEN K . : -
HMMYHOZethHIHTA Yero- BUDYCY UMMyHOedMIMTa YenoBeka (BUY-1u | He codepaicumm aHmumena x supycy ummyHodedujuma.ve-

BHY-2) n anturen p24 BUY-1

nosexa (BUY-1 y BHUJZ)}J aHmuz,

: a;72 BHY-1




Ne

Tloxasarenu

Hopmur

Pesynprars:

20
renartuta C (BI'C)

AnTHTeNA X BUPYCY

Tlpenapar He JIoJDKeH COZEPKATS AHTHTEN K BH-

pycy remarura C

He codepotcum anmumena & supycy
zenamuma C

21 | Ynaxomxa

.| ©apmarnacy
|mnu 13 mpospauroro Gemae'mom créwa 1-ro

o 1,0; 20; 3,0 m1 B amnynm CTEX/ITHHEIE
IITIPHLEBOI0 HATIOIHEHUS (boprx C t xomsijom
wanoma m3 Tipospaunoro GecuserHore Megu-
IuHckoro crexna npoussoacrea, 000 «Kmm-
(TY 9462-001-53908805-2006)

THAPQIHTHYECKOr0 K1acca npomssogcrsa 000
«Knuy-Oapmarnacy (TY 9462:001-53908805-

12006), 000 «Ypansckuif crexomeust 3aBOZ», |

(TY '9462-001-83426370-2012, MCO 9187-
1:2010, CO 9187-2; :2010), 000 «Ilotr ®II»

(TY 9462-001-84299122-2010) BMECTHMOCTB!OV

2,0; 3,0; 1 5,0 M cooTBeTCTBeHHO.

10 amvmiyr B.mauky’ KapTOHRYIO. ¢ BI/Ia/bIIeN 13
Kaprona KopoGouHoTo ¢ HHCprKuHE}l 10 TIpH-
MeHEeHHIa,

Tlo 1,0 mn eammnyat CIeKAsHHbIe WNPUYeso2o Hano
HeHus ciopmbt C ¢ KOAbYOM UdnOMA U3 npo3pa4Hozo €

“YeEmHo20 MedulUHCKo20 cmekaa npouseodcmea 000

«Knuw-@apmaznacy (TY 9462-001-53908805-2006) e

‘emumocmuio 2,0 ma,

10-amnyn 8 nauKe KapmoHHoil ¢ eKAADBILEM U3-KAPMO]
KOPOGOUHO20 ¢ UHCINpYKiju@ll o npuMeHeHuIo,

22 | Mapxupopxa

| Ha 5THKeTKe aMImynE yKA3HIBAIOT: COKpAIeHHOe
| HANMEHOBAHAe TIDOMSBOJWTENS, TOPTOBOe Ha-

HMeHOBaHHE JIeKAPCTBEHHOro Iiperapara, Ha-
UMeHOBaHHe JIEKapCTBEHHOH ‘hopMbl, 06bem B
MWUTLAUTPAX, THTP BHTUTEN; HOMEP Cepuy, Aa-

: | TY BBIIIy CK&, ‘CPOK 'OAHOCTH.

Ha nauxe yxaswIBaloT: rosioe ¥ ‘cokpaijeNHoe
HAUMEHOBAHMe NPOMSBOAHUTENST, €r0 TOpHAHUe-
cxuit agpec, azpec HPOHBBOACTBEHHOPI TUTOIaz-

Ku, TenedoH, TOBapHBI 3HaK, TOProBOe Ha~
'MMEHOBaHHE JIEKaPCTBEHHOIo ' Npenapara, Ha-
| MMeHoBanNe nex(apcmennoji Gopmer; xomre-
| ¢tB0 ammyn, ofiem B :MWJUDATIATPAX, COCTaB,
| THTp anTUTeN K BUpPYCY X7elenoro sunedanura
|8 PITA, Homep cepum, ,u;x’ry BEILYCKa, CPOK rofl-
| HocTH, HOMep PeriCTpayoHHOIC y/OCTOBEpe-
| Hns, m'rpnx-x(op, EAN,ycnopus XpaneHus, ‘ycno-
BHSL OTIIy.CKa, Hagucy: «CTeprubHoy», «AHTHTe-,

nax BUY-1, BUY-2, x BUpycy Tenarnta G u mo-
BEPXHOCTHBI AHTHIEH BHpyca remaruta B or-
CYTGTBYIOTY, «XPAHHTE B HeJOCTYITHOM IS Jie-
Tel Mecren, «He samopawuparew, «Croco6 |
TOPUMEHEHIS: CM. MHCTPYKIJZIO YIO' YIpHMeHe-
HHION,

Ha Bepxuem wianane nayky HOmycKaerci: pas-
MeUjeHHe caMoKIIesietfca STHKETKY ¢ ,z;aﬂﬂbwm

| MeHTHUKaNML,

Ha smuxemxe amnyavl yikasaHo; COKpaujeHHoe Haume
8aHUe Tpol3goOUNIensl, MOPeoeoe HAUMEHOGAHUE e}
CIMEEHHO20. Npenapama, HAUMEHOBaHUEe fexapcmeeH
qopmbl, 0b6veM @ MuvUAIIMpPaX, MUMp aHMUIen, Ho.

cepuu, dama ebinycka, Cpok 200HOCINY.

co

Ha nauxe yKasaHo nonHoe U coxpauexHoe HatmeHoed
npouseodumens, ezo ‘topudurtecialit adpec,’ aapec npe
eodcmeeHHOIl n1oujadKy, 1heaedbon, MmoeapHpItl 3HAK,
2060€” HAUMEHOBAHUE AeKapCMBeHHO20 npenapania,

UMeHOBaHUe nexapemeeHHoll opmbl, KOMIYECeo ami
ofeem & MwUIUMpaX; €oCImas, MuInp aHMumen K guf

")caeu;eeozo oHyecpamuma e PTIA, Homep cepuy; o

8rInycKa, cpox 200HOCU, HOMEp pe2UCMPAYUOHHDZO )
cmoaepenuﬁ ‘wmpux-xkod EAN, ycnosus XPaHeHus, yc
eus omycka, Hadnucu: «CmepuwibHo», «Axmument
BHY-1, BUU-2, % aupycy eenamuma C urnoeepxHocm
aHmuzen ‘supyca zenamuma B omcymemayiom», «X
HWnb & Hedocniynxom Onst demeil Mecmey, «He samo
dicueamsy, «Cnocob NpUMEHEHIUsT! CM. UHCIPYKYUIo
npveHeHon,

Ha gepxrem rnanare nauku pasmewjena camomeﬂu;(
Cs9muKemKa ¢ daHHbMU UdeHmugpuKayuy,

23 | Xpanenne

B cyxom, samuinenHom or ceera mecTe npu

| remitepatype o1 2 o 8 °C. He 3aMOPAKIBATS.

Cobmpgzmbmeyem

24

CpoX ToH0CTH.

2 rona

/ E.B. Baraesa /

Coomeememayem

npenapar “VIMMyHOMIOBYJIME Ye/oBeKa IIPOTHB KJIell{eBoro’ SHIeauTa, pacTsop A
bR EWN130925 coorsercTByetT Tpebopanmam HJ P N002722/01-140222; uam. Nel.

£12” nosbps 202




