et

PA3PEINEHNE
Ha BBOJ B IPXIAHCKHH 060poT B Poccmiickoit Pdejiepaliiu cepry MM TapTHH
IpoK3BeAeHHOr0 B Poccuiickolt Peneparuu mma BBosuMoro B Poceniickyio Pepepariuio

MMMyHOOHOIOIMYECKOr0 JISKAPCTBEHHOTO IIpenapaTa
Ne P006-00110-77/04317662 ot 09.02.2026

Buigano locynapereHHOMy ABTOHOMHOMY  YUPEXIEHHIO  3[paBOOXPaHEHMA
Caepmrosckoii obmacta "O6nacTHas CTaHUIsl mepenuBanua Kposu', Poccms, 620102,
Caepmiosckas  ofmacts, r. ExarepuuGypr, yia. Ilamemupo Tomestrd, n. 8,
MHH: 6658459612.
(HaEMeHOBaHHME OPHMYECKOTO U, IOPUIHIECKUIL anpec, HHH)
Denepansnan cayxba mo HaI30py B cdepe 3ApaBOOXpPAHECHHS HA OCHOBAHMK
sakmovenust  Menbitatenmsro#t  naGopatopun  SIpociiaBckoro ¢ummana  OI'BY
"MITDY AOCMIT" Pocanpasuamzopa
(maumeHOBaHMe GenepanbHOro TOCYJapCTBEHHOTO GOKETHOTO YUPEXKIEHH )
or 04.02.2026 Ne 4269JIK-13/25 paspemaer BBOJ B IpakAaHCcKuii 060poT
(nara) (HOMep)
B Poccuiickoii ®egepaunu HMMyHOGHOJOIAYECKOr0 JIEKAPCTBEHHOI0 Npenapara
VIMMYHOTIOGYIIHH YeToBeKa IIPOTHB KIIELIEBOTo SHIedanuTa
(Toproeoe HauMeHOBaHHE)
VIMMyHOITOOYIIHE IPOTUB KITEIEBOTO SHIebhanuTa
(MexTYHAPOSIHOE HETIATEHTOBAHHOE HAHMEHOBAHHE (TPYNMAPOBOYHOE MK XHMIIECKOE) '
—PAacTBOp I BHYTPUMBILICYHOT0 BBeneHus 1 M - ammyssr (10 mt.) - madxm KapTOHHBIE
(thopma BriTyCKa (¢ YKazaHueMm TeKapCTBEHHOH GOPMBI, IO3HPOBKH, (HaCOBKH) U KOTUIECTBO B YTIaKOBKE)

cepum EN140925 , ob6bem cepum wim mapran 569 .

(soMep cepuu) (xOMIYecTBO YIAKOBOK)
rogen o 30.09.2027
(cpox rogHOCTH)

DpouspofcTBa l'ocymapcTBEHHOro  aBTOHOMHOIO YUPeXKAEHHS  3ApaBOOXpaHEHHS
CeepastoBekoit o6nactu "ObtacTaas cTanmms nepemBanus Kposu" (CAY3 CO "OCIIK"),
Poccens, 620102, Ceepanosckas obmacts, T. Exarepunbypr, yi. Iansmupo Tonssrrw, 1. 8
(Bce cramum, BKIOYas BBIITYCKAIOIHH KOHTPONIb Ka9eCTBa).

(HamMenoBaHMe ¥ anipec MpOM3BOMHTENS (C yKa3aHHeM CTafHit IPOU3BO/CTRA)
Pernctpanuonnoe yrocrosepenne Ne P N002722/01 ot 14.08.2008.
Hepaxarens  permcrpanuoHHOro yaocroBepenus I'ocyrapcTBeHHOE aBTOHOMHOE
y*f{pe>1<):£'e'_1:1‘_p£g__M 3ApaBooxpaneHust  CpepiyioBckoif  obnmactet  "OGmacTHas — CTAaHIHA
nep‘}_“ aﬁi:?rfg;z;}@oxsn" (TAVY3 CO "OCIIK"), Poccus, 620102, Ceepanosckas o6macTs,
] Jr. Mansmupo Tonbsitru, 1. 8.
(HaumeHOBaHpe, ajipec)

3amecTuTeNs PyKOBOZUTES
Pocsapasranzopa

JOKYMEHT IIOATIUCAH
QJIEKTPOHHOH ITOMIIHNCHIO

Cepudurar 42D1B24AD82BBD113BD1263FE2CCBC89
Bragenen Mapxoserno Jpmerpuit Bcenouonoml"l
Hetictautenen ¢ 07.04.2025 no 01.07.2026
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TTACTIOPT Ne 14
' HA JIeKapCTBEHHBIA Nperapar
«AMMYHOIVIOBYJIMH YEJIOBEKA IIPOTHUB KJIEIITEBOI'O 3HIIEDAJIUTA,
PacTBOp J/I1 BHYTPHUMBIIIEUHOr0 BBejeHusI»

Koswwecrso B ceprmr 569 ym.
Cpox rofiHOCTH Zi0
Ana/ms spmosnHes no HI P N002722/01-140222, pam, Nol

30.09.27

E; Tloxasarem Hopnmr Pesynb';aTbx
1 | Onucamie TIpospaunas mm1 cnerka oTaJIecIUpyIoLas
JKuZKocTs, GecniBeTHas wm  crabo JxenToif
oxpacid. Jlonyckaercs nosmrenme Hespauu- Tlpospaunas Gecysemnasn sxudxocmn
TeIEHOTO 0CAJKa, HCUe3AIONIEro NPY. BCTPAXM-
BaHMH :
2 | Hopmunuocts JO/KHE COZePXaThCS. TOIBKO CEIBODOTOYHEIE ‘Codepaicamest monvKo. culaopomouHbie Geaxu Kposu
eIy KPOBH YeJToBeKa . uesosexa
3 |Ilpospaunocts Bennunga oniyeckol 110 THOCTH He 10/DKEA 0.022
npeseniiare 0,05 . ¥
4 | IIserHOCTH Bermunza ontuveckoi wioTHOCTH He JOIDKHA 0.089 g
npessnnaty 0,15 - :
5 | Mexanwueciae IIpenapar fo/mKen cooTBETCTBOBATS Coomeemcmeyem
BJTIOUCHYS tpeboBaguam I'P P
6 {pH 101 6,6 1o 7,4 6,99
7 | Visenexaemsiii 06nem He Meree HOMuRABHOTO, M 1,04
8 | Bemox - {0110 1016% 11,0
9 | Bnexrpodopernyeckas Ppaxims MMMyHOTNOBYIHOB (ravmva-rno6y- Ppaiyus WnmyHorobyauHoe
OZHOPOJHOCTE JIMHOR) JIOJDKHA COCTAB/IATE He MeHee ] (2amma-enoBynunos) 99,3
97 % or obmero Genka npenapara, a amda u anscha u Bema-2n06ynuros -0,7
o 6Gera-ro6yimmos me Bonee 3 %,
10 | Monexynspusie . | MoHomepE! u Jpmepr AO/DKHEI COCTABIATE HE MoHomeput u-dumepn! -89,45
napaMeTpel MeHee- 90%, nomiMepst e Gomee 5 %, dpar- TTonumepwt ~0,55
: | MEHTE! He Gogee 5% Dpazmenmbt —.0
11 | PpakuponnEni cocras | Ha HMMMYHOQoperpaMme JO/DKHA, BBISBIIATHCT

| ¥ETencHBRad smHus npermimrTamy IgG U He

Boutee 4-X IONIONHUTELHBIX JIMHMH, COOTBeT-
creyromux IgA, IgM u igym APYTUM AMMYHO-
JIOrVHeckil HeaKTHBHBIM (hpaKimsm.

i
Beuragnaemes unmencusnas aunus npeyunumayuu IgG u |
1 dononrumensHast aurus

i

12 | Tepmocratmsnocts IIpenapar Ao/Ker oCTaBaTECSH o uHe | Ocmaemcs: scudkum u He obpagyem zenb nocae npozpeea--
OﬁpaSOBHBaTLVI‘EJlﬁ TIOC/IE IIPOTPeBARKUA TIPH Hua npu memnepamype (56+1) °C & meuetite 4 uacos
Temneparype (56+1) °C B Tewerue 4 yacos
13 | Drovnnen 011,510 3,0% 216
14 | Crepunnnocrs Tlpenapar somxen 65iTs cTepUIEREM Cmepuabhbiil
15 { II'mporennocts Tlpenapat fomKen G5ITH ANHPOreHHbM Anupozennniii
16 ?;:aﬁzﬁ};ﬁ Tlpentapar pomxen GrITh He TOKCHIHLIM R
17 | Criemdmyecxas Turp me mke 1:80 1:320
aKTHBHOCTE 1 . : )
48 f};ig; ):IH;;;;?; ;H Ebigua?;;ﬁ g;gf;‘:;ﬁi%_‘:%’ TIOREpEHOCT He codeparcum nosepxaocmubil anmuzen supyca
renatura B (HBsAg) 2enamuma B
1S | Anrurena x Bupycy . TIpenapar ne pomren COJIePIKATE AHTUTEN K :
| BMMy RO ZleduuTd, yesto- BRDYCY uMmMyHozedmipTa Yenogexa (BUU-1u | He codepaicum aHmumena K-eupycy uMMyHoOehuyuma ve-

Beka (BHIY-1, BHY-2) u
aHTurey p24 BMY-1

BWY-2) u anturen p24 BIY-1

-nosexa (BHY-1u BUY-2) u aHmuzen p24 BHY-1
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20 | AnrnTena x BUpyCYy

renarura C (BI'C)

IIpenapar ne AOJDKeR CONEeMKATh AHTHTEI K BU-
pycy renatara C

He codepaictim anmumena x supycy
eenamuma C

! 21 | Ynaxoska

TIo "1,0; 2,0; 30 M1 B ammynu c'rexmsrmabxe
LNIPHIEBOro Hano/Herns dopmbl C ¢ xonbuom

W3tomMa ¥3 TpO3payHoTo BeciperHoro Meay-
LUHCKOTO crekna npoussoactea Q00 «Kmus-

Dapmarmacy  (TY 9462-001-53908805-2006)
R/ W3 1Ipo3payHoro ‘GeciseTHoro crewna 1-ro
FUAPOIMTHIECKOTO ‘KIacca npoussoacrtea 000
«Knun-®apmariacy (TY 9462-001-53908805-
2006), 000 «¥Ypansckull creKo/TbHBIE 3aBozy

{(TY" 9462-001-83426370-2012,, VICO" 9187-
1:2010, MCO 9187-2:2010), OO0 «IHorr OII»
(TY 9462-001-84299122-2010) BMECTHMOCTBIO

2,0; 3,0; 15,0 mn cooTBeTCTBEHHO,

10 apinysr B iauky KAPTOHHYIO C.BKNaJBIIeM H3
KapToHa KopoBouHoro c anrpymu«xen ‘10 Tpy-
MeHeHHMIO.

Ho 1,0 ma eamnymmt CINEKAAHHBLE WNPUYERD20 HANO/-
HeHust opmbt C ¢ Konbyom uznoma us npo3spaHozo Bec-

' YsemHozo meduyuHcKozo cmeiia npousgodcmea 000

«Kaun-Papmaznac» (TY 9462-001-53908805-2006) exe-
cmumocmpio 2,0 ma.

10 amnyn e navie kapmonHoii ¢ eknadvitiem u3 KapmoHa
K0opo6oUHO20.¢ UHCIPYKYUell no npumcHeHwo.

22 | Mapxuposka

Ha suxerxe-avmyss yx(asz,maxo'r:v COXpaljeHHOo®
‘HauMeHOBaHHe IIPOMSBOJWTES], TOProBoe Ha-
HMeHOBaHNe JIeKAapCTBEHHOTO INpenapara, Ha-
UMEHOBAHHUE JIeKAPCTBEHHOH (opMEl, 0bLem B
MIUUIWIHTPAX, TATP aHTUTE]T, HOMeD CepHH, Ja-

*| Ty ‘BBINYCKa, CPOK T'OHOCTH.

| Ha mauke yxasssaior: momioe W COKpalleHHOe

HauMeHOBAHHE NPOU3BOAMTENS], €r0 IOpHIe-
cxuif anpec, agpec nponsso,qc'menﬂon TIomaz;
Ki, Tene(OH, TOBApHHIA 3HaK, TOproBoe Ha-
VMEHOBAHME JIEKAPCTBEHHOTO TIpeNapara, Ha-
VIMEHOBAHKE JIEKAPCTBEHHOM (DOPMBI, KOJIHE-
CIBO amny’n, obkeM B MIUDUIMTPAX, COCTHB,

| THTP. aHTHTeN 'K BUPYCY 1UleleBoro sHpedanmuTa
|8 PTT'A, nomep cepun, iaty BHITIyCKa, CPOX TOA

HOCTH, HOMEp PeriCTpalioHHOIO Y0CTOBepe-
Hust, Tpux-xox EAN,ycnoprs xpanerms; ycmo-
BHSL 0TIy CKa, Hazgmick: «CTepusoy, «AnTrre-
na x BUY-1, BUY-2, x Bupycy Temarura Cu mo-

BePXHOCTHBI aRTHreH BUpyca rematura B or-

CYTCTBYIOT», «XPaHUTH B HEHOCTYIHOM JUIST fi6-
Tell Mecre»;, «He samopaxusate», «Crioco6
TIpHMEHEHUS: CM. MHCTPYKUMIO II0 IIpUNeHe-

| Hymo»,
Ha Bepxrem Knanawe mauky ZONycKaeTcs pas- |

MellleHHe CamMoJIesII{elicst STUKeTKU C AAHHEIMU
| wpenmadukanmy,

Ha smuxemye amnyani YKasano: coxpaujexHoe. HalmeHo-
6aHUE¢ Npousgodumens, 11OPe06oe HAUMEHO8AHUE feKap-
CMeeHHo20 npenapama, HAQUMEHOBAHUE JeKapEIneeHHol
opmb, obwem e mutauaumpax, mump aHmumen, Homep
cepuu, - dama ebinycKa, cpox 200HOCMNL.

Ha nauxe yxasaro; nontoe it coxpaujenHoe Haumerosarue
npousecdumens, €20’ iopuduueckuil adpec, aapec npous-
e0dcmaeenHoll nowadku, mesegon, mosapHbil 3Hax, mop-

'aoeoe HﬂUMeHOBGHUE .neKapcmaenHoeo npenapama Ha-

umeHoeaHue /IBKGPCHIBEHHOU d)Oprl, Konuueciiao amnya,

ob‘aeM 8 MUMUAITIPAX, cocmas, 1hump annitimes k-aupycy

metqeeoao anyepanimia & .PITA, Homep cepuu, -dama
esinycka, cpox ‘200HOCMi, HoMep pezucmpaytioitiozo ydo-
cmoeepenus; wripux-icod EAN, JYCA0GUA XpaHeHUs, ycno-
8un -omnycka; Hadiuck: <«Cmepunso», <AHmumena K
BUY-1, BUY-2, i eupycy e2enamuma C u nogepxHocmitsnl
ammieeu supyca -zenamuma B omeynicingylomy, «Xpa-
Humb 8 Heaocmynnom Onst Demeil mecme», «He aaropa-
ceambh, «Cnoco6 npumereHus: cim. UHCmpykyuio ho
npumeHexuion,

Ha gepxitem inanare nauxu pasmewjera camoinesujas-

‘C.3MuKemxa ¢ OaHHbMU - ideHmudgurayuu.

23 | Xpanenne B CyXOM, 3a0jiI{eHHOM OT CBETA MeCTe n‘ﬁ'x?x" Coomaemcmayem
) Tenmiepatype o7 2 1p 8 °C. He 3amopa)1mnan, .
24 | Cpox rojpocTy 2.roza Coonieememayem

. /.E. B. Baraepa /

HBIH npenapar “I/IMMyHomoﬁymm YeJI0BeXa NPOTHB K/IeILeBoro sHIeanura, pacTBOp i
{ cepus EI/I140925 COOTBETCTBYET TpeboBaHHAM HLIPN002722/01-140222 usm. Nel.

“21” HosBpg 2025




