PAZPEIIIEHUE
Ha BBOJ B rpaXXaHcKuii 06opot B Poccutickoli dexepaluu cepun Wid NapTuu
npousseleHHoro B Poccuiickoit Pdenepauuu umm BBo3uMoro B Poccuiickyro Meaepanuio

MMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO penapara
Ne P006-00110-77/03296560 ot 30.09.2025

Beitano  Axumomepnomy — ofuwecrtBy  "Bektop-BuAmsram", Poccus, 630559,
Hosocubupckas obmacts, ropopckoif okpyr pabounmii mocenox KomsLoso, pabounii
nocenox Konsuoso, 3ona Hayuno-npoussojctsennas, koprye 104, MHH: 5433150823,
(HanMeHOBaHHUe IOPHAMYECKOro JHLa, Iopuauveckuit anpec, HHH)
Depepanbnas ciymba 1no Hagsopy B cdepe 31paBOOXPAHEHNS] HA OCHOBAHHH
3aKyovenus  HcnerrarespHolt  maGopatopun  Kpachospckoro  ¢mmmana @OIBY
"UMIIDYAOCMII" PocsapasHaizopa
(HaHMeHOBaHHC (be,llepaﬂLHOI‘O rocyapcTBeHHOro 6}OA)KETHOI‘O y‘lpe)](lICHPUI)
or 29.09.2025 Ne 536[IKn-05/25 pa3spemaer BBOA B rpaskaaHCKHIA o6opoT
(mara) ' (somep)
B Poccuiickoii ®enepanun MMMYHOGHOIOIHYECKOr0 JIEKAPCTBEHHOI0 npenapara
AJIbBTABAK® M

(ToproBoe HaWMeHOBaHUE)
BaxuuHa 1yis1 IpoGIakTHKY BUPYCHOTO reTaTuTa A
(MexaYHAPOAHOE HENATeHTOBAHHOE HAMMEHOBaHNE (IPyIHPOBOYHOE HITH XHMHYECKOe)
CYCIICH3MS JJIs BHYTPUMBILIEUHOTo BBeAerus 1 mi (1 gosa) - ammyist (10 wmr.) -
a4KH KAPTOHHBIC - JUIA JIEYeOHO-TIPODMIAKTHIECKHX YUPEKASHHH
(popma Beimycka (¢ ykasaHueM JiekapcTBEHHOM BopMbI, L03UPOBKY, (aCOBKH) U KONMYECTBO B YIIAKOBKE)

cepun 130825 , 00beM cepuu Wi naprTuu 5294 ,
(HoMep cepun) (KONMYECTBO YNAaKOBOK)

roged xo 20.08.2027

(cpok roaHoOCTH)
NpOM3BOACTBA  AKLMOHepHOTro ofmectBa "BekrTop-BnAimsram" (AO "Bekrop-
buAssram"), Poccus, 630559, Hosocubupckas oGnacts, TOPOACKONH OKpyr paboumii
nocenok Konbuoso, paGounit mocenox Konbuoso, HayuHo-IpoM3BOXCTBEHHAS 30Ha,
Koprryc 104 (Bce crajuu, BKIFOYas BBITYCKAOLIMH KOHTPONIH KAYeCTBa).

(HavMeHOBaHUE U BPec NIPOUZBOANTENS (C YKA3aHHEM CTajuil NPON3BOZICTRA)

Perucrpaumonnoe yxocrosepenne Ne P N000461/01 o1 29.05.2007.
HAepkaTesib PerMcTPalMOHHOr0 YI0CTOBEPEHHSI AxuunonepHoe o6mecTBo "Bekrop-
BuAmpram” (AO "Bexrop-BuAmsram"), Poccus, 630559, HosocuGupekas o6macts,
ropoJckoi okpyr paGounit nocenox Konsioso, paGounit mocenox KomnsroBo, Hayuno-
IIPOM3BOJCTBEHHAs 30Ha, Kopriyc 104,

(HanMeHOBaHHe, afpec)

- 3aMecTUTENs PyKOBOIUTENS
Pocsppasranzopa

AT
Cepripurar
Bnaaeneu Iapxosenxo Ipmrpuit Beenonogoniy
Hetictunrenen ¢ 07.04.2025 no 01.07.2026
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Homep cepuu: 130825

Komnaectso nponyxuuie s cepru: 5294 yrakosiu (52940 amITyJ ro 1 Mo
Hara ssunycia: 20,08.2025 r,

Tonen po: 20.08.2027 1.

Cﬁﬁﬁ :E#E"faﬂ'g&f;ﬁ/wram

630559, HosocHGHpekax 061, ropoackoil okpyr paboyuit nocenok Konsriono,.
puﬁmmﬁ nogenok [Konnuoso, Hayquo-npmsaaonmenuax 30Ha, Kopryc 104
Ten:/akc (383) 336-75-50, e-mail; of i ice@bialgamiru

{OTAER GHONOTHUECKOTO HUTeXHONIGHEOKOFD KoITponA
Ten/daxe (383) 373-68-35

ITACIIOPT Ne:13/2025

AJGTABAK® M

Baxuuna pnst npomaaKTHKY BUPYCHOrG renaTiTa A
CYCRER3UR ONA BHYIMPUMBIILENH 020 66€0eHus:

Ananns seimonnei.no P'N000461/01-260918 uam, Ne' 1-4.
[TponsBoncraennslit mrramm JIBA — 86

-1 Bapocnas foza)

Hanvenosanme |~ Hopma o' P'NO00461/01-260918 wians, No 14  PEBYARTATET WONBITAHWN ™
nokasarenei :

Onmcanne Cnerka onanecLupyiomas cycnensus, Ipu Crera onanectipyioiian cyenenaus, an
OTCTAHBAHAK PA3CANETCS Ha 2 ChOs; BEPXHAMI'~ OTCTAMBAHVH PAINCAACTCA - HA. 2 CNOA: BEPXHUH -
Npo3payias, GeCUBETHAN. MHIKOCTE; HUIKHWH = npospavds, GectiBerhas MuIKOCTE] HICHNHN - 00aKioK:
ocanol Genora upera, ferko pasdHBAIOWHICH npH G€n0ro 1BETA, NETKO pasbusaommiics ipy

. BGTRAXKBaHMH, 6¢3 06pa3oBanys: XIonkes 1 BCTPAXMBAHMH, 0e3 GOpasOBaHMs XNONKER
. MOCTOPOHHHX DKIOYCHHUIA, TIOCTOPGHHMX BKITIQUEHNH,
[onnunsocts ITpenapar.nomKeH GBITh HICHTHYHEIM BHTHICHY Tlpenapar uneHTHyeH aHTHTENY BpYCa renaTHTa A A

BUpYCa renarura A W JONCH HHAYUMPONATE Y

MHIYLHPYCT y MEILEH 06pa30Batie aHTHTEN K BURYCY

) MBUUEH 06pa3onanHe ANTHTEN K BHpYCY renatuta A, | Trematura A,
H ‘ 017,010 7,6. ' 7,38
Hapnekaembiit-065en He MeHee HOMHHATBHOTO (0:5 My 1 min), 1,028,

TMpoxorumocts wepes urmy

Cycnenans BakUMHLL JOMDKHA CBOGOAMHO, NPOXOXMTS. B
wnpui yepes urny. 0,8 x.40.

Cycnensus pakuuin: ¢s060i0 TPOXOIHT BAUTPHI
vepes urny 0,8 x:40;

‘CepumMeHTalnoHHAs Cycnenans BakumHE!, 06pasylowascs mpu Cyenenzus sakupiisl, 06pasyiouiasica npy

YCTORUMBOCTE BCTPAXHBAHWMY, HE NO/KHA PACCHAUBATEON B TEUGHHE | BCTPAXMBAHKM; HE PACCNAMBACTCH B TEYCHUE S MUH.
"He'MEHEE 5 MUH. i

CrepunsHOCTS. ‘Baxi{uHa 10JoxHa ObITh CTePHITEHOM, Baxunna crepunsya,

[THPOreHHOCTE . BaxunHa 1omkia BsITh anuporéHnoH, Bakunna anuporeuna,

AHOMAaNLHAST TOKCHYHOCTE Bakunua KOWKHE GbITh HETOKCHHMHOMN, BaKuHHA HETOKCHYHA.

Crieunpuueckan acTHBHOCTS:

Onpenenenve conepxanns
AT"BTA

Moo 6rirs. ue Meree 320 DA B 81 fose
BAKUMHBL A5 BIPOCHBIX. U He Merice 160 DA BT n

1 nose BaxumuLt s aerei.

OtHowenut cofepxanis AT BI'A Bl M1 nakLuiisl k
conepxannio Al BIA . COIT Ne OBTK 065 momiro
HaxoauThed B nipeaenax ot 0,66.100 1,66,

1 1103@ BAKLPKEL AR BIPOSHEIX SOREPIIT
381,40 UOAELL,

Otrnoweng conepanu AT BTA B.1 M BAKUAHEIK
conepxanuio A BI'A 8:COIT Ne OBTK 065
cocrapmier-0,79,

Tonuota copGumn: anturena

Konvuecrno necnsaannoro:anTHreHa BIA B BakuuHe!

ROMmKHo Gbith:HE Gonee 6 % ot ofiierd KoNYecTna
aiiturena BUA.

AT BlA B HaNocanoMHOI, )KK)J,KOCTH HE o6Hapy)KeH

®opmansuerun

He Gonee 0,15 Mryua,

0,06 Mr/mi,

AnioMuHus ruapoKeun
B mmepecuere Ha Al*?)

Ot 0.35 210 0,65 M/,

0,50 mr/mn,

Vrakoska

To:0.5Mn (1 aetekas no3a); 1 ma (1 Bapocnas xoia)
B amynax wig o 0;5 Ma (1 netekas:gosa); 1w (1
B3POCIIAs J03a) B, WIPULAX OAHOPAIOBOL0;; ONHOAO-
30BOTO. IPHMEHEHHA,

TTo' 10 aMny, ¢ BRAGKBILICM THRE (IMEHKAD W3 Kap-
TOHa B NAYKM KAPYOHREIE © HHCTPYKUMEH 10 HpuMe-
HEHHIO W CKAPHQHKATOPOM aMITYTGHBIM,

Hnu no 5 ammyn s oTipsiryio KONTYPHYIO S4eHKQS
BYIO'YNaKoBicy U3 TUIGHKHU HOHHBHHHJIXHOPHAHOH i
(TIBX): TTo 2 koHTYpHEIC A4SHKOBLIE YTIAKOBKH B}
NaYKH KAPTORHBIE CUHCTPYKUMEH 110 TIPUMEHEHMI
CKAPHQUKATOPOM AMITYNLHAIM.
Ecny amnynsr uMEIOT, TOMKY HAANOMA WK KONBIO

H3JI0Ma, CKAPH(HUKATOP B YIIAKOBKY HE BINANLIDAIOT.. |

ITo 1-10 wnpues; kaxasii - ¢ urnol B KOANAYKE B.

To 1 mar (1 'B3pocias x03a) Bammynax,
I10 5 amrty.T:s OTKPEITOR KOHTYpPHOM SYEHKOBOM ya-
KORKE 3 TUICHKH TOMMBRHHIXNOPHLIGOH (TIBX),
IIo 2 KOHTYPHEIS SHEHKOBEIE YNIAKOBKH B.TIAYKM Kap-
HMHERRYKLVMCH 110 IPMEHEHNIO, Ckapu{HKa-
HY nomeu (aMnyns! ¢ KofibiioM M3No-

L3 ]

ROAN

ACt 1»43, i
(,TAmeﬂ Meugy,m

q&,v

NACTIOPT Ne 13/2025

«AJIBTABAK® M (Bakunta: iy npodunakmik BHPYGHOTO renativra A) CYCOHIHA JUIA DIYTRUMKILIGHHOTO: BEOROHUA CopHA |
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(el Bencrop-GuAnsram

630559, HosocuBupgeian 061., roponckofi oxkpyr paGounit nacenok KoitbLioso,
pabouni nacenok IKomL0B0, Ha}'{}:uo-npquuqncmeuuaa-sona, kopryc 104,
Ten/axce (383)336:75-50, esmail’ office@blalpatm.ni

Oraen-61anioruyeckoro H TeKHONOFHHECKOrO KONTPONA
Ten./pake (383):373-68-35

Haumexosauue

noxagarenei

Flopwa o P NO00461/01-260918 waw, Jo 1-4

Pesynsrarsl wenbrranuit

3AKPBITOH: KOHTY PHON A4EHKOBOH YIIakoBKE 13 TileH-
Kk TIBX, nOKpEroH (onsron amomuknenolt ¢ naxas
MH TEPMOCBAPHBACMBIMHU C-ONHOM CTOPOULI'B NAYIH

KapTOHHBIE © UHCTPYKIMEN N0 NIpHMEHEHHIO,

Mapxuposka

| -AéKkapeTEeH

| Ha nepnuynoff ynakosKe yKa3LIBaloT; Toprosoe.

HaHMCHOBAHHE TEKAPCTBEHIOTO IPENapard ¢.
npeaynpeanTenshoi Mapkuponkoi ®, «Bakuuna:
renaruTa Ay, HaHMEHOBAHHE NPOHIBONUTEN, 06BEM

| ‘M KONMYECTBO 03, HOMED CEpHM, IATY BEINYCKA,

JATY MCTCHEHWUS CPOKA FOMHOCTH («rofeH fon),
MPERYNPEANTENLIYIO HANIHCE KBCTPAXHYTEY.

‘Ha propuunol (norpe6urennckoi) yraronke:
YK&3bIBEIOT! TOPTOBQE HAMMECHORAHNE:

0 TpENApaTa ¢ Mp&yNPEAWTENEHOM
Mapkuposkoi ®; [PyNIHPOBOYHOE HANMCHOBAHNME
NIEKApCTBENHOTO: IPENapara; HAUMEHOBAHYE;
JoTOTHR, ANpec, Tenedion/daxe u anpec
BNEKTPOHHOO CAHTATIPOMIBONMTENS;
IeKapeTBeHHYI0 QopMmy, HOMep cepim, Aary
‘BBIMYCKA, AATY MCTEUCHUA OPOKa MOTHOCTH («roacH
LOY);:C1I0C06 IPHMEHEHHA, KOSMHECTBO AMITYJT
{(WNPHIEE) B yniakoBke, KONHYECTEOMIT B.aMITy e
(WIpHLE); KONKUECTBO: AO3B YNAKOBKE, COCTAB Ha |
M1 (Cocrap.ua 0,5 M), YEnOBUs Xpanenus, yCnonua
‘ornycxa ¢ neueGro-npodmakTHYCCInX
yapexuenuty, HoMep perHCTPALHOHHOrO
YHOCTOREpEHMT,; ITPUKoBOR KOLEAN, ¢peucreo
WACHTHHUKAUMK JIEKAPCTBEHHOTO NperiapaTa —
ABYXMEpHBIH irrpixonoit: Koz (Data Matrix);
MHIHBKAYANLHEI CepUBHBI HOMEP TOProBoi
‘eHUAMIET (S/N).u rIOBANEHEL MaeHTH(UKADMOHIRIH
Homep ToproBo eannuusr (GTIN) B Bune uutaemoro.
MEYATHOTO. TEKCTA, NPEAYNPENUTENb HBIE HAKTIACH;
«Crepunsion, «Ilepen ipuMeneHHeM BCTPAXHY T,
‘«XpaHuTh B HGHOCTYNHOM AN nerelt Mecrey, «Ie
CONEPIRHT KOHCEPBAHTOB M AHTHOMOTHKOBY]:
KHDOPMALHMIO. O BA3MOKHOCTH KPATKOBPEMEHHOTQ
XPAHEHHA U TPAHCTIOPTUPOBAHHS NPy NOBBILIEHHOH
TeMneparype: «JlonycKaeTes KpaTKOBpEMEeHHOe
XpaHeHue (He Gonee 24 waconp) K
Thancropripobanue (e Gonee 48 uagon) npu
TeMIeparype ue el 25 °Cy, :

Ha riepnyuiolt ynakonke yxasaio: Toprosoe
HaHMEHOBAHHE JICKAPCTBEHHOrO Npenapara ¢
NpeaynpenHTelHoA MapkipoBsiol ®, «Bakiuna
TenaTuia A, HAHMEHOBAHWE IPOU3ROANTENS, 06TLEM H
KOJIM1ECTBO, 103, HOMEP CEPHM, AATa BLITYEKA, NdTa
MCTEYEIUA ¢POKE TOAHOCTH ({KTOLiEh 10Y);

TIPEAY IPEANTENbHAA HANMUCE ( BETPAXHYTE).

Ha sropudioi né IBCK( aKC ) 1
TOPLOBOS HAMMEHOBAHHE NIEKAPCTHEHHOrO NpENapaTa
¢ IpeRynpeiuTenEHON MApKHpOBKOH ®;
TPYMIIHPOBONHOE HAUMCHOBAHHE IEKAPCTBEHHOIO
npénapa"fa; HAMMEHOBAHHE, IOTOTHI, anpec,
Tened)oH/daKe M Anpec SMEKTPOHHOrO calfta
NPOU3BOAKUTENS; JeKapCTBEHHAT ‘(hopMa, HOMEp, CepHH,
AT BHINYCKa, JATA HCTEHSHHS CPOKA TOAHOCTH
{«roneimon), crioco6 NpHMEHEHNA, KOMMUECTBO
AMTIYJ B YITaKOBKE, KOSIMYECTEO M B aMITyJie,
KOJWYECTRO 1103 B,YNAKOBKE; COCTAH Ha

1 M, yenoBKs Xpauenus, yernoBua otmycxa « s
neHeOHONPOGKMNAKTHYCCKAX: YHPEXACHMHN, HOMED
PErHCTPALMORKOTO YIOCTOBEPEH I, LITPUXOROH KoK
EAN, ¢ponctso uicHTHOUKALMHHY, ieKapeTaeHHOro
fipenapara — XBYXMEpHEIH WTPHX0BOH koa'(Data
Matrix), MHANDHIYANEHLIH cepuiinbti HoMEp
Toprosoit eaumuus! (S/N) wrnobansusl
HICHTHOHKALWORHBIHAHOMED TOProBOH eAMHULAI
(GTIN) 8:BMIe YUTAEMOTO NEYATHOO. TeKETA, i
npenynpeRtensabie Hanmucn: «Crepunsnon,. «Ilepen
NPUMEHEHHEM BCTPAXHYThD, (Xpanuts p

| HenoerymHoM auid aetell Meeren, «He conepct

KOHCEPBAHTOR U AHTHOHOTHIOBY; HI(OPMALIA 0
BOSMOICHOOTH KPaTKOBPEMOHHOIO XpateHus 1
TPAHCTIOPTUPOBARNA TIPH NOBKILICHHOH TeMIIEpaTY pe:
«[onyckaeresn KpaTkoBpeMeHHOE xpanenng (He Gonee
24'1acoB) u Tpancnopraponanue:(ne Gonee 48 yacos)

npu TeéMiepatype He phinie 25.2Ch,

Jaxmouenue: ATILTABAK® M (saxuuia i poUAAKTHKY BUPYCHOTO: renatuta A), eycnenans ZJI BRYTPUMBIL CHHOTO:BBCACHUSA
cepuu 130825 coornerctnyer rpeGopanmsam P N0O00461/01-260918 usm. Ne I-4.,

Hupekrop:no: kauecTsy:

«25y cenmibps 2025 p,

TACIIOPT Ne 1372025

«ATIBCABAK® My (Baicinna s NpoQHAAKTHKH BUPYCHOTO FeNaThTa A) CycneHaus ans BHYTPHMBILEYHOFO! BRCAGHHA CCpHs.

v

CTAPUMI MEHE [ 3Es

JIPATYH R.B.




