PASPEINEHHE
Ha BBOJ, B rpaxxpanckuil o6opor B Poccutickoit denepanun cepun wiv NapTuu
npoussegeHHoro B Poccuiickoit ®@enepauun unu BBosumoro B Poccuiickyro @enepanuro

MMMYHOOHOIOIUYECKOr0 JIEKApCTBEHHOTO Ipernapara
Ne P006-00110-77/03187738 ot 15.09.2025

Bripano  AxumonepHomy obmectBy  "Bexrop-buAseram", Pocoms, 630559,
HoBocubupckast o6nacts, roponckodl oxpyr pabounit mocenox Koseroso, pabounii
nocestok KosipLioso, 3oHa HaydyHo-nponsBojcTBeHHas, kopryc 104, MHH: 5433150823,
(HanMMeHOBaHMe IOPUAHYECKOTO JINLA, Fopuanyeckuit anpec, THH)
@enepannuas cayxba no Hapzopy B cdepe 3ApaBoOXpaHeHMs] Ha OCHOBaHUH
sakrouenust  HMceneitatensHoit  naGoparopum  Kpachospekoro  ¢ummana OI'BY
"MIMIIDYAOCMII" PocsnpaBHanzopa : '
(HaumeHOBaHKE (efepatbHOr0 rocy JapCTBEHHOrO GI0DKETHOTO YUPEKISHH)
or 12.09.2025 Ne 503JKn-05/25 paspemiaer BBOJX B rpakaaHcKuii oGopoT
(mara) (nomep)
B Poccuiickoii Megepanmmn UMMYHOGMOJIOTHYECKOT0 JeKaPCTBEHHOr0 NIpenapara

AJIBIABAK® M

(TOpFOBOC HaHMeHOBaHI/Ie)
Baxuuna ans npodriakTHKY BUPYCHOTI'O rernatura A
(Mex(nynaponuoe HEMaTeHTOBAHHOE HAMMEHOBAHHE (prnﬂHpOBO‘lHOC WK XHMH‘IGCKOC)
CYCTIEH3Us s BHYTpUMbILIeyHoro BBepenus 1 mi (1 gosa) - ammyser (10 mwr.) -
[IaYKH KapTOHHBIE - JUIsl JIe4eOHO-MPOMIIAKTHUECKUX YUpeKIeHUM
(thopma BEIMyCKA (C YKA3aHHEM JIeKapPCTBEHHOM (OPMBI, TO3KPOBKH, (PACOBKK) U KOJIMYECTBO B YIIAKOBKE)
cepun 120825 , 00beM cepuM WU mapruu 5254 ;
(HOMep cepun) (XONMYECTBO YaKOBOK)
rogen no 06.08.2027
(cpox rogHOCTH) ‘ ‘
npounsBoacTBa  AxuuonepHoro obmectsa "Bextop-buAmsram" (AO  "Bektop--
BuAnsram"), Pocens, 630559, HoBocubupckast 061, ropojckoit okpyr pabouuii mocesiok
Konbioso, pabounit nocenox Konsuoso, Hayyrno-npoussoscteennas 30Ha, kopiyce 104
(Bce cTaziuy, BIUIIOYAs BBITYCKAIOIME KOHTPOJIb KAYecTBa).
(HauMeHOBaHKE U afpec MIPOU3BOANTEI (C YKa3aHHEM CTajuii IPOM3BOICTBA)
Perucrpauuonnoe yxocrosepenue Ne P N000461/01 or 29.05.2007.
HepskaTesb perucTpaMoOHHOro yIOCTOBepeHHsi AKIuoHepHoe ofmecTBo "Bekrop-
buAnsram" (AO "Bexrop-BuAmeram"), Pocens, 630559, HosocuGupckas o6macts,
FOPOJACKOM OKpyr paGoumii moceyox Konbuoso, pa6oq1/m I1OCeJIOK Konbuoso Hayuno-
IIPOM3BOACTBEHHAs 30Ha, kopryc 104, 3

", KOMMA BEPHA

! TIOhNKCh @M u@%

’ & CTAPUMI MEHEJ ¥E C}
D g{,‘{/

3aMeCTHTENb PYKOBOIUTEIS HPA?YVH B, Beorr
DS IROH A.B _I%apxowxeﬁxo

Pocznpasnanzopa

JOKYMEHT ITOJIMICAH
EKTPOHHOM HOMIIHCHIO

Ceprudimixar 42D1B24AD82BBD113BD1263FE2CCBCRI
Branenew Hapxomewko Oairrpiit Beenosiogonuy
JNenervurenes ¢ 07.04,2025 no 01,07,2026




(et

630539, HosocGupcican:o0h,, Foponckod akpyr pabouni nocénak Koliiioso,
pabounit nocenok:Konkupoo, Hayuio-npon3sonctscrian soua, Kxopnyc 104,
ten/Qake(383) 336-75-50, ¢-mail: office@bialgamiru

Howmep cepuu: 120825

Bewrop-BuAnsram

Orzie/r GHOM0THYECKOTO' U TEXHONOPHYCCKONG KOHTPONA
Ten/haxc (383) 373-68-35

ITACIIOPT Ne 12/2025

AJIBIABAK® M

Baxcunha A0 npodHIaKTHKH BHPYCHOrO renathra A
CYCNEH3usL ONR GHYIMPUMbBIULENHOZ0 66e0eHUS,

KosmecTso nponykiun b oepyu: 5254 ynakosku (52540 amiyn o 1 w1 B3pOCTaN [03a)

Hara Beinycxa: 06.08.2025 .
ToneH no: 06.08.2027 r.

Anamus sstnomier o P N000461/01-260918 usm, Ne 1-4
IIponssoncTaennsii mitamm JIBA —~ 86

Haumenosanue

Hopmanio:P N000461/01-260918 uzm, Ne 1-4

Pesyasrathi ACTIBITAHUA

nokasarenei

Omicanue Cnerka.onaneeunpylouas CycreHsus, npu Chera oranecuupyIomas gy CrieHs s, pyu
OTCTAHBAHUK Pa3BEIIETCH Ha 2 CNIOA: BEPXHUHA - OTCTAHBAHUH PAIACNHCTCA HE 2 C1on: BEPXHUMH ~
Npo3pavHas, 6eCLUBETHASN KUIKOCTE] HIKHUY npo3payHas, GECUBETHAS HUAKOCTE; HWKHUH - OCAIOK:
ocanok Genorousera, erko pasGusalowuics npu Genoro uBeT, IErko: pasGuBaAIONIMICA NP1
BCTPAXUBANKH, 6e3:00Das0BaHUA XIIOTLEE U BCTPAXHBAHUK, 5e3 00pa3OBaHu XNoNbes 1
NTOCTOPOHNHX BKIIOYGHHU, MOCTOPOHHHX BKITIOYCHHHN:

NounuunocTs [penapar nomien GbITh UWACHTHYHEIM AHTHE euy [Tpenapar naeHTHYEH aHTHICHY BUpYCa renaTuTa A W

BUDYCA FeNaTHTa A 1 NOIKEH HHAYURPOBATE ¥
MblLiIeH 00 pasoBAHNe aHTHTE K BUPYCY TEMATHTA A,

WHIYLHPYET Y MEIUEH oGpaaonaane AHTUTEN K BUPYCY
refaruta A.

pH

017,010 7,6.

| 7,38,

. M3snexaemulii 06beM

He:menee momuganshoro (0.5:wmm; 1 M),

- 1,0Mm

IpoxoaumocTs:Hepes uriy

CyeneH3us BakUMHE! JOMKHA CHOGOHO IPOXOAKTE B |

wnpyu yepes uriay 0,8.x 40,

‘CycneHans BakUKHE! CB06OTHO TIPOXOKMT B LUNPHLL

yepes urny. 0,8 x 40,

CenumMeHTallHOHHAT CycneH3us BakunHbl, 06pasylouascs npy ‘CyCren3usa BakiuHEl, 0OpasyioLiascs npu

YCTOHHHUBOCTE BCTPAXMBAHHY, HE KOIDKHA PACCHAUBATECH B TeHEHHE BCTPAXUBAHMY; He PACCHIAMBACTCA BITEYEHHE 5 MUK,
HE MCHEE S MHH, .

CTepHLHOCTS BaxuuHa 10J0kHa GbITE CTEPHUALHOMH, | Bakuuna oTEpHIbHE,

Tuporeanocts Bakuuna jiosokia 651Ts aTHpOreHHOH, Baicunna ANUPOTeHHA,

AHOMANEHAL TOKCHUHOCTD

BakuxHa fomKHa 6bITh HETOKCUMHON,

Croeuudmyceran akTHBHOCTb:
Onpenenenye conepamkanms
AT BLA

Homiro Guits nemenee 320 HOGA BIIw | nose
BaKUWHE! IS B3POCHBIX- W lie Menee 160 UDA B &

1 203¢ BAKLMHB! 1A AETCH,.

Orromcnne copepianus AL BCA v 1. MT BaKUMHE! K

- conepacdunio AI' BLA 8 COIT Ne OBTK 065 momxro

HaXOINTECA.B npenenax o1:0,66: no. 1,66,

Baxunna HetokeHuna,

612,74 DA ELL;

Ornowenng cofigpicanns AT BIA B T M BaKUMHEI k

1 posa BAKLWHA J0TS BIPOCHBIX. CONEPIKHUT

conepxaniio. Al BIA '8 COIT Ne OBTK 065
cocraiiser 1, 27.

Tonnota copiu anTHreHa

KonmuecTno HECRAIAHHOrO anTHrena BLA B uaxum{c'
Zomiio 65Th He:Gonee 6 % oT 061Luero KoMMuceTsa

aHTHreHa BIA.

"AT'BT'A. B HaZ0CANOMHOH KUIAKOCTH HE OGHAPYEH:

DopmanLaermg

He 6onee:0,15 mr/ma.

0,05:Mr/mi,

ATIOMUHUA THOPOKCHA
(B mepecuere Ha A1)

Or 0,35 000,65 Mr/ma,

0,45 mr/mn,

VYnaxoska

110.0.5 ma (1 neteras nosa); 1 Mo (1 B3pocnan zosa)
B aMmrynax: unu mo 0.5 M (1 aerckas gosa);. I Mm:(l -
B3POC/AN 71034) B INTIPULIAX OXHOPA30BOr0, OXHOA0~
30BOIO IPHMEHERUS,

ITo 10 amnyn' ¢ BXNGIBIICM THNA K3MEHKAY U3 KAp~
TOHA'B TIAYKH KAPTOHHBIE C HHCTPYKUKMEH TIO npmvte-
HEHHIO ¥ CKAPH(IHKATOPOM AMITYJTLHEIM,
Wnu no § amMnysn B OTKPRITYIO KOHTYPHYIO stueliKo-4
BYIO YNIAKOBKY M3 TNCHKM IIONMHBHHUIXAOPURHOM f
(TIBX). ITo 2 KONTYpHbie AueKOBbIE YHaKGBKM B

11A4KH KAPTOHHBIC G- MHCTPYKIHOH NO npumcucnmc%

CKapU(IMKATOPOM AMITY NEHEBIM,

Ecnu aMmy /st HMEIOT TOMKY HAJNTOMA WITH KONILLUO
H3NOMA, CKapH(PHKATOP B YNAKORKY HE BIIALLIBAIOT:
To 1-10 1INPHALCH, KB = G HPIOH B Konrayke B

Tdfwme‘ ﬂuo@ lyueltnio npumeHeHmo, cxapnd)mm-
) am%fa ‘o e

o 1'ma (1. Bapocnas posa) B amriynax,

Tlo 5.aMmy;t & OTKPRITOM KOHTYpHOMH sTuelikoBoi yria-
KOBKE W3 INCHKH NoNuBHHUAXNopuaioi (TTBX).

Mo g wpﬂb‘lf AYCHKORBIS YNAKOBKH B IAYKY Kap~

KOﬂl/lﬂ BEPHA
roAanch Blauyd

G’IAPw% \mtnt,&)’.t:
EPAB’VHV E.}ﬁ.

TTACITOPT Ng 12/2025

«AJIETABAK® My (Baxiuina Ui mpodMnakTukH SHPYCHOTO renaTira A) CYCIICHIUA JULT BHYTPHMEILEYHOTO BBENCHHSA CEPH 120825 (a)wnynsr noA M),

Cmminualmz 2




630559, HosocuGupekan 0611, ropockoi okpyr paGounit nocenok Koasuono;
paGouuﬂ nagenok Konsuoso, Hayuuc-npoianoncrackitas sona, kopnye 104,
Tén/haxe (383) 336-75-50, e-meul office@bialgam:ry

Beierop-Bulasram

Oruen GHONOTHIECKOTO H TEXHONOTHHECKOrO KOHTPOIA
wen/bake (383) 373-68-35

Haumenondnue .Hopma nio P N000461/01:260918 nam. Ne 1-4

noxasarenein

PeayfibTathl MCHBITAHK

zalcpbrroﬁ KOHTYpPHOH A4EHKOBON YIIAKOBKE M3 TIICH-
xu [IBX, nokpEITod ioibroi anoMUHHEBOH ¢ Niaka-
MM TCPMOCBAPURAEMBIMH.C: OZIHOM CTOPOHE! B:MAYKH
KAPTONHBIE ¢ HHCTPYKIHEH 110 NPUMEHEeHHIO,

Mapkuposka, Ha nepBuMHON YrIaKoBKe YKA3KIBAIOT: TOProKOE
HauMEHOBAHHE IEKAPCTBEHHOr npenapara ¢
npenynpeaurensHoi Mapkuposkoi :®; «Bakumua
renaruta Ay, HAIMMEHOBAHUE TIPOH3BOAUTENS, 06bEM
H'KONMYECTBO K0T, HOMEP CEpMU, NATY BLINYCKa,
DTy UCTEHEHUS cpOKa TORHOCTH: («TOAEH HO»),
TMPERYNPEANTENLHYIO HAMHEL « BeTpaxnyTey,

Ha propuynoit(notpeburenscrott) ynaxosxe
YKa3nIBaAoT Toprozae: HauMeHoBaH e
JIeKAPCTBEHHOTY TIPETIAPETE C TIPeAYNpPEAUTEIRHON
MAapKHPOBKOH ®, rpyNHAPOBOYHOE HARMEHORARME
TICKAPCTREHHOTO Npenapara; HAMMEHORAHUE,
JtoroTum, anpec, renedion/dake u anpee
BNEKTPORKOrO caliTa npoussoMTENA;
nexapeTResHyIo opMy, HOMEp.CCPUH, RaTy
BbINYCKA, JATY HOTEMEHHS CPOKa FOLAHOCTH («roneH
A0%);,Coco6 NPHMEHEHHS, KOMMYEGETEO amMmy
(luripiues)'s ynakoske, KONHHEETRO MA'B aMNye

| (npuiie), KonM4ECTRO HO3 B YNAKOBKE; COCTAB Ha, |
M1 (cocTan,Ha 0.5 Mit), YCIOBHS XPAHEHNS, )Y CIOBUS
gtnycka ¢ s ieteGHo- -NPOQHNAKTHHSCKIX
YHUPOKAGHHUED, 'HOMED: PErHCTPALIHOBHOTO
YROCTOBEPSHH, WWTPUXOBOH KX 'EAN, opeicrao
WAEHTH(HKALMY IICKAPCTREHHOTO NPENapaTa —
ABYXMEPHEIR WTpHxoBoit kox (Data Matrix),

| ‘MHOUBARYQNBHEI. CEPHMHBIH HOMEpP TOPLrOBOM
enurruss (S/N)u.enoGansHei iIeRTH Hcaupor b
Homep Toprosoit enutnuel (GTINY B BUAC YUT2EMOTO
NE4ATHOr0 TEKCT], MPEAYNPEAUTENEHEIC HATIMON;
SCrepunsron, «IIped IpUMEHCHHEM BOTPAXHYTEY,
«XpaHATE B HEROCTYNHOM A AeTelt, Mecten, «He
COAEPKHUT KOHCEPBAHTOB 1 aHTHEUOTUKABY;
HH(OPMALIHIO 0 BOSMONHOCTH; KPATKOBPEMEHIIOTO
XPAHEHNS K TPAHCTIOPTHPOBAHUA TIPH NOBEILEHHON
Temfieparype; « lonyckacTes KparkoBpeMEHHOE
XpaHenue.(ne Gonee 24 4acoB) u
TpascnopTvponanne (e Gonee:48 4acos) nipu
TEeMNEPAType He Beiue 25 °Cy,

HETEYEHUS CPOKa TOANOCTH ((rOHes 10M),
MpenyNPeNUTeNBHAS HATHUCH K BCTPAXHYTHY.

Matrix), uuzxuauﬂyaﬂbubm cepuBnkiit HomMep

Ha nepsuyiofi- ynakosKe yxa3ang: Toprosoe

HAUMEHOBAHHE ICKAPCTBEHHOrO Npernapara ¢
TIPEAYNPSANTENEHOA MapkupoBKol ®, «Bakiuna,
renarura A%, HaUMGHOBAHUE NPOUIBOAUTENS, 0GHEM U
KONMUYECTRO 03, HOMEDP CCPHMU, NATA BRITYCKa, fATa

Ha sropuynoit TEABCKOH) YIAKOBKE YKazAHO!
TOProBOC HAUMEHOBAHUE nekvapcrucnu_oro npenapara
C TIpeAYNPenUTEEHoi MapKupoBKoil ®,
rpynnuposomoc HAUMEHOBAHUE JIEKAPCTRCHHOIO
Tpenapara; HauMeHOBAHHUE, IOTOTHII, aIpec,
teneiioH/iaxe 1 axpec OMEKTPOHHOrO catita
TIPOU3BOAMTENS; NEKAPCTREHHAS {OpME, HOMED CephH,
Jata BEITYCKE, AaTa HCTEYEHAA CPOKa FOAHOCTH
(«roxmer 10%), ©Noco6 NPUMEHENHS, KOTHYECTRO
amnyn B YIaKOBKe, KONUYECTBO MIT B amITyJie,
KOTHYUECTBO RO3 B YITAKOBKE, COCTAB HA

1m0, yenoBus xpaHeHus, yenoBwi otmycka « s
NEHEOHO-NPOBMIBKTHYECKIX YHPSIRISHUIY; HOMED
PECHCTPALMONHOrO YAOCTOBEPEHHS, TPHXOBOH KOA
BAN, cpenctso uneATHHIAUMI NekapoTREHHOrO
npenapara — AByxMepHEIf wrprxosoit kox (Data

TOProno# exunmuuer:(S/N) 1 rnobansHsti
MICHTH(UKAUMOHHEIR HOMEp TOProBOH enMHMUL!
(GTIN) B BURE YHTAEMOTO TIEHATHOrO TEKCTA,
npesynpeauTensybic Hannuer: «Crepunsron, «Iepex
TIPUMEHEHNCM. BCTPAXHYTEY, « XPaHUTL B
HeaoeTYNHOM A Aerelf mecten; «He conepaeur
KOHCEPBAHTOB: M- AHTHOMOTHKOBN; UHOpMALHs 0
BOIMOXKHOCTH KPATKOBPEMEHHONO, XPAHCHHS U
TPAHCMOPTHPOBAHHA NPH NOBKIIEHHON TeMICpaType:
«lonyckaercs KpaTkOBPEMEHHOE XPAUEHHE (e Bonee
244acoR) 1 TpancnopTHpoBaHye (He Gonce 48 yacon)
TNpy TeMnepaType 1e Bhitue 25:°Ch,

3akmouenne: A.JII)I"ABAK‘D M (Baxuuna ans npoqmnaKTHKM Bupycmnro r‘enam’x@A JHCYLIEHIH JUIK BHYTPHMEILICHHOTO: BBEACHHS

W.o. navansuuia oraena 6HONOrHUECKOrO 1
TEXHOITOPHYECKOTrO KORTPOIA

«10» centabps 2025, B, e
0,
J;I’7n¢§é
"I”Umno“
S o

TIACTIOPT Ne 12/2025
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 KOMMA BEPHA

HOJTMCE %8}%
CTAPUMIE MEHE
JPAFYH B.B.

«AJILTABAK® My (Baxunna ana npo)unactikH BHPYCHOT0 TeratiTa A) CYCNCHINA AN BHYTPHMBILIECHHORO BBEACHHA CEpHA 12082‘5?(11Mhym.r no i Mn)
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