PA3PELHIEHHE
Ha BBOJ B Ipax/ianckuil o6opot B Poccuiickoit denepanun cepry WK HapTHH
npousseieHHOro B Poccuiickoit Penepamnyy umm BBo3umoro B Poccuiickyro ®eneparuro

MMMYHOGHOIOTIECKOr0 JIEKapCTBEHHOTO Mpenapara '
Ne P006-00110-77/03632707 ot 29.10.2025

Beigano  AxnuoHepHOMYy — OGIIECTBY "Bektop-BuAmsram", Poccms, 630559,
Hosocubupckas o6macts, ropomckoil okpyr paGoumii mocenox Komsmoso, pabouuit
nocenok Konbloso, 30ua Hayuyno-poussoactsennas, xopryc 104, MHH: 5433150823.
(HaumeHOBaHME IOPUANYECKOTO JINLa, KOPHAMYECKHit anpec, MHH)
Denepanbnas cayxba mo Hag3opy B cepe 3paBOOXpAHEHHsT HA OCHOBAHMH
sakmovennss  HcneiratensHodt  nmabopatopumm  Kpacmospekoro  ¢mmmana  OIBY
"MMITIOYAOCMIT" PocanpasHanzopa
(HauMeHORaHYE (eIepanbHOro rocy IapCTBEHHOrO GIOKETHOrO YUpexKACHNS)
or 27.10.2025 Ne 6091Kn-05/25 paspemaer BBOA B rpaXkaaHcKuii 0GopoT
(nara) (nomep)
B Poccuiickoii @exepannn HMMYHOGHOJIOTHYECKOr0 JEKAPCTBEHHOIO npenapara
AJIBITABAK® M |
(TOprosoe HaMMeHOBaHHUE)
Bakiyina 171s MpouiIakTHKH BUPYCHOTO rematuTa A
(MEXTYHAPOIHOE HENATEHTOBAHHOE HAHMEHOBAHME (TpyNnUpOBOYHOE FIIH XHMHYECKOE)
CYCIIeH3HUs U1 BHYTPHMBILIEYHOro BBeneHus 1 mi (1 1o3a) - amirynsi (10 mwr.) -
24K KapPTOHHBIC - JUIsl JIeYeOHO-IPOPUIaKTHIECKUX YUPEX ACHHUI
(popma BrITIyCcKa (¢ yKazaHueM TeKapcTBEHHOM (OPMBI, LO3UPOBKH, GaCOBKH) M KOIHIECTBO B YIIAKOBKE)

cepun 160925 , 00bem cepum mum maptun 7280 ,
(Homep cepum) (KONHYECTBO YNIAKOBOK)

roged o 16.09.2027

(cpox rognocTH)
Npou3BOACTBA  AKIMOHepHOro obmectBa "Bekrop-BuAmsram” (AO "Bextop-
BuAnsram"), Poccus, 630559, HoeocuGupckast o6macTs, TOpoCKoil OKpyr paboumit
nocenok Konbnoso, pabounit mocenox Konbiopo, HayuHo-poH3BOACTBEHHAS 30HA,
Kopnyc 104 (Bce cranuy, BKIIIOYas BEITYCKAIOIMM KOHTPOb KAYeCTBa).

(HanveHOBaHWe ¥ a7Ipec NPOM3BOAUTEIA (C yKa3aHHEM CTajHil IPOU3BOJICTBA)

Perncrpanunonnoe yxocrosepenne Ne P N000461/01 ot 29.05.2007.
JlepKaTellb PerHCTPALHOHHOIO YAOCTOBEpPEeHHs AxnuonepHoe obmectso "Bekrop-
buAnsram” (AO "Bekrop-BuAusram"),.-Poccms, 630559, Hoocubupckass 06macTs,
ropojickoi oxpyr pabounii mocenok Komsnoso, paGounit mocenox Komsroso, Hayumo-

IPOU3BOACTBEHHAs 30Ha, Kopiyc 104, v
(nauMeHOBaHHMe; ajpe
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Brapenen ITapxomenxo Jpurtpmnii Beesononopis
JHeficraurencn ¢ 07.04.2025 no 01.07.2026




Homep cepun: 160925

(gl Beicrop-Buansram

630559, Hoaocuﬁupckan 06, ropoficKoH okpyr pabouni nocenok Konsuoso;
paboyuit nocenok Konsuoso, Haywno-npoussoncrnenuan 30Ha, Kopnyc 104;
Tem/daic (383) 336-75-50 e-mail; office@bialgamiru;

OTnenGHONOrHYEEKOTO HITEXHOTOT HYECKOTY KOHTPOA
Ten/daxe(383) 373-68-35

TMACIIOPT Ne 16/2025

AJIBTABAK® M

Baxnuna Jy1s TpogHNaKTHKY BHPYCHOrO TeNaTHTA A
CYCNensus. ONA BHYMPUMBIUEYHO20 86eden s

Konugectso npomyxuwu s cepist; 7280 ynaxorox (72800 ammys o 1 Mir— 1 B3pocnas Ko3a)

Hara semycka; 16.09.2025 1.

TConew no: 16.09.2027 r.

AHanus sbionHes 1o PN000461/01-260918 mam. No. 1-4
TTpoussoncTBe BN mramm JIBA — 86

Hanmenosanne Hopwma mo:P N000461/01-260918 usne. No 1-4 Peaynbrats HCBITAHMH
TIoKazaTenex . )
Onvicanue - Crerka:onanecuupyrowas CyCrieH3us, npH Crerka onaNecUupyioLas CyceH3us, npH:
| OTCTaUBAHUHK PA3AENACTCH HA 2 CIOAY BEPXHHI - OTCTAMBAHMH PA3JIENACTCN HA 2 CITON: BEPXHMIA -
TIpO3pavHa, GeclBeTHAN JUNKOCTS; HIKHIY - npo3padHasdt, 6ECLBETHAT WUKOCTE] HHKHUMN = 000K
0canok Genoro HBETa, IErko pasGHBAIOLIHHGSH fipu ‘Benoro usera, erko’ pasbusaommics npx
BCTpaAxHBaHMY; Ge3 06pasoBaHmss XIoNsen H BOTPAXMBAHAY, 563 00Pa3OBAHIML XTOMEEE i
[TOCTOPOHHHX. BKITIOYCHIM, TIOCTOPOHHUX BRIIOUEHHUY.
| MogmunHoCTS | Tpemapar xomxen Gorrk mcmuansm AHTUTEHY TIpénapat WICHTHYCH ANTHTEHY BUPYCA: rénarura A u
: BUpyCa FenaThTa A i JOIDKCH HEAYLMPOBATE y MHIYURpYET Y MEILIEH 06DA30BAHHE QHTHTEN K Bprcy
MElLIel 06pasoBaHKe AHTHTE K BADYCY TemaTuTa A, | Tenatuta A,
H Or 7,0 5o 7,6. 7.4.
Wasnekaemslit 065em . Hemenee nomuuam,uoro (0:5 M 1 mu). 1,0 M.

ITpoxonumocts epes uriy

C}'CHGHSWI BaKHHHBI IIOJDKH& CBOGOI{HO HpOXO}Uﬂ‘B B

CyCreH3WA BAKINHBI CBOBOLHO NIPOXOANT BINTIPHI |

wmpyi yepes uriiy. 0,8 x.40. yepes oy 0,8 x 40,
CenmuMenTAIMONHAS ‘Cycnensus BakunHer, ofpasylomasicss npy ‘Cycnensns BakIHEY, 06PasyIomAascanpy
YCTOMYHBOCTE | BCTPAXUBAHWH, HE JOJDKHA PACCNAUBATECS B TCYCHHE | BCTPIXMBAHWH, HE DACCIANBACTCA BTEYEHNE:S MUH,
_He'MeHee 5 MuH.
CTepHIEHOCTE Bakituua Jo/KHa G5ITh CTEpHIEHOM. Bakuuua cTepunsHa:
TIuporexHocTs: ' Bakuung J07mKHa OLITE ANMHPOTEHHON, _Bakivia dnsporessa.
AHOMANEHAY TOKCHYHOCTE, " Bakuueg J0MKHA GBITE HETOKCHYHON, BéaKiuHa HeTOKCHUHA.

Crennduueckas axTHBHOCTS:

Onpenenenue CogepKanmua
AT Bra

Homxro 6birs He Meree 320 HPA EIl 51 xase

| ‘BaKUMHEF 418 BAPOCHEX # He Meree 160 UDA EJl s

I xo3e naKumuE! K5 neteH.

‘OtHowenns cogepxanna Al BIA B 1 ma ‘BAKUKHEEK

copepkaruio AI'BI'A B COIT Ne OBTK 065 zomkro
HaxonuTees Bripenenax ot 0,66/x0 1,66.

1 7034 BAKIUHET I74 BIPOCARIX COREPHUT
582,44 UDAEL,

Ornotuenus conepxanus AT BI'A B 1 M1 BakuuHE! k
comepxaruio AT BI'A.8'COIT Ne OBTK 065
cocrassiser 1,21,

Iondora cop6uun anTHreHa

KonMyecTso HecBA3aHHOr0 aHTHIeHa BIA B BaKLUHE
JomkHO 66T He Gones 6 % ot -obuiero: ‘KONUYeCcTRa

AT BI'A:B HanocanouHON KUIKOCTH He 06HApYKEH.

.anturera BI'A,
DopMansierux He Gonee 0,15 Mr/ma. 0,06 Mr/mu.
ATIOMVHYS THIpOKCH Or 0,35 10 0,65 Ml‘/MJ’(. 0 50 MP/MJ!

(B mepecyere Ha Al%)

Vnakoeka g

Tl0:0.5 M1 (l Jnerckas jo3a); I Ml nspocnax Z03a)
B amrtynax:wm 116 0:5 Mo (1 mercan no3a); 1Mi(l
B3pOCHAs J03a) B IUTIPHLAX ONHOPA30BOra, o,xmo,uo—
‘30BOTO TPUMEHEHHA,

610 AMITYJT-C BKIAMBIIICM THITA «3MEHKaY U3 Kap-

TOHA B NTAYKK KAPTOHHBIE - ¢ MHCTPYKILMEH 10 HpHMCa‘Q

HEHUIO U CKapHMKATOPOM aMITYIEHBIM,
M o 5:aMnyst B OTKPLITYIO KOHTYPHYIO SCHKOS

BYIO YIaKOBKY 3 TUICHKH IOAHBUHUAXIOPUIHON H| | ¢

(TIBX):.ITo:2 KOHTYpHEIE; AYEHKOBEIC YHAKOBKH B

Ta4KH KaPTOHHEIE ¢ KHCTPYKUHEH TIO' IPUMEHCHUIO T A 3
A g 'o
i %379 Hosg '
w"%rlouo. 936@

CKapU(HKATOPOM AMIYTLHEIM.

Eciu aMITy sl uMET TOUKY HANOMA Witk KONBLO
H3NOMa,. CKADH(IUKATOP: B YNIAKOBKY HE BKIANBIBAIOT;
o 1-10 mmpHues; kX ~ CHCI0H B KONNAYKE B

o 1 mn(1.83pacnas. Ho3a) B-aMmyTax,

o5 aMITyJI:B OTKPBITON KOHTYDPHOI stelKkoBoH yria-

KOBKE M3 TINICHKH TIONUBHEMIXTOpHHOR (TTBX).

H '?.24(“6”_ (: HBIC SUCHKOBLIC YAKOBKY B IIAYKH Kap-
ik ,@,%‘qg et Mo TPHUMEREHIMIO, CrapudHika-

TEHL) ﬁé}-@ WIOMEH (AMITY TbI CKOJBLIOM U310

/CTAP I mmun.

,npmu BB

TIACIIOPT Ne 16/2025

«AJIBIABAK® My (Baxuina wis npodHaakTaxs BUPYCHOTO renaTiTa A) CycneH3ns ins BHYTPHMBILEYHOTO BBEAEH




Q Bexrop-BuAnsram

630559, HosocHGupexas o6y, rOpoAcKol.okpyr paBoumit nocerioic Koribioso, OTREN GHONIOPHHECKOTD H TEXHONOTHYECKOTO KOHTPOMA

pabounit ncesnox Konsiono, Hayunonpowssonicrachsias sons, kopnye 104, Ten./hake (383) 373-68-35

Ten,/daxc (383) 336-75-50, e-mail: office@bialgam i

‘Haumenoparue ' Hopma o P N000461/01-260918 uam. Ne 1-4 ' " PesynbTATH! MenBITAHMK
Tokasarench

SaKPITOR KOHTYPHOM SHEHKOBOH YHIAKOBKE W3 TIACH-
ki [IBX; nokpriTolt. oneroit amoMusmesol ¢ aka-
MU TEDMOCBAPHBACMEIMH - O AHOH CTOPOHBI B NAUKH

KEpPTOHHLIE: ¢ MHCTPYKUMEH 110 TIPUMEHEHUIO,

Mapkuporka Ha nepniranolt ynakoske YKa3biBaIoT: TOProBoe Ha TEPBUYHON yna’xonxe'yx_diaaﬂo::mpmnoc
' HaUMCHOBAHHE /IEKAPCTBEHHOTO NIpENapata ¢ HaNMEHOBANHE JIEKAPCTBERHOTO Npénapara ¢
NpenRynpeauTesHON MapKuposKoi ®, «Bakiiuia. TIpEAYNpPeAUTENbHOM MapkuporKol ®), «Baknuua
renaTuta Ay, HauMeHoBaHue npoussonuTens, 06beM | rematuta Ay, HaUMEHOBAHUE NPOU3BORUTENS, 00beM U
VL KOIMHECTRO 103, HOMED'CEpHH, ATy BEITyCKa, KONUHECTRO 7103, HOMED Cepiuy, Hata BBITYCKa, JaTa
DAty HCTeUeRHA CPOKA TORHOCTH: («ronew nov), MCTEUEHHUSA CPOKA PORHOCTH (KTOXEH JOK),
TIPEAYNPEANTENEHYIO HANUCE. ¢ BCTPAXHYTEY, TIPERYNPEAUTENEHAS HALIIUCE «Bcfpn’xr’ryrb».
Hasropuynoi 6 ko) yi: . Ha propuanoit (norpe6urenscroi) yraxoske yxasano:
YKa3BIBAIOT: TOPTOBOC HAMMEHOBAHUE TOPrOBOE HAMMEHOBAHHE IEKAPCTBEHHONO TipenapaTa
NEKAPETBEHHOTO npenapara.c npeaynpeauTensHoi C NPEAYNPERUTENEHOA MapkUpoBKoH ®,
Mapkuposkoi ®, FPyNIUpOBOYHOE HAMMEHOBAHKE TPYNMHPOBOTHOE HANMEHOBAHMUE TIEKapCTBEHHOTO
JICKAPCTBEHHOLO npenapara; HauMeHOBaHHE, Tpenapata; HaUMEHOBAHHUE, IOTOTHII, ‘afipec,
Jiororur, anpec, Tenedon/dake u anpec Tenedor/pake uanpec aNeKTpoHHOTo catita
AMEKTPOHHOTY CalTa NPOU3BOAHTE/IS;: TIPOM3BOXMTEIS;. IEKAPCTBEHHAS dopma, HOMEp CepHH,
NIEKAPCTBEHHYIO (OpMY, HOMEp Ceplt; JaTy JiaTa BEINYCKa, NaTa HCTEYEHUA CPOKA TONHOCTH
BBITTYCK4, HaTY HeTeyeHus CpOXa FONHOCTH (KromeH ‘(«ronen non); cnocol TIPUMEHEHHS, KOMYECTBO
| HOY), CHIOCO6 IIPUMEHEHNS, KOTUYECTED amryi - | ‘BMIYJ1 B yNakoBKke, KONHUECTBO M B aMITy e,
(ﬁmﬁﬁﬂcn) B YN4KOBKe; KOTHYCCTBO MII B aMITyJie KOMMYECTBO 103 B YNAKOBKE, COCTAB HA

(mqpnue), KONUIECTRO 103 B'YNAKOBKE, COCTaB Ha | 1 M, yenoBus xpaeniis, ycnosus ornycka «[na
Mi(cocran HA'0,5:M01), YCHOBHA XpaHeHus; yenosus | eqe6HO-NpodUIaKTHIECKIX yHUpexuaeHuity, Homep

otmycka « s iee6HO-npodiunaKTHEecKIX - | [PErUCTPAlIAOHHOTO Y AOCTOBEPEHI, WITPUXOBONKOL
YHPERICHUIY, HOMED PELUCTPAIHOHHOTG: EAN, ¢cpencrso HOCHTUHKAUMH TIEKaPCTREHHOrO
yxocmnepeﬂun,; wTpuxorol kox EAN, cpefictso, TIPENapata — ABYXMEPHSI WTpHXoBoif kox (Data
HICHTHHKALMI NeKaDCTBEHHOTO npenapara~ ‘Malrix), RHAUBHLYANEHELA CCPHHHELH HOMEp
ABYXMEDHBIR 10TPHX0BOH Ko (Data Matrix), TOProBoi enyHuis! (S/N) 1 rnobansHk
MBANBUIYANBHEL CeDUIHBIA HOMED TOProBOM HICHTHUKAUHONHEIA HOMED TOPrOBON €AMHHLET

énauuur;‘x;(SﬂQj M 06ANE HELE MOEHTHPUKATHOHRELH (GTIN) B Bune unTaEMOro NEYaTHOrO TEKCTA,
HOMep ToproBoit eaunmust (GTIN) B BUzE uMTaeMoro TpeRyNpEATENBHbIC HANmHcH: «Crepuasroy, «[lepen

TIEHATHOTO TEKCTa, MpeaYNpEnUTENBHbIE HATMUCH: NPUMEHEHHEM BCTPAXHYTEY, «Xpauuts B
«Crepunsrox, «ITepea npHMeHeRueM BCTPAXHYTEY, | HELOCTYNHOM Aas Aereh Mecten, «He comepycut
«XPpaHWTE B:HEOCTYHON 11 Retelt MecrTen, «He KOHCEPBAHTOB M AHTUBHOTHKOBY; uH(pOpMarius 0

- COREPAKHT KOHCEPBAHTOB U AHTHGHOTHKOBY; BOIMOMKHOCTH KPATKOBPEMEHHOTO XpaHEHHA. H
HHQOPMAUHIO O BOIMOKHOCTH KPATKOBPEMEHIOro TPAHCIOPTUPOBAH IDH NOBBIICHHOR TeMnEpaType;
XPAHCHMA ¥ TPAHCHOPTUPOBAHMS HipY TIOBEIIEHEOMH «JlonycKAeTCA KpaTKOBPEMEHHOE XpaHeHue.(ne Gonee
TeMnepatype: «JlonycKaeTes KpaTkoBpeMERHoE 24 4acos) u TpaHCNIOpTHPOBaHUE (He Gortee 48 '4acoR)

Xpanenne. (& -Gonee 24 wacos) ¥ ‘ npy Temnepatype. g Betire 25 °Cy.
TpaHenoprHposanue: (He Gonee 48 acos) npu: :
_Temnepatype He e 25-°Ch,

Baxaouenne: AJTbLTABAK® M (BaxumHa 1s NpodUnaKTHKH BUPYCHOTO TenaTuTa A), CyCcneHsus i BHYTPHMEBIUEHHOT0 BBEACHUH
-260918 uam. Ne 1-4, '

cepun 160925 coorsercreyer TpeGopanuam P NO0046d,
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