PA3SPEIIEHUE
Ha BBOJL B Ipa)k/iaHCKu# 060poT B Poccuiickolt Ddexepauuu cepun Win napTHy
npousBeneHHoro B Poccuiickoit ®enepanuu wim BBo3uMoro B Poccuiickyro ®enepanmo
MMMYHOOHOJIOTHYECKOT0 JIeKapCTBEHHOTO [penapara
‘Ne P006-00110-77/03381032 ot 13.10.2025

Beinano  AxumonepHomy — obmiectBy — "Bekrop-BuAneram", Poccus, 630559,
Hogocubupekast o6macte, ropomckolf oxpyr paGoumii mocenox Kombioso, paGounit
nocenok Kosbloso, 308a HayuHo-nponssoacTsenHast, kopiye 104, MTHH: 5433150823,
(HamMeHOBaHKE IOPHANUECKOTO JTHLA, FOpHAHYecKkul anpec, THH)
DenepaibHasg cIyxk6a 1mo Hagzopy B cepe 3ApaBOOXPAHEHMS HA OCHOBAHMH
sakmovennst McmeitarensHoif  nmaboparopuu  Kpachospekoro  duimana  ®IBY
"MIMLIDYAOCMIT" Poc3npasHanzopa
(HaumeHOBaHKe (eIePaNTEHOrO roCYAaPCTBEHHOTO BI0KETHOTO YUPEIICHYS)
or 09.10.2025 Ne 587[Kn-05/25 paspemaer BBOA B rpasaaHcKuii oGopor
(nata) (romep)
B Poccnitckoii @enepauu MMMYHOGHOIOMHYECKOr0 JIEKAPCTBEHHOI0 penapaTa
AJIBTABAK® M
(Topropoe HalMEHOBaHUE)
Baknuna 11 IpouIakTHKK BUPYCHOTO renarura A
(MEXIyHAPO/IHOE HEMATEHTOBAHHOE HAUMEHOBAHHE (TPYTINMPOBOUHOE HITH XHMUYECKOE)
CYCIIEH3US IIsl BHYTpUMBIIeyHoro BBeaenus 0.5 mu (1 go3a) - ammysist (10 wrt,) -
NaYKH KAPTOHHLIE - JUIs JIe4eOHO- PO MIAKTHYESCKHX YUPEKIECHUN
(opma BrImyCKa (C yKasaHMeM NeKapeTBeHHOM (JOPMBI, ZO3MPOBKH, (acCOBKH) U KOJTUYECTBO B YIIAKOBKE)

cepun 150925 , 00bem cepuu wiav naprun 4871 y
(HoMep cepun) (KONMUYECTBO YIIAaKOBOK)

roged no 04.09.2027

(CpOK romHOCTH)
TIPOM3BOACTBA Axunonepdgoro  obmecrsa "Bextop-BuAneram" (AO  "Bekrop-
buAnbram"), Poceus, 630559, HoBocuGupckas o6nactb, rOpoACKo# oKpyr paboumii
nocenok Konsnoso, pabounit mocenox Konbroso, Hay4HO-IPOM3BOACTBEHHAS 30H4,
- koprye 104 (Bce cTaguu, BKIIOYAs BEITYCKAKOIIMH KOHTPOIIB KAYECTBA).

(Haumenoaaﬂue U afpec NpoUu3BOaNTENS (C YyKazaHueM cTagui nponsaozxcma)

Perucrpanmonnoe ynocrosepenne Ne P N000461/01 or 29.05.2007.
HepxkaTe/ib perMcTPanMOHHOTO YAOCTOBepeHUs1 AKUuOHepHOe o6mecTBo "Bexrop-
buAneram" (AO "Bexrop-BuAnsram"), Poccus, 630559, HoBocuGupckas o6nacTs,
ropoJicko# oxpyr pabounit mocenox Komploso, paGouumit mocenok Konsnoso, Hayuwo-
NIPOU3BOJCTBEHHAN 30Ha, Kopryc 104,

’t.w:;z:' Ui p

CTAPLMS mm «ﬁ

JiParyn ;g. B.

3aMeCTUTENE PYKOBOJIUTEIS
Pocanpasnanzopa

LIOKVMEHT HOI[HI/ICAH
EKTPOHHOM ITOMITHCHIO

Cepruuxur 42D1B24AD82BBD113BD1263FE2CCBC89
Brageneu Iapxonenxo Jyurpuit Beenonoponiy
Jedtcrnurtenen ¢ 07.04.2025 o 01.07.2026




630559, HowocuGupckas o6n:, ropockolt oxpyr paGount nocenok Konslono,
pabounit nocenok Konuuoso, Haywno-npouznoxcmeuuau 30Ha, kopnyc 104,
Torm./(parc(383).336-75-50, e-mail: office@bialgam.ru

Howmep. cepun; 150925

) Beitrop-EuAnesram

“ Orjiesn GHOROFHYECKOTO U TOXHONOFHIGCKOTD: KOHTPOIS
ten/daxe (383) 373-68-35

ITACIIOPT Ne 15/2025

AJBIABAK® M

BatuuHa gt podRIAKTHKH BUPYCHOro renatrra A
CYCHEHIWE ONA BHYNIPUMBITUEUH 020 BEE0EHUA

Komruecrso npopryxunp B cepuu: 4871 ymaxoska (48710 ammys 0 0.5 Mt~ 1 netoxas mosa)

Hara Beimycka: 04.09.2025 .,

Tonen no: 04.09.2027 r,

Ananns semoner no P N000461/01-260918 uim. Ne 1-4
TIpoussoncreequbid nrramm JIBA — 86

Haunmenosanue Hopma 1o P'N000461/01-260918:mam, No 1-4 PesynetaTer uonkranuit ¢
rioKazarenci : ‘
Onucanue Crerka oniafieciupyiotian cycnenaus, npH Crieria OTIANCCLMPY I0LIAK CY CTIEHINS, XIPH

OTCTAUBAHKW PA3AENIeTCs Ha 2 CHON, BEPXHAN =
npo3payHal,. 6ecineTHAN KIAKOCTE; HIKHUY -
ocaznol 6enoro Lperd, Nerko pasbusaouhes Npy
BCTPAXMBAHHH, 663 06pa3oBaHMsI XIONLEE 1
NOCTOPOHHHX. BKINOYEHUHA,

OTCTAHBAHMI PASACIACTCH HA'2 CIOAY BEPXHHH -
npo3paunan, GeclBETHAR JHUAKOCTE; HIDKHIH « 0CANOK
6eroro uBeTs, NErko pasoHBAIOWMICS TPH.
BCTPAXUBANIY, §ea:00paIoBaNA XIONbEB U
TIOCTOPOHHMX BIIOHEHIH,

Monnnunocts

TIpeniapar (OIDKEH ORITh HECHTHYHEIM: aHTHICHY:
BUPYCATENaTHTa A M NODKEH WHIYLMPOBATE Y )
MBILIEH 06pa30BatKe AHTHTEN K BUPYCY renaThra A,

TIpenapar HIGHTHYEH AHTHICHY BUpyca rena’rmn Au
MHEYUMpPYET Y MEIUeH 06pa3oBanme: aHTUTEN K BUpYCY
renarura A:

pH

01 7,0 10.7,6.

T4

HapféxaeMblit 06LeM

He meneenomunansioro (0.5 M 1 Mn)s

0.5:mm.

TpoxoauMocts uepes uray

Cycnensud BakLyHbl Z0mKHa CBO6OAHO IPOXORUTE B
wrnpHL yepes ury 0,8:x 40,

CyCriéHara BakUMHLL CBOGOXHO:IPOXOLUT B WNPHLL
uepe3-urmy 0,8.x 40.

CenuMenTanuonHas’ Cycriensysi Bakiwiiny, 00pasyiomancs upu CycnieH3ns BAKUHHEY, 00pa3yIoWascs npy

YCTOHYHBOCTE BCTPAXUBAHUH,. HE JOJIKHA PACCHAMBATECS 1 TEYEHHE | BCTPAXMBANHH, HE PACCIAMBACTON B TEHEHUT 5 MHUH,
HG MEHCC 5 MUH:

CTepUaBHOCTE Bakuuna q0miHa GBITE: c-rcpxmwoii BaxunHa: OTepHUILHE.

HHDOFCHHOCTB Balcunua JOKHA OBITEH BIIHpOI‘GHHOﬁ. Ba.KHHHa anupor‘eHHa

AHOMATLHAY. TOKCHYHOCTD

BakiuHa 10mkHa 6bITh HETOKCHUHON,

BakLnHa HETOKCHYHE,

Crenmnuyeckas: akTHBHOCTS!
‘Onpenenciive COREPKAHIA
AT BrA

Homxio Grirs nemenes 320 MDA EXl 5.1 nose
BAKIMHE! AN B3POCALIX K HE Meree 160-UDA EXl s
1 1036 BaKUMABL MUTA DETCH;

Ornowenne conepxanus AI' BI'A 8.1 My BaKIMHB K:

cogepuannio AT BIA 3 COIT Ne:OBTK. 065 momxko
HaxoAuThed B npeaenax ot-0,66 .10, 1,66,

1 71034 BAKUIHHBL ANS. netrel COLCPKHAT
17,67 UDA B,

‘Ortuowenwe cozlépx;aum AT BIA:B 1 MI BRKUMHBLK.
conepxanuio AL BI'A:s COIT No:OBTK 065
cocrasiser 1,32

ITonuoTa copoUMU aHTHIEHA

Konuuecro necsazanioro anrureda BLA B BakuuHe
ZomkHo GITh He:Gonce 6 % 0T 0f1wero koauecTsa
alrurena BLA,

AT'BTA B HANOCAKOYHON MKHMAKOCTH HE ABHAPYIEH,

dopMansaerin

He:6onee 0,15 mr/vn,.

0,06 Mr/m.

ATOMMHHA FHIPOKCHI
(.nepecuere na. Al*Y)

010,35 o 0,65 Mr/mi;

0,50 Mr/mi.

YnaKoska

TTo 0,5 mn (1 nercxcas xo3a); 1w (1 Bapocnas 5o3a)
Bammynax winno 0.5 mn (1 aereias gosa); 1 M (1
B3POGNAS X034) B IINPULAX OAHOPASOBOIY, OAHOLO~
30B0r0 NPUMEHENHS,

TTo 10:aMry] ¢ BITALBIICM THTIA «3MeMiay wi'kap=

TOHA B MAYKH KAPTOHHLIE €. HHC’I‘pyKuHCM T(0. nprMe-

HIEHHIO M CKApPH(PHKATOPOM AMITYILHBIM,

v nio5 amnys B OTKPEITYIO KORTYPHYIO fiucHKo-
BYIO YNAKOBKY U3 IUIGHKH TONMBHHHIIXIOPHAHON
(MBX), ITo 2.xouTypHLIe sHeHKOBbIE yAKOBKH B:
NaMKH1 KAPTOHHBLIS C MHCTPYKUWCH N0 TIPUMEHCHHIQ
CKapUPUKATOPOM: AMITYNLHEIM, "

Ec/un aMITy 161 HMBIOT TOYKY HAINOMA WK KONBIO'

M3710M8, CKapU(IMKATOP B YIAKOBKY HE BKNANLIBAIOT.
T10 1-10 wnprues, kaxaum - ¢ urnoi B KOHH&‘!KG B

ITo 0.5 Mn(1 erckas foaa) B amITyjiax.

Tlo-5 amnyn B oTKPHITON KOHTYpHOM AuclikoBoH yria-
KOBKE W3 TUieHKH TonuBrimxaopuaion (TIBX).

ITo 2 KoHTYpHEIC AYCHKOBBIC YNAKOBKY B MAYKH Kap-
TBIS CcHH U6l IO IpUMerEmIo, Ckaprdiika-
Canyfi ByONCH (MITYIBE ¢ KONBLIOM M3/I0-

'QOKVNJQ"‘

ocu(j W pc\@?‘
4080, pa(!o‘“‘

TTACTIOPT Ne 15/2025

«AJIBTABAK® My (Bakuvia a1y npouaakTyki BUPYCHORD renaTrTa A) CYOHcH3us i Bity TPHMBILICIHOTO SOOI HHA CopHi 1509




(

630559, HosacnGupexas a6, ropojiekoR okpyr paGounit rioce/iok KossLoso,
pabaunit nocenok Konsuoso, Hay\mo-npouanoncrnemm 30Ha, kopnyc.104;
Tendpaxc (383) 336-75-50, e-mail; GfYi co@bialgai.ni.

Bercrop-BuAasramn

OTAe1 GHONOPHNECKOrO Y- TEXHONOTHYECKOTO KOHTRONA:
Tem/hake (383) 373-68-35

Haumenonaune
TIOKA3aTeNeH

Hopma no P N000461/01-260918 mant, Ne 1-4

PeaynuTaTer MCnsranuit

3AKPBITON KOHTYPHOH AUEHKOROH YIaKoBKe U3 TIeH=
11 TIBX; mokperroli homsrol woMnrenesoi ¢ naxa-
MH TEPMOCBADHBAEMBIMHU ¢ ONHOM CTOPOHELD MAUKH

KapTOHMBIC ¢ MBCTPYKUHEH TT0 MPMMEHEHHIO..

M‘apxhpouxa

Ha nepruanolt ynaropice yKassisaior: Toprosoe
HAUMEHORAHME JIEKAPCTREHHOTO MPENApaTa.¢
TpeRynpPesHTensHOn Mapkuposkoit ®, «Baxuuia
TENATHTA AY; HAKMCHOBAHKE TIPOU3BOAUTENS, OTBEM
¥ KONHYCCTRO 103, HOMED CCPUM, JATY BRIIYCKa,
HdTy eTeHenus CpoKa TOLHOCTH (KrofeH: 0%,
TNPERYNPEAUTLIBHYIO HANIUCH € BCTPAXHYTEY.

8 BTOPUHHON (noTpé CKOM) - yriaKonke'
'YKa3KiBaYOT: TOPrOBOS HAMMEHOBAHME
JEKAPCTBEHHOTO Npenapata ¢ NPeAYNPEIHTEsHONA
MapkuposkoH ®; FpyniupoBoYH0E HAaNMEHOBAUKE
JICKAPCTBEHHOr 0 NIPENAPaTa; HAUMEHOBAHNE,
orotHn, anpec, tefiehoi/iare u anpee
DIEKTPOHHOID CANTA NPOHIBORKTEIS;
nekapcTBenHyio YOpMY, HOMED cepuu, naty
BLIITYCK, AATY HCTEHEHUA: CPOKA PORHOCTH ((TONeH
LION), CHIOCO6 TipUMEHe T, KOMMYECTRO aMImyn
(WINPHLER) B YIAKOBKE, KOAUYSCTBO M 'B-aMITy e

| (lumphue); xomHUECTRO, 103 B YNaKoBKe, cooTas e, 1

M1 (cocran Ha 0.5 Mit), yonosus XpaleHus, yenosus
ormycka, «Jlns: neuebno-npodunaKTHHEcKHX
yupexaenuhy, HoMep PErMCTPAUMOHHOTO
yaocrosepenus, wrpuxosoi kon BAN, cpenerso
MOEHTADRKAURH JTEKAPCTBEHHOTO iperiapati ~
DBYXMEpHBLA mTpHXoBoit ko (Data. Matrix),
MHAMBHIY anLHRLE cepUHHLIHA HoMep TopronoH
Enunnupt (S/N) ¥ rroGaisHeli HACHTHDNKALHOHHBIH
nomep roproso exunuupt (GTIN) B.BHAS YHTAEMOT0
NEHATHONO TEKCTA, TIPEAYNPEAUTENLRAIE HATACH;
«CrepunsHoy, «[Iepe IPHMEHEHHEM BCTPAXHYTE,.
SXparuth B HEAGCTYTIHOM 1Unt eTel Mecten, «He
COLEPKHUT KOHCEPBARTOB U AHTHGHOTHKOBY
MIQOPMALIMIO 0 BOIMOKHOCTH KPATKOBPEMCHHOTO'
XPaHEHUS H TPAHCIIOPTHPOBAHMS TIPH NOBLILICHHON
Temneparype: «HOmycKaeTen KPaTKOBPEMEHHOE
xpatienie (He Gonee 24 wacos) u

TpaHcropTHpoBANKE (1eGonce 48 vacos) npu
TEMIIEPATY pe HE BBIe 25 °Cy,

Ha nepnuyiaii YNAKOBKe yiasaHo; TOproBoe

HAUMEHOBAUKE IeKAPOTBEHHOTO TIPENApATA ¢
NIPENYNPEANTENLHOA MapXupoBkoi ®, «BakuuHa
renaTura Ay, HAUMCHOBAHUE TIDOMIBOAMTEN, 0THEM U
KOJMMECTBO 2103, HOME' CEpHH, JiaTa BhIMycKa, fara
MCTEUEHHA.CPOKA TORHOCTH ({roJeH J0N),
TIpERYTIPERMTELHAA HAnTUeh «BOTPAXITYTEY,

Ha gtoputitiolt (noTpebUTeNLCKOH) YRAKORKE YkalaHo:
TOPTOBOE HAKMEHOBAHHE JICKAPCTBEHHOTO TIpenapara
CIpeRynpeanTensHOA-MapKHpOBKOH ®,
rpyNIINPOBOYHOS HAUMEHOBAHKE NEKAPCTBEHHOTO
NPENApaTa; HAUMEHOBAHME, JIOTOTH, APEC,
TeneoH/PaKE ¥ aapec HNEKTPOHHOrO caifra
TIPOU3IBONHUTENA; NEKAPCTREHHAN JopMa, HOMEp CepuH,
Tiara BEINYCKA, AATA HCTCHEHUA CPOKA FONHOCTH
(«rogeit mor), €noco6 NPUMCHEHMA, KOTUHECTBO
amITyJl B YIIAKOBKE, KOMHYECTRO M1 B aMITyJIe;
KONUYECTRO.JI03 B YITAKOBKE, COCTAR HA

1 Mn, yenoshs xpaenus, yenosus otmycka « s
NeYeBHO-NPOPUNAKTHIECKUX YUPCKIGHARY, HOMEP
PErMCTPAHOHHOTO YAOCTOREPCHNS, TPHXOBOH KO
EAN, cpenctso uneHtndiuKkauym neKapeTBeHHOT0
npenapara —~ ABYXMEpHBIR tuTpuxosolt xox (Data
Matrix), -MHAUBHRYANBHBIH CePIHENL HOMeEp
TOProBOJ eAnHMLLL(S/N) U rnoGansHslit
HIEHTU(DUKALHOUHEI HOMED TOPrOBOH CHUHKIL!
(GTIN):B BULE YHTAEMOTO TIEYATHORO TEKCTA,
npenynpeauTensHsie: Hammuen: «Crepuasuon, «[lepen |
TIPHMEHCHUCM BCTPAXHYTHY,; « XpaHUTE B
HENOCTYNHOM JUTa nereit Mecten, «He conepikur
KOHCEPBAHTOB HAHTHOHOTHROBN; MH(OPMELHS O
BO3MOMHOCTH KPATKOBPEMEHHOIO; XPAHEHHS U
TPAHCIOPTHPOBAHHA TIPH NOBBIUEHHON TeMmeparType:
¢ JlormyKaeTes KpaTKOBPEMEHHOE XpaHenue (He Gonee
24 wacos). ¥ TpaHcropTHpoBaHue: (He Gonee 48 qacon)
npy TEMIIEPATYpeHeE Britie 25 °Ch,

Bamovenue: AJILIABAKY M, (Baxcunua IO GUIAKTHIH BUPYCHOTO FEaTHTA A), CYCIEHINA A BHYTPHMbILLIEYHOTO BBEACHHS

cepun: 150925 coomm*c’rnyw Tpcb'ona}mm P I;I{ggQ{

Hupextop no xayecrsy

«08» oxrabpn 2025,

MACTIOPT Na'15/2025

«AJIBCABAK® My (Baxusna mis npodmnakruy BUPYCHOTO-FENATUTA A) CYCIIGHINR JuIs nny‘rpmumcworo BOCACHNUA CCpUs: lﬁ’d?zs ‘(umnynm nq
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