antibiotic

CEPTU®DIKAT AKOCTI

JlikapcbKoro 3acoby
No. 1311/1

Hasea npoaykty: HEYPOBEKC-TEBA TabNeTKM, BKPUTI NNiBKOBOK 060/10HKOI0, Ne 90
(90x1) B 6aHU;i

Kpaita npusHauenns: YKPATHA

Homep peecTpauiitHoro noceiguenHa: UA/7313/01 /02;
Aie 6e3CcTpoKoBo

BMicT aitoumx peuvosuHn: 1 Tabnetka MicTWTL ° TiamiHy HiTpaT 15 mr; Nipuaokcuty
rigpoxnopua 10 mr; Uuanoko6anamin 0.02 mr

NikapcbKa dopma: Tabnetiu BKPUTI NNiBKOBOIO 0BOMOHKOID

Posmip i tmn ynakosku: 90 Ta6neTox YNaKoBaHWX B HEMpO30py NAacTMKOBY 6HaHKy, 32
KPMLIKOIO, KpMIlKa OcHailleHa ocyiuyBadem. nacTMKosa 6aHka, pasoM 3 iHCTpyKLjew no
MEAMYHOMY 3aCTOCYBAHHIO B KAPTOHHIN Kopobui

Cepis Ne: 116024 posmip cepii: 21623 yr.
Aara enpo6HuyTea: 27.02,2024
Crpok npupartHocTi: 02.2026

Hasea i agpeca BMpo6HMKa - Micua BupoGHMuTBA;
bankandapma-Pasrpag AT
bynbBap Anpesnbckoro BOcCTaHin, 68, 7200 Pasrpap, Bonrapia

Homep Jo3sony Ha BMPOGHULTBO //liueHsii abo CepTudikary BignoeigHocTi Npaeunam
BMPOSHMLTBa | KOHTPOAA AKOCTI NKapCbKMX 3acobie (GMP) BUpO6HMKa:

1.038in Ha BUPOBHMLTBO MKapCbKMX 3aco6iB Ne BG/MIA-0450/23.07.2024, Buaanmii
Boarapckow  aikapchkow areHtielo, Pecny6nikv  Bonrapii, y BignosigHocTti i3
CepTugiratoM BignosiaHocTi GMP Ne 570/2024/C-1114; pie po: 30.01.2025.

2.CepTudbikar  signosigHoctTi GMP NeBG/GMP/2024/275 (nonepepgHits cepTudikar
BIANOBIAHOCTI GMP BUpPO6HMKa NeBG/GMP/2021/185) BuaaHo Bonrapckoto nikapcbkoto
arenuieio, Pecny6Gniku Boarapii,
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Pesynbrati avanisy ;: HEYPOBEKC-TEBA Ta
Ne 90 (90x1) B 6aHui, cepia No116024:

BNeTKM, BKPUTI Naiekoso 060/10HKOI0,

No. MokazHMKK AKoCTi Aonyctiumi memi PezynbtaTH Metoam
KOHTpOI0
1.1.1, 30BHiWHIN BUrnag Kpyrni gBoonykni Kpyrai aeoonywi BisyancHo
TABAETKW BKPMTI TAONETKM BKpHTI
NUIIBKOBOIO 060/I0HKOI0 MUTIBKOBOK
. 0B0/ICHKOID
1.1.2. | Konip Posenmi Poskesuit BisyanbHo
1.1.3 [aeHTndikauia
-Tiaminy HiTpary MoeuHeH TLX,BEPX, Ph.
BMTPUMYBATH Mo3uTneHa Eur. 2.2,27;
BHMNPoBYBaHHA 2.2.29
. . MNoBuHeH
-MipuAcKCHHY rigpoxaopuay TUIX, BEPX, Ph,
B”Tp”g"yBam NozutueHa Eur. 2.2.27;
BMNPOBYBAHHA 2.2.29
MNoBuHeH
-UiaHokoBanaminy BHUTPUMYBATM MosnTuena Ph. Eur. 2.2.29,
BMINpOGyBaHHA BEPX
MoBHHeH
laGF?EEHHKa Ponceau 4 RE 124 BHTPMMyBaTH He nposoaueca Ph. Eur, 2.2.25
BMNpo6yBaHHA
-Turany giokeuay * NoeuueH Metog
: BHTPMMYBATH He nposoamscsa BAPOOHMKa -
BMMPOBYBaHHSA KONbOPOoBa
peakyin
1.1.4. Maca ogHiei Ta6aeTru 102 mr Bignoeipac Ph.Eur.2.9.5
1.1.5. OaHopigHicTs macu +7.5% 5.8%++3.9% Ph.Eur.2.9.5
1.1.6. Po3nasaHng He 6inbwe 30 xg 4 Ph.Eur.2.9.1
1.1.7. CynposigHi peyoBHHK Ph. Eur. 2.2.29,
-CynpoBigni Mipuaokcuny . He BHuABNeHo PX
rAPOXNI0PUAY PEyoBMHM, CKpemo He Ginbwe 0.5 %
1.1.8. Bmict akTMBHUX peyoBuH B OOHiM
Tabneryi
-Tiaminy Hitpary (C12H417N50,5) 13.88 Mr a0 16.12 mr 15.34 Ph.Eur.2.2.29
-Mipuaokchny riapoxnopuay n 2.6.1;
(CsH13CINOS) 9.0 mMr 20 11,0 mr 10.3 Ph.Eur.2.2.29
-UiaHoko6anaminy n. 2.6.1;
(C(,3H33CON14014P) 0.027 mr Ao 0.033 mr 0.031 PhEur.2229
n 2.6.2
1.1.9. | Mikpo6ionoriyna umuctora * Ph.Eur.2.6.12;

3aranbHa KinbKiCTb aepoBHMX
Mikpoopranismis (TAMC), KYO/r
3arasbHa KinbKicTh AP A IKOBMX
Ta MICHEeRKX rpubie (TYMC),
KyQ/r

E. coli

He Gisbtue 103
He 6inble 102

BiCYTHICTb B 1T

He npoeoameca
He npoBogmecs

He nposogueca

2.6.13

* He nposoauTecs PYTHHHO, BunpobysaHiA nposogaTs gas NEPUUHX TPbOX Cepii & pik.

** He npoBoAMTLCA PYTHHHO NpH BuNycKy. BunpoGysakHs npoBoaaTe Ha KoMHIL BecaTin cepil.
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KoMeHTapi/3ayBaxeHnsn:

36epiraHHs - npu Temnepartypi He Buuie 25°C,

3anBa npo ceptudikauiro:

AaHuM A 3acBiguylo, wo Buwe BUKnaZeHa iH(OPMaLis € JOCTOBIPHOI Ta TOYHOIO.
Cepia Ne 116024 nikapcbKoro 3aco6y HEYPOBEKC-TEBA Ta6reTku, BKPUT] nniBKOBOKW
o6onoHkoto, Ne 90 (90x1) B 6aHUi BUroTOBNEHa, BKAKOYAIOUM YNaKOBKY i KOHTPO/Ib AKOCTI,
BULEBKa3aHMM BUPOGHMKOM Y NOBHIM BignosigHoCTi 3 ATOUMMM  BiUMOramu  MpaBun
BUPOOHMLTBA i KOHTPOA AKocT NKAaPCbKUX 3aco6ie (GMP) €Bponeicbkoro Cotosy i
bonrapii i 3 BMMoOramm PeecTpayinHoro nocsigqenns KpaiHu rpusHaveHHn, TpoToKon Ha
Cepilo, ynaKkoBKY i MpOTOKOJIM aHasTisy cepil 6ynu poarasHyTi i BM3HaHO BignomigHicTs
lpaBuiam BUPOBHUUTBA i KOHTPO/IIO  AKOCTi  NikapcbKnx 3acobis (GMP). TMpoayxr
BUMYLLEHMM Ha PUHOK,

IM’A YnoeHoBaxeHGT ocobu, Lo BUNYCKAE cepilo:
Sonya lvanova

YnoBHOBaXeHa 0coba

bankaHdapma-Pasrpag AT .
Bynbsap Anpensckoro BOCCTaHif, 68, 7200 Pasrpag, Bonrgfias

Mignnc YnoeHoBaskeHoi oco6u, wo sunyckae cepito: -—
) lnmrm;;ﬁ;(;g-:mw

Aara nignucy: 09.09.2024
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