antibiotic

CEPTUOUKAT CEPUU

JIeKapCTBeHHOro npoaykKTa
No. 0006

HaseaHnne npogykra: TPOKCEBA3UH® kancynbl, 300 mr (6amnctep) 10 x 5/10/50

CtpaHa Ha3Ha4eHuA: Poccua
Homep peructpaumoHHoro ygoctoepenma: 1 N012713/01
CoaeprkaHue 4eMCTBYOLWEro BewecTsa: 1 Kancyna cogepxut: TpokcepyTuH 300 mr

JlekapcTBeHHaA opma: Kancybl
Pasmep v TMn ynakoBku: 10 61ucTepoB no 10 Kancyn B KapTOHHOM nayke

Cepusa Ne: 1108218; pasmep cepuun: 5093 yn.
Jata mn3r.: 08.12.18
Cpok rogHocTm: 12.2023

HasBaHuWe 1 agpec npoMsBoaMTENA - MEeCTa NPOM3BOACTBA:
bankaHdapma-Pasrpag A4,
6ynbBap Anpenbckoro BoccTaHuA, 68, 7200 Pasrpaa, bonarapms

Homep PaspeweHua Ha npousBoacTBO //lMueH3nAa uau Ceptudumrata COOTBETCTBMA
NpaBMNaMu NpPOM3BOACTBA M KOHTPOJI KadecTBa JiIeKapCTBeHHbiX cpenctB (GMP)
npoMsBoOgMTENA:

1.PaspelleHne Ha NpPOM3BOACTBO  /IeKAapCTBEHHOro  npogykta Ne  BG/MIA-
0060/20.09.2018, BblgaHO bonrapckoiM NeKapCTBEHHOM areHumer, Pecny6/mKu
Bonrapuu.

2.CepTudmKar COOTBETCTBMSA [MpaBraam npaBW/IbHOro NpoM3BOACTBa
NeBG/GMP/2018/126, BblgaHo bonrapckol NnekapCTBEHHOM areHuuer, Pecny6/iMKu
boarapuu.
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PesynbTatbl aHanm3a : TPOKCEBA3MH® kancynbl, 300 mr (6amcTep) 10 x 5/10/50,

cepua Ne 1108218:

Ne | Mokasatenwu HopMmbi PesynbTaTthbl MeTtogbi
i
Onucanue Teepable UMAMHAPHYeckue | Teepable umMnrHapuyeckue | BusyansHo
*enatMHoBble  Kancysbl  Nel, | »enaTuHoBble  Kancynbl  Net,
KOPMYC - KE/TbIM, KPbIEYKa - | KOPMYC - KeNTbii, Kpblleyka -
wentas. wenTas.
Cogepmmoe Kancyn:
MOPOLUIOK OT XENToro Ao [MOpOLWOK XenToro UBeTa,
¥enTo-3eNeHoro LBeTa, Ha/sM4yne KOHT/IOMepaToe,
LOMNYCKaeTCa Hanmume KOTOPbIe NpK HaZaB/IMBaAHWM
KOHIFIOMEPaTOoB, KOTOPbIE MPM | pacnagalnTca.
HaZJaB/MBaHWKM pacnagatTcs.
2 - Ha Xpomartorpamme
MoaamHHOCTE WCMbITYEMOro pacTBopa AC/KHO MonoxuTtensHa TCX
0BHapyK1BaTbCA OCHOBHOE
NATHO, COOTBETCTBYIOWEE MO
BesmdMHe Rf W MHTEHCHBHOCTM
OKpackM NATHY Ha
XpomatorpamMme  CTaHAapTHOro
pacTBopa.
- PacTsop AOIIEH Sl reeThCn MonoxuTenbHa Ka4ecTBeHHble peakuuu:
B JIMMOHHO-KENThIM LBET. _C XTIOPHMAOM AIOMUHMA
- PacTBop 40/IKEH NOCTENeHHo -C METUNOBbIM CNIMPTOM,
OKPacMTbCS B KPAacHbIM LBET, X/I0PHMCTOBOA0POAHON
MonoxuTensHa KMC/IOTOM M MarHuem
3. Macca
COAEPHMMOro Ot 333 Mr go 368 mr 351 ro Xl
Kancyn U | OOHopodHOCMb No macce -23%++3.4%
OAHOPOAHOCTL MO | codep:Kumo20 kancyn: Ans
macce 18/20+7.5% oT cpeaHel mMacchbl
COAEDMMMOTrO Kancyn.
Ana 2/20+15% oT cpeaHen
MaCChl COLEPHKMMOT0 Kancy.
4. PacnagaemocTb
He 6onee 30 MUH (C AMCKaMM). 7 ro Xl
5
Motepa B Macce | He bonee 9%. 2 Eep. ©.
npu
BbICYLUMBAHMM
6.
Mukpoburono- He Gonee 10° TAMC - oBuee CooTBeTcTBYET Eep. ©.
rM4ecKkas YMcToTa | YMCNO  aspobHbiX  BaKTepui
(KOE/r);
He 6onee 10° TYMC - o6luee
ymcno rpubos (KOE/r);
Otcytcteme Escherichia coli
(B1r)
2 KonnyecteeHHoe
onpegeneHue Ot 285 go 315 mr 303 Y®-cnekTpocdoTomeTpus
TPOKCEepyTHHa/
Kancyna
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KommeHTapum/3amedanma:

XpPaHEeHME - B CYXOM 3allMLIEHHOM OT CBETa MecTe, NMpu TemnepaType He Bbiwe 25°C.

Jeknapauma no ceptuduKaumm:

3TMM A YJOCTOBEPAID, YTO BbILEM3NOXEHHAA MHPOPMaLMA JOCTOBEepHa U TouHa. Cepma Ne
1108218 nexkapcteeHHoro npogykta TPOKCEBA3MH® kancynbi, 300 mr (6amctep) 10 x
5/10/50 npou3BegdeHa, BKAOYaA YMaKOBKM WM KOHTPO/ASA Ka4yecTBa, BbllUEHA3BaHHbIM
npousBoguTeNEeM B MO/HOM COOTBETCTBMM C [EWUCTBYIOWMMM TpeboBaHuamM [paBm
NPOM3BOACTBA M KOHTPOJIA KavyecTBa JieKapCcTBeHHbIX cpeacTe (GMP) Eeponerickoro Cotosa
v bonrapmm 1 ¢ TpeboBaHMAMM PermcTpalyMoHHOro yAOCTOBEPEHUA CTpaHbl Ha3HAYEHMS.
[IpOTOKON Ha Cepuio, YNaxkoBKY WM MNPOTOKO/bl aHanu3a Cepuu BblIM PacCMOTPEHbl U
obHapyeHbl B COOTBETCTBMM C [IpaBunamuv MNPOM3BOACTBA WM KOHTPOAA KayecTsa
NexkapcTBeHHbIX cpeacTBa (GMP). MpoayKT BbiNyWeH Ha PbIHOK.

Umsa kBanudHMLUMpaBaHHOIO MLA, YA0CTOBEPAIOLEro Cepmm:

CoHa MBaHoga
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Moanuce KBanMdUUMpaBaHHOIO MLA, Y40CTOBEPAILEro CepUM:

Aata noanucanus: 5. 27 Z9/9
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