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HauwmeHoBaHue npenapata no HAQ AueTuncanuumnosas kucnota tabnertku, 500 mr

6681021 Konnuecteo npoayKuMn B cepum (T.ynak) 109,110

Homep cepun

Aata npoussoacrsa 20.10.2021

AHanMBhIIHCﬂbITaHHﬁ nposeAeHbl B COOTBETCTBMM C HA

lfopex go 1125

HA, P N003846/01-110518, n3m.Nel

Aata HaumeHoBaHue Tpebosanua HA Pe3ynbTaTbl aHaNU30B/MCNbITaHWA
aHanusa nokasartenen
26.10.2021 Onucanune BusyanbHbIl CootsetcTayeT
Kpyrable nnockouunmHapu4eckue Tabnetku Kpyrabie nnockouuauHapu4eckue
6enoro nau noytn 6enoro UBeTa, cnerka Tabnetkn noytk Genoro ugeTa, cherka
MpamopHble. MpamopHbie.
Mo BHewwHeMy BUAY A0NKHbI COOTBETCTBOBATbL
Tpebosanuam e Xlil, 0®C.1.4.1.0015.15
«TabneTku»
26.10.2021 NopnMHHOCTL KavecTBeHHble peaKkuuu: CooTBeTcTBYET
- peaKkumA LWEeNoYHOro rmapoansa O6pasyetca Genblit KpUCTANNUHECKNIA
O6pasosaHue 6enoro KPUCTaNNMYECKoro ocaaka. 0CaaoK.
KayecTBeHHble peakuuu: CooTBeTcTBYET
- peakuma c ataHonom 95 % U pacTBopom NoasnaeTcA 3anax asTunauerarta.
KOHLeHTPUPOBaHHOW CePHON KMCNOTbI
MNonAsneHue 3anaxa aTunaueTara
KauecTBeHHble peakuuu: CootseTcrayeT
- peakuus c pactsopom xenesa (1) xnopnpa MNoasnaeTca GproneTosoe OKpawmnBaHue.
NoasneHWe p1MONETOBOrO OKPaLWKUBAHKA
KayecTBeHHble peaKkuuu: CooTseTcTBYET
- peaKuua KMCNOTHOro T’MApPONN3a MNoABAAETCA 3anax YKCYCHOM KUCNOTSI.
NoAsneHWe 3anaxa yKCyCHOM KUCNOTbI
KayecTBeHHbIe peaKumu: CooTBeTcTBYET
- peaKumAa ¢ pacTBOpomM ¢popmanuHa MoABNAETCA PO30BOE OKPALMBAHHE.
NoasneHWe PoO30BOr0 OKPAWMBAHWA
26.10.2021 CpepHan macca PacyeTHO-BECOBOW 598,7 mr
TabneTok o1 570,0 ao 630,0 mr
26.10.2021 Tanbk, aapocun ro X 1,8%
He 6onee 3,0 %
26.10.2021 PacTBopeHue [® X, cnekTpopoTOMETPUYECKUIA 94,5 %
He meHee 75 % (Q) aueTMNCan1LUMNOBOA KUCNOTbI
yepes 45 MUH
26.10.2021 PoacTBeHHbIE NpUMECK: CneKkTpodoTomeTpUdeckun 0,17 %
CaNUUMNOBAA KUCNOTA He Gonee 0,25 %
26.10.2021 OAHOpPOAHOCTL I'® XIll, cnocob 2, pacyeTHO-BECOBO 1,4 %
NO3UPOBAHUA AV<15%
26.10.2021 KonunuectseHHoe TUTpUMETPUYECKUIA 499,4 mr
onpeaeneHue 0Ot 475,0 ao 525,0 mMr, CYUTAA HA CPEAHIOI0 Maccy
0AHOK TabneTkn
27.10.2021 Murpobuonornyeckan I'® Xlll, Kateropuma 3A MeHee 10 KOE/r
YUCToTa O6wee Yncno aapobHbIX MUKPOOPTraHU3MOB — He
bonee 1073 KOE 8 1r
I'd Xlll, Kateropua 3A Menee 10 KOE/r
0O6Liee YUCAO APOHMKEBLIX U NNECHEBbIX rPpUbOB -
He BGonee 102 KOEB 1t
I'® Xlil, Kateropua 3A OTtcyTcTyeT
Otcytcreue Escherichiacoli B1r
26.10.2021 YnakoBKa B cooteeTcTeum ¢ HA P NO03846/01-110518 CooTBeTcTBYyeT
No 10 TabneTok B KOHTYPHYIO AUENKOBYIO YNaKOBKY Mo 10 TaBNeToK B KOHTYPHOM A4EMKOBO
W3 NNGHKU NONMBUHWNXNOPUAHON U dhonbri YNaKOBKE U3 NNEHKN
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Nacnopt Ne 040000277759
AUETUACANMLMNOBAA KKMCNoTa Tabnetku, 500 mr
CepuA: 6681021

aNOMUHWEBOH NEYATHOW NAKWPOBAHHOMN.

NONUBUHUNXNOPWUAHON U GONbIU
aNIOMUHMEBOW NeYaTHoN
NAaKUPOBAHHOM, 250 KOHTYPHbIX
AYEHKOBbIX YNAKOBOK C PaBHbIM
KONUYECTBOM MHCTPYKLWIA B Kopobe.

26.10.2021 Mapkuposka B cooTeeTcTeuM ¢ HA P N003846/01-110518, CooTBeTCTBYET
u3m.Nel 1) NepernyHan ynakosKa.
1) NepBU4HaA YNaKoBKka. Ha KOHTYpHOW AYeiKoBOI ynakoBke 6e3
Ha KOHTYpHOI1 AYeiikoBoW ynakoske 6e3 BroxeHnA BNOXEHMWA B NaYKy YKasaHbl
B NaYKy YKa3biBalOT HaWMeHoBaHWe HaumeHoBaHHe
NPeAnpPUATHA-NPOU3BOAWTENSA, €r0 TOBAPHLIM 3HaK, NpeAnpUATUA-NPON3BOAUTENA, €0
appec, Ten./aKc, CaiT, TOprosoe HauMeHoBaHWe TOBapHbIi 3HaK, aapec, Ten./dakKc, canT,
npenaparta (COBI‘IEFI,SET C rPYNNAPOBOYHbIM TOprosoe HaumeHoBaHWe npenapara
HaWMEHOBaHWEM), NeKapcTBEHHYIO dopmy, (coBnapaeT ¢ rpynNpoBoYHbIM
AO3MPOBKY, KOAWMYECTBO TabneTok B opHON HauMeHOBaHWeM), NeKapCTBEHHaA
YNaKOBKe, YCNOBUA XpaHeHMUA, «XpaHuTb B ¢dopma, NO3MPOBKA, KONWHECTBO
HeAOoCTYNHOM A/1A AeTeld mecTe», «nA npuema Tabnetok B OAHOM YNAKOBKe, YCNOBUA
BHYTpPb», «Mepbl NPeaoCTOPOKHOCTH: CMOTPH XpaHeHWA, «XpaHUTb B HEAOCTYNHOM ANA
MHCTPYKLMIO NO NPUMEHEHUION, YCNIOBMA OTNYCKa, AeTei mecten, «[iNA npuema BHYTPb»,
PerucTpaumMoHHbIA HOMEpP, HOMEep Cepun, CPoK «Mepbl NPeAOCTOPOMHOCTA: CMOTPKU
FOAHOCTH, WTPUX-KOA, MHCTPYKLMIO NO NPUMEHEHMWION, YCNOBUA
[LononHuTenbHo moryT 6biTh HaHeCeHb! CpeAcTBa OTNYCKa, PerucTpaLMoHHbIA HOMEP,
MAEHTHHUKALMMN ANA CACTEMbI MOHMTOPWHT HOMEp CepUK, CPOK FOAHOCTH,
ABUMEHWA NEKAPCTBEHHbIX NPenapaTos AnA WTPUX-KOA,
MeAULMHCKOro NpuMeHeHKnA. Jlonyckaerca JlononHUTeNbHO HaHeceHbl CpeacTBa
HaHeceHWe papmakoaa. NAEHTUPUKALMM ANA CUCTEMDI
MOHUTOPUHTA ABUMEHUA NEKAPCTBEHHbIX
npenapaTos ANA MeAWULUHCKOTO
npUMeHeHHA.
26.10.2021 XpaHeHune Mpu Temnepatype He Bbiwe 25 °C Coorteetcrayer
26.10.2021 CpOK roqHoCTH 4 ropa fopeH po 01.11.2025

3aknmouenne OKK: NlekapcTBeHHbIR Npenapat AUeTuncanuuunoBas Kucaota Tabnetku, 500 mr cepua 6681021 cootseTcTeyer HA P
N003846/01-110518, nam.Nel
HauanbHuK o1aena:
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NoANMHHKUK 3NEeKTPOHHOrO AOKYMEHTa,
NOANUCaHHOTO 3NIEKTPOHHOW NOANKCHIO, XPAHWTCA B

cucreme JIMMC dapmctaHaapT

CBEAEHWA O CEPTUOUKATE 3N
CepTudukat: 0273487D00BEADAESE433C262261D693DA

Komy BblaaH: Nbicenko EkatepuHa AneKcaHapoBHa

kﬂeﬁuamenen: ¢ 24.08.2021 no 24.08.2022
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[ata Bbifayn 3aKN04eHNA 0 KavecTse 28.10.2021
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