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HaumeHoBaHWe npenapata no HJ,
Homep cepumn 390122

LUntpamoH M Tabnerku, 240 mr+30 mr+180 mr

Konuuecrso npoaykuum 8 cepum (1.ynak) 66,826

Aarta npouseoacrea 13.01.2022

AHanU3bl/MCNLITAHWA NPOBEAEHDBI B COOTBETCTBUM € HA

lopex go 02 26

HZ P N000499/01-130718, uam.Ne2, uam.Nel, uam.Ne3

Hara HaumeHosaHue
aHanusa nokasarenei

TpeboBanua HJ,

Pesynuratbl aHanu3os/ucnbiTaHumit

20.01.2022 OnucaHue

OpraHonenTuyeckui

TabneTku CBETNO-KOPUYHEBOTO LBETa C
BKPaNIeHUAMM, KPYrNble, NNOCKOLMAMHAPHUYECKUE
C pacKoW U PUCKOIA, C 3aNaxOM KaKao.

CootseTcrayer

TabneTku CBETN0-KOPMYHEBOTO LiBETA €
BKPANNEHUAMM, KPYble,
NNOCKOUMAMHAPUYECKME C dackod n
PWCKOW, C 3aNaxom Kakao.

21.01.2022 NoANMHHOCTL
AueTuncanuumnosas
KWCnoTa
NapaueTtamon
KodeuH

BIXKX nnu YIHKX

BpemeHa yaepKMBaHWA OCHOBHbIX MUKOB Ha
XPOMaTorpamme WCMNbITYEMOTO PacTeopa,
NPUrOTOBNEHHOTO ANA KONWYECTBEHHOTO
onpeaeneHun, AONMHbI COOTBETCTBOBAThL
BpEMEHaM yaeprKUBaHWA NMKOB NapaueTamona,
KohEWHa, aUETUNCANULUNOBOMN KUCNOTBI Ha
XpPOMaTorpamme CTaHaapTHOro PacTeopa.

CoorseTcTBYeT

BpemeHa yaep1BaHWA OCHOBHbIX NMKOB
Ha XpOMaTOrpaMmme UCNbITYemoro
pacTeopa, NPUroTOBAEHHOTO ANA
KONMUECTBEHHOTO ONpPEAeNEHMS,
COOTBETCTBYIOT BPEMEHAM YAEPKUBAHWA
NWUKOB NapaLeTamona, Kodpeuna,
AUETUNCANULMNOBOW KUCNOTbI HA
XpOMaTorpamme CTaHAapTHOro
pacTeopa.

19.01.2022 CpeaHnana macca
Tabnetok

PacueTHo-BecoBOM
01522,0 0o 578,0 mr

545,7 mr

19.01.2022 Tanbk

ro Xl
He 6onee 3,0 %

1,9%

21,01.2022 PactesopeHue

I XIIlL BIKX unu YIrX

Yepes 45 MUH B PacTBOP A0/MKHO NepeiTH
napaueramona — He meHee 75% (Q)

F® XIIl, BIXKX unm Y3KX

Hepes 45 MWH B PacTBOP A0MKHO NEpPerTH
KodeuHa MoHOrApaTa - He meHee 75% (Q)

[ XII. BIXX unu YIHKX

Yepes 45 MUH B PacTBOP AOMNMHO nepenTu
AUETUNCANUUMNOBOI KMCNOTI - HE MeHee 75% (Q)

95,6 %

96,8 %

93,6 %

4-AMuHOdEHON

19.01.2022 POACTBEHHbIE MPUMECH!

CnektpodoTomeTpus

OnTHYecKan NNOTHOCTE UCNBITYEMOrO PacTBopa He
[oMmKHa npesbiwark 0,5 (He Bonee 0,02% or
HOPMWPYEMOro COAEPXKAHWA NApaLEeTamona 8
Tabnetke)

CnexkTpodoTomerpus

QOnTHYeCcKan NNOTHOCTL UCMBITYEMOTO PacTBopa He
AonwHa npeeblwatb 0,5 (He 6onee 0,02% ot
HOPMWUPYEMOro COAePMaHWA NapaueTamona B
Tabnertxe)

0,003 %

0,08

Kucnora canuuunoean

21.01.2022 PoacreeHHble npumecu:

BIXX unm YIHKX
He Gonee 3,0 % oT copepanua
ALETUNCANUUMNOBOW KMCNOTbI

0,49 %

21.01.2022 OAHOPOLHOCTL
AO3UPOBAHUA
AueTtuncanuumnosan
KWUCnoTa

BIHX nnu YIKX
I'® Xl cnocob 2, pacyeTHo-BecoBoM
AV<15%

2,7%

21.01.2022 OaHopoaHOCTL
A03UPOBAHUA

BIXX unu YIHKX
rd X1l cnocob 2, pacyeTHO-BecoBo
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NapaueTtamon AV<15%
21.01.2022 OAHOPOAHOCTL BIXX nnm YIKX 11,0%
A03WPOBAHUA: ro Xill cnocob 1, BIXMX unu YIKX
KodeuHa moHoruapat AV<15%
21.01.2022 KonuuectseHHoe BIMX nnm YIHKX 184,9 mr
onpeaeneHue: 0T 171,0 a0 189,0 Mr, cYMTas Ha CPEAHIOID Maccy
NapaueTtamon 0AHOM TaBneTku
21.01.2022 KonuyecTeeHHoe BIMWX unm YIHKX 29,94 mr
onpeaeneHue: oT 27,75 no 32,25 Mr, CHMTaA Ha CPeaHIOI maccy
KodeunHa moHoruapar 0AHOK TaBneTku
21.01.2022 Konu4ecteeHHoe BIKX nnu YIKX 244,1 mr
onpegeneHue: 0T 228,0 no 252,0 Mr, CHMTAR HA CPEAHIOK Maccy
AUETUACANULUNOBAA OAHOM TabnerTku
KWUCNnoTa
20.01.2022 Mukpobuonoruyeckan o Xlll, kateropus 3A MewHee 10 KOE/r
4yucToTa O6wee 4nucno aapobHbIX MUKPOOPraHWM3IMOB — He
Gonee 10*3 KOEB 1T
rd Xlll, kateropua 3A MeHee 10 KOE/r
ObLiee YACNO APOWIKEBBIX U NNECHEBbLIX rPUGOB =
He Gonee 1072 KOEB1r
F'd X1, Kateropua 3A OtcyTcreyer | .=
Otcytcreue Escherichiacoli B1r
19.01.2022 YnaKkoBka B cooTeetcTeuM ¢ HAO P NO00499,/01-130718 CoorsercTeyer
Mo 10 TabNeToK B KOHTYPHYH AYEHKOBYH YNAaKOBKY Mo 10 TabneTok B KOHTYPHYIO AYENKOBYIO
13 nneHKku NBX 1 onbrv anioMUHUEBOH. YNaKOBKY U3 nneHku MBX 1 donbru
ANOMUHUEBOM. 250 KOHTYPHbIX
AYEMKOBbIX YNAKOBOK C PaBHbIM
KONWUYECTBOM WHCTPYKUWIA B O4HOM
ropobe.
19.01.2022 MapKupoBKa B cooTseTcTeuM ¢ HA P NO00499/01-130718, CooTtseTcTByeT
13m.No2, uam.Ne3 PR =
1) NepBrYHAA YNAKOBKA IEKapPCTBEHHOMO 1) NepeunyHan yl‘laHOlBKé NEKapCTBEHHOrO
npenapara. npenapara.
Ha KOHTYPHOH A4eiKOBOM ynakoBke 6es BNOXEHUA Ha KOHTYpHOW A4YeiKoBOM ynakoBke Ges
B NaYKy YKa3blBalOT COKPALEHHOE HAUMEHOBaHMWe BNOXEHWA B NaYKy yKasaHbl
npeanpHATUA-NPOM3BOAMTENA, Er0 TOBAPHbIA 3HAK, COKpALLEHHOE HAMMEHOBaHUE
cTpaHy, aapec, Ten./dakc, CaiiT, HaUMEHOBaHWe NpeAnpUATUA-NPOMU3IBOAUTENA, €r0
npenapara, rpynnMpoBOYHOE HAUMEHOBAHKE, TOBApPHbIW 3HAK, CTPaHa, aapec,
NeKapcTBeHHYI0 Gopmy, A03UPOBKY, Ten./PaKc, CanT, HaMMEHOBaHWe
HaWMEHOBaHHWE AEHCTBYIOLUX BELLECTB U WX npenapara, rpynnMpoBo4Hoe
cogepxaHue 8 0AHOW TabneTke 8 BUAE HAANUCK: HaUMeHOBaHWe, NeKapcTeeHHan dopma,
"CocTas AeMCTBYHOLLMX BELLECTB: A03UPOBKA, HAUMEHOBAHME
aLeTUNCANUUMNOBAA KMCnoTa 240 mr [EACTBYIOLLMX BELLECTB W U3 COAEPHaHWe
napaueramon 180 mr, KodeuH (kodenH B 0AHOKW TabneTke B BUAE HAANUCK:
6e3B0AHbINR) 27,45 Mr B NnepecyeTe Ha KodpeuHa "CocTas AEWCTBYIOLMX BELLECTB:
MOHOrMApPaT 30 Mr», KONKMYECTBo TabneTok 8 aueTuncanuuMnoBan kucnota 240 mr
YNAKOBKe, YCNOBUA XPAHEHWUA, YCNOBUA OTNYCKA, napauetamon 180 mr, kodeuH (KodeuH
«[NA NpUema BHyTPb», «XPaHWTb B HEAOCTYNHOM 6e3BoaHbIN) 27,45 Mr B NepecyeTe Ha
ANA AeTel MecTe», PErucTPaLMOHHbIA Homep, KodenHa moHornapaT 30 mra,
HOMEp CEepUH, CPOK MOAHOCTH, WTPUX-KOA, KONWMYeCTBO TaBNETOK B YNaKOBKe,
[lonyckaetca HaHeceHwe dpapmakoaa. YCNOBUA XPaHEHUA, YCNOBMA OTNYCKA,
[ononHUTENEHO MOTYT HAHOCKUTLCA CPeACTBa «na npuema BHy:rpb», «S(paHMTb B
WAEHTUDUKALMUK ANA CUCTEMBI MOHUTOPUHIA HefOCTYNHOM ANA AeTel MecTe»,
ABUKEHUA NEKAPCTBEHHBIX NPENAPATOR ANA PErMCTPAUMOHHBIA HOMEP, HOMEP CepHHn,
MEOWULMHCKOrO NPUMEHEHKA (METOA0M NEYATH MK CPOK rOAHOCTH, WTPUX-KOA.
CTMKEPOBAHMA). [OOoNONHUTENBHO HAHECEHbl CPeacTBa
WMABHTUOUKALWM ANA CUCTEMbI
MOHWTOPUHIA ABMMEHWUA NEKAPCTBEHH biX
npenapaTos 4NA MEAULMHCKOrO
NPUMEHEHUA (METOAOM CTUKEPOBAHUSA).
19.01.2022 XpaHeHune Mpu Temneparype He Bbiwe 25 °C CooTseTtcTayer
19.01.2022 CpoK ronHoCTH 4 ropa lopen no 01.02.2026
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MOANMHHUK 3NEKTPOHHOIO AOKYMEHTA,
noaANMUCaHHOro 3neKTp0HHOI71 NoANUCEHD, XPaHUTCA B
cucreme IUMC Qapmeranaapr

CBEAEHWA O CEPTUPMKATE 21

Ceptudukar: 0273487D00BEADAEBE433C262261D693DA
Komy BblaaH: flbicerko EkatepuHa AnekcaHapoBHa

kﬂ,ea‘acrswreneu: ¢ 24.08.2021 no 24.08.2022
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[laTa BblaayM 3aKNOYeHUA 0 Kavectse 21.01.2022




