. Norotun

Martepuan: 7500316020

Kavecreo: QDP0012563 V3

Ceptudukar aHanmsa

297 -

Homep ceptudmkara:
40000049730

HaumeHosaHue: 3xkopan 100 mr, 5x10 kancyn

Homep cepmu: 100017458

Konuuectso: 2160 wTt

[ara npoussopacTtea: 06.2020 Cpok ropHoctu: 05.2022
MNapameTpbl CneumnduKauma PesynbTatbl
OnucaHue MpononrosaTtbie HENPO3paYyHble KOPUYHEBLIE COOTBETCTBYET
BM3yaNnbHbIK MAFKWE HEeNaTUHOBbIE Kancynbl ¢
n3obparkeHnem cABOEHHOTO TPEYrONbHUKE M
«100 mg»
Copepimoe Kancyn — MacNAHWCTanA MUAKOCTb
OT )XeNTOBATOr0 A0 MEeNTO-KOPUYHEBOTro LBeTa
MoAanuHHOCTL Bpema yaepvBaHWA OCHOBHOIO NUKa Ha COOTBETCTBYET
XpoOMaTorpamme UCnbLITyemMoro pacTeopa
[ONMHO COOTBETCTBOBATL BPEMEHHM
yAEepKMBaHWMA OCHOBHOMO NMKA Ha
Xpomartorpamme CTaHAapTHOro pacteopa
LUMKNOCMOpUHA
OAHOPOAHOCTL MacC COOTBETCTBYET
B cooTBeTcTBMM C EBp. . 2.9.5.
- He meHee 18 13 20 kancyn +10% COOTBETCTBYET
- He bonee 2 13 20 Kancyn +25%
Pacnapaemoctb He 6bonee 15 muH
MeTtoauka dupmebl 1.Ecnun 1 unu 2 Kancynbl U3 6 UCMbITYEMbIX 4 MUH
Kancyn pacnagatotca Gonee yem 3a 15 MuH, HO
He 6onee uem 3a 30 MUH, UCNbITaHKE
NOBTOPAIOT elwe Ha 12 Kancynax;
2. He 6onee 2 Kancyn u3 18 UcnbITyeMbIX
Kancyn moryT pacnagartbcs bonee yem 3a 15
MWH, HO He 6onee yem 3a 30 MuH
MokaszaTtenb npenomneHus 071,340 po 1,470 1,462
B cooTBeTcTBUM C EBp. @. 2.2.6.
OAHOPOAHOCTL A03UMPOBAHUA He 6onee 15.0 % 2,9%
Kputepuii npuemnemocTm Ecnm AV ans nepsbix 10 kancyn 6onee yem
AV 15.0 %, wcnbiTaHWe NPOBOAAT Ha Ceayrowmx
20 kancynax.
MTOroBbI KpUTEPUIA Npremnemoctu (AV) ana
30 kancyn < 15.0 % v HX OOMH
WHAMBUAOYANbHLIN Pe3ynbTaT He JOMKEH BbiTe
meHee 4yem 0.75 M unum 6onee yem 1.25M
JraHon He meree 8,0 % (m/m) 10,6%
Bopa He 6onee 3,0 % (m/m) 2,6%

CopepaHue LMKNOCNopHHa

ot 90,0 oo 110,0 mr/kanc.

99,7 mr/kanc.

MNpoayKTbl gerpagauum

- umrnocnopuH H

- U3OLMKNOCMOPUH A
Npumecn

- umknocnopuH U

- umMknocnopuH Abu 5

- umMknocnopuH D

- AUMMAPOLMKAOCNOPUH A

He bonee 0,5 % (0T KOAMYECTBA UMKNOCNOPWHA)
He Bonee 0,5 % (0T KONUYECTBA LMKNOCNOPMHA)

He 6onee 0,4 % (OT KONUYECTBA LUKNOCNOPUHA)
He 6onee 0,3 % (0T KoAMYECTBA LUKAOCNOPUHA)
He Bonee 0,2 % (0T KOAMYECTBA LMKAOCNOPHUHA)
He 6onee 0,4 % (0T KOAUYECTBA LMKNOCNOPUHA)

<0,1%
0,2%

0,1%
0,1%
0,1%
0,2%
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= UKMKNOCNOpUH V He bonee 0,4 % (oT konudecTsa umknocnopuHa) | 0,1%

- HEeW3BECTHbIE NPUMECH He bonee 0,1 % (oT konuuecTsa uukaocnopuHa) | <0,1%
WHAOMBUAYANbHO 0,8%

- CYMMa NpuMecel 1 NpoayKToB He Bonee 1,5 % (0T KonMuecTBa LMKNocnopuHa)

Aerpagauum

Mukpo6uonoruyeckan yucrorta

-O6uwee yncno aspobHbIx - He Bonee 10% KOE/r <50 KOE/r
MWKPOOPraHW3mMoB - He Bonee 10% KOE/r <50 KOE/r
-06uwee YMCNO APOHIKEBBIX 1 —oTtcyTcTeMe B 1 r OTCYTCTBUE/T
nnecHesbIX rpubos

-Escherichia coli

Tect «OAHOPOAHOCTL MO Macce», NPOBOAUTCA NO EBP.P., pe3ynsTaThl YKa3bIBAKOTCA B COOTBETCTBMM C
TpeboBaHWUAMM, NPUHATEIMU B PO ( [d PO ), Cebinka Ha Papmaroneto CLUA U TP P sxkitoMeHa B COOTBETCTBUM C
TpebosaHnamKu M3 P®, Npoun3BoamTenb NPOBOAWT UCMLITAHMA B COOTBETCTEUM c tpeboBaHuamu Ph. Eur. unm
USP 1 no BHYTPeHHUM ONEpaLmoHHbIM NpoLeaypam. KoHTponupyeTcs Kamaan cepus «NonyroToBoro
NPOAYKTa» B COOTBETCTBMM CO CNELMPUKALLMEN HA «NONYTOTOBLIA NPOAYKT» (B T. Y. U NO NOKasaTento
«MWKpOBUONOrMYECKaR YMCTOTaY) U BKNIOYAET NONYYEHHbIE PE3YAbTaThl UCNLITAHMIA B CepTUdUKATLI aHaNM3a
Ha roToBbIMA NPOAYKT NO BCEM NOKA3aTeNAM, 33 UCKAKOUYEHUEM NoKa3aTena «OnucaHme. (Cneunduraumv npu
BbINYCKE Ha «NONYrOTOBbLIA NPOAYKT» 1 rOTOBbIN NPOAYKT aHANOMMYHbI).

MNoaTsepxaato, YTO BbiWeyKazaHHaA MHOOPMALMA ABAAETCA AOCTOBEPHOW U TOYHOW. 3Ta NapTUA NPoAYKTa
BblNa NPOTECTMPOBaHA B COOTBETCTBUM C TpebosaHuAMU GMP mecTHOro perynupylowero opraHa u
33pPerucTpUpoBaHHON CneuuduKaLMeit CTpaHbI-uMnopTepa. PesynbTaTsl TECTUPOBAHUA Bbinu pPaccMOTpeHbI U
NPW3HaHbl COOTBETCTBYHO UMMM 3aPErMCTPUPOBAHHOMN CneumnduKaLmu.
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