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IOCE ©®APMA C.A.

LUEMIMH [0 ¢OPE 1420 EP2WH-ITANNKD BENLIMAA

Ten: +32 2 386 21 11

CEPTU®UKAT AHATNK3A

ATAPAKC 25 MI" TABIETKI, MOKPLITHIE MAEHOYHOW OBONOYKOR, 25 TABNETOK

Homep cepuu:

ApTUKyI:

CTpana HaaHa4YeHua:
3apericTpupoBatHLIe YCNoBUA XpaHeHUA:

MpovasoguTans:

446841

ClAD5682

Pocculickan denepalus

XpaHuTh Npu TEMNepaType He Beiwe 25 rpan.
BENLIMA, KOCE ®APMA CA, BPAIH

COOTBETCTBYET CNEUMUKaLIMY, YKa3aHHOW HUXe:

Mokazatenes

Cneuudpukauusa

PesynkTaTsl aHanuaa NekapcTBoHHOro npenapara

CnucaHue

NMoanUHHOCTL:

MippokcuanHa rugpoxnopua (B3%X)

NMoonNUHHOCTL:

Mvapoxcuanna rugpoxnopup, (TCGX)

CpenHsas macca

OfHOpPOAHOCTE N0 MACCE

- MuHKMyM

- Maxcumym

Hamep Bepeuq
Hamep aanucd B cueTeMe LIMS

Benwie, MpojonroEaTthie TABnetiky, MOKPbIThIE NNEeHOYHOR
oBanouKoi, ¢ nonepadHoi puckoh c obeux cTopoH

Bpems yAepkuBaHUs OCHOBHOTC MWK Ha XpoOMaTorpavme
MCMBITYEMOre PAcTBOPE, NONYHEeHHOR MpW KONMWYECTBEHHOM
ONpefeneHn, AOMKHD CODTEETCTROBATE, B NpeAenax + 3,0%
BpPEMEHA YASDHKMBEHUS OCHOBHOMO MNWKA HE XpOMETOrpaMme
CTaHAapTHOTO PACTBOPE MMAPOKCUaUHA MMAPOXNopUaAa

OcHoBHOE NATHO HE XPOMATOTPEMME WCMLITYEMOro PAcTBOpa
Mo NOAOXKEHWO, BENUYUHE W OKPACKE A0MKHO COOTBETCTBOBATH
OCHOBHOMY MSTHY Ha XpoMaTorpavMMe CTaHAapTHOro pacTeopa

Oxono 113,3 mr

MPOLEHT OTKNOHEHWA ©OT cpedHed macce: He Gonee 2-x
VHOVBMAYENEHLIX MEEC OTKNOHAIOTCA OT CPeAHed Macckl Ha
BEMNWYUHY MeHee, YeM — 7,5% W HW 0fHAE MHAWBUAYankHaRA
MEcca He JO0MKHE OTKNOHATLCH OF CpefHeldl Macckl Ha
BENWHUHY, B 2 pasa NPeBbillaouLyn 370 sHaveHne

MpougHT OTKNOHEHWA OT cpeAdel Mmacckl: He Gonee 2-x
WHAWBUAYANEHBIX MAcC OTKNOHSTCH OT CpefHel Macckl Ha
BenuyuHy Bonee, qem +7,5% v HA oaHa WHAUBWAYaNbHAA
Macca He [JOoMkHE OTKNOHATRCA OT CPEAHER MEcCkl Ha
BEMMUMHY, B 2 paza NPeBkILaINILYR 3TO 3Ha4aHue

Pezynerar

CooTBaTcTBYET

CooTeeTcTBYET

CooTRETCTBYET

112,9 mr

1.4 %

1.2%

CTpanuua: 1ua Z [aTe coanakun norymeHTa o dopMate (IA.MM.ITTT)
Homep zanvcy B oucteme SAP
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HOCE DAPMA C.A,

LWEMWH 10 ©OPE 1420 BPIWH-ITANND BENBIMARA

Ten: +32 2 386 21 11

CEPTUDUKAT AHATTIU3A

ATAPAKC 25 M TABIETKW, MOKPLITBIE MMEHOYHOW OEONOYKOW, 25 TABNETOK

Homep cepuu:
ApTrkyn;

CTPEHB Ha3Ha4YeHWA:

3apervcTPUPOBaHHLIE YENIOBUS XPaHEHWS:

MpouaBoAUTENS!

446841
ClAD5682

Poccuiickas degepauuwa

XpaHUTE NPy TEMNEpaTYpe He Beie 25 rpaj,.
BENBIAH, KOCE ©®APMA CA, BP3VWH

CooTeeTcTRYET CneUMhUKaLAY, YRa3aHHOR HInKE:

Mokazarenk

PacTteopeHue

FofcreeHHbie NPUMEcH

NoGas
npyMech

Nobag gpyras npumMecs

Cymma npumeceii

Bopa

KonuvecTeeHHOD onpenesnedke

OpHOpoAHOCTE O03UPOBAHUA
O HopoAHOCTL [O3MpDBAHUA
r'lpnemnemae JHaYeHue

MuH. sHaueHre

Make, sHaueHue

CpejHee 3HaveHue
MuKpoBMONOrM4YECcKan YMcToTa
TAMC

TYMC

Escherichia coli

3aneneHue o cepTudukalmMm

WIEHTUhMLIMpOBAHHAA

Cneundukauus

He wmevee 75 (Q) o7 sassnewHoro
TMAPOKCHIKHA ruapoxnopuaa npr 30 mMuM

KonuydecTaea

He Gonee 0,50%

He Bonee 0,20%
He Gonee 1,60%

He Bonee 6,0%

950 - 1050% ruapokcuauuHa
3@ABIEHHOMD KONWYECTEE

rMapoxnopuaa ot

B cooTeeTcTEWM € Esp. @, 2.9.40 unv OGC 1.4.2,.0008.18
He Gonee 15,0

CornacHo hakTUHeckum WaMepeHUsam

CornacHo thakTUHECKUM U3MEDEHIAM

CornacHo thakTuieckuM U3MEDEHUAM

Katerapusa 3A, coorteetcrayer ¢ Esp. @. 5.1.4

He Gonee 1000 KOE/T

He Gonee 100 KOE/r

OtcytoteyerB 1 r1

Pezynerar

101 103 104 102 102 101 %

< MKO (0.10) %

< MKO (0.05) %

KonuuectaeHHo
onpefenimo %

4,2 %
101.5%

CooTBeTCTBYET
31

99,5 %

1035 %

100,9 %

=100 KOE/r
=100 KOE/r
OtcyTeTeyer

HE

HacToallMM 8 NoATEEPXAAK0, YTO NPEACTARNEHHANA MH(OPMALMA ABNAETCA JOCTOBEPHOM W TONHOW. BhileykazaHHan cepus Biena
Npou3aBe/ieHa W NPOTECTUPOBEHA B MOMHOM COOTBETCTRUM € Tpeliosasuamy GMP, npysHaHHEIMU NoKankHEIM PEryNaTopHLIM OpraHomM,
3anucyl No NpoW3BoACTRY U aHANWAY cepuM BNV NPpOSEPEHL! W NPYUSHAHE COOTEETCTRYIOWUMY TpebosaHuam GMP,

Hara npoussoactea: (O0.MM.TTTT)
Cpok rogsoctd: (O.MM.ITTT)

:Efnelcrpnnuaﬂ noAnucs
BeinyLeHo:

[ara esinycka: (A0MM.ITTT)

Homep nepouu
Homep 3anick B cucTeme LIMS

04.11.2025
31.10.2030

ACMUWIH CEKKAT
ABTOPW3OBAHHOE NLLO

30.03.2026

Crpariaia: 2 us 2

OT UMeHI

Oara coapanun gokyMenTa B wdﬁi&ta_f

Homep aanicu & cucTome SAP

e WJ.M.MiFFfH

Yhiguil

{

YNONHOMOYEHHOO NULA NNOWALKA: XKAH-NIOK OE KEA3EP

-



