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HOCE ®APMA C.A.

WEMWH AKO ®OPE 1420 BPSAH-MANMIO BENLIAS

Ten: +32 2 386 21 11

CEPTUDUKAT AHANW3A

ATAPAKC 25 MI" TABIETKW, MOKPLITHIE MNEHOYHOW OBQNOYKOW, 25 TABNETOK

Homep cepuu.

APTUKYI:
CTpaHa HazHaueHus!

2aperncTPUROEaHHEIE YCNOBUA XpaHeHus:

MpoussoguTerns:

449218

ClA05682

Poccuiickan depepauuns

XpaHuTk Npy TEMNepaType He Bhilwe 25 rpaj.
BENLIMAA, KOCE ®APMA CA, BPOHAH

CoOoTBETCTBYET Cheundukaumny, YKa3aHHOoN HiKe:

lMokazatenk

PacreopeHue

PopAcTEEHHBIE NPUMECH

NoBas WABHTUDULMpOBaHHES

NpUMECH
NMwban Apyras npuMmecs

Cymma npumvecei

Bepa

KonuuecTBeHHOe cnpegeneiue

OpHOpOAHOCTE AO3NPOBaHKA
OfHOPOAHOCTE A0AMPOBAHYUA
anEMHEMDE 3Ha4YeHune

MuH. sHaYeHue

Makc. sHaveHne

CpeaHee sHavyeHue
MukpoGuorioruyeckas YucroTa
TAMG

TYMC

Escherichia coli

SaseneHue o cepTudmralum

Cneuudukauus

He meHee 75 (Q) OT 338BNeHHOIO KOnWdecTsa
MAAPOKCU3UHA rMapoxnopuaa npy 30 mMuH

He Bonee 0,50%

He Gonee 0,20%
He Gonee 1,50%

He Gonee 6,0%

a50 - 1050% rugpokcWaWHa rugpoxnopuga ot
IEFABNEHHOTO KoNU4ecTaa

B cooteeTcTBUM ¢ EBp. ©. 2.9.40 unn O®C 1.4,2.0008.18
He Bonee 15,0

CornacHo dakTHeckum WIMepeHuam

CornacHo dakTUieckiM WIMEpEHUAM

CornacHo hakTu4eckiM U3MEpPaHnsEM

Kateropusa 3A, cooTBETCTRBYET C EBp. ©. 5.1.4

He Gonee 1000 KOE/T

He Gonee 100 KOE/r

OrcyTcTayeTB 11

Pesynbrar

104 106 103 103 102 107 %

< [IKO (0.10) %

< MKO (0.05) %

KonudectseHHo
onpsaenumo %

4,0 %
101.3 %

CooTeeTcTyeT
31

99,1 %

102,3 %

100,7 %

=100 KOEIr
=100 KOE/r

OTcyTCcTBYET

He

HacToslLuM # NOATBERXAA0, YTO NPEACTABNEHHAA WHOPMALWA SBNAETCA AOCTOBEPHOR W TowHOW. BulleykasaHuas cepus Geina
MPOUIBEAEHA W NPOTECTUPOBAHA B NONHOM EOOTEETETEUM € TPEGoBaHUAMY GMP, NPU3HAHHBIMY NOKENEHEIM PErynsTOpHLEIM OpraHoMm.
3anUcy Mo NPOWSBOACTEY W aHANU3Y Cepris BhiNv NPoREpEHE U NPU3HAHL! COOTRETCTRYIOWMMI TpeGosaHuam GMP.

[ara npawasogerea: (A0.MM.ITTT)
Cpok rogHocTi: (IO.MM.ITTT)

3neKkTpoHHARA NoANncs
BhinyLeHo:

Oara ewinycka: (OO.MM.ITTT)

Hamep aepcuid
Homep Januou B cucteme LIMS

24.11.2025
31.10.2030

Bankaam BeH Akada

ABTOPU3OBAHHOE NALLO

24.04.2026

CTpaHudua: 2 ua 2

OT UmeEHK

YIIONHOMOUEHHOMO NALLA NTOLWALIKA: MAH-MOK JE KERER

Mecino OnA nednucy

YNOMHOMGYEHHOED TUUS nouadiy

Homep 3anuck o cucTems SAP

[arta coananita gotymedTa b dopmare (MM



' hI HOCE $APMA C.A.

E WEMUH [0 ®OPE 1420 EPAAH-TANMIO BENbIVA

i ‘ Tem: +32 2 386 21 11

CEPTUGUKAT AHANUZA
ATAPAKC 25 M TABNETKV, NOKPLITHIE MNEHOMHOWM OBONOUKOW, 25 TABNETOK

Homep cepud: 449216

ApTukyn: ClAQS682

CTpaHa HazHaJyeHua: Poccuickas degepauus
ZapericTpMpOBaHHLIE YCIIOBUS XPaHEHWA: XpaHuTh Npu TEMNEpaTYpe He Bsille 25 rpai.
MpauasoauTes: BENLTUE, IOCE GAPMA CA, BP3IAH

CooTeeTcTayeT cneludmvkauum, YKRIBHHOW HKe:

MokazaTenk Cneumdukauina Pezynerar

PB!Y]'II!-TﬂTbl aMarvaa nekapcTeeHHoro npenapara

Onucakue Benwie, MNPOAONTOBAThIE Tabnetkd, NOKpLIThIe nneHouHod  CoOOTEETCTRYET
oBonodKkoR, ¢ nonepeyHoR puckoil ¢ oBienx cTopoH

NMognuHHOCTL:

ruapoKcuanHa ruapoxnopup (B3XX)  Bpema yaepiuBaHUA OCHOBHOTO NWKa Ha xpomarorpamme  CoOOTBRETCTBYET
WCTIBITYEMOro DPAcTBOpA, NOMYYEHHOA MPW KOMUHECTBEHHOM
QnpesensHil, JOMKHO COOTBETCTRORATE, B Npejenax £ 3.0%
BpEMEHW YASPHWBAHWA OCHORHOTD MUKE Ha XpoMatorpamme
CTEHASPTHOTD PacTaapa rMAPOKCIAMHA TMAPOXNOPUAS

MopnMHHOCTL:

TuapokcusuHa rugpoxnopug (TCX) OCHORHOE MATHO HE XPOMATOTpaMME UCTBITYEMOro pacTeopa CooTeeTcTayer
10 NONOMEHW0, BENUYUHE U OKpacke AOMKHO COOTBETCTBOBATE
CCHOBHOMY MSITHY HA XpoMaTorpavMe cTaHAapTHOro pacTsopa

CpefHaAn Macca Okono 113,3 mr 1138 mr

OpHopogHOCTE NO Macce

- Musumym MpoLEHT OTKNOHEHWA OT CPefHed Maccel He Gonee 2x -1,1%
UHOMBUAYArbHLIX MACC OTKMNOHAIOTCA OT cpeaHer Macchkl Ha
genuuuHy Meeee, weM — 7,5% W HU oaHa VHAUBMAYANLHAR
Macca He [AOMMKHa OTKNOHATLCA OT cpeAHe maccbl Ha
BenWHUHY, B 2 paaa NpeskLILAKLWY0D 370 aHa4YeHue

- Makcumynm MpoleHT OTKNOHEHWS OT cpefiHeit macce: He Donee 2-X 1.4 %
WHAMBUOYENEHEX MBCC OTKNCHAKTCA OT cpefHell Macckl Ha
penuuuHy Gonee, Yem +7,5% 1 HU 0AHa WHAKBKUOYaNEHaA
MEcCE HE [OoMWHA OTKNOHATRCA OT CPEAHEl Macckl Ha
BEMUYUHY, B 2 pa3a NPesbIUAIoLLYI0 3T0 3HaYEHWEe

Hamep Bepouun Crpanuua; 1 ua 2 [lata coananun AOKYMEHTA B hopMaTe (O0.MM.ITTT)
Homep 3anved B cucteme LIMS Homep 3anucu B cuctame SAP



