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Josuposka 25 mr

Mopaa BBINYCKa 25 wT. - GAKCTEPHI - MAYKH KapTOlHbIe

(25 wr.)

i Hoxep cepun (nrup'run ) 343205
O0wem cepuu (naprin): 241200 yn.
Jlara upowssopcrea; N 10.11.2021
Tomewno: © 31002026

Hanmenosanme w anpee npowssoamrens (¢ | HOCh @apya C AL Benwrua (Chemin du
| YRQ3aHHEM CTATHI NPOH3BOACTBA) Foriest 1420 Braine-I'Alleud. Belgium) -
| BCC CTAHM

T IINOTI405/01 o1 07.12.2011

Homep w mata  perucrpaunonnoro
YAOCTOBCPCHUS

HomMep nopaat uBHoi AOKYMEHTAILHI TTNOT1405/01-160320 (HamNe 1)

Haumenonane  n aapee  aepuwatens | 10CH @apma C.AL Benprua (Allee de la
PETHCTPALHOHIOIO Y/I0CTOBEpPeHIA Recherche 60, B-1070 Brussels, Belgium)

PE]CC,\*]O'!'PC‘IS NpenoCcTaBiICHbLIE HPOHIBO LM TCIEM JOKYMCHTHE 1 COMepadalrects B HHX
CBCJICH H3I. HACTOM LM MMOLATBCPAJIQIO,  MTO CCPHA  JICKUPCTBEHHOTO fpehupara
COOTBETCTBYET TPCSOB&IHHHM. YCTAHOBACHHBLIM [TPH €T FUL:}',?LZ[PC'I'BEHHOI‘-'I PErHCTPaLMH.
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CEPTHO®UKAT AHAJIM3A

ATapakc TabieTkH, NOKPLITLIE NeHOYHOH obonoukoi, 25 mr 25 TabreTox

Homep cepun 1343205

Kon nponykra : CIA02907

Crpana HasHauenus : Poceuiickas ®epepanus
3aperncTpHPOBAHHbIE YCNOBMS XpaHekus : Xpauute npu reMmepatype ne sriue 25 °C
Ipouzsoaurens :YOCB ®apwma C.A., Benerus (BRAINE)

Coorsercrayer TpeGoBanusm crenudUKaL MK Kak NoKA3aHo HiKe:

Iokazarean Creunduranun PeayanTtaTe
AHAJIMTHYECKHE PE3YNBTATLI MPOAYKTA

Onuneanne Benbie npononroratiic raGretx, MOKpPBIThIE Cooreercrayer
nnerovno# obonoukoii, ¢ nonepeunoii ¢ PHCKOMH
¢ 06enx eTopoH

Oupeenenne nonanumnoeTn Merogom

BIOAX:

Fuapoxeusnna PHAPOXTOpHIIA Bpema  yiepwusanus  ocnosnoro mika  Ha CooTseTcTByer
XpoMarorpamme HCIIBITYEMOrO pacTeopa,
NONYNEHHOH MNPH KONHYECTBEHHOM ONpE/ICIeHHH,
AI0JDKHO COOTBETCTROBAThL, B mMpedenax = 3,0 %
BDEMCHH  VIEPKMBANIA OCHOBHOIO TIMKA HA
XpoMmatorpamse CTaHIApTHOTO pacTteopa
THAPOKCH3NHA MHIPOXI0pHAA

Onpeaenenue nopaunnocrn meronom TCX:

[wapoxensuna runpoxnopnaa Ochosnoe IATHO Ha xpomatorpamve CooTeeTeTByer
HCTILITYEMOTO PACTBOPE 110 MONOKEHHIO, BElHYHHE
¥ OKPACKE NOMTAKHO CODTBETCTBOBATL OCHOBHOMY
IHTHY HA XpOMATOrpam e CTaHAapTHOIO pacTBOpa

Cpeannn macea [MpuGansurensro 1133 Mr 112.2 mr
Oanopoauocts Maces
- Munumywm OTknouenue ot cpeiei macch B npoucHrax: He -0,8 %

Gonee 2-x HHIHBHIYaNLHLIX MACC OTKJIOHAKOTCS OT
CpeaHeH Maccel Ha BeTHuuHy -7,5%, u NPY 3TOM HH
OfHa  MHAMBHAyansHad Macca He  A0JDKHA
OTKIOHATBCA OT Cpeaneit Macchl Ha BenuyHHY, B 2
pasa npeBblLIAIOILYIO 3T0 3HAYEHHe
- Makenmym OTKIOHEHHe 0T CpetHeif Macchl B npouedTax: ve 1.4%

Goilee 2-X MHAKBHIYANRI(s1X MECC OTKNIOHAIOTCA OT
CpeaHeH Macchl Ha BeTHYHHY +7,5%, TIPH 2TOM
HH OOHZ HMHOMBUAYATHLHAS MACCA HE [0JKHE
OTKIOHATBCA OT CPEAHCH MACChi Ha BCITHYMHY, B 2
Péaza npesbIIAIOULY 10 3TO FHAYEHHE

PacTBopenne He menee 75(Q) % ot 3a181enHoro KoMHYCcTRA 99 97 97 99 102
npu 30 mun 102 %
Hamep Bepcun
Buiyrpeninit momep LIMS Clwl Hava coananms. LI MM TTIT

Hara
Buytperauiii Kon SAP u nara



Howmep cepun

Kon npoaykra
Crpana nasuavenus
3apEI'HCTpMPOB&HHHC YCnoBus xpaneuus

Mpouseonures
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CEPTHOUKAT AHAJIM3A

Artapakc TabneTku, [IOKpBITRIE MNeHOYHOIT oﬁonoqkoﬁ, 25

Poacreennpie npuMecyu

- Twbas WICHTHHUMpOBaHHAy [paMecsh He Gonee 0,50 o,
- ThoGas apyras npeMecs He Gosee 0,20 %
= CymMa npuwmeceis He Gonee 1,50 %
Boaa He Bosree 6,0 %

Konuuecrsennoe oupescacHne
p

Oanopoanocrs A0MpoBanua

95,0 % - 105,0 % rHapo
3@4BICIHOrO KoJin4ecTn,

B cootsetcrauu ¢ Ep

: 343205

: CIA02907

: Poccniickas Qenepanpus

O®C 1.4.2.0008.18

Noxasareas TIPHCMIICMOCTH He Gosnee 15,0

Munumaisnoe JHAYEHHE Haunbie orvera
Maxcumansnoe snavenpe MlanHsie otuera
Cpeaniee sHavenue Haknsie otyera

Homep Bepeny
BuyTpennnit nomep LIMS

C2uz3

KCH3MHa I"H,IIPO)U[OPHHE! oT
a

p- . 2.9.40 uu

Nepe 504

LEUD BELGIUM

Mr 25 taGnerok

: Xpanuts mpy TeMneparype He esiue 25 °C
: IOCB Dapma C A, Bensrug {BRAINE)

<I1KO (0,10 %)

<ITKQ (0,05 %)

He noapaercs KOJIHECTBEHHOMY
onpeaenenmio %

3.7%

99.9 %

Coorercreyer

5.0
98.8 %
105,4 %
101,6 %

Hava coanamms JLIT MM IT) T

HAata
Buytpennmii Kog SAP aata
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CEPTUOHKAT AHAJIN3A

ATapakc TabneTku, NOKpeITEIE MWICHOUHOH obonoukoi, 25 mr 25 tabnerox

Homep cepun

Kon nponykra
Crpana nasuauenus
3aperucTpupoBanHble YCNOBHUA XpaHeHUs

[Tpouzsonutens

MuxpoSuonorudeckan unerora

- TAMC
-TYMC

- Escherichia coli

3ansnenue o cepTuduranmn:

1343205

: CIA02907
: Poccuiickas ®enepauus
: XpauuTh npu TeMneparype He Buiwe 25 °C

: IOCB ®apma C.A., Bensrug (BRAINE)

B cooTeerctaun ¢ Kateropus 3 A wn

Eep. ®.5.1.4

He Gonee 1000 KOQE/r <100 KOE/r
He 6onee 100 KOE/r <50 KOE/r
Otcyrereues 1 r OrcyTcTByer

Hactosuum noarsepskaato, 4To npnsejienuas poime MHGOPMAUHS ABIISETCH NOTMHHOMN U TouHOi. Vkazanuas cepHs
NPOAYKTa MPOH3BEJCHA, BIJIIOYAS KOHTPO/NL KAYECTBA, © TMOJHOM COOTBETCTEHM C TpeGosannamu Haanexaueii
lpouseoncTrennoit Ipaktukn (GMP) nokaisHoro Pery.istopsoro oprana. 3anucn no NPOM3BOACTBY M AHATH3Y
CepHH BblnK NPOBEPEHBI M NPUIHAHDL COOTBETCTBY OLMMH TpeGopatuam GMP.

Hara npouzroacrea (JJL.MM.ITIT)

Tonen no (JILMM.ITTT)

ONeKTPOHHAA MOAMHCE

10.11.2021 r. Ot muua
YIIOJIJHOMOYEHHOI'O JIMLIA TUIOLLA JIKH:
DE KEYSER JEAN-LUC
31.10.2026 r.

<IMOAITHCb>

Brinyuiexo : Umsa, Gamunus
ABTOPH30BaHHOE IHLO

HNara suinycka (JULMM.ITTT)

Houep Bepein
Bryrpenmuit nomep LIMS

: 11.01.2022 r.

C3ul Iara coananus: JUL MM ITTT
Hata
Buytpessnsil Kon SAP u namu



