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Cepmucdbukam 0ns Mompebumens

01505267
Mabtepa cbnakoH 50mn 500mr Ne1

Marepuan Ne: 10131854
Cepun Na: H0811B0S Hara Beinycka: 29 mapra 2018
OTtmeTkn Ha ynaxoBske: 04 2020
H0911B05
10 2017
Konuuecrso: 3024 ynax.

Wndropmauun o nokynarene:
HaumeroBanue opranusauun: 3A0 «Pouw-MockBa»

1210287027
29 Hosbps 2017

lFopon: Mocksa, PO YBeaomnexue o nocTaBke:
Nopapkosswii Ne sakaza: 69000021380 Hara 3akaza:

K nanHomy noxymeHTy npunaralorcs:

Ceprudmkar Ha cepuio; 01505267 (1 cTp.)

Ceprtucpukar avanusa: 27200603 (1 cTp.)

ACN: 0000026756 KoxTpakT 756/29434630/10007
CrethaHo Bonghre

PykoBoauTens HanpasneHws yNpasneHns LiensamMu nocTasok
no pernoHy 3anagHas Espona/EEMEA

OTOT AOKYMEHT SBNAETCS KOMNLIOTEPHON PACNEYATKON U NO3TOMY HE MOAMUCEH BPYMHYIO.

@. Xocptpmann-Na Pow Nra. Moapaanenexne dapma Tel: +41-61-688 11 11
CH-4070 Basens Fax: +41-61-688 80 20
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Cepmucgbukam Ha cepuro

01505267
Mab6Tepa cnakoH 50mn 500mr Ne1

Boanposka: 500mr/50mn Konuuecraol/ynakoBka: 1 ¢n.
Marepnan Neo: 10131854
Cepun N2: H0911B05 Hara Beinycka: 29 mapra 2018

Aara np-Ba: 13 okrabps 2017
Fopex no: 13 anpena 2020
Crpana-umnoprep: Poccuiickas Qegepauyus
YnakosaHo:
. Xodhdomann-Na Pow A, Biopmucser, 4303 Kalzepayrer, Lseiiuapus
JiuleHann Ha npowasogcTeo Ne: 504489
YTBepKASHHbLIe KOMIOHEHTbI:
10129740 Mabrepa amn. . 500Mr/50 mn
Cepun Ne: H0811 AHanu3s Ne: 27200603
IpON3BOACTBO M KOHTPONL KavecTBa:
Pow [luarnoctuxc MmBX, Canpxodbep wrpacce 116, 68305 Manhxeiim, I epmaHua
Nuuenavs Ha npowasoacTso Ne: {}E“BW_OL_MEAJM6_006210&':_,8\/&!_0LRocheﬂ_Diagnostics_MA

EudraGMP ceptucpukar Ne: DE_BW_01_GMP_2016_00119

¥, HaCTORLMM NOATBEPXKAEI0, YTO BbilligyKasanHas MHOPMaUMA NOSNMHHAN U TouHas. 3Ta napTus
npoAykuMy Gbina npousseseHa, BKIOYan YNakosKy/MapKUPOBKY U KOHTPOMb KaYecTsa Ha YKa3aHHOM
Bbille CaiTe (-ax) B NoNHOM cooTBETCTBMU ¢ GMP TpeGoBaHUSMY NOKaNbLHOMO PerynaTopHOro oprasa u s
COOTBETCTBUM CO CrieUnKaLIMeld PerucTPaLUNOHHOIO 4OCkE B CTPaHE-MMNopTEpe. CooTeeTcTByOUME
AOKYMEHTbI Ha MPON3BOACTBO, YNAKOBKY M aHANU3 3TOM cepuu Bbinu NpoBepeHsI,  GbIN0 YCTAHORNEHO,
YTO OHU COOTBETCTBYIOT TpeboBaHuaM GMP.,

20 pexabps 2017

O-p Bepra Kennens
OTBeTCTBEHHbIN COTPYAHUK

DTOT AOKYMEHT ABNSETCA KOMNbIOTEPHOW PACNevaTkoi U NOITOMY HE NOANUCAH BRYYHYIO.

@, Xotpdmann-Na Pow Nra. Moapaagenenne dapma Tel.: +41-61-688 11 11 Crpanuua 2 u3 3
CH-4070 Bazens Fax: +41-51-688 80 20




Cepmucbukam aHarnusa Roche

27200603

Mab6Tepa ¢hnakoH 500mr/50mn

Martepuan Ne6 10129740 [ata Bbinycka: 29 mapTa 2018
Cepwua Ne H0911 Hara np-Ba: 13 okta6psa 2017
Wcn. meTon SAM-0105563 / V4.0 / 24.05.2017
Wcn. cneumdmkaums: 005983
Tect Pesynbrat
BHeLwHWi Bug KUOKOCTb
MpoapayHocTs/onanecueHuus

Onucarue OT Npo3paYHon 40 onanecunpyoLlen

3xavyeHue no wkane onanecueHuun Espon. ®apm. makc. Ref.ll
LiseT

Onucanve BeclBeTHbIN

3HaueHue no wkane usetHoctk EBpon. Gapm. becupeTHbiv (B9)
pH 6,6
OcMonsnbLHOCTb 360 mOcm/kr
Waenexkaemblit 06bemM

Espon. ®apm./®apm. CLLUA/MSAN. dapwm. CooTteetcTBYET

MuH. 51,0 mn
U aeHTUDULMPYIOLLAIA TECT Ha PuTtykcumad

KanunnapHoe usoanekTpudeckoe okycuposaxve NoNoOXUTENbHasA uaeHTUdnKkauus (cooTs.)
UueToTa METOAOM CUTOROM KWAKOCTHON XpomaTorpadhii BbiCOKOrO AaBNEHUA

MoHomep 99,3 %
BaxrepuanbHble 3HLOTOKCHHbI <0,5 E3/Mmn
Cneunduueckas aktnerocTts0.0

TEcT HA KOMMMNEMEHT-3aBUCUMYI0 LIMTOTOKCUYHOCTL 1,1x10E5 en.
CopepxaHue benka

YO-COM 10,2mr/mn
CrepunbHOCTb

GuHanbHsIi KoHTEAHep, Espon. ®apm./®apm. CLUA/

An. Gapm.

) ) HeT pocTa (COOTBETCTBYET)
UncToTa METOAOM MOHOODMEHHOI BbICOKO3P(PEKTUBHON KMAKOCTHOW XpomaTorpacdui

Fec-nuk 26,9%
Fab-nuk 63,1%
Buaumbie yactulbl
JoBuaymble YacTULel (NpY NErkoM 3aTeMmHeHum)
yacTulel>=10 Mkm/dn 970
yacTulpl>=25 MKM/pn 0

Ota napTus Obina npoaHanuauposaHa u seinyuieHa 05 aexabps 2017 HalLMM YNONTHOMOYEHHbBIM

Otgenom KoHtpons u Obecneverns KayecTsa v COOTBETCTBYET cneundukaumsm. CooTseTcTByioLne

[OKYMEHTbI Ha yNakoBO4HblE OnepaLym Ans 3Toi cepuy Gbiny NpoBepeHbl U BbIN0 YCTAHOBMEHO, Y4TO OHU
COOTBETCTBYKT PETNCTPaLMOHHOMY 4OCheE.

NPakTu4eCKky OTCYTCTBYHOT

Pow [uardocTuke [moX
[-p ©payke BonbTMaHH
MeHemxep KoHTpons/obecrneyeHuns kavecTsa

PeaynbTaTsl B AGHHOM cepTuduate Obinu yTBEPXASHB! SMNEKTPCHHO

PesynbTatsl yTaepiaeHsl: [-p ®payke BonsTManH, 05 pexkabpa 2017, 07:22:39 CET

PoW [MarHoCTHKG IMEX Ka4ecTso i CooTBETCTaME Tel. +49-621-759-1544 " Crpanw

Buinyck npogykunu Fax: +49-621-759-5570
DE-68305 ManHxehm
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