LEKNAPALIAS O COOTBETCTBUM

AEKNAPAHT, NPUHUMAIOLLUWM OEKNAPALIMIO O COOTBETCTBUM:

AQ "Actennac ®apma”, Mexpaiiorian wrcrielius $eaepanbHoi Hanorosoi crywer Ne 46 o r. Mociae, OTPH:
1027700482490 ot 02.12.2002, anpec: 108147, Poccus, r. Mockaa, yn Mapkerorokas, 4 16, Ten: +7{495)737-07-58,
Gakc: +7(495)737-07-53 i

B nuye: Fenepanibhoro aupesTopa Mosaxoauya fesna

DOoseperinoe nuuo; Norytea G, B,

HosepenrocTs Ne 6/H o 07.11.2018

SAABIIFIET, YTO NEKAPCTBEHHOE CPENCTRO:

Keraran, kancynsi 40 mr 28 wr., Gnwcreps (1), DY TIAPLL KEPTOHHBIE (4), NEYKM K2pTOHHbIe, per. ya. Na Nifl-003605 or
04.05,201€ {nara samensl PY 06.11.2018), seinato Actennac apwma [Opon B.B,, Huaepnasabi, cepis 1940814,
roges Ao 31,12.2021, naprws: 4195 ynakoso. [ucTpuGLIOUMOHRSI Aorosaop Ne AG2016-0117 o7 30.12.2016 .,
uHBoC N2 91692305 ot 28.05.2019 T,

BbINYCKaeMOe U3TOTOBUTENEM: Kog OKMAZ:
KavanenT apia Coniownc JINC, CUIA/Catalent Pharma Selutions LLG, 2725 Scherer Drive, 21.20,10.212

Assembly Drive; Rockford, fllinois 61108, USA/ Actennac ®apma [Opon 5.8, Hugepnanast
Astellas Pharma Europe B.V.,,, the Netherlands, Hogemaat 2, 7642 JG Meppel, crpana:

St Pefersburg, FL 33716-1016, USA/AnnepconBpexon Uk, CLIA/AndersonBrecon Inc., 4545

Hapepnatizsi Kon THEGL;
COOTBETCTBYET TPEEOBAHUAM: 3004390001
NN-003605-050617, nam. Net

BEKNAPALIVSA MPUHATA HA OCHOBAHUM

{ Mporokon wenbiTanuit Ne 822 11 ot 06.06.2019, 000 "Lewtp kokTpona kavectea Buonalid”, atTecrerakpenuralui:
RA.RU.21LIK01 or 22.07.2015, Cepruchmsar coomaererams Ne POCC NL.®B14.C83334 ot 06,06 iy

Ceenetns 0 perucTpaumu AeKnapaunm o CooTBeTCTBUMN

8AQ "TexkavecTso", 108044, r.Mocea, yi. [iunamosckas, 1, 1A, och. 400, Ten.: +7(495) 676-5417, cbaxc: +7 (495)

876-2841, www.tehkachesivo.ru, tehkachestvo@gmall.com, OTPH: 1057746285188, Atrecrar per. Ne POCG
RU.0001.110B14 puiaaH Gegepanshoir cnywbiod no aKKpBAUTALIN ‘ :
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: Koramm 40 wr 112 xancyx
: 149963 :

: Desaryramug :
: 19AD814 , Obpéa cepun
101 2019 :

MapKEpOBKOM KENZ» gmm SPHIHIAMH Ha OXHOMH
croponc. COepiRAMOS KATICYIH - MACARNCTES

4

TloamurHocTs i
Bpems yrepmmnammn - COOTBETCTBYET
Y@-coextp COOTBETCTRY BT X :
. XPUMATOrpaMMe HCOEITyE:
OCHOBEOIO ITHXR Ha XDOMBTOIPAMMES STAHARPTROLO
PacTBOpA B AHANA30HE ATHELE BOSHR ot 200 10 400
HM H JONTHCH HMCTD KCEMYM TIpH 230-240 BM,
kl
Conepiranue SHITYTAAINA 100,0 94,0 ~105,0 % ot SATRACHHEOTO CONCPIKAHIN
Iocroponune npuMecy ' i
Ipiecs B ‘ 0,08 <0,7%
Epmmirtimas secneupdutecxas | ; 4
WpEMSCE . 1+ f i .7 <0,05 - )
Cysna mpmaeceti d 0,08 L <1,0% i R
Gmopommgmmyzm ! : i
SAHHHI i . cootEetcTBYeT B CooTmeTCTHUR ¢ TpefoBamMIME EsponeHciol
: Gapmaxonen i
BrA . 0,09 0,07 0,11 Mr/kancyny | |
BIT - 0,09 o 0,07-0,1 sy/kancyny g
Pacrsopenye N ;
Kancyna 1/2/3 o 99/99/99 |  285% }
Kaucyna 4/5/6 : 99/100/99 .  >85% 4
MezpoGaonorsasiceran wecTota : ' - £
TAMC (O6mes wucno aspobusx
MEKPOQPLAHHIMOB) <5 < 10° kos/ir i
TYMC (Obmee yHE0 APoNcHOBLX ; 4
TUIECHEREIX IpHion) <35 < 10% kool i
HenmITenne Ha coenHpuIEcKHe ; ! :
Mitkpoopraumamss Bscherichia coli

B FIOTHOM COOTBETETRIY © TpeSorstpus GMP MECTROTO PEryASTODHOrG Oprasa
PEFHCTPAIIOIIOTO YXOCTOBCPCRHA CTDAIE UNTIOPTHPODANIK, BMnyck cepi, yrax
H NpESHAHE! cooTaercrayroupmu GMP. Dipowisomrsens sxrussoro HHIPETHSHTS D
C HOZHEDM PYXOBOACTIOM GMP 118 MEXOAEBIX MaTepianon, umaser: 24 man 2019

Yromomosctmsie MLa;
Oraen woicipons knscorse: CHiiting Rabelink OMarian Benjamins BSibel Kilic-Kartal {noanucs) DM
DGrreit Fransen [Frans Schowfdt Jars ssimyosa : 24052019

Tlpousaserso Menneas, Wi 43, 7940 AA Menners, Hvurepnart, Ter: 31322235300

Aszenmac ©apua IOpon B.B,, Topronsit pesorp r. Matinen Me: 28053775, Cunspuycser 62, 2333 BE
Hugepnusax. Tuuensia na npowssogemso: 108517 ¢ ' )
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