HAEKJIAPAIINSA O COOTBETCTBHUH

AEKJIAPAHT, NIPUHUMAIOUIHI JEKJIAPAILIAIO O COOTBETCTBUH

AKUHOHEPHOE OBLUECTBO KOMITAHHA "BAKCTEP" (AO KOMITAHHSA "BAKCTEP")

Ceedenus o pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus Dedepansroil Hano2080i cayxchvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739274001, dama npuceoenus OF'PH 27.09.2002.

Adpec: 125171, Poccun, e. Mockea, Jlenunzpadckoe wiocce, 0. 164, cmpoenue 1. Teneghon/chare:
+7(495)647-68-07/+7(495)647-68-08

B nuye: I'enepanvuoviii oupexmop Kamaes 4.H.

Hosepennoe auyo: Hosonawwuna T.H., dosepennocme Ne 6/n om 11.12.2018z.

3ASABJISIET, YTO

Aexapcmeennoe cpedcmeo: ORKOMPOH, KOHYEHmMpam 05 RPUZOMoeneHun pacmeopa 01 6HYMPUBEHHO20 U
8Hympuniespanbhozo esedenus 2 me/mn 10 ma, paaxonsi (1), nauxu xapmonnwie, PY Ne IT NO14612/01 om
15.12.2008 (0ama oghopmnenus 02.10.2009 )(deiicmayiowee PY IT N014612/01 om 15.12.2008 (0ama 3amenm
17.09.2019)), cepust 8LO27P, napmus 534 ynakosox, 200en do 01.12.2021, npouseodcmea baxcmep Onkonozusn
Im6X, I'epmanus, Baxter Oncology GmbH, Kantstrasse 2, 33790 Halle/Westfalen, Germany, koo OKITJ2
21.20.10.211, koo TH B3I 3004900002, konumpakm Ne 028-PH-2011 om 03.11.2011, unsoiic Ne 19002729 om
12.11.2019

COOTBETCTBYET TPEBOBAHUSIM

TTN014612/01-021009 usm. Ne [-2

AEKJIAPALIUS IPUHSITA HA OCHOBAHUH

npomokon ucneimanu Ne 2159u om 21.11.2019 HIT 000 ML "®APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®J140, Cepmucgpuxam POCC DE.®M0OS.C55323 om 21.11.2019
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“2%" CBEJEHMSI O PETUCTPALIMH

OPT'AH 10 CEPTHO®HKALMH, 3APETUCTPUPOBABIIHNI JEKJIAPALIUIO
RA.RU.11®M08 OPI'AH 10 CEPTHOHKALIMH ITPONYKLHH OBLECTBO C O PAH. R HH
OTBETCTBEHHOCTbIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA ", aopec opeauma.;_
Mockea, ya. Macmepkosa, 0. 4, sm. 5, nom. I, kom. I, adpec opeana no cepmupuxayuu. 115280, PO
20pod Mockea, yn. Macmepkosa, 0. 4, sm. 5., men.:(495)788-02-88, seb-caiim: OYKK.pD.
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Ceptudbukar aHanusa

OHKOTpOH

Baxter

DNara Bobinycka / flata ananusa 12/2018

logen go 12/2021

KoHTpone kayectea No.H00245665001

CEPUsi No. 8LO27P

1.0nucaxue: TEMHO-CUHAR XNOKOCTb COOTBETCTBYET
2. MoANUHHOCTL: OAUHAKOBOE BPEMSA yAEPXMBAHUA OCHOBHOTO COOTBETCTBYET
n1Ka Te:CTOBOrO U pedhepeHc pacTeopos
3. pH: 3.0-45 pH=37
4. M3Bnekaembln 06bLEM: He MeHee 10.0 mn 11.0mn
5. MexaHw4eckue BKNOYEHUA: NpakTUYeckn cBOBOAEH OT BUAWMBIX BKMIOYEHMUA, CoOTBETCTBYET
BUANUMBIE YacTUUbI:
< 6000 > 10 mkm/chn 23/¢hn.
<600> 25mkm/chn O/con.
6. CTepunbHoCTs: cTepunex CcTepuneH
7. BakTepuansHble 3HAOTOKCHHbI: < 10 EQ/mn <5.12 E3/mn
8.KonuyecrseHHoe onpeseneHue 2.10 - 2.44 mr/imn 2.34 mr/mn
MWTOKCaHTpOHa rugpoxnopua
9.4uctora
1.EQNHUYHbBIE M3BECTHLIE NPUMECH: Mpumece trel 0.5 He Bonee 0.5 % 0.1%
Mpumeck trel 1.4 He Bonee. 0.7 % He 0BH
Mpumecs trel 1.7 He Gonee 2.0 % 0.1%
Mpumecs trel 2.0 He Gonee 0.5 % He o6H
2. EQMHWYHbIE yCTaHOBNEHHbIE Mpumecs trel 0.7 He Bonee 0.4 % <0.1%
NpUMECH:
Mpumecs trel 0.3 He Gonee 0.2 % He o6H
Mpumecs trel 0.4 He Gonee 0.3 % He o6H
Mpumecs trel 0.45 He Gonee 0.2 % He 0BH.
Mpumecs trel 0.6 He Gonee 0.2 % He ofH.
Mpumecs trel 0.8 He Bonee 0.2 % HE 06H.
Mpumecs trel 0.85 He Gonee 0.2 % He 06H.
Mpumeck trel 0.9 He Gonee 0.2 % <0.1%
Mpumecs trel 1.2 He Gonee 0.2 % He OBH.
Mpumecs trel 1.5 He Gonee 0.2 % He oBH.
Mpumece trel 2.3 He Gonee 0.2 % He 06H.
3. EAMHWYHOM HeyCTaHOoBNEHHOR <0.2% <0.2%
npuMecu: :
Cymma 2u 3 He BGoree 1.0 % 0.1%
Obwasn cymma npumMecen: He Sonee 3.0 % 0.5%
B cooTBetcTRUM ¢ CDT PesynbTar
KoHTpons KavyecTtea
02man2019 Moanuck: Dr. Béddeker
Baxter Oncology GmbH, Kantstr.2, 33790 Halle/Westfalen, Germany

Baxter

Bakctep Oxkonopxu MMEX, Mepmanus P.O. Boke 11 12 33788 Xanne/BectdanneH

T. +49 5201 711-0
®.+49 5201 711-1516
www.baxter-oncology.com
CEPTU®UKAT COOTBETCTBUA
HaumenoBaHue npoaykTa: OHKOTpOH
CrpaHa BBO3a: Poccun
Bec: 20mr/dpn
Bua ynakoeku: 1chnakon/navka Kapr.
3aBopackon Homep Ne: 263682051
3asoackan cepun Ne:8L027P
Lara npoussoacTea: 12.2018
HaumeHoBaHue u agpec 3aBoaa/npousBoAacTBa(s):
Bakctep OHKOnomxu
KanTtcTpawe 2
D-33790 Xanne/BectdanneH,

®opMma BbiNycKa: pacTBOP ANA UHBEKLMIA

FNopen no: 12.2021

Fepmatun

Cneuwdukauus npoaykumuu: cm. cepTUdMKaT aHanuaa LN 8/
CepTudmkaumMoHHoe 3aKnioueHme: g NG //:,
Hacmoswum s ydocmoeepsiro, umo ewiweykasanHas UHpopMayus uemuHHas u moyHas. [anHas ceéiﬁqyaﬁpﬁwﬂa
npou3seedeHa, 8KTI0YasE KOHMPOSIL ayecmea ynaKoeKu 6blWeynomMsHymol npodyKyuu, e NosTHOM coomeent: c

mpe6oearuamu GMP Eeponelickoz coro3a u co cneyugpukayuamu Poccutickux HOpMamueHbIx dokymMeHmos,
O6paGomka, ynakoeka u aHanus GoKyMermoe 6bITu MepecMompeHs! U ycmanoeneHo ux coomeemcmeue GMP.
KommeHTapuu: 6ea/kom.

Dr. Vollerthun ¥YnonHomouerHoe Muuo 2001/83/EC
16 ceHTabps 2019



