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TEKJAPAITASI O COOTBETCTBHH |

JEKJIAPAHT, IPHHUMAIOUIAH JEKJIAPALIMIO O COOTBETCTBHH
000 "MCJl ®apmacwionuxaic” ‘
Ceedenus o pezucmpayuy op2anusayuu: Medicpaionnas UHCNeKYuA Dedepansroii Ha1020804 Cayaichbl M 46 na ‘il
2 Mocxee 20.11.2008, Or'PH 5087746440843, dama npuceoenus OI'PH 20. 11.2008. "
Adpec: 119049, 2. Mocxea. yn.1Lla6oroexa, 0.1 0, xopn. 2. Teneghon:8 (495) 916-71-00

B nuye: enepanvuviii dupexmop Axap Mapean

Jlosepennoe auyo: CmanroHot J1.B., dogepennocms N2 77/659-1/77-2019-4-873 om 16.04.2019 2.
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rexapemeennoe cpedcmeo: Temodan® auounusam OIR NPUOMOBREHUR pacmeopa ons unghyzuii 100 me,
daaxonsi (1), nauku kapmonrvie, PV Ne JITT-000847 om 11.10.2011 (dama 3amersi PV 18.09.2017) gmdano
Illepunz-Ilnay Jlabo H.B., cepus S021 783, napmua 2414 ynaxoeox, 200ev 00 01.01.2023, npouseoocmsa
Faxcmep Ownxonozus I'm6X, lepmanus, Baxter Oncology GmbH, Kantsirasse 2, 33790, Halle/Westfalen,
Germany / [lepunz-Inay Jla6o H.B., Beveus, Schering-Plough Labo N.V., Industriepark 30, B-2220, Heist-
op-den-Berg, Belgium, xod OKTIA2 21.20.10.211, koo TH B3 3004900002, xonmpaxm Ne 001T/2011 om B
15.04.2011, unsotic Ne 90422155 (F8) om 29.07.2019 '
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COOTBETCTBYET TPEBOBAHHAM '
JIIT 000847-111011 uzm. Ne 1-2

NEKJIAPALIMS [IPHHSATA HA OCHOBAHHIH

npomoxon ucnstmanuit M Hi 9-03045 om 08.08.2019 OO0 "HLJIC "Fuomexxonozus ", ammecmam &
axxpedumayuu RA.RU.21 OM04, Cepmugpuxam POCC BE.®MIS. C83511 om 08.08.2019 i
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POCC RU.0001.11®M15 OPTAH 110 CEPTH®HKALIHH BPOIYKEIH? ‘{OBIECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYXHON LJEEER KQHT KAYECTBA", e
adpec opeanusayuu: 115280, 2. Mockea, ya. Macmepxota, 34 4. 1., adpec opeana no Rl
cepmuchuxayuu: 143581, Mockosckan obnacme, Hcmp%c%ﬂ}pa O, & D60, O. 248, cmp. 1, men.; il
| (495)640-96-69, (495)787-92-78 seb-caiim: oyxx.pe. L
| AEKJIAPALIAS O COOTBETCTBHU 3APETHCTPHPOBAHA /0 P
JIATA PECHCTPALIUH 09.08.2019 S
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" CHCTEMA CEPTHOURALMH FOCTP
EIEPAILHOE ATEHTGIBO 110 TEXHHSECKOMY PEIYIHPOBAHIIO H METPOZOrMH |

 wae CEPTUOUKAT COOTBETCTBUS

: 2t Ne pocG BE.OM15.Ca351 v DRSS
- "”"’QH“"’" Cpox peficTBHS C 08.08.2019 o

Ne 0522255
OPrAH I10 Cm‘pﬂmlﬂﬂ’ ) | ‘ A
POCC RU.0001.11 ®M15 OPIAH [0 CEPTHOHKALHH IIPOQVKIHH OFIIECTBO C OrPAHHYEHHOH -
OTBETCTBEHHOCTBIO "OKPYX(HOH LEHTP KOHTPOJLA KAYECTBA'", adpec opeanusayuu: 115280, 2. .

Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xom. 1., adpec opaaka no cepmugbuxayuu: 143581, Mocrosckar obir.,
Hempuncxudi pasios, dep. Jewxodo, 0. 248, cmp. 1, men.: (495)640-96-69, (495)787-92-78 N
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Iexapemeennoe cpedemso: Tenodax®, Auopunsam QiR npuzomoanenin pacmeopd dna ungysudi [0 " S 7 B0} €
100 sz, hnaxons: (1), nauky kapmonneie, T e it e ¥
PV Ne JI1-000847 om 11.10.2011 (ama samenss PY 18.09.2017) evidanc Lilepuns-ITray J1ato gﬁ‘;‘i ég‘;’? (OKIR2):
HE, ' o R
cepus S021783, napmus 2414 ynaxoeox, 20den do 01.01.2023, ‘
xoumpaxm M 001772011 om 15.04.2011, unsoiic Me 90422155 (F8) om 29.07.2019
COOTBETCTBYET TPEBOBAHHUAM HOPMATHBHBIX AOKYMEHTOB s,
JIT 000847-111011 uam. Ne 1-2 5 A kop TH BQA

' 3004900002

U3rOTOBUTEAD i e
Baxcmep Onxono2us Tw6X, Baxter Oncology GmbH, Kantstrasse 2, 33790, Halle/Westfalen, Germary, Tepmanun / Wepuha-
Inay Jlabo H.B., Schering-Plough Labo N.¥, Industriepark 30, B-2220, Heist-op-den-Berg, Belgium, Beaveur =
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' HA OCHOBAHHUMU S _
CepmuchuKam aHaAUIa NPOUsEOOUMenR om 24.07.2019, npomaoxon ucnsimariai Ne H19-03045 om 08.08:201 9 000 "HLJTC
"Buomexnanczus"”, ammecmam axpedumayuu RA.RU.21OM04
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e MSD L EPUHI-TIIAY NIABO H.B.

Industriepark 30 Zone A, B-2220 Heist-op-den-Berg {(Benbris)

tal +32 15 258711
Ce c
HaseaHue NPOAYKTa: Temonan $naxox
Temosonomun 2,5 sar/mn 1x100 mr
Howmep cepum: 5021783
Kon nponykra: 1016859 Iata ynakoBxu: 17 wrons 2019
Jlara npou3BOACTBA: 012019 Cepus nocrasuuka ~ 9Al 12A
Tonen mo: 012023
CpoK ronHOCTH: 48 MECALEB
Monorpadust: SPEC-PACK-KASA
Crpana Ha3HAYESHHA: Poccnitcxan Gepepauns
PeayiibTathl AHAINIA

o Kagec Cremnduxauus PesyneTat
Onxcanne: Bemuiit ¢ po30BaTHIM OTTCHKOM, HO coxepxanuit CooTBeroTRYyeT

MexaHHYeoxHx prmoveinit. 1lset we momer Suith

Teptmee, oM cTangapt SR 9/2.
Omioarme: pocoTanobnennsil | [Tpospanuiit pacTsop, enobo uuil or summMeix gactun | CoorpeTcTRyeT
pacrsop
APHA Maxcumym 100 14
Hnemrndumanus IR UK-cnextp obpasa IeMOHCTPHPYET MakCHMyMBI IPH CooTBeTcTBYST

Tex e BOIHOBKX YHC/IAX, 970 H CHCKTP STAOHHOIO

CTAHJAPTA,
KorwgecTBeRHOC 95.0 - 105.0 % o 3aABICHHOO H STHKETKE 98.9 Y
onpeeenne
5-aMuHOMMHNA30M-4 - MaxcaMyym 1.0% 0.5 %
gapboxcamMng
2-asarunoxcadiya (AHX) Maxcmvyym 0.3% 0.1 %
Conepxante emanaHol He Maxcmys 0.2% <0.1
anerTrduIEpoBanHOH
TPHMECH
Cymma Boex Maxcmyn 0.3% <0.1
HeAJeHTHOMIHMPOBaHHEX.
npameceit
Beero npuvecel Maxcuaysm 1.7% 0.6 %
pH 3.0-45 3.8
Boja (meTos Oumnepa) MaxcmvyM 1.0 % 0.1 %
Oopo HocTh AOIRPORAHS CooreercTByeT TpeCoBamiaM dapyuakoncH CooTBETCTBYEY
Mexanmgeckne BRTOUeHHS: | MaKcHMyMm 6000 gacTHW prakoH 3 gacTR/ draxoH
Yacrust >= 10 MHXPOR
MexaHREUCCKNE BRTOSEHHA: | MakcuMym 600 yacra/duakon 0 gacTHIY/{akoH

| YacTHist >= 23 MHXDOH

Baxrepuansiie saxcumym 0,88 ED/Mr rTeMO30/0MI AR <0,38 EDMr
IHJOTOKCHAR

CTepHnLHOCT Crepunssiii Esp. Gapw. Coo-rme‘w-r‘s_{‘m‘wqﬁ
{‘.i"\?" RUE O~



MSD WEPUHI-NNAY NAEO H.B.
industriepark 30 Zone A, B-2220 Heist-op-den-Berg {Benwrns)
tel +32 15 258711

Ce c
HassauHe npoaykTa: Temopnan dnaxox

Temoszomomug 2,5 mr/mi 1x100 Mr
Homep cepym: 5021783
Kon nponyxra: 1016859 Jara ynaxopxu: 17 nrons 2019
Jara npousBogcTRa: 012019 Cepus nocTaBmmka  9A112A
T'ones no: 012023
Cpox rogHOCTH: 48 MECSIIEB
Mouorpadus: SPEC-PACK-KASA
Crpaxa HasHAYeHHS: Poccuiickas enepanns

Pesy/bTaThi AHANH3E

Hamvesopanua npoH3soAcTsa/ NICPBHYHAA YIIAKOBKA/ TECTHDYIOLIAs MIOLIAKa: Baxcrep Orxonomxs I'n6X.
Azpec npo3BoACTsa/ TiepBHTHAN YNAKOBKY/ TECTHPYIOINAS NUIOMAnKa: Kamrorrpacce 2,33790
Xanne/Becnd., N'epmarma,

Homep miponssoacTBeHHOIO paspemenHs 24.3 1.01.01/ GMPcepmaduxar DE_NW_06_GMP_2017_1001.

HauMeHOBAHHS BTOPHUHAS YTIAKOBKA/BBITYCKAXOMHA KOHTPONE: [epurr-Ilnay Jla6o HB, Benbrua.
Aspec BTOPHYHAS YTIAKOBKA/BHINYCKAIOIHHE KOHTPOb! Wanacrpunapx 30, Xeiict-on-aen-Bepr, B-2220
Bensru.

Homep nipoussoacTeersoro paspemeua 304H/ GMP ceprapuxara BE/GMP/2018/125 (ne crepunbHbie)
BE/GMP/2016/010 (Crepumsisic)

KommenTapuiL HeT

HacTosnnmu 1o {TeepaAat0, 9T BCE ITAIK NPOHIBOACTBA JAAHHOM CCpHE rOTOBOH MPOAYKUMH GBINH
BEIMOMTHEHE! B TOMHOM COOTBETCTRUH ¢ TpeboBarmamu GMP EC 1 1peGoBaHsMH TOProBoi MiLieHIneH
CTPaH/CTPaHE! HA3HAYCHHA

BhInyck cepHu: 23 wonn 2019
Ksamapvpposarnoe io/OTBETCTBEHHbIH MPOBKIOP HA OPOHIBOACTES
Bept Ban ITerexem

(noprmuacs) Bepr Ban Ierexem
Jara noanmcu: 24 wiona 2019
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Tlepeson BepeH:
Cransuo#t [1.B. 30.07.2019




e MSD WEPUHT-MNITAY NABO H.B.

Industriepark 30 Zone A, B-2220 Heist-op-den-Berg (Benurus)

tel +32 15 258711
Ceprt ce
Hassaune npoayxra: Temonan dmaxbu
Temosonomun 2,5 mr/mur 1x100 mr
Howmep cepun: 5021783
Koxn nponyxra: 1016859 Hata ynakosku: 17 urona 2019
Hara npoussoncTaa; 01 2019 Cepus nocraemuka 9A112A
Conen no: 012023
Cpox rogrocTu: 48 MECSILIEB
Monorpadus: SPEC-PACK-KASA
CrtpaHa HasHaueHus: Poccuiickan ®enepauua
Peaynerarter Anamisa

Hamvenosarnua nponssosctsa/ nepemusan YraKoBKa/TecTMpyiowmas miomazka: Bakcrep Omxonomia InGX.
Aspec npomssozcTsa/ nepeHanas YNaKOBKa/TeCTHpyIOman nuiomanka: Kanmurrpacee 2,33790
Xamne/Becnd., Mepmarns.

Honep npomssoacrsensoro paspemenma 24.31.01.01/ GMPeepruguxar DE_NW_06_GMP_2017_1001.

Hamuerosanma sTopianas ynakoska/suinycicarompui kouTpors: Wlepunr-Tinay Jla6o HB, Beasrus.
Anpec BTOPHYHAS yNaKOBKa/BLINYCKAIO Myt koHTporms: Hunactprmapk 30, Xelicr-on-aen-Bepr, B-2220
Benbrua.

Homep npomseoacreensoro paspemerns 304H/ GMP cepradukara BE/GMP/2018/125 (ne crepumsisie)
BE/GMP/2016/010 (Crepunsuie)

Kommentapmr ner

Hactosumm noarsepsaaio, 910 see 3ram MPOMSBOACTBA JAHHOM CCPHH FOTOBOM NpoayKInmM Gutnn
BBITIO/THEHE! B (IOTHOM COOTBETCTBHH ¢ TpeGosarman GMP EC & 1peGopammsmuu TOProBO#H NHuEH3NeH
CTPAH/CTPAHB! HA3HAYCHHA

Brimyck cepuu: 23 mons 2019
Ksamnumiposarmoe mimo/Orsercracrmii nposmop Ha NPOU3BONCTBE
Bepr Bau [Tetexem

(noamucs) Bepr Bau [Terexem
Hara mogrmcw: 24 mons 2019

Iepeson sepen:
Cramsroit J1.B. 30.07.2019
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