BEKITAPALUUA O COOTBETCTBUU

AEKINAPAHT, NPUHUMAIOLLUK OEKNAPALIMIO O COOTBETCTBUU:

000 "flunnu dapma”, MexpaionHan uxcnekuns MHC Pocouy Ne38 no r. Mockse , OI'PH: 1037739728333 oT
18.02.2003, anpec: 123112, Poccus, r. Mocksa, lNpecrenckas nab, a. 10, Ten: +7 (495)799-5575

B nwue: MenepansHoro gupextopa 3anopoxey U.B.

Bosepennoe nuuo: Escructeesa H. B.

flosepennocts Ne 6/1 ot 15.01.2019

SAAIBNAET, YTO NNEKAPCTBEHHOE CPEACTBO:

l'em3ap®, NMOHUNUIAT ANA NPUrCTOBNEHUA KOHUEHTpaTa Ansi NPUroTOBNEHWA PACTBOPA ANA UHMy3wi 1, bnaxoksl
(1), nadkn kapTonHsle, per. ya. Ne 1 N013405/01 or 19.01.2012 (nara samerut PY 18,08.2017), sainano 3nm flunnu

Bocrok C.A., Wseiuapua, cepus 186730F, roge ao: 31 .05.2021, naprus: 2996 ynakosok. koHTpakT Ne 522/2010 ot
20.01.2010 r., uxBoiic Ne 8050005826 ot 11.01.2019 .

| BbINYCKaeMOoe W3roToBHUTENIeM: Kop OKIA2:

Bamarexc C.A., Mpeunsy/ Vianex S.A., Plant C, 16th km Marathonos Ave, Pallini Attiki, 15351, 21.20.10211
Greece/ Nunnu Gpanc, Gpaxums/ Lilly France, 2 rue du Colonel Lilly, 67640, Fegersheim,
France, crpana; ®paniums

Kop THB3/:
COOTBETCTBYET TPEGOBAHUAM: 3004900002
1 N0O13405/01-180917

AEKNAPALIMA NPUHATA HA OCHOBAHWUM

MpoTokon ucnbiTaukin Ne 51¢h o 23.01.2019, 000 WU "®APMOBOPOHA", arTectar akkpeauTaumn: POCC
RU.0001.2100140 or 07.07.2016, Cepruchukar cooTaetcraus Ne POCC FR.®B14.C73916 07 23.01.2019

Eectntbeensa H, B.

(noanncs) (DaMArIns, MHWUKANEI)

CBegeHus o perucrpauuu neknapauun o COOTBETCTBHM

3A0 "Texxauectso", 109044, r. Mockaa, yn. Quxamosckas, A. 1A, od. 400, Ten.: +7 (495) 676-5254, hake: +7 (495)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH; 1057746285189, Artecrar per. Ne POCC
RU.0001.11®B14 ssigan GepepansHoR cnyxBoit no akkpeaurayuu

Hara perucrpaumu: 25.01.2019
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lidentification Gemaabina TLO Compliea | DGK i
identiication Gemcitabing UV o sample Mamdﬂﬁtﬂmﬂ Complias| — DGK
.. : Bg ’m ik
istaridard Mﬂtﬂhmtmrﬁnhmr
[Genifcaten Chipnis_[pa Pesi| DOK
{identification Chiorkde JP{1) _|Pas: Pass| DGK
{Assay Gamaitablna K86.2-1044)% 1002%|  OKK
Cytosine NMT 0.1% LY 0.02%(LOG) |  OKK
Alpha shomar INMT0.1% Not datectad KK
Largest other Individuai relatsd  WMT 0.1% LTom% (Loo)[ oKk
o] olated substances NWIT 0.16% LT0.02% (LOQ) | ORK
Uniformity of dosags unlts L Paas DAS
Loks on drying ummm 0.3 % D3K
pH 2,76-3.20 8.04| DOK
- Forelgn insciuble matiar [Pass Pass|  DGK
= Particles z 104 [NMT 8000 particisaVial 847 particleaVall  DAS
& Sles & 260 MT 600 particles/Vial 40 particleaidal  DAS
B Stariity Pasy Pass|  GDM
8 Bacterial andotoxina MT 0.06 IUimg ARG ERo-4/0)] .
~ Ml - g U,
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Certificate of Compliance

To whom it may concern,
It Is hereby certified that
Batch: 186730
Materlal; VL7502V01GRU

- Materlal Name: GEMZAR 1G

"Date of Manufactura: 05-Jun-2018

Comments:
Finished Product Name : GEMZAR FINJ 16 50ML X1VIAL UB
- Finished Produc! lem Code: VL7502001U8
Finlshed Product Batch: 186730F
Expiry Date: 05 2021
Country destination :Russlen Fad,
Manufactored by Vianex C, Marathonos Avenue, Pallinl Allki Athens Greecs and packaged by Lilly France, Fegersheim,
France
Packaging was supervisad by tralned and qualified personnel In accordancs with EC principles and with both domestic

and foreign Guidelines on Good Manufacluring Practices (GMF). Condifions of manufacture were such that all regulaiory
commitments and the Tequirements of the markeling authorization were mat,

All packaging materials wera tested and found fo comply with all applicable regulatory commitments.

Samples taken from the batch were examined and testad In the Anglytical Laboratories by trained personnel and found to
comply with tha ragistered specifications (sea altached Certificate of Analysis),

Referance samples from the balch and complete records of the manufacture and tesling have been refained and copias
would be avaltable if required,

The protocal of packaging and releass has been approved according to the current registration dossier for market by the
undarsigned, by an authorised Qualifisd Person

For and on behalf of Lilly Site,
COC version number 1
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Jinanu ®erepmaiiv-
KOHGHACHIHANLIO Cmp.lusl
Cepruduxar anammna 186730F_ Poccuiickas ®enepauus
Penaxuna 1

186730F _ Poecntickas Menepanus

Konupaiirep Hypann Kopuitna
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Keamudmunposanusiii cotpynnnk: Ilsenx MaaGens — 04-12-2018, Bpemna 18:08:36
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Meanuus-Tpeuns *
CEPTHOMKAT AHAJIM3A o 186550
TEM3AP 1 r VL7502V01GRU PPpa Birpo: 4
Kon nponyxra; 80000112 Ne cniew/ epoua; 80000112-8 Bep.1 | Jlata npomssoactea: 035 mions 2018
Komnauns: S Jlwun Xenena Kownrp. No/sepe.: 800001 12-E sep.1 | Cpok roasocTw: mons 2021
Honrorosneno: H.Bamasac ?;g NOACUTORKIE 23 DRYROpN
Yroepkaeno: E.Asrapusioc ;!:;;;m‘tecm Awea: 23 okratgn
Ccpinxa wa cneund.
Hoxgiarens Hopmnt Pesymurar A
A. coorsercraonars, Esp.® — fonwen 6oms or Cooracrerayer
Genoro 40 nowrw Genoro usera TIOPOLIOX B
Onucamve Tpo3payHoM Grakoke ¢ cepol wau cepebprerolt arK
npofikol
T1pospaunocts JL6.0p03p. KK Brinep.cpaRHenHe ¢ Jranonom 3 | Coorsercrayer MK
Ipoapaunocrs Tipospaanocts <9.7 0,2 JITK
Lipernoens 1.6, Gecunernuiv wan GneaHo-kenraim Becuperni ArK
Cpenuee spevs He Gosee 72 cex 69 cex
|_PECTBOPEHHA KOHICHTpaTa A'K
Hunusunyansnoe apeus He Gonee 150 cex, 70 cex. ArK
PACTBOPEHHA KOHLEHTpaTA
Ohipémnesaic BPEMI YUCPKUBAHNY CPABHUMO C KOHTPONBHBIM Coorsercrayer
Femurabusa HPLC CTRHJIAPTOM, RONYYCHHE TBKHM X obpmom ¢ QKK
nomoueio Kuaxocrioro xpomarorpada
OReasicine Rf ochosnore namia ofipasua gomwen Coorpercrayer
Tenumralion TLE cpashusarecy ¢ R ocrosHoro atanows, JTK
HONYHCHHOTO TaKKM xe 0bpasoum ¢ noM TLC
MaKCHMYMB! 1§ MHNHMYME! THKa 0Bpatua Coorsercrayer
CPABRMBAIOTCH C MBKCHMYMOM NTHKA CTAAApTS,
?:gﬁ:?ﬁ:: Hy TOMYUCIIIIM AHATOTHY HBIM 0BPB3OM € IOMOMTEIO JIrK
Y@-cnexrpogoromerpa
Xnopuaw L. cooTBerernobars Esp. @ Coorsercrayer ArK
Xnopmae JP L cootsercrsonars Eap.d Cootpererayer 'K
Tectupopanne {96,2- 164,4) % 100,2% OKK
Uemunrabuna
Huroswy He Bonec 0.1 % Huxe 0,02% OKK
Ansda anomep He Bonee 0.1 % He ofnapyweno OKK
HauGonswan unas He Gonee 0,1 % 0,02%
HHAMBHAYATLHAR OKK
POJICTBEHIIAL NPHMECh
Obmee conepaanne He Gonee 0,18 % 0,02% OKK
POLCTECHHBIX DpHMecelt
Oxnxopoanocrs M cootsercrronas Eup. @ Coomserernyer NAC
RO3HPOBALHY
TNorepn npu = L7% 03%
ns:cyim:fimu AFK
pH 2,75-3.20 i 3,04 K
HYRCpOHoe JL. coorsercrnonars Eiy&f ETER " e Coorsercrayer Tk
HEPACTROPHMBE YACTHIIL A S B i
Hactrus > 10u Meuee 6000 no dnasone” NG N 847 uacTiu 8o daaxone JAC
Yacruie 225, Menee 600 so dnagone’ ™" % NTW T 40 nacrunm o dhnaxone JAC
Crepuashocts 2. cooTseTCTROBATE HODME Eap. K . L T CooTsetcrayer EAM
’ ancnoprer: /.-

Mlunhi Bocrox €A, /.
. Wocce ne Kowmna 16
CHmi'Zlﬁ[gepHsepmeHr:gi
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CEPTU®HUKAT COOTBETCTBUSA

Bcem aaunTepecoBaHHbLIM AKUEM,
Hacroawum noareepmaaeTcs, yto

Cepns anrpo: 186730

Koa nponyxra: VL7502V01GRU
HanMenoBaume nponyicra: TFemszap 1 r

Jara npomsogerna: 05 wions 2018
Kommerrapun:

Toprosoe HaHMeHOBaHHE NPOAYKTA; T'eM3ap THOPHAN3IAT INK MPUTOTORNEHUS PACTROPA ANA uHdymii Ir
50 M X 1 ¢naxon

Tpoussoncreennsil ko rorosoro npoaykra: VL7502001UB

Cepua rorosero npoayxra: 186730F

Fozen no: 05 2021

Crpana nasnavenns: Poccuiickas ®enepanna

Tpouseener Baianeke C.A. Mapatornoc Asento, Mannuun Artaky ATenc » I'peunn; ynaxosan a Mumnn
Dpanc, Gerepuueliv, Opanus,

Vnakoska oCyNIECTBASNOCE NIOA KOHTPOJIEM oby4enHoro 1 kBanHQHUUPOBAHHOIO nepeoHana B
COOTBETCTBAM C piHUunaMy EC, BHYTpeHHUMH 0 HHOCTPaHRBLIMI Yiasanusmu no Hagnexamess
Ipoussoacraennoli Ipaxtuxe (GMP), Venosus NPOH3BOACTBA COOTRETCTBOBANM TpeSoRaHMHAM
HOPMATHBHOH AOKYyMEHTAINH.

Hcxonuoe Chipse H ynakoBOYHEIE MATEPHAb TIPOLLITH HCTIBITAHKA, B PE3YABTATE KOTOPBIX Bbino
MOATBEPRACHO HX COOTBETCTBHE TPEOOBAHKAM HOPMATHBHON AOKYMEHTALINH.

OGpasuw npenaparor, B3ATHIC H3 NAHHON cepiy, NPOILLTH NPOBEPKY M TECTHPOBAHHE B KOHTPONbHO-
BHANHTHYECKHX nalopatopuax oByueHHbIM nepconanom, Gsio TIOATBEPAKACHO HX COOTBETCTBHE HOPMAM
3aperHcTpHposanHol cneundukatun (oM. npunaraemuiii Cepruuxar Ananisa).

Kownrpomsuste ofpaaust, Bastie H3 gansol CEPHH, & TAKKE COOTRETCTBYIOMAR NOKYMEHTAUNA 110
H3TOTOBNEHHIO H TECTHPOBAHNIO 34aPXHBHPOBAHb! K, B CNIy4ac HeOGXORNMOCTH, MOTYT BbiTh
APe/IOCTABNIEHE,

Hatnan cepns 0100pena B COOTBETCTBHH © AcHCTBYIONIHMH PErHCTPALMOHHBIME AOKYMEHTAMH |
CEPTHRHUMPOBAHAE K BBIMYCKY U1 NPOJAKH HIKENOATHCABIHMHCH YAONHOMOUEHRBIMH 110 KOHTPOMO
KA4ECTBA B COOTBETCTBHH ¢ Tpebosanuamu EC.

3au ot uMenn JInnm,

Bepcus cepruiduxara cootnercrana:l

ITOT AoKyMenT Gbiit nofnMeca JeKTPOHNLIM fiyTem, IToanyiiera, nocMoTpaTe NpHKpenIeHHbil
Ir 9 f A
ANCT € MOANHCAMH NOATRBEPIRAAIOUIHX ,a‘:dkj;;{em\ ¥ JeHCTBHTENBHLIE JaTH,
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Baxrepransunie He Gonee 0,05 ED/mr 0,024 E3/up
SHAOTORCHHL! i
Hposepeno: H. Bapuasac —uene/ep no konrpomo | Vrsepxacno u
Hpumeyanne; K84YCCTBA NONHCaRO:!
O6uem napriw: 420 n Mara: 31.08.2018 Yuoaxomouenuni no
(16800 dnax), BLITYCKY NPOAYKIHH
Axt.uurp.Ne 401830205 Jlaaapoc Mananmc
Jlera: 31.08.2018

&

PR |

HENQETER: 7

5 CApamBocrox CA
“ilocce ne Kokanxo 16 /
CHW214, Bepubep/iterieea L




