AEKNAPALIMA O COOTBETCTBUM

REKNAPAHT, NPUHUMAIOLLUIA AEKNAPALIMIO O COOTBETCTBUMU:

00O "Nunnu dapma”, MexpaitoHHas UHenexkuua MHC Poceun Ne39 no r. Mockae OFPH: 1037739728333 ot
19.02.2003 r,, agpec: 123317, r. Mockea, Mpecuexckan Hab., gom 10, Tenecdbon; (495) 799-55-75,

B nuue: eHepankHoro Aupekropa 3anopoxeu U.B.

HoseperHoe nuuo: Escrucpessa H.B.

Hosepentocts Ne: 6/m o7 01.01.2017 r.

3AABIAET, YTO NNEKAPCTBEHHOE CPELCTBO:

Anumra®, nuocbunuaar gna NPUrOTOBNEHUR pacTeopa ans uHbyaui 500 ur., thnakorsl (1), nayku kaproHHbie,
per. ya. Ne JIC-000355 or 07.05.2010 (AaTa nepecthopmneHun perucTpaLmMoHHoro yaocToBepeHun 14,10.2014)
Bbifaro 3w flunnu Bocrok C.A., Waeiyapus, cepun C752303D, rogex A0: 30.04.2020, napTua: 2000 ynakosok.
KOHTpaKkT Ne 522/2010 ot 20.01.2010 r., uHBolc Ne 8050006568 o1 06.12.2047 r.

~ Kom OKMAzZ: |
BbINYCKaeMoe U3roTtoBuTenem: 21.20.10.211
3nu Nunnu ang Komnanu, CLUA/ Eli Lilly & Company, Lilly Corporate Center, Indianapolis
46285, USA/ Niunnu ®pakc, ®panyus/ Lilly France, 2 Rue du Colonel Lilly, 67640
Fegersheim, France, CTpaHa: ®paHyua
COOTBETCTBYET TPEBEOBAHUAM: :
Kopn THB3/:

AEKNAPALIUA NPUHATA HA OCHOBAHUU

porokon ucnbrranumit Ne 307 ® ot 15.12.2017, OO0 ULl "®APMOBOPOHA", arrecrar akkpeguTauuu: POCC
RU.0001.21®/140 ot 07.07.2016 r.. Ceprudukar coorsercrens: POCC FR.©B14.C46109 or 18.12.2017

OATA NMPUHATUSR OEKINMAPALWU: 18.12.2017
OEKINAPALUKMSA O COOTBETCTBUM DEUCTBUTENBHA A0: 30.04.2020
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3AO "Texkavectso", 109044, r.Mockea, yn.Auxamosckas, 4.1A, oth.400, Ten.:(495)676-52-54, cpakc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OrpH: 1057746285189 Arrecrar per. NePOCC
RU.0001.11®B14, PenepansHoit cnyxboi no akkpeguTauuu,

Aata perucrpauuu: 18122017
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Certificate of Analysis

14-Nov-2017

Material: VL7623V01FFU

Matortsl Name: ALIMTA FINJ BOOMG V01 FFU
Batch Number: C752303A

Country: Russlan Fad,

Finlghad Product Name: ALIMTA 500MG X1 VIAL
Finished Product Item Code: V1.7623001UR
Finishad Praduct Batch Number; C7523030

Componant Method ~ MethodTyns  Result Unit  Acceptancs Criteris
Bactaral andotoxing A13484, Colodmetrio <0.1880 EUimg Hactarial andoloxing <= 0,17
GP8020,
USP, Ph.
Eur, J7
Clasly Ph, Eur. <= Susponsion || Clarlty="<= Suspanslon |
Color Ph, Eur. Visual <= Standard Y1 or GY1 Colar = *<= Standard Y1 or GY1{*
Dasedption Visual Pass Deacription = *Pass®
Largset Unspacfad impurity B0BO4R HPLC <0,0% Parcent  Lergast Unspecifiad Impurity <= 0,20
Oxygen Haadspons B0B722 <0.2 Percant  Oxygen Haadspace <= 1,0
Particlos >=10mom Ph. Evir, USP  Particls Slze H PertiCo  Pardiclos »=10maom <= 8000
Analyzer Nioiner B
Partcles >=25mem Ph, Eur, USP  padicis Size (V] PartCo  Parlicies >=25mem <o 600
Analyzer nialnar
Pemsiraxad fras acld sssay Boave2 HPLE 487 mgiVial - Pamelexad free scld assay »o 475 AND
Pomalaxed frae ucld asssy <« 525
Pamatrexed free acld assay BO8702 HPLC 804 Porcent  Pemelraxed fras scld aasay == 94,0 AND
Pamatraxad free acld assay = 1050
Pamelraxed lras acld dantity BOS78H e Pass Pamatexad irea aeld ideniity » "Pygs®
Pametraxed lrae gcld ldently 808702 HPLC Pras Pometaxed free acld dentlly » “Pags™
pH Ph, Eur,, pH 12 pH »= 8.8 AND pH <= 7.8
USP, Boo11s ‘
Racensliution ime  ~ Bos0sn 14 Bocond  Reconstiiuton ime <= 180
L}
Blorlity Ph, Bur., Pase Sterllty = *Pass"
usP, 4P
Total impurides BoB048 HPLE <0,05 Percant  Total Impurities <= 1,20
UnHformity of Dosage Unily PhEur, USP, Pass Uniformity of Dosage Unita %P
e i
Water B08135 Kar Flscher 23 Potcont  Watar <= 4.0 Ll
i v i
Date of Manufacture: 03-May-2017 nEl | -5?? ey |
Expiratlon Data: 04 2020 Noe \_‘ e et
Commants: \
I gertify that the above Information Is a true copy and accurate reprasantation of the data containad within LIMS, ¢ R g
Finlshed produet batch explres: 04 2020 ELT LI LE_ i G TOF. 847
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COA verslon number 1

Preparer: ANNE LE BRETON Date:  14-Nov-2017
dd-MMM yyyy
Quality Approver:
I _ Dats;
Frintad Nama of Quality Approver Signature of Quality A ded-MMM-yyyy
Anns LESRANCQIS
Pharm.D . Jualified Person
Quaiity Assurance
20 NUv, 2017
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14-Nov-2017 Uilly Franca

Zone industrialle
2, rua du Colonal Lilly &
67640 FEGERSHEIM
France
wwaw.Lilly.com

Certificate of Compliance

To whom it may concern,

It ls hareby ceriified that
Batch: C752303A

Materisl: VL7623V01FFU

Material Name: ALIMTA FINJ 500MG Vo1 FFU

Dats of Manufacture: 03-May-2017

Commants;
FINISHED PRODUCT DESCRIPTION: ALIMTA 500MG X1 VIAL
FINISHED PRODUCT ITEM CODE: VL7823001U8 |
FINISHED PRODUGCT BATCH NUMBER: C752303D
Manufactured at | Lilly end Co., Indlanapalis, indlana, USA and packaged, tested and relessed at Lilly France, o
Fegurshelm, Francae
Manufaeluring was  suparvised by trained and quallified personnel In accordance with EC principles and with both ;
domastic and forelgn Guidelines on Good Menufacturing Praclices (GMP). Condlions of manufacture wesre such that all :
regulatory commiimants and tha raquirements of fhe markeling authorization wera mat, :
All starting materlals and packaging materials were tested and found to comply wilh all spplicable regulatary
commitments,
Samples teken from the batch ware examined and tested In the Analytical Leboratories by trelned peracnnel end found lo B |
comply with the registered specifications (see attached Certificata of Analysls), !
Reference samples from the balch and complete records of (ha manufaciure and testing have been relained and coplas
would be avallable If requirad,
The batch has been epproved according to the cument registralion dossler and s cortiflad for release for sale by
undarsigned who is an aulhorlzed Qualified Parson according to Europaan Community requirements,
For and on behalf of Lilly Site,

COC verglon number 1
Praparar; ANNE LE BRETON Dals;  14-Nov-2017
dd-MMM-yyyy
Quality Approver:

Printed Name of Quality Approver, Title Sligneture of Qual

Anne LEFRANCOIS
Pharm.D / Quailfied Peraon
Quality Assurance

20 NOV. 2017
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14 HosBps 2017

Kon npoysera:

Haumenosanme mareprana:

Homep cepuu (anrpo):
Crpana nanavenus;
Hanmenosanue rotosoro npoAyKTa:

Jlunng ®panc
Joua Minyetpuanne

2, py ay Kononens Jinnan

67640 OETEPIIEAM

Dpanuns

www, Lilly.com

CEPTHOUKAT AHAJIU3A

VL7623V0OIFFU
AnumTa 500 mr
C752303A
PO

Anumra 500 Mr X1 dnaxon

Jlunmu Baerox ¢ A
{liocce ae Kownixo 16
CH-1214 Bepimep/HKevenn

Koz roresaro nponykra: VL7623001UR
Homep cepun rotonoro nponywra: C752303D
[ HOKA3ATENR METO] Tmn PEIVJILTAT EAMIHUA HOPMA
METOJIA HIMEPTIIHS .
Al3434,
Bakrepuansuse GP8820, Konopumerpis E/wr "
mnmgxcmm O.CLLA, i <0,1680 =
Esp. @
Jlomken Ghrrs
[Tpospaunocts Eup.® DBuayans el = Cyenewsun 11 RPOIPAMIILIM HAK THE
TIPEBRILIATE CYCHEH 0
cpassensn 1
Heersocts Esp.d Busyansneli é‘.’:,i;mmm\’l HIK <Iranona Y1 stnu GY |
= JL. cooTseTerRORaT,
Ormcanne Busyanenuiii CooTuercrayer TpeGoRBIHAM
HauGonuwan B0%049 BIWX %
HEHIerTHY HIHpyeMus <0,05 <=0,20
THIPHMCCh
Cuoboansiif kuenopos B09722 <02 % =10
HIL IPOILY KoM N _ L
Enp.@, Amnanus Hacrut/rapr,
Brmovenna >= 10jm D.CIIA pasuepa 5 or 10 g0 6000
HACTHI| ]
Enp.a®, Ananni Yaerui/kapr,
Broucnns == 25m ¢©.ClllA pasmepa 0 - Or1 25 1o 600
YACTHL
Konuuecraennoe B0O8702 BOXX Mi/Du
onpenencHie 497 Or 475 no 525
HeMETpeKce A
Onpenenesue BO8702 BAXX %
NOJUTHHHOCTH 99,4 Or 95,0 no 105,0
NeMETpeKcena _
Onpenencime B09788 TCX ) i
e Coorsercrayer JL. cooruercrosats
neMeTpekcena ﬂ%ﬁamam
Konmuectneimoe RORT02 BKX o .
ofipenenesne Cootsercrayer : B Dot
nosmIHOeTH petionhfi
L pH Enp.®, I pH 7.2 01 6,6 n0\7:8'
7
IKCIOPTEP i i :




14 noxBps 2017

Jluann @panc

Jona Hanyerpuanne

2, py sty Kononess Mgy
67640 GEMEPLLEAM
Dpanuma

www.Lilly.com

’—' - LA,
B0O0119 -
Bpems pactropenis B09050 4 Cex <= 180
Eap.d, .
Crepununocrs ;I{)I.TC‘él’IA, Cootrercroyer A eﬁn:o:ar::::;ﬁnmmu
Cymma HPHMCC'CWH B09049 BIXX <0,05 % <=1.20
= S
Onnopomocrs £t i H. coorercraonar
HIO3HpOBaNHg :{;Cgm' Cooreercruyer TpeGonanianm
B09135 Meran - %
s
Boza Dutepa W
Jata nponinoncerna: 03 max 2017

Henonvionats no: 04, 2020

Kommentapun;

Hacrosumm NOATEEPKAALTCH, MTO B

COOTRETCTBHH ¢ HOpMaMmu o cncundmxauim.

Henonuopars no: 04,

2020.

Bepeus cepruduxara ananma: 1.

Hoarorosun:

Bun e Bperrron

Ynoauwomoueunsili ng ¥ouTpoo B Jledpanxoc

WRYeCTHg!

Homep cepun: ©7523034

axcnoprer | 3
M Bocrox LA
Hocee e Koxm

ILICyKa3anuas UHGOPMAUMS sBseTes

Hara:

Nara;

Ken npoayicra: VL7623v01 FFU

BEPHOW M Touno OTPAXBET NaHHBIE B

14 nosfs, 2017

20 now6. 2017




14 nostips 2017 Jlunan Gpaue
Jona Munyetpuanne
2. py ny Konowen M
67640 GEIEPIILHM
Mpanunz
www._Lilly.com

CEPTHOD O0TBETC 51

Beem 3AHHTCPECOBAHHBIM JIHUaM,
Hacrosumm nogrsepiaaercs, wro

Homep cepun (aurpo): C752303A

Koa marepnana: VL7623V01FFU

Hanmenosanne nponykra: Annmra 500 Mr

Jdara npoussoncrea; 03 man 2017
KommenTtapun;

Haumenosanue npenapara: Annmra 500 mr X1 duiakon

Kon rorosoro nponykra: VL7623001UB

Homep cepus rotosoro NponyKTa: C752303D

Mposykr Gein npousnenen komnanuesl «Im Jlunmn aun Ko.w, Muammananamne, Muawana, CHIA u YIAKOBAH,
NPOTECTHPOBAN U BLITYIMEN koMNaHued « THamu ®paricy, Derepetis, Opanigs,

TpowanoncTeo ocywecrsninocs noa koutponem obyueHnoro KBAIHGHLUHPOBIHHONO NEPCOHANA B COOTRETCTRHN C
BHYTPEHHHMH M NDHMEHHMLIME HHOCTDAHH MK TpeGosaruamu Hagnexaweii Mpoussoactaennott Mpakrikn (GM P).

Hexonroe chipse 1 Bee ynakonounsie MaTEPUAJILI POLLTH HEMLITAIINA, B PEIYALTATE KOTOPLIX GLi0 NoATEepHAEHA
HX cooTBeTCTBHE TPEGOBAHIAM HOPMATHBHO NOKYMEHTAI{HMH,

O6pasus NPENapaTos, B3sTLIE HI AaHHON cepun, [IPOLIIH NPOBEPKY H TECTHpOBaNHE B KOHTPONLHO-BHANHTHYECKITX
AaGopatopuax obyuenHbiM liepcotanom. Pesynevarh cooteercrayior HOPMAM 38PErHCTPHPOBARHON crienHdn Kanuy
(¢cMm. npunaraemuif Ceprudmkar Ananuza).

Kowrponeusie ofipa3uer, Bantsie w3 aanHo CEPHI, & TAK e COOTBETCTBYIOMA OKYMEHTALHA 1O HAFOTOBJEHIIO H
TECTHPORAKHIO 32APXHBHPOBANLI W, B CITYuae HEOBXOAMMOCTH, MOFYT GHITH MPEOCTARNEHSI,

JhoBoe ortknowenne ot YTHEPHKACHHOTO NPOUCCCR NPOMIBOMCTBA GELIO BLIMLICHO i HCNPUBIIEHO, B chyune
HEOOXOAMMOCTH OTHETH! 08 OTRIIOHEHMUAX MOTYT BLITH IPENOCTABNEHL,

Hawnas cepus Guna onoGpena k BLITYCKY /UTH MPOAKH YIIONHOMOUEHHLIM IO KONTPOJIO KAUCCTRA B COOTRETCTRHI ¢
TpeGonannamn EC,

3a o OT HMEHH KOMNaHHY
Jlvnnm
Bepens cepridmkara coorsercTeyg; |,

Hoarorosun: DHH ne Bpenton

Ynoanomoaennsiii no Bun Jledpankoc
KOHTPOMIIO KaYecTRS:




