NEKNAPALIUSI O COOTBETCTBUY

AEKIMAPAHT, MPUHUMAIOWMA AEKNAPALIAIO O COOTBETCTBUM:

OO0 “Nunnu dapma’, MexpaiorHan uHenexums MHC Poccuu Ne39 no r. Mockse OTPH: 1037739728333 or
19.02.2003 r,, appec: 123317, r. Mockaa, MNpecHenckas Hab., pom 10. Tenediow: (495) 799-55-75,

B nuue: MenepansHoro aupextopa 3anopoxey U.B.

Hosepernoe nuyo: Escrvchessa H.B

Hosepernocts Ne: 6/1 ot 25.01.2018 r,

3AABIAET, YTO NIEKAPCTBEHHOE CPE[ICTRO:

Xymanor®, pacTeop ANA BHYTPHBEHHOIO U NOAKOKHOFO 8eaeHua 100 ME/mn 3 M7, KapTpuiu (5), ynakosku
AYLAKOBLIE KOHTYPHBIE (1), NaYKN KaPTOHHLIS, per. YA. Ne 1 NO15490/01 ot 06.02.2009 {gata BHeceHWA
U3MEHEHUA B PErvuCTPALNOHHOE YA0CTOBE PEHIE 04.10.2016), suiaaro 3nu Munnu Bocrok C A, UWseiyapus,
cepur C912951A, rogen no: 31.03.2021, naprus: 53000 ynakosok. koHtpaxT N2 522/2010 ot 20.01.2010r.,

uHsoitc Ne 8050005707 ot 06.07.2018 r. Kon OKMA2.
BbINyCKaeMoe M3rorosuTenem: | 21.20.10.119

i
Nunnu ©pakc, ®panuwsi Lilly France, 2 Rue du Colonel Lilly, 67640 Fegarsheim, France, l
cTpaka: ®parura

COOTBETCTBYET TPEEOBAHUAM: :
M N015400/01-250511, mam. Na1-5 J ey

AREKNAPALIUA NPUHATA HA OCHOBAHUU l

NpoTokon venbiTakui Ne 273 ¢ ot 17.07.2018, QCO UL "®APMOBOPOHA", arrectar awkpegutayma. POCC
RU.0001.2190140 or 07.07.2016 r, Cepruchuxar coorsetcraus: POCE FR.®B14.C59848 o7 17.07.2018

‘_%W EscTucheesa H.B.

{ nognuee § e { Damunua, wimuMans |

CBeneHus o perucrpauuu Aeknapayuu o COOTBETCTBUM

3AQ "Texkavectso”, 109044, r Mocxsa, yn.[luHamoackan, 4.1A, o400, Ten. (485)676-52-54, cpakc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285189 Arrecrar per. NePOCC
RU.0001.11®B14, ®egepansroit cnyxBon no akkpeguTaymmy,

Aara peructpauyuu: 17.07.2018 e —

PerucTpaunonHsIit Homep aeknapaumu: pocc FRoB14ATS7ES |

/ Bonos‘ée_ea-H.H‘ P |

f}d.ﬂ: ) PyKOBOﬂMTan oC 7 { #onnvicn | {pacmn@m“{(m}m”) R ¢ ‘;/v’?.




18-Jun-2018 Lilly Francs
Zone Indusiralle
2, rua du Colonal Lilly
67640 FEGERSHEIM
Franca
wvaw, Lilly com

Certificate of Compliance EXPOITTER

To whom it may concarm,

it Is heroby certified Ihat
Batch: C912831

Material; VL751826
Matarlal Narme: LISPRO SOL 100U CART 3ML SKPB | 1000L KS

Date of Manufacture: 03-Apr-2018

Commants:
Fin'shed Product Nama HUMALOG INJ 100U/ML 3ML XBCART UB
Finishad Product tem Code: VL.7618005UR
Finished Product Batch Number C9{2851A
Manufactured, packagad, lestad and released at: Lilly Franca, Fegarghelm, Franca
Manufacturing was supsrvised by trained and qualified personnel In accordanca with EC principlss and with both
domestic and forelgn Guldsiines on Good Manufaciuring Praclices (GMP). Conditiens of manufaclure were such that all
regulatory commitmants and the requirements of the markating authorzation were mel.
Al starting malerlals and packaging materdals wers tested and found to comply with all applicebla mgufmofy
commilments.
Samplas laken from ihe batch were examined and fested in the Analylical Laboratcries by trained personnel and found fo
comply wilh the registered apacifications (ses allached Cerfificate of Analysia).
Refaronce samples from the batch and complets records of the manufaclurs and tesing hava been relained and coples
would ba avaitable If required.
The batch has bean epproved according to the curent ragisiration dossler and ls cerified for release for sals by
undersigned who is an suthorlzed Qualified Person according to Europsan Community requirements.
For and on bahalf of Lilty Bite,
CQOC version number ; 1

Cata: 19Jun-2{118

Praparar; CORINNE DURAND
dd-MMM-yyyy
Quality Approver: o
Printed Name of Quality Approvar, Titla Signatura of Quallty Approver dd-MMM-yyyy
Pascale ROUDIL
Pharm. D / Quakified Parson
Quality Assurance i

20 JUlN 2018 Z ; T

Lilly France % L ;




19 wiokia 2018

Kopg npoayxra:
Haumenaaanue npogykra:
Cepun amrpo:

Crpana:

Nuanu $panc

3omHa Wigyerpuanne
2, py By Kosou@n Muann

67640 Perepweim

Ppaniua

www llily com

Ceprudurar Avanuaa

VL751626
MHCYJIMH TU3NPO 100ME/ma 3 mn KapTp.
€912951
P

Topronoe HaumeHoBaHKUe npoaykra:

XYMASTOT KAPTPUAMM 100ME/mn 3ma x 5

NpoussoacreenHsIit Kog roTosoro npoayxTa; VL7516005U8
Cepus: C912951A
OOMCAHUE TECTA METO[ IHn METOA PEIYNILTAT EAMHULIA HOPMA
H3IMEPEHWUA _
A21-fle3aMuao-ausnpo B0O731,801603, BIMX 0,22 % £1,00
@.CUIA ;
BanTepransHbie aA0TORCHHE Al13454, GRD2D, $3,0000 E3/100 ME <80
D.CLUA, Eap. @
Npoipasnoery Eep. ® pospaunbii poapayunbin
_UserHocrs Eap.® Busyaneipii BecupeTHbif becusernum
Onicanme Buayanbmumii Cootsercrayer Coarsercrayer
BLiCOKOMONEKYARDHBIE Bonku B03622,®.CLIA, BIX 0,10 % <0.60
Esp. @
MaenTuduKaUms nHeyuna Anianpo  BOOB34,9.CLUA BIMX Cogrsercrayer Cootsercrayer
HaenTHdukauHa meTaxpesana 803996 BIMX Cooraercrayer CoovaeTmel i
Konuuectsenioe onpegenenne BO0B34,®.ClIA BIMX 349 Mrima 3,29-3,64
MHCYNMHA An3npo
KoauuectseHnoe onpepenenue B00834,@.ClUA BIMX 100,8 ME/mn 85,.0-105,0
WHCYMHE NM3npo
Honuiecteeniioe onpegenenie BO3996 BIKX 3,18 Mr/ma 2,84~347
METaxpesona
Apyrye poACTBEHHbIe COBAMNEH A B0O0781,801603, B3MX 0,98 % £2,00
$.CLIA
Mexanuy. skniouenmna >=10 mum Axanuzarop 367 <6000
©.CLUAEsp. ®. passepa s-y NacT./HapT
Mexauwy, sraoverin >=25 mum @.CUIAEsD. ©. Axannzatop 6 £600
pamepa y-y “acT./kapr.
tep. @, H.CIUA,
pH B00119 pH 7.5 7,0-78
&.CLUAEsp. O,
Crepunenocts An.d. Coorsercrayer Coorsercrayer
Koauuecrsennoe onpepencnne 803890, Esp. 4. ATOMHaR
UrHKa abcopbuma 21 MHT/MA 14-35
Ofvem 8 eMrOCTH/V3BARKAE MBI PDS-00377, Obvem e He menee He menee
ofbem Eapd., &. CLUA, emKoCTn/ _ 3.0MAfT 3.0mn/
An.®, Wasnexkaempit g‘gﬁnérqg?ef‘--x Cooveercrayer

Manam Bm'}u C.A
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fara nponasoacrsa: 03 anpenn 2018

KoMmenTapuu: HacToRLMM NOATBE PIHAALTCA, YTO BLILLEYKAIAHHAA MHAOPMALIMA ABNAETCA BEPHORA 1
TOUHO OTPANEET A3HHbI B COOTBRTCTBUM C HOPMAMH NO CNEUNGHKALIKM.

fopex go: 03,2021
Bepcua ceprudurara aHaausa: L

Cepua NOATBLPKART TEKYLLYI0 3aPEIUCTPUPOBAKHYIO CneyuduKkaumio «Buaumbie 4acTuuss

Moarorosun: Kopuu fopan Lara: 19 uiona 2018

YNONHOMOUYEHHDIN N0 KOHTROMK KauecTsa: Nackans Pyaun fara: 20 vionsa 2018

Homep cepuu: C312951 B i

Fiu
IKCNORTER; |
Nsnam MM¢A j %
Locce pe Kakmno 16
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Lily France
Zone Indualiella
2, rua du Colonef Lilly
87840 FEGERSHEM
France
woww. LIlly.com

Certificate of Analysis

18-Jun-2018

Materlal; VL7516826
Matorfal Name; LISPRO SOL 100U CART 3ML BKPB | 1000L KS
Batch Mumber: C512051

Country: Russian Fed, )
Finlahad Product Mame: HUMALOG INJ 100U/ML 3ML X5CART UB
Flnished Product item Code: VL7518005UR

Finished Product Batch Numbar, C312361A

Gomponaat Method  MethodTvoe  Result Unt  Aceeptanca Criterla
A21-Depacrido lmbin Llspro Boo743, HPLE 0.22 Petcant  A21-Deasmido Insulin Lispro «=1.00
Bofaos, Usp
Bactarial andatoxing A13454, Colortmelria «3,0000 Eutgg  Dacleddl endoloxdng<=80
GPac20, U
UaP, Ph
Eur, JP
Clagy Ph. Eur. Clear Cladty="Clear”
Cokaur Fh. Bur. Wieust Colauriass Cobur="Colourless®
Desoipilon Visusi Pass Cusaiipton="Fass”
High Molecular Weight Prateing 803822, HPLC a0 Pacen]  High Melesulsr Weight Proteine<=0.60
USP, Ph. Eur.
\dantification of Liapra BOOAI, USP  HPLC Pasa Idenidfiesilon of Lispro="Pasa®
Idantilcation of melacranct BOYaee HPLC Pasw Idantification of mefacrasch="Puasy’
Lispro ssnay Boos34, USP  HPLD 3.49 mg/ml  Llspro sssay>=3.20 AND Lispro sevay<a3 84
Lispro aesay BOOB24, USP  HPLC 1608 Uniiam  Lapio gasey>= 05,0 AND Lispve antay<=106.0
L
Melacroscd ansdy BO3NGe HPLC 18 mg/ml  Matscrasol seesy>#2.34 AND Malecrascd
aaaay =) AT
Other refated subslances BooTe1, HALC aes Percant  Olher ielaied substances<=z, 00
BO1803, USP
Parliclos >={0mem Ph. Ewe,USP  Parlde Siza 307 ParCo  Pariclss >=10mem<=5000
Analyzer ntalper
Paicles >a28mem Ph. Eur, USP  padicle Blze. 4 ParvCo  Particlss >228mem<=d00
Analyrer niainas
PH Ph. Eur, pH 7.8 Pii>=7,0 AND pH<s7 8
USP, Boo119
Starilty o1, Eur,, Pass SteMy="Pass”
USP, JP
Tolal 2ina asaey BOURRD, Ph.  Alomic 21 mep/iml  Total zine pssayd =14 AND Tolal zinc axsay<ads
Eur Absomilion i
Vol in Contsiner/Extraciable Yo POSO00TY.  Volumeln NLY 3.0mL/ Pass Vol In Conalnat/Bxtiactatle Vel="NLT 3 Oait. /
Ph.EUR, USP, conlalner/
P Extfaciable )
voluma v
Date of Manulacture: 03-Apr-2018 i %,,
& A
Hef ¢ 2 4
Batch Numbsr: C512051 Materlal: {#;.7515255 L i Pags 1af2
AT ;
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comments;

I carlify that the above Informatian 18 a trus copy and accurale reprasantation of tha data con'alnad within LIMS,

Finlshad product bateh explras 03 2021
COA voralen numbar 11

The balch Is conform fo the current reglstarad "Vislble parlicles” spacilcation

Praparer. CORINNE DURAND

CH-1214 Venar 1 Goniova

Date:  19-Jun-2C18

Quality Approver.

- MUM-pyyy

Dala:

Printad Nams of Quakity Approver

Batch Numbar: C9128581

Signatuie of Quality Approvar

Pascala ROUDI
Phann. D { Qualitied Pe}éan
Quaiity Assurance

20 JUN 2018

Litty France

Matarlal: VL751626

did-MMM-yy vy
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