AEKNAPALIUA O COOTBETCTBUU

AEKNAPAHT, NPUHUMAIOLLIMM QEKNAPALIMIO O COOTBETCTBUM:

QOO0 "Nunnwn Papma’, MexpaionHas uHenekuus MHC Poccuu Na38 no r. Mockee , OTPH: 1037730728333 ot
19.02.2003, agpec: 123112, Poccun, r. Mocksa, MpecHexckas Hab, 4. 10, Ten; +7 (495)799-5575

B nuue: MexHepanoHoro gupexropa 3anopoxey W.B.

[osepenxoe nuuo: Eactudeera H. B,

NoeepenHocTs Ne 6/n or 15.01.2019

3AABNAET, YTO NEKAPCTBEHHOE CPEACTBO:

Xymanor®, pacTeop ANA BHYTPHBEHHOIO U NOAKOXHOro BaeneHuA 100 ME/Mn 3 Mn, kapTpuamu (5), ynaxosku
AYERKOBBIE KOHTYPHbIE (1), naukv KapToHHbie, per. ya. Ne N N015480/01 or 09.02.2009 (nara saments PY 09.04.2018),
Beigarno 3nu Nunnu Bocroxk C.A,, Wsehuapun, cepun DO28627A, roge fo: 31.12.2021, naprus: 28893 ynakoaky.
konTpaxr Ne 522/2010 or 20.01.2010 r., uxsoitc Ne 8050005856 ot 15.03.2019 .

BbiNyCKaeMoOe U3roToBuTenem:. Kog OKIMf2:

Jlunnu ®panc, ®paxuwms/ Lilly France, 2 Rue du Colonel Lilly, 67640 Fegersheim, France, 21.20.10.119
crpana; ®paHuus

Koa THB3A:
COOTBETCTBYET TPEBOBAHUAM: 3004310000
M N015490/01-090418

AEKNAPALWA NPUHATA HA OCHOBAHUM

Mpotekon uenbiTaHuid Ne 431¢h ot 26.03.2019, 000 UL| "GPAPMOBOPOHA", artecrar akkpeautauun: POCC
RU.0001.21®M140 ot 07.07.2016, Ceptuchuxar coorsercrana Ne POCC FR.®B14.C78453 o7 26.03.2019

$ $OOTBETCTBUM ENCTBUTENLHA [10: 31.122021

Wézﬂﬁ/ Eectugpeena H. B.

{nopnues) 7 (amunun, uHKLKaNSL)

CBefeHUA 0 perucTpaluu aeknapauuu o0 COOTBeTCTBHU

3A0 "Texxauectao", 109044, r.Mockea, yn. iusamosckasn, A. 1A, og. 400, Ten.: +7 (495) 676-5417, thakc: +7 (495)
676-2941, www.tehkachestvo.ry, tehkachestvo@gmail.com, OFPH: 1057746285189, AtrecraT per. Ne POCC
RU.0001.1190B14 Buinax degepansHoi cnywBGoi no akkpesuTaymm

Hara perucrTpayun: 26.03.2019

{noannce)
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Qualificd Person : LEFRANCOIS Anne - 2019-02-26T17:38:34




26-Feb-2010 Lily France

Zone indusirielie
2, rue du Colonel Lilly y
876840 FEGERSHEIM
France
www.Lilly.com
Certificate of Analysis
Materlal: VL751628 -
Material Name; LISPR SOL 100U CART 3ML SKPB PR 2500L KS EXRETER
Batch Number: D026627 sl e
Country: Russlan Fed, Chaag j N, “ i';f 4
- v AN Ry Fogivitor ARTHAS
Finlshed Product Name: HUMALOG INJ 100U/ML 3ML XSCART UB CHA14 Viewiar
Finlshed Product ltem Code: VL75168005UB
Finished Product Batch Number: DD28827A
Component Method  MethodType  Result Unit  Acceptance Criterla
AZ1-Desamido insulin Uspro BOOTH1, HPLC 0.3 Parcant  A21-Desamido Insulin Lispro<=1,00
BO1A03, USP
Bacterisl sadotoxing A13484, Colorimatric <3.0000 EUMO0  Dacterial sndotaxine <=
GPEc20, v
USP, Ph.
Eur,, JP
Clarity Ph. Bur, Clear Clarity="Cloar*
Colour Ph. Eue. Visusi Coloudess Colour="Colouness”
Dascription Visust Pasns Description="Pass”
High Motecular Waight Protoins  pg3e2. HPLC 004 Parcent  High Molscular Weight Probeing<=0,80
USP, Ph. Eur,
identfication of Lispro 80083, USP  HPLG Pase Idensfication of Uspros*Pass®
Identification of metacrasal - BO3Ses HPLC Pass identification of metacrescls*fays”
Lispro assey BO0AM, USP  HPLC 350 mghml.  Lispro assay>=3.28 AND Lispro assay<e3.84
Lispra aasay BOCEM, UBP  HPLC 1010 Units/m  Lispro assay>=95.0 AND Lispro sssay<=105,0
L
Mstacresal assay 803998 HPLC 343 mgiml  Metacrasol assgy>w? 84 AND Mstacrasoi
Beay<ay {7
Othar relsted substances Bo078Y, HPLC 1.24 Parcent  Ofhar reisted substances<e3 60
841603, USP
Particlas >=10mem Ph. Eur., USP  Particie Bize 820 PaiCo  Pasticies >=10mom<=8000
Anulyrer nlainer
Particles >a28mom P Eur. USP  Paricie Sirs 18 PaiCo  Parficies >=28mame=80a
{f— ! h“"’«!ﬂ rilniner
gﬂ Ph. Eur., pH 78 pH»=T.0 AND pHenT 8
b UsP,B0O11®
Deriity Ph. Eur, Pass
; use, Jp
Cotat 2inc ansay BOSRSD, Ph.  Atomic 20 meghnt
g_ Bur Absorption
DU in ContainerExtraciablo Vol pOS00377,  Volume In LT 3.0mL/ Pass
R PR.EUR, USP, container /
- i Extractabls
Q valume
?m of Manufacture: 04-Jan-2019
=

o
BUSBBLPR HIBHER Fed. v.1 Is Effective as of 2019 BB AIRY 7




Comments:
The batch is conform to tha current registerad “Visible particies® specification

1 cariify that the above Information s a {rus copy and accurats rapresentstion of the data containad within LIMS,

Finished product batch expiras: 12 2021

printed on 2019-02-28713.06:03

B R RGRAN Fed. v.1 is Effective as of 20190217 IfER7

This document has been slectronically signed. Plsase see the attached signature pege for docum
effective date.

o T
[FrrCEh "

e Snetsk 2 A
Chopds s e licetd -

sk et L B s
CH-1214 Vemia { Ll ~ Q:.;xmi*

EL




26-Fob-2019 Lilly Franca

Zone Industrielle
2, rus du Colonel Lilly ()
67640 FEGERSHEIM
France
www.Litly.com

Certificate of Compliance

To whom it may concarn,

It is heraby certified that
Batch: D028627

Materlal: VL751629
Matsrial Name: LISPR SOL 100U CART 3ML SKPB PR 2500L KS

Date of Manufaciure; 04-lan-2019

Commants:
Finished Product Name HUMALO®G INJ 100U/ML 3ML X5CART UB

Finished Product ltem Code ; VL7516005UB

Finished Product Batch Number DO28827A

Manufactured, packaged, tested and relessed at: Lilly France, Fegershelm, France 2 £
Manufacturing was supervised by tralned and Gualifled personnal in accordanca with EC principles and with both
domastic and foreign Guidelines on Good Manufacturing Practices (GMP). Conditions of manufacture wers such that all
regulatory commitments and the requirements of the marketing authorization wera mel.

Al slarting materals end packaging materials wers lssled and found 1o comply with all applicabls regulatory
commitments.

Samples taken from the batch were examined and fested In the Analylical Laboratoriss by tréined personnel and found to
comply with the registered specifications (see altached Cartificate of Analysis).

Reference samples from the batch and complete records of the manufacture and tesling heve been retained and coples
would be avallable if required.

The batch has bean appuvﬂdthgtoﬂumMrcgkhﬁnnmmrmdhunmwm:oforlalahy
undersigned who is an authorized Qualified Person according to Europaan Community requirements.

For and on behalf of Lity Site,
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Janan Qerepumaiim- Crp. lual
KOHPHAEHIHAILHO
Ceprudnxar ananusa D028627A_ Poccuitexan Genepauns
Penakany 1
D028627A _ Poccniickas Menepanns
Konupairep Hypana Kopunna
OJOBPEHHE

Kvanudunuporannuiit cotpyauux: Jlegipanco Aune - 26-02-2019, spems 17:38:34
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15 genpans 2019 Jennu Gpane
Jona Huayctpramne
2, py Ay Kononen Muanu -
67640 Derepuieiv
Dpanumng
www Lilly com
Ceprudmkar Avanusa

Koa npoaysra: . VL751629
Haumenopanite nponyxra WHCVYIIHH JTU3MPO 100ME/ma 3 M KAPTPHIKH
Cepus anrpo: D028627
Crpana: PO

Tnpmme HAHMEHOBaHHe NPOAYKTA:

XYMAJIOI KAPTPHIDKH 100ME/mn 3mn x 5

Npousnoacreennsiii kox rotosoro nponyxkta:  VL7516005UB
Cepus: D028627A
ONUCAHHE TECTA METOR Hn PEIYILTAT  EAMHUUA HOPMA
A21-Jle3amuno-niinpo BO00781,B01603, BOXX 0,38 % 1,00
G.CLIA
BaxTeprantisie W R0TOKCHAR Al13454, GRO20, <3,0000 E3/100 ME <80
@ .CIIA, Esp. @
Ipospawnocrs Esp. © Tpospausnit Ipoapaunmt
LserHocms Erp. ® Brayassusi Bectisernaiii Becusernaiit
Onucanue Buwyanuifl  Coorsercrayer Coorsererayer
Boicoxomonexynapisie Gemxy B03622,®.CUIA, B3XX 0,09 Y% <0.60
_Eup. @
Haentupmkauns uncymaa BOO834.0.CIIIA BIXX Coorsercrayer Coorsercrayer
auInpo
Haenrndmkanmn veraxpeions B03996 BIKX Cooracrerayer CooTsercrayer
Komsiecruennoe onpenencane B0OR34,0.CLIA B3XX 3,50 Mr/Ma 3,29-364
HHCY KIS THIOPO
Komiriecteroe onpenenenme B0O0834,0.ClLIIA BIXKX 1010 ME/ua 05..0-108,0
HHCYAKME AH3INPO
Komuuecrsennoe onpenenenne B03996 B3XX 3,13 Mr/Ma 2,84-347
MeTakpesona
Jlpyrse poacTaeHnsle BOO781,B01603, BIXX 1,24 % <200
CORMMHEHNIA D.CIA
Mexanuueckue sxniouenus> <10 Ananuagrop 620 <6000
MEM O.CHIAEsp. .  pasmcpa y-y 4act./kapr
Mexannieckue srmovenua>=25 ©.CHIA,Enp. b, Ananwsarop 16 <600
MM paIMeps Y-y HBCT./KapT.
Emp. @,
_pH ®.ClIIA, BOO119 pH 7,5 70-78
®.CIIA Esp. O,
Crepunsnocrs An.®, Coorsercrayer
Komwuccraennoe onpenenense BO9890, Enp. b, ATtomHas
KK abcopSuun 20
O6ucm 8 emxocT/Mannexaeuuit PDS-00377, Obnewm 5 He meitee
ofuem Eap.®., b, eMkoctw/ 30w/
CHIA, Sin.@. Hasnexaemn Coorsercrayer
it ofinenm
Hara npoussonctsa: 04 sueaps 2019
Homep cepun: D028627
IKCNOPTEP:
Nunnu Bocrox C.A.
occe ne Koxknuko 16

CH-1214, Bepubep/Menesa




Kommenrapuu:

Cepua noATBEpIKAACT TEKYLLYIO JApCrHCTPHPOBAHHYIO cneunduxanmo «Bugumeie YacTHih
HacTosum noaTeepi1aetes, 4To BhiieyKasaHHas HHGOPMALS ABNKETCH BEPHOH H TOUHO OTpaxaer

JIAHHBIE B COOTBETCTRHH €
Tomen no: 12. 2021

Howmep cepun: D028627

HOPMaMH No cnetHdHkaly.

Kon nposykra: VL751629




26 drespans 2019 Jlunan ©panc
3oue Hruayerpuanne
2, py ay Kanouen [Tuanu [

67640 Derepuen
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winw Lilly co
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Ceprudurar Coornercrens
Beem JAHHTEPECOBANNBIM NHLAM,

Hactosuuum noatsepxnaercs, uto

Cepus aurpo: D028627

Kog npoxyxcra: VL751629

HanmenoBanne npoayxra; HHCYJIHH JIH3ITPO 100ME/ma 3 ma KapTp.
Jara npoussoncrna: 04 sxsapa 2019
KommenTapun:

Toprosoe vaumenosanue nposykra: XYMAJION KAPTPUIDKH 100 ME/mn 3ma x §
IpoussoncTrennsilf koa rotosoro apoayxra: VL7516005UB

Cepun: D028627A

Tpou3senena, ynakosana, nporecTitposana n Bamyiena Jinnu dpanc, Gerepiuetin, Opanyus,

ITpoussoacTso ocyuwiecransnocs nox KoHTponeM ofyyenuoro u RBAMHPHIMPOBAKKOrO nepcoHana s
COOTBETCTBHH ¢ npuHUMnamu EC, HyTpewnumui u WHOCTPaHHLIMK Vkasanuamu no Hamnexameli
Tlponssoncteennoii  ITpaxTtike (GMP). Ycrosus npoussoactsa COOTBETCTROBAMH  TpeGoBaHnAM
HOPMaTHBHON noKyMeHTaLmy,

Hcxonnoe coipse u  ynakosounsie matepuans: MPOUINA WCMILITAHMSA, B PE3y/IkTaTe KOTOPHIX ObiNo
MIOATBEPKACHO HX COOTBETCTBUE TPEOOBAHUAM HOPMATHBHON JOKyMeHTAL M.

OGpasus npenapatos, s3sthie u3 nansol CEpHH, NPOLINH MPOBEPKY W TECTHPOBRAHNE B KOHTPONRHO-
AHANHTHYECKHX NaGopaTopusx obyueHHsiM NEPCOHANIOM, Bbin0 MOATREPKAEHO HX COOTBETCTBHE HOpMaM
3aperucTpuposantoli cnenwdnkauny (em. npunaraemmii Ceprudiikar Ananuza).

KonTponshite ofpaiusl, e3steie 13 nanxol CEpHH, 8 Tak e COOTBETCTRYIOLIAN NOKYMEHTALMS 1O
H3COTOBNEHHIO ¥ TECTHPOBAHHIO 3AAPXMBHDOBAHBI M, § chaydac HeobXonMMocTH, MoryT Smith
NPENOCTABNEHL,

Hanuas cepns OnolpeHa B COOTBETCTBHH C neHcTBYIOIMMMY PETHCTPALIMOHHLIMK  JIOKYMCHTAMH M
CepTHMUHPOBAHA K BRITIYCKY AR NPOJIAKH HIKENOANHCABITHMHCH YNOTHOMOUEHHBIMH N0 KOHTPOMIO
Ka4YECTBA B COOTBETCTRUSA C TpeCoranuamu EC.

3a v or Wmeny Jinnny.
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