" NEKNAPALMA O COOTBETCTBUU

| DEKMAPAHT, MPMHUMAIOLLMM IEKNAPALIMIO O COOTBETCTBUM:

OO "Nunnu Gapma’, MexpancoHHan ukeneruns MHC Poccouy Ne38 no r. Mockee , OTPH: 1037735728333 ot
19.02.2003, agpec: 123112, Pocous, r. Mockaa, MpecHerickan Hab, a. 10, ren: +7 (495)799-5575

B nuue: MeHepanshorg gupesropa 3anopokey VB,

Lonependos nuuo; Puctaxosus b

Dosepennocts Ne 6/ or 16.07.2018

SAABNAET, YTO NEKAPCTBEHHOE CPE[CTBO:

Aymynud® Perynsp, pacTeop Ans unbekuwit 100 ME/mn 3 mn, kapTpuasa (5), Bructeps {1). na4ky kaprosnbie, per
ya. Ne M N013712/01 or 30.05.2011 {nara 3amexsl PY 18.07.2018), eripano 3nu Munnu Bocrox C A Weeduapus,
cepua DO02649R. ropex go: 30.09.2020, naprua; 11957 ynakosok, kowTpaxt Ne 522/2010 o1 20.01.2010 r., vinsofic Ne
8050005888 T 05.04 2018 .

BbiyCKaeMoe U3roToBUTENEM! Kon OKMA2:

Nunny Oparc, Gpanuus/ Lilly France, Zone Industrielie, 2 rue du Colonel Lilly, 67640 2120.10.119
Fegersheim, France, cTpana Gpanuun

Kop THBOL:
COOTBETCTBYET TPEBOBAHUAM: 3004310000

M NO13712/01-180718

OEKITAPALIMA NPUHATA HA OCHOBAHKUMU

Mpotokon uenbrranni Ne 579t ot 17.04.2018, 000 UL "GAPMOBOPOHA", attectar akkpesuragun: POCC
RU.0001.2100140 or 07.07.2018, Ceptuchuxar cootaercraus Ne POCC FR.OB14.C80053 ot 17.04.2019

ik fiborie Pucrasosuy 5.

{noanucn) {DanAnien, HHRLUANh)

CBefleHus o perucTpauum geknapauvmn o COOTBETCTBUM

3A0 "TexkavecTea”, 109044, r Mockea, yn. JuHamosckan, 2. 1A, o, 400, Ten . +7 (485) 678-5417, dbake: +7 (485)
676-2841, www tehkachestvo.ru, tebkachestvo@gmail.com, OTPH: 1057748285188, ATracTar per. Ne POCC
RU.0001.110B14 sreigan OegepansHoi cnyxGoi No akkpeanTaumn

Hara perucrpauuu: 17.04 2019

Bé’rj&c‘?pauﬁfgfkybaﬁ HOMEp OeKnapailuun: POCC RU [I-FR.®B14.A.25301/18
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D002649R-Russian Fed

Rédacteur Corinne Durand

APPROBATION

Qualified Person : ROUDIL Pascale - 2018-03-19T16:04:00




Lifly France
19-Mar-2013 Zane Industrielie
2, ria du Colonel Lifly *
67640 FEGERSHEIM
France
www, Lilly.com

Certificate of Analysis

Material: HIO21915 BT
Material Name: HUMULIN R U100 3ML MR BHl 1000L K8 (s N
Bateh Number; DO02649 : s
Country: Russian Fed,

Finished Product Name: HUMULIN REGULAR 3.0ML 100U/ML X5 CART

Finlshed Product Item Code: HI0Z218005UB

Finished Produet Bateh Number: DOO26849R

Component Mathod fdethod Type  Result Unit  Acceptance Criteria
A2i-Desamido insutin BO1982, USP  HPLE 2 percant  AZl-Desamido insadines2
Baclerial erdoioiing A13434, Colorimelric <3.0000 eltog  Bacteris endaxine==80
GPagze, i
USP, Ph
Eur, JP
Characieristies Visual Pass Characterlsfios="Pass”
Clarity Ph. Eur. <= Suspension | Clarty="<= Suspanion I
Colour P Eur. Visuad Colourlesy Colour~"Colourisss®
High Molecidar Welght Prateins BO2622, HPLE 0.1 Percant  High Molecutar Weight Prateing<=1.0
USP, Ph. Eur,
idenification of nsulin BOIUZS, USP  HHLC Pags Igeniification of instlins"Fase”
identfication of metscresol BO3SE HPLC Pass ldentification of metacresul="Pays"
insulin assay BOIG2S, USP  HPLC 100 Usilgee  Insulin assay>=95 AND Insulin aasay<=108
L
Hstaciosol assay BOYuGS HPLC 248 mgimi.  Metacresol aseay>=2.25 AND Metacreso!
assay<e2.75
Mon AZi-Desamida impurifies BO1§62, USP  HPLC 1 Parcant  Non AZt-Desamido impurilissc=d
Pacticlas >=18mom Ph. Eur, USP  pgnisie Size 652 Pavoe  Paicles »=10mom<«8043
Analyzer : ritainar
Particles >=25mem Ph.Eur, USP  pariicle Size 18 PariCo  Paricies »=25meme=£00
Annlyzer nlainer
&H #h. Eur., pH 7.5 pH>37.0 AND pHe=7.8
USSP, 800119
(Steriity Ph. Eut., Pass Sterlity="Pass”
o
o use, g
g‘mmmm #09980, Ph,  Alomic 14 mogfte  TolE 2inc asseyr=10 AND Total zine essay<=d0
- Eur Absorption G Units
b
g&ol in ContainerExiraciatie Vel POS-00377,  Velums in NLY 2.0mt / Paas Vol n Container/Exiractable Vol="NLT 3.0mL 7
l'}) PREUR, USP, cuntainer/ Pass”
Lo 4P Exiraclable
& vohsme
]

%ato of Manufacture: 29-0ct-2018

Qmments:
e balch Is conform to the current registered “Visible particles” specification i,
g certify thal tha above information is a true copy and accurate represeniation of the data contained within LIMS. ;
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Finished product batch expires: 08 2020

) 123 i let Y
This document has been electronically signed, Please see the attached signatire page for document approver and
effective date.

printed on 2019-03-26T10:13:16

BB RIS Fed v.1 is Effective as of 2019-0481 165958 PRRERE




19-Mar-2019 Lilly Franee
Zone Industrisfle
2, rue du Colonel Lilly O
B76840 FEGERSHEIM
France
www Lilly com

Certificate of Compliance

To whom it may concern,

it is hersby canified that
Batch: D002849

Material: HI021915

Material Name: HUMULIN R U100 38L MR BH] 1000L KS

Date of Manufacture: 25-Oct-2018

printed on 2019-03-26T10:13:16

Commants:

Finished Product Name: HUMULIN REGULAR 3.0ML 100UML X5 CART

Finished Product lem Code : HI02180050U8

Finished Preduct Batch Number : DOD2649R

Manufactured, packaged, testad and released at: Lilly France, Fegersheim, France

Menufecturing was supervised by lrained and qualified personnel in accordance with EC principles  and with both
domestic and foreign Guidelines on Good Manufacturing Practices {GMP). Conditions of manufacturs wers such that all
regulatory commitments and the requirements of the marketing authorization were met,

All stating materials and packaging malerials were tested and found to comply with all applicable regulatory
commitments,

Samples taken from the batch were examined and tested in the Analytical Leboratories by tralned personnal and found 1o
comply with the registered specifications (ses attached Certificate of Analysis),

Reference samplas from the bateh and complete records of the manufaciure and tasting have been retained and coples
would be available if required,

The batch has been spproved according to the cument registration dossier and is certified for release for sale by
undersigned who is an autherized Qualified Person according fo Europaan Communily requiremants.

For and on behalf of Lilly Site,

This document has beon electronically signed. Please seé the attached signature page for docutnpn
effective date.

approver a

D002649R-Russian Fed v.1 is Effective as of 2019-03-18T16:1 3568




Fiwnsaw Spane

3oua Mkayctpranne

195ngr 2059 2, py Ay Konomen Nlunan -
67640 Cerepweiim
$paninn
www Lilly.com
Jinnan Gerepuiaiiv- Crp. 13 |
Konduaenuuansno
Cepruduxar anaania DO02649R _ Poceniickas Qeaepauun
Peaaxius 1
DO02649R_ Poceniicxan Menepanua
Konupaiirep Kopun iopan

OAOBPEHHE

Keanndunnporaunssii corpyanux: Pyann Hackans — 19-03-2019, Bpems 16:04:00

BKCNOPTEP:
Sanan Bocros CA,

Locce ae Kokauxa 16

CH-1214, Bepuoep/ieresa




19 smapra 2019

Koa npoayxra:
HaumeHOBAHRE NPOAYKTR]
Cepust anrpo:

Crpana:

Toprosoe HAUMEHOBARHE FOTOBOTO NPOAYKTA:

Haanu Bpans
3una Mnayctpuaane
2, py Ay Konowen Nunai
67640 Qerepuieim

Ppanunn
www Lilly.com

CEPTHOHKAT AHAJTH3A

HI021915

XYMVYJIHMH P 106ME 3 M

DO02649
P

XYMYJIHH PEIY AP 3.0 MUT 100 ME/ma 1 5 KAPT

IpoussoacTRennniil ko rotosore npoaykra:  HI0219005UB
Cepust roTOBOIO HPOAYKTA: DO02649R
QUUCAHLE LELTA MLl METOIA I3MEPEHIS e
A2 1-Jlesayuno-HECY N BO1962, O.CHIA BOXKX 1] % =2,00
Al13434, GP8O20, Ko —_—
RaKTepuanbisie 3 A0TORCRITED @©.CHIA, Esp. ©.. 7‘“";3:” p <3,0000 ED/100 ME <8¢
S, .

Onucanne Bepvaneunit | Coorseremsver AL cooTeTeTBOBITY

[Ipoapausocts Eap. & < Cvenensua | < Oyenesany |

IpeTnocts Esp. @ Busvatsisil Becumernpii JLG, Gecusernn

Buicokomonexyasptisie Seaku méﬁ;ﬁ;}q’;m‘«‘ BOKX U3 % <10
_Hzenrindmxanns xucyHa BO3025.D.ClHIA BIYKX Coorsercraver T1. cooTRETCTAOBETS

Hackrnduxaing merakpesona B03996 BIAX Coorsercrayer JL. CO0TBRICTRORATS

fgf;‘:’:ﬂ"’““"“ W B03025,0.CIIA BIKX 100 MEAw 95,0-105,0
“Konnsect seHHOE onpenenete i 5 p 398275

S e B399 BOKX 248 MEMI 225275

He npumec A2 E-lesamuna BO1962, ©.CHIA BOKX 1 % <f

Mexangw, sxmouenis >=10 o GCIAEsp, ©. At 652 HACT./KAPT, <6000 sacT/Kapr

PRIMEDA H-11
Mexanss, BKIIONCHHS 2=25 Mv @.CHIA Esp. &, A!}mu‘)ﬂm}: 16 wacT./KapT <600 wacr./xapr
passepa ¥-11

pH . pH 7.5 7.0-78

CrepitbHocts m'{““il':';m' ®. Covraerersyer A cooTBEICTBOBUTS

Koauuecraennoe onpeacacnne ; AToMHA o

e BO9980, Esp. D, ScopBiusy i4 MK M 10— 40

: Obem B
(8new 8 emkocTa/H3sackaessili m’g"‘gsgﬂ’]isp' CMKOCTH/ He sienee Ja/ He menes Jun/
ofiten T N Hamaexaesmil | Coorsereraver JL coornereTaonaTn
A s

Hara nponzsoacrsa: 29 oxradps 2018

Kommenrapum:

Cepus COOTBETCTBYET 1aperucTpuporansoil cneundurkaumnn "Buanmsix vactun”
HacToamus noaTBEpiKIacTCR, HTO BHINCYRa3aHHay HHDOPMALIAR ABANCTCR BEPHON ¥ TOYHO OTPAKAET JAHHbIE B
COOTRETCTRIM C HOPMAMH 110 CrietdHKaLmH.

Cepus: D002649

AKCNOFTEP:

fvman Bocror CA,
Lacce ae Koxkauxo 16
CH~1214, Beproep/Meness

Koz topapa: HI021915

Crp.lu2




Duann Opane
3oma Mugyerpuanne
2, py sy Hononea Nuanwu -
67640 derepuieiin
Dpanuma
www Lilfy.com

19 mapra 2019

Fonen ao: 09, 2020

ITOT TOKYMEHT BBLT HOANKCAN 2TCKTPORNLIM nyres. flomaayiiera, noemorpare npukpenaennsii
JHCT C HOANHeHE MR HOATBE PEAAIOIINX AOKYMCHT H AeHCTBHTEALILIE AATHL

Cepua: D002649 Ko rosapa: HIO21915

Crp. 2wzl
IKCNOPTEP:
fnane Bocrok CA,
Wocce ne Koxauwxo 16
CH-1214, Beprbep/Wenena



Myannw ©pasic
3oua Wnaycrpuanne
2, py Ay Kononen funne -
67640 ®erepweiim
Dpanums
www. Lilly.com

19 papra 2019

CEPTH®UKAT COOTBETCTBUS
Beem saurtepecosanmeiy anuam,

Hacrosumm ROATBEPAACTCH, ¥TO

Cepnst anrpo: DO02649

Koa npoaykra: HIG21915

Hauvenonanue npoaykra: XYMYJIMH P 100ME 3 MJI
Aara npousnonersa: 20 okrabps 2018
Kommenrapnu:

Topropoe naumenosanne npoayvera: XYMYJIUH PETYIISP 3.0 MJT 100 ME/Ma x 5 KAPT
[ponssoacTrenusilt koa rorosoro nponyxra: HI0219005UB

Cepus rotosoro npoayxra: DO02649R

[ponsneaena, ynaxosana, fpotecthposata u seimywena Jlin Opanc, Oerepioeiiv, Dpaung,
Mporssoncrso ocyweersannocs nox KOHTpONeM OGYYEHHOrO I KBAAM(MUMPOBEHHOrO NEpCOHAta B
COOTBETCTRIN ¢ npunnmnaMu EC, suytpenunyu o HHOCTDaHHBIME  YRasanuwsmu no Hamnewamed
lTpoussoscrsennoli  Ilpakruke (GMP).  ¥caoBus NpoH3IROACTBA  COOTBETCTBORANH TpeloBantam
HOPMATHBHOR HOKYMCHTALHY,

Hexonnoe chipbe M ynakosoumsie MATCPHAAGI NPOLIAH HENBITAHUA, B PE3VALTATE KOTOPRIX ObiAo
MOATBEPKACHO HX COOTBETCTBHE TPEGOBAHUAM HOPMATHRHON JOKYMEHTALHH,

OGpasust npenapatos, B3aTeie M3 AanHOHR CCPHH, RPOWAN NPOBEPKY H TECTHPOBAHHE B KOHIPOABHO-
ananuTHieckux naloparoprax oGyuenHbIM HEPCOHAAOM, GbI10 NORTBEPRACHD HX COOTBETCTRIE HOPMaMm
JAPEFHCTPUPORAHNON crienndukaium (ou, npunaraemetii Ceprudumar Anania).

Kourpoabusie ofpasus, ssstsie ws nasiofi COpHH, 2 TAKKE COOTBETCTBYIOWIAR JOKYMEHTAUHS N0
HITOTOBACHHIO M TECTHDOBAKHIO 3AAPXHBHPOBANE! M, B ciyqae  HeofXoauMoeTH, Moryr G
NpeAocTaBACHbI.

Hdannas cepus onofpena B COOTBETCTBHH o ACHCTBYIOWMMYE  PErHCTPAUHOHHBIMI AOKYMEHTaMH |
CEPTHRUUMPOBAHA K BBNYCKY ANS NPOJAKH HIMENONTHCARILHMICS YHOAHOMOUCHHBIMH 110 KOHTPOMIO
Ka4eCcTBa B COOTBETCTRIH ¢ Tpebonanuamu EC,

3a u ot umenn Junan. Bepens cepradurara coorsercramns; |

ITOT AOKYMEHT GBI nognKcan JACKTPOHHBIM nyTesm. Houcanyiiera, NOCMOTPHTE NPHKPeILIeHHLIH
AUCT ¢ NOAMHCHMN TOATBEPHRATIOWNN JOKYMEHT I Aeli CrBHTEAbIDIE 1A ThI,

IHCNOPTEP:
Nunnm Bacrox LA,
tocce pe Koxnuko 16
CH-1214, Bepuoep/iMenena




