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Ceprugukar Ananusza

NpownssogcreenHbIfi KoA npoaykra s NPOMeXxyTouHOIM ynakoske:
Homep cepum 8 NPOMeXyYTOuHOI ynakoske:
HaumenoBanue roToBoro npoaykra:

NponssoacreenHpii KoA roroBoro npogykra:
Homep Cepum rotosoro npoaykra:
nponasoncraeunui Kopg AdC (cyﬁcrauuuu):
Homep cepun Adc (cyﬁcrauuuuj:

HI031915

D488855

XYMY/TUH HOX, ¢ cnensua ANA NOAKOMKHOrO BBRAEH UA,
100 ME/mn (kapTEuam) 3max 5

HI0319005UB

D488855G

QA485U

D258918
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Makcumanb e Pasmep Kpucrannos

Imom doxymenm nodnucay ¢ IANEKMPOHIOM hopmarne, Hoxcanyiicma, CMompume np noncennyo cpanuyy
¢ nodnucsio Yrernomouennozo tuna u damoq écmynienus doxymenma ¢ cuny.
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Homep: CERT-92778 Bepcua: 1,0 Craryc: LedctButenshpii 4,aTa BCTynaewus & Cuny: 22 anpens 2022 .
FEGERSHEIM_D4888556_H!0319005UB_RU

KOJI'H'-ICCTBEHHOE onpeaesieHHe

MeTaKpesoa B03996 BIXX M /M1 oT 1,44 no 1,76
—_— SR e G et o
Musumans nui Pasmep Kpucraanos MHukpocko-

THYeCKHIH

M KM or 1 go 30
Apyrue poacteennpie COeAHHEHMHH

(BKOuan BBICOKOMOIeKy 1spHEIe
Genkn

Mexanmueckue BKINYeHus
Hesumnmpre HMACTHLBI

>= 10 mem

Mexannyeckue BKJIYeHHR

Ana;msamp
pasMepa

Yac -ury/
227 KapT wmmgx

<= 6000

Yac my/
HeBumumbie uacrimy, KapT) naxk
>=25 Mkm

pH D.CIIA,

or7,0 10 7,5
B00119

Kosuecrsennoe o e/1e1eHne

bl K B03996 BIKX “ M/ 010,59 10 0,72

Dopma KPHCTaUl0B pOsa0- Ccorsemsye'r — Cooteercreyer
NHYECKHI

Esp. @,

Crepunsnocts . CIIA, Cootsercrayer - Coorsercrayer
An. &,
B09980, ATomHas
u”HK ke Yo i i
Buaumere wactung, Esp. ©. - CootsercTayer 5 ] Coorsercrayer
PDS-00377, ObGrem B
Hzenekaemuiii o0bem Esp. @, EMKOCTH / He menee 3.0 M/
. CLIA, Hspnexaem Cootseterayer a He wenee 3.0mn/Coornererayer
W Por R @. Sn i 06nem

e e e i s ]

-TaBNEHUEM AaHHBIX, coaepmaiiy xca B
cucreme «LIMS»,

Noareepmaaio, yro cepua Boina npousseaena u BbINYlEHa B cooTBeTcTBMM ¢ Ho

PmaT 1BHOM Aonymeurauueﬁ, 0A06pe HHO
MHHucrepcrsom 3ApaBooxpaHenus Poccuiickoit Pegepaymm.

Imom doxymenm noonucay g AEKmpotinom dopmame, Hoxcanyiicma, cMonpume npu, OdiceHHyio cmpanuyy
€ rednuceio Yyrornomeuennozo tuya u damoi; SCHIYRIEHUA doKkyMenmay ¢ cuny.

Howmep cepun rorosoro npoaykra: D488855G Tpomssoncreennii kog rerosoro nponykra: HI0319005UB CTpannua: 2 3 3

AaxHaa konua AOKYMeHTa nonyyexa Kpuctuanom Ho6eprom 28 anpena 202 r,
370 neyatHasn konua, y6eaurecs, yro HOMep Bepcuu cosnagaer ¢ TEKYLNM HOMepom Bepc n s cucreme Vault.
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Ceptudukar COOTBETCTBIIS

Bcem 3auHTEpPecoBaHHbIM nuuam,

Hacrosawum NoATBEpPXOAETCH, YTo

HaumeHoBaHue roToBoro npogykra: XyYMynmH HIMX, cycnensus gna NOAKOXHro BBEAEHMS,
100 ME/mn (kapTpuax) 3 mn x 5

MpoussoacTeenHbI KoA rotosoro npopykra: HI0319005UB

Homep cepuu roToBoro npopaykra: D488855G

WexopHoe cuipbe u sce YNaKkoBoUHble MaTepuansi npownu UCNbITalus, B pesynt TaTe KOTopkix GbiNo noaTeep «aeHo
MX COOTBETCTBUE BCem HEOBXOAUMBIM HOPMATUBHEIM TpeboBaHuam,

OBpasubl npogykra, oToGpaHHble M3 gaHHow Cepuu, npownu wcneranms u TECTUpOBaHWe B AHaNUTULacKmx
nabopatopusx o6yyeHHbm NepcoHanom, pesynbTars, COOTBETCTBYIOT HOpMaMm 3z PErucTpipoBaHHoi cneuudmiaumm
(cMm. npunaraemeii Ceptucpukar aHanwusa),

KoHTponbHbie o6pasubl AaHHo# cepuu, a Takxke COOTBETCTBYIOWAn AOKyMeHTaLMs Mo MPOU3BOACTBY U TECTUPOE AHMIO
3aapxvBMpoBaHL U, B criyyae HeobxoaumocTu, konum MOryT GbITh NpeaocTasne: |,

Boinyck cepuu 6win 0fobpeH ans peanusaumm Ha peivke YNonHoMoueHHbIM MULIOM No KOHTpOnio kavecisa s
CoOTBeTCTBUM ¢ TpeGosanuamMY PerucTpaumoHHoro aocke u TpebosaHusm Espone fickoro Coobuectsa.

OT umeHun 1 no nopyyexuro Npou3BoACTBEHHONR nnowanku «lunnuy,

3mom dokymenm noonucay & IEKMPorHOM hopmame. Moxcanyiicma, cCMompume r PUNOHCEHHYIO Cpanuy

Homep cepuu rotosoro npoaykra: D488855G TMpoussoncraennsiii ko roTosaro npoaykra: HIO319005UB Crpannua 3 11 3

Aannas konua AOKYMEHTa nonyyeHa Kpuctwanom Hobeprom 28 anpena 2022 r,
370 neyatHas konua, ybeaurecs, uto Homep Bepcuu cosnagaer ¢ TEKYWMM HOMepom Be yeuu 8 cucreme Vault,
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ConposoautenbHbiii aucr cuctembl PEFYNYC

MH®OPMALIUA NO AOKYMEHTY
Hassanue gokymenra: D258918, ®panuua, 4501620904
NocnegosatensHocts: 1

Bepcma: 0

Onucanue gokymenTa: QA485U, D258918, ®paHuus, 4501620904
Cratyc npu neyaru: AevicTButenbHbiii

Homep ysegomnenus: H/N

Onucanue ysenomnenus:

Nposepka/oao6penme CepTudUKaToB aHau3a AnA cepuii AQC D253128, D253: 29, D258915 u D258918, kog QA48E; U,
PpaHuua, 4501620904
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OAOBPEHO

=

®NO u para oaobpenua

M C. fleiimann - 02.04.2021, 13:03:5 1an
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Answers That Mat{ar.

AanHan konua AOKYMEHTa nosyyeHa Kpuctuanom Hobeprom 28 anpena :022r.
970 nevatHas konus, y6enurecs, yto Homep Bepcuu cosnapaer ¢ TEKYWUM HoMepom Bef cuu & cucteme Vault,




Number; CERT-92778

22 April 2022

Material: HI031915

FEGERSHEIM_D488855

Batch Number: D488855

Finished Product Name: HU
Finished Product Item Code

Version: 1.0

Zone Industrielle
2, rue du Colonel Lilly
67640 FEGERSHEIM

Certificate of Analysis

Finished Product Batch Number: D488855G
Active Ingredient used: QA485U
Active Ingredient Lot No: D258918

Date of Manufacture: 23-Feb-2022
Packaging Date: 04-Apr-2022

Expiry Date: 01 2025

Suitable for: Russian Fed.

Status: Effective
G_HI0319005 UB_R

Lilly France

France
www. Lilly.com

MULIN NPH 3.0ML 100U/ML X5 CART
: HI0319005UB

Effective Date; 22 Apr 2022
U

Semi-finish
Component Method Method Type Result Unit Acceptance Criteria
A21-Desamido insulin B01962, Ph.Eur., HPLC 0.2 Percent <=1.5

Usp :
Bacterial endotoxins A13454, GP8020, Colorimetric <1.00 EUM00 U <80
USP, Ph, Eur.,, JP
Characteristics Visual Pass ="Pass"
Dose accuracy PDS00134 Pass ="Pasg"
Filling uniformity G1668 UPLC Pass ="Pagg"
High Molecular Weight B03622, USP, Ph. HPLC 0.1 Percent <=1.0
Proteins Eur,
Identification of Insulin B03025, Ph.Eur,, HPLC Pass = "Pass"
USP
Identification of B03g96 HPLC Pass ="Pass"
metacresol
Identification of phenol B03996 HPLC Pass ="Pass"
Insulih agsay B03025, Ph.Eur., HPLC 101.2 Units/mL >=95.0 AND <=105.0
use
Insulin in supernatant A00105, Ph.Eur.,, HPLC 0.0 Units/mL <=0.5
usp
Maximal crystal size Microscopic 10 mem >=1 AND <=30

Batch Number: D488855G

This document has been electronically signed, Please see the aftached signature page
approver and effective date.

This copy of the document was retrieve

Printed copy, check

Material: HI0319005U8

for document
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Version: 1.0 Status:
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Effective Effi ctiv
19005UB_RU

e Date: 22 Apr 2022

Metacresol assay B03996 HPLC 1.65 mg/mL >=1,44 AND <=1.76
Minimal crystal size Microscopic 3 mcm >=1 AND <=30
Non A21-Desamido B01962, Ph.Eur., HPLC 0.7 Percent <=3.0
impurities usp
Particles >=10mcm Ph. Eur,, USP Particle Size 227 Part/Conai  <=6000
Analyzer ner
Particles >=25mem Ph. Eur., USP Particle Size 0 Part/Coniai  <=800
Analyzer ner
pH Ph. Eur., USP, pH 7.3 >=7.0 AND <=7.5
B00119
Phenol assay B03996 HPLC 0.65 mg/mL >=0.59 AND <=0,72
Shape of crystals Microscopic Pass = "Pass"
Sterility Ph. Eur., USP, JP Pass = "Pass"
Total zinc assay B09980, Ph. Eur Atomic Absorption 33 meg/100 >=21 AND <=40
Units
Visible particles Ph. Eur. Pass ="Pass"
Vol in PDS-00377, Volume in NLT 3.0mL / ="NLT 3.0mL/ Pass"
Container/Extractable Ph.EUR, USP, JP container / Pass
Vol Extractable
volume

Batch Number: D488855G

This document has been electronically signed, Please see the attached signature page
approver and effective date,

This copy of the
Printed copy, chec

Material: HI0319005U8

for document

document was retrieved by Christian Nobert on 28 Ap-2022
k that version number matches current version number in Vault
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Certificate of Compliance

To whom it may concern,
Itis hereby certified that:

Finished Product Name: HUMULIN NPH 3.0ML 100U/ML X5 CART
Finished Product Item Code: HI0319005UB
Finished Product Batch Number: D488855G

Manufactured, packaged, tested, and released at: Lilly France, Fegersheim, France,
Manufacturing was supervised by trained and qualified personnel in accordance with EC principles and with both domestic and
foreign Guidelines on Good Manufacturing Practices (GMP). Conditions of manufacture were such that all regulatory
commitments and the requirements of the marketing authorization were met,

All starting materials ang packaging were tested and found to comply with all applicable regule tory commitments.

Samples taken from the batch were examined and tested in the Analytical Laboratories by trailed personnel and found to comply
with the registered specifications (see attached Certificate of Analysis),

Reference samples from the batch and complete records of the manufacture and testing have »een retained and copies wollld be
available if required.

The batch has been approved according to the current registration dossier and is certified for re lease for sale by undersignei, who
is an authorized Qualified Person according to European Community requirements.

For and on behalf of Lilly Site,

Batch Number: D488855G Material: HI0319005U8 Page 3 of 3
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