NEKJAPAIIHS O COOTBETCTBHH

JEKJIAPAHT, IIPHHUMAION M1 JEKJAPALIMIO O COOTBETCTBHHA

Q00 "Hoso Hopoucx"

Ceedenus o pezucmpayuy opzanusayuu: MedcpaloHHas uHCHEKYyus PedepansHoil Hano2060i caysichor Ne 46 no -
2. Mocxee 01.01.2008, OI'PH 1037729013926, oama npuceoexus Or'PH 21.05.2003.

Adpec: 121614, 2. Mockea, yn. Kpvirameran, 0. 15, og. 41. Tenegon: 8(495)956-11-32.

B nuye: lenepansuuiii dupexmop Buxkmopoe C.A.

Joaepennoe nuyo: Ljumox B.A, dogepennocniv Ne 04/12-18.2 om 04.12.2018 2.

3ASIBJSIET, UTO

nrexapcmaennoe cpedemso: [pomagan® HM Hengwin®, cycnensui ons nodxoarcHozo seedenun 100 ME/mn 3
M, kapmpudicu (5), nauxu kapmorivie, pez Ne IT NO142 71/02 om 24.04.2007 (dama enecenus usmenexuii ¢ PY
06.09.2017), cepun HS67R45, napmus 63040 ynaxogox, 200ex 00 28.02.2021, npouseodcmea Hoso Hopduck
A/C, lawus, Novo Nordisk A/S, Novo Alle, DK-2880 Bagsvaerd, Denmark xod OKITA2 21.20.10.119, k00 TH
B3T 3004310000, kormpaxm Ne 57/201 2/RUS/NNAS om 11.01.2012, ungotic Ne 2000257877 om 21.01.2019

COOTBETCTBYET TPEEOBAHHAM

T N014271/02-240407 uam. Ne 1-8

JEKJIAPAL(MISI [IPHHSATA HA OCHOBAHHMH

npomoxon ucnvimanuii Ne 125¢ om 30.01.2019 HJT 000 HL] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC DK.OM11.C80223 om 30.01.2019

JIATA TIRHHSITHS AEKJIAPALIVH 31.01.2019
NEKIAPAIIAS IEHCTBUTEIBHA JO 28.02.2021

@g}{ﬂ s E él/ [Iumox B.A
dexaapanm noan#ch ®.H1.0
CBEJAEHMA O PETUCTPALIAH

OPIAH 110 CEPTU®HKAUHH, 3APEMMCTPUPOBABIU N NEKJIAPAITHIO

RA.RU.11 ®MI11 OPTAH 10 CEPTHOHUKALHH ITPORYKLHH OBL{ECTBO C OF PAHHUYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA'", adpec opaanusayuu : 109428, 2. Mocxkea, 1-vii Baszoecxuti
npoesd, 0. 5, cmp. 1, adpec opeara no cepmugpuxayuu: 129626, 2. Mockea, 1-a MelmuujuHCcKas, 0. 25, meu.
(495) 783-19-08

,HEMTBETCTBHH 3APETUCTPUPOBAHA N POCC RU A-DK.OM11.A.13179/19
JAYAAPETUCTP. 31.01.2019

sfv 4\
[Foupmr

124 nisil F f"\.",g

\3;,‘ Wdfecraa’ /I my

X\ 2w l) ] . Apowenxo M.A.
1 v

s
< <

93 “.au 1 "/ NOAMHCH Pyxoroputens OC
cephat 22




Certificate of Analysis =

novo NOFGISK’
Ceptrndmkar ANanunaa
A
Novo Nogdigk, N3
2880 Eagcva.erﬂ
enmark

el, +45 4444 888
Tel. 43 4448 82

PROTAPHANE HM PENFILL Order Number 0007714461-30

Nporacgan HM Mexdunn 3axa3 Ne

100 ME/ML 5X3 ML Date of Manufacture : 09/2018
100 ME/mn 5X3 mn [ara npouasoacTea
Produckt No. 7129181

Mpoaykr Ne

Batch Number : HS67R45 Date of Expiry : 02/2021
Cepusa Ne CpOK rofHOCTU
Components Results Units Notes
KoMnOHBHTR! Peaynbrathl  EguHMub MNpumeuaHue
A21 desamido insulin 0.4 %

A21 [leaamMuaonHcynun

Assay of insulin 99+:1 IU/ml

NonuuecTaeHHoe onpefeneHne WHCY NuKa EQ/mn

Bacterial Endotoxin <10 IU/ml

BaxTepuanuHue dHAOTOKCHHDI Ef/mn

Crystal identity COMPLIES <nones

MoANUKHACTL KpUETaNN0S CooreercrayeT <HE NPHMERUMO>
Crystal length from 3 um

[nWHa Kpucrannos, ot MKM

Crystal length to 5 um

[Nnwna xpucrannos, ao MXM

High molecular weight proteins 0.2 %

BuicoxomonexynspHele Ganim

ID of preservatives COMPL.TRS <none>

NOANMHHOCTE KOHCEPRAHTAD CooTeeTcTayeT CHE NDUMEHUMO>
Identity of human insulin COMPLIES <none>

MoANWHHOCTE YeN0DENECKOTD KHCYNUKE Cooraetcayer <HE NPUMENUMO>
Insulin in supernatant <0.5 E

WHcymiH 8 HaaoCaROMHOR XIAKDCTH

Isophane confirmation COMPLIES <nones»

KoHtpans wiodana CocTeercrayeT <HE NPUMEHHMO>

RKFP 075 Russia

5026424 HT6GS907 502€424

Created on : 2018.12.21 12:39:45 UTC
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Certificate of Analysis

CepTucbukat AHanusa

PROTAPHANE HM PENFILL

MpoTagad HM Mexdunn

Order Number
3akas Ne

NOVO Nen dlisk

Nove Horditk ,-g
2880 Baasvae

0007714461-30

100 ME/ML 5X3 ML Date of Manufacture : 09/2018
100 ME/Mn 5X3 mn DaTa npovasoacTea

Produet No. 71291481

Mpogyxr Ne )

Batch Number : HS67R45S Date of Expiry 02/2021
Cepun Ne Cpox rogHocTH

Components Results Units Notes
KoMmnoxeHTs Peaynbtaml  EgquHuubl MpumevaHue
Macroscopy COMPLIES <nones

Onucanme CooTaertcreyer <HC NPHMEHHMO>
Metacresol 1.57 mg/ml

MeTaxkpeson Mr/mn

Other related proteins 0.4 3

Apyrue poacTaeHHME Gemm

Phenol 0.68 mg/ml

Dexon MriMn

Sterility COMPLIES <nones

CrepuneHocTs Cootsetcrayer <HE NEHMEHKIMO>

Zinc total 32,9 ug/ml

OSuinit umHk sxriman

PH 7.29 <nones

pH <HE NPUMEHHMO>
20168.12.21 Copenhagen

é{/é{ﬁxa Fabritius Dauerbjerg

Quality Department

Nove Nordisk A4/7S

Novo Allé

DK-2880 Bagsveerd
RKFP 075 Russia
5026424 HT6G907 5026424
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