. — o — e .

TEXJIAPAIIUSI O COOTBETCTBUH

i AEKJIAPAHT, MPHHUMAIOLL I HEKJIAPALIHIO O COOTBETCTBHH

I 000 “Hoao Hopduci"

| Sapezucnipupoaano : Meacpaionnan uHeneklus Pudeparuiol nanczo6ei caynedive M 46 no 2. Mockae OrpPH
i 1037729013926 am 21,05,2003

| Adpee:]21614, 2. Mocksc, yn. Kpwramexas, 3. 13, ogh. 41, Tenedhon; 8(495)936-11-32.

| 8 auye:leneparsuwii dupexmop Burimopog C.A.

I Hosepennce rugo: Crupnow K17

|
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Hosepeunacmy: N 16007-19 om 16.07.26152
| SASIBISET, uToO
| Aexapcineenios cpedemao; fzemapan®s KM Hengur®, ¢ yenensun dia nodkovcnoza seedenun 100 ME/u 3
L MA, Kapmpudcy (5), nawku xapmonies, pez Mo IT NO14271/02 0w 24.04.2007 (Rama samouns: 06.09.2017)
evidano Hoso Hopdick A/C, cepus JR7WO27, napmun 40000 prawocox, 200en do 31, 08.2021, npowssodeman
Hogo Hapduex A/C, Hamu, Nove Nordisk A/S, Novo Alle, DK-2880, Bagsvaerd, Denmark, xod OKIIL2
21.20.10.119, xo0 TH DI 3004310060, Kenmpawin N 37201 2/RUSINNAS om 11,01,2012, wwsodc Mo
2000268265 om 29,07,2019

COOTBETCTBYET TPEEOBAHHSIM

T NOI4271/02-240407 waps, No ]-8

JEKJATAIMS ITPHHSITA HA OCHOBAHRA

MpOmoKon ucrumaiui Ne 13513 om 12.08.2019 HIT OO0 HIJ "BAPMOBOPOHA". ammeeman
axxpedumayis POCC RU.0001.21 DJI40, Cepmtihuram POCC DKM, C89447 om 13.08.2019

JATA TIPHHSTHS JEKIAPALIUY /3.08.2019
ARKNAPAUMSL ARHCTRHTEILHA 40 31.08.2027
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"7 CBEJEHMSL O PETHCTPALIH

OPTAR ITO CEPTH®HKALY, 3APETVICTPH POBABII M JEKTAPAIHIO .
RARU.L)®MII OPTAH 10 CEPTHRHRALMY ITPOAVKLIHH OBLLECTBO.C OI"PAHH‘(EHHF?H )
OTBETCTBEHHOCTIO " OPMAT KAUECTHA"Y, adpec opaawuzayuu : 109428, 2. Mocxea, 1-wd Basocckui
npoesd, d. 3, emp. 1, adpec opzara no ceprughuenun: 127282, &, Mocwaa, ya, Hepwnnenen, 9. 2, emp. 7

AEKIAPAIUASI O COOTBETCTBUM SAPETHCTPHPOBAHA A POCC RU 4-DK.OM1LA3#435/19
ZIATA PETHCTPRALIH 13.08.2019

,./.‘.T\C'-'-!»:FT:\
LTl
¥

Spowenko M.A,

PyxosommTent OC

\

G W

a0 prals

B

~_



Certificate of Analysis novo itk

Neve Norglsk 475
Novo Allé

CEpTOMMKAT anuas 380 Dagvaerd

2
Denimurk

Tal, v45 444 0228
Fas +45 4339 0555

PROTAPHANE HM PENFILL
Mzovagad HH Nengunn

100 ME/ML 5X3 ML Date of Manufacture : 03/2019

1C0 KE/wn 5X3 wn Jata nponsooscTea

Product No, : 7252714

NpogykT He

Batch No. : JR7WGZ7 Date of Expiry : 0872021

Cepua e (pok raxmectu

Components Results Units Note

KownonenTs Priynsvartu Eawnuu Mpuueya
Hue

Macroscopy COMPLIES <none>

Doncatine COOTUG!CW}‘E‘I’ <He NpiueHie>

Crystal identity COMPLIES <none>

Noanmecrv RpWCTIIRG. Coorpercrayer <HZ NpAMEHALC>

Crystal length from 1 um

AanHa kpucTannes, of i

Crystal length to S um

ANAHQ KPHCTANCD, Ko ' oy

Identity of human insulin COMPLIES <none>

TIOLNKKKOCTS uEnoBRYECKOID MHCY N2 :GOTMTC‘ID,CT <HE NPHECHAMG>

Assay of insulin 98.4 IU/ml

HENHUNECTORNHOE ONPELOHCHAR MHCYIHHS ERfun

PH 7.31 <none>

rH Sne (PANERIUCY

Insulin in supernatant < 0.5

Kitcynic B HIL0CILCUHON aMaracTH

High molecular weight proteins 0.2 %
Bucoxouonexynuprue Semc
A2] desamido insulin 0.4 %
A21 Jesaudaosscy s .
Cther related proteins 0.4 b4
Apyrae peacTsennve Genki
Zine total ; 32.4 ug/ml P
D6l unr, K/ T
Bacterial Endotoxin <10 IU/ml
BokTepHantHie dMEOTIRCIGE ER/wn
Sterility COMPLIES <none> :
CrepinbrocTy Cootgarcroyer SHE NNUACHRNCY e el
Isophane confirmation COMPLIES <none> S
Korrpons waogaia CooranTetayer GIE NpaNEniug? gt LB
ID of preservatives COMPLIES <none> A
NoARAMOCTS KOHCEPSAATOR ‘ ~ Cosraercrayer <He PpLueHised e
Metacresol %57 mg/ml ‘
Heraxpeson wr/un
Fhenol 0.e8 mg,/ml
denon urfun

293023 DHS /DHS 075 RUSBIA
5026461 JR7V054
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Certificate of Analysis nosd ot

Cepruguxar Ananiay 880 Baghvacrd
g

Tal 45 4444 ey
Fax +45 4248 0555

PROTAPHANE PENFILL
NpoTagan HH Nengunn

100 ME/ML 5%3 ML Date of Manufacture ; 03/2019
100 HE/wn 5X3 wn Rara npowsgescroa

Product No. 7252714

Npozynr

Batch No. : JR7W927 Date of Expiry : 08/2021

Cepun Ne Cpox reziocri
Order Number: 7715933
20190709, Copenhagen
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.i-’ANET’IE KIRKETERP HANSEN

Quality Department

293023 DHS /DHs 075 Russia

5026461 JRTV054
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