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AEKJIAPATIMSI O COOTBETCTBUU

AEKJAPAHT, DPUHUMATOLIAM JAEKIAPALHIO O COOTBETCTBUU

00O "Hoeo Hopducx'"

3apezucmpuposano : Mexcpationnas uncnexyus Pedepanvioi nanozoeoi cuyoicber Ne 46 no 2. Mocxge OFPH
1037729013926 om 21.05.2003

Adpec:121614, 2. Mocxea, yn. Kpsuramexas, 0. 15, 0¢. 41. Teneghon: 8(495)956-11-32.

B nuye I'enepanvuviii Oupexmop Buxmopos C.A.

Hosepennoe nuyo: Crmupnos K.I"

Hosepennocme: Ne 16/07-19 om 16.07.2019z,

3ASIBJISET, UTO

Nlexkapemeennoe cpedcmao: Ipomagan® HM Tenguni®, cycnenzun dna nodxosicnozo esedenus 100 ME/mn 3
MR, Kapmpudxcu (5), navuxu kapmonwbvie, pe2 Ne IT NQ14271/02 om 24.04.2007 Qama samens: | 2.04.2019)
awdano Hoeo Hopouck 4/C, cepus JR7X050, napmus 34000 ynarosox, zoden do 31.08.2021, npousgodcmea
Hoso Hopouck A/C, Janus, Novo Nordisk A/S, Novo Alle, DK-2880, Bagsvaerd, Denmark, kod OKIT2
21.20.10.119, xod TH B3 3004310000, xonmpaxm Ne 57/2012/RUS/NNAS om 11,01.2012, ungoiic N

2000269284 om 16.08.2019

COOTBETCTBYET TPEBOBAHHSIM

TINOI4271/02-240407 uzns. No 1-]1

AEKJIAPAITAST ITPUHSITA HA OCHOBAHUM

rpomoxon ucnvimanui Ne 1605¢y om 23.08.2019 HJT 000 HL] "®APMOEOPOHA ", ammecmam
axkpedumayuu POCC RU.0001.21 BJI140, Cepmudpuxam POCC DK.®M11.C89967 om 26.08.2019

«Hoso Hopruck» 143

JATA I’Eli]ilf{l'l‘m AEKJIAPAIIHAM 27.08.2019 Li | Novo Nordek LIC /5 :,
AEKJAPAITIST AR CTBUTEIBHA JO 31.08.2021 ) 7.
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= CBEAEHMS O PETUCTPAIIANA

OPTAH IO CEPTU®UKALIUW, 3APETACTPHPOBA BIL Ml JEKJIAPAITUIO
RA.RU.110M11 OPTAH I10 CEPTH®HKALIHH ITPOJYKLHH OBIECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBO "®OPMAT KAYECTBA ", adpec opzanuzayuu : 109428, 2. Mocxea, -t Bazogcxuii
npoeso, 0. 5, cmp. 1, adpec opzana no cepmupuxayuw: 127282, 2. Mockea, yn. Hepmanexar, O. 2, cmp. 7

AEKJIAPAIIMSI O COOTBETCTBUH 3APEITHCTPUPOBAHA M POCC RU HA-DK.PM11,.4.35695/19
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Certificate of Analysis

novo nordisk”
Ceptudukar AHanuaa
Novo Nordisk A/S
Novo Allé
gy
Pk 148 1141 sane
PROTAPHANE HM PENFILL Order Number : 0007719407
Mpotacban HM Mengounn 3akaa Ne
100 ME/ML 5X3 ML Date of Manufacture : 03/2019
100 ME/mn 5X3 mn Hata npoussoncraa
Product No. : 7252714
Mpogyxr Ne
Batch Number : JrR7Xx050 Date of Expiry : 08/2021
Cepusa Ne Cpok rogHocTy
Components Results Units Notes
KomnoHeHTb Peaynbtathi  Egununys Mpumevarue
A21 desamido insulin 0.4 ¥
421 Aesamugouncynun
Assay of insulin 98.8 IU/ml
(anmueCTaennoeonpegenenueuucynuna EV/mn
Bacterial Endotoxin <10 IU/ml
5aKTEpUanLHLIe SHLOTOKCUHS! E/mn
Crystal identi ty COMPLIES <nones
ToanuHHoCTL KpucTannos Cooreercrayer <HE NpUMeHumo>
Crystal length from 1 um y
Dnuna kpucrannos, or MKM / = 2\
Crystal length to 5 um M§;«H030}ﬁﬁﬁﬁcm>é§y
Onuna kprcrannos, go MKM i‘ = Novo Nordisk LLC /'§ if
High molecular weight proteing 0.3 % e 4
Bhicoxouonexynnpnue Genku
ID of preservatives COMPLIES <nones
loANUHHOCTL KoHcepaanToa CooreeTcrayer <HEe NpUMEHUMo>
Identity of human insulin COMPLIES <nones
ToanunHocTs venoaeveckorg UHCYNUHa Cooteercrayer <HE NpUMEeHMMO>
Insulin in supernatant <0.5 %
Ancynun a HapoCaA0uHOR MU KOCTH
Isophane confirmation COMPLIES <nones
{oHTponk uaoana Cooraercrayer <He npuMeHuMo>
/ ;\?“—“ \ & ‘.
Q Gapnant )
HBY 075 Russia A
5026461 JR7V610 5026 Paeiak

Created on : 2019.08.01 05:12:20 uTc



Certificate of Analysis

Ceptudukar Aranusa

PROTAPHANE HM PENFILIL
MpoTagan HM MNendcbunn

3aka3 Ne

8

novo nordisk”

Novo Nordisk A
Novo Alfg
2880 Bagsvacrd
enmark

Tel. +45 4444 ggee
Fax. +45 4449 0555

100 ME/ML 5X3 ML Date of Manufacture - 03/2019
100 ME/mn 5X3 mn Lara npoussogeraa

Product No. 7252714

Mpogykr Ne

Batch Number : JR7X050 Date of Expiry 08/2021
Cepus Ne Cpox rogHocTu

Components Results Units Neotes

KomMnoHeHTb! Peaynbrarsl Eaunuubl MpuMevaHue
Macroscaopy COMPLIES <nonex>

Jnucanue Cooreercrayer <He NPUMEeHUMO>

Metacresol 1.56 mg/ml

Merakpeaon Mrimn

Jther related Proteinsg 0.4 %

Opyrue pogcraentwe Genuu

Phenol 0.68 mg/ml

deHon mrimn
Sterility COMPLIES <nones
CrepunsHocTs Cootsercrayer <HE NpUMEHUMO>
Zinc total 32.6 ug/ml

JBLWMA YuHK Mir/mn

pH 7.31 <nonesx

oH <He NpuMeHumMo>
2019.08.01 Copenhagen

Anette Ki rketerp Hansen

Quality Department

HBY 075
5026461

JR7V610

Russia
50264XX

Created on : 2019.08.01 05:12:20 uTcC




[JokymeHT ana Tosapa <[l poTadaH HM Mendunn cycneHsna AnA NOAKOKHOTO geeaeHua 100ME/mn (kapTpuax) 3 ma Ne5>
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Gecepotno

|dara succelmx u3MeHeHHil B perucTpaLioHHoe : :
yl{monepenle MIEKapPCTBEHHOTO Npenapara (aaTa : 28.01.2020
MeHb! PErHCTPALUNOHHOTO YAOCTOBEPERHSA : i

.ﬂmpc'rsenuoro npenapara)
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100 ME/Ma
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JokymenT ana tosapa <MpoTtacdad HM Mendunn cycneHsus gns nogkoxHoro seegeHna 100ME/mn (KapTpuak) 3 ma No5>

Hpmaso,sc'rseauue RAGIANKH, YHACTBYIOMINE B IPOLECCe NPOHIBOACTEA JIEK2 PCTEEIHOTO Npenapata, ¢
YRAAHUEEM CTRANE NPOMIBOACTRA, HAZBAHMI H (RKTHUECKHX AAPCCOB MECTOHAXOMEHIS

_ |Hpousevdcimgo 20moeoii rexapemaentiolt dopatbt Hoso Hopmuex A/C, lanus /-
; Novo Nordisk A/S, Denmark

-

: Nova;Aﬂe, DK-2880 Bagsvaerd, Denmark =

\Hdpouseodcriso 20mosoit aexapemeernot Gopys: ‘ 1 Hoso Hopauck ﬂponymo G)apxacumaxa.
i e o > 20 Bpasun Jitaa., Bpaswima / Novo Nordisk:
Producag Farmaceutica do Brasil Lida. Bmzzl

'--Aucmdac 1413 Distito Industrial, Montes Cleros, Minas Gerais. 39404-004, Brazil

Hpamodcmsa 20MOCOU RERAPCMEEHNOT hapater Hoso Hopauck ﬂpo.zxamm CAC, ¢paamml 5
Novo Nordisk Production SAS Fra.nce Froid]

45 vmuc d‘Oﬂeans, 28000 Chartres, France

Hepauvian ynaxoexa ' Hopo Hopauex A/C, Tanus /
2 S | Novo Nordisk A/S, Denmark

- [Novo Alle, DK-2880 Bagsvacrd, Denmark

o J_Tép‘e_nw%aa yharoexa i - Hoso Hopanck [poayxao @agpuacmb‘mxi
St 4 3 a0 Bpaaun Jivaa., Bpeanaua / Novo Nardisk:
Producao Farmaceutica do Brasil Ltdau Brazil

i AvemziaC !4]3 Distrito Industrial, Montes Claros, Minas Gerais, 39404-004, Brazil

| Hoso Hopawex ponaxws CAC, ®pantiug /
Novo Nordisk Production SAS, France

S5 45 avenue d Orleans, 28000 Chartres, France

e _' Bmopuumompeﬁumaecms PRAROEK : ; |Hoso Hopauck A/C, }IEHHSU
- G >Novc Nordisk A/S, Denmark.

: Ha.!Las Alle, DK-4400 Kalundborg, Denmark

24 BmopusnazinempeSumescxan ynaxosxa Howo Hopamex Mpoyrao apMacsiotuka
i : Ol 1o bpasun Jitaa., Bpasunus / Novo Nordisk - ;
Producao Farmaceutica do Brasil Ltda., Brazii

'Avemda €, 1413 Distrito Industrial, Montes Claros, Minas Gerais, 39404-004, Brazil

Hpousaodumens (Buinyexaiouwul konmpons kavecnisa) - |Hoeo Hopauck A/C, Hanus /
i Lo Novo Nordisk A/S, Denmark

 [Novo Alle. DK-2880 Bagsvacrd, Donmark e
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