[okymeHT ansa cepun <JS68545> ToBapa <MpotadaH HM cycneHsuna aAna NOAKOXKHOIo BBEAEHWA 100 ME/mn dnakoHs! 10
mn Nel>

JEEKAAPAIT, IPHIHMAIOULHIT IEKJIAPAILHIO O COOTBETCTBHH |
000 "Hoso Hopouck” !
[

| JNEKJAPALIMSI O COOTBETCTBUHU l
|

Ceeoenus o pectcmpayuu opeanusaipar: Mexcpaiionias unenesius Pedepuionol HuI0oso ¢: 1yncon N 16 no
© & Mocrae 01.01.2008, OI'PH 1037729013926, dama npucsoenus OFPH 21.03.2003. .
Aopec: 121614, 2. Mocrea, yu. Kpuinameres, o. 13, agh. 41. Tenedpon: 8(495)956-11-32. i
| B awye: Nenepasusiir dupermop Bukmopos C.oA. [
| Hosepennoe mmo: Luvox B.A, dusepennocmt Ao 04/12-18.2 om (04.12.2018 2.
1

%

| 3ASIBJISIET, UTO

aerapemeennoe cpedemco. Hpomadhban HA, cyeneuzus din nOORQICHOO GEeACHR 100 ME/a 10 a0,
haawone (1), nasu wapmonnore, pee Ne 1 NO14722/01 om 20.04.2007 (dama savenn 28.09.2018) , cepust
JS68843, napmus 36390 ynaxosur, coden do 30.09.2021, npoussudemea Hoso Hopouer A/C, fanus, Novo
Nurdisk 478, Novo Alle, DK-2880, Bagsvaerd, Denmark koo QKII{2 21.20.10.119, koo TH B 3004310000,
zonmpaxm Ne 37/201 2/RUSINNAS om 11.01.2012, wisoite Ne 2000264800 om 24.05.2019 i

COOTBETCTBYET TPEREOBANHMSIM

1 I NOT722/01-200407 wzna Ne 1-7

: JERIMAPAILMS NPHHSITA HA OCHOBAIHMHI

npomorkon tcnvinanudii Ne 829¢h om 28.05.2019 HII QOO HL "DAPMOBOPOHA", ammecman akxpeduniayut |
L POCC RU.0001.21 07140, Cepmugnesam POCC DK pMI11.C85379 om 28.05. 2019 |

y ', A/II’IIIM{ l‘lﬂ\’ll v}g.‘*b&! SALLMIL 28.05.2019
;mg f?xmumrm p; %m TEJLHA JIO 30.09.2021

Aok LL
\")
‘ z \“\\mu / £f 4 7 r
N v 4
3 7/
; O E e e Z—;_ S |
Bl Lot o i g
r)c:;.wpnm’fn HOIHCE, |

o e s s SRR v-—

CBEJEHUSI O PETUCTPALIUH

OPIAH 10 CEPTH®HKALLMH, 3APEIHCTPHPOBABINHI JEKJIAPAIIHIO
RA.RUIEDMIT OPIAH HO CEPTHOHIALMH TPOJVKLHH OBLECTBO C OFPAHHYIE HHOIT
\ OTBETCTBEHHOCTLIO "hOPMAT KAYECTBA", adpee opeanzayuu @ 109428, & Mocxea, =it Bsioserudi

L onpoesd, 0. 5, emp. 1, adpec opeana 1no cepmugurayun. 129626, 2. Mockea, 1-an Mpiminguncsas, 0. 23, me.
(493) 783-19-08
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bR KHAPA!UU[ O COOTBETCTBHH 3APEIHCTPHPOBAHA N2 POCC RU I-DEK.®OMI1.A.25175/19 |
¥ A I’AHIHI 28.03.2019 [
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JokymeHT ansa cepun <JS68545> Tosapa <MpotadaH HM cycneH3ua Ana NOAKOKHOTO BBEAEHUA 100 ME/mn dnakoHsbl 10

mn Nel>

Certificate of Analysis

Ceprwgmcar Axanusa

PROTAPHANE HM
Npovagan HA

100 ME/ML 1X10 ML
100 ME/un 1X10 wn
Product No. :
NpoayxT He

Batch No. :
Cepur M

7162766
J568545

novo nordisk”

Novo Mordisk A/S
Naovo Allé
2880

Tel. +45 4444 BBEB
Fax +45 4449 0555

Date of Manufacture : 04/201¢
Jara npon3soacTea
Date of Expiry : 09/2021

Cpox roaHocTn
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Components
KosnonenTy

Results

Pesynpram
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Macroscopy

OnucaHue

Crystal identity
NoanuHnoCTy KpuCYanos
Crystal length from
Anwra xpucrannos, ar

Crystal length to
Inuna mpucrannos, Ao
Identity of human insulin
TIOANMHHOCTE NEnoBENeCKOra WHCynuHa
Assay of insulin
KonuuecTBeHHae ofipeARNEHMe WHCYNMHA

pH

pH
Insulin in supernatant
HHCynsH 8 HAAOCIAOUKOH EWMAKOCTH
High molecular weight proteins
Bucokomonexynaprue Genxm

A2]1 desamido insulin
AZ1 fe3amuponnCynis

Other related proteins
Bpyrue poscrmesue Genku

Zinc total

OBusil LWAHK

Bacterial Endotoxin
SakTepuaniHee IHAOTOKCRNM
Sterility

CrepuneHocTs

Isophane confirmation
KoxTpons n3ogana

ID of preservatives
NOANMHHOCTE KOHCEPBIHTOR
Metacresol

Hetakpeson

Phenol

251490
5022705

BSR /GNIE
JWS4HE7

COMPLIES
CcotBercrayeT
COMPLIES

CooTeTCTBYET

54
153

COMPLIES
CooTmercTayer
S9

T3

<0.5

0.2

@:5

0.4

32.5

<10
COMPLIES
CoovBercTByeT
COMPLIES
CooTBeTcTByeY
COMPLIES
Coorpercrayer

157

0.68

075 RUSSIA
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AokymeHT ans cepun <JS68545> Tosapa <Mpotadan HM cycneHsua ana nogkoxHoro BeeaeHnsa 100 ME/mn dnakoHs! 10
mn Nel>

2
- Certificate of Analysis novonordis
Novo Nordisk A/S
Novo Alié
Cepruduxat Ananssa 2830 Bagsvaerd
Denmark
Tel. +45 4444 3888
Fax +4%5 4449 0555
PROTAPHANE HM
NpoTagan HA
100 ME/ML 1X10 ML Date of Manufacture : 04/2019
100 AE/mn 1X10 & Java npou3soAcTsa
Product No. : 7182766
Npozyxt %
Batch No. : JS68s45 Date of Expiry : 09/2021
Cepus N Cpok roanocTn

Order Number: 7719157

20190521, Copephagen
\_j .

TSTINK HVITBY
Quality Department
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Jokyn "“HT ana Toeapa <MpoTadaH HM cycneH3na ana NOAKOMKHOTO BBEAEHWA 100 ME/mn dnakoHbl 10 mn Nel>

MUHICTEPCTBO 3/1PABOOXPAHEHH A
POCCHICKON ©E/IEPALIUH
Perucrpauosuoe y10CTOBEpeHHE
[1eKAPCTBERHOIO NPENapaTa 115 MEeIMIWHCKOT0 NPHMEHERNA

hkR g KARTL

[ NO14722/01
(HOMEp PerKCTPALHOHHOTO Y10CTOBEPEHHS 1CKAPCTBEHHONO npenapara)

= o . I e WRR—
_{Haumenosanue Aepwateas (saafeasua) ]

| perHCTPaUHOHHAOTO YAOCTOBEPEHHS

|MeKapCTBEHHOrO Npenapara !

Hoeo Hopanex A/C, Jlanus
Novo Nordisk A/S

AXpeC MeCTOHAXOMICHIA AepRaTeIn
(Bhiafenbua) perueTPAUMOHHOIO YI0CTOBEPEHHA ‘ Novo Alle, DK-2880 Bagsvacrd, Denmark
1eKapCTBEHHOro Npenapara

JaTa rocyaapcTeennoil perHcTpalunu
AeKAPCTBEHHOTO TIPENapaTa

20.04.2007

K ey ot

il

CpoK AeHCTBHA PErHCTPALMONHOIO
{YZOCTOBEPEHNS NEKADCTBEHHOIC NpenapaTa

WA

-
-
-

BeccpoHiio

JlaTa BHeceHHs H3MCHEHRH B PECHCTPAUNMOHNOE |
. |ya0CTOBEPEHHE NEKAPCTREHHOID Npenapara

' .{(naTa 3ameHbl PErHCTPAUHOHHOID
YAOCTOBEPEHHA JCKAPCTBLHHOID Npenapara)

q

28.09.2018

HHdopManns 0 3aperuCTpHPOBAHHOM JCKAPCTBEHHOM MpenapaTe:

[poTtadan® HM

ERARRRARARRREN R AR N

Toprosoe HAHMCHOBAHME

2 iMemaynapoaHoe HeIaTeHTOBAHKOE, HiH l et
/. [FPYRITAPOBO4HOE, HAH XHMHYECKOE - Mincynuu-nsodan [4enopeueckuii FeHHO-HHKEHEPHbI] | 2
/| |naumenoBalue :

JlexaperBennas gopya J( CyCricH3Ms 4S8 NOAKOAKHOTO BBCASHHA
100 ME/mn

: Jo3npoBra

KauecTBeHHbIH COCTAB H KOAHYECTBEHHLIH COCTAR AeACTBYIOUINX BEWIECTB H KauecTBEHNBIH COCTAB.
BCMIOMOraTe/IbHLIX BCULECTB

R EREREARACARRARANLE]

’HHC)’HHH-HSDKPEH (4CAOBEYECKHT TCHHO-MHAKEHCPHbI) 100 ME = 3.5 mr, BCOOMOTATENBHLIE BCIIECTBA (UHHK |2
(B BHZC UHHKE XA0PHAL), FANUCPHH (FHUEPOD), METAKPE3OA, (enon, HaTpus ruapodocdara IACHIPaT,
npoTaMiHa Cyib(ar, HATPHA THIPOKCHA, XIOPHCTOBOIOPOAHAA KHMCIOTA, BOAA /1A HHbEKHH)

1Mopma BrIMYycKa (Fekapersennas Gopma, {CyCNen3Ha 1A NOAKOKHOTO Beaenud, 100 ME/Mn
| 103MpOBKa, NEPBUYHAN YNAKOBK2, KOJIHYECTBO (faaxon) 10 Mn x 1 (mauxa kapToHHax),
NeKapcTBeHHOH GopMBI B IEPBHYHOA cycnensis 11s NOAKOKHOTo BecAeHus, 100 ME/va
YNAKOBKE, KOJIHYCCTBO MEPBAHHOH YNAKOBRY B |(kaprpu:ux g wnpuu-pyuxe Onexcllen®) 3 max 5
noTpeSHTEIBCKON YIAKOBRE, KOMIIEKTHOCTE) (Tlaukad KapTOHHAS)

PexBH3INTBE HOPMATHBHOA JOKYMEHTAUUH ﬂ NO14722/01-200407




,El,otymeu'r Ana Tosapa <Mpotapan HM cycneHsua ana nogkoxHoro BeegeHva 100 ME/mn ¢pnakorbl 10 ma Nel>

Crpanuua 2‘pcm;1'paunoauoro yroctosepenna Ne [1N014722/01 U A

Tpou3BOACTBEHHBIE MICLIAAKH, YIACTBYIOUIIE B IDOUECCE TPOHIBOACTEA JIeKAPCTBEHHOTO
npenapata, ¢ YKazaHHeM CTaaKi NPOHIBOACTBA, Ha3BAHHI U DAKTHYECKHUX aApecoB
MECTOHAXO0KIEHHSA

[Tpoussodemeo 200601 ACKAPCNEERHOU QOPM6! ‘Horo Hopmuck A/C. Janns /
i Novo Nerdisk A/S, Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark:
Hallas Alle, DK-4400 Kalundborg, Denmark

[Ipousgodemso 20mosoll AekapemaeiHol Hopssl Hogro Hopauck [pozaxun: CAC, ®panuus /
f.\'ovo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

TMpoussodcmen 20Maaoll ACKAPCINEERRGH Popts! {Hoso Hopamcx Tpoaykao PapMachioTHKa 10
i Bpasw JiTaa,, Bpazuns / Novo Nordisk
,Producao Farmaceutica do Brasil Ltda., Brazil

Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 39.404-004, Brazil

Flepeunnas ynanoska {Hoso Hopaiex A/C, Hanus /
Novo Nordisk A/S, Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark;
Hallas Alle, DK-4400 Kalundborg, Denmark

Mepauunas ynakoexa ;Hoso Hopauck Tpoxaxwn CAC, ®panuus /
INovo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

Hepauunas ynaxosra I Hoso Hoparck [Tpoayxao PapmacsoTHKa 10
' Bpusna Jtaa., Bpasuans / Novo Nordisk

| Producao Farmaceutica do Brasil Ltda., Brazil
Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 39.404-004, Brazil

Bmopuunas/nompedlmeasckan ynaxoeka | Hoso Hopawek A/C, Janus /
i Novo Nordisk A/S, Denmark

Brennum Park, DK-3400 Hillerod, Denmark
Hallas Alle, DK-4400 Kalundborg, Denmark

Bmopuinan/nompebumeisckan ynaKoerd EHQBO Hopauck [Mponaxan CAC, ®parums /
| Novo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

Bmopuunas/nompebumenbckda ynaKoerd Hoeo Hopawuck Ipomykao (PapmaceioTHRa 10
Bpasun JItna., Bpaswms / Novo Nordisk
{ Producao Farmaceutica do Brasil Ltda., Brazil

Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 39.404-004, Brazil

Tpoussodumens (Botnyekaowud konnpoas katiecmaa) iHoso Hopauck ASC, llanua /
INovo Nordisk A/S, Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

Mpoussodumeins (BotnyCrawowutl Konmpons xuvecmad) i Hoeo Hopanck Tpoaaxwr CAC, $pannws /
i Novo Nordisk Production SAS, France

435 avenue d'Orleans, 28000 Chartres, France

Crarc-cekperapb - 3aMeCTHTENb . JL.B. Kocrenunxos

Munncrpa




