NEKJIAPAIIMASI O COOTBETCTBHUU

JEKJIAPAHT, TIPUHEAMAIOL{HIT JEKJAPAIIHIO O COOTBETCTBUU

000 "Hoeo Hopduck"

3apezucmpuposano : MexcpationHa uHCnexyua ®edepanvoti 1an02060i cyoichvr Ne 46 no z. Mockae orrf
1037729013926 om 21.05.2003

Adpec: 121614, 2. Mocxea, yn. Kpeinamexas, 9. 13, og. 41, Teneghon: 8(495)956-11-32.

B auye:Tenepansusiit dupexmop Buxmopos C.A.

Josepennoe nuyo: Cuupnos K.I

Hosepenrocmy: Ne 16/07-19 om 16.07.20192.

3ASIBJISIET, UTO

nexapemaennoe cpedemeo: Ipomaghan® HM Henghunn®, cycnensus s nodK02CHO0 BGEIENI 100 ME/mn 3
mn, kapmpudaicy (5), nauxu kapmonnsie, pez Ne I1 NOI 4271/02 om 24.04.2007(0ama 3amene 06.09.2017)
auidano Hoeo Hopducx A/C, cepus JRTW637, napmus 34960 ynaxosok, 200en 00 31.07.2021, npouszeoocmea
Hooo Hopduck A/C, Janus, Nove Nordisk A/S, Novo Alle, DK-2880, Bagsvaerd, Denmark, xod OKIIA2
21.20.10.119, xod TH B3J 3004310000, xonmparm Ne 57/2012/RUS/NNAS om 11.01.2012, uneotic Ne
2000268265 om 29.07.2019

COOTBETCTBYET TPEEOBAHUSIM

IT N014271/02-240407 uzm. Ne 1-8

JIEKJIAPALIMSA TIPUHSITA HA OCHOBAHHH

npomoxon ucnvimanuii Ne 1512¢h om 12.08.2019 HIT 000 HL] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 PJI40, Cepmugpuxam POCC DK.>M11.C89446 om 1 3.08.2019

IIATA TIPHHATHS AEKJIAPALIMY 13.08.2019
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OPLAH IIO CEPTH®HUKAIIHH, 3APEMICTPHPOBABIIHY NEKITAPAITUIO
RA.RU.11DM1] OPTAH IO CEPTHOHKALHH IPORVKLHH OBLECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanusayuy ; 109428, 2. Mockea, 1-wiii Bazoeckuii
npoe3d, 0. 5, cmp. 1, adpec opaana no cepmucpuxayuu: 127282, 2. Mockea, yi. Yepmanckan, d. 2, cmp. 7
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- Certificate of Analysis

CepTugukar Ananvaa

PROTAPHANE HM PENFILL
NpoTadan HY Menpunn

100 ME/ML 5X3 ML

100 ME/mn 5X3 mn
Product No.
NpoayKT HNe
Batch No.
Cepua Ne

7252714

JR7W637

Components
KounoHeHTs

Results
Pesynsrami

novo nordisk’

Novo Nordisk A/S
Novo All¢

2880 Bagsvaerd
Denmark

Tel, +45 4444 BB8S
Fax 445 4448 0555

Date of Manufacture : 02/2019

flata npon3soAcCTBa

Date of Expiry 07/2021

Cpok roaxocTy

Note
Npuneua
HWe
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Macroscopy

Onncanue

Crystal identity
NoanunHoCTs KpUCTANNOB

Crystal length from
AnvHa KpueTannop, or

Crystal length to

BnwHa kpuctannos, Ao

Identity of human insulin
TNOANMHHOCTH UENODEUECKOTO MHCYNUHA
Assay of insulin
KonuuecTaeHHoe OnpeleneHue WHCYNMHA
PH

pH

Insulin in supernatant
MHCYNWH B H3ACC3AOMHOR XMAKOCTH
High molecular weight proteins
Bucoxkomonekynaphve Genxku

A21 desamido insulin
A2l [le33MUAOMHCYNUH

Other related proteins
Apyrve poacTsexHye Genky

Zinc total

OGumid uwHK

Bacterial Endotoxin
BaKkTepuansHie IHAOTOKCHHM
Sterility

CrepunsHocTs

Isophane confirmation
KonTpons wiogana

ID of preservatives
NoANMHHOCTL KoOHCEepBaHTOR
Metacresol

Mertaxpeaon

Phenol

deHon

- e e e -

293209
5026461

DHS /DHS
JR7T682

COMPLIES
CooTgercrayer

COMPLIES
CooTBerCTBYET
1

5

COMPLIES
CooTpercrayer
98.2
7.31

< 0.5
c.2

0.4

0.4

32.9

<10
COMPLIES
CooTaeTcToyeT
COMPLIES
CooTBeTCTBYET
COMPLIES
CooTeeTcrByeT

1.57

0.68

075 RUSS

<none>

<He NpUMEHIMo>
<none>

<HE NPUMEHUMO>
um

pxM

um

MEM
<none>

<HEe npnuenwuo>
IU/ml
EA/un
<none>

<He MpUMCHUMO>

%
%
%
%
ug/ml

MK T/ MN
IU/ml
EA/Mn
<none>
<HE NpPUMEHVNO>
<none>
Prol

<He nPumenunoW’th
<none> &
y

2
<He npuucnwg?§$

mg/ml {3«
ur/un iHo
mg/ml

Mr/nn
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* Certificate of Analysis

Cepruguxar Axanuza

PROTAPHANE HM PENFILL
NpoTaday HH Nengunn

100 ME/ML 5X3 ML

100 ME/mn 5X3 wn

Product No. : 7252714
NpoayxT K
Batch No. : JR7WB37

Cepun Mo
Order Number: 7719407

20190711, Copenhagen

=<1 N ?gm ——

PERNILLE ANSSON

Quality Department

293209 DHS /DHS
5026461 JR7TE82

Date of Manufacture
llaTa nponssoacTsa

Date of Expiry

CpoKk roaHoCTH

novo nordisk”

Nowvo Nordisk AJS
Novo Allé

2880 Bagsvaerd
Denmark

Tel, 445 4444 B888
Fax +45 4443 0555

: 02/2019

07/2021

075 RUSSIA
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AokymeHT ana ToBapa <Mpotagan HM MeHndunn cycnensua gna noAkoxHoro seeaeHua 100ME/mn (kapTpuask) 3 ma Ne5s
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Tporagan® HM Menguane
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lokymeHT Ans Tosapa <Mpotadan HM MNendunn cycnensus ANA NOAKOXKHOTO BBeAeHUA 100ME/mn (

Crpannna 2 PerueTpaumonHoro yaoc

o

KapTpuax) 3 ma Ne5>

T

TOBepEHUA Ne [T NO14271/02

TpoussoacTeennsie NAOUEKH

+ YHACTBYICUINE B NpOLECCe NPON3BOCTRY JIeRAPCTBEHHOrO Npenapara, ¢ LaReey
YRajawHem cTanuii npoussoacraa, HASBAHUI B QarTHYeCcKHX a1pecoB aec-roua;m:e’ung
Hpouseademeo zomoeos Aerapemsenon gopae: 'Hoso Hopasex A/C, lasua / Novo Nordisk A/S,
; Denmark -

Novo Alle, DK-2880 Bagsvaerd, Denmark

{Ipouszeooemeo zomoeoi AEKAPCMBERHOI hopaie:

=

‘Hoso Hopauex I1poaykao DapmMackioTHEA 10

Producao Farmaceutica do

Bpazua Jiraa., Epa3mgu1 £ Novo Nordisk

Avenida C, 1413 Distrito Industrial, Montes Claros. Minas Geraie 3

Brasil Ltda., Brazi
9404-004, Brazil ; ; ;

lpoussodcmeo 2omosor; AERQPCIMEEHHOTL Dopator

‘Hoso Hopauex

Mposakum CAC, Dpanis /

-{Novo Alle, DK-2880 Bagsvaerd, Denmark

'Novo Nordisk Production SAS, France
45 avenue d'Orleans, 28000 Chartres. France
' —
- {Hlepeuunas ynaxooxa ‘Hoso Hopanex ASC, Tauns / Novo Nordisk A/S, |
Denmark : St
24 —'_1 :

|

Hepsuunas vrarosa

‘Howo Hopanex 11
 Bpasui Jlraa., Bp

ponykao_'iba;macmmusa o7
aziang / Novo Nordisk

| Producao Farmaceutica do Brasil Lida.. Brazil

{A_veaida C. 1413 Distrito Industrial, Montes Ci

aros, Minas Gerais, 39404-004, Brazil

;Hcpeu NHAR VYRaRkoexa

{ Hoo Hopauex IMpoaaki CAC, Opaniug /

45 avenue &"Orleans, 28000 Chartres, France

| Novo Nordisk Production SAS. France

Bmopuwawhompeb'ummwxm Yharkoexa

 HoBo Hopaicx A/C, fTanms / Nove No
Denmark :

rdisk .ﬂ\/?

E

Hallas Alle. DK-4400 Kalundborg. Denmarik
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Bm OpuHaR nompeSumensixas VIaroska :
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‘Hoso H

opaxck Hpoaykao Gapmacsiorigs a0
Paiua Jirna.. Bpasuang { Novo Nordisk

|
| F

|

. | Producao Farmaceutica do Brasil Ltda; Brazil -~
Avenida C, 1413 Distrito Industrial, Montes Claros, Minas Gerais, 39404-004, Brazil 3 s e
Bimopuuwnaginompedumesseran yhaxoska 'Hoso Hopack lposaxurs CAC, dpang /

: ‘Novo Nordisk Production SAS, France
45 avenue d'Orleans, 28000 Chartres. France & =

Hlpoussodumens (Brinyvexaiougu ROUMPOtL ka4ecmen)

{Hoso Hopauck A/C,
‘Denmark

Hanusz / Nove Nordisk ASS,

s

Novo Alle, DK-2880 Bagsvaerd. Denmark
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