LlokymeHT ana cepun <JR7W693> Toeapa <MpoTtadan HM MNeHnduan cycneHsuna 417 NOAKOKHOIO BBEAEHWNA 100ME/mn
(kaprpuar) 3 mn Ne5>
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AokymeHT ana cepumn <JR7W693> tosapa <MpoTadaH HM MeHduan cycnensus ana nogkoHoro seegeqnsa 100ME/mn
(KapTpMAax) 3 mn Ne5>
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novo nordisk”

Certificate of Analysis

HNovo Nordisk A/S
Nowvo Allé
CepTudukaTt AHan43a 2580 Bagsvaerd
Denmark
Tel, +45 4444 88RB
Fax +45 4443 0585

PROTAPHANE HM PENFILL

Npotagan HY Nenduan

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

100 ME/mn SX3 mn lara npow3soAcTaa

Product No. : 7252714

Nponykt Ne

Batch No. : JR7W6BS3 Date of Expiry 08,2021

Cepua e Cpex rognocTun

Components Results Units Note

Komnonents PesynsTaty 3 PUT Mpuueua
Hie

Macroscopy COMPLIES <none>

Cnucanue CooTBeTCTBYET <HE NPUMEHMNO>

Crystal identity COMPLIES <none>

NeanwiocTh KpULTaNNoo

Crystal length from
Inuiia KpucTanes, o1

Crystal length to

JlauHa xpucrannoed, 10

Identity of human insulin
MOANMHHOCTD YEN0BEUECKOTO WHCYNNHA
Assay of insulin
Konwuecrpennoe onpesenesve WHCYNUHA
PH

pH

Insulin in supernatant
VHCyNMH D H3l0CAA0NHOM WAAXOCTH

High molecular weight proteins

Brcokouonerynapisie Genku

A21 desamido insulin
A21 Jle 3auWAONHCYNMH

Other related proteins
Lpyrwe poacteennwe Genku

Z2inc total

06umit uanx

Bacterial Endotoxin
bakTepuanbHee JHA0TORCHHE
Sterility

CTepunsiocTs

Isophane confirmation
Kontpons w3opana

ID of preservatives
NoANMHHOCTE KOHCEPBAHTOR

Metacresol
Heraxpeson
Phenol o
¢eHon “
(SS ) )
29308¢ |-  ceAY scEAY
5026461 Y e\
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Cootpetciayer

1
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COMPLIES
CooTperciayer

°8.4
7.31

< 0.5
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(ooTBeTCTRYET
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CooToeTCTEYRT
COMPLIES

Cooteetcroyert

1.57

0.68

075 RUSS
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Nowvo Mordisk A/S
Novo Allé
Ceprudurar AHanu3a 28HO Bagsvaerd

Senmark

Tel. +45 4444 8388
Fax +45 4449 0555

PROTAPHANE HM PENFILL

NpoTagan KN Newgunn

100 ME/ML 5X3 ML Date of Manufacture : 03/2019
100 ME/wn 5X3 mn Jata npow3soAcTea

Product No. : 7252714

NMposyxt Ne

Batch No. : JR7WE93 Date of Expiry : 08/2021
Cepua Ne CpoX ToAHOCTH

Order Number: 7719407

20180709, Copenhagen

"¥;2“£&A,C>(i»wm—q__m_
PERNILLE JOHANSSON

Quality Department

293084 CBAJ /CBAJ 075 RUSSIA

5026461 JR7V054
Fage: 2



LokymeHT ana ToBapa <MpotadaH HM NeHdunn cycneHsmna Ana NOAKOMKHOTO BBeAeHus 100ME/mn (kapTpmask) 3 mn Ne5>

PALTHAH

Peructpaunonnse YAOCTOREpeHHe
ACKAPCTBEHHONO NPENAPATA 19 METHIHECKOTG IPHMEHEH U

T NGI4271502
(HoMep perkcrpaunonsore YAOCTOBEPEHIIA IRKAPCTRGHHOTO penapaTa)

v MeH Hije . 3 J 5 £N PO
lHaa CHOBaMISe JepaiaTenn (Baaeasua) Hoso Hopanes A/C. Jarms
 PerHCTpautonnoro yiocrosepens JEKAPCTBEHHOMD : s
3 4 Novo Nordisk A'S

- Apenapara
R e T NI O
SAdpec MecToRaxoKIeHIT Aepaartean (aaieasuy)

i peruCTpautoHHoro YA0CTOBEPEHIIS TeRAPCTReHHOTG Nove Alle. DK-2880 Bagsvaerd. Denmark
‘ipenapara

:,J:rra rocylaperseHoil peructpamm 24.04.2007
TERADCTBEHHOIO NpenapaTa

Cpox aeiicrans PETIICTPALIONHOI Y10CToBepet IS
IERAPCTEEHHOTO NpenapaTa

|AaTa BHecenns wiMenennii 5 perucTpautonnoe

| ¥aocTonepenile TeRAPCTEEHHOMD npenapata (1arta 12.04.2019
3AMEHBI PEFHCTRALIOH OO YaocToBepenns SR

a

CERTRcTReRHOro npenapara) T e R R M S LT
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TPYRIIPOBOYHOE, I XHMITHECKOR HAIMeHOBAHITE 2

{lewapersennasn dopaa CYCTICHING U 110 TKOWHOIO BECIOHHR

Alosuposka ; 00MEM

-Kauecrsenuwiii cocras ROJMYECTBEHHBIN COCTAB TeHCTBYIOWIY BoleeTE § KauecTBeHHbH] cocTan
BCHIOMOTaTeAbHBIX BewecTs

{HHCY.1Mi-H30daH (YeaoBeuecxnli FeRRO-RiReHepHE 100 ME=3.3 yr. senovore TEILHLIC BEICC B2 [ 1IMEK (8 B1ae :
MHHRQ X30DH2A), rtuepsi {ruwepos ), METARPESQL. heno. HaTpis rapodocdara mrpar. nporavumna evibihar,

| HATDHA CHIAPOKCH. IOPHCTOBOLOPGIKAN KHCTOTA, BOA 118 iseri)
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| PekBusieTr mopyaTngnoi AOKYMenTauIn TIN014271/02-240407




[lokyMeHT ans ToBapa <MpotadaH HM NeHdunn CYCNeH3ua aAna NoAKOKHOro BBeaeHua 100ME/mn (kapTpuax) 3 mn
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Crparnna 2 PETHETPALIMOHHOTO YaoCcToRepeHns No [1N01427102

Tpomssoacrsennne MAOUEIKRH. YHACTBYICUIHE B IPOLECCE NPOH3BOICTEY IeRAPCTBLHHONO NIpenapaTa. ¢
| YRa3aKHueM cTaauil npouIBoacTEa, HASEAHMT & DARTHHECKHY 2IPECOB MECTOUAXOUICHIS

Ipousseocmes 2omoson ACRABCMGENHOT GHopstel

vo Alle, DR-2880 Bagsvaerd. Denmark

t - . : )
Hipouzeooemeo romesan ACKABCMEZHHOL (fiop s

Hoso Hopawes A'C. Janns / Novo Nordisk A 5]
Denmark

Hoso Hopauex Hpoavkao DAPMUCHIOTHES J0
Bpazu .. bpasuaus / Nova Nordisk |
oducao Farmaceutica do Brasil Lidu., Brozi!

!Avenida C. 12 13 Distrito Industrial. Montes Claros,

Minas Gerais. 39404-004. Brazil

= 3 T
HIpousgooemeso comoeon AERAPCMGERHOn hopare:

|

Hose Hopayces Mpoaakmn CAC, Ppanimg /
Nove Nordisk Production SAS. France

i45 avenue d'Orleans. 28000 Chartres. France

Hlepeuvuas yrarosia

Hoso Hopanes A'C, Tanus * Novo Nordisk A'S,
Denmark

[Novo Alle, DK-2880 Bagsvaerd, Denmark

| Hepeuunan ynasosca

Hoeo Hopaster [poaykao DupracHOTHEY 10
Bpasu Jraa.. Bpasuans / Nove Nordisk
Producao Farmaceutica do Brasi! Lida.. Brazil

‘Avenida C, 1413 Distrito Industrial. Montes Claros,

Minas Gerais, 39304-004. Brazil

Hepeunnas ynakoexa

Hoso Hopases Hpozaxun CAC. @patitiss /
Novo Nordisk Production SAS, France

i
!
i

45 avenue d'Orleans. 28000 Chartres, France

! (i

PEOPUNHA ROMPLOUMetsrRkan Vidarosia

i

Hoso Hopamer A/C
Denmark

Janus “Novo Nordisk A8, |

?Halias Alle. DK~H00 Kalundborg, Denmark

Bm OPUYRAS NOmpPesimen BUNAR VIIIROGR
; rh -

Hoso Hopaucs Tpoaysao ®anvacaroriwa 40
Bpasr Jtaa. Bpasuans / Novo Nordisk

Producao Farmaceutica do Brasil Lida.. Brazii

'—'\.xcnidu C. 1413 Distrito Industrial, Moentes Claros.

Minazs Gerais, 39404-004. Brazil

| Bmopuunan nompecumesueran VHUKOSKG

Hogo Hopaues MNpozaxus CAC, ©pamitisn
Novo Nordisk Production SAS. France

43 avenue d'Orleans. 28000 Chanres. France

Hpouzeocumesns 1Batnvenaiomut xonmpos vaveemea

Hoso Hopumer A/C, flanns / Novo Nordisk A'S. |

Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark
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