LokymeHT ansa cepum <KS6BT53> Tosapa <lpoTadan HM cycneHsua ANA NoAKoxHoro eeeaenms 100 ME/mn ¢dnakoHbl 10

mna Nel>
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| MIpoH3B0ACTBO rOTOBOI NEKAPCTBEHHOM (DOPMbI;

| Hopo Hopauck Mpoaakwx CAC, Dpanuun / Novo Nordisk
- Production SAS, France;

45 avenue d'Orleans, 28000 Chartres, France.

| Nepsuyras ynakoska:

! Hoso Hopawuck Npoaaxwx CAC, Opanuus / Novo Nordisk
Production SAS, France;

| 45 avenue ¢' Crleans, 28000 Chartres, France,
BropnuHas/noTpebnrensckas yrnakosKka:

i Hoso Hopauck A/C, fanua / Novo Nordisk A/S, Denmark;
| Hallas Alle, DK-4400 Kalundborg, Denmark.

| [IpoussoauTens {Boinyckaownii KOHTpRML Kavecrsa):

Neovo Alle, DK-2880 Bagsvaerd, Denmark.

| PY NY [1 NO14722/01 ot 20.04.2007
| {naTa nepeodropmnienus - 28.09.2018)

HauMeHoBaHue 1 anpec Aépi«aTeﬁ;r Hoso | Hopancx A/C, ilzmma / Novo Nordisk A/S;

ekl

3aKnYeHNEe OTBETCTBEHHOrO Auya:

Novo Alle DK ?880 Baqsvaerd Denmark

Hogso Hopauck A/C, [lanus / Novo Nordisk A/S, Denmark;
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HACcTOALMM MOATBEPKAAID, HTO AeKapCTBewHbnl npenapat «Mportadan® HM, cycnensua ansa
noAKoXHOro BeeaeHns, 100 ME/mn» “cepuu. KSEBTS3 ome;!;cmvw TpebosaHuam,
YCTOHOBII@HHBIM apuw ero FOCYJIQDCTHEHHOM DQ!"HCTPE’L&HM\ MAP

OTsercrBeHHOE MU0

Ha ocHoBaWuk JosepenHocTu NY 25/11- 19,-61'\'95_ 1.20 NS & 7 .Nyf R

GO0 «Hono Hepprcx:

& Eq:penoaa A




AokymeHT ana cepumn <KS6BT53> Toeapa <Mpotadan HM cycneHsua ana noaKoKHoro sseAeHna 100 ME/mn ¢dnakoHsbl 10

mn Nel>

Certificate of Analysis

novo nordisk

Novo Nordiak A{B
N Allé

2880 Bg;o xg
8 svas
Denmark

Tel. +45 4444 8888
Fax. +45 4449 0855

PROTAPHANE HM Order Number ¢ 0007733757-20
100 ME/ML 1X10 ML 3ekas Na

Nporadan HM Date of Manufacture : 05/2020
100 ME/mn 1X10 Mn Hata npouamoacraa

Product No. : 7162766

fipoayxr Na

Batch Number : KS6BTS3 Date of Expiry + 18/2022
Cepus Nao Cpok romsocTu

Item No.: 5022751 Batch No.: KTEWS45 Bxt Spec: 50227XX-9590
Components Regults Units Note

Komnoneurs PesynnrarT ERQunrus fpuMesanue

Macrowcopy COMPLIES

BLET=PT Coorserorayes

Crystal identity COMPLIES

TomnRecTs KDHCTANION {onTnercrayer

Crystal length from 2 um

Anvya xpucranaon, ar MK

Crystal lengch to L] um

{imna kpucTanace, o LY

[dentirty &f human insulin COMPLIES

Joamatocry NQAOBENCEROPD MHCY AN Coornercroyar

Assay of insulin a9 TU/m)

KonuuecTarkxoe onpogenoune RHCYRHHA Bl un

PH 7.3

pH

Inmulin in guperratant <0.5 L}

Wneynun & mauccazowion ERAKOCTH

High molecular weight proteins 0.2 b
HHCOKOMONBXYIAPHNE 06 Nk

A21 degemide insulin 0.4 ]
A21 feaammnonncymn

Other related proteing 0.3 ¥
Ipyrue poncraeniae Sonku

Zine total 33.3 ug/mi
Cteund uuux MKMSn
facterial Endotexin <10 IU/mi
EANTRPUANL HEE INLOTOKCHNN Fll/mn
Sterilicy COMPLLES
(."rnpum-um:m. L'ﬁcwncrc'rnyc‘r

Tsophane confirration COMPLIES

KonTpon, saogana mr&:mmﬁm

1D of preservatives & " comeLizs
floanuuuoers KolhCopnairon i CooreaTcrayer
Matacresol " k 1.52 ., mg/ml
Meraxpescn & | urfua
Fhenol : 0.68 mg/ml
AN \ HE/Mn
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AokymeHT ans cepumn <KS6BTS53> Tosapa <MpoTadan HM cycnensua ansa noakoxHoro seegerna 100 ME/mn dpnakoHbl 10

MAa Nels>

Certificate of Analysis 2

nova nordisk

Nove Nordisk A(s
Novo Allé

2880 avaerd
mark

Tal. +45 4444 83888
Fax. ¢45 4449 0555

PROTAPHANE HM Order Number : 0007733757-20
100 ME/ML 1X10 ML Baxas No 3

{lpcradpan HM Date ‘of Manufacture : 05/2020

100 ME/mui 1X10 MI HaTa npowasoncraa

Preduct No. : 7162766 :

Mponyxr Ma s ¢ )

Batch Number : KS6BT53 Date of Expiry - : 10/2022

Cepua No Cpox roaxocTu

2020.08.20 Copenhagen

Matranné  (lawus vy

Marianne Vejborg Clausen

Quality Department

This document is only valid with a handwritten signature.
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HokymeHT ans ToBapa <MpoTtagaH HM cycneHsus ANA NoAKoXHoro BBeaeHWA 100 ME/mn dnakoHbl 10 ma No1>

MHUHHCTEPCTBO 3/IPABOOXPAHEHHS
POCCHHCKON ®ENEPALLHH

Peructpaunonnoe yroctopepenye
JIEKAPCTBEHHOIO NPENapaTa A1 MeIHLUHHCKOr0 IPHMeHeH s

I N014722/01
(HoMEp perncTpaukontoro YAOCTOBEPCHUA NCKAPCTBEHHOIO Npenapara)

] {Haumeuosanue AepxaTtens (shajensua)
| PerHCTPALHONHOrD YAOCTOBEPEHUS
{IEKAPCTBEHHOTO MpenapaTa

Hoso Hopauek A/C, Nanus
Novo Nordisk A/S

i
AJIpeC MECTOHAXOKACHHS AepKaTens i

{Brajenbua) perucrpanMoHHoro YAOCTOBEPEHHS Novo Alle, DK-2880 Bagsvacrd, Denmark
1€KAPCTBEHHOI0 IpenapaTa

P

svggg &

Aata rocyaapersennoii perncrpaunu ! 20.04.2007
{JIEKaPCTBEHHOTO MpenapaTa |

CpoK neficTBHA perncTpaunoHHoro

t Beccpouno
| 1YAOCTOBEPEHHA NEKAPCTBEHHOID Npenapata

s

{/laTa BHeceHns M3MeHeHNil b PerHCTpauHoOHNOe |
YAOLTOBEPENKE IeKAPCTBEHHOTD NpenapaTa ' 28.09.2018
-{(aaTa 3aMeHBI perucTpanNoHHory

YROCTOBEPEHIH JeKAPCTEEHHOr0 NPeNapaTa)

!
G Hudopmanus o sapeructpuposanton JeKapCTBEHHOM Npenaparc:

[ToproBoe nanmenonanue : [Mporadau® HM

gMexnyuaponnoe HEMNATEHTOBAHHOE, HJIH {

£ [TPYAIHPOBOMKOE, HAM XHMHYECKOE - Mucynun-u3odan [venoseyccrui TCHHO-HHKCHEPHBIH] |
Z |HaMMemoBanmHe ;

| CYCTIEHIUA 1N5 NOAKOKHOTO BBEACHHA
;dosuposra f‘ 100 ME/mn

[JlexaperBennas gopma

KavecTeenuuiit cocras n KOTHYECTREHHBIA COCTAB AeHCTBYIOMMX BEIMECTE ¥ KawecTReHHbIH COCTAR ;
BCIOMOTATCALHBIX BOUlECTB

{HHCYNHH-u30(haH (ucnoseyeckuii resHo-uHxencpsiit) 100 ME = 3.5 mr, senomorarensysle BewecTsa (umek |
(B BrIE WwHaKa xA0pHID), FIHUCPHH (FAUepOT), MeTakpeson, dicHon, HATPHA ruapodocdarta quruapar,
DpOTaMitia Cyb(aT, HATPHA MHAPOKCHS, XA0PHCTOBOI0PONHAA KHCIOTA, BOAR LIS HHBEKLMH)

DPopma BRIMYCKa (rekapcTeennas gopma, {cycneusns UL NOAKOXKHOTO BeeneHus, 100 ME/un
';.aompom:a, NEePBHYHAA YNAKOBKE, KOIHYeCTBO (haakon) 10 Max | (nauxa kaproumas);
NCKAPCTBEHHON GopMul B NepBHUKHOI jjcycneu?uvr A2 NOAKOKHOro BBEAcHMUS, 100 ME/Mn
|YNaKoBKe, KOHYECTBO NMePBNYHON YNaKOBKY B I( KapTpHAAK B mWNpuu-pyyse Oaekcllen®) 3 max 5
{noTpednTensckoil ynakoswe, KOMMIEKTHOCT: {ng:{_xa KapTOHHAR)
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