[lokymeHT ana cepun <KS6AY83> Tosapa <MpoTadan HM cycnensua ana noakoxHoro seegenua 100 ME/mn ¢pnakoHel 10

mn Nel>

novo nordisk

NOATBEPYAEHWE COOTBETCTBUA
N¢ 2000282596-KS6AY83 ot «27» man 2020 r.

NEKAPCTEEHHOMO NPENEpaTa, BBEe3ISHHOre Ha Tepputopuio Poccuiickoh Genepaunn, Tpebosannan,
YCTAHOBACHHBIM 1PN €ro roCYAapPCTBEHHOH perucTpaumus

Topromoe Haumenonanue Nporagan® HM
MeXRYHAPORHOE HERATEHTOBAHNOE Mhcynun-nzopan S

HauMenoBanue (rpynnuposoynoe {HENOBEYECKUI TCHHO MHIEHCPHbIH]
AU xuMuveckoe) *

Nexapcrennan Gopma

"CyCnensua ANs NOAKOKHOIO BEEAEHHS
100 ME/un - o

T T Cycnenaun ana noakownore seeaenns, 100 MEJR
(bnaxkon) 10 ma »x 1 (nauxka KapToRHAA)

' Ooanposka

DOPMa BLINYCKA .

Howmep cepun | KS6AYB3
O6vem napvuu 1 90000 ynaxosok ) T
'Aara npowssoacTsa T 12.2019 - o
"’FSE&;‘}{Q . . s N PE— ot
HauMenoBanme W agpec | Mposssonctao rotosoi nexapcreeHiion GopHar
npoussoauTenn Hoso Hopanck A/C, Qanun / Nove Nordisk A/S, Denmark:
| (c ykasanwem cragmin ) Novo Alle, DK-2880 Bagsvaerd, Denmark.
NpOU3BOACTEBE) ‘ Mepsuunas ynaxosxa:

Howo Hopauck A/C, Jawus / Novo Nordisk A7S, Denmark;
Naovo Alle, DK-2880 Bagsvaerd, Denmark.
Bropuanas/noTReGHTeNsEKAS YNAKOBKA:

, Hoso Hopanck A/C, Janua / Novo Nordisk A/S, Denmark;
| Hallas Alle, DK-4400 Kalundborg, Denmark,
BoiftyCraouimil xOMTPONL KINECTBa:

Homo Hopauck A/C, Aanus / Novo Nordisk A/S, Denmark;
Novo Alie, DK-2880 Bagsvaerd, Denmark.,

Homep u nata peructpaunonnore | By N0 11 NG14733/01 o7 50,04 3067

PAOCOSSPONMR | (nema nepcodopmnens - 25.09.2018) SN
HoMmep HOpMaTHEHOK HAO N2 N NO14722/01-200407 ¢ WM. N¢ 1-9 7 A
AOKyMewTayum | «Hoso Hfpmmers \=
HaumeHoBanue v agpec aepmarens | Hooo Hopavex A/C, anns / Novo Nordisk A/S: Nave Nardisk LEC

PEFMCTPAUHONHOIrO YROCTOBEpEHUs | Novo Alle, DK-2880 Bagsvaerd, Denmark

Saknwuenne oTBETCTBEHHOMO nuua:
HACTOAUIMM NOATBEPXABIO, YTO NEKapCTEEHHuLI npenapar <Tipotacban® HM, cycnenans p

fIOAKOXKHOTO BBefeHmsi, 100 ME/mn» cepun KS6AYS3 cooTBeTCTBYeT TPeboBaHHAM,
YCTAHOBNRHHLIM NPU €0 rOCYRAPCTBEHHON PerHCTpaLiL,

Ovsercrsennoe nuo
Ha& OCHOBaHUW NOREPEHHOCTH N 25/11-19 o1 25.11.2019
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10
segeHus 100 ME/mn pnakoHsl
HM cycneH3una A NnoAKOKHOro B

KS6AY83> Tosapa <lMpoTtadaH

JOoKyMeHT anAa cepuu <

mn Nel>

Certificate of Analysis

0o nordisk
Ceprudurar Aranusa
T
2880 avaerd
anma i
Rk 14 344 e
Tporagan HM Order Number : 0007729129-20 }
100 ME/wn 1X10 Mn Saxaxs Ng
Date of Manufacture 12/2019
. Nara npoxsponcTna
Product No. : 7162766
fpoaywr fa , _
Batch Number : KseAva: 5 Date of EZxpiry 0572022
Cepua N Cpok romuocTi

Item No.:r 5022751

Bateh No,: JT6592%

Bxt Spec: 50227%%-950

Components Results Units Note 3
Komnoreurs PesyinTaTi Esiaw (pusevaiue

Macroscopy COMPLIES

Onucanue o Coaornercrnyoy

Crystal identity COMPLIES

Boanuunocrs wpucramnon Coorpercmayer

Crystal length from X wm

Dasna KpUCTamnos, ot KK

Crystal length to 5 um

Muna KpucTannos, uo MKM

Identity of human insuiin COMPLIES

lognuunocTs NENOREUBCKODG uncy:xuuai-_(:oawae@c-mye-r

Asgsay of insulin 100 1U0/mi

Konuuecrseunoe onpenesiesue UHCynuHa EL /s

pH 7.3

pPH

Insulin in supernatant 0.5 %

Hucynun B wamocancunoti HALROCTI

Bigh molecular weight proteins N 0.3 %

BUCOKOMOARKYAADHNE Be niu

A2l desamidc insulin 0.4 %

A2 Hesamvnonscynun

Other ralated pProteing 0.5 3

Apyrue pomcrsennma Senku

Zinc uotal 32.9 va/ml

OOumii 1mnk s/

Bacterial Endotoxin <10.0 IU/ml —— e
Baktepuansiue IHUOTOKCKHY ER/sen Nove Nardisk LLC ,'i:‘;'?
Storilicy COMPLIES ' /@/ﬁf]
Crepunsnooms Cucraercrayos A/
Isophane confirmation COMPLTES ’%
KonTpons u3odana ’ Cuo'mew:-rnyerr ST

ID of Pregervatives ‘CGHPLIES
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100 ME/mn dnakonbl 10
n <KS6AY83> Tosapa <[poTtadaH HM cycneH3aua AnA NOAKOKHOTO BBEAEHMA
JokymeHT gna cepu

mn Nel>
Certificate of Analysis 'h
nove nordislc’
Ceprudukar Auannsa
Hovo Nordlyk ﬁ.{g
2080 Bagavaerg
nmark
e s
Nporapan HM Crder Humber : 0007729129-20
100 ME/anv 1X310 mp - 3axas Ng
Date of Manufacryre : 12/2019
Hawma e T
Product No. . 7162766
Mponyier Na
Batch Number KS6AYE3 Date of Expiry : 05/2022
Cepus Na Cpox ponwocmu
Item Mo, ; 5022751 Bsteh No. ; JT68929 Bxt Spac: 50227xx-990p
Components Results Units Note
Konnanenrw PeaymraTu Emtnuig Hpuevanue
Noanvunogy KOHCepraHTon Cooraercruyen
Metacresol 1.57 mg/ml
Merakpeson NI/
Phenol ¢.68 myfml
PeHON MI/mn
AN
g A X
=/ «Hose Hopasicys 13,
L Novo Nordisk [1C e/
Ny
‘;'_,:/'
i
2020.04.14 Copenhagen

Matyamn s Claue #p

Marianne Vejborg Clausen
Quality Department
This document ig only valid with g handwritten Signacure,
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