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Batch certificate

CepTudmkar Kauecrsa

Novo Nordisk Production SAS

novo nordisik”

45 avenue d'Oridans
28000 Chartres
France

Tel : (+#33) 237 91 41 QO
Fax : (+33) 2373018 77
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Product name NovoMix® 30 FlexPen® Order Number; 0007732882
HassaHwe npoaykTa 100 U/ml, 5x3 ml 3aka3 N¢
HosoMukc® 30 dnekcleH®
100 EA/mn, 5x3 mn
Product No: 7264747 Date of Manufacture: 06/2020
MpoaykT N° faTta npouaBoacTsa
Batch No.: KT60A92 Date of Expiry: 05/2022
Cepus N9 Cpok roaHocTr
Dosage form: Suspension for injection, 100 U/ml,
NekapcTeeHHan copma: in a pre-filled multidose disposable pen FlexPen®
Cycnensusa ana uHbekunit, 100 EQ/Mn,
NpEABAPUTENLHO 3aMNONHEHHAas MHOro40308as
OAHOpaszoBas WNPUL-pydka dnekclleH®
Batch size: 8021
Paamep cepuu:
Importing Country: Ukraine
WMmnopTupylowas crpana: YKkpawuHa
API: 1 ml of the suspension for injection contains 100 U (~3,5 mg) insulin aspart (rDNA)

(30% soluble insulin aspart and 70% protamine-crystallised insulin aspart);
1 pre-filled pen contains 3 ml equivalent to 300 U;

1 unit (U) equals 6 nmol or 0

;035 mg of desalted anhydrous insulin aspart.

AKTMBHOE BelIecTBO: 1 MJI CycneHsum ans MHBEKLMU coaepmxrmnT: 100 EA/MA (~3,5 Mr) uHcynmHa acnapt (pAHK)

(30 % pacTBOpPUMOro WHCynMHa acn

npoTaMmHoM);
1 wnpuu-pyyka COAEpHXAT 3 MN, YTO SKBUBANEHTHO 300 EA;
1 eguHuua (EQ) pasna 6 HmMons unu 0,035 Mr o6ecconieHHoro 6e3B0OsHOrO UHCYNMHE acnapT.

Marketing Authorization No.UA/4862/01/01
PerucTpaunoHHoe CBuaeTenscreo

N? UA/4862/01/01

Valid for unlimited period
feAcTBUTENLHO Ha HeorpaHUYeHHBIH Cpok

This batch of product is in compliance with the approved specification/Quality Control Methods
HaHHan cepus cooTBeTCTBYET Tpe6oBaHuaM YTBEPXAECHHOA cneundukaumn/MKK,
See Certificate of Analysis, enclosed

Results of analysis:

Components Results

HopMaTuBHbie nokasatenu PesynbTartel

Macroscopy See COA

Maxkpockonus CM. Ceprudmkar
AHanusa

Crystal identity See COA

UaeHTMdUKaLMA CM. Ceptudmkar

Kpucrannos AHanu3za

Crystal length from See COA

AnvKka Kpucrannos, ot Cm. Ceptudmkar
AHanwsa

Crystal length to See COA

Anuna kpucrannos, go Cm. Ceprudmrar
AHanuza

C‘M (;E pTHCD-I_/I KaT l_\_[—l__aﬂ M3a, npunaraercsa

apT u 70 % uHcynuHa acnapT, KPUCTaNu3npoBaHHoOro ¢

Units

EavHMLbI
<none>

<HE NPpUMEHUMO>

<none>
<He NpuMeHuMo>

pm
MKM

pm
MKM

oo STPEOOBAHNMA MKK)

Specification
Cneundukauns

Complies!
Cootsercrayer!

Complies?
Cocnrse:‘r(:myeT2

1-20 pm
MKM

Methods
Meroab

Visual inspection
BuayanbHbiil KOHTPONL

N? A3196a

Microscopy
Mukpockonusa
Ne A3565a

Microscopy
Mukpockonusa
N¢ A3565a

Microscopy
Mukpockonus
Ne A3565a
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novo nordisk”

Nove Nordisk Production SA
45 avenue d'Orléans

28000 Chartres

France

Tel : (+33) 23791 41 00

Fax : (+33) 237301877

Product name NovoMix® 30 FlexPen® Order Number: 0007732882
HaszpaHue npoaykra 100 U/ml, 5x3 ml 3akas N¢
HoBoMukc® 30 dbnekclen®
100 EA/mn, 5x3 Mn
Product No: 7264747 Date of Manufacture: 06/2020
MpogykT N larta npouwssoacrea
Batch No.: KT60A92 Date of Expiry: 05/2022
Cepns N° Cpok rogHocTn
Dosage form: Suspension for injection, 100 u/mi,
NekapcreeHnas dopma: in a pre-filled multidose disposable pen FlexPen®
Cycnenzna ana vHbekumi, 100 EA/Mmn,
NPEABAPUTENBbHO 3aM0/THEHHAN MHOroA030Bas
OLHOPa30oBas WNpui-pyuka OnekclleH®
Batch size: 8021
Pasmep cepuu:
Components Results Units Specification Specification
HopmaTtuBHele nokasaTtenu Peaynerarsl EAUHWU b Cneundurauma Cneundukayus
(TpeGopanusa MKK) (TpeGosanua MKK)
Crystal width See COA pm <3 um Microscopy
LWiWpuHa KpucTannos CM. Ceprudmkar  mrm MKM Mukpockonus
AHanuaa N? A3565a
Id of insulin aspart See COA <none> Complies? RP-HPLC
Ynentupukauus uncynmna  CM. Ceprudmkar  <ue CooTsercTByeT? Od BIXKX
acnapt AHanusa NpUMEeHUMo > N¢ A3353a
Assay of insulin aspart See COA nmol/ml Release: RP-HPLC
KonuuecreeHHoe CM. CepTudmkaT  nmons/mn 578 - 630 nmol/m| O® BIXKX
ONMPEAENIEHNE UHCYNMHA AHanuza [96,3 - 105,0 U/mI]* N? A3353a
acnapr Shelf life:
564 - 630 nmol/ml
[94,0 - 105,0 U/mI]*
Beinyck:
578-630 HMONL/MN
(96,3-105,0 EA/MN)*
Cpok rogHocTm:
564-630 BEMonNb/MN
(94,0-105,0 EA/MN)*
pH See COA <none> 7,20-7,44 Ph.Eur./USP/1P
pH CM. CepTubukar  <ue EBp. &./ ¢. CLUA/

High molecular weight
proteins

MpoTenHsl ¢
MONEKYNAPHLIMKM Maccamu,
NpeBbIUaoWL MK
MONEKYNAPHYIO Maccy

WHCY MHA

B28isoAsp insulin

aspart
B28usoAcn uncynuH acnapr

AHanu3a

See COA %
CM. Ceptucbukar
Axanuza

See COA %
CmM. Ceptudpuxar
Ananuza

npuMeHnumMo>

Release: < 0,9%
Shelf life: < 1,3%
Bbinyck: < 0,9%
Cpok rogHocTu: < 1,3%

2y

= NeZ e
R ;./f‘“}\ﬁf
St Y55 ain YOV
(7 HHUW =)
Soutng 00
e ™

. ANoHKK

Ph.Eur./USPS
EBp. 0./ ¢. CLUAS

RP-HPLC
O® B3XX
N° A3353a
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Product name
HassaHue npoaykra

Product No:
IMpoaykT N2

Batch No.:
Cepus N2

Dosage form:
JlekapcTBeHHas gopma:

Batch size:
Pazmep cepun:

Components
HopmatueHbie nokasatenw

Desamido insulin
aspart
AesamugonHcynu acnapr

Insulin asp related
impurities
ConyTCcrByIOWME NpUMEck
WHCYNKMHa acnapTt

Zinc total
O6WMA UmrHK

Bacterial Endotoxin
bakrtepuansHble
S3HAOTOKCMHbI

Sterility

CrepunbHoOCTL

Insulin aspart in

solution
WHCynwH acnapr e pactaope

novo nordisk”

Novo Nordisk Production SA
45 avenue d'Orldans

28000 Chartres

France

Tel: (+33) 2 3791 41 00

Fax : (#33) 2373018 77

&

NovoMix® 30 FlexPen® Order Number: 0007732882
100 U/mil, 5x3 ml 3akas N?
HosoMukc® 30 ®Pnekclen®
100 Efi/mMn, 5x3 mn
7264747 Date of Manufacture: 06/2020
fata npoussogcrea
KT60A92 Date of Expiry: 05/2022
CpOK rofHocTH
Suspension for injection, 100 U/ml,
in a pre-filled multidose disposable pen FlexPen®
CycneHswsa ans uHbexkuuid, 100 EAO/Mn,
NpeaABapyUTENbHO 3ano/IHEHHaA MHOIr0A0308as
0AHOpa3oBas wWnpuy-pydka OnekclleH®
8021
“Results  Units T Spedification ~ Specification
PeaynbTarTh! EAUHULLI Cneuyndukauma Cneundnrkauma
. (Tpebosanusa MKK) _ _ (Tpe6osanws MKK)
See COA 0% Release: < 1,7% RP-HPLC
Cm. Cep-r”(bmxa‘r Shelf life: < 2,3% O® BIXX
AHanuaa Bbinyck: < 1,7% N? A3353a
Cpok rogHocTH: <2,3%
See COA %y Release: < 1,3% RP-HPLC
Cm. CEPTM(DMKaT Shelf life: < 1,9% O® BIXX
AHanuza Bbinyck: < 1,3% N? A3353a
Cpox rogHocTi: <1,9%
See COA ug/mi 16,4-22,9 ug/ml Ph.Eur./USP/IP®
CwM. CepTuchukat  mxr/mn MKr/Mn Eep. ./ ¢. CLUA/
AHanusa . AnoHnn®
See COA U/mil < 80 IU of endotoxin/ Ph.Eur, Method D
Cm. Ceptudmkatr  EA/mn 100 U of insulin aspart ~ USP/JP Kinetic
AHanuza <80 EAl aHpoTOKCHHA Chromogenic
Ha 100 EA vHcynuHa Methad/
acnaprt Esp. ¢., meTog D
¢. ClUA/ . AncHun,
KUHETUYECKWH
XPOMOFEHHbIA MeToq
See COA <none> Complies Ph.Eur./USP/IP
Cm. CepTudmkar  <me CooTeercTBYET Membrane
filtration method
ApUMEHUMO>
AHanusa p Esp. &/ d. CLIA/
. Hnanum,
MeTeh MmeMOpaHHOW
dunsTpaumMm
TR,
See COA %o g%, Y¥PAINa 2 GPC-HPLC
CM. CepTudmkar ,f wob ITX-BIKX
AHanusa I N° A3567a
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navo nordisk”

Nove Nordisk Production SA
45 avenue d'Orldans

28000 Chartres

France

Tel : (+#33) 2 37 51 41 DO

Fax : (+33) 237 30 18 77

Product name NovoMix® 30 FlexPen® Order Number: 0007732882
HassaHwve npogaykra 100 U/ml, 5x3 ml 3akaz N¢
HosoMukc® 30 GnekcleH®
100 Ed/mn, 5x3 mn
Product No: 7264747 Date of Manufacture: 06/2020
MpogykT N9 flata npoussoacrea
Batch No.: KT60A92 Date of Expiry: 0572022
Cepuna N Cpok rogHocTH
Dosage form: Suspension for injection, 100 U/ml,
NekapcrBenHasn ¢gopma: in a pre-filled multidose disposable pen FlexPen®
CycneH3ua gnsa WHbekuui, 100 Ef/Mn,
NpefsapuTE/IbHO 3aMNoAHEHHAs MHOroA030Ras
O4HOpa30Bas wWnpuu-py4yka OnekclleH®
Batch size: 8021
Pasmep cepuu:
"(ulbmponer;ts Results Units Specﬁ’ication """""" Speciﬁiiation
HopmatueHbie nokasaTtenu Peaynbsrathl EAWHULLI Cneundukaums Crneundukaums
....................... - ..{Tpebobarna MKK) ___ (TpeGobarua MKK)
1D of preservatives See COA <none> Complies” HPLC
WaeHTudmMKaLMs! CM. Ceptudmkatr  <we Cootsercrayer’ B3KX
KOHCEPBaHTOR AHanmaa NPUMEHUMO> N2 A2461a
Metacresol See COA mg/ml 1,58 -1,89 mg/m! HPLC
Merakpeson CM. CepTudukar  mrjvn Mr/mi BIXKX
AHanu3a N? A2461a
Phenol See COA mg/ml| 1,38-1,65 mg/ml HPLC
DeHon CM. Ceprndukat  mr/mn Mr/mn BIXX
AiianiiaG N2 A2461a
Freezing point See COA Celcius 0,46 - 0,56 °C E"VOSCODV
i Cwm. CepTutbukar EnbCUs puockonua
depression N pTUch u gl
MoHMMXEHWE TOUKK Hanusa
3aMep3aHua
Dose accuracy See COA <none> + 5 % for dose level 216.QA.005
TOUHOCTL A03MPOBAHUS CM. CepTUdUKaT  <he S0V
AHanuza NPUMEHMMO> * 5% ans aoasl 50 EA

1 - Complies means a white homogenous suspension free from clusters and lumps. The sample may be flocculated./
CooTBercieme o3Hauaer, 4TO NPOAYKY npeacTasnser coBoil benyio OAHOPOAHY CycneHauw 6e3 arperaToB WM KOMKOB.
BoaMoxHa dnoxynsauma obpasua.

2 - Complies means the majority of the particles are rod-shaped crystals./ CooTseTtcreue O3Havaer, 4To 60MALLWWHCTRO
HacTul NpeaCTasnaioT coboi NanoykoBUAHLIE KPUCTANbI.

3 - Complies means verified as insulin aspart/ CooTsercreue o3Haudaer NONOKWUTENLHY UAEHTUDUKALUMIO WHCYNUHA
acnapar.

4 — Calculated based on the unit definition, & nmol = 1 U./ PaccuuTaHo Ha oCHOBaHUM onpeaeneHust eavHnLbl,

6 HMons = 1 Ef.

5 — This method complies with the requirements in the monograph for Insulin preparations injectable, Ph.Eur. and Insulin
Human injection, USP/ OaHHblii METOA COOTBETCTBYET TpeboBaHUAM MOoHorpadui «Mpenapathl MHCYNUHE MHBLEKUUOHHbIE»
EBp. . u « UHCYAMH YenoBeYeCKUi ANS UHbEKUWHA® . CLUA.
6 - This method complies with the reguirements in t i)
monographs for Insulin injection products in JP,g¥%,
Tpe6oBaHuaM MoHorpadmn «Mpenaparhb WMHCYNUHAE
MHCYMUHa . AnoHumM, HanpuMep, «M3otan MHCYNdF
7 - Complies means verified as phenal a
MAEHTUDUKBLMIO heHona 1 METakpe3ona.
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novo nordisk”

Nova Nordisk Production SA
45 avenue d'Orléans

28000 Chartres

France

Tel : (+33) 237 91 41 0p

Fax : (+33) 23730 18 77

Product name NovoMix® 30 FlexPen® Order Number; 0007732882
Haseanue npoaykra 100 U/mi, 5x3 mi 3aka3 N°

HosoMukc® 30 bdnekcleH®

100 Efl/Mn, 5x3 mn

Product No: 7264747 Date of Manufacture: 06/2020

MpoaykT N2 larta npoussoacrea

Batch No.: KT60A92 Date of Expiry: 05/2022

Cepua N Cpok rogHocTu

Dosage form: Suspension for injection, 100 U/ml,
JekapcteeHHan gopwma: in a pre-filted multidose disposable pen FlexPen®

CycneHsua agna WHBeKUMA, 100 EQ/Mn,
NpeABapuTenbHE 3aNoNHeHHas MHOroA0308as
04HOpasoBas WNpui~pyuka dnekcler®

Batch size: 8021
Pa3mep cepuu;

Certification statement / 3assnenne o cepTndurkaumm

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country or product specification file
for Investigational Medicinal Products. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP.

Hactoswmm s nogTeepxaalo, uto BbILUEYKA3aHHAA MHAOPMALWS ABNSETCR AOCTOBEPHON M TOUHORM. LaHHan cepus
NpoAyKUMM 6bina npomssegera (Bknioyas YNaKOBKY/Mapk1poBKy) W nposeneH KOHTPONb €€ KauecTea Ha yyacrke(ax) s
NONTHOM COGTBETCTBUM C TPeGoBaHUAMM GMP, YCTZHOBNEHHbIMM MECTHBIM DerynsTOPHLIM OPraHoM, @ TakxKe B COOTBETCTBIN
CO cneundmrkaumsamum, COAEPKAUMMUCA B PErMCTPALMOHHOM 4oChe. NpoTokonsl NPOW3BOACTBE, YNAKOBKKW M aHanu3a Gbinu

MPOBEPEHDL! M YCTAHOBAIEHO COOTBETCTaME GMP.

Manufacturing and batch release: Novo Nordisk Production SAS/ 45 avenue d'Orleans, 28000
Chartres, France.

Mpov3BOACTBO M BbiNyCK cepuun: Hoso Hopaick Mpoawokceon CAC/ 45, aseHio 4'OpneaH, 28000,
WapTp, ®paHuis.

Manufacturing Authorization N° M 14/458

Certificate of GMP compliance of a manufacturer N2 2019/HPF/FR/292
Jlnuensns Ha npoussoscTeo N M 14/458

Ceptudukar GMP N 2019/HPF/FR/292

Date/Name:
Harta/®amunusn
2020.11.06 / Alizée MAURY

Authorized Person
YNOonHOMOUYEHHbIA COTPYAHMK

Quality Department
Otaen Kauecrea
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