NTEP)KABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCBHKIN OBJACTI

npos. Ceitnuanoi Hagii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Hpo AKicTH BBe3eHOro B YKpaiHy JikapcbKoro 3acoby

23.01.2025 Ne 758/25/10

HOBOMIKC® 30 ®JEKCIIEH®

(waliMenyBauHs JiKapcKOro 3acoby 3TiHO 3 peecTpalliifHIM TOCBiKUEHHAM)
cycnensist anst in'exuiit, 100 OJ[/ma; no 3 M1 y KapTpHIKi, BKIafeHomMy B 6araToao3oBii
OHOPA30BIil MNPHI-PY4L; N0 5 NPHI-PYYOK Y KAPTOHHIH Kopooui

(dhopMa BUTTYCKY, IO3YBAHHS, BU MaKyBaHHS JIiKapchKoro 3acoly)
Howmep peecrpauiiinoro noceinuenus UA/4862/01/01 crpox aii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcwkoro 3acoby Ne PT6FV08 KinbkicTs BBE3€HOTO NiKapebkoro 3acoby 2160

Bupobmux Hoso Hopaick [pomroxcson CAC, dpannis

(HailiMenyBanHs BUpOGHHKa IKapchKoTo 3ac00y, KpaiHa TIOXOUKEHHS)

Baeseno B Yrpainy Tosapucrso 3 o6MmexeHolo BixnopigaabuicTio "Hopo Hopaick
Ykpaina', inenr. xon: 41467446
(naiiMeHyBaHHA Ta Kox 3a €APTIOY topuanusoi ocobu abo npispuiie, iM's, o 6aTbkoBi (izHIHOT
ocobu - migmpuemud, ii Micue npoxuBaHHs Ta peectpalliiiuil HoMep 00NiKoBOT KapTKU IIATHHKA
mozaTkis abo cepis Ta HOMEp nacrnopTa)

Iporoxon Bisyaasnoro konrpoio ix 14.01.2025 Ne 0056/2.

3a pe3ynbTaTaMW  JIEPXKABHOTO KOHTPOJIO BCTAHOBIEHO, IO JiKapchkHit 3acib6 Beeseno B Ykpainy 3

JOTPUMAHHAM BrMOT 3aKOHOIABCTBA IIOJO 3a0€3MeYeHHA IKOCT] JIKApChKNX 3aCO0IB.
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Certificate of Analysis -

. . novo nordisk
Ceprudpikar AHanisy

Hoso Hopaick [lponiokcson CAC
45, aseHo n'Opnean, 28000, Waprp,
dpakuia

Ten. 02 37 91 41 00
daxe, 02 37 30 18 77

NOVOMIX 30 FLEXPEN Order Number : 0007793611-60
100 U/ML 5X3 ML BamosneHHs No.
HoeoMikc 30 dnexcllen 100 OnO/mrn, 5x3 M Date of Manufacture : 08/2024

IaTa BUpOBHUUTBE

Product No. : 7264747
Mponyxr No.

Batch Number : PT6FV08 Date of Expiry : 07/2026
Cepisa No IaTa zaxKiHUYEHHs CTPOKY MPUIATHOCTL
Item No.: 5094006 Batch No.: PT6EX71 Ext Spec: 50940XX-990
Components Results Units Note

[loxa3HUKMU PesyneTaTu OnuHMUL MpuMiTka

Macroscopy COMPLIES

Onuc Binnosinae

Crystal identity COMPLIES

THeHTUYHICTs KpUcTanib Bimnosinae

Crystal length from 3 pm

Joexuuna kpucranie, sin /MKM

Crystal length to i Hm

Hosxuna kpucranis, oo /arcre

Crystal width <=2 nm

llpura kKpucTanis /MKM

Identity of insulin aspart COMPLIES

IneuTubikaula iucyniny acnapr Binnoeinae

Assay of insulin aspart 599 nmol/ml

KinskicHe BuzsHavedHsa iucyniny acnapr HMOJb /M7

pH 7.35

pi

High molecular weight proteins 0.2 %

BUCOKOMONEKYJAPKEL Binku

P

B28isoAsp insulin aspart <0.2
B28isoAcn iHcysin acnapr

Desamido insulin aspart 0.6 %
Desamipoincynis acnapr

Insulin asp related impurities 0.4 %

CynyTHi momiwxy iHcyniny acnapr

Zinc total 20.2 pg/ml
IMKK 3arantHuit MKD/Mn
Bacterial Endotoxin <10 IU/ml
RaxkTepianbhi eHIOTOKCHUHU MO/mn
Sterility COMPLIES
Crepuabiticrs Binnorinae

Insulin Aspart in solution 29.7 %

IHCcyJlH acnapr y posumHi

ID of preservatives COMPLIES

TnenTupikaia KOHCEPRaHTIR Binnominae

Metacresol 1.80 mg/ml

Meraxpeson M/

- /’
e /
S : ‘/,
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Certificate of Analysis %ﬁ

. , novo nordisk
Ceprudikar AHanlszy

HoBo Hopaick [pomwkcbon CAC
45, ameHwo n'OpneaH, 28000, Waprp,
dpaHuis

Ten. 02 37 91 41 GO
®akc., 02 37 30 18 77

NOVOMIX 30 FLEXPEN Order Number : 0007793611-60

100 U/ML 5X3 ML SamorneHHsa No.

HosoMikec 30 dnexcllen 100 O/mri, 5x3 mi Date of Manufacture : 08/2024
IaTa BUpOBHUUTRERA

Product No. : 7264747

MponyxT No.

Batch Number : PT6FV0S8 Date of Expiry : 07/2026

Cepia No JaTa 3axkiHUYEHHA CTPOKY MNPUIOATHOCTI

Item No.: 5094006 Batch No.: PT6EX71 Ext Spec: 50940XX-990

Components Results Units Note

MoxkasHUkM PesynbTaTun OnmmHMLLL MpuMiTka

Phenol 1.56 my/ml

heron M/

Freezing point depression 051 Celsius

BHUKEHHA TeMOepaTypu BaMep3aHHs enscina

TouHlcTer HozyBaHHA: Bimnompimae
Dose Accuracy: Complies

2024.12.20 MapTp

JULIEN MESTE
Quality Department
This Certificate is generated by a computer quality system and 1ncludes an elect;onlc

signature

This Certificate is generated by a computer guality system and includes an elevtronlc 51gnatuLe
PP

072 Ukraine / Cert. No: 1123183
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Ukraine Batch Certificate

) ‘ , novo nordisk
Ykpaina Ceprudikar akocTi
Product Name and Strength: NovoMix® 30 FlexPen® 100 U/ml, 5x3 ml B HeA e e
Hazsa NPoAyKTY Ta AO3YBAHHS HosoMikc® 30 ®nekclleH® 100 O4/MA, 5x3 M ggbggemo A'Opnean,
, Waprp,

Importing Country; Ukraine Fpawe

A 0 Ten. 02 37 91 41, 00
Kpaina-imnoprep Ykpaina m‘;’:(c’ 03 3730 18 73
Dosage form / Package size: Suspension for injection, 100 U/mi, in a pre-filled

multidose disposable pen FlexPen®/

Nikapcska dopma /posmip ynakoskn Cycnensia ans id'exuiid, 100 O/l/MA, norepegrbo 3anoaHeHa 6arato403osa

0AHOPazoBa wnpul-pyuka dPnekcllen®

Batch No. / size; PT6FVO08 / 10.142 packages/ynakoBok
Cepist Ne / Posmip

Order No: 0007793611

3amoBneHHs Ne

Date of Manufacture: 0872024

Jata BupobHuyTea

Date of Expiry: 0772026

Tepmin npuaaTHocTi

Registration certificates No: UA/4862/01/01

Peecrpauiiine Moceiguering Ne

Drug Product Specification: ANA-50940-xx/59674-xx-2006-0ct.13-1F/990
Cneundikauis roTOBOro NHKAPCLKOTo 3acoby
Methods used: Stated in the approved Drug Product Specification, Version

1.0 verified in the Novo Nordisk Registration System.
3acrocosaHi MeTOAW: 3asHayen] B 3aTBepaxeHiv Cneyundikauii Ha roToBuii nikapcekmii 3aci6, sepcin
1.0 sBepmdikopaHa y PeecTpaniiinii cucremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
PesynbraTti aHanisy AMBUCL

Manufacturer of the finished product and responsible for batch release:
Novo Nordisk Production SAS / 45 avenue d'Orléans, 28000 Chartres,

France
Bupo6HWK BiANOBIAANBHUIA 38 BUNYCK Cepii TOTOBOTO NIKaPCHLKOTO 33C06Y:
Hoso Hopaick NpogiokcsoH CAC/ 45, aaeHio 4'Opnean, 28000, Laprp, ®paxuin

Manufacturing Authorization No. M 20/033

NiyeH3ia Ha BrpobHMLTEO No

Certificate of GMP compliance of a manufacturer No. 2020/HPF/FR/126
CepTudikar GMP Ne .

Page 1 of 4



®
Ukraine Batch Certificate

Ykpaina CeptudikaT akocr

aovo nordisk”

Product Name and Strength:  NovoMix® 30 FlexPen® 100 U/ml, 5x3 ml Hoso Hopnick

Npoarokcson CAC

Hazsa Npoay«Ty Ta A03yBaHHs HoBoMike® 30 ®nexclen® 100 O//mn, 5x3 Mn 45, ageHio A'Opreax,
28000, Wapro,

Batch No: PT6FV08 ®panuis

Cepia Ne Ten. 02 37 91 41 00

wake, 02 37 30 18 77

Test item/Component Acceptance Result Unit Notes
MoKasHUKK AKOCTI Criteria PesynbTaTy OauHunui MpuMiTKn
Creuvdikalys BUMIPIOBaHHA
(Bumory MKSH)
Characters:
Onnc:
Macroscopy Complies! See COA <none>
MaKpPOCKOI s Bianosigae’ Auve. <He
Ceprudikar 3aCTOCOBYETLCA>
ananisy
Crystal identity Complies? See COA <none>
[aeHTudikauia Kpuctanis Bianosipag? Lne. <He
Ceptundikar 38CTOCODYCTLCA™
aHanisy
Crystal length 1-20 pm See COA pm
JoBxuHa kpucranis MKM Avs. MKM
Ceptudikar
auanisy
Crystal width L3pm See COA HM
LWupuHa kpuctanis MKM Ane. MKM
Ceptudikar
aHanisy
Identity of insulin aspart Complies? See COA <none>
IpeHTUdiKaLia incyniny acnapt Bianosiaae® e, <He
Ceprudikar 3aCTOCOBYETLCA>
aHanisy
Assay of insulin aspart Release: See COA nmol/ml
KinnkicHe BN3HaueHHs iHCyniHy 578 - 630 nmol/ml| Aus. HMONL/MN
acnapt [96.3 ~ 105.0 U/mi}* Ceptndikar
Shelf life: adanisy
564 - 630 nmol/mi
[94.0 ~ 105.0 U/mi]
Bunyck:
578-630 HmonL/mi
(96,3-105,0 O4/mn)*
TepmiH NpUAATHOCTE
564~630 HMonb/MA
(94,0-105,0 O4/mn)
pH 7.20-7.44 See COA
Lwvs.
Ceprundikar
aManisy

Page 2 of 4 s



Ukraine Batch Certificate

Ykpaina Ceprudikar skocri

Product Name and Strength:

Hazea NpogyKTY Ta A03YBAHHS

Batch No:

Cepist Ne

High molecular weight proteins
Mporeinu 3 MonekynapHuMmn
Macamu, Lo nepesuLyioTe
MOJIRKYNIAPHY Macy THCY iy

B28isoAsp insulin aspart
B28izoAcn iHCcynin acnapr

Desamido insulin aspart
Aezamipoincyniv acnapt

Insulin asp related impurities
CynyTri AOMILLIKY IHCY iKY acriapT

Zinc total
3aranbHuit UnHK

Bacterial Endotoxin
bakrepiansHi eRA0TOKCUAN

Sterility
CrepynbHICTL

Insulin aspart in solution
IHCynid acnapT y posuuni

Identity of preservatives
[aerTndikauis KoHcepBaHTis

Metacresol
Mertakpeaon

Phenol
deHon

NovoMix® 30 FlexPen® 100 U/ml, 5x3

mili

HosoMike® 30 ¢rekcllen® 100 Of/mn, 5x3 mn

PT6FVO08

Release: < 0,9%
Shelf life; s 1,3%
Buinyck: 0,9 %
TepMid npyuaaTHoCTE
£1,3%

Release: £ 1,0%
Shelf life: < 1,8%
Bunyci: 1,0 %
TepMmin NpuaaTHOCTI:
<1,8%

Release: < 1,7%
Shelf life: < 2,3%
Bunyck: £1,7 %
TepMin NpuaaTHOCTI
£23%

Release: £ 1,3%
Shelf life: < 1,9%
Bunyck: £1,3 %
Tepmin npuaatHocTi;
<1,9%

16.4-22.9 pg/mi
16,4-22,9 mkr/mn

< 80 IU of endotoxin/
100 U of insulin aspart
<80 O/l eHAOTOKCUHY
Ha 100 O iHcyniny
acnapr

Complies

Bianosigae

24.2-36.0%

Complies®
Bignosigae®

1.58 -1.89 mg/ml
1,58 -1,89 mr/mn

1.38-1.65 mg/mi
1,38-1,65 Mrimn

Page 3 of 4

See COA
Avs,
Ceprudikar
aHasnisy

See COA
Aune.
Ceptudixar
aHanisy

See COA
Auns,
Ceprtudixar
aHanisy

See COA
Avs.
Ceprndikar
aHanisy

See COA
Awvs.
Ceptudikat
aHanisy
See COA
Ams.
Ceprugikart
aHanisy

See COA
us,
CeprnikaTt
adaniay
See COA
Aus,
CepTvdikaTt
ananisy
See COA
Ans.
Ceprndikar
aHanisy
See COA
Avs,
Ceptudikar
ananisy
See COA
Avis.
Ceprudikar
aHanisy

Q

novo nordisk”

Hoso Hopgick
Npopokceou CAC
45, apenio 4'0paean,
28000, Waprp,
Dpanuls

Ten, 02 37 91 41 00
daxc. 02 37 30 18 77

%

%

%
%

pg/mi
MK/MA

U/mi
o4/mn

<none>
<He
3ACTOCOBYETLCA>

%

<one>
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Ukraine Batch Certificate »
.. . novo nordisk
Ykpaita Ceprndikar skocti
. : Hosa Hopai
Product Name and Strength: NovoMix® 30 FlexPen® 100 U/ml, 5x3 g CAl
45, asenwo £'Opneats,
ml
Hassa npogykty 14 AO3YBaHH: HosoMixc® 30 Gnexcllen® 100 O4/mn, 5x2 ma Dpatiiin
Batch No; PTEFVOS Do, 0237 30 15 77
Cepist Ne
Freezing point 0.46 - 0.56 °C See COA Degrees Celcius
depression Ans. rpagyc Uenscin
SHWKEHHS TOUKM 3amep3aHHa Ceptudikar
aHanisy
Dose accuracy + 5 9% for dose level See COA <none>
TouHicTe A03yBaHHA 50U 4w, <He
+ 5% anst gosn 50 04 Ceprudixar 3aCTOCOBYETLLA>
aHanisy

1 - Complies means a white homogenous suspension free from clusters and lumps. The sample may be flocculated./ Bignosignicts
0311243, LD APOAYIT sesic coBoio Biny 0gHopiaNy cycnensio 683 arperaTis i rpyack, Moyuea GrowyNINLIA 3PadKa.

2 - Complies means the majority of the particles are rod-shaped crystals./ Bignosianicts o3nauae, wo Biibulicr, QaCTUHOK ABARIOTH
COBOI0 NAABUKONONIBHI Kpyucrany,

3 - Complies means verified as insulin aspart/ Bianosianict, 03Hauae NO3UTMEHY IACHTUdIKaLIC iHcyniny acnapT.

4 - Calculated based on the unit definition, 6 nmol = 1 U/ PO3paxoBaHo Ha MIACTaBI BUIHAYEHN5H OAMHNU, 6 HMOAB = 1 O/,

5 ~ Complies means verified as phenol and metacresol, respectively./ Bignosighicre 03+a4ac no3NTUBHY ineHtmdikauio detony |

MEeTaKpesony.

1 hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling 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 Authorisation 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.

LivM 1 33CBiAUYIO, (IO BULLIEBKA33HAE THBOPMALLN € JOCTOBIPHOIO | TOUHOI, [laHa Cepis NPOAYKUIl Gy/ia BAroTOBARHA
(BKIHOMAIOHY YIIAKOBKY / MapKyBaHHA) | NPOBRAEHO KOHTPOA 1i AKOCT Ha AiNAHLI(-KaX) B NOBHINA Bignosigsocri 3
BUMOTaMu GMP, BCTEHOBAEHUMU MICLEBM PEryASTOPHUM OPraHoM, @ Takox Y 8ianosigHocTi 3i criednikauismy, 1o
MICTATLEA B PEECTPALITHOMY A0CkE. [TPOTOKO/MN BUPOBHULITBA, YNAKOBKW Ta aHanisy by nepesipexi | BCTAHOBNAEHO
siAnoBiAHICTE GMP,

This batch is certified by a Qualified Person delegate.
List cepis cepTuadikoBaHa YroBHOBaXKEHO0 0c060t0.

2024-12-20

QP-delegate / JMQW (julien MESTE)
Quality Department
Novo Nordisk Production SAS

France

YnosHosaxeHa ocoba
Biaain skocTi o |
Hoso Hopaick MNpoaiokckon CAC, PpaHLlis P ; e
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