JIEP)KABHA CJYKEA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMMH Y KHIBCHKIN OBJIACTI

nipos. Ceitmuunoi Hanii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3EHOT0 B YKpaiHy JIiKapchbKoro 3aco0y

18.11.2024 Ne 59071/24/10

AKTPAIIIJI® HM ®JIEKCIIEH®

(HaltMeHyBaHH JTiKapChKOro 3aco0y 3TiZHO 3 peecTpauliiHIM TIOCBITHEHHAM)
posums s in'exuiii, 100 MO/Ma; o 3 Mit y KapTpuki; mo 1 kapTpuaKy y 6araToJ030Biil
OXHOPA30Biil MIPUI-PYYLi; M0 5 MNPHUI-PYYOK Y KAPTOHHIH KOp OO

(dhopMa BHTyCKy, HO3YBaHHS, B TaKyBaHHS JiKapCeKOTO 3acoby)
Howmep pecctpaiiinoro nocsizuenns UA/17171/01/01 crpox aif peectpauiiinoro nocsindenna 01.01.2099
Cepis nikapckoro 3aco6y Ne PR7TYA97 KinbKicTs BBE3eHOT0 JTikapebkoro 3acoby 12147

Bupobnuk A/T Hoso Hopuick, JlaHis
(HaltMeHyBaHHs BHPOGHHKa JiKapcbKoTo 3ac0by, KpaiHa MOXOJUKEHHS)

Baeseno B Yrpainy TosapucTso 3 o6Me:xeHo10 Bianosinanbuicrio "Hoso Hopaick
Vkpaina'", inenr. xon: 41467446
(nalfiMeHyBaHHA Ta KOJ, 3a €JIPTIOY topumuuHoi ocoGu abo npizsuie, iM'4, o GaTskoBi BizHuHOl
ocobu - mianpHeMus, il Micue MpOXUBAHHA Ta PEECTPaLliiHHi HoMep 0671iKOBOT KapTKH NIaTHAKa
nojatkie aGo cepis Ta HOMEp 11acropTa)

IIpoToxo BisyansHoro kontpoo eix 18.11.2024 Ne 3542/1.

3a pesyabTaTaMH  AEPXKABHOTO KOHTPOMIO BCTZHOBJIEHO, WO nikapcekuit  3aci6 BBeseHo B YkpaiHy 3

JOTPHMAHHSAM BuMOT 3aKOHOLABCTBA 10O 3a6e3neueHHs SKOCTi MKapChKHX 3aco0iB.
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Certificate of Analysis

. . novo nordisk”
CepTudikaT AHAI13Y

Novo Nordisk A/S

Novo Allé
2880 Bagsvaerd
Denmark
Tel. +45 4444 8888
Fax. +45 4449 0555
ACTRAPID HM FLEXPEN Order Number : 0007788603~180
100 IU/ML 5X3 ML Bamosnienusa No.
AxTpanin HM onexcller 100 MO/mMa, 5x3 mn Date of Manufacture : 03/2024
Jara BUpOBHULTEBA
Product No. : 7200593
Mponyxt No.
Batch Number : PR7YAS7 Date of Expiry : 08/2026
Cepia No. IaTa sakiHuUeHHA CTPOKY npuiaarTHocTi
Item No.: 5020461 Batch No.: PR7WJ44 Ext Spec: 50204XX-990
Components Results Units Limits Note
Nokas3HuUKK PesynsTaTi (03517807181 Hopmu MpuMirka
Macroscopy COMPLIES COMPLIES
onuc Binnosinae Binnopinae
Identity of human insulin COMPLIES COMPLIES
InedTudikauisa ivcyniny BinnoBinae Binnosinae
Assay of insulin 100 IU/ml 95-105
KinekkicHe BuaHauyeHHs iHcyniny MO/Mn
PH 7.4 7.0-7.8
pH
High molecular weight proteins 0.2 % <=1.0

BucokoMonekynapHi Ginku
A21 desamido insulin 0.4 % <=1.5

A21 Jesamigoincynid

Other related proteins 0.4 % <=3.0
Thwi crnopiagxeni Sinku
Zinc total 21.4 ug/ml <=40.0
UMHK 3araibHuit MKT/MN
Bacterial Endotoxin <10 IU/ml <80
BakrepianbHi eHROTOKCUHM MO/mn
Sterility COMPLIES COMPLIES
CrepunesHicTe Binnoeinae Bimnosinae
ID of preservatives COMPLIES COMPLIES
InenTudikauin koHcepBaHTis Bianosipae Binnoeipae
Metacresol 3.1 mg/ml 2.7-3.3
Meraxpeso MD/MR
Particles >= 10 pm/container 147 <=6000
MexaHiuHi BkAYeHHs >= 10 MkM/KOHTeltHep
Particles >= 25 pm/container 9 <=600
Mexaxiuni BknuerHa >= 25 MKM/KOHTeltHep
TouHiCThL HORYBaHHA: Bixnomimae
Dose Accuracy: Complies
v
2024.10.03 Copenhagen 3\“”“%”“’”[‘
Duaa Al-Adnani Agxgg%fQ /
Quality Department T g
This Certificate is generated by a computer quality system and 1ncludes an electronlc
signature . ) A
This Certificate is generated by a computer quality system and includes an elegtronic signaturef
Vs ;
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Ukraine Batch Certificate

Ykpaixa Ceprudikat axoctl

N ®
novo nordisk

Product Name and Strength: Actrapid® HM FlexPen®, 100 IU/ml, 5x3 ml Novo Nordisk A/S

Novo AHe 1
Hazsa NpoayKTy Ta f03yBaHHA Axrpania® HM ®nexcllen®, 100 MO/m, 5%3 mn ZDHBO Bafsvaerd
eNIMBI
Importing Country: Ukraine Tel. +45 4444 8888
KpaiHa-imnoprep YkpaiHa

Dosage form / Package size: Solution for injection, 100 IU/ml, 1 cartridge ina
pre-filled disposable pen Ne5

Nikapcbka Gopma /posmip yrakosxn  Pozuunk gns iH'ekuiit, 100 O4/Mn, no 1 kapTpuaxXy,

AKW MICTUTLCR B 6aratol0308ii o4HOPa3zoBIl WNPUL-pyYLl Ne 5

Batch No. / size: PR7YA97 / 12147 packages/ynakoBok
Cepist No / Po3mip

Order No: 7788603

3amoBnerHHn Ng

Date of Manufacture: 0372024

Aata supobHuytsa

Date of Expiry: 08/2026

TepmiH npuaaTHocT

Registration certificates No: UA/17171/01/01

Peectpauiine NocaigHeHHs Ne

Drug Product Specification:  50204xx-990

Creundikalys roToBoro Nikapeekora 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
11.0 verified in the Novo Nordisk Registration System.
33CTOCOBaHI MeTOAN! 3asHadeni B 3aTeepaxeHilt Crieundikalii Ha roToBuiA nikapckKuii 3aci6, Bepcia

11.0 sepudixosara y Peectpauifiniin crctemi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
PesynbTaTu aHaniay JuBUCs

Manufacturer of the finished product and responsible for batch release:
Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880, Denmark

Bupo6HuK BiANOBIAANLHMUIA 33 BUNYCK Ceil roTOBOTO NKAPCEKOrD 3acoby:
A/T Hono Hopaick, Hoeo Anng, barcsaepy, 2880, LaHin

Manufacturing Authorization No. 103894
Niuensis Ha BUPOGHKLTBO Ne

Certificate of GMP compliance of a manufacturer No. DK H 10000517
Ceprudixar GMP Ne

//)
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Ukraine Batch Certificate

Ykpaina CepTudikat AkocTi

novo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Product Name and Strength: Actrapid® HM FlexPen®, 100 IU/ml, 5x3 ml
Ha3sa NPogyKTy T3 A03yBaHHA AKTPania® HM daekcten®, 100 MO/mn, 5x3 mn

Batch No: PR7YA97 Tel. +45 4444 4868
Cepist Ne
Test item/Component Acceptance Criteria Result Unit Notes
ToKa3HuMKW SKOCT Crieyndikayis Pesynbrath Oaunviui Mpumitkn
(Bumoru MKS) BUMIpHOBaHHSA
Macroscopy Clear, colorless liquid See COA <none>
Makpockonis free from turbidity and Aun. <HE
foreign matter; during CepTE/I(DlKaT 38CTOCOBYETLCA>
storage traces of a very  @Haniay
fine sediment may be
deposited. Besbapsna,
npo3opa pianHa, Wo He
MICTUTL CTOPOHHIX YACTOK,
npy 36epiraHHi MOXYTh
BUABIATUCA CNIaV AyXKe
TOHKOrQ ocaay
Identity of human Complies See COA <none>
insufin Bianosinae JiTER <He
IneHTUdiKaLin iHCYNiHY Ceprudikar 3aCTOCOBYETHCA>
aHaniay

Assay of insulin
KinbKicHe BU3HAUEHHRA [HCYNIHY

pH

High molecular weight
proteins
Bucokomonexynapri 6inku

A21 Desamido insulin
A21 Aezamigo iHCyniH

Other related
proteins
IHWi CynyTHI Binku (CyMapHo)

Zinc total
LlMHK 3aranbHmni

Bacterial endotoxins
BaxkrepianbHi eHO0TOKCUHN

95 - 105 IU/mi or
3,29 - 3,64 mg/mi
95-105 MO/mn abo
3,29-3,64 mr/mn

7.0-7.8
7,0-7,8

Release: £ 1,0 %
Sheif life: € 2,0 %
Mpv sunycky: 1,0 %
HanpukiHui TepmiHy
npugaTHocti: £2,0 %
<1.5%

£1,5%

A

Release: < 3,0 %
Shelf life: £ 6,0 %
Npu sunycky: <3,0 %
NpoTAroM TepMiHy
npuaarHacTi: $6,0 %
£ 40,0 pg/mix*

< 40,0 mer/mn**

< 80 IU of endotoxin/
100 1Y of insulin

<80 MO eHAOTOKCUHIB /
100 MO iHcyniHy

See COA 1U/mi

Awus. MO/mn
Ceprudikar

aHanisy

See COA <pone>

Awes. <He

Ceprudikar 3aCTOCOBYETLHCA>

ananiay

See COA %

Lus.
Ceprudlkar
aHanisy

See COA %

[us.
Ceptudlixar
aHanisy

See COA %

Avs,
Ceptudikar
aHanisy

See COA

Avs,
CeprudixkaT
aHanisy

Due.
Cepmcbn(.%*

aManiay

fi"‘

%, i iy !
Sterility Complies See COA ~ ;”' LR s f 1
CrepunbHicTb Bigriosiaae fuB. Z g {?Té‘”‘&w’ / / 7 // //
Ceprucikar 3‘3@%@%%59 > S/
aHanisy 7 /

/
7
/
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Q
Ukraine Batch Certificate

” | | novo nordisk”
Ypalina Ceprugixar akocri

Product Name and Strength: Actrapid® HM FlexPen®, 100 IU/ml, 5x3 m| Nevs miordisk A/S
Hazsa MPOAYKTY Ta A03YBAHHS AkTpanig® HM ®rexclen®, 100 MO/Mn, 5x3 M 2880 Bagsvaerd
Denmark
Batch No: PR7YA97 Tel. +45 4444 8988
Cepist No
1D of preservatives Complies See COA %
Iaeutnodixkauis KOHCEpBaHTIB Bianosinae HAns,
Ceptudikar
aHanisy
Metacresol 2,7 ~ 3,3 mg/mi See COA mg/ml
Merakpeson 2,7 - 3,3 mr/mn s, Mr/mn
Ceprucikar
aHaniay
Particles ) Complies See COA <none>
>=25um/container Bianosiaae - Ove, <HE
Mexaniuni sknioveHHn Ceprudikar 38CTOCOBYETHLCH >
>=25 MM/ KOHTelRep aHanisy
Particles Complies See COA <none>
>=10um/container Bignosinae Aus. <He
MexaHiuni akmoYeHHs Ceprudikar 38CTOCOBYEThCA>
>=10 Mkm/ KOHTEeRHep adanisy
Dose accuracy + 5% for dose level See COA %
TouricTe fo3ysaHHs 50 v Hus,
£ 5 % ans 1osm 50 MO Ceprucpixat
arianisy

. Equivalent to 40.0 Hg/100 10/ WEKBiBaneHmo 40 mkr/100 OAMHULDb.

compliance with the GMpP 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.,

Linm st 3acsiguyio, WO BULLeBKasaHa iHpOpMaLis ¢ AOCTORIPHOIO | ToUHOIO, flaHa cepist npogykuii 6yna surorosnena
{BKNHOYANOUM ynakosky / mapkysaxuHs) | NPOBEAEHO KOHTPOL 11 AKOCT] Ha AINAHLI(-Kax) B NOBHIY siarosigHocri 3
Buimaramu GMP, sctaHoBneHnmi MICLLeBUM PeryasTopHUm OpraHom, a Takox y Blgnasigrocti 3i cneyndikauismm, wio
MICTATLCS B PeecTpauiivomy gocke. Mporokonn BUPOGHNLTBA, YyNakoskv Ta axaiisy 6y nepenipeni i BcraHosneHo
BiANOBIAHICTL GMP.

This batch is certified by a Qualified Person delegate.
Us cepis ceprudikosawna ¥YnoaHoBaxeHow 0coboio.

2024-10-18

(/ﬁw / %’é/wm/

QP-delegate / Duaa Al-Adnani
Quality Department
Novo Nordisk A/S

Denmark
YnosHOBaxXeHa ocoba
Biagin axocri

A/T Hoso Hopgick, faHis
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