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NTEPKABHA CIIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHUIBCHKIA OBJIACTI

nipos. CeiTmagnoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
npo AKicTL BBE3CHOTO B Yxpainy JikapcbKoro 3200y

21.08.2024 Ne 40300/24/10

MPOTA®AH® HM ®JIEKCIEH®

(HaliMeHyBAHHS JTIKapCHKOrO 3ac06Y 3TIHO 3 PeECTPaLiHHIM TIOCBITUEHHM)
cycrieHsist [UIs in' excuiid, 100 MO/ma; o 3 My KapTpuIKi; mo 1 KapTPUIKY Y GaraTo030Bii
oHOpPA30Bii WApPHI-PYHNi; 0 S WINPUU-PYHOK Y KapToHHiil Kopooui

(bopMa BHITYCKY, JO3YBaHHA, BUI TaKyBaHHs JIIKapChKOTO 3aco0y)
Homep peecTpaLiifHoTo MOCBITIEHH UA/17174/01/01 crpok aii peecTpauiifHoro HOCBiIIoH A 01.01.2099
Cepis nikapcskoro 3acofy Ne PR7VY98 KisbKicTh BBE3EHOTO JKapehKOro 3ac00y 21634

Bupo6HuK A/T Hogo Hopaick, JaHist

(HaliMeHyBaHHS BUPOGHUKA nikapcekoro 3acoby, kpaiHa MOXOKCHHA)

Baesero B YKpaiiy ToBapHCcTBO 3 00MEKEHOI0 pignoginansuicTio "HoBo Hopaick
VYipaina', inenr. xou: 41467446

(HaiiMenyBaHHs Ta KOJ 33 €JIPTIOY opuanuHOl ocobu abo npisBHuLeE, iM'S, TI0 GarpkoBi (iznunol
0co6u - mianprems, i Micue MpoXHUBaHHA Ta peecTpallifHuil HoMep 0611iKOBOT KapTKH IIaTHHKA
nozarkis abo cepis Ta HOMEP nacnopra)

TIpoToK0II Bi3yaNLHOTO KOHTPOIO Bil 21.08.2024 Ne 2379/1.

3a pesynbTaTaMH JEpKaBHOTO KOHTPOIIO BCTAHOBNEHO, IO JHKAPCHKUH 3aci6 BBeseHo B YKpaiHy 3

AOTPUMAHHSAM BrMOT 32KOHOKABCTBA OO 3a6esmeuenHs AKOCT JiKapChKUX 3acOGIB.
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Certificate of Analysis

Ceptudikar AHanisy

Q

novo Nordisk’

LYE:

Nove Nordisk

PROTAPHANE HM FLEXPEN Order Number : 0007780810~-40
100 IU/ML 5X3 ML Zamopsenns NO.
Mporapan HM dnexcllen 100 MO/ms, 5x3 Mn Date of Manufacture : 12/2023

lara supoOGHUMUTBE
Product No. : 7200594
Mpoayxs No.
Ratch Number : PR7VYO8 Date of Expiry : 05/2026
pia No Jlara BaKiHYEHHS CTPOKY NMpPUIarTHocTi

Item No.: 5026461 Batch No.: NR7TJ42 Ext Spec: 50264XX-990
Components Results Units Limits Note
MMoxazHuKKY PesynsTaru OmnuiLl Hopms Tpumirea
Macroscopy COMPLIES COMPLIES

e Bianopinae Binnosinae

Crystal identity COMPLIES COMPLIES

TASHTUYHICTE KPUCTANLE Bianonigae pinnorinae

Cryatal length from 1 ol 1-20

Jossuna kpuceTanis, »ixn FATIRY]

Crystal length to 5 Ih 2-20

HomxuMa KpueTanis, /o /MKM

Identity of human insulin COMPL COMPLIES

Tnentrbirania inoeyniny Bianorpinae Bipnownigae

Assay of insulin 100 T8/ml 95~-105

KinwmicHe BusHaudveHda incynriny MO/ w01

ph 7.3 6.9-7.5

pH

Insulin in supernatant <0.5 % <=1.0

BuicT incyniny o naaocanopid plnusi

High molecular weight proteins 0.2 % .0

BrcoxoMosiexyaapii Ginki

A21 desamido insulin 0.4 ES «=1.5

A21 1 inciscyniu

Other related proteins 0.9 % <=3, 0
crnopinneni Ginkm

Z2inc total 33.3 ug/ml <=40.0

Weseir: 3 b Huil MRT/ 2401

Racterial Bndotoxin <10 1U/ml <80

Barkreplantil eHAOTORCMHY MO/ mn

Sterility COMPLIES COMPLIES

CrepuibiilceTs Binnosinae pinnosinae

COMPLIES

shane confirmation COMPI.

NinrBepatents laodany Bianoeinac Bianosinac
iD of preservatives COMPLIES COMPLIES
ITRaHTUGLKALLS KOHCePBAHTIR Bianoninac Rinnos

Metacresol 1.55 mg/ml 1.35~-1.
Marawpnzon ur/mn
Phenol 0.68 /L 0.59-0.
BEHOS M/ 4R
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Certificate of Analysis 3

< . 10V NOrdisk
Ceprudixar AxHasiizy 10v0 nordisk

Nove Nordisk
Novo

2880

PROTAPHANE HM FLEXPEN Order Number : 000778081040
100 IU/ML 5X3 ML Bamossets No.
Mporadan HM dnemxcllen 100 MO/mi, 5x3 wmn Date of Manufacture 0 12/2023

dama BupobHMLTBA
Product No. : 7200594
Mpoayre No.
h Number : PR7VY98 Date of Expilry : 05/2026
1 No, lara 3aKiHYeHHs CTPOKY NpUiaTHocT i

Tounicrs pnosysBaHHa: Binrnoeimae
Dose Accuracy: Complies

2024.07.09 Copenhagen

Golfam Golbaz
Quality Department p
This Certificate is generated by a computer quality system and includes an electronic
signature o s
Tnis Certificate is generated by a computer quality system and includes an el
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Ukraine Batch Certificate

Ykpaira Ceprudikar skocTi

Product Name and Strength:

Ha3Ba NPOAYKTY Ta A03yBaHHA

Importing Country:
Kpaina-imnoprep

Dosage form / Package size:

Nikapcbka popma /po3mip yrnakosku:

Q

novo nordisk’

Novo Nordisk A/S
Novo Alle 1

Protaphane® HM FlexPen®, 100 IU/ml, 5x3 m] 2880 Baasvaerd

MporadaH® HM dnekcllen®, 100 MO/mn, 5x3 M . .
fel. +45 4444 8868

Ukraine

Ykpaira

Suspension for injection, 100 IU/ml, 1 cartridge in a
pre-filled disposable pen Ne5

Cycriensia gis in'exuin, 100 MO/vA, 1o 1 kapTpuaxy B 6aratofo308ii

QAHOPA30BIA WNPUU-Py4ui Ne 5

Batch No. / size: PR7VY98 / 21634 packages/ynakoBok

Cepia Ne / Po3mip

Order No: 0007780810
3amoBsneHHa Ne

Date of Manufacture; 12/2023

Jarta supobuuursa

Date of Expiry: 05/2026

Tepmin npugatHocti

Registration certificates No: UA/17174/01/01
Peectpauiire NocaigueHHs Ne

Drug Product Specification: 50264XX-990

Cneyndlixayia roroBoro Sikapcbkoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version

8.0 verified in the Novo Nordisk Registration System.
3azHaueni B 3aTsepaxeHili Cneumdikauii Ha roToBui nikapcoknii 3aci6, sepcis
8.0 sepudikosana y PeectpayitiHii cucremi Hoso Hopgick

3aCTOCOBYBaHI MeTOAM:

Analysis results see Electronic Certificate of analysis
PesyneTaTh ananisy AMBnick

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

BupobHvK BignosigankHuli 3a BUNyck cepil roToBOro AlkapcoKaro 3acoby:
A/T Hoso Hopaick, Hoso Anne, barceaepa, 2880, fauis

Manufacturing Authorization No. 103894

NiuewHsia Ha BupobHMLTBEO No.

Certificate of GMP compliance of a manufacturer No. DK H 10000517
Ceprudikar GMP No,
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Ukraine Batch Certificate

Ykpaina CepTudikar AkocTi

Product Name and Strength:

Hassa npogyKry Ta A03yBaHHs

Protaphane® HM FlexPen®, 100 IU/ml, 5x3 ml

Mpotagan® HM ®nekcllen®, 100 MO/mn, 5x3 mn

Q

Nove Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Batch No: PR7VY98 Tel, +45 4444 8888
Cepist Ne
Test item/Component  Acceptance Criteria Result Unit Notes
IMoxasHuku akoacTi Creundikauis Pesynetatu CanHnui MpumiTeu
{Bumory MK4) BUMIDIOBaHHS
Macroscopy A white or almost white See COA <none> *
30BHILWHIN BUT/IAY suspension which on standing Ans. <pe
deposits a white sedimentand  Ceprudikar  3acrocosyeTses>
leaves a colorless or almost aHaniay
colorless supernatant; the
sediment is readily
resuspended by gently shaking.
When examined under a
microscope, the particles are
seen to be rod-shaped crystals,
the majority crystals fength
with 1 - 20 pra,
Cycrienain 6inoro KonLopy, B AKIA Y
pasi BigCTo0BaHHA YTBOPIOETHLA
B6invid ocag i 6e3bapeHa aGo Malxe
BeabappHa HagoCaa0Ba piguHa;
0caj, Nerko pecycneHayeTscs nig
YaC ABrKOro CTpylyBaHHa. Mpu
AOCNIAKEHH] Nig MIKPOCKONOM
HACTHUHKY MaloTh BAMAAL Kpmcranis
NOACBXEHOT GOPMU, AOBXKUHA
BinbLIoCTi KpucTanis 1-20 MKM,
Crystal identity Complies See COA <none>
14eHTUYHICTs KpUCTanis Bignosipae v, <He
CeptudikaT  3aCTOCOBYETHCH>
aHanisy
Crystal length, 1-20pm See COA pm
from 1-20 MKM Avs. MKM
AOoBXMHA Kpycranis, sig CepTudikar
aHaniay
Crystal length 1-20 pm See COA pm
to 1-20 mMKwm Aus. MKM
AoBxuHa xpucranis, 4o Ceprudixar
ananisy
Identity of human insulin ~ Complies See COA <none> *
IpeHTudikaia iHcynidy Bianosigae Ave. <He
Ceptudikar
aHanisy
Assay of insulin 95 - 105 1U/mi See COA
KinexicHe BU3HaYeHHS or 3,29 - 3,64 mg/ml Ave.
iHCYniny 95-105 MO/mn Ceprudika
abo 3,29-3,64 mr/mn auanisy
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Ukraine Batch Certificate

Yxpaita Ceprudikar sikocri

Product Name and Strength: Protaphane® HM FlexPen®, 100 IU/ml, 5x3 ml
[potadanH® HM daexcllen®, 100 MO/MA, 5x3 mn

Hassa NpogykTy Ta AO3YBaHHS

Batch No:
Cepist Ne

pH

Insulin in supernatant
BumicT iHcyniny B
Hagocaaosiii piguHi

High molecular weight
proteins
BucokomonekynapHi
Binkun

A21 Desamido
insulin
A21 flesamigoincynin

Other related

proteins

IHuWi criopigHeni 6inku
{cymapHo)

Zinc total
3aranbHWA LMK

Bacterial endotoxins
BaxTepiancHi
EHA0TOKCUHW

Sterility

CrepynbHiCTL

Isophane confirmation
NiaTeepaxeHHs i30$aHy

PR7VY98

69-~75

£1.0%

Release: £ 1,0 %
Shelf life: < 3,0 %
Fpu Bunycky: < 1,0 %
Hanpukinui Tepminy
npugaTHoctii £ 3,0 %
s1.5%

Release: £ 3,0 %
Shelf life: < 6,0 %
Mpwvi Bunycky: 3,0 %
Npotarom Tepminy
npwgarHocti: 6,0 %
< 40,0 pg/mf **

< 40,0 mir/ma**

< 80 U of endotoxin/ 100 1U of
insulin

<80 MO eHgoTOKCcKHiB / 100 MO
fHCyniny

Complies

Bignosigae

Complies
Bianosipae

Page 3 of 4

See COA
Ana,
CepTudixar
adanisy
See COA
Awns.
CeptudikaT
auanisy
See COA
Avs.
Ceptudikar
aHanisy

See COA
Avs.
Ceptndikar
auanisy
See COA
Aus,
Ceprndikar
ananisy

See COA
A,
Ceprudikar
adaniay
See COA
Ane.
Ceprudikar
ananisy
See COA
Avis.
Cepmndikar
avanisy
See COA
Avs.
CepTudikar
aHanisy

<none>
<He
3aCTOCOBYETLCH>

%

%

%

%

Hg/mi
MKr/mn

IU/mi
MO/mn

<none>
<He
33CTOCORYETLCH>

<none>
<He
33CTOCOBYETHCA>

Q

. @
novo nordisk

Novo Nordisk A/S
Novo Alle 1

2880 Ragsvaerd
Denmark

Tel, +45 4444 8888
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Ukraine Batch Certificate

Ykpaita Ceptudixar akocri

Product Name and Strength:

Hazsa npoayxTy Ta f03yBaHHa

Protaphane® HM FlexPen®, 100 IU/ml, 5x3 ml

Mpotagan® HM drexclleH®, 100 MO/mnA, 5x3 Mn

novo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Batch No: PR7VY98 Tel. +45 4444 8888
Cepis No
Identification of Correspondence of the retention  See COA <none>
preservatives times of preservatives peaks on  [us, <He
IaeHTndikauin the chromatograms of the CepTudikaT  3aCTOCOBRYETHCS>
KOHCEPBAHTIB tested and corresponding aHanisy
reference solutions.
BianosigricTe vacis
YTPUMYBAHHSA NiKiB
KOHCEPBAHTIB Ha
Xpomarorpamax surpobyearHoro
{ CTaHZapTHOro PO3UNHY
Metacresol 1,35~ 1,65 mg/m| See COA mg/m!
MeTtakpeson 1,35 -1,65 mr/mn Avs. Mrimn
CeprudikaT
ananisy
Phenol 0,59 - 0,72 mg/ml See COA mg/mi
Penon 0,59-0,72 mr/mn Jatyi:3 Mr/mn
Ceptndikar
aHanisy
Dose accuracy + 5% for dose fevel 50 IU See COA %
TOUHICTL AO3YBAHHS + 5 % gn1s go3m 50 MO Aus,
Ceptudixar
aHasmsy

* - In compliance with the Ph.Bur. monograph for Insulin Injection, Isophane/ Bignosigae sumoram momorpadil €8p. Dapm, «IHCYNIK anst in'ekuifi,

Is0¢ane,

% . Equivalent to 40.0 pg/100 1U/ ExaiganeHTHo 40 MK/ 100 oguHnu,

I'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.
1imm 2 33CBigUYI0, WO BULLEBKa3aHa IHdOPpMALLs € 4OCTOBIPHOW | TouHoW. Jaka cepin npoayxuil 6yna suroTosaeHa
(BKIIOHBI0UY YNAKOBKY / MAPKYBaHHA) | IPCBEAEHO KOHTPOAL 1T AKOCTE Ha AINAHUI(-Kax) 8 NOBHIR signoBiaHoCT 3
BUMOTaMY GMP, BCTAHOBNEHAMWN MICUEBUM PErYNATOPHIIM OPraHoM, a TaKOX Y BIANOBIAHOCTI 3i cneundikalismu, uo
MICTATLCS B PRECTPALYIHOMY A0CkE. [TpoTOKoAY BUPOBHNUTRA, YNAKOBKU Ta aHanizy Synin nepesipeHi i scTaHoBneHo

BIANMOBIAHICTL GMP.

This batch is certified by a Qualified Person delegate.
Us cepin cepTndixosara Ynososaxeroio ocoboro.

2024-08-21  pf

QP-delegate /1BSD ( Ibrar Sadek)

Quality Department
Novo Nordisk A/S
Denmark
YnoeHosaxeHa ocoba
Bigain saxocri

AJ/T Hogo Hopgaick, Aanris
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