JAEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpos. Ceitmaaoi Hagil, 3, M. Kuig, 02099, ten/dakc: {(044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE2€HOI0 B YKpaiHy JikapchbKoro 3acody

18.08.2023 Ne 40671/23/10

HHPOTAPAH® HM ®PJEKCIIEH®

{HallMEeHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiinM MOCBiTIcHAAM )
cycnemsia A in'exnii, 100 MO/mu; oo 3 Ma y KapTpHEAXI; mo 1 kKapTpHAXKY Yy 0ararogo3osiii
OHOpa30BilH MNpHI-PY4Ni; 00 5 MNPAN-PYYOK Y KapTOHHIH Kopodui

(topMa BHITYCKY, IOZYBAHHSA, RAJ] HAKYBAHAA JTKAPCEKOTO 33c00Y)
Howmep peectpaniiinoro nocsimacras UA/17174/01/01 crpox xii peccrpaniiinoro mocsimaerna (02.01.2024
Cepis nikapcekoro 3acoby Ne NR7MJ19 KimuKicTh BEBe3eHOTO JiKapchKoro sacoby 4320

BnpoSHak A/T Horo Hopaick, JlaHiga

(HaliMeHyBaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

Beezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasnicTio "Hoso Hopaick
Yxpaina", inenr. xox: 41467446

(HailiMeRyBamHA Ta ko[ a C€JIPTIOY loprmriHol ocobn abo mpizeume, iM'a, mo HaTkkoRi $izrmol
ocobu - mianpuemna, 1i Miclie NpoXUBAHHA Ta peccTpaniifmiii HoMep obIIiKOROL KAPTKY IUIATHHKA
IOJATKIB 260 cepid Ta HOMep TACHOPTa)

Ipotokon Bizsyannaoroe xoaTpoo eix 18.08.2023 Na 2565/5.

3a pe3yNbTATAMH JCPHKABHOTO KOHTPONIO BCTAHOBICHO, MN[0 JHKApCchKHiA 3acié BBeseHo B VYkpaiHy 3

JAOTPHMAHHAM BHMOT 32K0OHOAABCTBA IMO/0 3a0c3IeUeHEA AKOCT] MKapchKaX 3acobiB.

Komspora JL.B.

" ?hb
Sy it WOT ok
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Certificate of Analysis

Ceprudikar AHanizsy

PROTAPHANE HM FLEXPEN
100 IU/ML 5X3 ML

Novo Nordilak A/S
Novo AlL&

2890 Bagovaerd
eomark

Tal, +45 4444 BB8B
Fax, +45 4449 0555

Order Number ¢ 0007774140-90

BamoBneHHs Na

lporadpan HM dmexcller 100 MO/mn, 5x3 mn Date of Manufacture ¢ 04/2023
lara BHpOOHUALTEE

Product No. : 7200554

Npoayxr No.

Batch Number : NR7MJ19 Date of Expiry : 09/2025

Cepia RNo Jlara 3akiHdYeHHA CTPOKY HPUIaTHOCTI

Itam No.: 5026461 Batch No.: NR7MAI4 Ext Epec: 50264XX-990

Components Results Units Note

MoxasHMKH PesynhkTaTu Onumanol MpmmiTra

MaCroscopy COMPLIES

Maxpocxonia Binnoeinae

Cryatal ldentity COMPLIES

IneHTHUHiCTE KpUCTANiB Biagnominae

Cryatal length from 1 Hm

HopxuHa xpMcranis, ain £baKm

Cryatal length to 4 um

NommuHa kpucranis, oo £ s

Identity of human insulin COMELIES

TneHTudikania ivcyniny Bipnosimae

Anaay of insulin 99 Iu/ml

KiibKiCHe BMZHANEHHA i1HCyniny MO/ mn

pPH 7.3

pH

Insulin in supernatant <0.5 %

Bmier iweyniny B Hanocapoeifl pinuni

High molecular weight proteins 0.3 ]

BMCOKOMONEKYITAPHL OinkwK

A21 deaamido insulin 0.4 %

A2]1 leaawigoidoynin

Other related proteins 6.5 %

IHWi cnopigHedi Gigwwm

Zine total 331.4 ug/ml

HUHKE 3aramsHWE MET/ M

Hacterial Endotoxin <10 IU/ml

EaxreplaneHl eHaoTokcUHU MO/ un

Sterility COMPLIES

CTepMALHICTh Bionoeinae

Igophane confirmation COMPLIES

NigreepixeHsn izcbaHy Bignoeigae

in of preaervatives COMPLIES

IneuTudikauin beHon Ta MerTakpesaon Binnorinae

Metacresal 1.57 mq/ml
MeTaxkpeson W/
Phenal 0.68 mg/ml
deHon MO Fun
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Certificate of Analysis

na .
Ceprupikar Axanisy ROVO Nordisk

Nova Nordiek A{S
Hava Allé

2880 Bagavasrd
enmark

Tel. +45 4444 BRAA
Fax. +45 4449 0555

FPEOTAPHANE HM FLEXPEN Order Number + 0007774140-90
100 IU/ML 5X3 ML SamMoBReHHa No
lMporapan HM dnercllen 100 MO/mn, 5x3 mu Date of Manufacture : 04/2023
JaTa BupocbBaunTBa
Product No. : 7200594
Oponyxr Na
Batch Number : NR7MJ19 Date of Expiry : 09/2025
Cepia No Jara sSakiHYeHHA CTPROKY NPUMOaTHOCTI

ToyHicTe Oo=2yBaHHA: Bignoeimae
Dose Accuracy: Complies

2023.07.05 Copenhagen

Gortam Gota?
Golfam Golbaz

Quality Department
This document is only valid with a handwritten signature.
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Batch certificate
CepTudukaTt KauecTsa
Product name Protaphane® HM FlexPen®, Order Number; 7774140
HaseaHwne npoaykTa 100 1U/ml, 5x3 ml 3akaa N?
Mpotacdan® HM @nekcleH®,
100 ME/mn, 5x3 Ma
Product No: 7200594 Date of Manufacture: 04/2023
MpoaykTt N2 HaTa nponasoacrea
Batch No.: NR7MJ19 Date of Expiry: 09/2025
Cepun N CpoK rogHocTH
Dosage form: Suspension for injection, 100 IU/ml, 1 cartridge
NekapcrBeHHan ¢opmMa: in a pre-filled disposable pen N°5

CycneHava ana vHeekumi, 100 ME/mn,
no 1 kapTpuaxe B MHOrQZ03080HW GAHOPA30BONA
Wwnpuu-pyuke N2 5

Batch size: 21.723 packages/ynakoBkn

PazmMep cepuu:

Importing Country: Ukralne

MmnopTupyiolulan crpaHa: YkpauHa

API; 1 ml suspension for injection contains 100 IU biosynthetlc human insulln {recombinant DNA

that is produced in Saccharomyces cerevisiae);
1 IU ({International Unit) corresponds to 0.035 mg of anhydrous human insulin;
1 pre-filled pen contains 3 ml of suspension for injection that is equivalent to 300 IU.

AKTMEHOR BewecTso: 1 MA CYCNeH3IUW AN UHbEKLWK cogepXuT 100 ME MHCYAMHA YeNoBEYeCKoro
6uocuHTeTyeckoro (pekoMmbuHanTHaa JHK nonyueHHan ¢ Saccharomyces cerevisiae);
1 ME (MexayHapoaHas eguHvua) pasHaeTca 0,035 Mr Ge3sogHOre YenoseHeckore HHCYAnHa;,
1 MHOroA030BaA OAHOPA30Bas LMNPHUL-PYHYKa COAEPXKAT 3 MN CYCNEH3WA ANA UHBEKUWHK,
4YTO 3KBmeaneHTHO 300 ME.

Marketing Authorization No.UA/17174/01/01. Valid till 02/01/2024
PeructpaumoHHoe CengeTtenscTeo N° UA/17174/01/01 HeWcteutensHo Ao 02/01/2024

This batch of product is in compliance with the approved specification/Quality Control Methods
AaHHan cepmuna cooTBeTCrayaeT TpeboBaHMAaM yTBEpPXASHHOA cneundukaunn/MKK.

Results of analysis See Certificate of Analysis, enclosed
Pe3aynbTaTbl aHanu3a: Cu. CeptidmkaTr AHanusa, npyunaraeTcs
Components Results Units Specification Methods
HopMaTHBHLIE NOKa3aTenu PeayneTaThl EaAUHKLBI Cneundmkauma MeTtoabl
(Tpe6omaHun MKK)
* Macrascopy  aee LOR SHEREE fearding depotite s whi seamerand aaves L
RHEURAM B Ch. THe a colorless or almost colorless supernatant; Esp. ®apm. ",
Ceprudukar NPUMEHUMO> the sediment is readily resuspended by gently =~ BW3YaNbHO
AHanuaa shaking. When examined under a microscope,

the particles are seen to be rod- shaped

crystals, the majority crvstal 2 it
20 pm. ’
CycneHaun Genoro Lpepd,
oTCTaMeaHuKW obpasyeftat




Protaphane® HM FlexPen®,
100 IU/ml, 5x3 ml
MpoTtahan® HM dnexkcleH®,
100 ME/mn, 5x3 mn

Order Number:
3akaz N?

Product name
HazsaHwve npoaykra

Product No: 7200594 Date of Manufacture: 04/2023
Mpoaykr N2 faTa npouseoacrea
Batch No.: NR7M]19 Date of Expiry: 0972025
Cepua N° CpoK roaHocTH
Dosage form: Suspension for injection, 100 IU/ml, 1 cartridge
NekapcreeHHan diopMa! in a pre-filled disposable pen N25
Cycnensus ans mHeekumn, 100 ME/mn,
no 1 KapTpuaxe 8 MHOMOA03080W 0AHOPA30BOK
wnpuy-pyyke N2 5
Batch slze: 21.723 packages/ynakosKu
Pazmep cepun:
‘Components Results Units Specification Methods
HopMmatvBHbIe NoKasaTenu PezynoTathl EAMHMLBI Cneuuduraumna MeToas!
{TpeGopaHna MKK) _

e Crystal identity See COA <none:> Comnplies Ph.Eur.
HAEHTUYHOCTE Cm. <HE MPUMEHUMO > CootBeTcTBYET Esp. tDapM.*,
KkpucTannos CepTudukar BU3YankHo

AHanusa

¢ Crystal length, See COA um 1-20pm Ph.Eur.
from Cm. MKM 1-20 MKM Esp. ®apm.”,
OnvHa Ceptudmukar BU3YaNbHO
KpUCTannes, oT AHanusa

o Crystal length See COA um 1-20um Ph.Eur.

o Cm. MKM 1-20 Mkm Esp. dapm.”,
AnnHa Ceprudukar BU3YanLHO
KpWCTannoe, Ao AHanwvsa
Identity of human See COA <none> Complies Ph.Eur./USP
insulin Cm. <HE NPUMEHIMO> CooreeTcTayer Emp. ®apm.”/
WaeHTUPUKALMA MHCYNMHa  CepTudukaT Dapm. CILA.,
AHanuaa Meros BIXKX
Assay of insulin See COA IU/ml 95 - 105 IU/ml or Ph.Eur.
KonuuecTBeHHO CM. ME/mn 3,29 - 3,64 mg/ml Epp. ®apM.”,
onpeseneHne MHCyIMHa CepTudpukar 95-105 ME/mn nnu MeTon BIKX
AHanuaa 3,29-3,64 mrimn
pH See COA <none:> 69-7.5 Ph.Eur./USP/IP
pH CM. <HE MPUMEHUMD> EBp. ®apm.2.2.3/
Ceprudukar Gapm. CLUA/
AHanW3a {dapMm. AnoHuuK
Insulin in supernatant See COA 9%
CogepxaHue WHCYNHUHA B Cm.
H2A0C3A0UHOR XMAKACTK CepTudmkar
AHanuza
High molecular weight See COA %
proteins Cw.
BbICOKOMONEKyNnApHLIE Ceptudmkar
6enku AHanuaa




Product name
HassaHne npoAykTa

Protaphane® HM FlexPen®,
100 1U/ml, 5x3 ml
MpotacdhaH® HM PnexcleH®,
100 ME/mMn, 5x3 Mn

Order Number:
3akaa N¢

niovo NoNgiais140

Product No: 7200594 Date of Manufacture: 04/2023
MpoaykT N2 AlaTta npou3BoAcTEa
Batch No.: NR7MJ19 Date of Expiry: 09/2025
Cepuna N° CpoK rogHocTH
Dosage form: Suspension for injection, 100 IU/mt, 1 cartridge
NexapcrBeHHan dopma: In a pre-filled disposable pen N25
CycneH3ua anst uHeekuwi, 100 ME/mn,
no 1 kapTpuaxe B MHOMOAQ30BCH 0QHOPA3CBOH
wnpuyl-pyJke N 5
Batch size: 21.723 packages/ynakoBKK
Paamep cepun:
Components Results Units Specification Methods
HopMaTuBHEIE NOKa3aTenu Pe3synbTaThi EanHW LB Cneuundrrauna MeToAab!
{TpebosaHna MKK) B
« A21 Desamido See COA % £15% Ph.EUr.
insulin CM. CepTudpukar Esp. ®apm.”,
A21 OezaMnao AHanusa MeTon BIMX
MHCYNMH
s Dther related See COA % Releas._e: <3,0% Ph.Eur. .
roteins CM. CepTudmkar Shelf life: < 6,0 % Esp. ®apm.”,
Epyrvle AHanusa Mpu puinycke: < 3,0 % MeToa BIXKX
conyTcTeyioiLuMe B TeyeHWe cpoka
Genku (CYMMapHo) ronHocmaEs 6:0.%
Zinc total See COA ug/ml < 40,0 pg/mi " Ph.Eur./USP/IP
LinHK oBLme CM. CepTuduraT  Mkr/mn £ 40,0 wir/ma’ Eep. ®apm.”2.2.23/
AHanuvza dapu. CLUA/S
dapm. AnoHuu,
METOA aTOMHO-
a6copbuUoHHOK
cneKTpooTOMETPUM
Bacterial endotoxins See COA IU/ml < 80 U of endotoxin/ Ph.Eur. Method D
BaKTepuanbHbie CM. Ceptipvkar  ME/mn 100 1U of insulin Esp. ®apm.*2.6.14,
IHAOTOKCUHBI AHanmsa <80 ME 3Ha0TOKCHMHORB/ meTon D
100 ME wHcynuMHa
Sterility See COA <none> Complies Membrane filtration
CTEpMNBHOCT CM. CepTudmKaT  <He NPUMEHWMMO> CooteercTByeT Ph.Eur./USF/IP
AHanuza Eep. ®apm.2.6.1/
dapm. CILA/S
hapm. AnoHwvK,
Meras Mem5paHHoir
e (PUNbTPALMK
Isophane confirmation See COA <none> Complies 2 Sheltrophotometry
[oaTeepxaeHME WaadaHa Cm. CepTMdMKaT  <He npuMeHMMO> Caotaerd] "";' a
AHanu3a MeToa A2361a,

r
Yl
2,
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Preduct name
HaseaHue npogykra

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

NperacdaH® HM PnekclNeH®,
100 ME/mMn, 5x3 mn

Order Number:
3aka3 N2

779RYRG0disK

Product No: 7200594 Date of Manufacture: 0472023
MpogykT N2 AaTta npoussoacTea
Batch No.: NR7MJ]19 Date of Expiry: 09/2025
Cepua N° CpoK rogHocTH
Dosage form: Suspenslon for injection, 100 IU/ml, 1 cartridge
NekapcrseHHan dopma: in a pre-filled disposable pen N25
CycneHzus ans WHbekuuid, 100 ME/mn,
no 1 kapTpuaxe B8 MHOrOA030B0OK OAHOPA3OBOIA
wnpuu-pyd4ke N2 5
Batch slze: 21.723 packages/ynakoBKu
Pa3Mep cepyu:
Components Results Units Specification Methods
HopMaTHMBHLIE NOKa3aTENW PezynbTaThl EaMHMLbI Cneundnkauma MeToAbI
(TpeGoBaHua MKK)
~ Identification of See COA <none> Correspondence of the HPLC
presewatives Cm. Cepmndukar <HE NPUMEHNMO> retention _times of No. A2461a
MaeHTUdMKALMS AHanuaa preservatives peaks on BHyTp.MeTon A2461a,
KOHCEpRAHTOB the chromatograms of_the MeTon BaXKX
tested and corresponding
reference solutions.
CooreeTcTBMe BPEMEH
YOEPKUBAHWA NUKCB
KOHCEepPBAHTOR Ha
XPOMaTorpaMMax
MCMBITYEMOrD M
CTaHAAPTHOro pacTeopa
Metacresol See COA mg/ml 1,35 - 1,65 mg/ml HPLC
MeTtakpeaon CM. CepTUdMKAT  mr/mn 1,35 -1,65 Mr/Mn No, A2461a
AHanusa BHyTp.MeTOA A2461a,
MeToa BN
Phenol See COA mg/ml 0,59 - 0,72 mg/mt HPLC
theHon Cwm. CepTHCpHK.aT Mr/mn 0,59-0,72 mMr{mn No. A2461a
AHanw3a BHyTp.meToq A2461a,
MeToa BIXX
Dose accuracy See COA % + 5% for dose level 50 IU  216.QA.005
TOYHOCTh AO3MPOBAHUA CM. Ceptudmnkar % 5 % ana go3el 50 ME BHyTp.MeTOa
AHanu3a 216.QA.005

- In compllanc:e with the Ph.Eur. monograph for Insulm Injection, Isophane/
CooreeTcTBYeT ThebosaHnam MoHorpadmn Eep.®apM. «HCYNH ans nHbekUWid, WaodaH».

s Equivalent to 40.0 pg/100 IU/ SkeuBaneHTHO 40 mkr/100 eanHuy,.

Certification statement / 3ansneHune o ceptudukalum
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 abov
in full compliance W|th the GMP requirements of the local Regulatory®
spemfrcatlons in the Marketlng Authorization of the lmportlng country 0

npoBepeHbl U yCTaHoBneHo cooTeeTcrene GMP.

mentloned 5|te(s)



Product name
HazpaHwe npoaykTta

Product No:
Mpoaykr N2

Batch No.:
Cepua N°

Dosage form:

NekapcTeeHHan dopMa:

Batch size:
PasMep cepuu:

Protaphane® HM FlexPen®,
100 1U/ml, 5x3 ml
MpotagpaH® HM ®nekcleH®,
100 ME/mMn, 5x3 Mn

7200594

NR7M119

Order Number:
3akasz N°

Date of Manufacture:
Harta npow3BoacTea

Date of Expiry:
CpoOK rogHocTu

nove.nordisk”
7774140

04/2023

09/2025

Suspension for injection, 100 IU/ml, 1 cartridge
in a pre-filled disposable pen N25

CycneHava ana vHbekuMin, 100 ME/Mn,

no 1 KapTpuaXe B MHOIoA030BOH 04HOPA20R0H

wnpuu-pydke N2 5

21.723 packages/ynakoBKK

Manufacturing site for formulation, filling, primary packaging, quality control of drug product (in Penfill®) and
batch release responsible site (in FlexPen®): Novo Nordisk A/S, Novo Alle, 2880 Bagsvaerd, Denmark

MNpou3soanTens HepacacoBaHHOMC NPpOAYKTa, MEPEWUHAR YNAKOBKA;

KOHTpPONb KaddvecTtea MNpoAyKTa B

nepeMyHor ynakoeske (kapTpuaxe (eHOWMNN®) WM OTBETCTBEHHBIA 33 BLINYCK CEPMM rOTOBOrO NpPOAYKTa
(®nekclen®): A/C Horo Hopauck, Hoeo Anne, 2880, barceaepa, JaHun

Manufacturing Authorization No. 102798
Certificate of GMP compliance of a manufacturer No. DK H 10000517
JinueHaus Ha nponaBoacTso No. 102798
Ceprudmkar GMP No. DK H 10000517

Date/Name:
Aata/damunusa

2023-07-05/Golfam Golbaz

Authorized Person.

YNOAHOMOYEHHBIA COTPYAHUK

Quailty Department
Otaen KauecTea
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