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

mpoB. Ceitmmaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: {(044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B Y KpaiHy JikapchbKoro 3acody

29.11.2024 Ne 56545/24/10

HNPOTAPAH® HM PJIEKCIIEH®

{HallMEHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiinm MOCBiIcHAAM )
cycnemnsia s in'exnii, 100 MO/mu; oo 3 Ma y KapTpHEAXI; mo 1 KapTpHAXKY Yy 0ararogo3osiii
OHOpa30BiH MNpHI-PY4Ni; 0 5 MNPAN-PY4Y0K Y KapTOHHIH Kopodui

(topMa BHITYCKY, IOZYBAHHSA, RAJ] HAKYBAHAA JKAPCEKOTO 33c00Y)
Howmep peectpaniiinoro nocsimacras UA/17174/01/01 crpox aii peccrpaniiinoro mocsimaerna (¢41.01.2099
Cepina nikapcekoro 3acoby Ne PR7XW49 KimukicTh EBe3eHOTO JiKapchkoro 3acoby 21721

BnpoSHak A/T Hoeo Hopaick, JlaHiga

(HaliMeHyBaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

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

(HailiMeRyBamAA Ta ko[ a C€/IPTIOY loprmriHol ocobn abo mpizeume, iM'a, mo HaTkkoRi ¢izrmol
ocobu - miampuemna, 1i Miclie MpoXKHBAHHA Ta peccTpaniifmiii HoMep o6NiKORO]T KAPTKY IIATHHKA
IOJATKIB a0 cepifl Ta HOMep TACHOPTa)

I potokon Bizsyannaoroe xeaTpoxw ix 29.11.2024 Na 3380/2.

Omera EPBOMEHKO

(inivianu Ta npizsHime)




Certificate of Analysis %

CepTHdikaT AHaNnisy

novo nordisk”

Novo Nordisk A/S
Wove Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888
Fax. +45 44495 0S55

PROTAPHANE HM FLEXPEN Order Number : 0007787838-20

100 IU/ML 5X3 ML 3amonyieHHs HNo.

Oporadan HM énexcllen 100 MO/mr, 5x3 mnm Date of Manufacture : 03/2024
JaTa BHPOGHHHTBQ

Product No. : 72005%4

MponyxT No

Batch Number : PR7XW49 Date of Expiry : 08/2026

Cepin No JlaTa sakiHYeHHA CTPOKY NpMIaTHoOCTL

Item No.: 5026461 Batch No.: PR7WC86 Ext Spec: 50264XX-990

Components Results Units Note

IoKaIHUKU PesyAbTaTH OmMHMITL puMiTRa

Macroacopy COMPLIES

o Bimnonigas

Crystal identity COMPLIES

IpeHTHYHICTE KpucTanis Bimnonigas

Crystal length frem 7! Hm

Jomastea xpucTanim, Bip £ oamna

Crystal length to 4 Hm

Nomamea KpMcTanis, go Jeamma

Identity of human insulin COMELIES

IpeuTHbixanin iucyniny Bimnonigas

Assay of insulin 100 IU/ml

Kinsxicue muamHauenHa iuncynioy MG/

pH 7.3

pH

Inaulin in supernatant <0.5 %

BmicT iHcyminy B Hafjocafomilt pimmHl
High molecular weight proteins 0.3 %
BHcoMroMoneKyARpHl Simxm

221 desamide insulin 0.4 %
K21 JAesamipcimcynin

cther related proteins 0.4 %
Temi cmopizuesi Binkm
Zine total

IMHE =&TAJEHMH

Bacterial Endotoxin
EaxTepiansHl eHOOToOKCHMHM
Sterility

CrepMneHlicTE

Isophane confirmaticn

?

NigTsepaxeHur iscbamy

ID of preservativea

LITH
b

IpeuTHirxanin KoHcepmaHTin t

FJ,I

Metacrescl
Meraxpeson
Fhenol

deHoa

012 Ukraine Cert. No:,
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Certificate of Analysis

CepTHdikaT AHaANisy

novo nordisk”

Novo Nordisk A/S
Wove Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888
Fax. +45 44495 0S55

PROTAPHANE HM FLEXPEN Order Number : 0007787838-20
100 IU/ML 5X3 ML 3amMoBieHHA No
Oporadan HM énexcllen 100 MO/mr, 5x3 mn Date of Manufacture : 03/2024
FflaTa BMpPOSHMIITEa
Product No. : 7200594
MponyxT No
Batch Number : PR7XW49 Date of Expiry : 08/2026
Cepin No JlaTa sakliHYeHHA CTPOKY NpMIaTHOCTL

TouyHiCcThE OOoS3yYBaHHA: Bimnorigae
Dose Accuracy: Complies

_11ﬂ
JTOKY MEHT

2024.11.27 Copenhagen

Lina Nielsen
Quallty Department

012 Ukraine
Created by: WLNN con: 2024.11.27 08:38:53 UTC Page: 2 of 2
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Ukraine Batch Certificate

YkpaiHa Cepruadikart AakocTl

nNovo nordisk”

Navo Nordisk A/S

Novo Alle 1
Product Name and Strength:  Protaphane® HM FlexPen®, 100 IU/m, 5x3 m)| 2880 Bagsvaerd
Ha3Ba NpogyKTy Ta ADIyBaHHA Npotapan® HM ®nekcleH®, 100 MO/Ma, 5x3 mn R T—
Importing Country: Ukraine
KpaiHa-imnoprep Ykpaina
Dosage form / Package size: Suspension for injection, 100 IU/ml, 1 cartridge in a

pre-filled disposable pen Ne5

flikapeeka ¢popma /posmip ynakoBkM: CycneHain AnA iH'ekuid, 100 MO/mA, no 1 KapTpuaxy 8 GaraToAo30Bil

0AHOPa308ii Wnpuy-py4ui Ne 5

Batch No. / size: PR7XW49 / 21721packages/ynakoBok
Cepia Ne / Poamip

Order No: 0007787838

3amoBneHHs Ne

Date of Manufacture: 03/2024

Aara snpobHuuTaa

Date of Expiry: 08/2026

TepMiH NpuAaTHOCTI

Registration certificates No: UA/17174/01/01

Peecrpauiiive NoceigveHHs Ne

Drug Product Specification: 50264xx/990

Cneuwdikalys roTosore Aikapcbkoro sacoby

Methods used: Stated in the approved Drug Product Specification, Version
8.0 verified in the Novo Nordisk Registration System.
3acTocoByBaHi MeToAM! 3aaHadeHi B 3aTeepkeHiii Cnelywdikauli Ha roToswii nikapcbkuid 3aci6, sepcin

8.0 sepudikosaHa y PeecTpaLliiiHili cucTeMi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
Pe3ynkTaTti aHanizy gMBUCH

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

Bupo6Huk BlanesigansHWiA 32 BrNyck cepii roTopora nlkapcsKoro 3acoby:
A/T Hoeo Hopalck, Hoso Anne, Barcaaepa, 2880, flaHin

Manufacturing Authorization No. 1 03894

JliyeHsla Ha supobuuuTBO No,

Page 1 of 4



Ukraine Batch Certificate

¥xpaiHa CepTudikaT akocti

NOVO fiordisk®

Product Name and Strength: Protaphane® HM FlexPen®, 100 IU/ml, 5x3 ml phows HordhleAss

Novo Alle 1
Hasea npogykTy Ta Ao3yBaHHA MNpotagan® HM dnexcleq®, 100 MO/un, 5x3 mn 2880 Bagsvaerd

Denmark

Batch No: PR7XW49 Tel. +45 4444 A98A
Cepina Ne

Test item/Component Acceptance Criteria Result Unit Notes
MokazHWKW FKoCTI Crreljtdikauin PesynbTtatm OaVHWL MpumiTkm
{Bumoru MK#) BUMIPIOBAHHA

Macroscopy A white or aimost white See COA <none> *
JoBHIiWHIK BMrNag suspension which on standing Ave. <He

deposits a white sediment and  Ceptmdikar  3acToCOBYEThCA>

leaves a colorless or almost aHanisy

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 length

with 1-20 pm.

CycneHsia 6lnoro konsopy, B Aklit y

pasi BigCToIOBAHHA YTBOPIOETLCA

6lanii ocag | BesbapeHa abo Malixe

6eabapeHa Haa0caA0Ba PigUHa;

QCaj ferko pecycneHayersca nlg,

HaC AErKOro CTpyLiyBeaHHA. Mpuy

AocAlmpxeHHi nig MIKpockonom

YaCTUHKW MAKTL BUMNAA KpucTanie

NoAoEXeHOT popmMK, AOBXIKHA

6inbwocTi kpucTanie 1-20 MKM.
Crystal identity Complies See COA <none>
IneHTUYHICTL KpUCTania Bianoslaae Ane, <He

CeptdikaT  2acTOCOBYETHCH>

Crystal length, 1-20pum
from 1-20 MKM
JoBxWHa KpucTanis, Big

Crystal length 1-20 pm
to 1-20 MM
AOBXWHA KpUCTanis, 40

Identity of human insulin ~ Complies
IaeHTnikauis iHcyniny Bignosigae

Ceprudikar
aHaniay
Assay of insulin 95 - 105 IU/ml See COA
KinbKicHe BU3HaueHHs or 3,29 - 3,64 mg/ml Ave.
iHCYRiHY 95-105 MO/mna Ceprudikar
a6o 3,29-3,64 Mr/mn aHanizy

'

:qmuun
o olilg o
, u
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Ukraine Batch Certificate

YkpaiHa Ceptudgikat akocTi

Product Name and Strength: Protaphane® HM FlexPen®, 100 IU/ml, 5x3 ml
NporadaH® HM PrexcNen®, 100 MO/MA, 533 mn

Hassa npoaykTy Ta AO3yBaHHA

Batch No:
Cepina Ne

pH

Insulin in supernatant
BMIcCT iHCyniHy B
HaA0Ccaf08IA piauHi

High molecular weight
proteins
BucokomonekynapHi
6inKn

A21 Desamido
insulin
A21 RezamigoiHcyniH

Other related
proteins

IHWi cnopigHeHi Ginxkw
{cymapHo)

Zing total
3araneHWA LWHK

Bacterial endotoxins
BakTepianbHi
E€HAOTOKCMHW

Sterility
CTeprnbLHICTL

Isophane confirmation

MigTeepaxeHns izodaHy

PR7XW49

69-75
69-75

<1.0%

Release: < 1,0 %
Shelf life: £ 3,0 %
Mpu Bunycky: < 1,0 %
HanpwkiHui TepMmiHy
npuaaTHocTl: £ 3,0%
<15%

Release: <3,0%
Shelf life: < 6,0 %
Mpu Burycky: <3,0 %
MNpotarom TepMiny
NpUAAaTHOCTI: <6,0 %
£ 40,0 pg/ml **

< 40,0 MKrimn®*

< 80 IU of endotoxin/ 100 IU of

insulin

See COA
Ave.
CepTndikar
aHanisy
See COA
Ave,
Ceprudikat
aHanisy
See COA
Avie.
CeprudikaT
aHanisy

See COA
Ans.
Ceptngikar
aHaslsy
See COA
AuB.
CepThdikar
aHanisy

See COA
Aue.
CepTudikar
aHanisy

S5ee COA
Aus.

<80 MO eHaoTokcuHiB / 100 MO Ceprudikar
aHamsy

iHCYNiHY
Complies
Blanosigae

Complies
Blanogigae

Page 3 of 4
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novo nordisk’

Novo Nordisk A/S

2880 Bagsvaerd

Tel. +45 4444 8BES



novo nordisk’

Ukraine Batch Certificate

Yxkpaida Ceprudikar akocTi

Product Name and Strength: Protaphane® HM FlexPen®, 100 IU/ml, 5x3 ml Hove Nordisk A/s

Ha3ea npoaykTy Ta goayeaHHA MNporagaH® HM PnekceH®, 100 MO/Mn, 5x3 mAa ésao BaEsvaerd
EBNnmar

Batch No: PR7XWA49 Tel. +45 4444 5888

Cepla Ne

Identification of Correspondence of the retention  See COA <none>

preservatives times of preservatives peaks on  [lve. <He

IpeHTudikauia the chromatograms of the CepTudikat  3acTOCOBYETHLCA>

KOHCepBaHTIB tested and corresponding aqanisy

reference solutions.
BignoeigHictb vacis
YTPWUMYBaHHs niKiB
KOHCEepPBaHTIB Ha
XPOMATOrpamMax BUNpoByBaHoro
1 CTAHAAPTHOMO PO3YMHY

Metacresol 1,35 - 1,65 mg/ml See COA mg/mi
MeTakpeson 1,35 -1,65 Mrimn Awne. Mmr/mn
Ceptndikar
aHanisy
Phenol 0,52 - 0,72 mg/ml See COA mg/mi
deHon 0,59-0,72 mr/mn Awve. Mr/mn
Ceptuoikat
aHanisy
Dose accuracy + 5% for dose level 50 IU See COA %
TOYHICTE 403YBaHHA 1 5 % gna goaum 50 MO Ave,
CepTudikar
aHanisy

* - In compiiance with the Ph.Eur. monograph for Insulin Injection, Isophane/ Bignosiaae smoram MoHorpadii €8p. BapM, «IHyniH 40 IH'EL]I,
IaodiaHs,

** - Equivalent to 40.0 ug/100 IU/ ExelBaneHTHo 40 Mkr/ 100 DAMHWLG.

I hereby certify that the above mformatlon is authentlc and accurate This batch of product has

been manufactured, includin g % gtraning/labe

site(s) in full compliance Wit Ahe GMP reE{ i e, nents of the Iocal Reguiatory Authority and with
i go o AN nad N

the specifications in the M4 ‘griﬁ\\ ﬂhqﬁsgtl

specification file for Inveslig Medicj sl

analysis records were revjei g beJlgﬂ tompliance with GMP,

Livm A 3acsiguyio, Wo BuLeBkaiaka indopmaulh ¢ ,qocToaijT‘.: ¢ | TOUHOD. flaHa cepia Npogykuii 6yna eurotosneHa

(BKNIOUAI0YN YNAKOBKY / M3 pKYE \I‘ i npoBegero xou'?’pe/.gb AKOCTI Ha AinaHLi(-kax) B NOBHIN BignoBlaHoCT 3

BAMOramn GMP, BcTaHOBREHU MWK mm,nqr)!gr(m/pwﬁm OpraHoM, a TaKoX ¥ BignosiZHOCT 3i cnedudlkaviamu, Wwo

MICTATLCA B peecTpauifHoMy Aocse. Mg SRy ':‘_Mmﬁﬁ W4TBa, YNAKOBKW Ta aHanisy 6y nepesipeHi | BCTaHOBAEHD

BIAMOBIAHICTE GMP, o

This batch is certified by a Qualified Person delegate.
Lis cepia cepTudikosaHa YNoBHOBaXeHOO 0coboto,

2024-11-27
QP-delegate / WLNN (Lina Nielsen)
Quality Department

Novo Nordisk A/S

Denmark
YnosHopaxeHa ocoba
Bigain AkocTi

AT Hoeo Hopaijck, flanla
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