AEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

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

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody

06.11.2024 Ne 56549/24/10

HOBOPAII)[® ®PJIEKCIIEH®
{HallMEeHYRAHHA MiKapCLEOTO 3aco0y 3riqHO 3 peccTpaniiiniM MOCBiTIcHAAM )
po34HEH A in exmiid, 100 O//ma, mo 3 M y KapTpHKi; mo 1 KapTpRIKY Y daratoao3osii
OHOPa30BiH MNpHI-pY4Ni; 0 5 MNPAN-PYYOK Y KapTOHHIH Kopodui
(topMa BHITYCKY, 03YBAHHSA, RHJ] HAKYBAHAA JKAPCEKOTO 33c00Y)

Howmep peectpaniiinoro nocsimacras UA/4863/01/01 crpok gii peectpaniiinore nocsimaenns 01.01.2099
Cepis nikapcekoro 3acoby e PR701Y0 KimLKicTh BEBe3eHOTO JiKapchkoro 3acoby 21671

BnpoSHak A/T Horo Hopaick, Jlaniga

(HailiMeHyBaHHA BHPOOHNKA KAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

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

(HailiMeRyBanmaA Ta ko[ a €J/IPIIOY loprmraaoi ocobn abo mpizeume, iM'a, mo HaTkkoRi ¢izrmol
ocobu - miampuemna, 1i Miclie MpoXKHBAHNHA Ta peccTpaniiimiii HoMep obNMiKOROT KAPTKY IMIATHHKA
IOJATKIB a0 cepifl Ta HOMEp TACHOPTa)

Ipotokon Bizsyannaoroe xearpomo eix 06.11.2024 N 3381/1.

LA D)

-

L. b
fLLm,\'_m-:uma ‘g\
" l@;)

J.

Bixrop CTE®KIBCLKUHA

{iriuiany Ta npizanuie)}




Certificate of Analysis

Ceprudpikar AHanizy

NOVORAPID FLEXPEN 100 U/ML
5¥3 ML

HosoPanin onexcllen 100 OO/wmn,

Product No. : 7200318
IponyxT No

Batch Number : PR701Y0
Cepia No

Order Number
JaMosneHHa Na

5x3 mm

Date of Expiry

Date of Manufacture :
JaTa BUMPRODHMUTER

O

novo nordisk”

Novo Werdisk A/S
Navo Allé

2880 Bagswvaerd
enmark

Tal. +45 4444 8888
Fax. +45 4449 0555

0007788603-90

05/2024

10/2026

JaTa saxkiHY8HHS CTROKY NPMIATHOCTL

Item No.: 5090561

Batch No.: PR7XW39

Ext Spec: 50805XX-990

Components Results Units Limits Note
HoKa3HMEM FesyneTaTH OomHMIi Hoprun Npumirka
Macroscopy COMPLIES COMPLIES

Onme Bimnoeigae Bianoeinae

Identity of insulin aspart COMPLIES COMPLIES

IoedTHpirauia ixcyniny acnapt Bianoeinae Bianoeinae

Aszay of 1nzulin aspart 5311 nmol/ml SH0-630

KinsxicHe euarayerka lrcyniny acnaprt HMOMB /M0

rE T.41 7.20-7.60

=8

High molecular welght proteins 0.2 % <}, G

BucoxoMonexynspnl Gimxm

BZ8isclAsp insulin aspart <i.2 % <=1.0

B28iaoAcn imcynin acnapm

Desamidoe insulin aspart 4.5 % <=2.0

Jeszamineincynin acnapr

Insulin asp related impurities 0.4 % <=1.%

CynyTal nomimww iweyniny acnape

Zinc total 16.3-24.5

[MHE =aTrankHI

Bacterial Endotoxin <BO

BakTepianmHi eHmoTOKCHMHN

Sterility /}, COMPLIES

CrepMILHiCcTE ) \ Bianoeipae

ID of pressrvatives \(‘f_\ COMPLIES

InenTudirvayia woucepmanTis )2 Bianorifpae

Metacresol },'::':-) 1.55-1.8¢%

Meraxpeson e /

Fhenol 1.35-1.65

dreHoa

Freezing point depressien 0.43-0.53

SHMXEHHA TEMISPATYPM SAMEP3aHHA Uenucia

Particles »>= 10 pm/centainer 86 <=p000 e
MexaniuHi BrR/ONeHHA >= 10 wku/KoHTeRHED i:t?l?::;?y* b
Particles >= 25 pm/container 2 <=600 i @ \‘\ A
MexanluHi BR/ONEHHA >= 25 wiu/KoHTelHED

TouHicTe nosyeBaHHA: Bimgneeinpae

072 Ukraine Cert. No:,

Created by: WLNN on: 2024.10.03 06:46:43 UTC

Page: 1 of 2



Certificate of Analysis

Ceprudpikar AHanizy

NOVORAPID FLEXPEN 100 U/ML
5¥3 ML

HopoPanin onexcllen 100 OI/wan, 5x3 pam

Product No. : 7200318
Iponyxr No

Batch Number : PR701Y0
Cepia No

Dose Accuracy: Complies

2024,10.03 Copenhagen

Lina Nielsen
Quality Department

This Certificate is generated by a computer quality system and inc

signature

This Certificate is generated by a computer quality system and includes an ele

Order Number
JamosneHHa No

Date of Manufacture

JaTa BMPOOHMUTEZR

Date of Expiry
JaTa SaxkiHYeHHS CTROKY NPMIATHOCTL

- nad
TOKYMEHT

072 Ukraine
Created by: WLNN on: 2024.10.03 06:46:43 UTC

\\Qif;
1B ?>\
\e

goQ7788

05/2024

O

novo nordisk”

Novo Wordisk A/S

Tel.
Fax.

603-90

10/2026

Page:

Cert. No:,

2 of 2

Navo Allé
2880 Bagsvaerd
enmark

+45 4444 8888
+45 4449 0555




Ukraine Batch Certificate 5

: ; ; novo nordisk
Ykpaina CepTwdikat AKOCTI
Product Name and Strength:  NovoRapid® FlexPen®, 100 U/ml, 5x3 ml N Nor ok A/S
Ha3pa npogyKTy Ta A03yBsaHHA HopoPanig® Paexclen®, 100 OA/mA, 5x3 mn s&so B:Esvaerd
enmal
Importing Country: Ukraine Tel, +45 4444 5685
KpaiHa-Imnoptep YrpaiHa
Dosage form / Package size: Solution for injection, 100 U/ml, in a pre-filled
multidose disposable pen FlexPen® /
TNikapcuka hopma /posmip yNakoekm PozunH anA iH'ekuiid, 100 OA4/mn, nonepeaHs0 HanoBHeHa SaraTogo3o0Ba
OAHOPA30Ba WNPIL-pydka PnekcleH®
Batch No. / size: PR701Y0 / 21671 packages/ynakoBok
Cepia Na / Poamip
Order No: 0007788603
3amosneHHA Ne
Date of Manufacture: 05/2024
Aata supobHuuTEa
Date of Expiry: 10/2026
TepmiH NpyAATHOCTI
Registration certificates No: UA/4863/01/01
PeectpadiiiHe MoceigueHHs Ne
Drug Product Specification: 50905xx/990
Cneungikalyina roTosoro AikapcLKoro 3acoby
Methods used: Stated in the approved Drug Product Specification, Version
9.0 verified in the Novo Nordisk Registration System.
3acTocoBaHi MeToEM: 3azHaueHi B 3aTeepaxeHii Cneywdikayii Ha roToBWiA AikapcbKMIA 3acib, eepcin

9.0 sepudikosana y PescTpauiitiil cncremi Hoso Hopalck

Analysis results see Electronic Certificate of analysis
Pe3ynbTaTi aHanisy AMBUCE

BupoBHuK BiANOBIAaNLHWIA 3a BUNycK cepii rOTOBOro nikapcbkoro sacoby:
AT Hoso Hopgick, Hoso Anng, barceaepyg, 2880, A#Am

Manufacturing Authorization No. 103894

flityeHsin Ha BUpPOBHUUTBO Ne

Certificate of GMP compliance of a manufacturer No. DX
Ceptudikat GMP Ne

Page 1 of 4



Ukraine Batch Certificate A

YkpaiHa Ceptugikat akoctl

Product Name and Strength: NovoRapid® FlexPen®, 100 U/ml, 5x3 mi NovorNardlelc A/5

Novo Alle 1
Haaga npoAyKTy Ta A03yBaHHA HoeoPanla® daekcled®, 100 OA/mMA, 5x3 mn gsso BaEsvaerd
enmar

Batch No: PR701Y0 Tel. +45 4444 8888
Cepia Na

Test item/Component Acceptance Criteria Result Unit Notes
MNoKazHUKKN AKOCTI Cneuwdikauia PeayneTati OpnHnLi Mpumit
{Bumori MKA} BUMIpIOBAHHS KK

Macroscopy Complies means that the sample  See COA <none:>
Onwue is a colourless liquid free from Awve, <He
turbidity and foreign matter. Ceptndikat 3aCTOCOBYETD
During storage traces of a very adanizy ca>
fine sediment may be deposited./
besbapeHa piavHa 6e3 kanamyri
Ta CTOPOHHIX 4acTUHOK. ¥ npoueci
36epiraHHA MOXYTb 3'ABMTUCA
chligW Ayxe TOHKOrQ 0cagy.

Identity of insulin aspart In the chromatogram obtained See COA <none>
IaeHTUdikauia iHcynlHy acnapr with a sample solution the dwme. <He
retention time (RTsample) of the Ceptudikar 3aCTOCOBYETh
main peak must be in the interval:  ananiay a>
0.96*RTrer = RTsalTlpIe £ 1.04*RTres
Ha xpomatorpami
BMNpOobYBaHOrO PO3UMHY Yac
YTPUMYBaHHA OCHOBHOTO Mika
mMac 6yTW B iHTepBani
0,96* RTcrana <RTeunp.51,04*RTcrans.
Identity of preservatives If in each chromatogram of the See COA <none>
IaevTngikadin peHoay i sample sclutions the major peaks  AuBb. <He
MeTakpesony are detected with retention time Ceprudikat 3aCTOCOBYETh
within £ 0.3 min. from the aHaniay ca>
retentlon time of phenaol and/or
metacresol in the preceding
chromatogram of the reference
solution, these preservatives an
identified. /
Yac yTpMyBaHHA OCHOBHMX
Ha xpomarorpamax
BMNPOBOBYBAHWMX PO3YNHIB
NoBKWHeH 36iraTMcA 3 Yacom
YTPUMYBaHHA OCHOBHWX MiKiB
beHony ifabo matakpesony Ha
XpoMarorpami cTaHapTHOro
po3yMHY B Mmexax 0,3 xB.
pH 7,20-7,60

A

I3rnat

—

—

~_ Ot

High molecular weight Release: < 0,9 %
protelns Shelf life: £ 1,5 %
BucokomonerynapHi Ginkn Mpu Bunycky: < 0,9 %
Mg Yac TepMIHy DpUgaTHOCTI:
£1,5%

Page 2 of 4




Ukraine Batch Certificate

YkpaiHa Ceprudikar axocTi

Product Name and Strength:

Hazsa npoaykTy Ta go3yBaHHA

Batch No:
Cepia Ne

B28isoAsp insulin aspart
B28i3oAcn iHcyAiH acnapt

Desamidoe insulin
aspart
Ae3amifo iHcyniH acnapT

Insulin aspart related impurities
AoMilukm iHcyniHy acnapr

Zinc total
LinHK 3aranLHWA

Bacterial Endotoxin
bakTeplanbHi eHAOTOKCMHW

Sterility
CTepunbHICTE

Assay of insulin aspart
KinbkicHe BU3Ha4YeHHA iHCyniHy
acnapt

Metacresol
KinbkicHe BU3HaveHHA
MeTakpesony

Phenaol
KinekicHe BuaHaveHHn deHony

NovoRapid® FlexPen®, 100 U/ml, 5x3 ml

HosoPanlg® ®nekcMen®, 100 OA/mn, 5x3 Mn

PR701Y0

Release: £1,0%

Shelf life: < 2,2 %

Mpw Bunycky: 1,0 %

Mig Yac TepMiHy NprAaTHOCTI:
2,2 %

Release: 2,0 %

Shelf life; < 4,5 %

Mpw Bunycky: 2,0 %

Nig yac TepmiHy NprmaaTHoCTI:
4,5 %

Release: < 1,5 %

Shelf life: £3,2 %

Mpw BUNycky: £1,5%

Mig Yac Tepmidy npruaaTtHocTl:
£3,2%

16,3 - 24,5 yg/mt

16,3 - 24,5 MKr/mn

= 80 IU of endotoxin/ 100 U of
insulin aspart

<80 MO enpoTokcuHie / 100 O/,
iHCyniHy acnapT

Sterile

(IpenapaT noBuHeH GyTu
CTEPUABHWM

Release:
580 - 630 nrmol/ml

[96,7 - 105,0 U/ml]
calculated unit *#*

Shelf life: 570 - 630 nmol/ml
[95,0 - 105,0 U/mi]
Mpw BUnycky:
580-630 HMOAL/)
(96,7-10500
pO3paxyHKOBW
Mig vac Tepmi
570-630 Hmon
(95,0-105,0 04
1,55 - 1,89 mg/
1,55 - 1,89 mr/mn

A=l

nad

1,35 - 1,65 mg/ml
1,35 - 1,65 mMr/mn

Page 3 of 4

*\('Hl-}}(} ;?

. u)}\\ VEHT

See COA
Aus,
Ceptudikar
aHaniay

See COA
AuB.
Ceptmdikar
aHanizy

See COA
AMB.
Ceprtdikar
aHanlsy

See COA
AvB.
Ceptudlkar
aHanlsy
See COA
Awve,
CepTudikat
aHanizy
See COA
AvB.
CepTudikar
aHanisy
See COA
Aue.
CepTdikar
aHan(ay

Aue.

& Oo, ‘umuuu Wt gl
H \ ublﬁ LI )

Novo Nordisk A/S
Novo Alle 1

2880 Ragsvaerd
Denmark

Tel, +45 4444 8888

%

Hg/ml %
MKr/MA

I/mi
MO/mn

<none>

<He
33aCTOCOBYETL
ca>

nmol/mi
HMOAB/MA




Ukraine Batch Certificate

.. . novo nordisk”

Ykpaina Ceptudikart Akocti
aHan]'3y MNovo Nardisk A/S

Freezing point depression 0.43-0,53°C See COA Celciusia g!;slvaerd

SHUXKEHHS! TOUKI 3aMep3aHHA Ave. rpagyc®men
CepTudikar Uenicis +45 4444 8388
aHanisy

Particles £ 6000/container See COA <none>

2 10pm < 6000/KapTpyax Ave, <He

MexaHiyHi BxAoYeHHA 210 MKM CepTuikar 33aCTOCOBYETh
aHanizy ca>

Product Name and Strength: NovoRapid® FlexPen®, 100 U/ml, 5x3 ml

Ha3sea npogykTy Ta 403yBaHHA HoeoPanla® d®nexclNen®, 100 OA4/mn, 5x3 mn

Batch No: PR701Y0D

Cepia Na

Particles < 600/container See COA <none>

= 25um £ 600/KapTpnaxK Ave, <He

MexaHiuHi BKNYaHHSA 225 MKM CepTudirkar 3JaCTOCOBYETH
aHanisy ca>

Dose accuracy +5% for dose level 50 U See COA <none>

To4HicTb A03yBaHHA 5% npw a03i 50 04 Aue. <He
Ceptudikar 3aCTOCOBYETb
aHaniay o>

- This method complles with the requirements In the monograph for Insulin preparations Injectable, Ph.Eur, and Insulin Human
injection, USP/ MeToA BUKOHYETLCA BigNOBIAHO 40 BUMOr Mohorpadii «Mpenapat IHoyaldy gns IH'exuiids EBp. Gapm, | «/MlioacsKHi
iHCyniH gnm iH'exuitie Dapm, CLUA,

** - This method complies with the requirements in the monograph for Insulin preparatlons Injectable, Ph.Eur, and the monegraphs for
Insulin injection products 'n JP, e.g. Isophane Insulln Injectlon./ Merog BuKoHyETheR BlgNoBlAHO Ao BYMOr MoHorpadii «MpenapaTu
iHCyRiHy Ans iH'ekulid» €BD. Papm. | «MpoayiTt incyAiHY AnA iH'ekUli» AnoHCbKoi Papm., HANPWKNAZ, «130¢an iHCYNIH iH'EKUIHMItS.

% . Caleulated based on the unlt definition, 6 nmol = 1 U./ Po3paxyHoK 3aCHOBAHMIA Ha BMaHaYeHH] OAUHWLL, 6 HMoL = 1 B,

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.

Linm 5 38cBig4YI0, WO BULLEBKA3aHa Ihdopmalin € 40CTOBIPHOIO | TOYHOH. JaHa cepis npoaykuii 6yna BurotosneHa
{eKNKOYAOYM YNAKOBKY / MapKyBaHHA) | NPOBEABHO KOHTROAR il AKOCTI Ha AinaHUI(-kax) B nosHIA signoeigHoCTI 3
BUMOrami GMP, BCTAROBAEH MM MICLEBM PEMYAATOPHM OPraHomM, a TAKOX Y BiANOBIGHOCTI 3i cneyuikaLiamy, Wo
MICTATLCA B peecTpauiiiHoMy Aocke, MpoTokean Bb‘lpOﬁHHLl,TBa, YNaKoBK Ta aHanlsy 6ynu nepeeipeHi i BCTaHOBAEHO
BignoRigHicTE GMP.

This batch is certified by a Qua
Lia cepia cepTidikosana ¥YnoBHOBA

2024-10-03
QP-delegate / WLNN (Lina Nielse

Quality Department

Novo Nordisk A/S Denmark
YnoeHoBaMeHa ocoba

Biaain AkocTi

AST Hoeo Hopgick, flaHina

Page 4 of 4




NIEPKABHA CJYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKINU OBJIACTI

npos. Ceitnuunoi Haxii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

, BUCHOBOK
Npo AKicTH BBE3eHOro B YKpainy JikapcbKoro 3acoby

02.01.2025 Ne 69281/25/10

HOBOPAIII® ®JEKCIEH®

(HaliMenyBauHs JliKapchKoOTo 33co0y 3riHO 3 PEECTPALI MM MOCBIAUEHHAM)
po3uuH Ann in exuiii, 100 OJI/mu, no 3 mut y kapTpuaKi; no 1 kapTpuaxky y 6aratoao3osiit
0HOPA30BIil IMPHUI-PYYNi; M0 5 NPHI-PYYOK Y KAPTOHHIH KopoOui

(topma BHITyCKY, H03YBaHHS, BHA NaKyBaHHs Nikapcbkoro 3acoly)
Howmep peccrpauiiinioro nocsiguenns UA/4863/01/01 crpox aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nixapcwkoro 3acofy Ne PR70JF3 Kinbkicts BBe3eHoro mikapeskoro zaco6y 10800

Bupobunk . A/T Hoso Hopuick, danis

(naiiMeHyBaHHA BHPOGHHKA NKAPCHKOTO 3ac00y, KpaiHa IOXOIKEHH)

Baescro B Ypainy Tosapucrso 3 o6mexenoro BixnosinanbHictio "Hoso Hopaick
Ykpaina", inent. xon: 41467446
(naiiMeHyBaHHEs Ta koj 3a €IPTIOY topuanaroi ocobu abo npisuiLe, iM'd, N0 6aThkoBi disnHOT
0coGH - HANPHEMLLS, Ti Miclle TPOXKWUBaHHS Ta peecTpauiiiHuit HoMep 0671iKOBOT KApTKH MIaTHHKA
nozaTKiB aGo cepis Ta HOMEp nacropTa)

Iporokoa Bizyansnoro kontposmo sin 30.12.2024 Ne 4152/4.

3a  pesynbTaTaMM  JIEPXKABHOTO KOHTPONIO BCTAHOBJNEHO, IO Jikapchkuil 3aci6 Beeseno B Ykpainy 3

JOTPHUMAaHHSM BuMOT 3aKOHOIABCTBA LIO/0 3a0e3neuecHHs AKOCTI JiKapcbKUX 3acobiB.
Be ou ar 0 7€
oS or wxx‘&(_”
Bikrop CTEGKIBCLKMHA

o0 1A KO,
x\(‘g\\'\'\‘ﬂuﬁﬁ A,.o

OHTPONO)



Certificate of Analysis

Ceprugikar AHanisy

NOVORAPID FLEXPEN 100 U/ML
5X3 ML

HoeoPanin dnexcllen 100 OM/mi,

Product No. 7200318
MpoaykT No.

Batch Number PR70JF3
Cepisa No

-5%x3 Mn

Order Number
SaMmoBneHHa No.

JaTa BUPOBHULTBA

Date of Expiry

Date of Manufacture :

Q

nove nordisk’

Novo Nordisk A/S

Tel.
Fax.

: 0007789836-40

07/2024

: 12/2026

Jara 3akiHUEHHA CTPOKY MPUOATHOCTL

Novo Allé
2880 Bagsvaerd
Denmark

+45 4444 8888
45 4449 0555

Item No.: 5090561

Batch No.: PR704R3

Ext Spec: 50905XX-990

Components Results Units Limits Note
ﬂoxasHMkM; . PesynbTaTu OnmumHKUL L Hopmu MpumirTka
Macroscopy COMPLIES COMPLIES
Onuc Binnosinae Binrnoeinmae
Identity of insulin aspart COMPLIES COMPLIES
Inernrudikauia iHcyslny acnapr Bianosinae Rianoeigae
Assay of insulin aspart 597 nmol/ml 580-630
KinbkicHe BuzHadeHHsa iucyniwy acnapeT HMONbL/MI

pH 7.41 7.20-7.60
pH

High molecular weight proteins 0.1 % <=0.9
BucoxoMonekynaphi 6ismaku

B28isoAsp insulin aspart <0.2 % <=1.0
B28isoAcn ixcynin acnapTt

Desamido insulin aspart 0.6 % <=2.0
Nesaminoincyniu acnapr

Insulin asp related impurities 0.6 % <=1.5
CynyTH1 HoMiwku iHcyniny acnapr

Zinc total 20.2 pg/ml 16.3-24.5
UuHk 3aransHui MKT/MN

Bacterial Endotoxin <10 1U/ml <80
BakrepianbHl eHOOTOKCHUHYU MO/tn

Sterility COMPLIES COMPLIES
CrepwiibHicTs Bigpnorinae Bignosinae
ID of preservatives COMPLIES COMPLIES
Inex™udikainls KoHcepBaHTiB Bianosinae Binnosigae
Metacresol 1.76 mg/ml 1.55-1.89
MeTakpeson Mr/Mn

Phenol 1498 mg/ml 1..35=1..65
deHom M1/ Mn

Freezing point depression 0.49 Celsius 0.43-0.53
SHUKEHHA TEMNepaTypu 3aMep3aHHsi Uenscia

Particles >= 10 um/container 125

MexaHiuHi BknoyenHs >= 10 MKM/KOHTeRHep

Particles >= 25 um/container 8

Mexamiuni BknoYeHHa >= 25 MxM/KOoHTeUHep

TouHliCcTe OO3yBaHHA: Bignominpae

072 Ukraine P Cert. No

Created by: NEMG on: 2024.10.18 11:05:00 UTC
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Certificate of Analysis G

CepTudikarT AHayizy

novo nordisk

Novo Nordisk A/S
Novo Allé
2880 Bagsvaerd

Denmark
Tel. +45 4444 8888
Fax. +45 4449 0555
NOVORAPID FLEXPEN 100 U/ML Order Number : 0007789836-40
5X3 ML 3amoesierHa No,
HoroPanin dnexcllen 100 OO/mn, 5x3 mi Date of Manufacture : 07/2024

NaTa BUPOOHULITEAS
Product No. : 7200318

MpoayxT No.
Batch Number : PR70JF3 Date of Expiry : 12/2026
Cepis No. JaTa 3axkiHUeHHA CTPOKY MNPUIOATHOCTL

Dose Accuracy: Complies

2024.10.18 Copenhagen

Mette Stegemann Magnussen
Quality Department ’ K
This Certificate is generated by a computer quality system and includes an electronic

R .

signature & . ' 5
This Certificate is generated by a computer quality system and includes an elegtronic signature -

S b l.v'
072 Ukraine 7 Cert. No: 4119478

<
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| UkraénéBatch “Cer'tiﬁcate

novo fiordisk
Yipaina Ceprvidikar skocri
Product Name and Strength:  NovoRapid® FlexPen®, 100 U/ml, 5x3 mi il
Ha3zBa NpoAyKTy Ta f4O3YBAHHA HosoPanig® ®nexclleH®, 100 O4/Mn, 5x3 mn éeam szgsvaerd
Denmaork
Importing Country: Ukraine Tel. +45 4444 9838
Kpaida-imnoptep Yxpaina
Dosage form / Package size: Solution for injection, 1060 U/ml, in a pre-filled
multidose disposable pen FlexPen® /
Nikapcbka Gopma /po3mip ynakcexm Po3uuK ans iH'exyid, 100 O4/MA, 1O O4HOMY KARTPUAXY y Haratofo39aiv
OAHOPa0BIA WNPULL-py4L DnekclNeH®
Batch No. / size: PR70JF3 7 21492 packages/ynaxkoBok
Cepin Ne / Posmip
Order No:. ~. . . - . " 0007789836
3amoBneHHn Ne ' ‘ o
Date of Manufacture: 07/2024
flata supobHuULTBa ) }
Date of Expiry: 12/2026
TepMiH ApUAATHOCTI
Registration certificates No: UA/4863/01/01
Peectpauiine NMocsigueHHa Ne
Drug Product Specification: 50905xx/9%0 - . - .
Cneywndikatlis ro10BOro nikapcbraro 33coby . )
Methods used: Stated in the approved Drug Product Specification, Version
9.0 verified in the Novo Nordisk Registration System.

3acTocogaHi Meroan: 3asuaueni B 3aTsepaxeniit Cneuudikadii Ha rotosuit nikapckkuii 3aci6, sepdist
g d : 9.0 sepudikoBaHa y PeecTpauifini cuctami Hoso Hopgick,

Analysis results see Electronic Certificate of analysis

Pesynbraty aHaniay quBrck

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

BUpoGHUK BIANOBIZANLHWIA 32 BUNYCK CEPii rOTOBOra NiKapcbKoro sacoby.
A/T Hoso Hopgick, Hoso Anne, Barcaaepy, 2880, JaHist

Manufacturing Authorization No. 103894
Niuerzin Ha 8BEoGHWUUTSO N

Certificate of GMP compliance of a manufacturer No. DK H 10000517
CepTWbi&’aT GMP Ne - :
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NOVO nordisk

Ukraine Batch Certificate

Yrpaira CepTudikaT akocti

Product Name and Strength: ~ NovoRapid® FlexPen®, 100 U/mi, 5x3 mi s Nowis: Ris
Ha3sa npogykry ra JO3yBaHHA HosoPanig® dnexcllen®, 100 O4/Mn, 5x3 mMn éﬁﬁﬁi.iffs"a""’
Batch No: PR70JF3 Tel. +45 4444 8888
Cepist Ne :
Test item/Component Acceptance Criteria Result Unit Notes
NOKa3HUKK AKOCTI Cneyundikania Pesynbrat OgnHnui Npuit
{Bumory MKS) SUMIPFIBAHHA Ki
Macroscopy Complies means that the sample  See COA <none>
Onvic is a colourless liquid free from Aus. <He
turbidity and foreign matter. Ceptudikar 3aCTOCOBYETE
During storage traces of a very aHanizy ca>

fine sediment may be deposited./
BesbapsHa piavnHa 6e3 KanamyTi
Ta CTOPOHRIX YACTUHOK, Y npoueci
30epiraHHA MOXYTh 3'ABUTUCA
CRIAU AYXKE TOHKOTO OCagy.

Identity of insulin aspart In the chromatogram obtained . See COA <none>.

InenTndikauia iHcynidy acnapr with a sample solution the ) A[AB. <He .
retention time (RTssmgk) Of the CepTudikat 3aCTOCOBYETS
main peak must be in the interval:  ananisy ca>

0.96*RTret S RTsanple S 1.04%RTrer
Ha xpomarorpami
BUNPOGYBAHOTO PO3UMHY Hac
YTPUMYBaHHA OCHOBHOTO Mika
mae 6yTn B iHTepsani

0,96* s

RTCT&I-IA.SRTDMH;)‘$1 ,04* RTCTE)HA‘
[dentity of preservatives If in each chromatogram of the See COA <none>
Iaentudikauis geHony i sample solutions the major peaks  Aus. <He
Mervakpesony are detected with retention time Ceptndixat 3aCTOCOBYETL

within = 0.3 min, from the auanisy A

retention time of phenol and/or
metacresol in the preceding
chromatogram of the reference
solution, these preservatives are
-identified. /

Yac yTpuMyBaHHS OCHOBHUX 1iKiB
Ha XpPOMAaTorpaMax
BANPOBOBYBAHNX PO3HNHIB
noenHeH 36iraTucs 3 Hacom
YTPUMYBaHHSA OCHOBHUX NiKiB
deHony i/abo marakpesony Ha
Xpomarorpami CTaRrAapTHOro
pe3dmnHy B Mexax +0,3 x3.

pH 7.20-7.60
7,20-7,60
High molecular weight Release: £ 0,9 %
proteins Shelf life: 1,5 %
Bucokomonekynsapi Ginku Mpu Bunycxy: € 0,2 %
Mig wac TepMiHy NBUAATHOCTI
£1,5%

Page 2 of 4 s



Ukraine Batch Certificate

Ypaina Ceprudixar axocri

Product Name and Strength:

Haszsa npoAyKTy Ta JO3yBatiHA

Batch No:
Cepisi Ne

B28isoAsp insulin aspart
B28izoAcn iHcyniH acnapT

Desamido insulin
aspart
Aesamifo iHcyniv acnapy

P

Insulin aspart related impurities
Jomituky incyniHy acnapr

Zinc total
LInHK 2aransHuii

Bacterial Endotoxin
BakTepianbHi eH10TOKCUHY

Sterility
CrepuikHICTL

Assay of insulin aspart
Kinbicre BU3HaURHHA IHCY iy
acnapr

Metacresol
KinbkicHe BusrHaqexts
MeTakpespny

Phenol
KinmkicHe BuzraveHHs gexony

NovoRapid® FlexPen®, 100 U/ml, 5x3 ml

HogoPanig® ®nekcllen®, 100 OA/mA, 5x3 Mn

PR70JF3

Release: < 1,0 %

Shelf life: < 2,2 %

Mpw Buryeky: 1,0 %

Mg yac Tepmity npraaTHoCTi
$2,2%

Release: £ 2,0 %
Shelf life: £ 4,5 %
Mpw sunycky: 2,0 %

Mig wac repMiny NPUAATHOCTI: |

4,5 % ,

Release: < 1,5 %

Shelf life: < 3,2 %

Mpw Bunycky: <1,5 %

Mig Yac TepmiHy NPUAATHOCTI:
$32%

16,3 - 24,5 pg/ml

16,3 - 24,5 mur/mn

< 80 1U of endotoxin/ 100 U of
insulin aspart

<80 MO engoToxcmris / 100 Of
IHCyniHy acnapr

Sterile

MNpenapat nosuHeH Bytn
CTEPUIbHUM

Release:

580 - 630 nmol/mil

{96,7 - 105,0 U/mi]
calculated unit ***

Shelf life: 570 - 630 nmol/ml
[95,0 - 105,0 U/ml]

Mptt BUNYCKY:

580-630 HMmon/mMA
(96,7-105,0 Of1/mn)
PO3paxyHKOBUX CANHULE™
Nig vac TepmiHy NprAaTHOCTI:
570-630 HMOAB/MA
{95.0-105,0 O4/mn)

1,55 - 1,89 mg/ml

1,55 - 1,89 mr/mn

1,35 - 1,65 mg/mi
1,35 - 1,65 mrimn

Page 3of4

See COA

Aus.
Ceprtidixar
aHanisy

See COA

Avs.
Ceprudikar
awanisy

See COA
Ane.

CepTudikar

aHanmsy

See COA
Ans.
CepTudikat
aHanisy
See COA
s,
Ceptudikar
aHanisy
See COA
Lvs.
Ceptudikat
aHani3y'
See COA

Ans.
CepTudikar
aHaniay

T

rovo nordisk”

Hovo Nordisk A/S
Nove Alle 1

2880 Bagsvaerd
Denmark

fel, +45 4444 8833

<
=<

%

%

pg/mi B,
MEKF/MN

U/mi
MO/mn

<none>

<He
3ACTOCOBYETE
o>

nmol/m|
HMONL/MA



Ukraine Batch Certificate 7@

Novo nordisk”
Vrpaina Cepriadivar akocri
Product Name and Strength:  NovoRapid® FlexPen®, 100 U/ml, 5x3 mi Moo Nordish.A/s
Ha3pa NPOAYKTY Ta A03yaaHHH HogoPanigz® dnexcleq®, 100 O4/ma, 5x3 MA Udez(r)nj;lswerd
Batch No: . PR70J F3 Tel. +4% 4444 8888
Cepis Ne
Freezing point depression 0,43 - 0,53 °C See COA . Celsius
SHVXEHHS TOUKN 33MepP3aHHA Awns, “rpaayc
Ceprugikat Henucis
aHaniay
Particles < 6Q00/container See COA <none>
= 10pm < 6000/kapTpUaX Luns. <He
MexaHiuti BrIouMeHHS 210 MKM Ceprudikar 3aCTOCOBYETL
aHanisy > ’
Particles ., . . = . - £ 600/container .. g See COA <none>
2 25um- © < 600/KapTPUAN : - Qe <He .
MexaHiuHi BKAKWEHHS 225 MKM Ceprudikar 3aCTOCOBYETL
aManisy cs>
Dose accuracy +5% for dose level 50U See COA. <none>
ToUHICTL AO3yBaAHMSA ; +5% npu ao3i 50 on . Aues. ' <He
' ‘ Ceprundikar 3aCTOCOBYETL
aHanisy Ca>

* . This method complies with the requirements in the monograph for Insulin preparaiions injectable, Ph.Eur. and Insulin Hurman
injection, USP./ MeTo/, BUKOHYETLCR BIANCBIAHO 40 BUMOT MOHOTPAdIl «IpenapaTit iHcynsidy AR IM'ekuiy €30, BapMm. i «JlGACKKANR
HCYMH ANA in'exyivis dapm. CLIA,

** . This method complies with the requirements in the monograph for Insulin preparations inje'ctab!é, Ph.Eur. and the monographs for
Insulin injection products [0 JP,"e.g, Isophane Insulin Injection./ MeTO4 BUKOHYETBCR BIANOBIAHO 40 BMOr Mosorpadil «Npenapiin
ifcynivy ARR My €8p. Dapm. i «[TpodyKTit iHeyiHy Ans iH'€KLifr RIOHCEKOT Dapm,, HANPUKAL «(30dan THCYAIH IH EkIiRHMi.

*+* . Calculated based on the unit definition, 6 nmol = 1 U/ Po3paxyHOK 33CHOBAHWUIA Ha BU3HAURHHI OAUHWL, & HMOAK = 1 O

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

analygls records were reviewed and found to be in compliance with GMP.

LyM # 3aCBiAUYIO, WO BIILEBKA3aHa iHPOPMaLLs € AOCTORIPHOK | TOUHOW. [laHa cepis Npoaykuji 6yna snrorosnexa
(BKAOUAIOUM YRIAKOBKY / MAPKYBAHHS) | (iPOBEAEHO KOHTBOM fi SIKOCT Ha AINAHUI(-KaX) B NOBHIA BIANOBILHOCTI 3
BAMOTraMU GMP, BCTSHOBABHNMMA MICLIEBIAM PEFYAATOPHIIM OPraHoM, 8 TaKOX y BIANOBIAHOCTI 3i crielmbikaliamm, o
MICTATLECS B peecTpauliiHomy 40¢ke. TIPOTOKGAM BUPOSHULTEE, YNaKoBK Ta aHanisy 6ynv nepesipeHi i BCTaHosAHO
BiANOBIAHICTE GMP. ’

This batch is certified by a Qualified Person delegate.
Lla cepin cenpTdikoBaHa YRORHOBAXKEHOI 0CO60K),

2024-10-18.

MedF iﬁ%wm . I/\’Wﬁ"” /u @W 7

QP-delegate { § Mette Stegemann Magnussen/NEMG
Quality Department

Novo Nordisk A/S Denmark

YrnosHoBakeHa ocnba

Binain akocTi

AT Hoso Hopgick, danis

Page 4 of 4. '



EP)KABHA CJIVKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCBKIN OBJIACTI

npos. Ceitmrunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BHUCHOBOK
Npo sIKiCTh BBE3CHOI'0 B Ykpainy JdikapcbKoro 3ac00y

06.03.2025 Ne 9716/25/1011

HOBOPAIILJI® ®JIEKCIIEH®

(ualiMenyBaHHS TiKapCBKOTO 3acoBy 3TiIHO 3 peecTpaliifiuM TTOCBi {YCHHSIM)

pozumu s in exuiit, 100 OJl/mi, no 3 MJI Y KapTpHKi; 10 1 KapTPHLKY Y 6araTo030Biii
0HOPA30Bill NPHI-PYYL; 10 5 yunpuI-pyYOK y KApTOHHIM Kopo6ui

(hopma BUMyCKY, HO3YBAHHS, B/ MaKyBaHHA TiKapchKOro 3acoby)
Homep peecTpaLiifHOro OCBiAYeHHS UA/4863/01/01 crpox aii peecTpauitHOTo MOCBIAYCHHA 01.01.2099
Cepis nikapcbkoro 3acoby Ne PR710T6 KinsxicTs BBe3cHoro mikapckioro sacaby 10800

Brpo6uuK A/T Hogo Hopuick, Hanist

(nalimMcryBaris BEPOOHHKA NKAPCHKOTO 3aco0y, KpaiHa [TOXOIKEHHs)

Baeseno B Ykpainy ToBapucTBO 3 00MEKEHOI0 gignosinansuicrio "Hoso Hopuick
Yipaina", inent. xon: 41467446

(naliMeHyBaHHSA Ta KOJ 3a €JIPTIOY ropuantHoOi 0co6u 60 TipizBHLIE, iM's, 1O BaTEKOBI (piznuanol
0cOBH - miAnpUeMLy, Ti MicLe IIPOXKHMBAHHS Ta peectpaitiitHuit HoMep 06nikoBOI KAPTKI IIATHIKA
rojatkis 260 cepis Ta HOMEP TIACIIOPTa)

TIpoToKos Bi3yaNLHOT0 KONTPOJIO Bil 28.02.2025 Ne 0624/4.

3a  pesynbTaTaMM  JICPXKABHOTO  KOHTPOJIO BCTAHOBJIEHO, IO JIKApChKHH saci6 BBezeno B YKpaiHy 3

uorpumammM BHMOT 33KOHOIABCTRA 100 3a0€3EUCHHS AKOCTI NiKapchKUX 3aC0DiB.







TIEPJKABHA CJYKBA 3 JIKAPCbKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. Ceitnnunoi Hagii, 3, M.Kuis, 02099, Tex/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox EJPTIOV 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiHy JiKapchKoro 3ac00y

28.02.2025 Ne 7513/25/10

HOBOPAINIJ® ®JEKCIIEH®

(HaltMeRyBaNHA JTikapchKOTo 3ac00y 3FITHO 3 PEECTPALLTHIAM TIOCBIMCHHSIM)
pozumn ajst i exuii, 100 Off/mn, o 3 My KapTPHIUKi; Mo 1 KApTPHIKY y 6araTon030Bid
0HOPA30Bili INPHUI-PYYLi; 110 S MNPHI-PYIOK y KapToHHiil kopobui

(hopma BHITYCKY, JO3yBaHHS, B TIaKyBaHHA nikapceKoro 3acoby)
HoMep peccTpatiiiHoro nocsixes s UA/4863/01/01 crpox aii peecTpaiiiiHoro nocsifueH s 01.01.2099
Cepis nixapcwkoro 3acoby Ne PR710T6 KinbkicTs BBE3€HOTO TiKapchkoro 3acoby 15120

Bupobnux A/T Hoso Hopaick, Janig

(HaliMeHyBaHHS BAPOOHMKA TiKapChKOro 3acoBy, kpaiHa TOXOLKCHHS)

Baeseno B Ykpainy TosapucTBO 3 00MEKEH 010 pinnosinanenictio "Hoeo Hopaick
Vipaina", inent. kox: 41467446

(HaliMeHYBaHHS Ta KOZ 32 €JIPTIOY toprantHoi 0cobH abo mpi3Bule, iM'A, 10 6aTLKOBI (izHIHOT
ocobu - nixnpremis, ii Micle NPOXUBAHHA Ta peccTpauiifHuit HoMep 06NKOBOI KAPTKH IITATHHKA
TojiaTKiB aGo cepis Ta HOMep racnopTa)

IpoToKoJ Bi3yaIbHOT0 KOHTPOJIIO Bill 24.02.2025 Ne 0507/2.

3a pesylbTaTaMi  JIEPIKABHOrO  KOHTPONIO  BCTAHOBIEHO, o Jmikapchbkuit 3aci6 BBezeHO B Ykpainy 3

JOTPUMAHHAM BrMOT 3aKOHOIABCTBA LIONO 3a6esredeHHs SKOCTI NiKapChKuX 3aco6iB.

Oznra CPLOMEHEO

(iniulaan va npizsime)







Certificate of Analysis 7

. . novo nordisk
CepmudixaT AHaN1ZY

Novo Nordisk A/S

Novo Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888
Fax. +45 4449 0555

NOVORAPID FLEXPEN 100 U/ML Order Number : 0007793611-50
5X3 ML 3amosnenna No.
HosoPanin onexcllen 100 OI/mii, 5x3 mn Date of Manufacture : 08/2024

llara BUPOOHMLTBA

Product No. : 7200318
NponyxT No.

Batch Number : PR710T6 Date of Expiry : 01/2027
Cepig No lara sakiHYeHHA CTPOKY MNpumarHocTi
Item No.: 5090561 Batch No.: PR70CS9 Ext Spec: 50905XX-990
Components Results Units Note

foxa3HUKU PesynbTaTu OmmMHMUL MpumiTka

Macroscopy COMPLIES

Oonuc Bimnominae

Identity of insulin aspart COMPLIES

IneHtupixkauia ivcyniny acnapt Binnosinae

Assay of insulin aspart 598 nmol/ml

KinkkicHe suzHaueusa ixcyniuny acnapt HMOML /MN

pH 7.40

pH

High molecular weight proteins 0.1 %

BucoxoMonexynapii Binku

B28isoAsp insulin aspart <0.2 %

B28isoAcn incynin acnapT

Desamido insulin aspart 0.7 ]

lesaminoidHcynin acnap®

Insulin asp related impurities 0.6 %

CynyThi nomiwku iHcyniHy acnapT

Zinc total 20.0 ug/ml

Lk saranbHuk MKT/MI

Bacterial Endotoxin <10 IU/ml

BakrepianbHl eHDOTOKCUHU MO/Mn

Sterility COMPLIES

CrepuilbHiCTH BianoBinae

ID of preservatives COMPLIES

InenTudikauis KoHceppaHTiB

Bianosinae

Metacresol 1.81 mg/ml
Meraxkpeson MI/Mn
Phenol 157 mg/ml
benon M1/ M
Freezing point depression 0.49 Celsius
SHUKEHHA TeMnepatrypu BaMeps3aHHs Uenwcia
particles >= 10 um/container 233

Mexaniuxi BkuioderHa >= 10 MxM/KoHTeRHep

particles >= 25 pm/container 8

Mexaniuti BrIOYeHHs >= 25 MkM/KOMTelHep

TouHicTes Oo3yBaHHA: Binnoeinae

072 Ukraine 74 Cert. No: 4123066

P
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Certificate of Analysis %‘%‘ﬂ

: . novo nordisk
Ceprudpikar AHanizy

Novo Nordisk A/S

Novo Allé
2880 Ragsvaerd
Denmark
Tel. +45 4444 8888
Fax. +45 4449 0555
NOVORAPID FLEXPEN 100 U/ML Order Number : 0007793611-50
5X3 ML 3amornenHsa No.
HosoPanin dnexclled 100 OIO/mi, 5x3 ma Date of Manufacture : 08/2024

IaTa BUpoOBHMUTEA
Product No. : 7200318

Mpounykt No.
Batch Number : PR710T6 Date of Expiry : 01/2027
Cepisa No. IHaTa zaxkiHYeHHA CTPOKY NPMIOaTHOCTIL

Dose Accuracy: Complies

2024.12.19 Copenhagen

Lina Nielsen
Quality Department
This Certificate is generated by a computer quality system and includes an electronic

signature .

This Certificate is generated by a computer quality system and includes an elegtronic signature -
A 4

072 Ukraine 5’ Cert. No: 1123066

Created by: WLNN on: 2024.12.19 11:03:59 UTC Page: 2 of 2
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Ukraine Batch Certificate

L ®
novo nordisk
Yipaina Ceptndikar AkocTi
Product Name and Strength: ~ NovoRapid® FlexPen®, 100 U/ml, 5x3 ml RSajnrdisk NS
Ha3sa NpoayKTy Ta 403yBaHHs HosoPaniz® ®nekclen®, 100 O4/mn, 5x3 mn gizi%t’iafsvaerd
4 At
Importing Country: Ukraine Tel, +45 4444 8888
KpaiHa-imnoprep Yxpaina
Dosage form / Package size: Solution for injection, 100 U/ml, in a pre-filled
multidose disposable pen FlexPen® /
Nikapcbka popma /posmip ynakoBku Po3umns gns iH'ekuiit, 100 O4/Mn, 1o oAHOMY KapTpuaxy y 6aratoaososii
OAHOPA30BIN Wnpuiy-py4Ll PnekclleH®
Batch No. / size: PR710T6 / 42568 packages/ynakoBok
Cepis Ne/ Po3mip
Order No: 0007793611
3amosneHHs No
Date of Manufacture: 08/2024
Jarta supobHuursa
Date of Expiry: 0172027
TepmiH NpUAATHOCTI
Registration certificates No: UA/4863/01/01
Peectpaulirine MocsiguerHs Ne
Drug Product Specification: 50905xx/990
Cneyndikallis roToBoro NikapcLKoro 3acoby
Methods used: Stated in the approved Drug Product Specification, Version
9.0 verified in the Novo Nordisk Registration System.
3aCTOCOBaHI MEeTOAM: 3asHaveHi B 3aTeepaxeHili Crieyndikallii Ha roTosul NikapcuKuli 3aci6, sepcin

9.0 BepudikoBaHa y PeecTpauindilt cncremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis

PesynbraTtut aHanisy guBncs

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

Bupo6HuK BignosigasbHWiA 32 BUNYCK cepii roToBOro NikapcbKoro 3acoby:
A/T Hoso Hopgick, HoBo Anng, barcraepg, 2880, [lawist

Manufacturing Authorization No. 104188

NiugH3in Ha BUPOBHKLTBO Ne

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

Page 1 of 4 A



Ukraine Batch Certificate

Ykpaita Ceptudikat axocTi

Product Name and Strength:

Hazgsa NpoayKTy Ta AO3yBaHHA

Batch No:
Cepisi Ne

NovoRapid® FlexPen®, 100 U/ml, 5x3 ml
HoaoPania® ®nexclen®, 100 OA/mMA, 5x3 MA

PR710T6

novo nordisk”

Novo Nordisk A/S
Navo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888

Test item/Component
[oKa3HWKM AKOCTI

Acceptance Criteria
Cneundikauis
(Busmoru MKs)

Unit Notes
OanHnL Npumit
BUMIPIOBaH HS Kvt

Macroscopy
Onuc

Identity of insulin aspart
IaeHTundikayia iHcynidy acnapt

Identity of preservatives
IpeHTdiKauis peHony i
meTakpesony

pH

High molecular weight
proteins
BucokomonekynsipHi Ginku

Complies means that the sample
is a colourless liquid free from
turbidity and foreign matter.
During storage traces of a very
fine sediment may be deposited./
BesbapeHa pignna 6e3 kanamyti
Ta CTOPOHHKIX YACTVHOK. Y npouec
36epiraHHs MOXYTe 3'ABUTICA
AN AyXe TOHKOTro ocagy.

In the chromatogram obtained
with a sample solution the
retention time (RTsamgle) O the
main peak must be in the interval:
0.96*RTer & RTsarnple < 1.04%RT e

Ha xpomatorpami

BUNPOBYBAHOTO PO3UUHY Hac
YTRPVIMYBaHHSt OCHOBHOTO rika

Mae 6yt B iHTepsani
0,96*

RTCTBHA.éRTBHﬂp.S“ 104*RTCT:’JHA.

If in each chromatogram of the
sample solutions the major peaks
are detected with retention time
within + 0.3 min. from the
retention time of phenol and/or
metacresol in the preceding
chromatogram of the reference
solution, these preservatives are

identified. /

Yac yTprmMyBaHHS OCHOBHWX NiKis

Ha XpOMAaTOrpamax

BUNPO6OBYBAHNX PO3UVHIB
noeuHeH 36iraTuca 3 Hacom
YTPYMYBAHHSA OCHOBHUX TMiKiB
dexony i/fabo marakpesony Ha
XpomaTorpami CTaHAapTHOro
po3umnHy B Mexax x0,3 xa.

7.20-7.60
7,20-7,60

Release: £ 0,9 %
Shelf life:<1,5%
Mpw Byunycky: < 0,9 %

[lig vac TepMmity npraaTHoOCTI:

£1.5%
Page 2 of 4
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3aCTOCOBYETE
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<none>

<He
38CTOCOBYETH
>

<none>

<HE
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ca>
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Ukraine Batch Certificate

novo nordisk”

YkpaiHa Ceprindicar skocti

Product Name and Strength:

NovoRapid® FlexPen®, 100 U/ml, 5x3 mli

Novo Nordisk A/S

HaszBa NPoAYKTY Ta 4O3yBaHHA HosoPanig® dnexclled®, 100 O/l/mn, 5x3 M gé%%}%ggslvaerd
Batch No: PR710T6 Tel. +45 4444 8888
Cepisi Ne
B28isoAsp insulin aspart Release: < 1,0 % See COA %
B28i3oAcn iHcyniH acnapT Shelf fife: £ 2,2 % Avs,
MNpwn Brnycky: 1,0 % CepTudixar
Mg vac Tepmivy NPUAATHOCTI: ananisy
<2,2%
Desamido insulin Release: < 2,0 % See COA %
aspart Shelf life: £ 4,5 % Lns.
Jezamino iHcyniH acnapT Mpy synycky: 2,0 % Ceprugikar
flig 4ac repminy NpuAATHOCTI: aHanisy
24,5 %
Insulin aspart related impurities Release: < 1,5% See COA Y%
Jomituxm iHCynidy acrapt Shelf life: £3,2% Awvs.
Mpu Brnycky: 1,5 % Ceptndikar
Nig yac Tepminy npuaaTHoCTL aHanisy
<32%
Zinc total 16,3 - 24,5 pg/ml See COA pg/mi wk
LinHk 3aranbrnii 16,3 - 24,5 mMkr/mn Aus, MKIF/Mn
CeptudixkaT
aHanisy
Bacterial Endotoxin < 80 U of endotoxin/ 100 U of See COA IU/ml
BakrepianbHi eHBOTOKCVIHN insulin aspart Lwus, MO/Mn
<80 MO engoTokcyHis / 100 O/ Ceptudikar
IHCyniHy acnapt aHanisy
Sterility Sterile See COA <none>
CrepunbHICTL MpenapaT nosyHex 6yTu Lns. <He
CTEPUNBHUM CepTtundikar 3aCTOCOBYEThH
aHanisy ca>
Assay of insulin aspart Release: See COA nmol/mi
KinbKicHe BU3HA{EHHS IHCYNiHY 580 - 630 nmol/ml Avs. HMOAb/MA
acnapt [96,7 - 105,0 U/ml] Ceptudixar
calculated unit *** aHanisy

Shelf life: 570 - 630 nmol/ml
[95,0 - 105,0 U/mi]

Mpu BUNYyCKy:

580-630 HmonL/mA
{96,7-105,0 OLi/mn)
PO3PaxyHKOBMX OANHULE™
MMig yac TepMiHy npuaaTHocTi:
570-630 umonb/mn
(95,0-105,0 O4/mn)

Metacresol 1,55 - 1,89 mg/mi
KinbkicHe BU3HaueHHs 1,55 - 1,89 mr/mn
MeTakpesony

Phenol 1,35 - 1,65 mg/ml

KinbkicHe Bn3HaueHHss derHony

1,35 - 1,65 mr/mn
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Ukraine Batch Certificate

YipaiHa CeprudikaTt akocri

novo nordisk”

Product Name and Strength:  NovoRapid® FlexPen®, 100 U/ml, 5x3 ml ROTrR S
Ha3\a npoaykTy Ta A03yBaHHA HoroPanig® dnexcNen®, 100 Of/mn, 5x3 mn éii:ﬁ;g:gwmd
Batch No: PR710T6 Tel, +45 4444 8388
Cepist Ne
Freezing point depression 0,43-0,53°C See COA Celsius
SHUBKEHHA TOUKY 3aMep3aHHa Juvs. rpagyc
Ceptudicar Uenscin
aHanisy
Particles < 6000/container See COA <none>
= 10um < 6000/kapTpUAX AvB. <He
Mexaniuni BriovenHa 210 Mkm Ceprndikar 3aCTOCOBYETL
ananisy ca>
Particles < 600/container See COA <none>
2 25pum < 600/kapTpnax Ans. <He
MexaHiuri BKIOUeHRS 225 MKM CepTudixart 33CTOCOBYETL
aHanisy cR>
Dose accuracy +5% for dose level S0 U See COA <none>
TouHICTL A03YBAHHA +5% npwu g03i 50 04 ATZI=R <HE
Ceptudikat 3aCTOCOBYETh
aHaniay >

* . This method complies with the requirements in the monograph for Insulin preparations injectable, Ph.Eur. and Insulin Human
injection, USP./ MeTog BUKOHYETHCA BIANOBIAHG A0 BuMor moHorpadii «lpenapati iHcyAivy ans iv'ékuiis €sp. ®apm. | «/liopckruit
fHCYNin s iH'ekuin» dapm. CLUA.

#+ . This method complies with the requirements in the monograph for Insulin preparations injectable, Ph.Eur. and the monographs for
Insulin injection products in JP, e.g. isophane Insulin Injection./ MeTOA BUKOHYETLCR BIANOBIAHO A0 8vumor moHorpagil «Mpenapaty
iHcynity Ans bi'ekuiin €ap. dapm, | «NpoayrTy iHcynity 4as iH'exuifin Anomcekol Gapm., Hanpuknal «i3odgat incynid IH'EKLARW YD,

**% . Calculated based on the unit definitiors, 6 nmol = 1 U./ Po3paxyHOK 3acHoBaHiA Ha BU3HaUerHi ogurmui, & Amonk = 1 O/,

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.

w5 33CBIAUYIO, L0 BALLEBKA3aHa iIHDOPMaLs € AOCTOBIPHOIC i TOHHDLD, [laHa cepia npoaykuii 6yna suroTosiena
(BKMOYAIOYM YNAKOBKY / MapKyBanHs) | NpOBELEHD KOHTPOML T AKOCTI Ha AlnAHUI(-kax) B noaHii sianosigHocTi 3
gumoramu GMP, BCTaHOBAGHUMI MICUCBIM PErYAATORHVIM OPraHoM, @ TaKoxX y signosigrocTi 3i cneuudikayiamu, Wo
MICTATBCS 8 PeECTPALIHOMY gocke. [TPOTOKOAN BUPOGHNLTEA, ynakoBKu Ta aHanisy 6yan nepesiperi i BcraHosneHo
BiANOBIAHICTE GMP,

This batch is certified by a Qualified Person delegate.
Lis cepia ceprudikosaHa YNOBHOBaXEHOO 0C00010,

2024-12-19

(o Mg,
QP-delegate / Lina Nielsen (WLNN)

Quality Department

Novo Neordisk A/S Denmark
YnoHosaxeHa ocoba

Bipain axocti

A/T Hoso Hopaick, dawis
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