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Hovo nordisk”

Ukraine Batch Certificate

Yxpafia Ceprudikar sikocti

Product Name-and Stréngth:  VICTOZA 6 MG/ML 2X3 ML, o
"Hasga npopykTy Ta A03yBaHHA Bixrosa 6 Mr/ma, 2x3 ma Iz)zéi(r)ngffsvaem
Importing Country:. Ukraine S
‘KpaiHa-imnoprep Yepaiva

Dosage form / Package size:  Solution for injection; 6 mg/ml, in3'mi cartridge; in
a pre-filled disposable pen Ne2'

Nikapcika popma /po3mip ynakosky  Posuvin ans iWeKWiin 6 Mr/mn; no3 mi g KapTpuakax, BKASAEHUK Y noflepeinbo.
-3anoBHeHy 6arato40308Y 0AHOPa30BY WIPAL-PYYKY N2

Batch No. / size: NS6)JK01/-6233 packages/ynakonox
‘Cepis Ne/ Poamip

OrdérNo: 0007773921

‘3amosneHHn Ne

Date of Manufacture: 0272023

Jara supobuuyrsa

Date of Expiry: 07/2025

TepmiH npugarHocti
Registration certificates No: UA/12124/01701
Peecrpaniitng MNocaiageHn Ne

Drug Product Specification: 51830XX-990

Cneundikauina rotosoro nika PCLXOTO 33 coéiy

Methods used: Stated inthe approved Drug Product Specification, Version
4.0 verified in the Novo Nordisk Registration System.
3acToconysaHi meToau: 3asHaveHi g 3ateepAxeHii Cneundikat(li Ha roTosuii nikapCukui 3aci6, vepcin

4.0 sepudikosana y Peectpauiiiniii cucremi Hoso Hopaick

Analysis results see page 2.

Pesynbratu aHanizy Avsuch

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

Brpobruk sianosipanbnii 3a sunyck cepii rotosoro nikapcLKoro 3acofy;
AT Hoso Hopaick, Hobo Anneg, Barcaaeps, 2880, fatia

Manufacturing Authorization No. 103516

Nivensia Ha BUPOBHMLITBSG No,

Certificate of GMP compliance of a manufacturer No. DK H 10000517
Ceprndikar GMP No,
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Ukra,ihe Batch Certificate

‘Ykpaina Ceprudikar akocr!

Product-Name:and Strength;

Ha3sa npoaykty ta fjo3ysaHHs

VICTOZA 6 MG/ML 2X3 ML

Bikrosa 6 mr/Mn,..2x3 M

Q

y v @
novo nordisk

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Batch No: NS6)K01 Tel, +454444 5888
“Cepls Ne

~ Test item/Component Acceptance Result Unit Notes
MokaaHuku siocri Criteria Pesynuratn Opuunui {pumitin

Creundikaiis
(Bumorn MKst

BUMIPIOBAHHA

) Macroscopy
‘Onuc

Tdentity of litaglutide
TaerTudikanis niparayripy

Content of liraglutide

Buicr siparaytuay

pH _
High molecular weight proteins
Bucokomonekynsipi 6inkn

Sum of liragiutide related impurities

Cyma crnopigHeHnx aomiliox
Niparnytvpy

Impurities
Inwi rigpodinkHi ¢nopiakeHi |
niparnyruiy

A colourless or almost
colourless liquid free
from turbidity and
essentially free froni
particulate matter.
beabapeHUid abo maiixe’
BeabapsHui poauuH,

AIKMIA He MICTUTh

Kanamyri va MexaHivyHux
BIAOMEHb

“The retention time of the

principal peak in the

-chromatogram obtained
‘with the sample solution-
"does not deviate by more”
‘than 1.0 minute from the
‘retention time of the
Jliraglutide peak in the

chromatogram obtained

‘with the preceding
liraglutide reference

solution,

‘Yac yTpuManKig

“OCHOBHOCO MiKa Hi

-XpomaTtorpami,

‘oTpUMaHlia ana
BUNPOGYBAHOTO

‘poO3HUHY, MAE
BIAXUAATUCA He Bib g

Hix Ha 1,0 xB Big vacy
YTPUMAHHS riika
JNiparnyTuay Ha
XPOMAETOrpami,
‘oTpuManii .
NONepeArboro
CTAHAAPTHOTQ POSUHY
nipasrnyruay
566-6.30

'8,00-8,40"
<09

813 P rpain

1.5

Complies
Bianosinae

Cormplies’
Bignosinaé

6.05° riig/ml

M['/Mn i

0.2

35
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Ukraine Batch Certificate

Ykpaina Ceprngikar akocyi

Lraglutide related impurities A~
Niparnytuay cnopigHeri aomiutikm A

Liraglutide related impurities B
Niparayrugy cnopiaHeni gomiwm B8

Liraglutide refated impurities C
Niparaytunay coopigHenr! AoMiuxm C

Other hydrophobic liraglutide related
impurities

IHWi riapodoBHi cnopigHeni gomirkid
niparnyrany

Bacterial endotoxins

Bakrepianbul enaoToKcUuHm:

Sterility

CrepuneHicrs

Identity of preservatives:
IpenTndikauin koncepsakTe
(peHony)

Phénot

detion

Freezing point depression
BHUKEHHS TOUKW JaMep3aHiis’

Particulate matterz 10 um
MexaniuHl BKAIOYeHHS!
z 10 MKM

Particulate. matter» 25 -

)

novo nordisk”

‘Novo Nordisk A/ S
‘Novo-alle 1

e

2.0 <14 Y ' 2880 Bagsvaerd

“Denmark

“Tel. #45 4444 56888

£2.6 1.2 %

<14 %02 %

<11 <G G

<80 15 0/l
. . "MO/MA

Must bé sterile ‘Compligs

MosuHei byt Bianoslpae:

CTEPUBbHUM

The retentiori time of a- Complies

‘major peak in the Bianosipae’

‘chromatogram

‘obtained with the

sample does.not
deviate more than
0.04 minutes from the:
phenol peak in the
chromatogram
obtained with the
preceding Injection of.
the phenol reference
solution,

Yac YrpmmarH
OCHOBHOTO Nika Ha
Xpomarorpami,
oTpUMaHin ana
BUNPOGYBAHOTO.
po3UUHY, Mag
BifXWASTCH He
Binbie Hix Ha 0,04 X
BIA Niky.deHony Ha
Xpomarorpami,
oTpuMatin anqa
norepeaHsbol iH ekl

LCTaHABPTHOrO

PO3YMHY perHony,
S R e
525610 56 P N
Aty Ao i
&P @R\"Mﬁ“‘“'\i\ figy O B
- 4 -‘3’1@\ N YD
0.47-0.57 0.5 Wy QW %%
(e i}
T & \Uendeky s
G e, Nreuii ek /7 @y
<6000/containier - p oAy N \rm Net &écg éfj /é”/"“/‘;‘ _/./
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Ukraine Batch Certificate

0 40
i i o ” novo nordisk
Ykpaiua Ceprudikar skocri
‘Mexaniuki prtoueiiis Novo Nordisk A/S
225 MKM < R N B Novo Alle 1
L 5600/keHTeRHED 2880 Bagsvaerd
Denmark
Dose accuracy Complies Complies. Tel. +45 4444 8688
Tounicrs posysaritsi’ Bignosigac. _ .. Bignosigae

Thereby 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.M arketing 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,

‘LM 51 3acBiauyI0, WO BUILIEBKa3aHa IHhopMaLis € LOCTORIPHO | TOUHOI, AaHa cepis npoaykuii yna surorosseHa
(BKN1I0YBIOUM YNAKOEKY / MARKYBaHHS) | NPOBEAEHO KOHTPONL T HKOCTI Ha AinaHui(-kax) B nosHii signosiaHocri 3
‘BUMOramn, GMP, BcraHoBneHurMY MicLeBuUM PErYNATOPHUM OpraloM, a Takox y signosianocti al cneuudlkatinmm, wio

MICTATLEN B peecTpaLlitiomy 4ocke, NIPOTOKOAM BUPOBHUITBA, YNAKOBRY Ta aHanlay 6ynu nepesipeni | seraHosneHo
BIANOBIAHICTE GMP,

This batch Is certified by a-Qualified Person delegate,
Lis-cepin ceprudikosana YinosHosaxeroo 0cooo,

2024-02-27

Marranne_ (lous en
QP-delegate / Marianne Clausen

Quality Department

Novo Nordisk A/S

Denmark.

Ynosrosaxsiia dcoba

Binain axocri

AT Hoso Hopgaick, Aawin

Paged of 4




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 AKIiCTHL BBE3¢HOI0 B YKpaiHy JiKkapchbKoro 3acody
28.10.2024 Ne 53563/24/10
BIKTO3A®

{HallMEeHYRAHHA MiKapCLEOTO 3aco0y 3riqHO 3 peccTpaniiiniM MOCBiTIcHAAM )
po34nH 1A in'ekmii, 6 MI/MJI, 0 3 MJI Y KAPTPHAKAX, BRIAJAEHHX ¥ HoNepeIHb0 3aI0BHCHY
6araTo/1030BYy 0JIHOPA30BY IMNIPHI-PYYIKY; 0 2 MoNepeAHbO 3aNI0BHEHI MIMPUI-PYIKH B
KapToHHIH Kopodiri
(topMa BHITYCKY, 10IYBAHHSA, RAJ] HAKYBAHAA JTKAPCEKOTO 33c00Y)

Howmep peectpaniiinoro nocsimacras UA/12124/01/01 crpox gii peccrpaniiinoro mocsimaerna ¢1.01.2099
Cepisa nikapcrkoro 3acoby Ne PS6LX71 KinexicTs BBe3eHOTO Nikapchkoro sacoby 10352

BrapoSHak A/T Hoeo Hopaick, Jlaniga

(HailiMeHyBaHHA BHPOOHNKA MKAPCEKOTO 3acoby, KpaiHa ToXoKeHHA)

Beezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick

Ykpaina", inenr. xox: 41467446

(HaiiMeRyBanmAA Ta ko[ a €JIPIIOY loprmriaoi ocobn abo mpizeume, iM'a, mo 6aTkkoRi ¢izrmol

ocobu - mianpuemna, 1i Miclie NpoXHBAHHA Ta peccTpaniifmiii HoMep oONMiKOROT KAPTKY IUIATHHKA
IOJATKIB 260 cepifi Ta HOMEp TACHOPTa)

Ipotokoen Bizsyannaoroe xoaTpoo eix 28.10.2024 Na 3194/2.

3a pe3VIRTATAMH JEPKABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCHKAHA 3aci® BBeseHo B VEpainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0e3MeYcHAA AKOCTI MKapChKAX 3acobiB.

Bixrop CTE®KIBCLKUHA

{iriuiany Ta npizanuie)}
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Ukraine Batch Certificate A,
; : o novo nordisk
YxpaiHa Ceptudikat AkocTi
Product Name and Strength:  VICTOZA® 6 MG/ML 2X3 ML e
Hasea npoayxTy Ta 403yEaHHA BikToaa® 6 mr/mn, 2x3 Mn [2)2?'?“ :Ewaerd
Importing Country: Ukraine Tel. +45 4444 8888

KpaiHa-imnoprep ¥YkpaiHa

Dosage form / Package size: Solution for injection, 6 mg/ml, in 3 ml cartridge, in
a pre-filled disposable pen Ne2

Nlkapcbka popma /posmip ynakoski Po34nH anA iH'ekLiid 6 Mr/mn, No 3 MN B KAPTPUAXKAX, BII3AEHWX ¥

nonepeaHb0 3anoBHeHy 6araTto020By OAHOPA30BY WNPULI-PYYKY Ne2

Batch No. / size: PS6LX71 / 10352 packages/ynakoBoK
Cepin Ne / Poamip

Order No: 0007774679

3aMmosneHHsA Ne

Date of Manufacture: 04/2024

fata Bupo6GHWLTBa

Date of Expiry: 09/2026

TepMiH NpUaaTHOCTI

Registration certificates No: UA/12124/01/01

PeectpauiiiHe MNoceigueHHA Ne

Drug Product Specification: 51830XX-990

Cneuvdikalia roToBoro AikapceKoro 3acofy

Methods used: Stated in the approved Drug Product Specification, Version
4.0 verified in the Novo Nordisk Registration System.
3acTocoByBaHi MeTOAN: 3azHaveHi B 3aTBepAKeHii Cneuudikauii Ha roToBuiA nlkapcekuid 3aclb, sepeia

4.0 sepudlkosana y Peectpauiiiniii cuctemi Horo Hopaick

Analysis results see page 2

PeayneTaTi aHaniay AMBUCH

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

BupobHUK BiANOBIgaAEHWIA 3a BMNYCK cepli roToBoro AikapcbKoro 3acoby:
A/T Hoeo Hopgaick, Hoeo Anne, barceaepg, 2880, flaHia

Manufacturing Authorization No. 103894

Niuen3sia Ha BupoGHwUTBe NO.

Certificate of GMP compliance of a manufactu
Ceptudikar GMP No.

Page 1 of 4




Ukraine Batch Certificate

Ykpaina Ceprudikar AKOCTH

Product Name and Strength:

VICTOZA® 6 MG/ML 2X3 ML

novo nordisk”

Novo Nordisk A/S

Hasea npogykTy Ta S03yBAHHA BikTo3a® 6 Mrimn, 2x3 mn ;‘g;g g:‘;slvaerd
Denrnark
BatCh NO: PSG LX71 Tel. +45 4444 884
Cepia Ne
Test item/Component  Acceptance Criterla Resuit Unit Notes
MNokasHWKIA AKOCTI Cneundikauin FPesyneTaTi OguHnLi Mp Mtk
{Biamorn MKs). BAMIDIOBAHHS
Macroscopy A colourless or ailmast colourless Sea COA
Onue liquid free from turbidity and AVB.
essentially free from particulate CepTndikar
matter.
BesbapeHuWiA abo Maiixke AHankzy
6eabapBHUA PO3YKH, AKWA He
MIiCTUTb KanamyTiTa MeXaHI4H WX
BKNHYEHB
Identity of liraglutide The retentlon time of the principal See COA
IaeHTUdikauia niparnyTuay peakin the chromatogram obtained  gup.
with the sample solution does not CepTudikar
devlate by more than 1.0 minute aHanisy
from the retention time of the
liraglutide peak in the
chromatogram obtained with the
preceding liraglutlde reference
solution.
Yac yTpuMaHHA OCHOBHOMO NiKa Ha
XpoOMarorpami, oTpUMaHii gna
BEUNPOOYBaHOIO PO34MHY, MAE
BiAXWAATUCA He Binbwe Hix Ha 1,0
XB Big Yacy yTPUMaHHA nika
niparnyTmay Ha xpomartorpami,
OTPUMaRIRA ANA NonepeaHbLOro
CTaHAAPTHOIO PO3YMHY JiparnyTnay
Content of liraglutide 5.66-6.30 See COA mg/ml
Bwict niparnyTuay 5,66-6,30 Jue. Mr/mn
Ceprudikat
aHanisy
pH 8.00-8.40 See COA
8,00-8,40 Aue.
CepTudikar
H@?‘,‘\\
High molecular weight <0.9 € COA ™ {H N\
protelns \\ . )
BucokomonekynspHi 6inkn »U‘eéb\T\}bl fITIB \) \
Sum of liraglutlde related <7.2
impurities
Cyma cnopigHeHWX AOMILLOK ; ]
niparnytngy ‘Cegm?’_%?%
Other hydrophilic liraglutide <3,2 =

related impurtties
IHWi rigpodinbHi cnopigHeHi
AOMilwK niparnymnay

Page 2 of 4
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Ukraine Batch Certificate

YkpaiHa Ceprudikart AkocTi

Product Name and Strength:

Haszsa NnpoaykTy Ta A03yBaHHA

Batch No:
Cepin Ne

Liraglutide related impurities A
RNiparnyTnay cnopigHeHi AoMilLky A

Liraglutide related impurities B
NiparayTuay chopigHeH! Aomiwki B

Liraglutide related impurities €
NMparayTiay cnopigHeni gomiwukm C

Other hydrophobic liraglutide related
impurities

IHwWi riapodo6Hi cnopigHeRi 4oMiLkn
niparnyTnay

Bacterial endotoxins

bakTepianbHi eHAOTOKCIAHK

Sterility
CTepuabHIcTE

Identity of preservatives
LaeHTHdikaLiA KOHCEpBaHTIE
(deHony)

VICTOZA® 6 MG/ML 2X3 ML

Bikroza® 6 mr/mn, 2x%3 mn

PS6LX71

<2.0

=11

2141

<80

Cornplies

MoBuHeH BYTI
CTEPUALHUM

The retention tirme of
a major peak in the
chromatogram
obtained with the
sample does not
deviate maore than
0.04 minutes from the
phenol peak in the
chromatogram
obtained with the
preceding injection of
the phenol reference
solution,

Yac yTpuMaHHA
OCHOBHOTO Nika Ha
XpoMaTorpami,
OTpUMaHIk gna
BUNpoSyBaHoro
PO3UUHY, MaE
BiAXMNATHCA He
Ginbwe Hix Ha 0,04 xB
Big niky deHony Ha
XpOMaTorpami,
OTpUMaHIiiA ann
nonepeaHbLol iH'ekLii
CTaH@apTHOIO
pO3unHY GeHoNy.

Page 3 of 4

See COA

Aus. CepThdikaT
aHanisy

See COA

Aus. CepTugikaT
aHanisy

See COA

Awve. Ceptudikar
aHanlzy

See COA

Awve. CepTugikar
aHanlsy

See COA

Awve. Ceptudikar
aHanisy

See COA

Aus. Ceprndikar
aHaniay

See COA

Aue. CepTudikar
aHanisy

IU/ml
MO/mn

~ X5

7} ; R,
Hx{-;\
Ve

novo nordisk’

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8588



Ukraine Batch Certificate

Ykpaina Ceprudikar akocTi

»)

novo nordisk’

Product Name and Strength:  VICTOZA® 6 MG/ML 2X3 ML Newo Rosdinlcale
Hasea npodyKTy Ta A03yBaHHA Bikro3a® & mr/mn, 2x3 ma EBBD Balgsvaerd
€nmar

Batch No: PS6LX71 Tel. +45 4444 8888
Cepla Ne
Phenol 5.2-6.0 See COA mg/mi
theHon Awne. Ceptudikar Mr/mn
aHanisy
Freezing point depression 0.47-0.57 See COA °C
3HMKEHHA TOUKW 3aMepP3aHHA Zwe. Ceprndikar Mpaayc
aHanizy Lenbcis
Particulate matter = 10 um <6000/container See COA

MexaHiuHi BKNKYeHHA
= 10 MKM

Particulate matter > 25 pm

<6000/koHTeilHep

<600/container

Awve. CepTrgikaT
aHanisy

See COA

MexaHiuHi BKAKYeHHA <600/KOHTENHEp Aus, Ceptudirkar
2 25 MKM aHaniay
Dose accuracy Complies See COA 2
ToOuHICTL AO3YBaHH#A Bignosigae Awns, Ceprudikar
aHanisy

2 - The specification limits + 5% at max dose is fulfilled by using ISO 3951 part 1 or 2.For liraglutide 0.6/1.2/1.8 mg pen-

injector, ltem no. 5-9695-xx, max dose is equal to 300 mg./AonycTumi 3HaveHHa cneyudikadii 5 % Npwr MakcUManbHiA

A03i BIANORIAATL BUMOraM posailny 1 abo 2 kepiaHvurea ISO 3951, Ann niparnytuay no 0,6/1,2/1,8 Mr y unpvu-py4ui,
KATANOXHWA Ne5-9605-XxX, MakCcMManbHa A03a CTaHOBKTL 300 mr.

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.

LM A 3aceiguylo, Lo BULLEBKa3aHa iHbopMaLin e gocToBipHaK | ToUHoW. flaHa cepis npoaykuli 6yna BUroToBneHa
{BRAOUEIONM YNAKOBKY / MapKyBaHHA) | NPOBELEHO KOHTPOAB ii AKOCTI Ha AinAHUi(-kax) B NoBHIiA BignoaigHocTi 3
sumoraMy GMP, BcTaHOBRBHMMMK MICLIEBAM PErYNATOPHIM OPraHoM, a8 TAKXK ¥ BignosigHocTi 3i cneywdikauiamu, o
MICTATBLCA B peecTpaLiiHomMy AockE. [poTokeAn BUPoSHMLTBEA, YNaKoBKW Ta aHanisy Gyau nepesipeHi i BCTaHOBAEHD
BignosigHicte GMP.

This batch is certified by a Qualified Person delegate.
Un cepis cepTudikoBaHa YnosHoBaxeHo ocobo

_--——1_\\
( HOm lf

IUI

2024-10-08 NOKYMEHTIB

\-\,;f
..'-\/\'.\\ -
A
Novo Nordlsk A/S g
Denmark
YnosHoBax¥eHa ocoba
Biagin akocri

A/T Hoeo Hopaick, faHia

Page 4 of 4




Certificate of Analysis

CeprudixkaT AHanizy

VICTOZA 6 MG/ML 2X3ML

Order Number

3amossienHa No

nove nordisk

Novo Nordisk A/S
Novo Allé

2880 Bagsvaerd
Denmark

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

: 0007774142-50

Bikroza 6 Mr/mMma, 2x3 M Date of Manufacture 04/2024
Jara BUpoBHUUTBA

Product No. 7191685

Mponyxr No.

Batch Number : PS6LX70 Date of Expiry : 09/2026

Cepia No IlaTa 3akKiHUYEeHHS CTPOKY NpuUiaTHocTi

Item No.: 5183011 Batch No.: PW5LD21 Ext Spec: 51830XX-990

Components Results Units Limits Note

lTokazHnku PesynsTaTu OnuKEULLL Hopmu Mpumirka

Macroscopy COMPLIES COMPLIES

Onue Bianoeinae Rinnosinae

Id of liraglutide COMPLIES COMPLIES

InexTudpikauin niparayrTuay Bignosianae Binnoeinae

Content of liraglutide 5::97 mg/ml 5.66-6.30

KinbxkicHe BU3HaYeHHa Riparayruny Mr/Mn

pli 8.15 8.00-8.40

pH

High molecular weight proteins 0.2 K <=0.9

BucokoMonexynaphi 6inku

Sum of rel impurities 3.6 % <=7,2

Cymapuuyi eMmict cynpoeimoHmx aoMimox

Cther hydrophilic rel imp 1.3 % <=3.2

Bmict iHumx rinpodinbHux cynpoeiaHux noMimwox

Related impurities A <1.4 % <=2.0

Crnopravena nomimka A

Related impurities B 1.5 % <=2.6

Cnopinkexa aomiuka B

Related impurities C 02 % <=1.1

CnopinneHa nomiwka C

Other hydrophobic rel imp <0.2 % <=1.1

Buict inHwuwx rigpopobhux cynpoBlAHUX Homiwox

Bacterial Endotoxin <15 IU/ml <80

Bakreplaneul eHAOTOKCUHU MO/mMn

Sterilitvy COMPLIES COMPLIES

CrepuibHicTe Binnoeinae Binnoeinae

ID of preservative COMPLIES COMPLIES

InenTudikauia KOHCepBaHTiB Binnoeinae Binnosinae

Phenol 5.6 mg/ml 5.2-6.0

dbenon M /M

Freezing point depression 0.51 Celsius 0.47-0.57

SHUKEHHRA TeMnepaTypy 3aMepsaHHs Uenwcin

Particles > 10 um/container 39 <=6000

Mexanidri BrOoMerRHA >= 10 MKM/KOHTelHep

Parcicles >= 25 mn/container 0 <=600

Mexanitunl eruaodenua >= 25 MKM/KOHTelHep
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Certificate of Analysis %

. . : novo nordisk
Ceprudpirar AHaIL13Y

Novo Nordishk A/S
; Novo Allé
2880 Bagsvaerd
Denmark

Tel. +45 1444 8888
Fax. +45 4449 0555

VICTOZA 6 MG/ML 2X3ML Order Number : 0007774142-50
3aMopneHHsa No.
BikToma 6 M©/MJ, 2x3 MR Date of Manufacture : 04/2024

Jara BupoBHULTEBA

Product No. : 7191685
poaykr No.

Batch Number : PS6LX70 Date of Expiry : 09/2026
Cepia No. Nara 3akiHueHHA CTPOKY NpuaaTHocTi
TouyHlicTes Do3yRaHHsA: Bimnorinae

Dose Accuracy: Complies

2024.08.26 Copenhagen

Imran Asli Pusat
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 electronic signature

072 Ukraine Cert. No: 1116448
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Ukraine Batch Certlﬂcate

© YipaiHa Ceprudikar skocri

novo nordisk”

Product Name and Strength: VICTOZA® 6 MG/ML 2X3 ML = Rova Nordisk A/S

' Novo Alle 1

Ha3Ba NPOAYKTY T3 A03YBaHHA Bikro3a® 6 Mr/Mn, 2x3 mi . © 2880 Bagsvaerd

- Denmark
Importing Country: Ukraine Tel, +45 4444 8688
KpaiHa-imnoprep Ygpaina
Dosage form / Package size: Solution for injection, 6 mg/ml, in 3 ml cartridge, in
a pre-filled disposable pen Ne2 :
Nikapceka Popma /PO3MIp yHakosku PoaumnH anst iH'ekUiin 6 mr/MA, NO 3 MN B KapTPYAXaX, BKIAAGHNX Y

flonepesHsbo 3anoBHeHY 6arato40308y 04HOPA30BY Lunpv:u-pyuxy Ne2

Batch No. / size: PS6LX70 / 10360 packages/ynakoBok
Cepin Ne / Po3amip

Order No: 0007774142

3amoBnerHsa Na

Date of Manufacture: 04/2024

daTta BupobunLTes

Date of Expiry: 09/2026

Tepmin npugatHocTi

’Registration certificates No: UA/12124/01/01

PeecTpalliine Mocaipguers Ne

Drug Product Specification: 51830XX-990

Crneuwndikauis rotosoro NikapcLKoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
4.0 verified in the Novo Nordisk Registration System.
3acToCoByBaHi METOAN: 3asHaveni B 3aTaepgxeHin Cneundikauil Ha roToBWIA nikapcLkuii 3acid, Bepcia

4.0 sepudikosara y PeectpauiiiHit cncremi Hoso Hopaick

Analysis results see page 2

Pe3ynbTaTi aHanisy Ansince

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

BupobHuk 8ignosifansHUi 33 BUnycK cepii roToBOro NIKapCLKoOro 3acoby:
A/T Hoso Hopgick, Hoso Anne, Barcsaepg, 2880, ais

Manufacturing Authorization No. 103894

flinensin Ha BUpoGHULTBO NO.

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

Page | of 4



novo nordisk”

Ukraine Batch Certificate
Yipiia CepTugicar akocTi : . S

Product Name and Strength: - VICTOZA® 6 MG/ML 2X3 ML Nouo Nordisk A/S

Novo Ale 1
Hazpa NRPOAYKTY Ta A03YBAHHKA = Bikro3a® 6 Mr/mi, 2X3 M é?t;(;q gfssvaem
Batch No: . PSeLX70 - Tel. +45 4449 8588
Cepist Ne
Test item/Component  Acceptance Criteria Result Unit Notes
MoXa3HUKK AKOCT Crneyndikauin Peaynstatv Opmunti ﬂpMMiTkm
SR - ... /1 L, i) BUMIDIIBAHHS
Macroscopy A colourless or almost colourless See COA
Granc liquid frae from turbidity and Aue.
essentially free from particulate Ceprudixar
matter, ;.
Besbapsrnii abo manme aHamizy
BesBapsuuil posumH, sk He
MICTUTEL KaNaMyTi Ta mexaHiuHux
BIAOHEHS :
Identity of liraglutide The retention time of the principal See COA
laertvdikauis niparnytuay  peak in the chromatogram obtained  Ayg,
with the sample solution does not Ceprudikar
deviate by more than 1.0 minute :
5. o aHanisy
from the retention time of the
firaglutide peak in the
chromatogram obtained with the
preceding liraglutide reference
solution,
Yac yTpvMaHHA OCHOBHOIO MiKa Ha
XPOMATOrpami, oTpuManin gns
BUNPOBYRAHOMD PO3UUHY, MAE
BIAXWNATUCA He Binblue HiX Ha 1,0
XB Bif 4acy yTprUMaHHA nika
NiparayTUAY Ha Xpomartorpami,
OTPUMAHRIR AR NONePesRbOro
CTAHAAPTHOMR PC3UUHY AiparnyTuay
Content of liraglutide 5.66-6.30 See COA mg/mi
Bmict niparnymaay 5,66-6,30 Auve. mrimn
Ceprudikar
aHanisy
pH 8.00-8.40 See COA
3,00-8,40 Avs.
Ceptudikar
aHanisy
High molecular weight <0.9 See COA %
proteins Avs,
BucokomonexynapHi Ginku CepTudikar
aHanisy
Sum of liraglutide related <7.2 See COA %
impurities Ons,
(ZyMa COpiAHEHNX AOMILLOK Ceptudixat
siparnyruay aHanisy
Other hydrophilic liraglutide <3.2 See COA Y%
related impurities AuvB.
[HWI rigpodinbri cnopigHeHi Ceprudikar
AOMILKW JHPATRYTAAY amaniay

Page 2 of 4
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Ukraine Batch Certificate

YKpaina CeptudikaTt axocri

novo nordisk”

Novo Nordisk A/S

Product Name and Strength: VICTOZA® 6 MG/ML 2X3 ML

Move Alle L

Ha3Ba rnpoayKTy Ta A03yBaHHs BikT03a® 6 tar/mn, 2x3 mn éiia_“iffw“fd
Batch No: PS6LX70 Tel. r45 4144 388
Cepist Ne
Liraglutide related impurities A £2.0 See COA %
Niparaytuay crnopigredi aomilwkm A Avs. Ceprudikar

aHanisy
Liraglutide refated impurities B 2.6 See COA %
Niparaytvay cnopigHeni aomilkn B Jus. Ceptundikar

ananisy
Liraglutide related impurities C <1.1 See COA %
Niparayringy cnopigHeni gomiwku C Aus. Ceprudikar

ananisy
Other hydrophobic liraglutide related  <1.1 See COA %
impurities Aue. CepTudikar
[HWi riapodobHi cnopigHeni gomitkn aHanizy
mparnyrnay
Bacterial endotoxins <80 See COA IU/mi
BakrepianoHi @HAOTOKCUHN Aus. CepTudikar MO/mn

aHaniay
Sterility Complies See COA
CTepuneHicTs NosuHeH Byt Au. Ceprudikar

CTEPpUNBHUM aHasnisy

Identity of preservatives The retention time of  See COA
lAeHTMOIKALIA KOHCepBaHTIB a major peak in the Avs. Ceptnidikar
($erony) chromatogram aHanizy

obtained with the
sample does not
deviate more than
0.04 minutes from the
phenol peak in the
chromatogram
obtained with the
preceding injection of
the phenol reference
solution,

Haz yrprManHs
OCHOBHOrO NiKa Ha
xpomarorpami,
oTpUMaHii Ans
BANPOBYBEHOrO
pO3UnHY, Mae
BIAXVNSITACH He
Binsiue Hix Ha 0,04 x8
Big niky deHony Ha
xpoMarTorpami,
oTpUMaHIi anst
nonepeaHboT iH'exyii
CTaHAAPTHOIO
po3UnHy deHony.
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Ukraine Batch Certificate

Yrpaita Ceprndikar skorr

Product Name and Strength:
Ha3Ba NpoayKly 1a f03yBaHHA

VICTOZA® 6 MG/ML 2X3 ML

BikTo3a® 6 mr/mn, 2x3 mn

NOvVo nordisi

Novo Nardisk A/S
Novo Alle 1

2880 Bagsvaeri
Denrmark

Batch No: - PS6LX70 Tel. +45 4444 3888
Cepia Ne :
Phenol 5.2-6.0 See COA mg/ml
denon Jvs. CepTudikar Mr/mn
aHanisy
Freezing point depression 0.47-0.57 See COA ¢
SHMKEHHA TOWKV];&MQ[JBGHHQ AMB. Ceprwcpika-r ; rpaﬂ‘yc
aHaniay Lenncis
Parriculate matter 2 10 pm <6000/container See COA

MexaHivHi BRAHOYEHHS
w10 MKM

Particulate matter = 25 um
Mexariuni BKAFOUEHHS

= 25 MKM

Dose accuracy

<6000/KoHTRUHED

<600/container
<600/koHTeHED

Aug, Ceprudicar
aHanisy
See COA
Aus. Ceprudikar
aHanisy

. Complies See COA 2
TOHHICTE AO3YBAHHSA Bigriosigace [Avie. Ceptudikar
aHaniay

- The spacification limits + 5% at max dose is fulfilled by using ISO 3951 part 1 or 2.For liraglutide 0.6/1.2/1.8 mg pen-
mector item no. 5-9695-xx, max dose is equal to 300 mg./AonycTymMi 3HaUeHHR Cneuudixauii £5 % npu MaKCUManbHiG
£031 BIANOBIAAI0TL BUMOTan po3ainy 1 a6o 2 kepisHuyTea IS0 3951, Anst niparnytvay no 0,6/1,2/1,8 Mr y Wirnpru-pyyu,
KaTanoxHuil Neh-9695-%%, MaKCUManbHa 4033 CTaHoBuT, 300 Mr,

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.

Lium 51 3acBiguyio, Lo BUUieBKa3aHa iHbopmaLis € 40CTOBIPHOW | TOUHOI0. faHa cepia npoayxuil Gyna suroroaneHa
(BKUOUYRIOUY YIIAKORKY / MAPKYBAHHA) | TPOBEAEGHO KOHTPOAL i AKOCTI Ha AINRHUI(-Kax) 8 NoBHIA BignosigHOCT 3
BuMOramu GMP, BCTAHOBIEHUMY MICLIEBUM PEFYNSITOPHUM OPraHoM, a TakoxX y BignosigHOCT 3i crieyndikauiamy, Uio
MICTRTBCS B PRECTPALIHOMY A0CHE, [TPOTOKONM BUPOBHNUTRE, yTIaKOBKM Ta aHanisy 6ynv nepesiperii BCTAHOBIEHO
BIANOBIAHICTE GMP.

This batch is certified by a Qualified Person delegate.

Us cepin ceprudikoBaHa YNOBHOBAXEHOIO 0COB00,

2024-10-08

Qp- deteqate / TABI (Imran Asli Pusat)
Qua ity Department
Novo Nordisk A/S

Denmark
YrnosHogaxeHa ocoba
Bigain axocTi

A/T Hogo Hopaick, AiaHin
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