ﬂEP')’KABHA CJIY}KBA'S JIIKAPCBKIJX" SACOBIB TA KOH’I‘Pomo 3A s
: HAPKOTUKAMY Y KUIBCHKI OBJACTT i3

npors Cm'rmmum Hamx, 3omIKnisy 0”’099 *ren/(pam (044) J(’)S”O(S ‘i(}
E~mall dls ko@dlq gov s, K JL-E‘JIPH()Y 3707 8774

E , BI/I( ‘HOBOK
npo mcu:’n) Bsmcxmro B chpamy JIIKA{

ROFO mwoy

e -.-_i‘.z7 02 2024

‘499/24/;0 |

VICTOZA - vl T
B ) (nalmenynamm JII!\rIpGI»KOI o 34006 Y. 3r1,rmo 3peect paummm nocmmmuum) o
» i‘p‘dz‘t '_m mm i’ exiit, 6 Ml‘/MJ’[, o3 MLy lcapxprmxcax, BRIGACHUK ¥ nonepe,anbo 3anouau1y 3
L ;‘,Oan dw;xosony Ommpaa(my mnpumpy*«my, o 2 norxepemmﬂ ?fmommm mnp‘x' (
o D . i _aproniiitkoposii 6MG/ML 2X3 ML - -

(bopma mmymcy, ,umys’xmm, B Hﬂk)’B’HiHﬂ mxapu,xm 0! mxco(‘ y}

e, f,'-HoMep;pemrpaumxoxo nocmmremm UA/ 1 21"4/01/01 mpox it peevrpamxmoxo nocmmemm 01 0} 2099.1'

e ..'_Cepm mKapcsxorb“sdw( y No NQGJKGI - Kmbmm BHCIEHOT Jxxkambxoso ;dwﬁy 4256

; ‘Ifg‘-):A/T Hoso HOp,Z(ICK/NOVO Nozdlsk A/S J'[aHm/Dcnmark

(Haﬁweyyamum mapo(“ HUKA ﬂ!deCbKOlO 3ac05y, xpama uoxofwt,mm)

5 :BH;:‘OGHHK

N '“.:Tonapncwo’s uomemenozo anom/:(a ’ILHXCIH‘) "Hono Hopmm
o Yxpaiia!, inenrs xojic 41467446 T Al
» (wabtmeny ranisi ra xox 32 CIPIIOY ropuui ol ocm’m alo rqmmxme iM's1, 10, Gam\om qnsxmxot A
000614 m;mpucrvxwr, Womictie nposmmanns o peempamimmi nomep obiixonof rcapmx IrakHHRA
Gy e noxxamn a0 CEpis T4 HoMep tatropT a)

HpOTOKOJI mgyaﬂbm)m KOHA xptmm 314.2220212024 .Nﬂ 0135/2

31 _ pe';ym;r'rraMﬂ ):[epxcaxmom K'On‘ibojiro ; rs‘é'm‘r('jmené B Vidsatiy a0

HTROMIO) - = (GIVGED i




el

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
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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
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<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
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