AEPIKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

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

BHCHOBOK
Npo AKiCTL BBE3€HOI0 B Y KpaiHy JiKapchbKoro 3acody

23.04.2024 Ne 9662/24/10

CAKCEHJIA®

(HaHMeHYRAHHA MiKapChEoTro 3acofy 2riTHo 2 peccTpaliiHHM NOCBIAICHHAM)
PO3YHH /I iH'€KIiH, 6 MI/MII; 10 3 MJI Y KAPTPHAXKAX, BKIaJeHdX Y HolepeAHb0 3all0BHEHY
0araTo/1030By OJJHOPA30BY IMIIPHI-PYYKY; 0 3 MoNepeJHbO 3aNI0BHEHI MIMPHI-PYIKH B
KapToHHIH Kopodiri

(topMa EHITyCKY, 103YBAHHSA, RH]] HAKYBAHHA JTKAPCEKOTC 32c0by)
Howmep peectpaniiinoro noceimacras UA/18651/01/01 crpox aii peecrpaniinoro mocsimaerna 23.03.2026
Cepin nikapcrkoro 3aco6y Ne NPSK155 KinbkicTs BRe3€HOTO Hikapchkoro sacody 3500

BrpoGHEK A/T Horo Hopaick, Jlaniga

(HaliMeHYBaHHA BHPOOHAKA KAPCEKOTO 3aco0y, KpaiHa ToX0MeHHA)

Brezeno B Yxpainy ToBaprCcTBO 3 06Mexenoio BinmoBinaasaicTio "Horo Hopaick
Ykpaina", inenr. xox: 41467446

(BaiiMeRyBaHHA Ta KoX 33 €JIPIIOY oprAETHOI ocoSH abo NpisBHINE, iM'd, o 6aTRKOEI dizHIHOL
ocobH - DianpHeMna, 1i Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep 0GNiKORO] KAPTKH IITATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

IpoToxon Bisyannuoro xoarpomo Big 11.03.2024 Ne-63

AN 2/
eHH—F 8 \i,: A\
JIOKYME HTIB\Z\
13¥ SHOCTL KA !Bi%’éam i MeyIHoOI mpoayKIi"
(m.Knis, Byn. Kynpasceka 10r M. Kuis, Byg ;E ‘iEq (ricska o6macts, ¢. Hosi IleTpisri,
nyn. Ipana Opasis, 19) 2\

JlaGopaTopHuii aHATIZ AKOCTL MKAPCHKOTO 3acody,

(HAIMEHYBAHASA TA MiCIIE3HAXOJIKE qﬁ:@pn mg, {lﬁQBlezY 60pATOPHAH aHATI3 TKOCTL)
1 H / \\/

1Mm 04.04.2024 Ne 0662

PezynbTaTH TaGopaTOPHOTO aHANIZY AKOCTI JNiKAPCEKOTO 3aco6y 3a IepeBipeHHMH TOKa3HHKaMHE BilIIOBIAAI0TH
BHMOTaM METOJIIE KOHTPOIIO AKOCTi (AHANITHIHO-HOPMATHBHOT AOKYMCHTAIT).




Certificate of Analysis

AOVO NOFdiSK”

Ceprupikar AHaniay

Novo Nordisk AfS

Novo Allé
2BBD Bagsvaerd
Denmark

T 1 10 e
SAXENDA Order Number 4 0007780810-170
6 MG/ML 3X3 ML JamoBaenxs Na
Caxcenpna 6 mr/mn 3X3 Mn Date of Manufacture 3 10/2023
DaTa EMpOGHMITRA

Product No. : 7102366
OpooykT Mo
Batch Number : NF5K155 Date of Expiry : 03/2026
Cepin Mo Jara saxiHYeHHRE CTPORY NMPUMIATHOCTL
Ttem No.: 5183011 Batch No.; NW5JP63 Ext Spec: 51830XX-990
Components Results Units Note
[owasSHUEM Pe3aynuTaTH OnmuuMuL Mpuuirea
Macroscopy COMPLIES
Makpooxonia Bipnprigae
Id of liraglutide COMPLIES
InexTudinania miparnyTeny Bignoripae
Content of liraglutide 5.97 mg fml
KinskicHe BMABHayeHHA niparnyTany M /M
pH B.1&
pH
High molecular welght proteins 0.2 ¥
BHCOKDMONEXYJIRPHL Ginku
Sum of rel Iimpuritiea 3.4 L3
CymapHuit BwicT cynpopiguux comimox
Other hydrephilic rel imp 1.5 L]
Buigr iWwux rippoginuHux cynpoalfiux oomiwox
Related impuritiea A <1.4 k]
Cnopiguena gosiwea

1.5 k]

A
Related impuritiez B
Crnopipuena poudiuka B

Related impurities C

CropigHeta momimxa C

Qther hydrophobie rel imp

Buicr imwmx ripgpofpobumx cynposimpumx aouimor
Bacterial Endotoxin

BaxTeplanbHl EeHIOTOKCHMHM

Sterility

CTepunLyicTE

ID of preservatcive

I dixanin xoHcep Tim

Fhenol

PeHgn

Freezing point depression 0.51 Celalps
JHHMEHRA TEMIEDATYDH 3aMep3aHue Denecin
Particlesz »>= 10 pm/container 51
Mexaniun! BrmouedHa »= 10 weM/XCHTERHep
Particles »= 25 um/containar 2
Maxariuni BXNoueHHA >= 25 MKM/xouTeiinep
.///. N :
072 Ukraine ert. No: 1102234
Created by: WMBR on: 2023.12.19 07:45:06 UTC 1l of 2 i




Certificate of Analysis

Ceprmbdikar Axnanizy

Hovo Nordisk &/S5
Novo ALlE

2880 Bagavaerd
Denmark

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

SAXENDA QOrder Number : 0007780810-170
6 MG/ML 3X3 ML Ramoanennr M
CakceHma & mrp/mn 3X3 mn Date of Manufacture : 10/2023

flara BMpoSHMUTEBA
Product No. : 7102366

Npoxyir Mo
Batch Number : NPSK155 Date of Expiry : 03/2026
Cepia No Iara AaKi1HYEHHA CTPOKY HPMOATHOCTI

TouHicTe Oo3yRaHHA: Binmnoripae
Dose Accuracy: Complies

2023.12.13 Copenhagen

Quallty !epartment
This document is only valid with a handwritten signature,

072 Ukraine
Created by: WMBR on: 2023.12.19 07:45:06 UTC
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Ukraine Batch Certificate |

L -y
: ; , novo nordisk
¥YkpaiHa Ceptudikart AkocTi
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml N e TIaic A7
Haapa npoAyKTy Ta A03yBaHHS CaxkceHga® 6 Mr/mn, 3x3 mn 5880 B:?svaerd
enmal
Importing Country: Ukraine Tel. +45 4444 888
KpaiHa-imnoprep Ykpaina
Dosage form / Package size: Solution for injection, 6§ mg/ml, in a pre-filled
multidose disposable pen
Nikapcbka thopMa /posmip ynakoexu Po34iH gna iM'ekUil, 6 MI/Mn, NonepeaHLo 3anoBHeHa baratogo3opa

0AHOpPa30Ba LUNPUL-PY-Ka

Batch No. / size: NP5K155 7 6.056 packages/ynakosox
Cepin Na / Poamip

Order No: 7780810

3aMoBAeHHA Ne

Date of Manufacture: 10/2023

Aara supobHruTea

Date of Expiry: 03/2026

TepMiH npugaTHocTl

Registration certificates No: UA/18651/01/01

Peecrpauiine MocsigueHHA Ne

Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

Cneyueikadin rotoBoro nikapcekoro acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acTOCOBHI METOAW: 3a3HaueHi B 3aTeepaxeHlii Cneyudlkauli Ha roTornid nikapebkuia 3aciB, Bepcia

1.0 sepudpikoeaHa y PeecTpayiiiiii cucremi Hoso Hopgick

Analysis results see Electronic Certificate of analysis
PesynbLTaTh aHaniay AMBUCH

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

BupobHWK BigNosiAanLHWIA 33 BMNYCK CEPIT roTOBOrD NikapcbKkoro 3acoby:
A/T Hoeo Hopgick, Hoso Anne, barceaepg, 2880, JlaHia

Manufacturing Authorization No. 103380
NlueH3in Ha supoGHUUTES NO. 2

Certificate of GMP compli
Ceptudixat GMP No.

\,“(‘H["H() ;’,

{ rqah yrer No. DK H 10000517
/ um\ VMEHTIB Q,\

Bl

/
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Ukraine Batch Certificate

| _ novo nordisk”
YkpaiHa Ceptudikat akocTl
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml i
Ha3sa npogykTy Ta A03yBaHHA CaxceHpa® 6 mrimn, 3x3 ma 2880 Bagsvaerd
Denmark
BatCh NO: N P5K1 55 Tel. +45 4444 8888
Cepis Na
Test item/Component Acceptance Criteria Result Unit Notes
MokasHWKW AKOCTI Cneuudikauin Pesynstam OanHvui MprMITKI
{Bunmori MKA) BlmIploBaHHA
Macroscopy A colourless and almost See COA Avs. <none> <Ha
30BHILLHIA BUIrNAY colourless liquid free from  Ceptundikat 33CTOCOBYBAHO>
turbidity and essentially AHanizy
free from particulate
matter.
Mposopwii Ta GesbapBHWiA
atio Maiixe Ge36apBHWIA
i30TOHIYHWIA pO34MH
Identity of liraglutide Complies means verified See COA flmB.  <none> <He
IaeHTMdikayia niparaytugy  as liraglutide. CepTudikar 3aCTOCOBYBAHO>
MiaTeeppreHHA AHanisy
iAeHTUYHOCTI AiparayTuay
Content of liraglutide Release: 5.66 - 6.30 mg/ml  See COA AwuB. mg/ml Mr/mMn
KinekicHe BU3HaUeHHsA [94.3 - 105.0 %] Shelf life; Ceprudikar
AiparnyTnay 5.44 - 6.30 mg/ml [90.7 - AHanisy
105.0 %] Mpw snnycky:
5,66 - 6,30 mr/mn [94,3 -
105,0 %] Mpw 36epiraqHi:
‘5,44 - 6,30 mr/mn [90,7 -
105,0 %]
pH Release: 8,00 - 8,40 Shelf See COA Ave. <none> <He
life: 7.90 - 8.40 Npu CepTudikar 3aCTOCOBYBAHO>
ennycky: 8,00 - 8,40 Npwn AHanizy

High molecular weight
proteins

BmicT 6inkie Bucokol
MOAEKYNAPHOT Maci

Sum of liraglutide
related impuritles
CymapHWia BMicT
CnopigHeHWxX 3
niparnyTuaom AOMILLOK

Other hydrophilic
liraglutide related
impurities

IHWwwx rigpodinsHMX
AOMILLIOK cnopigHeHnX 3
niparnytnaom

36epiranHi: 7,90 - 8,40
Release: < 0.9 % Shelf life:
< 2.3 % Mpu Brnycky:
0,9% Mpw 36epiraHHi: <
2.3%

Release: £ 7.2 % Shelf life:
< 10.0 % MNpw BUNYyCKY: <
7,2% Npw 36epiranHi: <
10,0%

Release: < 3.2 %

Shelf life; < 3.8 %

Mpw BUNyCKy: < 3,2% MNpu
abepiraHHi; < 3,8%

Page 2 of 4
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Ukraine Batch Certificate

YkpaiHa Ceprudlkar axkoct

Product Name and Strength:

Ha3ea npoAyKTy Ta A03yBaHHA

Batch No:
Cepia Ne

Liraglutide related
impurities A

BMicT cnopigHeHol 3
AiparnyTMaomM AOMILLKK A

Liraglutide related
impurities B

BmicT cnoplaHeHor 2
AiparayTnaom aomillky B

Liraglutide related
impurities C

BMIcT cnopigHeHor 3
niparnyTuaom AoMilkK C

Other hydrophaobic
liraglutide

related Impurltles
IHwwux rigpo¢obHnx
AOMILLIOK cnopigHeHWx 3
niparayTMAOM

Bacterial endotoxins
BakTepiancHi eHAOTOKCMHNK

Sterility
CTEpUALHICTE

Identity of
preservatives
LaeHTU}ikauia
KOHCEepPBaHTY
Phenol
eHOA

Freezing point
depression

3HUXEHHA TemMnepatypw
3aMep3aHHsA

Saxenda® 6 mg/ml, 3x3 ml

AOVO nordisk’

Novo Nordigk A/S
Novo Alle 1

2880 Bagsvaerd
Drenmark

CakceHAa® 6 Mrimn, 3x3 mn

NP5K155

Release: < 2.0 % Shelf
life: 3.2 % Mpw
BUNycky: < 2,0% Mpu
a6epiraHHi: < 3,2%

Release; < 2.6 % Shelf
life: £ 3.3 % Mpwn
BUNYyCKy: < 2,6% MNpw
3bepiraHHi: < 3,3%

Release: < 1.1 % Shelf
life: < 1.4 % Mpw
Banycky: £ 1,1 % Mpw
3bepiraHHi: £ 1,4 %

Release: < 1.1 % Shelf
life: = 2.0 % Npw
sunycky. < 1,1 % Mpun
36epiranHi: < 2,0 %

<80 IU/ml
< 80 MO/Mmn

Complies
Bianoeigae

Complies means
verified as phenol.
MNiaTBEpAXEHHA
iaeHTMYHOCTI heHony
Release: 5.2 - 6.0
mag/ml Shelf life: 5.0 -
6.0 mg/ml MNpn
BYRyCcky: 5,2 - 6,0
Mmr/mn Mpw
3b6epiramHi: 5,0 - 6,0
Mmr/mn

0.47-0.57°C

Page 3 of 4

Tel. +45 4444 8388

See COA fue, %
Ceptndikar
AHanizy

See COA fus. %
CeptndikaT
Ananisy

See COA Ave, %
CepTudikar
AHanizy

See COA Ame. %
CepTudikar
Ananiay

See COA [ms, IU/ml MO/mn
Ceptndikat
AHanizy

See COA Jus,

Ceptudikat

<ngne> <He
_3acToCoByBaHO>

See COA fus.
CepTudikaTt
AHaniay
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Ukraine Batch Certificate mmisk.

Ykpaida CepTudikar akocTi

Novo Nordisk A/S

Novo Alle 1

Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml v e
Ha3ea NnpoayKTy Ta A03YBAHHA CakceHaa® 6 mrfmn, 3x3 mn Tel. +45 4444 5888
Batch No: NP5K155
Cepin Ne
Particulate matter < 6000/caontainer < See COA Aue, <none> <He
210 pm 600/container < CeptndikaTt 3aCTOCOBYBAHO>
225 pm 6000/ynaxkoexka =< AHanisy
MexaHiyHi BKAIOYEHHA 600/ynakoeka
2 10 MKM
2 25 MKM
Dose accuracy Complies means that the See COA JMB.  <none> <He
ToyHiCTE AO3YBAHHA specification limits + 5% at Ceptuikat 3acTOCOBYBaHO>

50 Increments is fulfilled AHanizy

using ISO 3951 part 1 or 2
{the limit is in accordance
with ISO 11608-1). Mexi
cneywgikauii + 5 % npw 50-
KPOKOBOMY 36inblieHHi
NiATBEPAXEHO MeTOAOM ISO
3951, yactmHa 1 abo 2 (Mexi
BiANOBIAAKITE BUMOTaM
cTadgapty ISO 11608-1)

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 imparting 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.
Livim 7 3acRiguyto, Lo BULLEBKa3aHa IH¢opmauIs| € .u.or:roslpuom i TouHolo. flaHa cepis npoayxuii Syna BurotoaneHa
BrEfe > -'.-. 0k i AKOCTI Ha .u.mﬂHLu( Kax} B NOBHIA anosl.qucrl 3

QP-delegate /MYWS (Mikkel Schneider)
Quality Department
Novo Nordisk A/S

Denmark
¥noeHoeaxeHa ocoba
Bigaln axocTi

AT Hoeo Hopaick, AaHia

Page 4 of 4




AEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

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

BHCHOBOK
Npo AKiCTL BBE3€HOI0 B YKpaiHy JiKkapchbKoro 3acody

21.06.2024 Ne 22555/24/10

CAKCEHJIA®

(HaHMeHYRAHHA IiKapCLEOTo 3acofy 2riTHO 2 peccTpaniiHHM NOCBIICHHAM)
PO3YHH A iH'€KIiH, 6 MI/MI; 10 3 MJI Y KAPTPHAXKAX, BKIaJeHdX Y HoNepeAHb0 3all0BHEHY
0araTo/1030By OJJHOPA30BY IMIIPHI-PYYKY; 0 3 MoNepeJHbO 3alI0BHEHI MIIPHI-PYIKH B
KapToHHIH Kopodiri

(topMa EHITyCKY, 103YBAHHSA, RH]] HAKYBAHHA JKAPCEKOTC 33coby)
Howmep peectpaniiinoro noceimacras UA/18651/01/01 crpox aii peecrpaniiinoro mocsimaerra 23.03.2026
Cepin nikapcrkoro zaco6y Ne PPSL181 KinbkicTs BBE3€HOTO Hikapchkoro sacoby 6056

BrpoGHEK A/T Horo Hopaick, Jlaniga

(HaliMeHYBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXO0KeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick
Ykpaina", inenr. xox: 41467446

(BaiiMeRyBaHHA Ta KoJ 33 €JIPIIOY oprAETHOI ocoSH abo NpisBHINE, iM'd, o 6aTEKOEI dizHIHOL
ocobH - DianpHeMna, 11 Miclie TPOXKHBAHNHA T peccTpanifinyi HoMep 0GNiKORO] KAPTKH IIIATHHKA
MOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen sizsyannaoroe xearpoo Bix 07.05.2024 Na 1241/2.
JlaGopaTopHuii aHATIZ AKOCTL MKAPCHKOTO 3aco0y 3MificHeHHEH:
JII "IerTpansHa 1afopaTopid 3 aHANIZY SKOCTI MKAPCHKEX 3ac001B 1 MEJIMTHOT OPoAyKIi"

(m.KuiB, Byn. Kynpasceka 10r M. Kuis, Byn. Kynpasceka 8B Kuigcrka o6macts, ¢. Hosi IleTpirmy,

By [pana Opanka, 19) .

(HaliMeHyBaHHA TA Mic




Certificate of Analysis %’vﬁ

novo nordisk

CepTHdikaT AHaNnisy

Novo Nordisk A/S
Wove Allé

2880 Bagsvaerd
Denmark

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

SAXENDA Order Number : 0007784553-80

6 MG/ML 3X3 ML 3amoBneHHA No.

CaxceHna 6 Mr/mn 3X3 mn Date of Manufacture : 01/2024
FlaTa BMPOGHMITEA

Product No. : 7102366

MponyxT No

Batch Number : FP3L181 Date of Expiry : 06/2026

Cepin No JlaTa sakiHYeHHA CTPOKY NpMIaTHoOCTL

Item No.: 5183011 Batch No.: PWSRM27 Ext Spec: 51830XX-990

Components Results Units Note

IoKaIHUKU PesyAbTaTH OmMHMITL puMiTRa

Macroacopy COMPLIES

o Bimnonigas

Id of liraglutide COMPLIES

IpeuTHdirxanin miparmyTumy Bimnonigas

Content of liraglutide 5.99% mg/ml

KinsxicHe mumHaueHHa niparnyTHAY M/ mamn

pH g8.16

pH

High molecular weight proteins <0.2 %

BHcoMroMoneKyARpHl Simxm

Sum of rel impurities 3.7 %
CymapHWi smicT cynpomimmmx momimox

gther hydrophilic rel imp 1.2 %

BmicT inmmMx rifppodinsHMX cympoBlpHux mRomimox

Related impurities A <1.4 %
Crnopipnena momimxa A
Related impurities B § B %
Crnopipsena pomimxa B
Related impurities C 0.2 %

Crnopipnena pomimxa C
cther hydrophobic rel imp 0.2 %
BmicT inmmmx rippoboBmmx cympomipmmx gomimok

Bacterial Endeotoxin <15 IU/ml
EarKTepiansHil eHOOToOKCHMHM

Sterility

CrepMneHlicTE

ID of preservative

IpeuTHdirxanin KoHcepmaHTin

Fhenol

deHoa

Freezing point depression

SHMXSHHA TEMNSDATYPM 3aMED3AHHA
Barticles >= 10 pm/container

Mexaniuui msrmouensaa >= 10 meM/xonTefinep
Barticles »>= 25 pm/container

Mexaniuui mrmouenna >= 25 mem/xonTelinep

012 Ukraine Cert. No:,
Created by: WMBR con: 2024.03.04 11:01:32 UTC Page: 1 of 2
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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

SAXENDA Order Number : 0007784553-80
6 MG/ML 3X3 ML 3amMoBieHHA No
CaxceHna 6 Mr/mn 3X3 mn Date of Manufacture : 01/2024
FflaTa BMpPOSHMIITEa
Product No. : 7102366
MponyxT No
Batch Number : FP3L181 Date of Expiry : 06/2026
Cepin No JlaTa sakiHYeHHA CTPOKY NpMIaTHoOCTL

TouyHiCcThE OOoS3yYBaHHA: Bimnorigae
Dose Accuracy: Complies

2024.03.04 Copenhagen

Mads Sund Bering
Quallty Department

012 Ukraine
Created by: WMBR con: 2024.03.04 11:01:32 UTC Page: 2 of 2



Ukraine Batch Certificate

ME. . g
_ _ novo nordisk
YxpalHa Ceprudikat AKOCTI
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml N e s
Ha3ea npoaykTy Ta po3yBaHHA CakceHga® 6 mr/mn, 3x3 mn gssn Balq(;svaerd
enrmar
Importing Country: Ukraine Tel, +45 4444 6888
KpaiHa-imnoptep YkpaiHa
Dosage form / Package size: Solution for injection, 6 mg/ml, in a pre-filled
multidose disposable pen No 3
Nikapceka dpopma /po3mip ynakosku PoauuH Ans iH'€KUiA, 6 Mr/Mn, NonepejHLO 3anoBHeHa GaraToao3oea

04HOPAa30Ba WNPAU-PYJYKa No3

Batch No. / size: PP5L181 / 6.056 packages/ynakoBoK
Cepin No / Posmlp

Order No: 7784553

3aMoeneHHA No

Date of Manufacture: 0172024

Jarta enpo6HWLTBa

Date of Expiry: 06/2026

Tepmin npugaTHocTi

Registration certificates No: UA/18651/01/01

PeecrpauiiiHe NocalgyeHHnA No

Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

Cneuwdikalin rotosoro nikapcbkoro acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acrocopypaH] MeToaW: 3asHaveHi B 3aTBepAxeHiid Cneumdlkanli Ha roToEWi NikapcbKWiA 3acif, Bepcia

1.0 sepudikosaHa y Peectpauiiiniii cucteml Hoeo Hopaick

Analysis results see Electronic Certificate of analysis
PeaynbTaTi aHanisy gvence

Manufacturer of the finished product and responsible for
Novo Nordisk A/S, Novo Alle, Bagsva

BHPOEHHK BiANoRiganLHMA 3a BNYCK cepll roToBoro ﬂlKﬂpCbKOFO 3aco

Manufacturing Authorization No. 103516

Tiyexsia Ha BMpo6HUUTBO No.

Certificate of GMP compliance of a manufacturer No.
CepTidikat GMP No,

Page 1 of 4



Ukraine Batch Certificate

L. ®

YkpalHa CepTudikar akocti novo nordisk
Product Name and Strength:  Saxenda® 6 mg/mi, 3x3 mil il A
Ha3ma npoaykTy Ta A03yBaHHA CaxceHga® 6 mr/mn, 3x3 mn gzﬁ% :sesvaerd
Batch No: PP5L181 Tel. +45 4444 SBBB
Cepin Ne
Test item/Component Acceptance Criteria Result Unit Notes
MoxazHMKK AKDCTI Cneywdixauin PeaynwTati OpvHuui MNpuymMiTkA

{(Bumoru MKHR) BUAMIpHOBaH

HA

Macroscopy A colourless and almost See COA <none>
30BHILWHIA BArASa colourless liquid free from Avs, <He

turbidity and essentially free Ceptudikar  3acTocosy

from particulate AHaniay BaHo>

matter.

Mpo2opuid Ta 6e36apBHMIA

abo Maiixe 6e3bapBHUL

i30TOHIYHWIA PO3YUH
Identity of liraglutide Complies means verified as See COA <none>
IaeHTudikayia niparaytuay liraglutide. Aus, <He

NigTeeppxeHHn iaeHTMYHOCTi  CepTudikaT  3acTocoBy

niparaytnay AHaniay BaHo>
Content of liraglutide Release: 5.66 - 6.30 mg/ml See COA mg/ml
KinbkicHe BU3HaueHHs [94.3 - 105.0 %] Avi. Mr/mn
niparnytvay Shelf life; 5,44 - .30 mg/ml CepTudikar

[90.7 - 105.0 %] AHanizy

Mpwn Brnycky:

3,66 = 6,30 Mr/mn

[94,3 - 105,0 %]

Mpu 36epiraHHi:

5,44 - 6,30 mr/mn

[90,7 - 105,0 %]
pH Release: 8.00 - 8.40 See COA =none>

Shelf life: 7.90 - 8.40 Awvp. <He

MNpwu eunycky: 8,00 - 8,40 Mpr  CepTudikaT  3acTocosy

abepiraHHi: 7,90 - 8,40 AHanizy BaHo>
High molecular weight Retease: 0.9 % See COA %
protelns Shelf life: £2.3 % Auns.
BmicT 6inkie Bucokoi Mpw sunycky: < 0,9% CeprwudikaTt
MONEKYAAPHOT MacK Mpu 36epiraHyi: < 2,3% AHanis

QUEETR &,
Sum of liraglutide Release: < 7.2 % A “See COA'7! 'ﬁ; “”g
: : R Ky MEHT G
related impurities Shelf life: < 10.0 % ~/ BB ]
CyMapHwWii BMICT Mpw BUnycky: < 7,2% I = e L " “9;:
CnopigHeHWx 3 Mpw 36epiranHi: < 10,0% F; AHE&?( 25 \;Kgél o]
AlparayTuaom aomitiiok ;}; . %:Q \t *_, »'r,:,? %Y
N ONERS Sy A
Other hydrophilic Release: 3.2 % Sae AT /87 >
liraglutide related Shelf life: < 3.8 % .n,’-'-"- 2N b
impurities Mpw Bunycky: < 3,2% Cepting %&g AnTeunnii (K133 g
, . NeZ S c?
IHwWX rlapoginbHx Mpw abepiraHHl: < 3,8% AHanisy¢ :R;« 3y
. ‘-‘b; e a‘*

AOMilLoK crnoplgHeHux 3
niparnyTnaom

Page 2 of 4
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Ukraine Batch Certificate

Ykpaina CepTudikaT AkocTi

Product Name and Strength:
Ha3sa npoaykTy Ta AD3YBaHHA

Batch No:
Cepin No

Liraglutide related
impurities A

BMmicT cnopigHeHoi 2
Aiparaytnaom AoMiILLKK A

Liraglutide related
impurities B

BmicT cnopigHeHoi 3
niparnayTUAOM AOMIWKK B

Liraglutide related
impurities C

BmicT cnopigHeHOi 3
AiparayTuacm acmikm C

Other hydrophobic
liraglutide

related impurities
WX riapodobH1x
AOMILLIOK CNOpigHeHWX 3

AlparayTugom

Bacterlal endotoxins

BakTepianeHi eHACTOKCHMHW

Sterillty
CTepunbHICTE

Identity of
preservatives
IaeHTndikauis
KOHCepBaHTy
Phenol

daHoN

Freezing point
depression

JHWKeHHA TeMriepaTypu
3aMep3aHHA

Saxenda® 6 mg/ml, 3x3 mi

CakceHga® & Mrimn, 3x3 Mn

PP5L181

Release: 2.0 %
Shelf life: 3.2 %
MNpwy BUNycky: s 2,0%
MNpw 36epiraHHl:
£3,2%

Release: £ 2.6 %
Shelf life: £ 3.3 %
Mpw Bunycky: < 2,6%
Mpu 36epiraHHi:
£3,3%

Release: < 1.1 %
Shelf life: < 1.4 %
MNpw punycky: £ 1,1 %
MNpw 36epiraHHi:
£14%

Release: < 1.1 %
Shelf life: < 2.0 %
Mpw Bunycky: < 1,1 %
Mpwu 36epiraHHi:
£2,0%

<80 IU/ml
< 80 MO/Mmn

Complies
Bignosi

50-60mg/ml—
Mpu BUNYCKY:

5,2 - 6,0 mr/mn

MNpw 36epiranxi:
5,0-6,0 Mr/mn

0.47 - 0.57°C

Page 3 of 4

See COA AuB.
CepTudlkar
Ananiay

See COA fluB..

Ceptidikar
AHanizy

See COA AuB.
Ceptrdikat
AHanizy

See COA Ave.
CepTudikar
AHanizy

See COA AuB.
Ceprudikar
AHanisy

See COA Avie.

See COA Aus,
Ceptndikar
AHanisy

IU/ml MO/mn

<none> <He

3aCTOCORYBAHD>

<none> <He

3acToCOBYBAHO>

mg/ml|
Mr/mn

'
:Qfﬁuuﬂ
Outrie o

th \(Da'l'Ha- *
*

YICK
A0V N

novo nordisk”

Nove Nordisk &/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8388



o
Ukraine Batch Certificate

. X F . ®
: . novo nordisk
YkpaiHa CepTudikat AkocTi
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 mi Ak
Hasea npogyKTy Ta A03yBaHHA CakceHga® 6 Mrimn, 3x3 Mn Eaau B:?svaerd
enma
Batch No: PP5L181 Tel, +45 3444 6368
Cepifa Ne
Particulate matter < 6000/contalner See COA ive, <none> <He
210 ym £ 600/container CepTudikaT 3acTocoBysaHo>
225 pum < 6000/ynakoBka AHanisy
MexaHiuH| Bkno4eHHA < 600/ynaxoeka
z 10 MKMm
2 25 MKM
Daose accuracy Complies means that the See COA AMB. <none> <He
ToYHICTb A03YBaHHA specification limits + 5% at CepTwvdikaT 3aCTOCOBYBaHO>

50 increments is fulfilled AHanisy
using ISO 3951 part 1 or 2
(the limlt is in accordance
with ISO 11608-1),

Mexi crieumdikadii £ 5 %
npu 50-kpokoroOMY
36inblWeHHi NigTEEpAXEHD
MeToaom ISO 3951, wactHa
1 abo 2 (Mexi BigNoBIgalTE
BUMOram cTaHaapTy 1SO
11608-1)

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.

Lim A 2aceiguyto, WO BULLEBKa3aHa IHGpopmallin € AoCTOBIpHOIO | TOMHOW, flaHa cepin NpoAykuii 6yna BUroToBAEHA
(BKNHOUEIOYY YNAKOBKY / MApKyBaHHA) | NpOBEASHO KOHTPOAL Ti AKOCTI Ha AINAHUK-KaX) B NOBHIK Bi4NOBIAHOCTI 3
BUMOTamMKk GMP, BCTAaHOBAEHUMU MICLEBUM PEryARTOPHUM OPTraHOM, 8 TakoX Y alanosigHocTi i cneyndikavismm, wo
MICTATBCA B pEECTPaLiHHOMY AoCkE. [TpoToKDAW BUPOGHILTES, YNAKOBKW Ta aHaniay 6ynu nepealpeni i ectanosneqo
BignosigHicTe GMP,

This batch is certified by a Qualified Person delegate.
Lis cepin ceprudixoBaHa ¥YNoBHOBaXeHO0O 6coboio.

'?‘x(‘H{‘}}O

B/

~ !0 N
. J 810 SR\
JOKYMEHT B \é

V=

2024-03-05

d\.—\' i
P-délegatérMBXD (Maria Beck) A
Quality Department w1 835
Novo Nordisk A/S 2aina w2
Denmark
¥nosHobaxeHa ocoba
Biagin akocti

A/T HoBo Hopgick, flaHia
Page 4 of 4




JAEPKABHA CJIYKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

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

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

21.06.2024 Ne 22556/24/10

CAKCEHJIA®

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)
PO3YHH 4 iH'€KIiH, 6 MI/MII; 10 3 MJI Y KapTPHAZXAX, BRIAJEHHX Y HONECPEeAHLO 3aII0BHEHY
6araTo/1030BYy OJIHOPA3OBY IMNIPHI-PYYIKY; 0 3 MoNlepelHbO 3aNI0BHEHI MIMPUI-PYIKH B
KapToHHiH Kopobiri

(topMa BHITyCKY, I03YBAHHA, RH]] HAKYBAHHA JKAPCEKOTO 33coly)
Homep peectpaniiinoro noceimacrns UA/18651/01/01 crpox aii peecrpaniiinoro mocsimaerna 23.03.2026
Cepin mikapcekoro 3acoby Ne PPSL347 KinbkicTs BBe3eHOTO HiKapchkoro sacoby 04

BrpoGHEK A/T Horo Hopaick, JlaHiga

(HaliMeHYyRaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOoKeHHA)

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

(BafiMeRyBaHHA TA KoX 33 €JTPIIOY opraETHOI ocoSH afo NpisBHINe, iM'A, Mo 6aTEKOEI dizHTHOL
ocobH - mianpHemn, 1i Miclie TPOXKHBANHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IIITATHHKA
IOJATKIB af50 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xearpoo eix 07.05.2024 N 1241/3.

BBE3CHO B YKpaiAy 3




Certificate of Analysis %’vﬁ

novo nordisk

CepTHdikaT AHaNnisy

Novo Nordisk A/S
Wove Allé

2880 Bagsvaerd
Denmark

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

SAXENDA Order Number : 0007781898-40

6 MG/ML 3X3 ML 3amoBneHHA No.

CaxceHna 6 Mr/mn 3X3 mn Date of Manufacture : 01/2024
FlaTa BMPOGHMITEA

Product No. : 7102366

MponyxT No

Batch Number : FP3L347 Date of Expiry : 06/2026

Cepin No JlaTa sakiHYeHHA CTPOKY NpMIaTHoOCTL

Item No.: 5183011 Batch No.: PWSKRL79 Ext Spec: 51830XX-990

Components Results Units Note

IoKaIHUKU PesyAbTaTH OmMHMITL puMiTRa

Macroacopy COMPLIES

o Bimnonigas

Id of liraglutide COMPLIES

IpeuTHdirxanin miparmyTumy Bimnonigas

Content of liraglutide 6.12 mg/ml

KinsxicHe mumHaueHHa niparnyTHAY M/ mamn

pH 8.18

pH

High molecular weight proteins <0.2 %

BHcoMroMoneKyARpHl Simxm

Sum of rel impurities 3.4 %
CymapHWi smicT cynpomimmmx momimox

gther hydrophilic rel imp 1.¢ %

BmicT inmmMx rifppodinsHMX cympoBlpHux mRomimox

Related impurities A <1.4 %
Crnopipnena momimxa A
Related impurities B 1.5 %
Crnopipsena pomimxa B
Related impurities C 0.2 %

Crnopipnena pomimxa C

cther hydrophobic rel imp <0.2
BmicT inmmmx rippoboBmmx cympomipmmx gomimok

Bacterial Endotoxin <15

EarKTepiansHil eHOOToOKCHMHM

Sterility COMPLIES
CrepMneHlicTE Bimnonigas

ID of preservative COMPLIES
IpeuTHdirxanin KoHcepmaHTin Bimnonigas

Fhenol 5.6

deHoa

Freezing point depression 0.51 Cel=ius
SHUXSHHA TEMNSPATYPM 3aMepSaHHS Uenncia
Barticles >= 10 pm/container 48

Mexaniuui msrmouensaa >= 10 meM/xonTefinep
Barticles »>= 25 pm/container ak

Mexaniuui mrmouenna >= 25 mem/xonTelinep

012 Ukraine Cert. No:,
Created by: LYKN con: 2024.03.26 08:58:37 UTC Page: 1 of 2



Certificate of Analysis %

CepTHdikaT AHaANisy

novo nordisk”

Novo Nordisk A/S
Wove Allé

2880 Bagsvaerd
Denmark

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

SAXENDA Order Number : 0007781898-40
6 MG/ML 3X3 ML 3amMoBieHHA No
CaxceHna 6 Mr/mn 3X3 mn Date of Manufacture : 01/2024
FflaTa BMpPOSHMIITEa
Product No. : 7102366
MponyxT No
Batch Number : FP3L347 Date of Expiry : 06/2026
Cepin No JlaTa sakiHYeHHA CTPOKY NpMIaTHoOCTL

TouyHiCcThE OOoS3yYBaHHA: Bimnorigae
Dose Accuracy: Complies

/ HOKYMEHTIB N\

2024.03.26 Copenhagen

Lykke Nielsen
Quality Department oy
This Certificate is generated by a computer quality system and inc /dés an electyonic

signature g :
This Certificate is generated by a computer quality system and includes an elegtronic signature

012 Ukraine
Created by: LYKN con: 2024.03.26 08:58:37 UTC Page: 2 of 2



Ukraine Batch Certificate

L AME g
. , _ novo nordisk
Ykpaina Cepruadikar AkocTi
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 mi Merve Moscic A
Hasea NpoayKTy Ta A03yBaHHA CakceHga® 6 mrimn, 3x3 mn 2860 Bagsvaerd
Denmark
Importlng Cou ntry: Ukraine Tel, +45 4444 B85

KpaiHa-imnopTep YkpaiHa

Dosage form / Package size: Solution for injection, 6 mg/ml, in a pre-filled

multidose disposable pen No 3
Nikapceka dopma /po3Mip ynakosku Po3uuH A0 iHekUiid, 6 Mrimn, nonepeaHbo 3anQBEHEHa SaratoAo3oBa

OAHOpPa30Ba WAPWL-py-Ka Ne3

Batch No. / size: PP5L347 / 12.144 packages/ynakoBok
Cepin Ne / Poamip

Order No: 7781898

3aMoBneHHA Ne

Date of Manufacture: 01/2024

Java swpobHuuTeEa

Date of Expiry: 06/2026

TepmIH npyAATHOCT
Registration certificates No: UA/18651/01/01

PeecTpauiiike MocaigueHHA Na
Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

Cneupmeikauia roToBoro nlkapcekoro sacoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acTocoByBaHi METOAMK! 3a3HaueHi B 3aTeepgxeHii Cneyvdikauii Ha roToBwit nikapcbkiid 3acit, Bepcin

1.0 sepudikoraHa y PeecTpauiiniin cucremi HoBo Hopgaick

Analysis results see Electronic Certificate of analysis

PeaynbTaTin aHaniay AMBLCH

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

Manufacturing Authorization
fliyensia Ha supoSHMLTEO No.

Certificate of GMP compliance
Cepridikat GMP No.

Page 1 of 4



Ukraine Batch Certificate

¥YxpaiHa CepTudlkat akocTi

Product Name and Strength:

Haasa npoaykTy Ta AD3yBaHHA

Batch No:
Cepin No

Saxenda® 6 mg/ml, 3x3 ml

CaxkceHaa® 6 mrimn, 3x3 mn
PP5L347

NOVO Nordisk”

Novo Nordisk A/S
Novo Alle L

2880 Bagsvaerd
Denmark

Tel, +45 4444 8888

Test item/Component Acceptance Criteria Result Unit Notes
MokazaHMKI AKOCTI Cneuwdikauis PeayneTath OamnHWUi Mpumirtkia

(Bymorn MKA) BUmMIploBaH

HA

Macroscopy A colourless and almost See COA <none>
30BHIWHIA BUFAAL colouriess liquid free from Aue. <He

turbidity and essentlally free CepTudikaTt  3acTocosy

from particulate AHaniay BaHO>

matter,

Mpo3opuit Ta beabapeHiA

abo Malixe 6eabapBHWA

i30TOHIMHWIA pO3YWH
Identity of liraglutide Complles means verified as See COA <none>
IaenTudikauin niparaytnay liraglutide. due. <He

RiaTeepaxeHHs iseHTUHOCTE  Ceprudikat  3acTocoBy

niparaymnay AHanisy BaHO>
Content of liraglutide Release: 5.66 - 6.30 mg/ml See COA mg/ml
KlnekicHe BUaHa4YeHHA [94.3 - 105.0 %] Ave. Mr/mn
AiparnyTnay Shelf life: 5.44 - 6.30 mg/ml Ceprudikar

[90.7 - 105.0 %] AHanizy

MNpw BUNyCky:

5,66 - 6,30 mr/mn

[94,3 - 105,0 %]

Mpw 36epiraHHi:

5,44 - 6,30 mr/mn

[90,7 - 105,0 %]
pH Release: 8.00 - 8.40 Sea COA <none>

Shelf life: 7.90 - 8.40 Ave. <He

Mpu Bunycky: 8,00 - 840 Npn  CepTudixar  3acTocoBy

3bepiranni: 7,90 - 8,40 AHanizy BaHO>
High molecular weight Release: < 0.9 % See COA %
proteins Shelf Ilfe < AuB.
Bmict 6lnkie Bncokoi Ceptudikar
MoAeKYAAPHOT mach AHanisy

Sum of liraglutide
related impurities
CymapHuii pmicr
cnoplaHeHwx 3
niparnyTMaom foMilok

Other hydrophilic
liraglutide related
impurities

IHWwx rigpoginsHMX
AOMILLOK CrTOpigHeHWX 3

rparayTnaom

IU}\\ \'ll H}Hg \)\
\ =
\'

Release: 3.2 %

Sheilf life: £ 3.8 %

Mpw BUNyCky: < 3,2%
Mpw 36epiraHHi: < 3,8%

Page 2 of 4

See COA %
Aue.

CepTudikar
AHanizy

Ananizy? "'{R;« L
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Ukraine Batch Certificate

YkpaiHa CepTudikar aKocTi

Product Name and Strength:
Ha3Ba NpoaykTy Ta ZO3yBaHHA

Batch No:
Cepls No

Liraglutide related
impurities A

BMicT cnopigHeHoT 3
niparnytuaom AOMiLKKA A

Liraglutide related
impurities B

BmicT cnopigHeHoi 3
AiparnyTnaom gomiwkn B

Liraglutide related
impurities C

BMmicT cnopigHeHoi 3
AiparayTmaAom aoMiwikn C

Other hydrophabic
lIraglutide

related impuritles
THWwx rigpogpobHMx
AoMmilok cnoplgHeHnx 3
niparnyTMAOM

Bacterial endotoxins

BakTepianbHi eHEOTOKCMHK

Sterility
CTepyAkHICTL

Identity of
preservatives
IaeHTUIKaLA
KOHCepBaHTY
Phenol

PeHon

Freezing point
depression

3HVXEHHA TEMNEepPaTypn
saMep3aHHA

Saxenda® 6 mg/mi, 3x3 ml

CakceHaa® b Mr/mn, 3x3 mn

PP5L347

Release: <2.0%
Shelf life: £ 3.2 %
Mpw Bunycky: < 2,0%
Mpw 36epiraHHi:
<3,2%

Release: 2.6 %
Shelf life: £3.3 %
MNpwy BUNycky: < 2,6%
Mpw 36epiraHHi:
£33%

Release: < 1.1 %
Shelf life: 5 1.4 %
MNpw Bunycky: < 1,1 %
Mpw 36epiraHHi:
£14%

Release: < 1.1 %
Sheif life: £ 2.0 %
Npy Bunycky: 1,1 %
Mpw 36epiraHHi:
£20%

<80 IU/ml
< 80 MO/mn

Complies
Bignoelgae

Complies means
verified as phenol,
MigTRepaXeHHA

ineHTHuHOCT] de

Release:

Page 3 of 4

LCHO PO

r—5ed
No1depTi

See COA AvE.
Ceptundikar
AHanisy

See COA Alus,
Ceptuoikar
AHanlay

See COA Ave,
Ceptudikar
AHanisy

See COA Alue.
Ceptudikar
AHanlsy

See COA flve.
CepTtudikar
AHaniay

See COA Aue.
Ceptndikar
AHaniay

See COA AlnB.
Ceprndikar
AHanI3y

CepTudikat

AHanisy

1IU/ml MO/mn

<ngne=> <He

3aCTOCOBYBAHO>

<none> <He

3aCTOCOBYBaHO>

mg/ml
Mrimn

novo nordisk’

Novo Nordisk A/S
Nowva Alle 1

2880 Bagsvaerd -
Denmark

Tel. +45 4444 8988




Ukraine Batch Certificate

¥YrpaiHa Ceprudikat AkoCTi

novo ndﬂisk

Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml RO Nolhka/a
Haaea npodyKTy T2 A03yBAHHA Caxcenga® 6 mr/mn, 3x3 Mn ggso BaI?svaerd
nmar

Batch No: PP5L347 Tel. +45 4444 8898
Cepia Ne

Particulate matter < 6000/container See COA [luB. <none> <He

210pm s 600/container CepTudikar 3aCTOCOBYBAaHO>

225um s 6000/ynakoBka AHaniay

MexaHiuHi BKNHUEHHA < 600/ynakoBKa

= 10 MKM

2 25 MKM

Complies means that the See COAQne. <none> <He
specification limits + 5% at CepTudikar 3acTOCOBYBaHO>
50 increments is fulfilled AManisy

using ISO 3951 part 1 or 2

{the limit is in accordance

with ISO 11608-1).

Mexi cneldikauii £ 5 %

np#K 50-KpOKOBOMY

36inbWeHHI NigTBepAXeHo

Metogom ISO 3951, yacTrHa

1 abo 2 (mexi BiaNOBIAATh

BUMOram ctaHgapty ISO

11608-1)

Dose accuracy
TouHiCTE A03yBaHHA

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 A 3acsiguyro, WO BUUeBKa3aHa IHhopMaLIA € ADCTORIpHOID | TOUHOK. flaHa cepla npop.yxuu Gyna BUrOTOBAEHA
(BKAI0UAIOYM YNAKOBKY / MapKyBaHHHA) | NPoBEAEHO KOHTROAL 1T AKOCTI Ha AINAHLL(-Ka 5B FEIANoBIgHOCT 3
BAMOramMmn GMP, BETaHOBAEHWMW MICLIEBUM PEMYNATOPHUM OPraHoOM, & TaKeX Ydi a1l

MICTATLCA B peecTpalliiHomMy Aoche, MpoTaKoAW BUPOBHWLITBA, YNakoskn Ta gh
BignNoRiaHICTE GMP.

6yny, riepesiperts i3
LUH\ VEHTI

This batch is certified by a Qualified Person delegate.
Lis cepla cepTudikoraHa ¥YnopHOBaXeHoo acoboto.

2024-03-27

QP-delegate / MYWS (Mikkel Schneider)
Quality Department
Novo Nordisk A/S

Denmark
¥YnoBHoBaxeHa ocoba
Biaain AakocTi

A/T Hoso Hopgick, daHia

Page 4 of 4



AEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

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

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

05.02.2024 Ne 2897/24/10

CAKCEHJA®
{HaHMeHYRAHHA MiKapehkoro 3acoby 2rifHo = peccTpaniiHHM IOCBIIICHAAM)

PO3YHH /I iH'€KIiH, 6 MI/MII; 0 3 MJI Y KAaPTPHAXAX, BKIaJeHdX Y HolepeHb0 3alI0BHEHY
6araTo/1030By OJJHOPA30BY IMIPHI-PYYIKY; 0 3 MoNlepeHbO 3aNI0BHEHI MIMPHI-PYIKH B
KapToHHiH Kopodiri
(topMa EHITyCKY, 0IYBAHHA, RH] HAKYBAHHA JKAPCEKOTO 33coby)

Homep peecpaniiinoro noceimacras UA/18651/01/01 crpox aii peccrpaniiinoro mocsimaearma 23.03.2026
Cepin nikapcekoro 3aco6y Ne NPSK138 Kinbkicrs BRe3cHOTO Nikapchkoro sacoby 11776

BrpoGHEK A/T Hoeo Hopaick, Jlaniga

(HaliMeHYBaHAA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOoEHHNA)

Brezeno B Yxpainy ToBaprCcTBO 3 06Mexenoio BinmoBinaasaicTio "Hoso Hopaick
Ykpaina", inenr. xox: 41467446
(HaliMeHyBaHHA Ta ko[ 3a €JTPIIOY lopHmuIHOi ocobH abo mpizpHmeE, iM'A, 0o GaThkoRi dizAaHOI
ocobH - mianpHemna, 1i Miclie TPOXKHBAHNHA Ta peccTpaniimyi HoMep OGNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xeaTpomo eix 30.01.2024 Na 0227/2.

3a PC3VIIRTATAMH JEPEARHOTO KOHTPOIH EBCTAHORBICHO,

AOTPHMAHHAM EHMOT 32KOHOAABCTBA MO0 3a0c3NcTcHAA A

PAly -
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*
PIICK . -
aovt <G




Certificate of Analysis

Ceprubikar AHanisy

SAXENDA
6 MG/ML 33 ML

Caxcenuna 6 Mr/mn 3X3 Mn

Product No. : 7132366

Nove Wordisk A/S
Novo Allé

2BBO Bagavaerd
enmark

Tel, +45 4444 B&BA
Fax. +45 444% 0555

Order Number : 0007780810-160
AamoBnedun Mo
Date of Manufacture : 10/2023

DaTa BUpPOGHMITBA

OpomyxT No

Batch Number : NP5K138 Date of Expiry : 03/20286
Cepir Mo Jara 3aKiHYeHHRA CTPOKY OpMIarHooTi
Itam No.: 5183011 Batch No.: NW5JP63 Ext Spec: 51830XX-990
Components Results Units Note

Noxasumemn PeayneTaru Onuuun i NMpuairTrka

Macroscopy COMPLIES

Makpockonia Bipgnoainae

Id of liraglutide COMPLIES

IneHTwikanis niparnyruny Bignoerigae

Content of liraglutide 5.97 mg/ml

KinsxicHe BUSHAYEHHA niparnyruay M/

pH 8.16

pH

High molacular weight proteins 0.2 %

BrcoroMonexynapHi oinem

Sum of rel impurities 3.9 L]

CyMapHMH mmlicr cynponimHux aomiuwakx

Other hydrophilic rel imp 1.9 L ]

BuicT inwmx riappofinhHux cynpoRingnmx mosimox

Related impurities A <1.4 bl

Cnopipuena gowiwka A

Related impurities B 1.5 %

CnopigHena oQodiwka B

Related impuriktiea € 0.2 L]

Chnopipnena godimka C

Othar hydrophebic rel imp 0,2 ¥

Buicr imumx rinpofoSuux cynpoaisuux pomiuwowr

*\(‘H["HO

e B
% ok

Bacterial Endotoxin <15 10/ml 11t (A
EakTepianeHi edmoTakcHHA MO/ un . y ‘I' TIB - b
Sterility COMPLIES JLOKY MEHTI \\%;
CTepMnLHicTh Bianominae

ID of preservaktiwve COMPLIES

Inentubdliranis xoucepaaunria Bignoasinae

Phenol 5.6 mg/ml

PeHan W f gt

Freezing peint depresaien 0.51 Calaius

IHMKEHHA TEeMOIepaTypHv 3auvep3adHHA Lenecin

Particles »>= 10 pm/container 51

Mexaniwnl mwamowenna >= 10 wxu/xourefinep

Particles »= 25 pm/container 2

MexaHiuui sxnouennn »= 25 mxM/xodTefinap

072 Ukraine
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Certificate of Analysis

Ceprudpirkar Ananmizy

Novo MNordlak A/S
Novo Allé

2880 Bagsvaerd
Denmark

Tel, +45 4444 3888
Fax. +45 4449 0555

SAXENDA ’ Order Number ¢t 00D7780810-160
6 MG/ML 3X3 ML 3amornenHs No
CakceHma 6 MD/Mn 3X3 Mn Date of Manufacture : 10/2023

ama BMpOOHMuTBa
Product No. : 7102366

Dponyer No
Batch Number : NPSK138 Date of Expiry : 03/2026
Cepia Mo Jara zakiHd4eHHs CTPOKY NOPMAATHOCTL

TouHiCcTeE AOSYEBAHHA: Bimnosipae
Dose Accuracy: Complies

2023.12.19 Copenhagen

Sabina Andersen
Quality Department
This document is only valid with a handwritten signature.

072 Ukraine
Created by: PSAY on: 2023.12.19 09:35:52 UTC
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Ukraine Batch Certifi v,
o ' novo nordisk”

¥YkpaiHa CepTudikaT sxocri

Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 mi iyt

Ha3sea npogykTy Ta 4o3yBaHHA Cakcernaa® & mrimn, 3x3 mn g!:ﬁ?“ ::Esvaerd

Importing Country: Ukraine Tel, +45 4444 5888

KpaiHa-imnoprep Ykpaina

Dosage form / Package size: Solution for Injection, 6 mg/mil, in a pre-filled
multidose disposable pen

fikapcbka dpopma /poaMip ynakoBKU PoayuH ana iM'ekUild, & Mr/Mn, NnonepegHbBO 3anoBHEHA BaraToA030B3
OAHOPAI0EA WNPUL-PYYKa

Batch No. / size: NP5K138 / 11.776 packages/ynakoBoK

Cepin Na / Poamip

Order No: 7780810

3amoBeneHHA Ne

Date of Manufacture: 10/2023

fata spobHuLTBa

Date of Expiry: 03/2026

TepMiH RpuaaTHOCTI

Registration certificates No: UA/18651/01/01

PeecTpayiviHe MocaigueHHn Ne

Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

Cneuundikallls roTosoro NikapcLKoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version

1.0 verified in the Novo Nordisk Registration System.
3acTOCOBHI MeToAM: JasnaveHi B 3aTeepgxenlit Cneyndikauil Ha roTosnid ikapcbkuid 3aci6, sepcin

1.0 sepudikosama y PeecTpauliHli cuctemi HoBo Hoppick

Analysis results see Electronic Certificate of analysis
PeayneTaTi aHaniay AMBncL

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

BupoBHWK BiANOBIAANEH WA 33 BINYCK cepil roTOBOro NikapcbKoro 3acoby:

A/T Hoso Hopaick, Hosg A epa, 2880, AaHia
ﬂngr‘J n ,r;

3103380 ~%2,\

JOKY MEHTIB \2\
\»—'

Manufacturing Authorizatio
Jliyensia Ha Bpo6HULTBE No.

Certificate of GMP complia
Ceptudikat GMP No.,

Page 1 of 4




Ukraine Batch Certificate

) _ novo nordisk”
YkpaiHa Ceptugikar axkoctl
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml it
Ha3Ba NpoayxTy Ta AO3yBaHHA CakceHpa® 6 mr/mn, 3x3 Mn Eziﬁ-. gngsvaerd
Batch No: NP5K138 Tel. +45 4444 3888
Cepla No
Test item/Component  Acceptance Criteria Result Unit Notes
MokasHKKK AkocTi Cneywndikauia PezynsTaTtn OanHlLi NpUMiTkK
{Brmorn MKS) BUMIpIORaHHSA
Macroscopy A colourless and almost See COA flus. <none= =He
30BHiWHI# BArNAg, colourless liquid free from Ceptrdikar 3aCTOCOBYBaHO>
turbidity and essentially free  AHanizy
from particulate
matter,
Mpo3opwii Ta GeaGapBHUIA
a60 maitxe 6e3bapBHUIA
i30TOHIYHWIA po3UnH
Identity of lIraglutide Complies means verifiedas  See COAfue.  <none> <He
IaeHTrdikauia niparnytuay liraglutide, CepTndlkar 3aCTOCOBYBAHO>
MiaTBEpAXEeHHA AHanizy
iABHTWYHOCTI AiparnyTuay
Content of liraglutide Release: 5.66 - 6,30 mg/ml See COA five.  mg/ml mr/mn
KinbkicHe BU3HauyeHHRA [94.3 - 105.0 %] Shelf life: CepTtudikar
niparaytnay 5.44 - 6,30 mg/ml [90.7 - AHanizy
105.0 %] Mpw BUNYycKy: 5,66
- 6,30 mrimn [94,3 - 105,0 %)
Mpu a6epiraHHl: 5,44 - 6,30
wmr/mn [90,7 - 105,0 %]
pH Release: 8,00 - 8.40 Shelf See COAflve,  <none> <He
life: 7.90 - 8.40 Mpwu CepTtudikar 3aCTOCOBYBaAHO>
Bunycky: 8,00 - 8,40 Mpw AHaniay
36epiranHi: 7,90 - 8,40
High molecular weight Release: < 0.9 % Shelf life: s See COA Ame. %
proteins 2.3 % MNput Bunycky: < 0,9% CepTndlkaTt
BmicT 6inkie Brucoka| Mpw 3bepiradni: < 2,3% AHaniay
MOAEKYARPHOI MacK
Sum of liraglutide Release: £ 7.2 % Shelf life: < See /'
related impurities 10.0 % Npyv Bunycky: < 7,2%  Cepryfika

CymapHuii Bmict
CropigHeHnx 3
AiparnyTMAOM LOMILLIOK

Other hydrophilic
llraglutide related
impurities

IHWwwx rigpodinaHmx
AOMILLIOK CnopigHeHWX 3
niparnyTuaoM

Mpw 36epiraHni: < 10,0%

Release:£3.2%

Shelf life: < 3.8 %

Mpw Bunycky: < 3,2% MNpw
36epiraHHi: < 3,8%

Page 2 of 4
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Firimy
Ukraine Batch Certificate 7
) ‘ novo nordisk

Ykpaina Ceptugikar axocri
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml R riseRys
Ha3ea npogykTy Ta A03yBEaHHR CakceHga® 6 mrimn, 3x3 Mn gaet:& ::Esvaerd
Batch No: NP5K138 Tel. +45 4444 8888
Cepls Ne
Liragiutide related Release: < 2.0 % See COAlve. %
impurities A Shelf life: £ 3.2 % Ceprudikar
BmicT cnopigHeHoi 3 fApu Bunycky: < 2,0%  AHanisy
niparnyTUACM AoMilikn A Mpw 36epiradHHl: <

3,2%
Liraglutide related Release: < 2.6 % See COA Aumsb. %
impurities B Shelf life: < 3.3 % Ceprudikar
BmicT cnopigHeHoi 3 MNpw BUNYyCKY: < 2,6%  AHanisy
niparnyTuaom gomiwkn B MNpu 36epirannl: <

3,3%
Liraglutide related Release: < 1.1 % See COA /lve, %
impurities C Shelf life: £ 1.4 % Ceprudikar
BmicT cnopigHeHoi 3 Mpw sunycky: < 1,1 AHanisy
niparayTMAOM A0MiLIKKA C % Mpu 36eplraHHi:

1,4 %
Other hydrophobic Release: £ 1.1 % Sea COA fluB. %
liraglutide Shelf life: < 2.0 % Ceprudikar
related impurities Apu Bunycky: s 1,1 AHanisy
IHWKX rigpogo6HUx % Mpw 36epiranHi: <
AOMILLOK CropigHEHUX 3 2,0%
Alparnytungom
Bacterial endotoxins <80 IU/ml See COA Jus. IU/ml MO/mn
BakTepianbHi eHAOTOKCMHA < 80 MO/Mn Ceptnikar

AHanizy
Sterility Complies See COA Awve. <none> <He
CTepuALHICTE Bianosiaae Ceprudikar 3aCcTOCOBYBaHO>
AHanisy _ _

Identity of Complies means JumB, | gpone> <He
preservatives verified as phenol. ika = ’;’ag COBYBaHO>
IaeHTudikavia MigTeepkeHHnA nizy L ‘Nj
KOHCEPBaHTY iaeHTMYHOCTI . Sl % \%,

¢eHony L
Phenol Release: 5.2 - 6.0 : &%L Mngg T
teHon mg/ml Shelf life: 5.0 iTidi ar/ i)

- 6.0 mg/mi Mpw N

BUnycKy: 5,2 - 6,0 >

mr/mn MNpwn 5

36epiranHi: 5,0 - 6,0

Mr/mn
Freezing point 0.47 - 0.57 °C See COA Aws.
depression CepTudikar
SHWXEHHA TeMNepaTypr AHanizy

3aMep3aHHA

'
:Qfﬁuuﬂ
pulzie o
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Ukraine Batch Certificate

YkpaiHa Ceptikat axoctl
Novo Nordisk A/S
MNovo Alle 1

Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml S Dbl

Ha3Ba npoayxTy Ta AC3YBaHHA CaxceHga® 6 Mr/mn, 3x3 mn Tel. +45 4444 8858

Batch No: NP5K138

Cepin Ne

Particulate matter < 6000/container < See COAluB. <none> <He

210pm 600/container < Ceprudgikar 3aCTOCOBYBAHO>

225um 6000/ynakoBka < AHanizy

MexaHiuHi BKNKUEHHSR 600/ynakoska

2 10 MKM

2 25 MKM

Dose accuracy Complies means that the See COA /lvB.  <none> <He

TOYHICTb A03YBaHHA specification limits + 5% at CepTudikar 3acTocoByYBaHO>

50 increments is fulfilled AHanizy

uslng ISC 3951 part 1 or 2
{the limit is in accordance
with ISO 11608-1). Mexi
cneundikauyi £ 5 % npw 50-
KPOKOBOMY 36inbLWEHHI
nlareepakeHo Metoaom ISO
3951, yactvHa 1 abo 2 (Mexi
BIANCBIAATE BUMOram
cTadHgapty IS0 11608-1)

novo nordisk’

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 a 3acelauyio, Lo sULLeBKa3aHa IHGOpMAaUis € A0CTORIpHOK | TOUHOI. flaHa cepis npoaykuli Gyna BUroToBAeHa
(BKAKOYAIOUM YNAKOBRY / MapkyBaHHR) | npoBeAeHO KOHTROAB Ti AKOCTI Ha AinAHUi(-Kax) B NOBHIA BignoBigHOCTI 3
BAMOramMu GMP, BCTRHOBNEHUMUW MICLIEBUM PErYAATOPHM OPraHomMm, a TAKOX y BignosiaHOCTI 3i cneyundikauiamm, Wwo
MICTATLCA B pEECTPaLjiHOMY gocke. MpoTo EHWLTBA, YNaKoBKW Ta aHanlsy 6ynu riepesipeHi | BCTaHOBNEHD
BignosigHlcT GMP,

*\(‘H[Hﬂ

S — Ji’f'

0.\'

Vi

b e

This batch is certified by a
Lis cepls ceptrudikoraHa YnosH

gq\Rersqmdal

HG OC0H0I0,

"EaI.LM

I fﬁtq‘i

2024-01-11

Y,

% "‘“‘\
r;.:

~.

QP delegate /MYWS (Mikkel Schnelder)
Quality Department
Novo Nordisk A/S

Denmark
YnoeHosaxeHa ocoba
Bigain srkocrl

A/T Hoso Hopgick, flaHla

Page 4 of 4




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

npocnekT Banepia JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3¢HOI0 B YKpainy JikapchbKoro 3acody

07.08.2023 Ne 37919/23/10

CAKCEHJIA®

{HallMEeHYRAHHA MiKapCLEOTO 3aco0y 3riqHO 3 peccTpaniiiniM MOCBiTIcHAAM )
PO3YHH A iH'€KIiH, 6 MI/MI; 10 3 MJI Y KapTPHAXAaX, BKIaJeHdX Y HoNepeHb0 3all0BHEHY
6araTo/1030BYy 0JJHOPA30BY IMIIPHI-PYYIKY; 0 3 MoNepeAHbO 3aNI0BHEH] MIMPUI-PYIKH B
KapToHHIH Kopodiri

(topMa BHITYCKY, 10IYBAHHSA, RAJ] HAKYBAHAA JTKAPCEKOTO 33c00Y)
Howmep peectpaniiinoro nocsimacras UA/18651/01/01 crpox ii peccrpaniiinoro mocsimaerma 23.03.2026
Cepis nikapcekoro 3acoby Ne NPSG696 KinexicTs BBe3eHOTO Nikapchkoro sacoby 3824

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 - miampuemna, 1i Miclie NpoXKHBANHA Ta peccTpaniifmiii HoMep oONMiKOROT KAPTKY MIATHHKA
IOJATKIB 260 cepid Ta HOMEp TACHOPTa)

Ipotokoen Bizsyannaoro xoarpoiio eix 04.08.2023 N 2396/1.

3a pesynbTAaTAMH /JISPXKABHOTO KOHTPONIO BCTAHORICHO, IO mikapcekmi 3aci@ BBesecHO B VYkpaimy 3

Ilﬂ
LL)}\\ VEHTIB




80.226.068

Batch certificate

CepmvdikaT skocTi

Product name: Saxenda® Order Number: 7772068
HaiimeHyBaHHA npoaykuil: 6 mg/mil, 3x3 mi 3amoBneHHna N?:

CakceHpa®

6 Mr/Mn, 3x3 ma
Product No:. 7102366 Date of Manufacture: 0172023
Mpoaykr N2: Aata supobHULTRA:
Batch No.: NP5G696 Date of Expiry: 06/2025
Cepin N?: JaTta 3akIHYeHHA

Dosage form:
Flikapceka dopma:

CTPOKY NpUZaTHOCTI:

Selution for injection, 5 mg/mi,

In a pre-fllled multldose disposable pen

Po3umnH anga iH'ekuii, 6 Mr/mn,

nonepefHLo 3anoBHeHa 6araTogo3oea oAHOPAI0EA
LWNpML-PYYKa

Batch size: 3.824 packages/ynakoBkw
Pozmip cepii:

Importing Country: Ukralne

IMnopTyoua KpaiHa: Ykpaina

API:

Ahova pevopnHa:

1 ml of solution contains 6 mg of liraglutide, human glucagon-like peptide-1
{GLP-1) analogue produced by recombinant DNA technology in Saccharomyces
cerevisiae;

one pre-filled pen contalns 18 mgq liraglutide in 3 ml;

1 MA po3unHY MICTUTL & Mr AiparnyTMay ~ aHanora AlACLKOre ralKkaroHonogidHoro
nentuay-1 (FMM-1), eurotoenedoro 3a TexHonorielo pekoMbiHaHTHOT AHK

B Saccharomyces cerevislae;

oaHa nolepeAHbe 3anoBHEHa WPUL-PYYKa MICTUTL 18 Mr alparayTuay B 3 Ma;

Valld tlll 23 March 2026

Marketing Authorization N° UA/18651/01/01
Peectpauiiine CeigouTao N¢ UA/18651/01/01
This batch of product is in compliance & appre
flaHa cepia BiANORIAAE BUMOraM 3aTBEpA
/i

'?\(‘HUP(} !;

s}/cfz wa

L\iﬁcne Ac 23 bepesnn 2026

le' ication/Quality Control Methods

Components Results 1 mtbpfa ce criteria Analytical procedure
MapamMeTp PeaynbsTati nHmE aL ny! OpMH MeToau KOHTPONK
tyf '\- .
Macroscopy See COA ' colourless or Visual inspection
30BHiWHIi# BUrNAn Avs. ,‘ 18 \ 95 /colourless Bl3yanbHHMA KOHTPONL
Ceprvdikar i Hazy usb ic liquid.
AHanizy Ha - npoaopuii Ta GestapeHmil
abo makwxe HeabapBHUH
{30TOHIMHWA PO3UUH
Identity of liraglutide  See COA <none> Complies means
IaenTudpikauia niparnytuay  Awe. <He verified as liraglupiig:
CeptudiikaT  sactocoByeamo>  lliaTRepaxeHHs A
Ananizy laeHTuHoCTi Nipal




Product name: Saxenda® Order Number: 7772068
HaiimeHypaHHA npoaykuit: & mg/ml, 3x3 mi 3amoBneHHn N2:
CakceHpa®

6 Mr/mn, 3x3 Mn

Product No: 7102366 Date of Manufacture: 0172023
NpoaykT N°: Aata eupoebHUUTBA!
Batch No.: NP5G696 Date of Explry: 06/2025
Cepia N2: AaTa 3akiH4yeHHA

CTPOKY npugaTHocTi:
Dosage form: Solution for injecton, 6 mg/ml,
Jikapcbka copMa: in a pre-fllled multidose disposable pen

PoauvH ann iH'exLiid, 6 Mr/mn,
nonepeaHbLO 3anoBHeHa HaraToaosopa oAHOpa3onBa
wnpuuy-pyJKa

80,226,068

Batch size: 3.824 packages/ynakoBku
Posmip cepil:
~ Components Results Unlts Acceptance criteria Analytical procedure
MapameTp PeaynbTatu OamHuui JonyeTuni HopMK MeToau KOHTPONK
“Content of liraglutide See COA mg/ml Release: RP-HPLC
KinbKicHE BUSHAVEHHS Ous. MrfMn 5.66 - 6,30 mg/ml! BEPX 3i asopoTHOo diason
niparnymay CepTudlicar [94.3 - 105.0 %]
Aanizy Shelf life:

5.44 - 6.30 mg/ml|
[90.7 - 105.0 %]

Mpu BUNYCKY:
5,66 - 6,30 mr/mn
[94,3 - 105,0 %]
Mpw 26epiranHl:
544 - 6,30 Mr/mMn
90,7 - 105,0 %]

pH See COA <none> Release: 8.00 - 8.40 Ph. Eur.
Oue. <He Shelf life: 7.90 - 8.40  Eep. dapwm.
Cepmdikar Ry BERTD

AHanisy

IHI I'I
u)}\\ ME l”?‘,

High molecular weight See COA < 0.9 % SE-HPLC
=23% Exckniosiiina BEPX

proteins Aus. _ . . <
BMicT Ginkin BUCOKOT Ceprnikar
MOneKynApHol Macu AHanizy



80.236.068

Product name:

HalimeHyBaHHA npoaykuii:

Product No:
MNpoaykr N¢:

Batch No.!
Cepia No:

Dosage form:
Nikapceka opma;

Batch size:
Po3mMip cepii:

Saxenda®

6 mg/ml, 3x3 mil
Cakcenpa®

6 Mr/MAa, 3x3 ma

7102366

NP5G696

Order Number:
3amoBneHHA N2:

Date of Manufacture:
Aata BupobHuuTRa:

Date of Expiry:
AeTa 3aKiHueHHs
CTPOKY NPMAATHOCTI!

NOVO Nordisk®

7772068

01/2023

06/2025

Solution for injection, & mg/ml,

in a pre-filled multidose disposable pen

PO3YKMH AnA iW'EKUiid, 6 Mr/Mn,

nonepeaHL0 3angBHeHa 6araToA030Ba OAHOPA30Ba

LNPUL-PYMKa

3.824 packages/ynakosku

~ Components

NapameTp

Results Units
PeaynbTtatn OArHMLUI

Acceptance criteria
AonycTumi HOpMK

Analytical procedure

MeToau KOHTPOAK

Sum of liraglutide

related impurities
CyMapHHuii pmicT
cnopigHeHHx 3
niparnytraoM aoMhuok

Of these:

3 Hux

Other hydrophilic
liraglutide related
impurities

THWKX rigpodlnbHKX
AOMIWOK cnopiaHeHuxX 3
NlparnyTHaoM

Liragiutide related
impurities A

BMicT cnopigHeHoT 3
niparnyTaoM gomlwky A

Liraglutide related
impurities B

BMicT cnopiaHeHoi 3
niparnyTacM aomMiwkv B

Liraglutide related
impurities C

BMICT cnopigHenoi 3
AiparaytuaoM aoMiwku C

See COA %

Aue.
Ceptudiikar
Auanisy

See COA %
Aune,

CeptudgikaT
AHanizy

See COA %
Aue.

Ceptudplkar
AHaniay

s

v

;um.\-m-‘_n'i‘ \% pu 3Gepiranni: < 3,3%

Release: < 7.2 %
Shelf life: < 10.0 %

Mpu sunycky: < 7,2%

Mpu 36epiranni: = 10,0%

Release: =< 3.2 %
Shelf life: = 3.8 %

Mpu Bunycky: < 3,2%
Mpu 26epiranyl: = 3,8%

Release: < 2.0 %
Shelf life: < 3.2 %

Mpwn eunycky: < 2,0%
MNpw aGepiranHi: £ 3,2%

Release: < 2.6 %
Shelf life: < 3.3 %

Yl
oume o
, u

RP-HPLC
BEPX 3l agopoTHoK dhaso

RP-HPLC
BEPX 31 apopoTHOIO dazow

RP-HPLC
BEPX zl 3p0poTHOO asow

RP-HPLC
BEPX 3i asopoTHOi0 dasow

W
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novo nordisk”

Product name: Saxenda® Order Number: 7772068
HailimeHyBaHHsa npoaykuil: 6 mg/ml, 3x3 ml 3amoBaeHHA N?:
CaxkceHna®
6 MmrfMn, 3x3 mn
Product No: 7102366 Date of Manufacture: 0172023
MpoaykT N2: Aata supobHuuTRa:
Batch No.: NP5GE696 Date of Expiry: 06/2025
Cepia No: AaTa 3aklHveHHA
CTPOKY NpUAATHOCTI:
Dosage form: Solution for injectlon, 6 mg/ml,
Nixapcbka dopma: in a pre-flled multidose disposable pen
Po3uuH ans iH'exkuin, 6 Mrimn,
nonepegHbLO 3anoeHeHa 6araToao030Ba 0AHOPA30RA
WNpMU-pyyKa
Batch size: 3.824 packages/ynakoBkmn
PoaMip cepil:
Components Results Units Acceptance criteria Analytical procedure
Mapamerp PezynutaTti OauHuui JonycTuMi HopMH MeToAH KOHTpOMD

Other hydrophobic See COA %
liraglutide Avs.

Release: < 1.1 % RP-HPLC
Shelf life: £ 2.0 % BEPX 3l 3sopotHolo a3oio

: Cepmdpikar
related impuritles Ananizy Mow Bunyeky: € 1,1 %
IHumx riapogoBHux Mpu 26eplrannl: < 2,0 %
ACMIWOK CNOPLAHEHWX 3
AlparnyTraom
Bacterial endotoxins __ See COA T0/mi <80 TU7ml Ph.Eur. Method D
BaKTepianbHi eHAOTOKCHHM  JIMB. MO/mMn < 80 MO/mn Espon, dapM., Metoa D
CepTudikar
AHanizy
Sterility See COA <none> Complies Ph.Eur. Membrane filtraticn
CTepunbHicTe Aus. <He — Bignosigae Method
Cepmudikar 33 a €spon. dapm., Metoa
AHanisy b ”m MeMGpaHHol dlneTpaull
Identity of preservatives phenol:- ; !\:THHH\ \
IneHTndikauis kKoHcepBaHTY theHony: JLIOKY
" llrr |
Identity of See COA .omr:;I egimeans verified  RP-HPLC
reservativ Owe. as, phengi. BEPX 3i 3sopoTHoio thasoin
IF:1EHTn¢ixatuis|es Ceprudikar ‘n‘tﬂ?ae. AEHHA
KOMCEPBAHTY Axaniay \-‘" TgocTi hexony
/ \\\/'
Phenol See COA " Refease: RP-HPLC
MdeHon AuB. Mr/Mn “5,2-6.0 mg/mil BEPX 3l 3gopeTHOW da3oio
CepTudlkar Shelf life;
AHanlay 5.0 - 6.0 mg/mil

Mpwn Bunycky:

5,2 - 6,0 Mr/mn
Mpy 36epiranxi:
5,0 - 6,0 mr/un

‘tdﬁuua vﬂ%*-
: OUI?'IH : s
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Product name:
HaiMenypaHHA npogyKuiit

Saxenda®

& mg/ml, 3x3 mi

Cakcenpa®

6 mr/mn, 3x3 mn

novo nordisk”

Order Number: 7772068
3amoBneHHA N%:

Product No: 7102366 Date of Manufacture: 0172023
NpoaykT No: Aara supofHuuTBa:
Batch No.: NP5G696 Date of Expiry: 06/2025
Cepla N2: Aarta 3aKIHYeHHA
CTPOKY NPUAATHOCTI:
Dosage form: Solution for injection, 6 mg/ml,
JNixapcbka gopma: In a pre-filled multidose disposable pen
PoaumH gna in‘ekuiid, 6 mr/ma,
nonepeaHLO 3anoeHeHa 5araToAo30Ba 04HOPA30BA
WNpuU-pyyKa
Batch size: 3.824 packages/ynakoBku
PozmMip cepii:
Components Results Unlts Acceptance criteria Analytical procedure
MapameTp PeayneTat OauHMLI Honyctumi Hopeu MeToaM KOHTPOAKD
: Freezing point See COA Degrees Celslus  0.47 - 0.57 °C Cryoscopy
depression fwe. Mpaayc Llanecis Kplockonls
SHUMEHHS TEMNEPATYPH Ceprucpikar
JaMepaaHHs Ananisy
Particulate matter See COA <none> < 6000/container Ph.Eur.
=10 pm Ave. <He £ 600/container €spon. ®apm,
> 25 um Cep'n_nd:iKaT 3aCTOCOBYBAHO >
AHanizy = 6000/ynakoaKa
MexaHiuHi BIMIOYEHHS 41600/ynakosxa
> 10 MKM
= 25 MKM
Dose accuracy See COA <none> Complies means that _ Welghlng
TouHlcTs A03YBAHHA Ave. <He the specificatis i BHH MeTOA,
CepTudixaT  zacrocomysaHo> + 5% at
Ananisy is fulfill

:,7_ gIS'p]‘,l X "&
3\

3951 pf q;;rg\(.thel HTIE
Ilmitngct ance " )
) ‘&mmm :
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novo nordisk®

Product name: Saxenda® Order Number: 7772068
HaWMeHyBaHHAa npoaykuil: 6 mg/ml, 3x3 mi 3amosaeHHs NO;
CakceHpa®

6 Mr/Mn, 3x3 mn

Product No: 7102366 Date of Manufacture: 01/2023
Npoaykr N2: AaTta BUpobHUUTBA:

Batch No,: NP5G696 Date of Expiry: 06/2025
Cepla N9 AaTa zaKiH4yeHHA

CTpoKy npuaatTHocTl:

Dosage form: Solutlon for injectlon, 6 mg/ml,

Nikapcobka ¢opMa: in @ pre-filled multidose disposable pen
PoauuH AnA [H'ekulid, 6 Mr/mn,
nanepeaHbo 3anosHeHa Garatogo30Ba oAHOPA30BA
LUNPUL=-PYUKA

Batch size: 3.824 packages/ynakoBku
Poamip ceplt:

Certification statement / 3asBa npo ceprudgikauio

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 above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorizatlon 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.

Uum 5 3aceiguyio, wo BuweRKasaba IHdopMaula € agoctopipHow i TodHow. faHa cepis npoaykuii Gyna BMroToBNEHa
{BKRIOYAIOYH YNBKOBKY / MAPKYBAHHSA) | NPOBeAEHD KOHTPONL T AKOCTI Ha AiNAHUI {-Kax) B NOBHIA elanoslaHoctl 3 BUMOramm

GMP, BCTEHOBREHWMK MICLUEBMM PErynNaTOPHMM OpraHoM, 3 TAKoX ¥ BianoeiaHocTi 31 cneuwdlkcadiaMu, wo MICTATLCA B
peecTpaulitHoMy aocee. MNpoTokonn BUPOGHULTEE, YNakoBKK Ta aHanizy Gynu nepeaipeHi i actaHorneHo BlanoelaHicTe GMP.

Formulation, filling and Inspection of bulk drug product. Batch release and certification:

Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880, Denmark

BupobSHULTEC NPpOAYKTY, HANOBHEHHA KApPTPWAXY T8 KOHTpGAb siKocT! npoaykuii in bulk. Bunyck cepii Ta cepmugikaLis
A/T Hoeo Hopalick, Hoeo Anne, Barceaepa, 2880, flanina

Manufacturing Authorizatlon No. 102595

Certificate of GMP compliance of a manufacturer No. DK H 10000517
NiyeH3ia Ha BupobHMuTRO NoO. 102595

Ceptudiikar GMP No. DK H 10000517

ZeReHolo ,

-~

Date/Name:
Aara/Mpissuwe
2023.07.17/Mikkel Schneider

Authorized Person
YnoaHopaxeHa ocoba

Quality Department
Biaain akocTi



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

npocnekT Banepia JloGanoscekoro, 51, M. Kuie, 03110, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK

Npo AKIiCTL BBE3¢HOI0 B Y KpaiHy JiKkapchbKoro 3acody

25.07.2023 Ne 35837/23/10

CAKCEHJA®
{HallMEHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiinm MOCBiIcHAAM )

PO3YHH 4 iH'€KIiH, 6 MI/MII; 10 3 MJI Y KapTPHAZXAX, BRIAJEHHX Y HONECPEeAHLO 3aII0BHEHY
6araTo/1030BYy 0JJHOPA30BY IMNPHI-PYYIKY; 0 3 MoNlepeAHbO 3aNI0BHEHI MIMPUI-PYIKH B
KapToHHiH Kopobiri
(topMa BHITYCKY, OZYBAHHSA, RAJ] HAKYBAHAA JTKAPCEKOTO 33c00Y)

Howmep peectpaniiinoro nocsimacras UA/18651/01/01 crpox ii peccrpaniiinoro mocsimaerra 23.03.2026
Cepisa nikapcekoro 3acoby Ne NPSG743 Kinbkicrs BBe3eHOTO Nikapchkoro sacoby 11072

BrapoSHak A/T Hoeo Hopaick, JlaHiga

(HaliMeHyBaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

Beezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick

Yxpaina", inenr. xox: 41467446
(HailiMeRyBanmnA Ta ko[ a €/IPTIOY loprmriHol ocobn abo mpizeume, iM'a, mo 6aTkkoRi ¢izrmol

ocobu - miampuemna, 1i Miclie MpoXKHBAHNHA Ta peccTpaniifmiii HoMep oONiKORO] KAPTKY IIITATHHKA
IOJATKIB 200 cepid Ta HOMep TaCHOpTa)

I poTokoen Bizsyannaoroe xoaTpoo eix 24.07.2023 N 2267/1.

3a pe3yNbTATaMH JCPHKABHOTO KOHTPONIO BCTAHOBICHO, N[0 JHKApChKHHA 3acié BBesecHo B  VYkpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0€3MeYcHAA AKOCTI MKapPChKAX 3acobiB.

Ipama TIAJIAMAP

aruav

i r;(i
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Batch certificate

CepTudikaT 9KOCTI

Product name: Saxenda® Order Number: 7768379
HaiiMeHnyBaHHA npoaykuii: 6 mg/ml, 3x3 ml 3aMoBneHHsn N9:
CakceHpna®

6 mr/mn, 3x3 mn

Product No: 7102366 Date of Manufacture; 01/2023
MNpoaykr N9: Oara supobHuuTsa:
Batch No.: NP5G743 Date of Expiry: 06/2025
Cepia N2: [aTta 3akiHUeHHs

CTPOKY MPUAATHOCTI?
Dosage form: Solution for injection, 6 mg/ml,
Nikapcbka dopmaz in a pre-filled multidose disposable pen

Po3uuH ansa iH'ekuiii, 6 Mr/mn,
norepeaHbLo 3anoBHeHa 6araToao3oBa o4HOPa30Ba
WNpUL-pyydKa

Batch size: 11.072 packages/ynakoBku

Po3wmip cepii:

Importing Country: Ukraine

IMnopTytova KpaiHa: YkpaiHa

API: 1 ml of solution contains 6 mg of liraglutide, human glucagon-like peptide-1

(GLP-1) analogue produced by recombinant DNA technology in Saccharomyces
cerevisiae;
one pre-filled pen contains 18 mg liraglutide in 3 ml;

[itova peyoBuHa: 1 Mn po3UMnHy MiCTUTL 6 M AlparnyTuay — aHanora JiloACLKOro riatokaroHonogiéHoro
nentuay-1 (FMN-1), BurotoBneHoro 3a TexHonorielo pekombiHaHTHOT AHK
B Saccharomyces cerevisiae;
OAHa NonepeaHbO 3anoBHEHa WHpuL-pydka MicTUTL 18 Mr niparnyTtuay B 3 Mi;

Marketing Authorization N UA/18651/01/01 Valid till 23 March 2026
PeecTpauiitHe Ceigoutso N2 UA/18651/01/01 [OiicHe o 23 6epesHsa 2026

This batch of product is in compliance with the approved specification/Quality Control Methods
[OaHa cepis Bignosigae Bumoram 3aTeepaxeHoi cneuundikauii/ MKS.

Components Results Units Acceptance criteria Analytical procedure
NapameTp Pesynbrati OaunHnLi DonycTtumi Hopmu MeToan KOHTPOANIO
Macroscopy See COA <none> Clear and colourless or  Visual inspection
30BHilWHIN BUrNSA Aue. <He almost colourless Bi3yasbHMN KOHTpONb
Ceptudikar 3actocosyBaHo>  isotonic liquid.
AHanisy Mposopuii Ta 6e36apBHKii

abo maitxke 6esbapsHuit
i30TOHIYHMI? pO34YMH

Identity of liraglutide  See COA <none> Complies means

IaenTnoikauia niparnytuay  Avs. <He verified as liraglut lo hasoto
CepTudikar 3acrocopyBaHo>  liaTeepaXeHHA 7
Axanisy laenTuaHocTi niparg

s X

BNV

K AN
’dllfcz/(\:,\\‘\/"
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Product name: Saxenda® Order Number: 7768379
HalimeHyBaHHs npoaykuiiz: 6 mg/ml, 3x3 ml 3amoBaeHHA N2:
CakceHaa®
6 mr/mn, 3x3 Mn
Product No: 7102366 Date of Manufacture: 01/2023
Mpoaykr N9: Oata BupobHuuTBa:
Batch No.: NP5G743 Date of Expiry: 06/2025
Cepis N9: JaTa 3akiHUeHHs
CTPOKY NPUAATHOCTI!
Dosage form: Solution for injection, 6 mg/ml,
Jlikapcbka ¢opma: in a pre-filled multidose disposable pen
Po3unH ans in’ekuiii, 6 Mr/mn,
nonepeaAHbo 3anoBHeHa 6araTon030Ba 04HOpa30Ba
Wwnpuu-pyyka
Batch size: 11.072 packages/ynakosku
Pozamip cepii:
Components Results Units Acceptance criteria Analytical procedure
Napametp PesynsTatn OAvHUUI Donyctmi HOpMu MeToAM KOHTPONIO
Content of liraglutide  See COA mg/ml Release: RP-HPLC
KinbKicHe BU3HaYEHHS Avs. Mr/mn 5.66 - 6.30 mg/mli BEPX 3i 380poTHOI0 (pasoio
niparnytnay Ceptudikar [94.3 - 105.0 %]
AHanisy Shelf life:
5.44 - 6.30 mg/ml
[90.7 - 105.0 %]
Mpu Bunycky:
5,66 - 6,30 mMr/mn
[94,3 - 105,0 %]
Mpw 36epiranHHi:
5,44 - 6,30 mr/mn
[90,7 - 105,0 %]
pH See COA <none> Release: 8.00 - 8.40 Ph. Eur.
Avs. <He Shelf life: 7.90 - 8.40  €sp. ®apm.
Ceptudikat  3zacrocosysaHo>
AHanizy Mpu Bunycky:
8,00 - 8,40
Mpu 36epiraHni:
7,90 - 8,40
High molecular weight See COA % Release: < 0.9 % SE-HPLC
proteins Ous. Shelf life: < 2.3 % EkckalosiiiHa BEPX
BMicT 6inkis BUcokoi CepTudikar
MOsIeKyNAPHGT Macy AHanisy Npu Bunycky: < 0,9%

MNpu 36epiranHi: < 2,3%

A P ":
Vxpaing 2
4
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Product name:

HalimeHyBaHHs npoaykuii:

Saxenda®

6 mg/ml, 3x3 ml
CakceHaa®

6 Mr/mn, 3x3 Mn

novo nordisk”

Order Number: 7768379
3amoBneHHa N2:

Product No: 7102366 Date of Manufacture: 01/2023
MpoaykT N9; Oarta Bupo6HUUTBA!
Batch No.} NP5G743 Date of Expiry: 06/2025
Cepist N2¢ LaTa 3akiHueHHs
CTPOKY MPUAATHOCTI:
Dosage form: Solution for injection, 6 mg/ml,
Nikapcbka opma; in a pre-filled multidose disposable pen
Po3uuH ans iH'ekuiid, 6 mr/mn,
nonepeaHwLo 3anoBHeHa 6araTtoao3oBa oAHOpa30Ba
wnpuy-pyuka
Batch size: 11.072 packages/ynakoBku
Posmip cepii:
Components Results Units Acceptance criteria Analytical procedure
MNapameTp PesynbTatu OanHunLi AonycTtumMi Hopmm MeTtoau KoHTpoOstO

Sum of liraglutide
related impurities
CyMapHuii BMiCT
cnoplagHeHux 3
niparnyTnacM AOMiloK

Of these:

3 Hux

Other hydrophilic
liraglutide related
impurities

Inwwux rigpodinbHux
AoMIILOK CcnopiagHEeHUX 3
nNlparnytnaom

Liraglutide related
impurities A

BMicT cnopigHeHoi 3
niparnyTmaoM AoMiwku A

Liraglutide related
impurities B

BumicT cnopiaHeHoi 3
niparnytnaom aomiwku B

Liraglutide related
impurities C

BumicT cnopiaHeHnoi 3
niparnyTMaoM soMmilkn C

See COA %

Aue.
Ceptudgivar
Ananisy

See COA %

Aue.,
CepTtudikar
AHanisy

See COA %

Ous.
CepTudikar
AHaniay

See COA %

Aus.
CeptndikaTt
AHnanisy

See COA %

Aue.
CepTudcpikat
Ananiay

Release: £7.2 % RP-HPLC
Shelf life: < 10.0 % BEPX 3i 380poTHOW pazoto

Mpu Bunycky: £ 7,2%
MNpwu 36epiranHi; < 10,0%

Release: < 3.2 % RP-HPLC
Shelf life: < 3.8% BEPX 3i 380poTHOIO (ha3o

Mpu Bunycky: < 3,2%
Mpwu 36epiranHi: < 3,8%

Release: <2.0% RP-HPLC
Shelf life: < 3.2 % BEPX 3i 380poTHOI0 (bazoto

Mpu Bunycky: < 2,0%
Mpu 36epiranHi: < 3,2%

Release: < 2.6 % RP-HPLC
BEPX 3i 3BopoTHOI0 (hasoto

Shelf life: £3.3%

Mpu Bunycky: < 2,6%
Mpu 36epiranHi: < 3,3%

Release: <
Shelf life: < 1.4
Mpu BUNycky: <
Mpu 3b6epiraHHi:
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novo nordisk”

Product name: Saxenda® Order Number: 7768379
HalimeHyBaHHA npoaykuii: 6 mg/ml, 3x3 ml 3aMoBneHHs No:
CakceHaa®
6 mr/mn, 3x3 Mn
Product No: 7102366 Date of Manufacture: 01/2023
Mpoaykt N9: Oara BupobHuuTBa:
Batch No.: NP5G743 Date of Expiry: 06/2025
Cepisa Ne: [ata 3aKkiHYeHHA
CTPOKY NpUAaTHOCTI:
Dosage form: Solution for injection, 6 mg/ml,
Jlikapcbka ¢dopma: in a pre-filled multidose disposable pen
Po3uunH ans in'ekuini, 6 Mr/mn,
nonepeaHbLo 3anoBHeHa 6aratogo3oBa 0AHOPa30Ba
WNpu1LU-pyyka
Batch size: 11.072 packages/ynakoBku
Po3Mip cepii:
Components Results Units Acceptance criteria Analytical procedure
NapameTp PeaynbTatH OaunHuui OonycTtumi HopmMu MeToaun KOHTpONIO

Other hydrophobic
liraglutide

related impurities
THWux rippoobHNX
AOMILWOK cnopigHeHux 3
niparnyTuaom

See COA %

Aus.
CepTtudikar
AHanisy

RP-HPLC
BEPX 3i 3BopoTHOI0 ¢hasor

Release: £1.1%
Shelf life: £ 2.0 %

Mpwn Bunycky: € 1,1 %
Mpwu 36epiranni: £ 2,0 %

Bacterial endotoxins
BakTepiansHi €HROTOKCUHU

Sterility

CrepuibHicTb

See COA IU/mi

Aus.. MO/Mn
Ceptudikar

AHanisy

See COA <none>

Ave. <He

CeptudikaT  sacTocosyBaHO>
AHanisy

<80 IU/ml Ph.Eur. Method D

< 80 MO/mn Espon. ®apmM., Metog D
Complies Ph.Eur. Membrane filtration
Bignosinae Method

€spon. ®apm., MeTtoa
MeMbpaHHol dinbTpauii

Identity of preservatives phenol:
IaeHTudikauls KoHcepBaKTy deHony:

Identity of
preservatives
IneHTudikauin
KOHCepBaHTy

Phenol
deHon

See COA <none>

Awve. <He

CepTudikaT  3acrocoByBaHO>
AHanizy

See COA mg/ml

Oue. Mr/mn
Ceptudikar

AHanisy

RP-HPLC
BEPX 3i 380poTHOKO (ha3o0

Complies means verified
as phenol.
MiaTBepAXEHHS
inenTUYHOCTI heHony

Release: RP-HPLC

5.2 - 6.0 mg/ml BEPX 3i 3BopoTHOIO hasoro
Shelf life:

5.0 - 6.0 mg/mi

Mpwn Bunycxy:

5,2 - 6,0 mr/mn
MNpu 36epiranHiy
5,0 - 6,0 Mmr/mn
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Product name: Saxenda® Order Number: 7768379
HalMeHyBaHHs npoaykuii: 6 mg/ml, 3x3 ml 3amoBneHHs N2:
CakceHna®
6 mr/mn, 3x3 mMn
Product No: 7102366 Date of Manufacture: 01/2023
NpopykT N2: [ara BupobHuurea:
Batch No.: NP5G743 Date of Expiry: 06/2025
Cepist N?: [aTta sakiHuyeHHs
CTPOKY NPUAATHOCTI?
Dosage form: Solution for injection, 6 mg/mil,
Jlikapcbka ¢opma: in a pre-filled multidose disposable pen
Po3uuH ans in‘ekuin, 6 mr/mn,
nonepeaHLo 3anoBHeHa 6araTono3oBa 04HOpa30Ba
npuu-py4ka
Batch size: 11.072 packages/ynakoBku
Posmip cepii:
Components Results Units Acceptance criteria Analytical procedure
NapameTp Pesynbtatu OauHunui Oonyctumi HopMu MeToaun KoHTpoONiO
Freezing point See COA Degrees Celsius 0.47 - 0.57 °C Cryoscopy
depression Ous, M'paayc Uenscisa Kpiockonis
BHUNKEHHS TeMnepaTypu CepTudikar
3aMep3aHHs Ananizy
Particulate matter See COA <none> < 6000/container Ph.Eur.
>10 um Avs. <He < 600/container €ppon. dapm.
> 25 um CeptuoikaT  3acrocosysaHo>
= AHanisy < 6000/ynakoBka
MexaHiyHi BKIOYeHHs =, G00/ynarosia
> 10 MKM
2 25 MKM
Dose accuracy See COA <none> Complies means that Weighing
ToYHICTb A03yBaHHSA Aus, <He the specification limits  Baroenit metog
CeptudikaT  3actocoByBaHo> % 5% at 50 increments
Aanisy is fulfilled using I1SO

3951 part 1 or 2 (the
limit is in accordance
with ISO 11608-1).
Mexi cneuudikauii £ 5 %
npu 50-KpoKoBOMYy
36inbWeEHHI NigTBEPAXKEHO
metoaomMm ISO 3951,
yactuHa 1 abo 2 (mexi
slanosigaoTb BUMOraM
cTanaapty ISO 11608-1)
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novo nordisk®

Product name: Saxenda® Order Number: 7768379
HaiiMeHyBaHHA npoaykuii: 6 mg/ml, 3x3 ml 3amoBneHHs N2
CakceHpa®

6 mMr/mn, 3x3 mMn

Product No: 7102366 Date of Manufacture; 01/2023
MpoaykT N2: OaTta BupobHuuTBa:

Batch No.: NP5G743 Date of Expiry: 06/2025
Cepia N9: [aTa 3akiHueHHs

CTPOKY NpUAATHOCTI:

Dosage form: Solution for injection, 6 mg/ml,

Nikapcbka dopma: in a pre-filled multidose disposable pen
Po3uuH ans iH'ekudin, 6 mr/mn,
nonepeaHbo 3anoBHeHa 6araTofo3oBa 04HOpa3oBa
WNpUL-pyyKa

Batch size: 11.072 packages/ynakoBku
PoaMip cepii:

Certification statement / 3asBa npo ceptudikadito

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 above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization 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.

Lum a 3aceigyylo, WO BuLeBKasaHa iHcopMalin € AOCTOBipHOW i ToYHOW. [aHa cepis npoaykuii 6yna BurotoBneHa
(BKNKOYAOYM YNAKOBKY / MAapKyBaHHS) | NpoBeAEHO KOHTPO/b ii AKOCTI Ha AiNAHLI (-kax) B NOBHIiA BIANOBIAHOCTI 3 BUMOramu
GMP, BCTAHOBNEHWMU MICLUEBUM PErynsiTOpHUM OpPraHOM, a TakoX Y BiANOBIAHOCTI 3i cneuudikauisamu, WO MIiCTATLCS B
peecTpauiiHoMy aocke. MpoTokonu BUpoGHUUTBA, YNAKOBKKW Ta aHanizy 6ynu nepesipeHi i BctaHoBneHo BianosigHicte GMP.

Formulation, filling and inspection of bulk drug product. Batch release and certification:

Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880, Denmark

BUpOGHULUTBO NPOAYKTY, HANOBHEHHS KapTPUADKY Ta KOHTPOAb SkocTi npoaykuii in bulk. Bunyck cepii Ta cepTudikauis:
A/T Hoeo Hopaick, HoBo Anne, Barcsaepa, 2880, AaHis

Manufacturing Authorization No. Fill in

Certificate of GMP compliance of a manufacturer No. DK H 10000517
NiueHzia Ha Bupo6HMUTBO No. Fill in

CepTtudikat GMP No. DK H 10000517

’

Date/Name:
DaTa/Mpi3suwe

2023-06-30/Mikkel Schneider

Authorized Person
YnoeHoBaxeHa 0coba

Ly
\(palHa "
J’kb

Quality Department
Biaain sakocTi



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

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3¢HOI0 B Y KpaiHy JiKkapchbKoro 3acody
13.06.2023 Ne 28796/23/10
CAKCEHJIA®

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)

PO3YHH 4 iH'€KIiH, 6 MI/MII; 10 3 MJI Y KapTPHAZXAX, BRIAJEHHX Y HONECPEeAHLO 3aII0BHEHY
6araTo/1030BYy 0JJHOPA30BY IMNPHI-PYYIKY; 0 3 MoNlepeAHbO 3aNI0BHEHI MIMPUI-PYIKH B
KapToHHiH Kopobiri
(topMa BHITyCKY, I03YBAHHA, RH]] HAKYBAHHA JKAPCEKOTO 33coly)

Homep peectpaniiinoro noceimacrns UA/18651/01/01 crpox aii peecrpaniiinoro mocsimaerna 23.03.2026
Cepin nikapcrkoro 3aco6y Ne NPSG364 Kinskicrs BEe3cHOTO Nikapchkoro sacoby 10208

BrpoGHEK A/T Horo Hopaick, JlaHiga

(HaliMeHYyRaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOoKeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick

Yxpaina", inenr. xox: 41467446

(HaliMeHyBaHHA Ta ko[ a €JTPTIOY lopamuIHo] ocolin abo Mpi3eHme, iM'A, Mo 6aTkKoRi $izranol

ocobH - mianpHemn, 1i Miclie TPOXKHBANHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IIITATHHKA
IOJATKIB af50 cepid Ta HOMEp TacHopTa)

I poTokoen Bizsyannaoroe xearpomo eix 12.06.2023 M= 1857/1.

3a pe3VIRTATAMH JEPKABHOIO KOHTPONIO BCTAHOBICHO, IO JOKAPCHKHE 3aci® BBezeHo B YKpaiHy 3
AOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3MeIcHAA AKOCTI MKapChKAX 3acobiE.
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Batch certificate novh AaTdisk®

CepTuikaT aKocTi

Product name: Saxenda® Order Number: 7768379
HaliMeHyBasHA npoaykuii: 6 mg/ml, 3x3 mi 3amoeneHHs N?:

CaxceHga®

6 Mr/mn, 3x3 Mn
Product No: 7102366 Date of Manufacture: 01/2023
MpoaykT N2: Aata evpobHuuTea:
Batch No.: NP5G364 Date of Expiry: 06/2025
Cepis N9: HaTa zaKkiH4yeHHs

CTPOKY NPUAATHOCTI:

Dosage form: Solution for injection, 6 mg/ml,

lNikapcobka dopma: in a pre-filled multidose disposable pen
PoaunH ans iH'ekuii, 6 mr/mn,
nonepeaHLo 3anoPHeHa 6araToao0308a 04HOPa30Ba
WNPpUL-PYYKa

Batch size: 10.208 cartons

PosmMip cepii:

Importing Country: Ukraine

IMnopTYIoua KpaiHa: YKkpaiHa

API: 1 ml of solution contains 6 mg of liraglutide, human glucagon-like peptide-1
(GLP-1) analogue produced by recombinant DNA technology in Saccharomyces
cerevislae;

one pre-filled pen contains 18 mg liragiutide in 3 mi;

Hirova pevoBuHal 1 mn po3uuHy MicTWTE 6 MI niparnyTMgy — aHanora AACLKOro rNKaroHonoaiGHoro
nentuay-1 (IMM-1), suroToBseHOro 3a TexHonorielw pekoMbiHaHTHOT AHK
B Saccharomyces cerevisiae;
OAHa nonepearbo 3anoBHEHa WNPUL-PYYKa MiCTUTL 18 Mr mparnymp.y B 3 MAi;

Marketing Authorization N¢ UA/18651/01/01 Valid till 23 March 2026
PeecTpauiiiHe Ceiaoutso N UA/18651/ AilicHe go 23 GepesHa 2026

e wj,thithe‘a\t\@ ved specification/Quality Control Methods

AaHa cepin Bignosinae Bumoram apTe; pﬁ);cgmo.'i\ crelWbikalii/ MKS.
Components Results ‘a AL[ W‘ cceptance criteria  Analytical procedure
NapameTp Pesyn an m ;' < f OMYCTHUMI HOPMK MeToau KoHTpOnIo
Macroscopy See C > qnpp,e;\ / A colourless and Visual inspection
30BHIlWHIR BArNAL Aws. s A almost colourless liquid eisyansHWi KoHTponb
Ceprhdikar dxcé ‘ym#uc» free from turbidity and
AHanisy essentially free from
particulate .
matter. ' \;mama
Mpo3sopvii Ta Ge36gfipHigie v CH 1,
abo maline GesbalaHy -' »'r,:,?
I30TOHIUHMA poafigs &
Identity of liraglutide  See COA <none: Complies mea
Inenmvdikauis niparnytuay  Aus, <He verified as lirag)
CepTudikat 3acrocoByeaqo>  [liaTBepaMeHHA W%,
AHanlay iAeHTUYHOCTT nipar.



Product name: Saxenda® Order Number: 7768379
HalimeHypaHHa npoaykuii: 6 mg/ml, 3x3 ml 3aMoBAEHHA N2:
CakceHpa®

6 Mmr/ma, 3x3 mn

Product No: 7102366 Date of Manufacture: 01/2023
Mpoaykr N2; fara eupobHuuTRa:
Batch No.: NPS5G364 Date of Expiry: 06/2025
Cepin No: lata 3akiHyeHHs

CTPOKY NPUAaTHOCTI?
Dosage form: Solution for injection, 6 mg/ml,
Nikapceka opma: in a pre-filled multidose disposable pen

PoaduuH ansa iHekUild, 6 Mr/mn,
nonepeaHbo 3anoBHeHa HaraToAo3cBa oaHopazoea
WnprU-py4Ka

Batch size: 10.208 cartons
Poamip cepil;

80226068

Components Results Units Acceptance criteria Analytical procedure
MNapaMertp PeaynbTaTn OauHuyi Aonyctumi HoOpMuK MeToaM KOHTpONIO
Content of liraglutide  See COA mg/mi Release: RP-HPLC
KinbKicHe BU3HaYeHHA Ave. Mr/mn 5.66 - 6.30 mg/ml BEPX 3i 380pOTHOIO (hasow
Aiparnymay Ceprudpikar [94.3 - 105.0 %]

Avanlzy Shelf life:

5.44 - 6.30 mg/ml
[90.7 - 105.0 %]

Mpwn BUNYCKY:
5,66 - 6,30 Mr/mn
[94,3 - 105,0 %]
Mpw 36epiraxHi:
5,44 - 6,30 Mr/Mn
[90,7 - 105,0 %]

pH See COA — ~—__Release: 8.00 - 8.40 Ph. Eur.
Ane. CHOM S Shelf life: 7.90 — 8.40 €bp. Gapm.
Ceptudixkar Y
AHanizy » I -' BUYCKY:

High molecular weight See COA :<£0.9% SE-HPLC

proteins Aus. ?/ fe: < 2.3 % ExcknioaisiHa BEPX
BwmicT Ginkis Brncokoi Ceprudikar
MOACKYNAPHOT MagcK Auanizy I!-pu BuUnNycky: s 0, 9% .

Mpw 3bepiraHHi: < 2,
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Product name:

HalimeHyBaHHA NpoayKuii:

Saxenda®

6 mg/mi, 3x3 ml
CakceHga®

6 Mr/mMn, 3x3 Mn

&

Order Number: 7768379

3aMoeneHHsa N92;

Product No: 7102366 Date of Manufacture: 01/2023
MpoaykT N2: Hata supobHuyTRa:
Batch No.: NP5G364 Date of Expiry: 06/2025
Cepia N2: Llata aakiH4yeHHA
CTPOKY NPWAATHOCTI:
Dosage form: Solution for injection, 6 mag/ml,
Nikapcoka dopma: in a pre-filled multidose disposable pen
Po34MH ANnA iH'ekWid, 6 Mr/mMn,
nonepefHbLo 3anoBHeHa 6araToao3csa GAHOPA30BA
WINnpyUy-pydKa
Batch size: 10.208 cartons
Po3aMip cepii:
Components Results Units Acceptance criteria Analytical procedure
Napametp Pe3aynbTaTtn OanHKnui AonycTuMi HopMu MeToau KOHYPONIo

Sum of liraglutide

related impurities
CyMapHHiA BMICT
CcnoplaHeHux 3
nlparaytvaoM gomMiloK

Of these:

3 HHUX

Other hydrophilic
liraglutide related
impurities

IHWKX rigpogineHUX
AOMILWIOK CNOPIAHEHUX 3
niparnyTnaoMm

Liraglutide related
impurities A

BmicT cnopigHeHoi 3
niparnyTuacM AOMIlLIKK A

Liraglutide related
impurities B

Bmic1 criopigHeHol 2
niparnymaoM aoMiwky B

Liraglutide related
impurities C

BmMicT cnopigHeHoi 3
niparnyTMaoM AoMillkK C

See COA %

Ava.
Ceptudikar
AHaniay

See COA %

Awe.
CeptugikaT
AHanizy

See COA %
Oue.

CepTudgikar
AHaniay

See COA 0%
auns.

CepTudixaT
Ananizy

See COA %
Aus.

Ceprucplear
AHarisy

Release: < 7.2 % RP-HPLC
Sheif life: = 10.0 % BEPX 3i aBOpoTHOIO hasoio

Mpu eunycky: =< 7,2%
Npu 3GepiranHl; = 10,0%

Release: =< 3.2 % RP-HPLC
Shelf life: = 3.8% BEPX 3i 3popoTHoio da3on

>
Relg?
Shell 'e 3 “BEE 3i 3BOPOTHOIO (haszoIo
i £33 [ V1" oo
Npu\gitycey: < 2,0% "Jj.f_;-

- .
4GeniramqHl: < 3, 2% axﬁ, *
#\F, X

‘\\ < P HPLC

Release
>~ BEPX 3l 3eopoTHOW haz0K

Release: < 1.1
Shelf life: < 1.4

MNpw eunycky: Sl
Mpw 3bepiraHHi: @
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novo nordisk’™

Product name: Saxenda® Order Number: 7768379
HaiimeHnypaHHs npoaykuii: 6 mg/ml, 3x3 mil 3amoBneHHs N?;
Cakcenpa®
6 mr/mn, 3x3 mn
Product No: 7102366 Date of Manufacture::  01/2023
Mpogyxr N9: flaTta BupobHUYTBa:
Batch No.: NP5G364 Date of Expiry: 06/2025
Cepia No: Aara 3akiHueHHs
CTPOKY NPUAATHOCTI:
Dosage form: Solution for injection, 6 mg/m],
Nikapcbka gopMa; in a pre-filled multidose disposable pen
PoauunH Ans iH'ekuiil, 6 Mr/mn,
nenepeaHbe 3anosHeHa HaraToAo3oBa 0AHOPA30Ba
WINnpMLU-pyyKa
Batch size: 10.208 cartons
PoamMip cepii:
Components Results Units Acceptance criteria Analytical procedure
MapameTp PeaynoraTti OanHuy| HAonyctumMl Hopman MeToAW KOHTpPONIO

Other hydrophobic

See COA %

Release: < 1.1 % RP-HPLC

Iiraglutide Aue. Sheif life: < 2.0 % BEPX 3i 3popoTHOK (hazoin
: s CepruoikaT
related impurities AHaniay MNpu Bunycky: < 1,1 %
IHwWwMx rlapoiobHuX Npu 36epiraxni: < 2,0 %
AomlwoK cnoplaHeHux 3
niparnyTuaoM
Bacterial endotoxins __ See COA  1Ujml <80 1U/mi Ph.Eur. Method D -
BakTepianeHl eHAOTOKCHHM  AMB. MO/mMn < BD MO/mn €spon. ®apm., Metog D
CepTtuikar
Ananiay
Sterility See COA <none> Complies Ph.Eur. Membrane filtration
CTepUnbHICTL Aus. <HE g,a_e.‘\ Method
CeprutpikaT 3aCTOCORYBAHO> WCHOM o \ Eepon. dapM., MeTog
AHaniay e ““*»f"?z)/ \ MeMbpaHHoi dinbTpadli
—_ _ ) _ .14 da N
Identity of preservatives phenol: ,lﬂh‘ MEHTIB (5N
IneHTudIiKaulas kKOHcepBaHTy dheHony: u w-\
Identity of See COA <none> 4 @g{éans vgn} RP-HPLC
preservatives Ave. <He \ a as phenol. ‘ BEPX 3i 380poTHOIO hasolo
LaenTudixayin CepTl_qdllKaT 38CTOCOBYBAHO g m'aeg.qx(el-'{Hﬂ ¢
KOHCePBaHTY AHanizy s Hosr
'fn 1 M.
Phenol See COA mg/ml Release:
deHon Aus. Mr/mMn 5.2 - 6.0 mg/ml
CepTtroikar Shelf lifa:
Avanizy 5.0 - 6.0 mg/mi Iy 3

Mpu BMnNycky:
5,2 - 6,0 Mr/m
Mpw abeplraHHi:®y,
50-6,0mr/fMn ¢
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Product name: Saxenda® Order Number: 7768379
HaidMeHyBaHHA npoaykuii: 6 mg/ml, 3x3 ml 3amoBneHHs No:
Cakcenpa®
6 mr/mn, 3x3 Mn
Product No: 7102366 Date of Manufacture; 01/2023
NpoaykT N2; fata eupobHMUTEA:
Batch No.: NP5G364 Date of Expiry: 06/2025
Cepin N2: HaTa zakiHyeHHn
CTPOKY NpuaaTtHocCTl:
Dosage form: Solution for injection, 6 mg/ml,
Nikapceka opma: in & pre-filled multidose disposable pen
PoaunH ana iH'ekuiil, 6 Mr/mn,
nenepegHL0 3ancsHeHa GaraToAC30B& 0AHOPA20Ba
LWNpUU-pyyKa
Batch size: 10.208 cartons
Po3mMip cepil:
Components Results Units Acceptance criteria Analytical precedure
NapaMerp PeaynsTaTit OanHuLi Aonyctumi HopMu MeToan KOHTpOAKD
Freezing point See COA Celsius 0.47 - 0.57 =C Cryoscopy
depressio'-l dwe. Uenbcia Kpiockonis
3HUXKEHHS TEMNEpaTypK CepTuddlkar
3aMEep3aHHA AHanisy
Particulate matter See COA <none> < 6000/container Ph.Eur,
> 10 pm Aus. <He < 600/container €apon. ®apm,
> 25 um CepTtugikaTt 33CTOCOBYBAHO>
AHan|ay < 6000/ynaxoBka
MexaHiyHi BKAYEeHHA = 600/ynaxoe«a
> 10 MKM
z 25 MKM
Dose accuracy See COA <none ﬁorﬂplles ns that Weighing
TOuYHICTE AO3YBAHHA Aue. <He oK the ispecifical limits  Baroeuit MeToA
Ceptudiikar 3acTOCo ments
AHanisy S0

“E%ﬁ 5Ssrl
*\\mﬂgﬁ%ﬂ,

part 4 o7 4 (the
limit is in ‘ad ordance

)i’ﬁbu S0-KpOKOBOMY
30IfbLUEHHI NIATRERMKEHD
Metoacm ISO 3951,
vacTuHa 1 abo 2 (mexi
BiANOBIAAKTbh BUMOrap \;mama .
cTadaapty [SO 11608 1)\‘ﬂl|pk o

"\

"wuua v@%*
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TIOVD NOTdiSK”

Product name: Saxenda® Qrder Number: 7768379
HalimeHyBanHs npoaykuii: 6 mg/ml, 3x3 ml 3aMoBNeHHs N2:
CakceHpa®

6 Mr/mMn, 3x3 mn

Product No: 7102366 Date of Manufacture; 01/2023
Mpoaykt N2: Hata supobHuUTES:

Batch No.: NP5G364 Date of Expiry: 06/2025
Cepia N9: JaTa 2aKiHJYeHHnA

CTPOKY npuaaTHocTl;

Dosage form: Solution for injection, 6 mg/ml,

Nikapcoka dopMas in a pre-filled multidose disposable pen
PosunH AN iv'ekuiid, 6 mr/mn,
nonepegHe0 3anosHeHa Garatoao30Ba 04HOpPas0Ba
LNPUL-pyUKa

Batch size: 10.208 cartons
PozmMip cepil:

Certification statement / 3assa npo ceprugikauiw

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 above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization 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.

UwM 5 3aceiguyio, wo BuueskasaHa intopMalia € AOCTOBIpHOW | TouHoo. faHa cepis npoaykuli 6yna BWMroToBAEHA
(exkncuacum ynakosky / MapKyBaHHA) | NPoREAEHC KOHTPANb if SkocTl Ha AinAHLI (-Kax) B NOBHIKA BIANOBIAHOCTI 3 BUMOraMK
GMP, BCTAHOBNEHWMMW MICLIEBUM DEryAATOPHMM OpPraHoM, a TAkoX Y BianosigHocTi 3l cneuwdikauismMu, WO MICTATECA B
peecTpauiiiHoMy Aocke. NpoTokonyu BupoBHULITBA, YNAKOBKW T aHaniay Syan nepeslpeHi | BcTaHoBNEHO BiaNoBIigHICTL GMP.

Formulation, filling and inspection of bulk drug product. Batch release and certification:

Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880, Denmark

BUpoGHULTEC NPOAYKTY, HANOBHEHHS KapTPWAXY Ta KOHTPONL AKOCTI npoaykuii in bulk. Bunyck cepii & ceptudikavia:
A/T Hoeo Hopaick, Hoeo Anne, Barceaepa, 2880, AaHis

Manufacturing Authorization No, 39528

Certificate of GMP compliance of a manufacturer No. DK H 00132620
NiueH3la Ha eupobHuuTEo No. 39528

Ceprudiikat GMP No. DK H 00132620

Date/Name:
Hata/Mpiasuwe
2023.05.17/Mikkel Schneider

g
Authorized Person
YnoeHosaxeHa ocoba

nad ;
TOKY MEL ITIB

Quality Department
Bigain aKocTi



Ukraine Batch Certificate

: PP
] . novo nordisk
¥kpaiHa Ceprudikat Axoctl
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 mli REND NoracA/S
Haapa npoaykTy Ta A03yBaHHA CakcerHaa® 6 Mr/mn, 3x3 mn %}2&0 Bal?svaerd
nimMar

Batch No: PP5L743 Tal. +45 4444 8888

Cepis Ne

Particulate matter < 6000/container See COA Jlue. <none> <He

210pm < 600/container Ceptndikar 3aCTOCOBYB3HO>

225um < 6000/ynakoBka AHanlzy

MexaHiqHi BKkAloYeHHs < 600/ynakoeka

210 MKM

2 25 MKM

Dose accuracy Complies means that the See COA [lnB. <none> <He

TouHiCTE f03yBaHHA specification limits £ 5% at CepTudikar 3aCTOCOBYBaHO>
50 increments is fulfilled Ananizy

using IS0 3951 part 1 or 2
(the limit is in accordance
with ISO 11608-1),

Mexi cneyuneikani £ 5 %
npu 50-kpokosoMy

36iAblUeHH] NIATBEPAXKEHO
meTogom ISO 3951, yacTuHa
1 abo 2 (Mexi BigNoBIgaTE
BUMOram craHaapty ISO
11608-1)

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.

Livm 1 3acBiguyio, WO BULLERKa3aHa IHpopmauis € gocTosipHOO | TouHoID. flaHa cepin npoaykyli 6yna avrotoeneHa
(BKNOYAMK YNAKOBKY / MapPKyBaHHR) i NpoBeAEHO KOHTPOAR If AKOCT] Ha ALNAHUI(-Kax) B NOBHIA BignoeigHocTl 3
BAMOramMi GMP, BCTaHOBAEHMMK MICLLEBUM PEFYAATOPHUM OpraHomM, a TAaKOXK ¥ BiANoRigHoCT 3i cneuywrdikauismu, wo
MICTATLEA B PEECTPAUNAHOMY A0CKE. [POTOKOAK BUPOGHWLTEA, YNakoBKW Ta aHanizy Gynu nepesipeHi | BCTaHoBNEHO
BignoBigHlcTe GMP.

This batch is certified by a Qualified Person delegate.
Lia cepin cepTudikoBaHa YnosHoBaxeHo ocaboio,

2024-05-10

A

QP-delegate / MYWS (Mikkel S
Quality Department
Novo Nordisk A/S

Denmark
¥noBHoBaxeHa ocoba
Biaain akocrl

AT Hoso Hopaick, aHls

Page 4 of 4




Ukraine Batch Certificate

YkpaiHa Ceptudikat akocTi

Product Name and Strength:

HaaBa npogykTy Ta f03yBaHHA

Batch No:
Cepin Ne

Liraglutide related
Impurlties A

BmicT cnopigHewoi 3
AiparAyTMAOM JOMILLIKK A

Liraglutide related
impurities B

BmicT cnopigHeHoi 3
niparayTnaom aomiwkm B

Liraglutide related
impurities C

BmicT cnopigHeHoi 3
niparnyTinaom gomiwxm C

Other hydrophobic
liraglutide

related impurities
IHwwx rigpodobHMxX
BSOMILIOK CnopigHeHWX 3

niparnyTuaom

Bacterial endotoxins
BakTepianeHi eHAOTOKCUHI

Sterility
CTepunbHICTL

Identity of
preservatives
LaeHTUdIKaLiRA
KOHCEpPBaHTY
Phenol

MeHonN

Freezing point
depresslon

3HWXEHHA TEMNepaTypH
3amep3aHHA

Saxenda® 6 mg/ml, 3x3 ml

CakceHpa® 6 mrimn, 3x3 mn

PP5L743

Release: <2,0%
Shelf life: £ 3.2 %
Mpw Bunycky: < 2,0%
Mpw 36epiraHHl:
£3,2%

Release: 2.6 %
Shelf life: £ 3.3 %
MNput sutnycky: < 2,6%
MNpw 26epiraHHi:
£3,3%

Release: < 1.1 %
Shelf life: £ 1.4 %
Mpw Bynycky: < 1,1 %
Mpw 36epiranHi:
£14%

Release: < 1.1 %
Shelf life: < 2.0 %
Nput Bunycky: £1,1%
MNpw 26epiraHHi:
£20%

<80 IU/ml
< 80 MO/mn

Complies
Bignosigae

Complies means
verifi ed as phenul

[. I_,. ": J

0.47 - 057°C

Page 3 of 4

See COA Awve.

Ceptndikar
AHanisy

See COA Aune.

Ceptudikar
AHanizy

See COA Awus.

Ceptudikar
AHanizsy

See COA fue,

Ceptundikar
AHaniay

See COA Aus.

Ceptndikar
AHanisy

See COA iuB.

Ceprudikar
AHanisy

See COA Adue.

Ceptudirkar
Awanizy

PE]ea H}{IS <5 eCOAAHB.
3/ B0 h‘g)f‘ﬁi i THgiKaT

See COA Ave.

Ceptudikar
AHanizy

novo nordisk’

IU/ml MO/mn

<none> <H4e

3acTOCOBYBaHO>

<none> <He
3aCTOCOBYBaHO>

mg/mil
Mr/mn

Nowva Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8588




Ukraine Batch Certificate

Ykpaiqa Ceprudikar akocri

Product Name and Strength:
Haasa NPOAYKTY Ta A03YBAHHA

Saxenda® 6 mg/ml, 3x3 ml

Cakcenga® 6 Mr/ma, 3x3 mn

novo nordisk’

Novo Nordisk A/S
Nova Alle 1

2880 Bagsvaerd
Denmark

Batch No: PP5L743 Tel. +45 4444 8388
Cepin Na
Test item/Component Acceptance Criteria Result Unit Notes
MokaaHMKK AKOCTI Cnevuuvdlravia PeayneTatu OavHWLi NpuyumiTkv
{Bumorn MKA) BUMIploBaH
HA
Macroscopy A colourless and almaost See COA <none>
30BHIWHKIFA BUrnag colourless liquid free from Auve, <He
turbidity and essentiaily free CepTngikat  3acTocopy
from particulate AHanizy BaHo>
matter,
Mposopwii Ta Ge3bapeHWiA
ab6o makxe 6ez6apBHUiA
i30TOHIUHWIA po3uvH
Identity of liraglutide Complies means verified as See COA <none>
IneHTudikaujs niparayTugy liraglutide. Aus, <He
ligTBepaxeHHn ifeHTuHocTi  CepTudikat  3acTocory
niparnytuay AHanlay BaHO>
Content of liraglutide Refease: 5.66 - 6.30 mg/ml See COA mg/ml
KinkKicHe BUaHaYeHHA [94.3 - 105.0 %] Awe, Mr/mn
nlparaytugy Sheif life: 5.44 - 6,30 mg/mi CepTudikar
{90.7 - 105.0 %] AHanisy
Mpy BUNycKy:
5,66 - 6,30 Mr/mn
[94,3 - 105,0 %]
Mpwn 35epiraHHi:
5,44 - 6,30 mr/ran
[90,7 - 105,0 %]
pH Release: 8.00 - 8.40 See COA <none>
Shelf life: 7.90 - 8.40 Ave. <He
Mpwn Bnnycxy 800-8400Npn Ceptwdikar  3acTocoBy
AHanisy BaHO>
High molecular weight RetEa See COA %
proteins Shlf |fe' @,3 %\, N Aup,
BmIcT Ginkie BCOKOI d l/lgwqu 49}%* \ Ceptndikar
MONeRYRAPHOT MatK pi/l 36ep|ra w@,‘s AHanisy
Sum of liraglutide Jease: < 7.2% . x‘ / See COA %
related impurities 11\3’- 3;0\0;% S Y, JuB.
CyMmapHwiA BMmicT Pt RUaTICKYE ,s‘_.?g, b Ceptndikat
cnopigHeHnx 3 ) arAi: < 10,0% AHanizy

niparnyTUAOM AOMiLLOK

Other hydrophilic
liraglutice related
impurities

IHWwWX rigpodineHMxX
AOMILLIOK CnopigHeHWX 3
Aiparaytngom

Release: 3.2 %

Shelf life: £ 3.8 %

Npu Brnycky: < 3,2%
Mpw 36epiraHHi: £ 3,8%

Page 2 of 4




Certificate of Analysis

Ceptudikar Ananizy

SAXENDA
& MG/ML 3X3 ML

Cakcerna 6 mr/mm 3X3 mn

Product No. : 7102366
Mpooyrr No

Batch Number : PP5L743
Cepia No

TouHicTe Oo3YBaHHA: Binnoeinae
Dose Accuracy: Complies

2024.05.06 Copenhagen

Susanne Carlsen
Quality Department

This Certificate is generated by a computer quality system and incl

signature

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

072 Ukraine

O

novo nordisk

Hove HWordisk /5

ovo Allé
2880 Bag:vaard
nmark

Tel. +45 4444 8888
Fax. +45 4449 0555
Order Number : 0007787838-390
3amoenenHa No
Date of Manufacture : 02/2024

JaTa BMPOOHMLUTEA

Date of Expiry : 07/2026
JaTa maxkiHdYeHHs CTPOKY NPMIOATHOCTI

——2\

% nad ?3\
;u)HNNHQH}1B -_\

Cert. No:.

Created by: SCAR on: 2024.05.06 13:05:23 UTC Page: 2 of 2



Ukraine Batch Certificate

nov nordisk’
YkpaiHa Ceprudikar akocTi
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 mi reov Mardisk A3
Haszsa npogyxTy 1a A03yBaHHA CakceHpa® 6 mrimn, 3x3 mn g:atr)n Baesvaerd
Importing Country: Ukraine Tel. +45 4444 8688

KpaiHa-imnopTep Ykpaina

Dosage form / Package size: Solution for injection, 6 mg/ml, in a pre-filled

multidose disposable pen No 3
fikapcbka popma /po3mip ynakoeku Po3unH 4N iH'ekUIid, & Mr/sn, nonepeaHso 3anoeHeHa Baratoao3oBa

0AHOPa30Ba WNpUL-pyyka Ne3

Batch No. / size: PP5L743 / 6.016 packages/ynakoBok
Cepia Ne / Poamip

Order No: 7787838

3amoBaneHHA Ne

Date of Manufacture: 02/2024

Jdata BupobHwLTBa

Date of Expiry: 07/2026

TepMiH HplgaTHOCTI

Registration certificates No: UA/18651/01/01

PeecTpauiiine MoceigueHHA Ne

Drug Product Specification: LiraObesity/51830xx/59556x3/990/2013-0ct-
04/version 1.0/001527254v1.0

Creyuudikalla roTosore nikapcekoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acTocoayBaHi METOAN: 3a3HaueHi 8 3aTeepAxeHii Cneyndlkadll Ha roToanid alkapcekwi 3a¢i6, Bepcia

1.0 Bepu¢ikoBana y PeecTpauiiHiii cucremi Hoso Hopgick

Analysis results see Electronic Certificate of analysis
PezynbTaTi aHanisy AuB1Ch

ase \
harik

Novo Nordisk A/S, Novo Alle, Bagsv A
Bupo6HKK BigNoBlAanbHIIA 3a Bunyck cepii roToBOO NikapCeKoro 3acoliys [ yq M " } %
AJT Hopo Hopalck, Hoeo Aang, Barceaepa, 2880, ll&xina E an }5)

o
e O
—

Manufacturing Authorization No. 103684

NiueHsia Ha BUpPOBHULUTEO NG,

Certificate of GMP compliance of a manufacturer No. DK H 7€ 8657
Ceptndikar GMP No.

Page 1 of 4




AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

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

BHCHOBOK
Npo AKIiCTL BBE3€HOI0 B Y KpaiHy JikapchbKoro 3acody
30.08.2024 Ne 42389/24/1011
CAKCEHJIA®

{HaHMeHYRAHHA MiKapehkoro 3acoby 2riTHo = peccTpaniinHM NOCBITICHAAM)

PO3YHH /I iH'€KIiH, 6 MI/MI; 10 3 MJI Y KaPTPHAXAX, BKIaJeHdX Y HolepeAHb0 3all0BHEHY
6araTo/1030BYy 0JIHOPA30BY IMIIPHI-PYYKY; 0 3 MoNepeAHbO 3aNI0BHEHI MIMPUI-PYIKH B
KapToHHIH Kopodiri
(topMa EHITyCKY, 10IYBAHHSA, RHJ] HAKYBAHHA JTKAPCEKOTO 33coly)

Homep peecpaniiinoro noceimacras UA/18651/01/01 crpox aii peecrpaniiinoro mocsimaeara 23.03.2026
Cepin mikapcekoro zaco6y Ne PPSL743 KinbkicTs BRe3€HOTO HiKapchkoro sacoby 5952

BrpoGHEK A/T Hoeo Hopaick, Jlaniga

(HaliMeHYBaHAA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOoMeHHNA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick

Ykpaina", inenr. xox: 41467446

(HaliMeHyBaHHA Ta ko[ 2a €JTPIIOY lopHmuIHOi ocobH abo MpizEHIIE, iM'A, o 6aTkKoRi $izHanol

ocobH - mianpHemnd, 1i Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep 0GNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

%(‘HOPO

B
- -~

e N\%N
%5

W

\>;

/ ey MEHTIB,
AR sacie

Bikrop CTE®KIBCbKHHA

{iriuiany Ta npizanuie}




Certificate of Analysis 3

_
CepTudikar Ananisy novo nordisk

Hove HWordisk /5

ovo Allé
2880 Bag:vaard
nmark

Tel. +45 4444 8888
Fax. +45 4449 0555
SAXENDA Order Number : 0007787838-390
6 MG/ML 3X3 ML 3amoenenHa No
Cakcerna 6 mr/mm 3X3 mn Date of Manufacture : 02/2024

JaTa BMPOOHMLUTEA
Product No. : 7102366

Mpooyrr No

Batch Number : PP5L743 Date of Expiry : 07/2026
Cepia No JaTa makiH4YeHHA CTPOKY IPMIOATHOCTI
Item No.: 5183011 Batch No.: PWSKK90 Ext Spec: 51830XX-9%¢
Components Results Units Limits Note
MeKASHMKY PesyntTaTH Comumi Hopum Mpumirka
Macroscopy COMPLIES COMPLIES

Ome Bignoninae Binnoninae

Id of liraglutide COMPLIES COMPLIES

IneuTubixkauis niparnyruny Bianosinae Bianosinae

Content of liraglutide 6,03 mg/ml 5.66-6,30

KinericHe musHayerHA nlparnyTnny MT/Mn

pH 8.18 8.00-8,40

rH

High molecular welght proteins <0.2 % <={}.9

Bucoromonaxynspel Sinkm

Sum of rel impurities 4.3 % <=7 2

Cymaprnit suler cynponlakmx nomimox

Other hydrophlilic rel imp 1.7 % <=3,2

BuicT ikmmx riopodinermx cynposinumx pomimox

Related impurities 3 <1.4 % <=2 .0

Cnopinrera pomiwmka A

Related impurities B 1.6 % <=2 .6

Cnopinrera pomiwmka B

Related impurities ¢ 0.2 % <=1,1

Cnopinnera pomiwmka C

Other hydrophoble rel imp 0.2 % <=1,1

BuicT ikmmx riopodoBemx cynposloHmx pomimox

Bacterial Endotoxin <15 /ml __<#0

BakTeplaneHl eHOOTOKCHMHEM

Sterility COMPLIES @ coMPLIEs,
CrepuneHicTe Bianosinae A I]B%!nngal:l.%{('\
ID of preservative COMPLIES JLOKY Vebybdyhres \)ﬁ
IneuTHbikanls koHcepsakTin Bianosinae :‘a‘e \
FPhenol 5.8

$eHon

Freezing polint depresaion 0.51

SHMKOHHA TeMIepaTYPM SaMepsaHHs

Particles »>= 10 um/contalner 25
Mexakiyxl nrmoyerHs »= 10 uKru/KOHTeAHep

Particles »>= 25 um/contalner 1
Mexariykl nrmpyerHs »= 25 MK/ KOHTeRHep

072 Ukraine Cert. No:,
Created by: SCAR on: 2024.05.06 13:05:23 UTC Page: 1 of 2



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

mpoi. Ceitmaaaoi Hagil, 3, M. Kuie, 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

10.10.2024 Ne 43399/24/10

CAKCEHJIA®

{HaHMeHYRAHHA MiKapchkoro 3acoby 2rifHo = peccTpaniinHM NOCBITICHAAM)
PO3YHH A iH'€KIiH, 6 MI/MI; 10 3 MJI Y KapTPHAXAaX, BKIaJeHdX Y HoNepeHb0 3all0BHEHY
6araTo/1030BYy OJJHOPA30BY IMIIPHI-PYYKY; 0 3 MoNepeAHbO 3aNI0BHEHI MIPUI-PYIKH B
KapToHHIH Kopodiri

(topMa EHITyCKY, 10ZYBAHHSA, RH] HAKYBAHHY JKAPCEKOTO 33coby)
Homep peectpaniiinoro noceimacras UA/18651/01/01 crpox aii peccrpaniiinoro mocsimaerrna 23.03.2026
Cepin nikapcekoro 3aco6y Ne PPSMO005 KinbkicTs BEe3cHOTO Nikapchkoro sacoby 4096

BrpoGHEK A/T Hoeo Hopaick, Jlaniga

(HaliMeHYBaHAA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXO0MeHHNA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick
Ykpaina", inenr. xox: 41467446

(BafiMeHyBaHHA TA KoX 33 €JIPIIOY oprAETHOI ocoSH afo npisBHINe, iM'A, Mo 6aTEKOEI dizHIHOL
ocobH - mianpHemnd, 11 Miclie TPOXKHBANHA Ta peccTpanifinui HoMep 0GNiKORO] KAPTKH IIIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

KB oﬁin.

Bikrop CTE®KIBCHKHUHA

{iriuianM Ta npizsnwe)




Certificate of Analysis 3

g B
CepTudikar Ananisy novo nordisk

Hovo Hordiak A/S5

ovo Allé
2880 Ba%svaard
anmar

Tel. +45 4444 8888
Fax. +45 4449 0555
SAXENDA Order Number : 0007787838-100
& MG/ML 3X3 ML 3amoeseHHa No
Cakcerna 6 mr/mm 3X3 mn Date of Manufacture : 04/2024

HJaTa BMpPOOHMLTEBA
Product No. : 7102366

Mpooyrr No

Batch Number : PP5MOO5 Date of Expiry : 09/202¢6
Cepia No JarTa makiH4YeHHA CTPOKY NPMOATHOCTIL
Item No.: 5183011 Batch No.: PW35LB42 Ext Spec: 51B30XX-990
Components Results Units Limits Note
NeKASHMKHY PesyntTaTH Comumi Hopum Npumirka
Macroscopy COMPLIES COMPLIES

ome Bianoninae Bimnoninae

Id of liraglutide COMPLIES COMPLIES

InenTnbixkauis niparnyruny Bianorinae Bianorinae

Content of liraglutide 5.94 mg/Sml 5.86-6,30

KinericHe musHayerHA nlparnyTnny M /14N

pH 8.15 8.00-8.40

rH

High molecular welght proteins 0.2 % <={},9

Bucoromonaxynspel Sinkm

Sum of rel impurities 4.1 % <=7, 2

Cymaprnit auler cynporlamx nomimox

Other hydrophlilic rel imp 1.4 % <=3,2

BuicT ikmmx riapodinermx cymporinHmx nomimox

Related impurities 3 <1.4 % <=2, 0

Cnopinrera nomiwmka A

Related impurities B 1.8 % <=2.6

Cnopinrera pomiwmka B

Related impurities ¢ 0.2 % <=1,1

Cnopinnera pomiwmka C

Other hydrophoble rel imp 0.3 % <=l,l

BuicT iHmmx riopodoBemx cynponipHmx gomimox
Bacterial Endotoxin

BakTeplaneHl eHOoOTOKCHMHEM

Sterility

CrepuneHicTe

1D of preservative

IneuTHbikanls koHcepmakTin

Fhenol

$eHon

Freezing polnt depression

SHMKOHHA TeMIepaTYPM SaMepsaHHs
Particles >= 10 um/contalner

Mexariynl nrmpyerHs »= 10 uxu/KoHTeRHep
Particles >= 25 um/contalner

Mexariyel nrmpyerHs »>= 25 MK/ KOHTeHHep

072 Ukraine
Created by: MBXD on: 2024.06.27 11:20:36 UTC Page: 1 of 2



Certificate of Analysis 3

g B
CepTudikar Ananisy novo nordisk

Hovo Hordiak A/S5

ovo Allé
2880 Ba%svaard
anmark

Tel. +45 4444 &
Fax. +45 4449 O

888
EEE)

SAXENDA Order Number : 0007787838-100
& MG/ML 3X3 ML 3amoeseHHa No
Cakcerna 6 mr/mm 3X3 mn Date of Manufacture : 04/2024

HJaTa BMpPOOHMLTEBA
Product No. : 7102366

Mpooyrr No
Batch Number : PPSMO0OS Date of Expiry : 09/2026
Cepia No JarTa makiH4YeHHA CTPOKY NPMOATHOCTIL

TouHicTe OOo3YBaHHA: Binnoeinmae
Dose Accuracy: Complies

2024.06.27 Copenhagen

Maria Beck
Quality Department 2
This Certificate is generated by a computer quality system and 1ncl/des an eslectyponic

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

072 Ukraine . No:/¥113430
Created by: MBXD on: 2024.06.27 11:20:36 UTC Page: 2 of 2




Ukraine Batch Certificate

: , novo nordisk
YKpaida CepTudlkat akocTi
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml v
Haawa npogykry Ta gosysaHHs Caxcenaa® & Mr/mn, 3x3 mn gsso Bal?svaerd
Enmar
Importing Country: Ukraine Tel. +45 4444 8888
KpalHa-imnoprep Ykpaina
Dosage form / Package size: Solution for injection, 6 mg/ml, in a pre-filled
multidose disposable pen No 3
Nikapcbka ¢opMa /po3mip ynakopkw PO34UH gnA iH'ekLiid, 6 Mr/mn, NnonepeiHso 3anoeHeHa 6araTo40308a

OAHOPa3A0Ra WNPAL-pyYKa Ne3

Batch No. / size: PP5MO0O05 / 12.336 packages/ynakoBok
Cepia Ne / Pasmip

QOrder No: 7787838

3aMoBneHHSA Na

Date of Manufacture: 04/2024

Aata BupoGHULTEE

Date of Expiry: 09/2026

TepMiH npraaTHOCTI

Registration certificates No: UA/18651/01/01

PeectpauiiHe MoceigueHHs Ne

Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

Cneundlkauln roToeoro nikapcskoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acTocoBYBaHI METOAN: 3a3HaueHi B 3aTBeppKeHiA Cneundlkauii Ha roToBWiA nikapcbkuii 3acib, sepcin

1.0 sepudlkosaHa y Peectpaulittiti cucteml Hoso Hopgaick

Analysis results see Electronic Certificate of analysis
PE3y11hTaTI-1 E] Haniay ANBACE

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

BrpoBHWK BlgNOBIAaNEHKUA 33 BURYCK Cepii roTOBOre AikapcbLKoro 3acoby:
A/T Hoeo Hopgick, Hoso Anne, barceaepg, 2880, AaHis K

—

A
.

@
/

g
LL\}\\ VEHTIB

"

Manufacturing Authorization No. 103684

e

fiuaHaia Ha BupoGHUUTEO No. " \g.
Certificate of GMP compliance of a manufacturer N &&%M ; Jgjj'
Ceprudikat GMP No, ' /)

Page 1 of 4



Ukraine Batch Certificate

nlparayTiaom SOMILoK

Of these:

3 nux

Other hydrophillc liraglutide related
impurities

IHWWX rlapogineHNX AoMilwok
cnopigHeHux 2

AlparayTnaom

Liraglutide related Impurlities A
BwmicT cnoplaHenoi 2

AiparnyTHAOM Aodiwka A

TOKYMEHTIB \%

Release: £ 2.0

Shelf life; £3.2

Mpu sANycky: < 2,0
MNpu 36epiraHHl: < 3,2

Page 2 of 4

Aus.
Ceprudlkar
Ananlay

) | | novo nordisk”
YxpaiHa CepTudikat AKocTi
Product Name and Strength: ~ Saxenda® 6 mg/ml, 3x3 mli FOYY Mok A b
Haaea npoAyKTy Ta A03yBaHHA CaxceHAa® 6 mrimn, 3x3 mn gseﬁen E:Esvaerd
Batch No: PP5M005 Tel. +45 4444 8568
Cepin he
Test item/Component Acceptance Criteria Result Unit Notes
Noka3HWKK akoctl Cneuwudlkayls Pe3ynwtaTtu OavHwui MpumiTen
{Bumorin MKA) BUMIpiOBaH
; HS
Macroscopy Complies {Complies means a See COA <none>
30BHILHIA BUrNAA colourless or almost colourless Ave. <He
liguid free from turbidity and Ceptudikar 33CTOCOBYB
essentially free from particulate AHanisy aHo>
matter)
Bianoeiaae (Bignosigae - oaHauae,
npo3opwii Ta GeabapeHWiA abo
Maiixe 6e3bapBHWIT i30TCHIUHWIA
PO34KH)
Identity of liraglutide Complies {Complies means See COA <none>
LaeHTudixavls niparaytnay verified as liraglutide) Owe. <He
Bianosinae (Blgnoeigae - o3Havae, CepTudikar 3aCTOCOBYB
wo igeHTdikalls niparnyTugy AHanisy aHo>
nigreepaxeHa)
Content of liraglutide Release: 5.66 - 6.30 See COA mg/mli
KinbKicHe BU3HAYeHHs [94.3 - 105.0%] Ava. Mrimn
niparnyTugy Shelf life: 5.44 - 6.30 Cepmdikar
[90.7 - 105.0%] AHaniay
MNpwn BUNyCKy:
5,66-6,30
[543 - 105,0 %)
MNpw 38epliranHi:
5,44-6,30
[80,7 - 105,0 %]
pH Release: 8.00 - 8.40 See COA <none>
Shelf life: 7.90 ~ 8,40 Ave. <He
Mpu Bunycky: 8,00-8,40 CepTwdikar 3acTocoeya
Mpw 36epiranHi: 7,90 - 8,40 AHanizy aHo>
High molecular welght Release: <09 See COA %
proteins Shelf life: 2.3 Aws.
Bmicr Ginkia Bucokal Mpw Bunycky: < 0,9 Ceptugikar
MONEKYNApHOI Macu Mpw 36epiraHHi: £ 2,3 AHanizy
Sum of liraglutide Release: £7.2 See COA %
related impurities Shelf life; - ave,
CymapHwiA emict MNpw peily nf'fz) Ceptudlkar
CNopiAHEHWUX 3 NpyasegiraHHil & 10,0 \%]\,\_ AHaniay




Ukraine Batch Certificate

Ykpaina Ceprndikat akoctl

Product Name and Strength

Ha3pa npoayKkTy Ta BO3YBaHHA

Batch No:
Cepin Ne

Liragiutide related impuritles B
BwicT cnoplaHenoi 3
AiparnyTMAOM fomMiwkn B

Liraglutide related impurities C
BwmicT cnopigHeHoi 3
Alparaymaom gomiwkn C

Other hydrophobic liraglutide
related impurltles

THWKX riapogoGHMX
AOMILLOK cnopigHeHWX 3
AiparayTuaom

Bacterial endotoxins
bakTepianeHi eHAOTOKCHMHM

Sterility
CTepuneHicTL

Identlty of
preservatives
LapeHTikaula
KGHCEPBaHTY

Phenol
PeHon

Freezlng point depression
3HKeHHA TEMNepaTypu
3aMep3aHHsA

Particulate matter
210 um

=25 pm

MexaHi4Hi BKAYeHHR
2 10 MKM

2 25 MKMm

Saxenda® 6 mg/ml, 3x3 ml
CakceHpa® 6 mrimn, 3x3 mn

PP5MO05

Release: 5 2.6

Shelf life: £3.3

Mpw Bunycky: £ 2,6
Mpw 36epiraHHl: < 3,3
Release: < 1.1

Shelf life; < 1.4

MNMpw BUNycky: < 1,1
Mpw 36epiraHHl: < 1,4
Release: < 1.1

Shelf life; £ 2.0

Mpu Brnycky: < 1,1
MNpw 36epiraHHi: £ 2,0

<80

Complies
Bignosigae

Complies {Complles
means verified as
phenol)

Bianoelaae¢ (Bianopigae -

O3HAYAE, Wo
iaeHTUIKaUIA deHoy
nigTeepaxeHa)
Release: 5.2 - 6.0

Shelf life: 5.0 - 6.0

Mpw BUNYCKy:

5,2-6,0

MNpu abepiranni:
5,0-6,0

0.47 -0.57 °C

£ 6000/contalner
= 600/container
< 6000/ynakoeka
5 600/ynakoaka

Page 3 of 4

See COA
Aue. CepTudlkar
AHanizy

See COA

Aue, Cepmagikat
AHanlzy

See COA
Awve. CepTudikar
AHanizy

See COA

Ana. Ceprudikar
Ananizy

See COA

Aue, Ceprudikart
AHanizy

See COA

Aus. CepTdlkar
Arnanizy

See COA
Aune. Ceprudikar
AHaniay

Sea COA
Aus. CepTndlkar
AHanizy

See COA
Aus, Ceprudikar

0/
4

hd !

&N\
NOKYMEHTIB N

novo nordisk

Nowo Nordisk A/S

Novo Adle 1
2880 Bagsvaerd
Denmark

Tel. +45 4444 BB

IU/mi
MO/mn

<none>

<He
3acToCcoByBaHO>
<none>

<He
3aCTOCOBYBAHO>

mg/mil
Mr/mn

Degrees Celsius
Ipagyc Lienbcia

<none>
<He
3acToCoBYBAHD>




Ukraine Batch Certificate

YkpaiHa CepTudikaT akocTi

Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml

Ha3sa NpoaykTy Ta AO3YBaHHA Cakcenpaa® 6 mr/mn, 3x3 M0
Batch No: PP5MO005

Cepia Ne

Dose accuracy Complies (Complies means that  See COA
TouHicT ao3yBaHHA the specification limits + 5% at Aue.

50 increments is fulfilled using Ceptudikar
150 3951 part 1 or 2 (the limitis  AHanisy
in accordance with ISO 11608-

1.

Bianoeigae (Bignoelaae o3navae

- Mexd cneyndikayii £ 5 % npw
50-kpoKoBOMY 3BiNbLUEHHI

NigTBEpAKEHO MeToAOM IS0

3951, wacTHa 1 abo 2 (Mex]

BignoBlaawTs BUMOram

CraHgapTy ISO 11608-1))

o_.
i Q ,
novo nordisk’

Nove Nordigk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 BRES

<none>
<Hg
JacTocoByBaAHO™

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 3acBiguyio, Lo BULLEBKadaHa iHpopMaLld € AOCTOBIPHOIO | TOYHOIO. flaHa cepin npoaykyli 6Gyna puroToBneHa
(BKNIOYAKIHM YNAKOBKY / MapKYBaHHA) | NPOBEAEHO KOHTPOAL T AKOCTI Ha AINAHUi(-kax) B NOBHIG BiAnoBigHOCTI 3
BUMOraMit GMP, BCTAHDBARHUMW MICLIEBIM PETYIATOPHUM OPraHoM, 3 TAKOX y BIANOBIAHOCTI 3l cneUudikaLiaMy, Wwo
MICTATBLCA B PEECTPALIHOMY BOCkE. MpoTokonk BUPOGHWLTEA, YNaKDBKW Ta aHanisy Gynu nepesipeHi i BcTaHoaNEHO

BlanoBigHicTe GMP,

This batch is certified by a Qualified Person delegate,

Lia cepla cepTidikoBaHa YNoBHOBAXKEHO DCOBOIO,

2024-07-01

QP-delegate / SCAR (Susanne Carlsen)
Quality Department

Novo Nordisk A/S

Denmark

YnoeHosaxeHa ocoba

Bigaln akocri
A/T Hoso Hopaick, aHin

Page 4 of 4




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

mpoi. Ceitmaaaoi Hagil, 3, M. Kuie, 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

23.10.2024 Ne 53566/24/10

CAKCEHJA®
{HaHMeHYRAHHA MiKapchkoro 3acoby 2rifHo = peccTpaniinHM NOCBITICHAAM)

PO3YHH A iH'€KIiH, 6 MI/MI; 10 3 MJI Y KapTPHAXAaX, BKIaJeHdX Y HoNepeHb0 3all0BHEHY
6araTo/1030BYy OJJHOPA30BY IMIIPHI-PYYKY; 0 3 MoNepeAHbO 3aNI0BHEHI MIPUI-PYIKH B
KapToHHIH Kopodiri
(topMa EHITyCKY, 10ZYBAHHSA, RH] HAKYBAHHY JKAPCEKOTO 33coby)

Homep peectpaniiinoro noceimacras UA/18651/01/01 crpox aii peccrpaniiinoro mocsimaerrna 23.03.2026
Cepin nikapcekoro 3aco6y Ne PPSM776 KinbkicTs BRe3eHOTO HiKapcskoro sacoby 6848

BrpoGHEK A/T Hoeo Hopaick, Jlaniga

(HaliMeHYBaHAA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXO0MeHHNA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasaicTio "Hoso Hopaick

Ykpaina", inenr. xox: 41467446

(HaliMeHyBaHHA Ta ko[ 2a €JTPIIOY lopHmuIHOI ocobH abo MpizEHIIE, iM'A, Mo GaTkKoRi $izraaol

ocobH - mianpHemnd, 11 Miclie TPOXKHBANHA Ta peccTpanifinui HoMep 0GNiKORO] KAPTKH IIIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xearpomo eix 17.10.2024 N 3196/1.

3a pe3VNBTATAMH JEpKABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

Bikrop CTE®KIBCbKHH

{iriuiany Ta npizanuie)}




Ukraine Batch Certificate

o r & . 8
y . novo nordisk
YkpaiHa CepTudikar akocTl
Product Name and Strength: Saxenda® 6 mg/ml, 3x3 ml Noee Nadauals
Hasea npoAyKTy Ta A03YBAHHA CakceHaa® & Mr/mn, 3x3 mn éssu Bal?svaerd
' enmar|
Importing Country: Ukraine Tel. +45 4444 8888

KpaiHa-imnopTep ¥kpaiqa

Dosage form / Package size: Solution for injection, 6 mg/ml, in a pre-filled

multidose disposable pen No 3
RNikapceka fopma /poamip ynakoskm PoaunH anm iWekyiid, 6 Mr/ma, nonepegHso 3anoBHeHa 6araToj0308a

04HOPA308a WNpWL-py4Ka Ne3

Batch No. / size: PP5M776 / 6.848 packages/ynakoBok
Cepia Ne / Poamip

Order No: 7788603

3amoeneHHA Ne

Date of Manufacture:; 05/2024

Jdata BupobHuyTBa

Date of Expiry: 10/2026

TepMiH npuaaTHoct

Registration certificates No: UA/18651/01/01

Peectpavidne MNocsigueHHA Ne

Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

Cneundikalin rotosoro Aikapcbkoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acrocoByBaHi MeToau: 3aaHadeni m 3ateeppkeHid Cneyndlkaull Ha roToBui nikapcbkwii 3acib, Bepcia

1.0 BepudlkosaHa y PeectpadiiHid cucremi Hoeo Hopaick

Analysis results see Electronic Certificate of analysis

PesyneTaT aHanisy Avench

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

BupobHuk BignoeigansHKiA 38 BUNycK cepii rotosoro nlkapeskoro 3acoby:
A/T Hoeo Hopgick, Hoso Anne, Barceaepg, 2880, Aaxis

)
Hx{-;\

.‘}@

Niuerais Ha BUpoBHMLTBO NG,

Certificate of GMP compliance o H 10000517

Ceprudikar GMP No.

Page 1 of 4




Ukraine Batch Certificate

YkpaiHa Ceprudikar akoctl

Product Name and Strength;
Haaea npoAykTy Ta 403yBaHHA

Saxenda® 6 mg/ml, 3x3 ml

CakceHga® & mr/mn, 3x3 mn

OVD HOTdisk”

Nowo Nordlsk A/S
Nova Alle 1

2880 Bagsvaerd
Denmark

BatCh No; PPSM776 Tel. +45 4444 RE88
Cepist Nu
Test item/Component Acceptance Criteria Result Unit Notes
MoKa3zHWKK AKoCTI Cneywndikalin PeayneTatn QanHuui MpuymMiTKi
{Brmorn MK#A) BuUMipoBaH
HA
Macroscopy Complies (Complies means a See COA <none>
3oBHIWHIA BUrNaA colourless or almost colourless Awve, <He
liquld free from turbidity and Ceprudixar 3aCTOCOBYR
essentially free from particulate AHanisy aHo>
matter)
Blanoslaae (Bignoeigas - 02HauaE,
npo3opwii Ta Be3bapsHuid abo
Maiixe Ge36apBHUIA BOTOHIYHMIA
PO34IAH)
Identity of liraglutide Complies (Complies means See COA <none>
IgeHTudikalia aiparayTuay verified as liraglutide) Aus. <He
Bignoeigae (Bignosigae - osHavae, Ceprugikar 33CTOCOBYR
wo igeHTndikauis aiparnytnay Ananizy aHo>
niagreepaxeHa)
Content of liraglutide Release: 5.66 - 6.30 See COA mg/ml
KlabklcHe BUaHaYeHHRA [94.3 - 105.0%] Ans. MriMn
niparnyrnay Shelf life: 5,44 - 6,30 Ceprudikar
[90.7 - 105.0%] Ananisy g
Mpw Anycry:
5,66-6,30
[94,3 - 105,0 %]
Mpu 36epiranni.
5,44-6,30
[90,7 - 105,0 %]
pH Release: 8.00 - 8.40 See COA <none>
Shelf life: 7,90 - 8,40 Aua, <Hg
Mpw punycky: 8,00-8,40 Ceptudikar 3acTOCOBYD

High molecular welght
proteins

BwicT Ginkie Bucoxof
MONEKYAAPHOT Mack

Sum of liraglutide
related Impurities
CymapHWiA emicT
cnopigHeHnx 3
AlparnyTuaom AoMILOK

Of these:

3 Hux

Cther hydrophillc liraglutide related
Impurities

IHWWX rigpogineHWX AOMILLOK
cnopigHeHwx 3

Alparaytunaom

Liraglutide related impurities A
BulcT cnopigHeHoi 3

niparnyTMAoM AOMILLKIA A

MNpw 36epiranHi: 7,50 - 8,40
Release; < 0.9

Shelf life: 2.3

Mpu unycky: < 0,9
MNpu 36epiraHHL: 5 2,3

Release: £ 7.2

Shelf life:  10.0

MNMpw BANYyCKy: £ 7,2
MNpu s6eplranwi: £ 10,0

Release; £ 3,2

Shelf life: £ 3.8

Mpw Byunycky: < 3,2
Mpw 36epiranngi: < 3,8

Release: 5 2.0

Shelf life; 3.2

Mpw Bunycky: < 2,0
Mpw 36epiraqHi: £ 3,2

Page 2 of 4
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Ukraine Batch Certificate

YkpaiHa CepTudlkart akoctl

Product Name and Strength:

HaaBa NpoayKTy Ta AC3yBaHHA

Batch No:
Cepin Ne

Liraglutide related impurities B
BumicT cnoplaHenol 3
fniparnyTnioM gomlciki B

Liraglutide related impuritles C
BwmicT cnoplaHeHoi 3
AiparayTnaomM AoMillkun C

Other hydrophobic liraglutide
related Impurltles

IHWnX rigpogobHux
AOMILOK CrOpigHEHWX 3
AlparayTuaom

Bacterlal endotoxins
baxTepiantHi eHAOTOKCUHMK

Sterllity
CTepuAbHICTL

Identity of
preservatives
LaeHTrdlkanln
KOHCEpPBaHTY

Phenol
dbeHon

Freezing polnt depression
SHUXKEHHA TeMnepaTypu
3amMep3aHHA

Partlculate matter
210 um

2 25 pm

MaxaHiyHi BKAOYeHHA
Z 10 Mkm

= 25 MKM

Saxenda® 6 mg/ml, 3x3 ml
CakceHaa® 6 Mr/ma, 33 mn

PP5M776

Release: 2.6

Shelf life: £ 3.3

Mpu prnycky: < 2,6
Mpw 36epiraHHi: £3,3
Release: 5 1.1

Shelf life: < 1.4

Mpu evnycky: < 1,1
Mpw 36epirannHi: < 1,4
Release: 1.1

Shelf Iife: s 2,0

Mp# srnycky: < 1,1
MNpu 38epiraHni: £ 2,0

<80

Complies
Bignosigae

Complles (Complies
means verlfled as
phenol)

Bignoeigae {Bianoelaae -
G3HAYaE, Wo
laeHTUdikauin ¢enony
niaTeepaKeHa}
Release: 5.2 - 6.0
Shelf life; 5.0 - 6.0

Npu BUnNycKy:

5,2-6,0

Mpu 36epirauHi:
5.0-6,0

0.47 -0.57 *C

< 6000/container
% 600/container

£ 6000/ynakoBKa
< 600/ynakoeka

Page 3 of 4

See COA
Awve. Ceptndlkat
AHanizy

Sea COA
Awns. CepTudikar
Ananlzy

See COA
Auve. Cepradikar
AHanlsy

See COA
Aus, Ceptndikar
AHanizy
See COA
Aue, Ceprudikar
AHanlsy
See COA
Ane. Ceprudlkar
AHanisy

See COA
Awe. Ceptudlkat
AHaniay

See COA
Aus. Ceprndikar
AHanlzy

nad 3&

LUH\ VEHTIT

NoVo nordisk’

Nowvo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 88BQ

Iu/ml
MO/mn

<none>

<He
3acToCoByBaHO >
<none>

<He
3acTocoByBaHO>

mg/ml
Mr/mn

Degrees Celslus
Mpagyc Lleabcla

<none>
<He
33CTOC0 ByBaHD>




Ukraine Batch Certificate

¥Yxpaida CepTudikaT akocri

Nove Nordisk A/S
Novo Alle 1

Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 mli S Daviiai

H i

a36a NPOAYKTY Ta A403YBaHHA CakceHaa® 6 mMr/mn, 3x3 Ma Tel. 145 4444.0888

Batch No: PP5M776

Cepia Ne

Dose accuracy Complles (Complies means that See COA <none:>

TouHiCTEL AO3yBaHHA the speclification limits + 5% at, AuB. <He

50 increments is fulfilled using Ceprudlkar JACTOCOBYBAHO>

ISO 3951 part 1 or 2 (the limitis  Ananisy
In accordance with ISO 11608-

.

Bignorigae (Bignorisae oaHauae

- Mex!| chelguikanii £ 5 % npu
50-kpokoeoMy 36LNbLLeHH]

nigreepaxeHo Metogem ISO

3951, yacTiHa 1 abo 2 (mexi

elanoBigaoTe sumoram

CTangapry 150 11608-1))

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.

LivM A 3aceiguyto, Wwo ernwesrkasaqa iHpopmauis € 4ocToRipHOK | TouHEID, JaHa cepla npoaykull 6yna urotoBaeHa
{BKAOYE UM YNaKOEKY / MAPKYBAHHA) | NpoOBEAEHO KOHTPOAL ii AKOCTI Ha ginaHuUi{-kax) B noeHli BlgnorelaHoctl 3
BUMOramw GMP, acTaHoBARHUMW MICLEBUM PEryNATOPHM OPraHoM, 3 TAKoX ¥ BignosigHocTi 3i cneyudikauiaMm, WwWo
MICTATLCA B peecTpaLiiHomy Aocke. [TpoTokoNW BUPoEHULTE], YNZKOEKW Td aHani3y Synu nepesipedi i BCTaHoBNeHO
BignosigHicTe GMP.

This batch is certified by a Qualified Person delegate.
Lis cepla ceptdikopaHa ¥noaHosaxeHow 0coboo.

2024-09-10

[
o

f"“(‘HOlO Ry
wer 2T
G

QP-delegate / Susanne Carisen
Quality Department

Novo Nordisk A/S

Denmark

YnoeHopaxeHa ocoba

Biasln akoctl
A/T Hoeo Hopalck, AlaHina

L
TOKYMEHTI

Page 4 of 4




AEPJKABHA CJTYIKBA 3 JIKAPCLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKINA OBJACTI

nipos. Ceitnuawoi Hauii, 3, m.Kuig, 02099, Ten/daxce: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koxn €APTIOY 37078774

BUCHOBOK
Npo siKicTh BBe3eHoro B Ykpainy JiKapcbKoro 3acody

13.02.2025 Ne 5400/25/10

CAKCEHJIA®

(nalimenysanns nikapcekoro 3aco0y 3rifiHo 3 peccTpauiitnum TTOCBITUEHHSM)
PO3YMH AIS iH'exuif, 6 Mr/mu; no 3 ma y KapTpuazax, BKJAaACHHX Y NONEPeIHbL0 3a0BHEHY
6araTono3oBy oxHopasoBy MPUI-PYYKY; 110 3 nonepeaHbo 3anoBHeni WIPUI-PYYKH B
KapTOHHIN xopo6ui

(dhopma Brmycky, nozysanis, pus naKyBaHHs JKAPChKOTo 3acoby)
Homep peecrpauiiinoro nocsiguenns UA/18651/01/01 CTPOK Iiii peecTpauiitnoro nocriguenns 23.03.2026
Cepisn nikapcsroro sacoby Ne PPSP(052 Kinsxicrs BBesenoro nikapeskoro sacoty 20712

Bupobhuk A/T Hoso Hopaick, Tanis

(waiimenyBanHs BUpoGHNKa nikapckKoTo 3acoby, KpaiHa NnoxXoKkeHHs)

Bsescro B Vipainy Tosapucrso 3 o6mesenolo BinnosinanbuicTIo "Hoso Hopuick
Yxpaina", inenr. won: 41467446

(naiimenysanns ta ko 3a €JIPTIOY 10pHIMYHOT 0cobk abo nipiseuite, iM's, 10 6aTLKORI (izuunof
0co6u - ninnpuemus, i aicue nposkusanus 1a peccrpauiiiiiuii Homep o6AIiKOBOT KapTKK ATHIKA
noziaTkis aGo cepis Ta HoMep macmopTa)

[Iporokou sisyaabuoro konrpomo six 11.02.2025 N» 0381/1.

38 pesyibTATAMH  JepKABHOrO KOHTPOIIKO  BCTAHOBICHO, LIO THKAPCBKHME 34GI6  BBE36HO B Ykpaluy 3

HJOTPUMAHHSAM sumor 3aKOHOAABCTBA LIOL0 3a0e3eUcHHS IKOCT] JHKapChKUX 3acoBiH,

) :
oo o

K
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Certificate of Analysis

: . novo nordisk
Ceptudixkar AHanisy

Novo Nordisk A/S

Novo Allé
2880 Bagsvaerd
Denmark
Tel. +45 4444 3ggs
Fax. +45 4449 0555
SAXENDA Order Number ¢ 0007793611~130
6 MG/ML 3X3 ML 3aMosiiennsa No,
CaxkceHna 6 Mr/mm 3X3 mn Date of Manufacture : 08/2024

HaTa BUPOBHMLTRA

Product No. : 7102366
Npoaykr No.

Batch Number : PP5P052 Date of Expiry : 0172027
Cepia No. llara sakiHueHHA CTPOKY NMPUUATHOCTI
Item No.: 5183011 Batch No.: PWSMF97 Ext Spec: 51830XX-990
Components Results Units Note

MokasHuku Peayneraru (0334733073151 MpuMirka

Macroscopy COMPLIES

Onuc Binnosinae

Id of liraglutide COMPLIES

Inenrudpikauin Nipariyruny Binnoeinae

Content of liraglutide 6.07 mg/mk

KintkicHe BU3HaYeHHZ niparsiyriny M1/ Mn

PH 8.16

pH

High molecular weight proteins 0.2 %

Bucoxomonexkynapni Ginku

Sum of rel impurities 4.0 %
CyMapHuit BMIiCT ¢ynpoBimHuX HOMiNGK

Other hydrophilic rel imp 13 k)
Buict iHwmx. riapodineumx CYNPOBIARUX ASMIWOK

Related impurities A <14 %
CnopilaHena nomitika A

Related impurities B 1.6 %
Cnopintena nomiwka B

Related impurities C 0.2 %

Cnopinkera noMimka C

Other hydrophobic rel imp 0.2 %
Bmicr iHmmx rinpodico6Hmx CYNPOBINHWUX ROMIWOK

Bacterial Endotoxin <15 1U/ml
Baxrepianuii esnorokcunim MO/ mi
Sterility COMPLIES
CrepunbHicrs Binnowinae

ID of preservative COMPLIES
Inenrudikauia koHCEPBAHTIE Binnosigae

Phenol 5.8

deron

Freezing point depression 0.51

BHUXEHHS TeMiepaTypu BaMepaaniis

Particles >= 10 pm/container 56
Mexaniunl BgiodernHs >= 10 MEM/ KOWDPENHED

Particles >= 25 pm/container 1

Mexaniuni sxmouenns >= 25 MKM/KOHT@UHED

072 Ukraine i Cert. No:.1123290

£
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Certificate of Analysis

Ceprubikar AHaniszy

SAXENDA
6 MG/ML 3X3 ML

Caxcenpa 6 Mr/mi 3X3 mMn

Product No. 7102366
Mpoayxr No.

Batch Number PP5P052
Cepig No.

TouHiCTh HO3YBaHHA: Binnosinae
Dose Accuracy: Complies

2025.01.02 Copenhagen

Mads Sund Bering
Quality Department

This Certificate is generated by a computer

signature

Order Number
3aMoBriedHa No.

Date of Manufacture
NaTa BUPOBHUULTEA

Date of Expiry

O

novo nordisk

Novs Nordisk A/S
Novo Allé

2880 Bagsvaerd
Denmark

Tel. +45 4
Fax. +45 44

444 8888
49 0555

0007793611~130

0872024

0172027

TaTa 2aKiHueHHa CTPOKY npunaTHocTi

guality system and includes an electronic

This Certificate is generated by a computer guality system and includes an electronic signature.

072 Ukraine
Created by: WMBR on: 202%.01.02 13:39:10 UTC

7 Cert. No: 1123290
Page: 2 of 2



Q
Ukraine Batch Certificate W

.. 4 . novo nordisk
Yepatna Ceprudivar akocri
Product Name and Strength:  Saxenda® 6 mg/ml, 3x3 ml o IS
Hassa npoaykry ta A03yBaHHst Cakcenpa® 6 Mr/vn, 3x3 Mn éaso Ba‘?svaem
enimar:
Importing Country: Ukraine Tel, 445 4444 8888
KpaiHa-imnoprep Ykpaira
Dosage form / Package size: Solution for injection, 6 mg/ml, in a pre-filled
multidose disposable pen No 3
Jlikapcbka popiia /pasmip yriakosKi Pozunn ans in'exuiii, 6 mr/mn, NOMePeaHLO 33roBHEHd BaraTo403084

0AHOPAa30Ba WNPUL-pYYKa Ne3

Batch No. / size: PP5P052 /20.712 packages/ynakosok
Cepis No / Posmip

Order No; 7793611

3aMoBneHHs Np

Date of Manufacture: 08/2024

data supobruyrsa

Date of Expiry: 01/2027

TepMin npyaaTHOCT

Registration certificates No: UA/18651/01/01

Peectpauiiive Mocaiguerivg N

Drug Product Specification: LiraObesity/S‘l830xx/59556xx/990/2013-Octa
04/version 1.0/001527254v1.0

Coeyudikaiiia rorosoro MKIPCHKOTG 3ac06y

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acrocosysani metoam: 3azHayeri s 3arsepmpxeHiii Cneuumdikauii Ha rotosu NiKapcbKwi 3aci6, aepcin

1.0 sepudikosara y Peecrpauiiiniii cucremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis

PesynwraTv aHanisy anBVCh

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

BupobHuk signosinanrnii 3a BUNYCK cepii rotosoro fikapcbkoro 3acoby;
A/T Hoo Hopaick, Hogo Anse, Barceaepg, 2880, flanis

Manufacturing Authorization No. 104188

Niensin Ha sBypoGHULTED No.

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

Page 1 of 4
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Ukraine Batch Certificate

Ykpaina Cepradikat AKOCT

fovo nordisk”

Novo Nordigk A/S
Movo Alle |

Product Name and Strength: saxenda® 6 mg/ml, 3x3 mi

NiparayTAAOM AOMILLOK

Of these:
3 HUX

Other hydrophili¢ liraglutide refated

impurities

[HWUX FIAPOPINBHUX ROMILIOK

cnopigHeRnx 3
niparnyTuaom

Liraglutice related impurities A

BuicT criopigHesoi s
NiparsyTUAOM AOMILIKA A

Release: £3.2

Shelf life: < 3.8

Npu sunycky: £ 3,2
Npu 36epiradii: £ 3,8

Release! ¢ 2.0

Shalf lifer £ 3.2

Mpw surycky: < 2,0
Mpu 36epiranni: £ 3,2
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See COx
Aune.
Cept
ARan

See COA
Aue.,
Ceprudikar
AHaniay

Hazsa NpoayKkTy 1a 403yBaHHs Cakcenaa® 6 mr/nn, 3x3 Mn i)i?‘?&:émvaerd
BatCh NO: PPSPOSZ Tal, +45 44448888
Cepis Ne
Test item/Component Acceptance Criteria Result Unit Notes
[oKa3zHuKu AKoCTI Cneundikauis PesynbTaTh QaVHALY TpymiTki
(Bumoru MKS) BUMIpIOBaH
PR i
Macroscopy Complies (Complies means.a See COA <none>
BORHIWHIA BATAAL colourless or almost cotourless Ans, <He
liquid-free from turbidity and CepTvdikat 32CTOCOBYB
essentially free from particulate AHBNI3Y aHo>
matter)
Bianosiae (Bianopiaae - O3HaYae,
npo30pWii Ta BesbapaHiiid abo
Maiixe GeatapaHuit 30TOHIUHIA
[’)OBLMH)
Identity of liraglutide Complies {Complies means Sée COA <nones
[peHTudikayia niparayTnay verified as liraglutide) Aus. <He
Bianogisac (Bignogiaae - 03HaHAae, Ceprungikar 3aCTOCOBYB
1o inenTvdikauis niparnyTviay AHaNIzy ano>
nigreepaxeHa)
Contenit of liraglutide Release: 5.66 - 6.30 See COA mg/mi
KinbKiCHe BU3HAYEHHA [94.3 - 105.0%]) Aus. Mr/mn
niparnyragy Shelf life: 5.44 < 6.30 Ceprudikat
[90.7 - 105.0%] AHanizy
Mpw BUNYCKY:
5,66-6,30
[94,3 - 105,0 %]
Mpw 36epiranri:
5,44-6,30
[90,7 - 105,0 %]
pH Release: 8.00 - 8.40 See COA anone
Shelf life: 7.90 - 8.40 Avs. <HE
Mpu Bunycxy: 8,00-8,40 Ceptvgpikar 3aCTOCOBYB
fpu 36epirannic 7,90 - 8,40 AHanisy aHD>
High molecular weight Release: 0.9 See COA %
proteins Shelflife: £ 2.3 Aue.
BmicT Binkis BUCOKOI Mpu Bunycky: 0,9 Ceprudixar
MONEKYARPHOT MAcK [pw 36epiranHi: < 2.3 Ananiay
sum of Hiraglutide Releasei ¢ 7.2 See COA
related impurities Shelf life: € 10.0 fiss.
CymapHi BmicT Npu BANYCKY: £ 7,2 Ceptudikatr
CROPIAHEHNX 3 Mpw 36epirasdi: £ 10,0 AHanisy




Ukraine Batch Certificate

Ypaina Ceprudikar aocti

Product Name and Strength:

Hazea npogykry ra posysarms

Batch No:
Cepia Ne

Liraglutide related impurities B
BMICT cnopigreHor s
MparnyTnaom AcMiwku B

Liraglutide related impurities ¢
Bwmict criopianenois
HiparnyTgoM qomiwku C

Other hydrophobic liraglutide
related impurities

Tl rigpodobmx
AOMILOK. CriopigHerx 3
Aiparnyrugom

Bacterial endotoxins
bakTepianuki eHgoTokciim

Sterility
CrepuneHicts

Identity of
preservatives
laenTudikayis
KOHCEPRAHTY

Phenol
PerHon

Freezing point depression
BHWKEHHA TeMnepaTypu
3aMep3IaHHS

Particulate matter
210 pum

225um

MexaHiuHi axnioyuering
210 MM

2 25 mKm

Saxenda® 6 mg/mil, 3x3 m|

Carcenga® 6 mr/mn, 3x3 mn

PP5P052

Release: 2.6
Shelf life: £ 3.3
Mpwv sunycky: € 2,6

Npw 36epiraqxi: < 3,3

Release: < 1.1
Shelf life; < 1.4
Mpu snnycky: <1,1

Mpw 36epiramni; < 1,4

Release; £ 1.1
Shelf life: 2.0
Mpu Bunycky: < 1,74

Mpu 36epiranni: < 2,0

<80

Complies
Bignosigae

Complies (Complies

means verified as
phenal)

Bignosigae (Bignosigae -

03HaugE, Lo

ineHTrdicanis benony

niarsepaxena)
Refease: 5.2-6.0
Shelf life: 5.0 - 6.0
Mpa sunycry:
5,2-6,0

Mipun s6epirarmi:
5,0-6,0

0.47 -0.57°C

£ 6000/coritainer
% 600/container

< 60007yrakoska
< 600/ynakoska
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See COA
Aus. CepTudixar
Amanizy

SeeCOA
Aus. Ceprudikar
Aranisy

See COA
Aus. Ceprvdikar
Auanizy

See COA
Ane. Ceprudikar
Axanisy
See COA
Ane. Ceprudikar
Araniay
See COA
Aus. Ceprudika
AHanisy

See¢ COA
Avs. Ceprudikar
AHanizy

See COA
Aue. Ceprudikar
Axanisy

See COA
Ave. Ceprudikar
Anarnizy

%

%

%

W/
MOQ/Mmn

<none>»

<He
3aCTOCOBYBAHO>
“none>

<He
3aCTOCOBYBAKO>

mg/mi
MI/mn

Degrees Celsiug
Ipagyc lienscia

<nones
<He
3aCTOCOBYBAHO>

Q

novo nordisk”

Novo Nordisk A/S
MNove Afle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 QREY
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Yepaina Ceprndikat HKOTTH

novo nordisk

Novo Nordisk A/S

Novo Alle 1
product Name and Strength: saxenda® 6 mg/ml, 3x3 ml cn SapRTas
& < g 4 < R a® ACAMA,
Haz.a NPOAYKTY T3 AOBYBAHHA CakceHga® 6 mr/mn, 3x3 MmN fek, 45 4444 5846
Batch No: PP5P052
Cepist Ne
Dose accuracy Complies (Complies means that.  See COA <none>
TOUHICTL AO3YBAHHA the specification limits £ 5% at Ane. <HEe
50 increments fs fulfilled using Ceprudikat 33CTOCOBYBAHO>

150 3951 part 1 or 2 (the limit is Aranisy
in accordance with 150 11608-

0.

Bignosiaae (BANosifae 03Havac

- Mexi cnetudikayii £ 5 %.npu
50-KpOKOBOMY 36 NLLIEHHI

NiATBEPAKEHO METOLAOM 1SO

3951, wacTuna 1.a60 2 (mexi

BiANOBIAAOTE BUMOTAM

craupapty 180.11608-1))

1 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.

LiviM R 33CBIAYYIO, WO BULLEBKA3AHA iHbopMaLya € LOCTOBIPHOM | TOHHOMW. [lana cepist npogykiuil Byna suroTossieHa
(BKNIOYAOUN YAKOBKY / MapKyBaHHA) | NPOBRAEHO KOHTPOAL 1T AKOCTI Ha AinAHUI(-Kax) 8 nosMilh BIANOBIAHOCTI 3
ByMOrami GMP, BCTAHOBEHUMY MICUEBAM peryAstTopHUM OPraHOM, & TaKOXy sianosigHoCTi 3i cneumrgikauiamy, wo
MICTATLCR B PEECTPALIAHOMY AOCHE. NpoToKonW BUPOGHUTEA, YNaKORKYA Ta aHanizy Bynu nepesipeHi i BCTaHaBReHo
gignosigHicte GMP.

This batch is certified by a Qualified Person delegate.
Lia cepin cepTudikoBaHa YroBHOBaXEHOK 006010,

2025-01-03

= b

QP-delegate / Susanne Carlsen (SCAR)
Quality Department

Novo Nordisk A/S

Denmark

YnoBHoBaXeHa 0cobd

Biagin skocTi
A/T Horo Hopaick, JaHist
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