BetadoBneHHa arigHo ai
CTaHAapTHOWO onepaLiiHo SOP QM-0017 AN-01 Bepcia 10.0 '
npouenypon (SOP)

CHEPLA
. : - = PHARM
Ceprtudikar BignosigHocTi / Bunyck cepil
Bepcin 2* Crop. 132
HazBa nikapckkoro 3acoby: Xenical® 120 mr R
KpaiHa-imnoprep: YkpaiHa
HepxaBHui peecTpauitiui Homep: UA/10540/01/01
BmicT ynakorku: 21 kancyna y 6nictepi; 1 Gnictep B KapToHHiit ynakosui
Nikapcbka hopma: kancynu, TBepai
Kinskicte: 8,960 Wwtyk
Homep Hepo3adacoBaHo! NpoayKuil: M2481
Howmep cepii roToBoil npoaykuii: M2481M3
Hata supobuuuyrsa: 27.11.2023
Tepmin npuparHocTi: 11.2026
Hassa BUPOBHUYKMX Ta BUNPOBYBANbHUX ManfaH uKIa!
BupobHuutBO HepoadacoraHoi DELPHARM MILANO
MPOAYKUIT, NEPBUHHE Ta BTOPUHHE Bia Kapresane 1, 20054 Cerpare, Itanig
nakyBaHHs, KOHTPOIb AKOCTI: (Via Carnevale 1, 20054 Segrate, ltaly)
Bunyck napTil: CHEPLAPHARM Arzneimittel GmbH

Liirenbxody 23-24, 17489 Mpaidpcranbg, HiMeuumHa

(Ziegelhof 23-24, 17489 Greifswald, Germany)

Homep niuenaii Ha supobHuuTeo: Ne DE_MV_01_MIA_2018_0008
Homep cepTtudikata GMP, HoMep BU3HaHHS Bimo'si,quocﬁ AinkHUL, 1o
BUNycCKae cepito, Bumoram GMP:

Ne ceptudikaty GMP: DE_MV_01_GMP 2022 0030

BucHosok GMP Ne 406/2024/C-826

LUum s s3aceiguyio, wo sci cragil BupobHuuTea uiei cepil roToBol npoaykuii Bynu sgincHeHi y
nosHil signosigHocTi go sumor HanewHoi sBupobHudoi npaktuku (GMP) €C Tta Bumor
peecTpaLiiHOro NOCBIAYEHHS KPaiH NPU3HaYeHHS.

Yei BiaxunernHa Bynu posrnaHyTi Ta 3aTBepAkeH! y BCTaHOBMEHOMY NOPAAKY:
B4 Hemae BigXWUNEHb, WO CTOCYHOTLCHA BUMYCKY NPoayKUi
(1 € BiOXWNeHHs, Wo CTOCYTLCH BUMYCKY NPOAYKUil
1 ponaeTbes AoaaTKoBa iHopMallis, Lo CTOCYETLCH AKOCTI

*Y ag'Asky 3 wiewo amiHow Kopekcy ceptudikaudis napTii, gatosada 18.03.2024, BTpa4ac YMHHICTb.
** 3miHa peecTpauiiHoro Homepa GMP 3 Ne 209/2022/C-441 na N2 406/2024/C-826



BeradosnexHs srigHo sl
CTamHLapTHOW onepaLinsomn SOP GM-0017.AN-01 Bepcis 10.0 .
npoueaypoks (SOP)

CHEPLA

i - . & PHARM
Ceprtudikar BignosigHocTi / Bunyck cepii
Bepcia 2* Crop. 232
LI Mapris sBunyuiexa B npogax. =X MapTia roToBa 40 BiOBaHTaXEHHSA

Mpandceansg, 18 (Greifswald 18) WEPBEHL 2024
YnoeHoBaxeHa ocoba [nignwuc] [nevaTtka])

CHEPLAPHARM Arzneimittel GmbH, Uirensxod 23-24, 17489 Mpandceane, HimeuwunHa
(Ziegelhof 23-24, 17489 Greifswald, Germany)

*Y ag'asky 3 wiew amiHowo Kopekey ceprudikauia naptii, natoeada 18.03.2024, BTpayac YMHHICTS.
** 3mida peectpayiidoro Homepa GMP a Ne 209/2022/C-441 na Ne 406/2024/C-826
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Certificate of Compliance | Batch Release

;\:!&rsifm 2 Seite 1 vcr.éé:
Product name: Xenical® 120 mg

Importing country: Ukraine

National registration number: UA/10540/01/01
Package size: Ne21 (21x1) in blisters in a carton box
Dosage form: capsules, hard

Quantity: 9.960 OP

Bulk batch number: M2481

Finished product batch number: M2481M3

Date of manufacturing: 27/11/2023

Expiry date: 11/2026

Name of manufacturing and testing sites:

Bulk manufacturing, primary and

secondary packaging, quality control: DELPHARM MILANO
Via Carnevale 1
20054 Segrate, ltaly

Batch release: CHEPLAPHARM Arzneimittel GmbH
Ziegelhof 23-24
17489 Greifswald, Germany
Manufacturing license number: Ne DE_MV_01_MIA_2018_00U8
GMP certificate number, GMP recognition number of batch releaser:
GMP certificate Ne GMP Ne DE_MV_01_GMP_2022 0030,
GMP conclusion Ne 406/2024/C-826

| hereby certify that all the manufacturing stages of this batch of finished product have been
carried out in full compliance with the GMP requirements of the EU and with thé requirenisits
of the Marketing Authorization of the destination country.

All deviations have been reviewed and approved in accordance with established procedure;

® no release-relevant deviations
I‘" release-relevant deviations
O additional quality-relevant information is enclosed
O The batch is released to the market, % The batch is released for shipment,

*Through this revision of CoC, the batch certification dated on 18/03/2024 is no longer valid.
** GMP recognition number change from Ne 209/2022/C-441 to Ne 406/2024/C-826
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Certificate of Compliance | Batch Release PHARM |
IVersion 4 | ” "E‘;eite 2 uo::;
Greifswald, {18, JUNI 2024 j'&é

o D Detie! Stanke :,*A
Qualified Person it Posson . T

CHEPLAPHARM Arzneimittel GmbH, Ziegelhof 23-24, 17489 Greifswald, Germany

“Through this revision of CoC, the batch certification dated on 18/03/2024 is no longer valid.
** GMP recognition number change from Ne 209/2022/C-441 to Ne 406/2024/C-826



Cepmudgpikam sikocmi

HasBa nikapcekoro
3acoby:

Kog nikapcekoro sacofy:

Kon npoaykTy 3amosHuKa:

Homep cepii:
Hata supobHuuTtea:

AHaniz Ne:

fata Buaayi AoKyMEHTY:

Cneuudikauis/sepcia:

KCEHIKA (XENICAL), kancynu
no 120 wmr, 21 kancyna B 6nicTepi,
YkpaiHa

12000129

8108866

M2481M3

27.11.2023

51139353

24.01.2024

SAM-0107818 BEPCIA 8.0

VELPHARM

MNapameTp Peaynerar HonycTuMi 3HaYeHHsA
Onuc
Poamip kancynu Ne 1 Ne 1
Konip Kpuweyku Bipo3oBuit GiptozoBuid
Konip kopnycy BiptozoBuid Biplozosui
MapkysanHa Ha kopnyci XENICAL 120 XENICAL 120
Konip mapkysaHHA HOPHWA HOpPHKUA
Onuc BMicTy kancynun
3oBHIWHIW BUrNAg rpaHynu IpaHynn
Konip Binui Maiwe Binui
Binui

laenTudpikauin opnicrary

MeTOAOM BUCOKOedeKkTUBHOI piguHHOI

xpomatorpadii (BEPX)

MeTofoM iHgpayepsoHoi (I4) cnekrpockonii

BwmicT B ofHin kancyni
Opnicrat

4ac yTpuMysaHHA niky opnictaty Ha
xpomMarorpami apaska eignosigae vacy
YTPUMYBaHHA CTaHAapPTHOro 3paska
Bignosigae eTanoHHoOMy cnekTpy

123,8 mr

BuaHaueHHs NpoAYKTIB po3knafaHHA MeTogom

BEPX
Ro 47-2139
Ro 42-3988
Ro 43-2042
Ro 41-4725
Ro 41-4522

Byas-Aka iHwa gomiwka
ByAL-AKa HeigeHTugikoBaHa Aomiwka
Cyma Bcix HeigeHTUdiKoBaHMX goMilWwoK

Cyma Bcix nomiwox

CepegHA Maca HaNoOBHEHHA
CepeqHA Maca HanoBHEHHA

0,06 %

< 0,03 %
< 0,04 %
<0,08%
<0,09 %
< 0,20 %
< 0,05 %
< 0,05 %
0,06 %

2438 mr

Po3yuHeHHs B cepegHbOMY Yepes

45 xBunuH
Q=75%

100 %
Binnoeigae S1

Hac yTpMMyBaHHA [iky opniciary Ha
XpomaTorpami apaska signosigae Jacy
YTPUMYBAHHRA CTaHAapTHOrO 3paska

elanoeigae eTanoHHoMy
cnekTpy

21140 TA < 126,0

515
=03
=10
0.2
50,3
503
50,2
=05
=30

22282 TA <2522

=75
Bianoeinae S1
elanoeinae 52

DELPHARM MILANO
S.R.L.

Via Carnevale 1, IT-20054 Segrate
(Bia KapHesane 1, IT-20090 Cerpate)

[Hegible] 17/03/2024

{legible] 14/03/2024

Cropinka: 132



EELPHARM

Cepmudgbikam sikocmi

MapameTtp Peaynkrar Honyctumi sHavenHn

gignosigae S3

OAaHopiaHicTL A030BaHMX OAWHULL
€8p. ®apm./Dapm. CWA/AN, Dapwm.,

PO3paxyHKoBO-BaroBMmn BionoBinae signosinae
MeToq
Kinekicts oguHuub 10 10
30
MpuiHaTHe Yucno (AV) 4,0 % 5150
Mikpo6ionoriyna yuctoTa
€8p. ®apm./dapm. CLUA/AR, DapmM., HeBoaHi slanoeigae Bianoeigae
npenapaTy ans nepopanksHOro 3acTocyBaHHA HE BUKOHYETLCH ANA Liel cepli

Us cepia npoaykuii 6yna npoaHanizosaHa Hawum YNOBHOBaXEHUM BIAAINOM KOHTPONIO AKOCTI Ta
BUNyLLEeHa HaluMm BigAINom aKocTi i Bignosigae cneyudikadjism. Lis cepis npopaykuii 6yna npoaHanizosaHa
y NOBHiil BiAnoBigHoCTI Ao Yroau npo 3abeaneyeHHs skocTi.

MpencrasHuk Binginy 3abesneyeHHs SkocTi
(OaTalim'sa)

AHppea Pyaxio 14 6epesns 2024

poKy
[mignuc]

DELPHARM MILANO Via Camevale 1, [T-20054 Segrate Cropinka: 23 2
S.R.L. (Bia KapHesane 1, IT-20090 Cerpate) r llle a i 'Dfeji 17103/2024

[llegible] 14/03/2024



Certificate of Analysis

Product Name:

- Product Co&eu:
Customer Product Code:
Batch Number:
Manufacturing Date:
Analysis No:

Date of Issue:
Specification/Version:

XENICAL 120 MG 21 CAPH UA
12000129

DELPEHARM

Limits

Capsule Size
Colour of Cap
Colour of Body
Imprint Body
imprint Colour

Description of Capsule Content

Appearance
Colour

Identification of Orlistat

8108866

M2481M3

2023-11-27

51139353

2024-01-24

SAM-0107818 VERSION 8.0

Resuit

No. 1
turquoise
furquoise
XENICAL 120
black
pellets
White

No. 1
turquoise
turquoise
XENICAL 120
black

pellets
Almost white

by HPLC same RT as reference
by IR corresponds o reference
spectrum
Content per Capsule of s N
Orlistat 123.8 mg >=114.0 AND <=126.0°
Degradation Products by HPLC '
Ro 47-2139 - 0.08% <=1.5
Ro 42-3988 <0.03 % <=0.3
Ro 43-2042 <0.04 % <=1.0
Ro 41-4725 <0.08 % <=0.2
Ro 41-4522 <0.08 % <=0.3
Others, each <0.20 % <=0.3
Unspecified, sach <0.05 % <=02 =
Unspecified, total <0.05 % <=0.5
Total of all 0.06 % <=3.0 =
Average Flll-Mass B s s
_ Average Flli-Mass 2438 mg >=228.2 AND <=252.2 :
Dissolution after 45 minutes . : 2
average - 100 % >=75
Q = 75 percent corrasponds fo S1 corresponds to S1
- - corresponds to S2
corresponds to S3
Uniformity of Dosage Units .
Ph. EurJUSP/JP, Mass/Weight corresponds corresponds
Variation
DELPHARM MILANO Via Camevald 1 ey Page: 1 of 2
SRL IT-20054 Segrate A‘& Aq/g%ry,m

Ay 4410l Aolt



DELPHARM

Certificate of Analysis

ProductName: XENICAL 120 MG 21 CAPH UA
Product Code: 12000129
Customer Product Code: 8108866
Baiﬁﬁ Number: " M2481M3
Manufacturing Date: 2023-11-27
Analysis No: 51139353
Date of Issue: 2024-01-24
Specification/Version: SAM-0107818 VERSION 8.0
Test Resuit Cimits 0 20n
e S e e ml e e
30
Acceptance Value (AV) 4.0% <=15.0
Microblal Limits
Ph. Eur/USP/JP, non-aqueous oral corresponds corresponds
not performed for this batch

department and meet the specifications. The batch has been analysed in full compliance with the Quality
Agreement. ' '

Quality Assurance -
(Date/Name) e - 5 3

R PR 1/

Page: 2 of 2

DELPHARM MILANO Via Carmevale 1
SRLC IT-20054 Segrate A(}Z' 4‘7’/ 03 [707—4,

A 1604424



3aBigysBavy anteyHum cKnaaom
CIN ONTIMA-®APM nta
ANTeYRWit cknan Ne9, m. Mk eis, 8yn. B.XmensHuukoro, 176

laparTiliHua nueT

Linm nuctom s,

_ (N.1.B.) . ___(nocapna) Anteka
Ne17 "Hoeui Poagin 2" NbBiscbka 06n., m. Houi Poagin, npocn. Wesyetka, 6ya. 16 (Hasea YCTaHOoBM) NIATBEPAKYIO. WO
NPOAYKYIS, OTPUMaHa 3rigHO HaknaaHoi Ne 80883679 Bin 14.06.2024 '
Ne BAATKOBOI HaknaaHoi Haimenysarns npoaykuii Cepis Tepmin
: NpUAATHOCTI
- S088367981a14.06.2024 | Ceprigprvabn s/o100wr Ne28 DFEs602A 31.08.2026

A0 MOMEHTY BIANPaBNEHH:A NOBEPHEHHS 3|
TEMNEepaTypi Ta BIAHOCHI BOMOrocTi, WO BU3HaYe
3acTocyBaHHs.

3asHaueHy NpoAyKwito NOBEPTAID B KiNbKOCTI 1.000 (oduH )

@% (il

Mnie

IAHO HaknaaHoi Ne 04994-1531 (Ne naknaaHol) 3bepiranuca npu BiANoOBIAHIA
Hi BUPOBHWKOM Ta 3a3HayeHi Ha ynakosui Ta B iHCTPYKUiT /1151 me MHHQ‘I'E}‘K
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