i

AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitiuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BHCHOBOK
NPpo AKICTH BBE3€HOro B YKpainy JiikapcbKoro 3acody

10.01.2024 Ne 729/24/26

INAJICET

(HalimMeHyBaHHA JiKapcbKOro 3acofy 3riiHO 3 peecTpaliiiHUM NOCBiAYCHHSIM)
po3unH juIs in'exkuii mo 50 Mmxr/mu; mo 5 ma pozuuny y daakoni; mo 1 ¢gurakony B kapToHHIH
KopobOui

(thopma BunycKy, 103yBaHHA, BHJ NaKyBaHHA Nikapcekoro 3acoby)

Homep peectpauiitsoro nocsinuenns UA/19673/01/01 crpox aif peectpauiiinoro nocsinuenns 29.09.2027

Cepis nikapebkoro 3acoby Ne 303383 KinskicTs BBe3enoro nikapcskoro 3aco6y 4000
BHpoGHHK . PADAPM CA, I'peuist

(HaliMeHyBaHHs BupobHMKa Nikapchkoro 3acoly, KpaiHa MOXOAKCHHSA)
Beeseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJAJIBHICTHO

"BYCT ®APMA", inent. xon: 44107410

(nafiMenysanus Ta ko 3a €/IPTIOY opuanunoi ocobu abo npissuiue, iM's, no Garbkori pisHunol
oco0# - nisnpyems, ii Miclie MPoXHBaHHSA Ta peecTpauifnxi Homep 061ikoBOT KAPTKH IUIATHHKA
noaarkis abo cepis Ta HoMep nacnopra)

INporoxon Bisyansroro koutpomio sin 10.01.2024 N2 47/3.

3a pe3ynLTaTAMM EPKABHOTO KOHTPOJNIO BCTAHOBJEHO, IO JliKapCLKWMH 3aci6 BBeseHo B YkpaiHy 3
AOTPHMAHH KOHOAABCTBA 1010 3abe3nedeHHs AKOCTi NikapCpkux 3acobib.

Muxkona XOJIOJEHKO

(nianuc) (iniuianu Ta npissume)




\RM CEPTU®DIKAT AHANI3Y rOTOBOI NPOOYKUIl

Toprosa Ha3Ba NPOAYKTY:

MANCET

Hassa nikapcbKoro 3acoby:

MATOHOCETPOH po3uvH ana iH’ ekuin SOMT/M

SAP-Kop, KiHUEeBOro NpoAYKTY: 60305821
Homep PeectpaujiiiHoro nocsigueHHs: UA/19673/01/01
KpaiHa npusHaueHHA: YKPAIHA
KiHuesa cepia SAP npogykry: 303383
HanisdiHanbHa cepis npogykTty SAP: 303028

SAP-Kog HaniBgiHanbHOro NpoAyKTy: 50400619

Jlata BUroTOBNEHHA: 10/2023

TepmiH npuaaTHoOCTI: 10/2028

Cepia AKTUBHOI cupoBuHUK SAP: 1000018459
Po3mip cepii rotoBoro npoayKry: 8546 YNAK.

KinbKicTb HanisgiHanbHoOro NpoayKTy:

8546 ®JIAKOHIB

KinbKicTb KiHUeBOro npoayKry:

8529 YMAK (B TOMY YUCI 152 APXIBHUI 3PA30K)

NikapcbKka dopma:

PO3YMH NS IH EKLYN

KomepuiitHe naKkyBaHHA:

1 KOPOBKA x 1 ¢nakoH x 5 mn

Ymosu 36epiranus:

He notpebye ocobamsux ymos 36epiraHHa. 36epiratm B
HeZoCTyNnHOMY ANA AiTei

ETanoHHMi4 meTo g aHanisy:

MANOHOCETPOH, po3unH ans iH’ ekuii, 50 mkr/mn
3.2.P.5.2 AHanitMuHi npoueaypwu, sep. 1.1, civeHb 2022 p

Jlata nouaTKy aHanisy:

09.10.2023

Jlata 3aKiHUeHHA aHanisy: 08.11.2023
PostawysaHHA: BUMYLEHO
JaTta posnopagXeHHs: 22.11.2023

/IUTAMM KOMIMAHII PA®APM C.A./

QC_GEN_008_13 Exboon: Il / Version:lli

ZeAida 1 amd 3 60305821_CoA _version 02




JARM

CEPTU®DIKAT AHANI3Y rOTOBOI NPoOYKUII

1. Pisuko-XimiuHi XapakTepUCTUKN

Tect MeTtop, aHanisy Cneuundikauin Migcymkm
BHYTpiLWHi meTo g, Mpo3opwia, 6e36apBHUIA PO34YMH, MPAKTUYHO BiJIbHUA . .
SDg PAL/DP/AP/APP/01 Bi4 YaCTUHOK Bigposigpe
Eur.Ph. §2.2.3 cur. Bug.
pH PAL/DP/AP/pH/01 3 il
, Eur.Ph. §2.9.17 cur. sua.
06’em Lo BUTATAETbCA PAL/DP/AP/EXV/01 He meHwe 5,0 mn 5,3 mn
. Eur.Ph. §2.2.35 cur. sua. ;
OcmMmonAnbHICTb Bing 240 po 325 mOcmonb/Kr 292 mOcmonb/Kr
PAL/DP/AP/OSM/01 Bt / /

BHyTpiWwHIin meToq

lgpeHTHdiKauia PAL/DP/AP/ID-1/01 Mo3uTuBHKUIA BEPX Bianosigae
ManoHoceTpoHy BHYTpiWwHIn meToq Mo3utusHW [liogHO-MaTPUYHWIA AeTEKTOP Bianosigae
PAL/DP/AP/ID-2/01
BHYTpiWwHIn meToqn
KinbKicHe BU3HauyeHHA PAL/DP/AP/ASS-A/01 95,0%-105,0% 100,1%
PAL/DP/AP/ASS-B/01
B iLHIn . . .
o ; VTR 0 Byab-aKka Hesigoma gomiwka: He Binbwe 0,5% 0,4%
Cynposims aonimmy FAL/DE/BE/RES /01 3aranbHa KinbKicTe gomiwok: NMT 2,0% 0,4%
PAL/DP/AP/RES-B/01 A ' e i
il Biricusinm Eur.Ph. §2.9.19 cur. Bug. | < 6000 4aCTMHOK Ha KOHTEWHEP A/ YacTUHOK 210 um 35
PAL/DP/AP/PAM/01 < 600 HYaCTUHOK Ha KOHTEWHEP A8 YaCTUHOK 225 pum 1
JWTAMMN KOM MAHII PAGAPM CA./
2. Mikpob6ionoriuHa XxapaKTepucT1Ka
Tect MeTog, aHanisy Cneuundikayin Nigcymrn
. Eur.Ph. §2.6.1 cur. Bug. . . .
CTepuUnbHiCcTb c B
p PAL/DP/AP/STE/O1 TEPUABHUIA ignosigae
BaKTepianbHi Eur.Ph. §2.6.14 cur. Bua. .
€HIOTOKCHHM PAL/DP/AP/BAC/01 He 6inbwe 12,5 MO/mn <2,5 MO/mn
3ayBaKeHH]: N/A
BugaHo: nignuc Dara: 22/11/2023

3anaBa npo ceptudikauio

LUum mum 3aceiguyemo, Wo HasedeHa Bulle iHopmaLis € AoCToBipHO Ta TodHotw. Lo cepito npoaykry 6yno
NpoaHanizoBaHO Ta BCTAHOBAEHO, WO BOHA MOBHICTHO Bignosigae noToyHMm Bumoram GMP  micuesux
peryiaTopHUX OpraHis Ta cneuudikauiam y niueHsii Ha peecTpalito B KpaiHi-gucTpunbyTopi.

3anucK aHanisy cepii 6ynn nepesipeHi Ta BM3HaHI
cneundikauiam Ta BUMOram BUNYCKY.

BiAMNOBIAHUMM MpPU3HAYEHMM Ta 3apPEECTPOBAHMM

YnosHoBaxeHa ocoba nionuc Nata: 24/11/2023

K. bapbapoccy
YnosHosaxceHa ocoba

/JWTAMN KOMMAHII PAGAPM C.A./

QC_GEN_008_13 Exdoon: Ill / Version:lll Zehida 2 am6 3 60305821_CoA_version 02



\RM CEPTU®IKAT BIANOBIOAHOCTI

CEPTU®IKAT BIANOBIAHOCTI

MpoaykKTt: o Macosa M rotosa nikapcbKka popma ‘ Koa SAP: 60305821
Ha3sa npoaykTy, nikapcbka popma, cuna/ynakoska:  MANCET (PALSET) S0MKI/MA YMNx1 ®STAKX5SMI
Homep peecTpauiiHOro NocBig4eHHs: UA/19673/01/01 KpaiHa imnopry: YKPAIHA
Po3amip cepii Bulk: 50 n YmoBu 36epiraHHa: £25°C
y s [aTta
Cepia roTosoi npoayKu,ii 303383 T G 10/2023
Po3amip cepii (TeopeTMyHa NOTYXKHICTb): 10000 ¢nakoHiB Tepaik . 10/2028
NpUAaTHOCTI:
KinbKicTb nocTaBKm: 8377 ynak
MpoAayKT Mae xapakTepucTuku 6esneku signosiaHo go sumor | TAK [ HI O N/AM
CepiitHi Homepw 3aBaHTaxeHo 3 GUARDIAN 8 UNITRACE TAKO HI O N/AM
CepiiiHi Homepu 3aBaHTaxkeHo 8 EMVO/NMVO TAK O HI O N/AM
BupobHuua ginbHuua: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
TK 19002, MasHiHa, ATTiKi, [peuis
MakyBanbHa AinbHUUA: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
TK 19002, MasHiHa, ATTiKi, [peujis
TecTyBanbHa AiNbHULUA: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
TK 19002, MasHiHa, ATTiKi, [peujis
LinbHuya ignosiganbHa Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
32 BUNYCK: TK 19002, MasHiHa, ATTiKi, Mpeujis
Bupo6Huui noaii, AKi MO}KYTb BIJIMHYTU Ha AKICTb NPOAYKLII
M *opgHoi
O BukoHaHi nogaii: Kog siaxmneHHA Ne N/A
KopuryBanbHi Aii BnposBagxeHo. Peaynbratv NpUAHATHI
O Homep pepakuii Ceptudikaty BignoBigHoCTI: N/A
lMpuuKHa nepernagy: N/A
O KomeHTapi: N/A

«Uum A nipTBEpAKYO, WO HaBeaeHa BuUlle iHPopmalia € A0CTOBipHOK Ta TouyHotl. LA cepin
NpoAyKTy Oyna BUroTOBNEHa, BK/AKOYAKOYM YMAKOBKY Ta KOHTPONb AKOCTI, Ha BULLE3a3HaYeHUX
AiNAHKaX y NOBHiK BignosigHocTi Ao Bumor EUGMP Ta cneumikauin y peectpauinHini nileHsii KpaiHu,
A€ NPoAYKT PO3MOBCHOAXKYETLCA. BUMorn Ta 060B’A3KM 3a/1y4EHNX CTOPiH, AK BOHW BynM BM3HA4eHi B
3anyyeHux TexHiuHMX yrogax, 6y nepernaHyTi Ta NPUIAHATI 40 yBaru. 3anucu npo obpobky napTin,
naKkyBaHHA Ta aHani3 6ynu nepeBipeHi Ta BU3HaHI TaKMMW, WO BianosiaaoTte GMP»,

BuwiesasHayeHM NPOAYKT BUNYLLEHO ANA BigNpasAeHHA 4|
BuiwiesasHayeHU NPOAYKT BUNYLEHO ANA NPoAaXKy O
YnoBHoBaxeHa ocoba K. bapb6apoccy
NaTa 24/11/2023 Nignuc: YnosHoBaxeHa ocoba /nidnuc/

/JWTAMN KOMMAHII PAOGAPM C.A./

QP_018_2 Exdoon: IX/ Version: IX Zehidal page ! 1 amé/ of 1 60305821_CoC



RM

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Tradename product:

PALSET

Name of Medicinal product:

PALONOSETRON INJ.SOL 50MCG/ML

Final Product SAP code: 60305821
Marketing Authorization No: UA/19673/01/01
Distribution country: UKRAINE
Final product SAP batch: 303383
Semi-Final product SAP batch: 303028
Semi-Final product SAP code: 50400619
Manufacturing Date: 10/2023
Expiry Date: 10/2028
Active Raw material SAP Batch: | 1000018459
Batch Size of Finished Product : | 8546 BT
Quantity of Semi-Final product: | 8546 VIALS

Quantity of Final product:

8529 BT (INCLUDING 152 RETAIN SAMPLES)

Galenic form:

INJ.SOL

Commercial packaging:

1BOX x 1vial x 5ml

Storage conditions:

Does not require any special storage conditions. Keep
out of reach of children

Reference Method of Analysis:

PALONOSETRON, Solution for Injection, 50mcg/mL
3.2.P.5.2 Analytical Procedures, Ver. 1.1, Jan-2022

Starting analysis date: 09/10/2023
Ending analysis date: 08/11/2023
Disposition: RELEASED

Date of disposition: 22/11/2023

QC_GEN_008_13 Exdoan; Il / Version:lll
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RM

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

1. Physico-chemical characteristics

Test/ Aokipr Method of Analysis/ Specification/ Mpodiaypagpn Results / ATroteAéopara
MéBodog Avaiuang
In-house Clear colourless solution practically free from .
Appearance Hicl Complies
PAL/DP/AP/APP/01 patuCIe
Eur.Ph. §2.2.3 cur. ed.
pH 47-53 5.1
PAL/DP/AP/pH/01
Eur.Ph. §2.9.17 cur. ed.
Extractable Volume NLT 5.0 mL 53mL
PAL/DP/AP/EXV/01
Eur.Ph. §2.2.35 cur. ed.
Osmolality 240 to 325 mosmol/Kg 292 mosmol/Kg
PAL/DP/AP/OSM/01
In-house
identification of PAL/DP/AP/ID-1/01 Positive by HPLC Complies
Palonosetron In-house Positive by DA Detector Complies
PAL/DP/AP/ID-2/01
In-house
Assay PAL/DP/AP/ASS-A/01 95.0% - 105.0% 100.1%
PAL/DP/AP/ASS-B/01
In-house
Any Unknown Impurity: NMT 0.5% 0.4%
Related substances PAL/DP/AP/RES-A/01
Total Impurities: NMT 2.0% 0.4%
PAL/DP/AP/RES-B/01
NMT 6000 particles per container for particles 35
Eur. Ph. §2.9.19 cur. ed. 210 ym
Particulate matter
PAL/DP/AP/PAM/01 NMT 600 particles per container for particles
225 um 1

A 'AF..A—.-F.‘NA 1S.I;:1-n USTRY
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RM

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

2. Microbiological characteristics

Test/ Aokupr Method of Analysis/ Specification/ Npodiaypadn Results /
MéBoSocg Avaiuonc AnoteAéopato
Eur. Ph. §2.6.1 cur. ed.
Sterility Sterile Complies
PAL/DP/AP/STE/01
Eur. Ph. §2.6.14 cur. ed.
Bacterial Endotoxins NMT 12.5 EU/mL <2.5 EU/mL
PAL/DP/AP/BAC/01
MAPATHPHEEIE / Remarks: {
MDA
Issued By: ‘_%, Date: 39 h | }Q:ﬂ 3

Certification statement

Hereby, we certify that the above information is authentic and accurate. This batch of
product has been analyzed and found in full compliance with the current GMP
requirements of the local Regulatory Authorities and with the specifications in the
Marketing Authorization license of the distribution country.

The batch analysis records were reviewed and found to be in compliance with the
assigned and registered release specifications and requirements.

Qualified Person:

Date: 290114 8

RAFARM S.A.
PHARMACEUTICAL INDUSTRY
HEADQUARTERS: 12 KORINTHOU STR.
N. PSIHICO - 154 51 - ATHENS, GREECE
TEL: +30 210 8776550-1 FAX: +30 210 8776552
FACTORY: THESI POUSI-XATZI, AGIOU LOUKA

PAIANIA, ATTIKI - 190 02, GREECE
TEL: +30 210 6643835 FAX: +30 210 6645813

QC_GEN_008_13 Exdoon: Ill / Version:lll
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RM MIETOMOIHTIKO KATAAMAHAOTHTAE
CERTIFICATE OF CONFORMITY

CERTIFICATE OF CONFORMITY

Product: O Bulk & Finished Dosage form

SAP code: 60305821

Product Name, dosage form, strength/packaging: ~ PALSET 50MCG/ML BTx1VIALxSML

L“E“‘B“"_g Authorizalion 12 119673/01/01 Importing country:  UKRAINE
umber:

Bulk product batch size: 50 L Storage conditions:  <25°C
s Manufacturing Date:  10/2023
;13}3'; size (Theorelical 40000 vIALS Expiry Date: 1012028

Quantity to be delivered: 8377 BT

Product is bearing safety features according to requirements

vesC ) wl( ) wm(D)

Serial numbers have been uploaded to RAFARM S. A. LEVEL 4

ves(C ) wo( ) wm()

Serial numbers have been uploaded to EMVO/NMVO

ves(C ) wo( ) wm()

.. Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, ; .
Manufacturing site: Paiania, 190 02, G GMP License No: ~ 101439/5-10-2022
Packagingsite:  haror S 1708 Poust Xalzi Agloulouka, | yp | jcense No:  101439/5-10.2022
e Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, ; .
Testing site: Paiania, 190 02, Greece GMP License No:  101439/5-10-2022
- Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, . .
Release site: Paiania, 190 02, Greece GMP License No:  101439/5-10-2022

Manufacturing events that may affect product quality

None

O CoC Revision Number: N/
Reason of Revision: P
O  Comments: g

O Events met: Critical/Major Deviation code No....... /J ...
Corrective actions have been implemented. Results are acceptable

“| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the
EUGMP requirements and with the specifications in the Marketing Authorization of the country where the product
is distributed. The requirements and responsibilities of the involved parties - as they have been determined in the
involved Technical Agreement (s) - have been reviewed and taken into consideration. The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP".

The above mentioned Product is released for the shipment Q/

The above mentioned Product is released for sale to the market [

Date: AY 1es 2 2023

RAFARM S.A.

Qualified Person

Signature:

BAA ALl AL BRI T NS

AL VAR A AL A = A Tyt
QP_018_2 Exdoon: X / VemsiwmX¥ARTERS: 12 kQsMoahpaget.amd/ of 1
N. PSIHICO - 154 51 - ATHENS, GREECE
TEL: +30 210 6776550-1 FAX: +30 210 6776552
FAGTORY: THESI POUSI-XATZI, AGIOU LOUKA
PAIANIA, ATTIKI - 190 02, GREECE
TEL: +30 210 6643835 FAX: +30 210 6645613

60305821_CoC




JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npoe. Hanii Critanunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €APITIOY 37079055

BUCHOBOK
NMpo SAKICTH BBE3CHOro B Y KpaiHy JiKapchKoro 3acody

31.05.2024 Ne 28077/24/26

IMAJICET

(HaFiMeHyBaHHA JIiKapcbKOro 3acoby 3riiHo 3 peccTpauifinuM NOCBiAYEHHAM)
po3uHH Aae in'exknii mo S0 Mxr/mua; mo S ma po3uuny y gpaakoni; mo 1 paakony B KaproHHii
KopoOui

(hopma BHTIYCKY. 103y BAHIN, BHL TAKYBAHIS JKAPCHLKOTO 3ac00y)

Homep peectpauiiinoro nocsinuenns UA/19673/01/01 crpok aii peectpauiiinoro nocsiauenns 29.09.2027

Cepisn nikapcbkoro 3aco6y Ne 401327 KinskicTs BBe3eHoro nikapcskoro 3acoby 16089
BupobHuxk PADAPM CA, I'peuis

(naivenysanig supobIMKA NIKapChKOTo 3acohy. Kpaina NoXoPKCHHS)
BaeseHo B Ykpaihy Tosapucrpo 3 00mexeno1o BianosinaannicTio "BYCT ®APMA",

inenT. xon: 44107410

(naitMenyBanns Ta koa 3a €/IPTIOY iopuanuHoi ocobu abo npiseuie, imM's, no Garskosi dizuunol
0co0H - nianpuemu, i Micle NpoXHBaHNA Ta peccTpaniiinuii Homep 06NiKOBOT KAPTKM NIaTHHKA
noaarkis abo cepis Ta HOMEP nacrnopra)

Iporoxon Bisyansnoro kontpomo sin 31.05.2024 Ne 1963/1.

3a  pesynbTATAMM /ICPKABHOrO KOHTPOMIO BCTAHOBIGHO, 110 /JiKapchkuii 3acid BBeseHo B VkpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOAABCTBA LLOJI0 3a6e3nedenis SKPCTilNikapChkux 3aco0is.

Isan 3AJIBOPHUX

(iniuiany Ta npizenie)




\RM CEPTU®DIKAT AHANI3Y rOTOBOI NPOOYKUIl

Toprosa Ha3Ba NPOAYKTY:

MANCET

Hassa nikapcbKoro 3acoby:

MATOHOCETPOH po3uvH ana iH’ ekuin SOMT/M

SAP-Kop, KiHUEeBOro NpoAYKTY: 60305821
Homep PeectpaujiiiHoro nocsigueHHs: UA/19673/01/01
KpaiHa npusHaueHHA: YKPAIHA
KiHuesa cepia SAP npogykry: 401327
HanisdiHanbHa cepis npogykTty SAP: 400726

SAP-Kog HaniBgiHanbHOro NpoAyKTy: 50401067

Jlata BUroTOBNEHHA: 03/2024

TepmiH npuaaTHoOCTI: 03/2029

Cepia AKTUBHOI cupoBuHUK SAP: 1000018459
Po3mip cepii rotoBoro npoayKry: 16188 YINAK.

KinbKicTb HanisgiHanbHoOro NpoayKTy:

26188 ®JIAKOHIB

KinbKicTb KiHUeBOro npoayKry:

16183 YMAK (B TOMY YMC/1I 94 APXIBHUI 3PA3OK)

NikapcbKka dopma:

PO3YMH NS IH EKLYN

KomepuiitHe naKkyBaHHA:

1 KOPOBKA x 1 ¢nakoH x 5 mn

Ymosu 36epiranus:

He notpebye ocobamsux ymos 36epiraHHa. 36epiratm B
HeZoCTyNnHOMY ANA AiTei

ETanoHHMi4 meTo g aHanisy:

MANOHOCETPOH, po3unH ans iH’ ekuii, 50 mkr/mn
3.2.P.5.2 AHanitMuHi npoueaypwu, sep. 1.1, civeHb 2022 p

Jlata noyaTKy aHanisy:

14.03.2024

Jlata 3aKiHUeHHA aHanisy: 25.04.2024
PostawysaHHA: BUMYLEHO
JaTta posnopagXeHHs: 16.05.2024

/IUTAMM KOMIMAHII PA®APM C.A./

QC_GEN_008_13 Exboon: Il / Version:lli

ZeAida 1 amd 3 60305821_CoA _version 02




JARM

CEPTU®DIKAT AHANI3Y rOTOBOI NPoOYKUII

1. Pisuko-XimiuHi XapakTepUCTUKN

Tect MeTtop, aHanisy Cneuundikauin Migcymkm
BHYTpiLWHi meTo g, Mpo3opwia, 6e36apBHUIA PO34YMH, MPAKTUYHO BiJIbHUA . .
SDg PAL/DP/AP/APP/01 Bi4 YaCTUHOK Bigposigpe
Eur.Ph. §2.2.3 cur. Bug.
pH PAL/DP/AP/pH/01 3 3
, Eur.Ph. §2.9.17 cur. sua.
06’em Lo BUTATAETbCA PAL/DP/AP/EXV/01 He meHwe 5,0 mn 5,2 mn
. Eur.Ph. §2.2.35 cur. sua. ;
OcmMmonAnbHICTb Bing 240 po 325 mOcmonb/Kr 301 mOcmons/Kr
PAL/DP/AP/OSM/01 Bt / /

BHyTpiWwHIin meToq

lgpeHTHdiKauia PAL/DP/AP/ID-1/01 Mo3uTuBHKUIA BEPX Bianosigae
ManoHoceTpoHy BHYTpiWwHIn meToq Mo3utusHW [liogHO-MaTPUYHWIA AeTEKTOP Bianosigae
PAL/DP/AP/ID-2/01
BHYTpiWwHIn meToqn
KinbKicHe BU3HauyeHHA PAL/DP/AP/ASS-A/01 95,0%-105,0% 102,9%

PAL/DP/AP/ASS-B/01

CynposigHi gomilKn

BHYTpiWwHIN meToq
PAL/DP/AP/RES-A/01
PAL/DP/AP/RES-B/01

Byab-aKka Hesigoma gomiwka: He Binbwe 0,5%
3aranbHa KinbKicTe gomiwok: NMT 2,0%

He snasneHo
He snasneHo

il Biricusinm Eur.Ph. §2.9.19 cur. Bug. | < 6000 4aCTMHOK Ha KOHTEWHEP A/ YacTUHOK 210 um 230
PAL/DP/AP/PAM/01 < 600 HYaCTUHOK Ha KOHTEWHEP A8 YaCTUHOK 225 pum 1
JWTAMMN KOMNAH Il PAOAPM CA./
2. Mikpob6ionoriuHa XxapaKTepucT1Ka
Tect MeTog, aHanisy Cneuundikayin Nigcymrn
. Eur.Ph. §2.6.1 cur. Bug. . . .
CTepuUnbHiCcTb c B
p PAL/DP/AP/STE/O1 TEPUABHUIA ignosigae
BaKTepianbHi Eur.Ph. §2.6.14 cur. Bua. .
€HIOTOKCHHM PAL/DP/AP/BAC/01 He 6inbwe 12,5 MO/mn <2,5 MO/mn
3ayBaKeHH]: N/A
BugaHo: nignuc Dara: 16/05/2024

3anaBa npo ceptudikauio

LUum mum 3aceiguyemo, Wo HasedeHa Bulle iHopmaLis € AoCToBipHO Ta TodHotw. Lo cepito npoaykry 6yno

npoaHan i30BaHO Ta BCTAHOBAEHO,

peryiaTopHUX OpraHis Ta cneuudikauiam y niueHsii Ha peecTpalito B KpaiHi-gucTpunbyTopi.

3anucK aHanisy cepii 6ynn nepesipeHi Ta BM3HaHI

cneundikaliam Ta BUMOram BUMYCKY.

YnosHoBaXeHa ocoba

K. bapbapoccy

nionuc Nata:

YnosHosaxceHa ocoba

/JWTAMN KOMMAHII PAGAPM C.A./

16/05/2024

WO BOHa MNOBHICTHO Bignosigae notodyHUM Bumoram GMP  micueBux

BiAMNOBIAHUMM MpPU3HAYEHMM Ta 3apPEECTPOBAHMM
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\RM CEPTU®IKAT BIANOBIOAHOCTI

CEPTU®IKAT BIANOBIAHOCTI

MpoaykKTt: o Macosa M rotosa nikapcbKka popma ‘ Kog SAP: 60305821
Ha3sa npoaykTy, nikapcbka popma, cuna/ynakoska:  MANCET (PALSET) S0MKI/MA YMNx1 ®STAKX5SMI
Homep peecTpauiiHOro NocBig4eHHs: UA/19673/01/01 KpaiHa imnopry: YKPAIHA
Po3amip cepii Bulk: 150 n YmoBu 36epiraHHa: £25°C
y s [aTta
Cepia roTosoi npoayKu,ii 401327 T G 03/2024
Po3amip cepii (TeopeTMyHa NOTYXKHICTb): 30000 ¢naKoHis Tepaik . 03/2029
NpUAaTHOCTI:
KinbKicTb nocTaBKm: 16089 ynak
MpoAayKT Mae xapakTepucTuku 6esneku signosiaHo go sumor | TAK [ HI O N/AM
CepiitHi Homepw 3aBaHTaxeHo 3 GUARDIAN 8 UNITRACE TAKO HI O N/AM
CepiiiHi Homepu 3aBaHTaxkeHo 8 EMVO/NMVO TAK O HI O N/AM
BupobHuua ginbHuua: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
TK 19002, MasHiHa, ATTiKi, [peuis
MakyBanbHa AinbHUUA: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
TK 19002, MasHiHa, ATTiKi, [peujis
TecTyBanbHa AiNbHULUA: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
TK 19002, MasHiHa, ATTiKi, [peujis
LinbHuya ignosiganbHa Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiyeHsia Ne:  101439/5-10-2022
32 BUNYCK: TK 19002, MasHiHa, ATTiKi, Mpeujis
Bupo6Huui noaii, AKi MO}KYTb BIJIMHYTU Ha AKICTb NPOAYKLII
M *opgHoi
O BukoHaHi nogaii: Kog siaxmneHHA Ne N/A
KopuryBanbHi Aii BnposBagxeHo. Peaynbratv NpUAHATHI
O Homep pepakuii Ceptudikaty BignoBigHoCTI: N/A
lMpuuKHa nepernagy: N/A
O KomeHTapi: N/A

«Uum A nipTBEpAKYO, WO HaBeaeHa BuUlle iHPopmalia € A0CTOBipHOK Ta TouyHotl. LA cepin
NpoAyKTy Oyna BUroTOBNEHA, BK/AKOYAKOUYM YMAKOBKY Ta KOHTPONb AKOCTI, Ha BULLE3a3HAYEHUX
AiNAHKaX y NOBHiK BignosigHocTi Ao Bumor EUGMP Ta cneumikauin y peectpauinHini nileHsii KpaiHu,
[e NpoAYKT PO3MOBCIOAXKYETbCA. BUMorv Ta 060B’A3KM 3a1y4eHUX CTOPiH, AK BOHM Bynn BM3HA4YeHI B
3anyyeHux TexHiuHMX yrogax, 6y nepernaHyTi Ta NPUAHATI 40 yBaru. 3anuck npo obpobky naprin,
naKkyBaHHA Ta aHani3 6ynu nepeBipeHi Ta BU3HaHI TaKMMW, WO BianosiaaoTte GMP»,

BuwiesasHayeHM NPOAYKT BUNYLLEHO ANA BigNpasAeHHA 4|
BuiwiesasHayeHU NPOAYKT BUNYLEHO ANA NPoAaXKy O
YnoBHoBaxeHa ocoba K. bapb6apoccy
NaTa 16/05/2024 Nignuc: YnosHoBaxeHa ocoba /nidnuc/

/JWTAMN KOMMAHII PAOGAPM C.A./
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Tradename product: PALSET

Name of Medicinal product: PALONOSETRON INJ.SOL 50MCG/ML
Final Product SAP code: 60305821

Marketing Authorization No: UA/19673/01/01

Distribution country: UKRAINE

Final product SAP batch: 401327

Semi-Final product SAP batch: 400762

Semi-Final product SAP code: 50401067

Manufacturing Date: 03/2024

Expiry Date: 03/2029

Active Raw material SAP Batch: | 1000018459

Batch Size of Finished Product: | 16188 BT

Quantity of Semi-Final product: | 26188 VIALS

Quantity of Final product: 16183 BT (INCLUDING 94 RETAIN SAMPLES)

Galenic form: INJ.SOL

Commercial packaging: 1BOX x 1vial x 5ml

Storage conditions: Does not require any special storage conditions. Keep

out of reach of children
Reference Method of Analysis: PALONOSETRON, Solution for Injection, 50mcg/mL
3.2.P.5.2 Analytical Procedures, Ver. 1.1, Jan-2022

Starting analysis date: 14/03/2024
Ending analysis date: 25/04/2024 S
PHARMACEUTICAL INDUSTRY
Pisposition: RELEASED }aLJ‘ﬂJ " 154 1- A T HE,EQ,,' GREECE
TEL: 1 FAX: +30 210 7765562
F SI-XATZI, AGIOU|LOUKA
— 4oo-02. G5 EEQE
e Gpesiion: 16/05/2024 TEL: +30 210 6643835 FAX: +30 210 645813
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

1. Physico-chemical characteristics

Test/ Aokipn Method of Analysis/ Specification/ Mpodiaypagr Results / AtroreAéopara
MéBoSog Avdiuang
In-house Clear colourless solution practically free from :
Appearance Hicl Complies
PAL/IDP/AP/APP/01 pps
Eur.Ph. §2.2.3 cur. ed.
pH 47-53 5.0
PAL/DP/AP/pH/01
Eur.Ph. §2.9.17 cur. ed.
Extractable Volume NLT 5.0 mL 52mL
PAL/DP/AP/EXV/01
Eur.Ph. §2.2.35 cur. ed.
Osmolality 240 to 325 mosmol/Kg 301 mosmol/Kg
PAL/DP/AP/OSM/01
In-house
Identification of PAL/DP/AP/ID-1/01 Positive by HPLC Complies
Palonosetron In-house Positive by DA Detector Complies
PAL/DP/AP/ID-2/01
In-house RAFA
Assay PAL/DP/AP/ASS-A/01 95.0% - 105. O%cﬁsmc q?i;p{‘\.'?:‘;".l'z.’ “rA02. .
Tew: 30 Prgs PO 8710 66458
PAL/DP/AP/ASS-B/01 ”‘“‘OR;;‘;"; s
TEL 7
In-house
Any Unknown Impurity: NMT 0.5% ND
Related substances PAL/DP/AP/RES-A/01
Total Impurities: NMT 2.0% ND
PAL/DP/AP/RES-B/01
NMT 6000 particles per container for particles 230

Particulate matter

Eur. Ph. §2.9.19 cur. ed.

PAL/DP/AP/PAM/O1

210 ym

NMT 600 particles per container for particles
=25 um

QC_GEN_008_13 Exdoon: Ill / Version:Ill
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

2. Microbiological characteristics

Test/ Aokwun

Method of Analysis/
MéBobog Avaluang

Specification/ Npodiaypadn

Results /
AnoteAéopaTa

Sterility

Eur. Ph. §2.6.1 cur. ed.
PAL/DP/AP/STE/01

Sterile

Complies

Bacterial Endotoxins

Eur. Ph. §2.6.14 cur. ed.

PAL/DP/AP/BAC/O1

NMT 12.5 EU/mL

<2.5 EU/mL

MNAPATHPHEZEIL / Remarks:

Issued By:

Ufk

P

Date:

)4/0.)'/?_!4

— !

Certification statement

=

Hereby, we certify that the above information is authentic and accurate. This batch of
product has been analyzed and found in full compliance with the current GMP

requirements of the local Regulatory Authorities and with the specifications in the

Marketing Authorization license of the distribution country.

The batch analysis records were reviewed and found to be in compliance with the

assigned and registered release specifications and requirements.

Qualified Person:

« seree

ssou
erson

Date:

lb/ps s hoy

(

%

RAFARM 8:00 sTRY
IGAL IND%U aT].
G

PHARMAGE T ORINTH

DQUARTERS: ORI!
EE‘;swco - 154 51 - ATHED
TEL: +30 210 6776550-1 FAX:
FAGTORY: THES! POUSI-XATZ)

PAIANIA, i\Tlt.:._- 180 2,
TEL: +30 210 6643835 FAX: +30

3“1_'ECE.
210 5645813
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MIZTOMOIHTIKO KATAAAHAOTHTAL
CERTIFICATE OF CONFORMITY

CERTIFICATE OF CONFORMITY

Product: U Bulk & Finished Dosage form SAP code: 60305821
Product Name, dosage form, strength/packaging: ~ PALSET 50MCG/ML BTx1VIALx5ML

Marketing Authorization |, A119673/01/01 Importing country: ~ UKRAINE
Number:

Bulk product batch size: 150 L Storage conditions:  <25°C

b el Manufacturing Date:  03/2024

ﬁﬁ: size (Theoretical 33000 vIALS Expiry Date: 03/2029

Quantity to be delivered: ~ 16089 BT

Product is bearing safety features according to requirements

YESD NOD N/A z

Serial numbers have been uploaded to RAFARM S. A. LEVEL 4

YES D NOD N/A [Z

Serial numbers have been uploaded to EMVO/NMVO ves( ) o] wa

... Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, i :

Manufacturing site: Paiania, 190 02, Greece GMP License No: ~ 101439/5-10-2022
N Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, . ,

Packaging site: Paiania, 190 02, Greece GMP License No: ~ 101439/5-10-2022
T Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, . ,

Testing site: Paiania, 190 02, Greece GMP License No: ~ 101439/5-10-2022
e Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, . ,

Release site: Paiania, 190 02, Greece GMP License No: ~ 101438/5-10-2022

Manufacturing events that may affect product quality
None

RAFARM SJA

O Events met: Critical/Major Deviation code No.......... "‘///" PHARMACEUTICAL INDU STFTt:
HEADQUA KOR NJH%UVSEFE
. . . N - 154 51 - ATHENS, GREEC
Corrective actions have been implemented. Results are acceptable - 0B 0-1 FAX: ’[33‘\31-3 6776552
FAGTC " USI-xATZI| AGIOU LOUKA
isi : Ve P B AIAN 180 04 GREECE
i {J v TEL: +30 210 6643835 FAX: +B0 210 6645813
Reason of Revision: s
O Comments: Pla

‘I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the
EUGMP requirements and with the specifications in the Marketing Authorization of the country where the product
is distributed. The requirements and responsibilities of the involved parties — as they have been determined in the
involved Technical Agreement (s) - have been reviewed and taken into consideration. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP",

The above mentioned Product is released for the shipment IZ(

The above mentioned Product is released for sale to the market [

Qualified Person
Date: /4/95'/,/92}/

Signature:
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