JNEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHUEBI

npos. Hapii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dlIs.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy JiKapchKoro 3aco0y
06.12.2024 Ne 65519/24/26
INAJICET

(naiiMenyBanHs jikapcbKoro 3aco0y 3riano 3 peecTpauifiHiuM MOCBiIAMCHHAM)
po3umH st iH'eKuiii o 50 MKr/mui; o 5 MJI po34HHY y ¢aakoni; no 1 ¢piakony B
KapToHHiil KopoOui

((hopma BumyCKy, 1103y BaHH, BHJ| N1AKYBaHH nikapcbkoro 3aco0y)
Homep peectpauiiinoro nocsimenns UA/1 9673/01/01 crpox aii peectpauiiinoro nocsinuenns 29.09.2027
Cepis nikapcbkoro 3aco6y Ne 403223 KinbkicTs BBe3eHOrO Jikapchkoro 3acoby 13805

BupoGHHK PA®APM CA, I'penist

(naiimeiyBanHsa BUpOGHHKA Tikapckkoro 3aco0y, KpaiHa TMOXOIKEHHS)

BaeszeHo B YKpaiHy - ToBapHCTBO 3 00MEKEHOI0 pinnosinanenictio "BYCT DAPMA",
inenT. xon: 44107410

(naiivenyBanis a koa 3a €/IPIIOY iopuamuyHOT ocobu abo npisBuLLe, iM'a, 110 GaTEKOBI
dizuunol 0cobu - minnpuemus, ii MicLE NPOKUBAHHA Ta peecTpauiiHuil Homep obGnikoBoi
KAPTKH MIATHMKA 0JaTKiB 260 cepisl Ta HOMEp Nacrnopra)

TpoToKON Bi3yaJbHOr0 KOHTPOJIIO Bill 06.12.2024 N: 4237/8.

3a pesynsTarTaMH JIEPIKABHOrO KOHTPOJIO BCTAHOBJICHO, wo Jikapcekyii 3aciG BBE3eHo B VYKpaiHy 2

JOTPHMAHHSAM BUMOT 3aKOHOJABCTBA WOIO 3aGe3neyeHHs AKOCTL I

bKMX 3ac06iB.

Muxkona XOJIOJJEHKO

(nmianuc) (ininiany Ta npizsuiLe)

HagansHHK




\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: 403223
HanisdiHanbHa cepis npogykTty SAP: 402922

SAP-Kog HaniBgiHanbHOro NpoAyKTy: 50401067

Jlata BUroTOBNEHHA: 10/2024

TepmiH npuaaTHoOCTI: 10/2029

Cepia AKTUBHOI cupoBuHUK SAP:

1000018459, 1000015347

Po3mip cepii rotoBoro npoayKry:

13900 YTAK.

KinbKicTb HanisgiHanbHoOro NpoayKTy:

26259 ®JIAKOHIB

KinbKicTb KiHUeBOro npoayKry:

13886 YMAK (B TOMY YMC/1I 81 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:

11.10.2024

Jlata 3aKiHUeHHA aHanisy: 31.10.2024
PostawysaHHA: BUMYLEHO
JaTta posnopagXeHHs: 21.11.2024

/IUTAMM KOMIMAHII PA®APM C.A./
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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 5,3 mn
. Eur.Ph. §2.2.35 cur. sua. ;
OcmMmonAnbHICTb Bing 240 po 325 mOcmonb/Kr 297 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% 101,5%

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 61
PAL/DP/AP/PAM/01 < 600 HYaCTUHOK Ha KOHTEWHEP A8 YaCTUHOK 225 pum 2
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: 21/11/2024

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./

21/11/2024

WO BOHa MNOBHICTHO Bignosigae notodyHUM Bumoram GMP  micueBux

BiAMNOBIAHUMM MpPU3HAYEHMM Ta 3apPEECTPOBAHMM

QC_GEN_008_13 Exdoon: Ill / Version:lll
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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 403223 T G 10/2024
Po3amip cepii (TeopeTMyHa NOTYXKHICTb): 30000 ¢naKoHis Tepaik . 10/2029
NpUAaTHOCTI:

KinbKicTb nocTaBKm: 13805 ynak

MpoAayKT Mae xapakTepucTuku 6esneku signosiaHo go sumor | TAK [ HI M N/A O

CepiitHi Homepw 3aBaHTaxeHo 8 RAFARM S. A. PIBEHb 4 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 NiueHsia No:  80062/14-10-2024
TK 19002, I'peuin

MakyBanbHa AinbHUUA: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiueHsia No:  80062/14-10-2024
TK 19002, I'peuin

TecTyBanbHa AiNbHULUA: Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP NiueHsia No:  80062/14-10-2024
TK 19002, I'peuin

LinbHuya ignosiganbHa Padapm CA, Teci Myci-KcaTci Ario Jlyka, GMP Niuensia No:  80062/14-10-2024

32 BUNYCK: TK 19002, I'peuin

Bupo6Huui noaii, AKi MO}KYTb BIJIMHYTU Ha AKICTb NPOAYKLII

M *opgHoi

O BukoHaHi nogaii: Kog siaxmneHHA Ne N/A
KopuryBanbHi Aii BnposBagxeHo. Peaynbtatv 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 peectpauimHini nileHsii KpaiHu,
A€ NPoAYKT PO3MOBCHOAXKYETLCA. BUMorn Ta 060B’A3KM 3a/1y4EHNX CTOPiH, AK BOHW BynM BM3HA4eHi B
3anyyeHux TexHiuHMX yrogax, 6y nepernaHyTi Ta NPUAHATI 40 yBaru. 3anucu npo obpobky napTiun,
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 21/11/2024 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: 403223
Semi-Final product SAP batch: 402922
Semi-Final product SAP code: 50401067
Manufacturing Date: 10/2024

Expiry Date: 10/2029

Active Raw material SAP Batch:

1000018459, 1000015347

Batch Size of Finished Product :

13900 BT

Quantity of Semi-Final product:

26259 VIALS

Quantity of Final product:

13886 BT (INCLUDING 81 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:

11/10/2024

Ending analysis date: 31/10/2024
Disposition: RELEASED
Date of disposition: 21/11/2024

QC_GEN_008_13 Exdoan: Il / Version:lll
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RM

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

1. Physico-chemical characteristics

Test/ Aokipn Method of Analysis/ Specification/ Mpodiaypaen Results / ATroteAéopara
MéBodog AvaAuong
In-house Clear colourless solution practically free from .
Appearance ricl Complies
PAL/DP/AP/APP/01 particies
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 53mL
PAL/DP/AP/EXV/01
Eur.Ph. §2.2.35 cur. ed.
Osmolality 240 to 325 mosmol/Kg 297 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% 101.5%
PAL/DP/AP/ASS-B/01
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 61
Eur. Ph. §2.9.19 cur. ed. 210 ym
Particulate matter
PAL/DP/AP/PAM/01 NMT 600 particles per container for particles
> 25 um 2
QC_GEN_008_13 Exdoan: IIl / Version:lil ZeAida 2 amo 3 RA 60305821_CoA _version 02
i ARAEE ‘Fljﬁm S.A,

INDUSTRY
Y




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

2. Microbiological characteristics

Test/ Aokipn Method of Analysis/ Specification/ Mpodwaypadn Results /
MéEBobdog AvaAuang Anoteléopata
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 <25EU/mL
PAL/DP/AP/BAC/01
NAPATHPHEEIE / Remarks:
ol 4
Issued By: P Date: 8 v

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:

/s

1111/ I22 o

[RAFARM S.A.
PHARMACEUTIC/
HE A :

AL INDUSTRY
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RM MIZTOMNOIHTIKO KATAAAHAOTHTAL
CERTIFICATE OF CONFORMITY

CERTIFICATE OF CONFORMITY
/

Product: 0O Bulk & Finished Dosage form SAP code: 60305821

Product Name, dosage form, strength/packaging: ~ PALSET 50MCG/ML BTx1VIALX5ML

arketing Authorizlon —p119673/01/01 Importing country: ~ UKRAINE
umber:

Bulk product batch size: 150 L Storage conditions:  s25°C
shed Product Batch 403223 Manufacturing Date: ~ 10/2024
ﬁ:}g;‘ size (Theoretical 30300 v1ALS Expiry Dale: 10/2029

Quantity to be delivered: 13805 BT

Product is bearing safety features according to requirements YES D NO [ZJ/ NA [:]

Serial numbers have been uploaded to RAFARM S.A. LEVELA | ves(— ] no(__ ) wa ()

Serial numbers have been uploaded to EMVO/NMVO YES C] NO C] N/A [j

Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, GMP License No:  80062/14-10-2024

Manufacturing site:  pionia, 190 02, Greece

Rafarm S.A, Thesi Pousi Xatzi Agiou Louka,

Packaging site: Paiania, 190 02, Greece GMP License No:  80062/14-10-2024

Rafarm S.A, Thesi Pousi Xatzi Agiou Louka,

Testing site: Paiania, 190 02, Greece GMP License No: ~ 80062/14-10-2024

Rafarm S.A, Thesi Pousi Xatzi Agiou Louka, GMP License No:  80062/14-10-2024

Release site: Paiania, 190 02, Greece

{Mn ufacturing events that may affect product quality
None

O Events met: Critical/Major Deviation code Nof/u/*/‘“
Corrective actions have been implemented. Results are acceptable

0O CoC Revision Number: M /-
Reason of Revision: M o
O Comments: M-

‘I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control et 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 mm GMP. . A A FAR M S.A.

The above mentioned Product is released for the shipment El/ ) X

\D JrH'J R"—‘

INTHOU STR.

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

barossou
fied Person

Qualified Person

Date: }//11/222‘4

Signature: /
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