AEPKABHA CJIYKBA 3 JIKAPCLKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHUCHOBOK
Npo AKICTL BBE3eHOro B Ykpainy JikapcbKoro 3acofy
19.04.2024 Ne 21160/24/26
TPIBOHOP

(HafimenynanHa nikapebkoro 3acoGy 3riaHo 3 peccrpauifinum nocsiaueHHam)
Talb/IeTKH, BKPUTI IJ1iBKoB 010 0Gostonkoio o 20 mr; no 14 tabuaerok y Gaicrepi; mo 2
Guicrepu y xapronuiil mavui

(popma ButycKy, HO3YyBAHHS, BIWI NAKYBAKIS JiKapCLKOTo 3acoly)
Homep peecrpauiiitoro nocsinuenns UA/19142/01/01 ctpok aif peectpauiiinoro nocpinuenns 11.01.2027
Cepia nikapcbkoro 3acoby Ne 23046018 Kinbkicts Bpezenoro nikapcwkoro 3aco6y 5000

BupoGhuk Cinton Xicnauis, C. J1., [cnanis

(nabimenysaims supobruka Jiikapehkoro 3acoly, Kpalia NOXOLKCHHS)

Baeseto B Yipainy TopapucTBO 3 00Mexenoro Binnosigansnicrio "BYCT ®APMA",
inent. xon: 44107410

(ualimeiysanus Ta koj1 3a CAPIOY 1opuanunol ocoGu aGo npizsuiie, iM's, no 6arbkosi
(iznanol ocolu - nianpuesmus, T Micuce npoxusanns Ta peecrpauiitiuii nomep o6nikosoi
KAPTKHM MaaTHHka nosarkis ao cepis Ta HOMep nacnopra)

Hpotokon Bisyansuoro xonrposmo sin 19.04.2024 Ne 1396/9.

3a pesy/nbTaTaMM ACPKABHOTO KOHTPOMO BCTAHOBACHO, 10 Aikapchikuii 3aci6 BseseHo B YkpaiHy 3

JOTPHMAHHSAM BUMOr 3aKOHOAABCTBA WWOAO 3aGe3neuelins ARPCTi Nikapebkux 3acobis.

///r//
) IBan 3AJBOPHUX

M(nimmc) (iniviany Ta npizsuiie)

Ao o €




Cinron Xicuranist CJI.

Ceprudikar Bixnosijgnocri

Micuesa komepitiiina nassa; TPIBOHOP

21(;1;45}; PeecTpanifinoro mocsiueiis JHKapehKoro UA/19142/01/01

Howmep 1osmmii 8 komnanii Synthon: 394309

Homep naprii: 23046018

Jlozysansi: 20 mr / Hapokcerun

Jlikaperxa popma: Tabuerin, BRpHTi 000J10HKO0O

Posmip i THIT HaKyBas: ITo 14 rabucrok y Guicrepi, 110 2 uricrepw B kaprouniit kopobiti

Cinron Apreurnna C.A.

Tpaca 11 km 325

2200 Can-Jlopenno,

Iposiuuis Canra-de

Apreuruna

Homep sitensii na BUpoOnuureo sBupoduuyoi sl CE-2023-72595762-APN-DGITHANMAT (ML) /

Al 2014-20132014-000182-23 (GMP)

CIITON XICITAHIS, CJL

By, K/Kacresuto, Nel, Canr Boi xe Jlnobperar

bapcenona, 08830 Ienanis

Horounnii aitictiiit nomep B Yipaini:

Homep sivieisii na BupoGHHLIBO BUPOOIIMYOTL Jinpi 0438 (ML) / NCF/ 1931/001/CAT (GMP)

"in bulk™: Horonnuit pificnuii nomep B €C, ovikye cxsancnus B Yrpaini:

0438 (ML) / NCF / 2344/002/CAT (GMP)

CITTOI XICIHTATTSE, CJI.

Byn. K/Kacresmo, Nol, Canrr Bot jie JIno6perar

Lapceenona, 08830 leranis

Tlorounuit piticunii nomep B Yrpaini:

Homep siiensii na BUpoSHHIITBO MICIs UEPBUIIIONO Ta 0438 (ML) /NCIF /7 1931/001/CAT (GMP)

BTOPHHHOIO HAKYBALHSE: Horounuit giicunit nomep 8 CC, ouikyc expasieuns 8 Ypaiii:

0438 (ML) / NCF / 2344/002/CAT (GMDP)
CHITON XICHAHISL, CULL

Bijnosianeiii 3a sunyck cepii: Byn. K/Kacreno, Nol, Canrr Boi ne Jlno6perar

bapeesona, 08830 Jenanis

Horounuit pificinii nomep B Ykpaini:

Bupobira sinsimis API:

Bupobumua ainsunus "in bulk":

“CDBHIIIIC Ta BTOpHHHC LaKysanist:

Howcep nitensii na supo6uuirrso supobuiika 0438 (ML) / NCF / 1931/001/CAT (GMP)

BIUTOBIZEIILHOTO 32 BHIYCK CCPIT: Lorounuit giticinit nomep 3 €C, ouiye expanents B Yipaini:
0438 (ML) / NCF / 2344/002/CAT (GMP)

Posmip napTii rorosoro npoipykry: 7038 yur.

KLiskicTs BINTOBLIIHUX BIIXHICHD: NA

Pemapin / xomenrapi NA

LM sacsirayio, ulo nageicHa Buiie iopmanis € ayreiHioo Ta I0CToBIPHOIO.

LIt cepist npostykuii Syiia BUroOTOBICHA, BKIIOMAIONH MAKYBAHIS (AKIILO 11C MOKIIA 3aCTOCYBATH /10 AAHOI0 BHIIAAKY) Ta 11POBCACHHA KOHTPOJIIO
SKOCT] Ha BHuIC3TajanoMy Micti (Micusix) siutonijo 1o sumor EU GMP MicHcroro perysisropiioro opraty Ta Bigionige 1o cretmdikaniit,
3aznaucnux y Peecrpauifinomy noesigueni tikapenkoro 3acofy kpainn-iMnoprepa, i 10 Gyb-SKHX J0@TKOBHX BUMOL, Y3ro/DKCHIHX B Yo/
PO SIKICT.

Jlikapenka cyberanuis Hapokeernn BHpoGIscTLes BiINOBHO 10 BUMOr ynioro GMP,

Byso nepesipeno Ta BCTAHOBACHO, 11O JIOKYMenTH 3 06poOkn. nakysauns ra auanisy napril sijiosizaiors sumoram EU GMP. Tpoaykr
BUIOBISAC YHHHIIM OCHOBIMM UpHtInan BSE/TSE.

byjib-sike miXHACHIS OYN0 1IPOAHANIZ0BALO Y 3AI0KYMCHTORAH0, [l Oy lh-AKOTO BUIXIICINIS. SKC MOKC BIAMRATH ua sxicth Ta/abo na
Oc3teky UPoAYKTY (3uauylie Blaxmictns), goaacrbes 38it g0 Ceprndikara BianoBinocti.

Pazom 3 sianosiumy Ceprudicarom auasisy uel JOKyMeHT ckiaiac cepT(ikaT AKOCTI JUls J03B0IY 1A BRITYCK cepii Jus upoaaxy cepii
BHILC3A31A4CHOIO JJOKALHO POBIHCAHONO ITPOYKTY.

Hana cepist signosiac CIPPS.NUS.51363 (1.0) i sunyckacrbes juis komianii Micrpan Kanitan Mencpiment TOK, ta s repuropil Yipaiu,

T

Hinmue: Xozen Anntree Jlara: 31 ciuns 2024 p.
YuoptosakcHa ocoba
komitanist Synthon Hispania S.1..
/Hionue/

Bepeis: MCOC.ESOT. POT 1ab20.Mistral UA, 394309.02.doc \

.

«Cinron Xicranis C.J1.» (Synthon Hispania S.L.} | CIf*: E8-61739645 \QQ .,

Alpeca B lenait: Kappep Kacrensio 1 {111 Jice Caninec | 08830 Canr-Bon-pe-JlsoBperar | Bapeeiiona | fenatist | Ten.: +34 936 401 516 ®akc: +34 936 ‘*-'t'OlLMG
(CiCastello 1] P Las Salinas | 08830 Sant Boi de | 1.obregat | Barcelona | Spain)
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Synthon Hispania, SL

¢/ Castelid, |

03830 Sant Boi dc Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www.synthon.com Ceprudikar anajisy Crop. 131

TPIBOHOP 20 mr Tabuerkn BKPUTI IIBKOBOIO 000J10HKOI0

Homep cepii : 2304601B
Homep Bupody: 394309

Tepmin npujrarnocri: Jiucronan 2026 p.

Jdara pupotuunrsa: 17 sameronana 2023 p.

Bupobwnua jaimimst: Cinron Xicuauis, CJILL

Hocaijuenst Pesysabraru I Kpurepii upuiimanns

Tabierku, BKPHTi IU1IBKOBOIO 000NOHKO10, Bij{
HKOBTOT'O JIO HTOMAPAHYCBOTO KOILOPY, OBAILHOT

Bonuimmiii nurisyy Bijwosijae abo kpy1uoi Gopmu. TaGuerky MalTh THCHCHTIS
«POT 20» 3 oyoro Hoxy. Tabierku 3 060X
CTOPIH MAI0Th HACIUKY

BMicT Boju 1 % < 2%
Pozunnenns (YD)
Misimym 96 %
MakcHmyMm 104 %
Cepeyuie 3navuctiis 101 % > 75 % (Q) 3a 30 xBrumn
Kumxicrs sruipoOyBanux oiHIHIb 6
Bucnosok Biurosiace, S1

[enrugixanis (lapoxceruir)
BEPX Yac yrpumysatitist Bijpiorijae Bijurosijlac craijlaprHomMy posuuily
Y& Cuekrp Bijuiosinac Bijutosijiae craijapriuomMy posumily

Kinnricne susuavcnst (1lapoxeernny)

BEPX 20 Mr/rabicrky 19-21 mr/rabierxky

BEPX (% Bt 3asmiicol KILKOCT) 100% (95-105%)
Onnopiiicts JI030BAHMX OJMITHITE Bintosinac Bijnonijac Csponciicskiit dapmaxotiel 2.9.40

Miumasnui (%o Bl 3asBHCHOT KIBKOCTT) 99,0%

Maxeumasbiinit (Y Bij 3asBJcHOT KIIBKOCT) 105,3%

Cepeywiii (% B 3assienol KiULKoCT) 102,1 %

Jlosa, LoB’s3ana 3 pu3HKOM 2,1%

Hokaznuk upuifisirnocri 5,8 <15,0

Kinbkicrn uporecroanux Bupo0in 10
Jlominixun (BEPX)

Wil003 < 0,05 % <0,3%

Haii®ipina nesusnagena JoMinKa 0,07 % <0,1 %

W/003 < 0,07 % <0,1 %

Wit001 < 0,06 % <0,3%

Jarasibii JJOMITITKH 0,24% < 1,0%
MikpoGne 3abpyentis

Sarasmia acpobna mikpobna xiimkicrs (TAMC) <100 KYO/r < 1000 KYO/r

131‘31:1%}1‘1: l(l_ (:]\?tJV];g;L“ APPIIRRORIR TR THeErenE <100 KYO/r <100 KYO/r

Escherichia coli Byniosijnac Bincyrus/r )
Llst cepist suonijlac crietgixanii, seranosneniit y CFPSNUS.51363 (1.0). //
Biano: Mapist Xoce Pobiiec Maprrinies Jlara surycky: ék 25 ciunst 2024 p
QA SHIS cueniadcr (P1EJ3) Ile excicrpornmiizumic

3eim: 228281 Jama: 25 ciunst 2024712: 1 6.'4\}@& LIW7 Produuction
s

T



Synthon Hispania S.L.

Certificate of Conformance

Local trade name: TRIVONOR
Marketing Authorization number: UA/19142/01/01
Synthon item number: 394309

Batch number: 23046018

Strength:

20 mg / Paroxetin

Dosage form:

Film-coated tablets

Packaging size and type:

14 tabs per blister, 2 blisters per carton box

Manufacturing site APL

Synthon Argentina S.A.
Ruta 11 km 325

2200 San Lorenzo
Provineia de Santa Fe

Argentina

Authorization number of Manufacturing site
APIL:

CE-2023-72595762-APN-DGITH#ANMAT (ML) /
2014-20132014-000182-23 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.1L.
CiCastello, n®1, Sant Boi de Llobregat.
Barcelona, 08830, Spain

Authorization number of Manufacturing site
Bulk Drug Product:

Current valid number in UA:

0438 (ML) NCF/1931/001/CAT (GMP)

Current valid number in EU. pending approval in UA:
0438 (ML) NCF/2344/002/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.L.
C/Castello, n®1, Sant Boi de Llobregat.

Barcelona, 08830, Spain

primary and secondary packaging site:

Manufacturing  Authorization  number  of

Current valid number in UA:

0438 (ML) NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) NCI/2344/002/CAT (GMP)

Version: MCOCESOTPOT 1ab20.Mistral.UA . 394309.02.doc

Synthon Hispania 8.1.. | CIF: ES-G1739645

C/ Castelld 1| P, Las Salinas | 08830 Sam Boi de Llobregat | Barcelona | Spain | Tel +34 9306 401 516 | Fax +34 936 401 146 e

..

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nirmero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

Responsible for batch release documentation | Svnthon Hispania, S.L.
and address: C/Castello, n°1, Sant Boi de Llobregat.

Barcclona, 08830, Spain

Authorization number of site responsible for | Current valid number in UA:

batch release documentation: 0438 (MLY NCF/1931001/CAT (GMP)

Current valid number in EU. pending approval in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Batch size finished product: 7.038 units
Number of relevant deviations: vy
Remarks - comments: NA

I hereby certify that the above information is authentic and accurate.

This batch ol praduct has been manufactured including packaging (if applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the Importing country, and any additional
requirements as agreed upon in a Quality Agreement,

The drug substance Paroxetine is produced according to current GMP. The batch processing.
packaging/labeling and analysis records were reviewed and found to be in compliance with EU GMP. The

Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and documented. For any deviation that might have an influence on the
quality and/or safety of the product (refevant deviation). a deviation report is added 10 the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch release
certification for sales for the above detailed product batch,

The batch complies with CFPS.NUS.51363 (1.0) and is released for Mistral Capital Management Limited,
UK. and for territory: Ukraine.

Signature: \Q&\) o Date: JAM 3 TZUZL

Josep Altés

Qualified Person

Qualified Person Synthon Hispania, S.1..

Version: MCOC ESOEPOT1ab20.Mistral, UA.394309.02 doc

Synthon Hispania S.L. | CIF: ES-61739645

*IX’
C/ Castelld 1] PL Las Sahnas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 036 401 516 | Fax +34 936 401 146 N

1

www.syrthon.com [nscrita en el Regstro Mercantii de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987. inscripcion 1




Synthon Hispania, SL

¢/ Castelld, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis

Page 1 of 2

TRIVONOR 20mg film-coated tablet

Lot Number . 23046018
Item Number 1 394309
Expiry Date : Nov-2026

Manufacturing Site . Synthon Hispania S.L.

Date of Manufacture

: 17-Nov-2023

Tests Results Acceptance Criteria
Appearance Complies Yellow to orange, either oval or
round shaped film-coated
tablets. The tablets are
debossed with "POT 20" on one
side. The tablets are scored on
both sides.
Water content 1% <2%
Dissolution (UV)
Minimum 96 %
Maximum 104 %
Average 101 % > 75 % (Q) in 30 minutes
Number of units tested 6

Conclusion
Identification (Paroxetine)
HPLC retention time
UV spectrum
Assay (Paroxetine)
HPLC
HPLC (% of label claim)
Uniformity of dosage units
Minimum (% of label claim)
Maximum (% of label claim)
Average (% of label claim)
RSD
Acceptance Value
Number of Units Tested
Impurities (HPLC)
WH003
Largest unspecified impurity
Ww/003
WH#001
Total impurities
Microbial contamination

Total aerobic microbial count (TAMC)

Complies, S1

Complies

Complies

20 mg/tablet
100 %
Complies
99.0 %
1053 %
102.1 %
2.1%

5.8

10

<0.05 %
0.07 %
<0.07%
<0.06 %
0.24 %

<100 CFU/g

The same as standard prep.

The same as standard prep.

19 - 21 mg/tablet
(95 - 105 %)
Complics with Ph.Eur. 2.9.40

<15.0

<03%
<0.1%
<0.1%
<03%
<1.0%

<1000 CFU/g

N e e

Report: 228281 Date: 25 Jan 2024/12.‘1(;,\'}‘&)@97": LW7 Production




Synthon Hispania, SL

¢/ Castelld, 1

08830 Sant Boi de Llobregat
Barcclona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synthon.com

Page 2 0of 2

Certificate of Analysis

TRIVONOR 20mg film-coated tablet Lot Number: 23046018
Tests Results Acceptance Criteria

Total combined yeasts / moulds count <100 CFU/g <100 CFU/g

(TYMC)

Escherichia coli Complies Not present/g

This batch complies with the specification set in CFPS.NUS.51363 (1.0).

Issued by : Maria José Robles Martinez Date of Issue :  25/Jan/2
QA SHIS Specialist (RELEASE) This is an electronic signatiire . Y

§:43 From: LW7 I’mducrion;

e

Report: 228281 Date: 25 Jan 2024/1 2
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JEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Haaii Csitnwunod, 3, 02099, ten. (044) 295-26-85
L-mail: dis.kyiv@@dls.gov.ua. Kong €EAPIIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3¢HOr0 B YKpaluy Jikapcbkoro 3acofy

16.05.2024 Ne 25727/24/2611

SJILTPOMBOITAT-BICTA

(HATIMCHY BAHIA TKAPCLROTO 3ac00y 3riano 1 peccrpalifig nocRiaueim)
TatjaeTKi, BKPUTI NAiBKoB 010 060101K010, 110 30 M1, no 7 Tabacrow y Gaierepi; 1o 2
faicrepn B kapTouHiii kopo0Oui

((hopMa BHBYCKY. A03YBAHIS, BILL NAKYBAHHA JikapchKoro 3acofy)
Homep peccrpauiiinoro nocsinvenns UA/19832/01/02 crpok aii peectpauifinoro nocsinuenna 29.12.2027
Cepis nikapcskoro 3acoGy No 2302502A KinukicTs BeseHoro sikapeskoro sacody 2567

Bupodiik Cinron Xicnauis., C. JI, Icnaunis

(nakiseiysanus supoGintka nikapenkoro 3acoly, kpaina MOXOLKeHNA)

Boeseuo B Vkpainy Tosapierso 3 o6mexenoro sianosinansuicrio "bYCT GAPMA®",
inent. kon: 44107410

(nafisenysanns ta ko 3a CAPTIOY sopnastunoi ocodin ado npi e, is's, 1o dulbkosi
ibsiai ocodi - anpuesius, i Mictie npokmuBatts Ta peecTpauifiuii nomep oGaikosol
KapTRI NATHI KD noaaTkis aGo cepis Ta Hosmep nacnopra)

lpotokoa sisyansnoro kontpomo sin 16.05.2024 Ne 1690/6.
3a  pesynsTaraMil  ACPKABHOFO  KOHTPOMO  BCTAHOBAEHO. WO AiKApcsknil  1acil  uneseno 1 Yipaiiy
JOTPHMAHHIIM BHMOT IKONOAIBCTEA (11010 3abe3neenns skocTi nikapcukix 3acobis.

7 -

Mukona XOJOJEHKO

fhridaz ra upissune)




