ME.JHTGP@

L - (uafmaﬁynamm }iii{ﬁpbhxﬁf‘ﬁ gacoby rimio s pe&:{r?pamﬁitﬂm Hﬂﬁﬁi&*ﬁ&lmﬂh{) - X
o mﬁ.rwmn, qum"rz zzmmmmm oﬁmnmc{m}, 1o 25 Mr o 14 *’raﬁm’rom y 5&111:1*(:;}1? m 2
o o 5310’1‘8{31!13!{{};3{}51[!31{3]3'!'&%[}’ R SRR
e}}f}pma BHﬁ}’CKyi nﬂayaan i, Bit%{ ﬂm{y HBHH«S mxapﬂaﬂﬁm Jﬂﬂ{}ﬁy)

B g Cﬁ{lm o mag}em«:m o 3acﬁﬁy I«" 735434 | _. ” Klﬂhmm*h ﬂaeaenorc} ﬂ}KapChK{}f‘{} sacaﬁy 10881 BT

':'_-_.'_'._'Bﬁpgﬁmm Cﬁpﬁe{ipmﬁﬂm} IHﬁaﬁww JI'm, IpJIB.H,mH IR
L Lk {naﬁmnynmmﬁ Bﬁpﬂﬁilm{& mxapaamm aacaﬁn icpau;a m}xmmcm;ﬁ}

}Ezsesem} i ?ﬁpamy | Tﬁﬁapm'mﬁ 3 ﬂﬁmemeimm amﬁﬂnmmmnwm ”CEPB‘EI e
T ""Pﬁfmﬁ HEHT m}ﬁ*3364334(1 T
- {saHnenypans Ta kog sa CAPTIOY mpmﬁqﬁaz {3{:@51‘& aﬁﬁ npuﬁmzw i’ o e {Sa's broni o

tbmﬁtﬁm; ccoﬁu ﬁmrrpﬁmm};, TiMiene I“[pﬂﬁ(‘éiﬁﬁﬂﬂﬂ Ta pﬁﬁmpdliiﬁﬂﬂﬂ ﬂnMﬂp i}ﬁ.’fii}fﬂﬂt}i
. :za;mcn nﬁ'mimca Hﬂﬁﬁ?h‘m aﬁﬁ ccpm Tﬂ H{mﬂp rraagmp*; a) o

S :._:...'_ﬁ?{)”lﬁi{{}ii HHYJJ’ILH&EE mﬂrlwnﬂm Biﬁ 26 03-2924 Nﬁ 501!4 -_ e

-'-"_3'.3a Pa:sjfﬁifra'ramz ﬂﬁpﬁcaﬁ}mt‘{} KﬁHTPU}HG anﬁﬁﬁaﬂo ﬁiﬂ mI{Eth}tHﬁ Sﬁﬂlﬁ HE&?&HG B YKpamy 5 f
~ AOTPHMAHHSIM inor aakonozasersa wozo saGesnetonus awoeri miggforsns sacosio.

Mmcma XOHG}IEI*I I< Q

L i

S .'; | .'.Haqaﬂmﬁx

{HHC:}.,F{E}H& {}L{Jﬁd {}' 3 ) : - e (Hi}iﬂﬁﬁ} . S {Hi;;ﬁm‘]ﬂ *1;1, ;;p;jﬁ;ﬁub)




DocuSign Envelope ID: 001652BC-2F88-4692-9E90-0A9AF07E3EQC %

SERVIER (IRELA ND) INDUSTRILS LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI. NIKAPCbKOIO 3ACOBY
Name of the Manufacturer & Address./Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
ajgpeca BUpoOHUKA [nmacTpic Jita
Moneylands, Gotrey Road/Maninenzs, INope#t
Poyn,
Arklow/Apknoy,
Co. Wicklow/Ko. Bikmoy,
Ireland/Ipnanpis
‘Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vkpaiua"
Hasea 1a.agpeca iMmnoprepa 41, Naberezhno-Khreshchatytska St./pya.
Habepexuo-Xpeinarnupka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina
‘Which Consignment of product is delivered/Bus Pharmaceutical Product/Jlikapchiuii 34¢i6
TIPOAYKIIIT, 110 MOCTAYACTRCS

Pharmaceutical form/JTixapcwka popma Film-coated tablets/TaGneTku, BKPUT] MITBKOBOK
- 000OJIOHKOIO

Name of the Product/Hasga sikapcskoro MELITOR®/MEJIITOP®

3acoby

Dosage/Cuna. git 25 mg/ 25 mr

Type and size of packaging/Buz ta posumip 14 tablets in each blister:. 2 blistérs in the carton

'YITAKOBKU box/ mo 14 Tabnerok y 6nicrepi; no 2 6nictepu B

'KOpoOlLl 3 KapTOHY
Finished Product batch number/Cepis rotoeoro 735434
JIKAPCBKOTO 3ac00y

Manufacturing date//Tata BupoGHuiTBa 112023
Expiry date/TepMin npugaTHOCTI 112026
Batch size/Kinskicts y cepil 10,881 Boxes/ynakosok

Manufacturing Licence number/Homep nitenzii  M00068/00001
Ha BUPOOHUIITBO

Registration Number/PeecTpauiiine UA/4972/01/01
[IOCBIAUEHHS.

Servier (Irélandy Industties LTD.. Monevlindy Gorey Road: Arklow, CoWieklow Ireland.
Tel: =333 (0) 402 20800 Fax; +353 {0) 40220888,
Diuectors: Cliristian Bazantay (French). Chnstian Sawveur {French). John Redriond.
Company registered 1 Ireland ™o, 117246
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TR SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Hocunanns na memoo: DTC §S20098 PF T CITR 8059 EN 3.0
Specification ref/Hocunanns na cneyudiikauito: DTC S020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJITOP® n

Formulation/Jlikapcbka dopma:

Film-coated tablets containing 25 -mg of agomelatine / Tabnerxu, BKpUTI IIBKOBOK. 0GOTIOHKOK0, (O MICTATE 25 Mr

i -aroMenarTuny

Packaging Lot No./Cepin Ne: 735434

Manufacturing Batch No./BupoSuuua napria Ne; 707995

TESTSAIOKAZHUKHA STANDARDS/CTAHAAPTHA RESULTS/
PE3YJABTATH
Appearance/ Onuc Orange-yellow, oblong, film-coated tablets with Complies/ Bignosigae
* ==
a blue iniprint of ™%  on one face /
OpaHxeBo-XO0BTi, JOBracTol popmu tabeTkm,
BKPHTI IIMIBKOBOIO 00OJIOHKOF0, 3 TOAYOUM
0
THCHEHHAM = 3 OHHOTO OOKY
Average mass (mg)/ Cepenns maca(mr) | 127.8- 141.2 mg/ mr (95 % t6 105 % of 133.1mg /mMr-

I Microbiological quality (skip testing)/
Mixpobioaoriuna uncrora (CKin-recr)

European Pharmacopoeia (5. 1.4., non-
aqueous preparations for oval use/
€Bpolciicbika Gapmakones (3.1. 4.,

HesooHI npenapamit OiA OPATbHO20
FACNIOCYEAIHHA)

Identification of drug substarice/
InenTugikanis giroyol peyoBHHl
- Liquid chromatography/ Pinunna.
xpomaTtorpadis

theoretical mass of 134.5 mg/ 95 % - 105 % Bix
TeopernyHol Macu 134.5 mr)

Total aerobic microbial count (TAMC) /
3aralbHa KiNsKICTb aepobHuX bakTepili: €
1000 CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMC)/
3aranena KinekicTs rpubin: < 100 CFU/g
/ KYO/r

Escherichia coli: absence/1 g/ BincyTHi/1 T

The ratio of thie retention time of the drug
substance peak from the test solution and froin
the reference solution must be between 0.97 and
1.03-/ BiaHomeH s YaciB YTpUMAHHS TTKY

ir0Y0T PEYOBUHY Ha XpOMaTOTpaMax

HOCALKYBAHOTO PO3UHHY i POIYHHY
TTOPIBHAHHA TTOBUHHO 3HAXOJMTUCE B MEXAX

0.97-1.03

*Skip Test- Not Applicable

*Skip Test = Not Applicable

*SKip Test - Not Applicable

Complies/Biarosinae

* Skip test/Ckin TecTyBanHs, Passes/Binnosinae, not applicable/e nposoauscs

Scrvier (Ireland) Industries LTD., Moneylands Gorey Road. Arklow; Co Wicklow, Ireland..
Tel: +£353(0) 402 20800 Fax; +333(0) 402 20888

Directors; Cliristian Bazantay {French), Christian Sauveur (Frencli). John Redmiond. y %
Company registered in Ireland No. 117246 /2
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannua na memoo: DTC _S2 0098_;PF__ T CTR 8059 EN 3.0
Specification ref/Iocunanus na cneyuhicauiro: DTC S020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJIITOP®

Formulation/JIikapcbxa popma:

Film-coated tablets containing 25 mg of agomelatine / TabneTky, BKpUTI MAIBKOBOIO 0GOIOHKOIO, 1110 MICTATE 25 MI

aroMeJIaTHHY

Packaging Lot No./Cepin Ne: 735434

Manufacturing Batch No./Bupobuuya naptis Ne: 707995

TESTS/TTOKAZHHUKN

STANDARDS/CTAHJIAPTH

1

RESULTS/
PEIYJIBTATH

-Thin-fayer chromatography /
Touxowapopa xpoMarorpadis

Main spot identical in position, colour and
“size for test and reference / I'onopHa nnama

—Complies:’BigmUBi,uae

IAEHTUYHA 110 TONOXEHHIO, KONbOPY 1
- PO3MIpY AMA OOCTIIKYBAHOTO 3Pas3Ky 1
3pa3Ky TOPIBHAHHS

23.75 - 26.25 (95 % - 105 % of theoretical
content / Biji TEOPETHYHOT'O BMICTY)

Drug substance content (LC) (mg/tablet)/
Bwmicr airouol pedoeuHa (Mr/Tadum.)

24.28mg/mr

Dégradation products (LC) (Y% m/m)/
BmicT npoaykTiB po3nagy (moMitukm)
(Yo m/m)

[ndividual content of any degradation
product/ IHaMBITyansHIA BMiCT 6y AR-AIKOTO
3. MPOAYKTIB pO3Nanty

Total content of degradation products/
3aranbHui BMICT IPOAYKTIB po3namgy

<02 % <0.10% |

<05% <0.10%

Servier (Ireland) Tndustries LTD.. Moneylands Gorey Road. Arklow, Co Wicklow, Trefand, omes's
Tel: +353(0) 402 20800 Fax: 4353 (0} 402 20883
S Directors: Christian Bazantay (Frenchy, Christian Sauveur (French), John Redmond.
80070 UKR1 V1 Corapany registered in Ireland No. 117246 ‘Page 3 of §
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. e SERVIER (IRELAND) INDUSTRIES LTD.

. -
L AN ——
e re———

TR SERVIER

Method ref/Ilocunannn na memoo: DTC §20098 PF T CTR 8059 EN 3.0
Specification ref/Ilocunannsa ui cneyuhivauiro: DTC 5020098 PF N SPE 8201 EN 3.0

" o  MELITOR®MEJITOP® - “

Formulation/Jlikapcoka dopma:
Film-coated tablets containing 25 mg of agomelatine / TaGnerxs, BKPHTI ILTIBKOBOIO 0DONORKOD, 1110 MICTATE 25 Mr
arOMeNaTHHY

Packaging Lot No./Cepis Ne: 735434 Manufacturing Batch No./BupoSuuya naprisnt Ne: 707995

TESTS/IOKAZHUKA STANDARDS/CTAHIAPTHU RESULTS/
PE3YJILTATH

Uniformity of content (L.C) (%/label claim)/ Stage/ Number tested/ Acceptance
OnxopignicTs 1030BaHuX oguHMUL (% Big Cranin Kinexicrs npod criteria /
3asBJICHO1 KIJIBKOCTI ) Kpurepit
NPHAHATHOCTI
St 10 AV <150% 4.0

S2 +20  (30) AV 2150%
0.75 M = ecach
unit/xoxHa
. 5 5 , OAMHUIIA 5}25 M.

Kinetics of dissolution (UV) (%) / KineTnka Q=75%at45 min/ Q=75 % za 45 xpunud
po3unHeHHs (YD) (%)

Stage/ Number tested/ Acceptance Mean values /

Cranin Kinepkiers npo6 criteria / Cepennc
Kpurepii 3HAYEHHS

| NPUMBHATHOCTI

S1 6 Each unift is not less 97

than 80 % / Koxua.

i QAAMHULA HC MEHUIC

80 %

52 +6  (12) Average of 12 units "

(§1+82) is equal to
or greater than 75 %
and no unit is less
than 60 %/ Ccpeane
12 npoeb (51+52)
GuibLze abo
ropligaroe 75 %o 1
ROAHOT OJTMHME
meHe 60 %

ANALYSIS / AHAJII3 : 25/01/2024
Batch accepted/ITapris npnitusita

f-—nfcuﬂigndh.-.
Analytical Services Manager; ! ”‘“Mbim
Menemxep no KOHTPO/IO TA aNa/1i3y SAKOCTI Michael Byrne/Mixaens Biprc

servier (freland) Industries LT Moneylands Gorey Road. Arklow, Co Wicklow, Treland.
Tel: +353-(0Y 402 20800 Fax: +353 (¢ 402 20888 P
Directors: Christian Bazantay (French); Christian Sauveur {French). John Redmond, ¥
80070 UKR1 V1 Company registered in Ireland No. 117246 4
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- SERVIER (IRELAND) INDUSTRIES LTD.

Theteby declare that the abovemeéntioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the-abovementioned site.in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

Lum 51 3aceinuyro, 1110 HaseneHa BULIE IHPOpMALLS € JIOCTOBIPHOIO T2 TOYHOIO.. L[10 cepiro
npoaykuii 0yio BUpobIeHo (BRIIFOYAIOYH TAKyBaHHs/ MAPKYBAHHA) Ta TPOBEIEHO KOHTPOJib
11 SIKOCTIL Ha BUIE3a3HAYEHIH ABHKULI ¥ TOBHIN BiAMOBiAHOCTI 3 BUMOTaMU GMP,
BCTaHOBICHUMH MICLIEBHUM PEryJIITOPHHUM OPraHoM, a TAKOK EiTOBI IHO 110 crieqr(ikaii,
LIO MICTATECS Y PEECTPaLliiHOMY HOCkE. [IPOTOKOIH BUPOOHULITEA, [MAKyBaHHS Ta aHAMI3IB
OyJ10. IeperNaHyTO Ta BCTAHOBISHO Biarosianicts GMP.

Date of batch release//Tata Bunycky cepii 29/01/24

‘Name and Position/Title of person authorising the Batch Release/ IIpizemne Ta nocama/
3BAHHA 0c00H, sIKa BHAANA JO3BiN Ha BUNIYCK cepil

[} Dr Blanaid Bowes, Qualified Persoti/ Bianosigansua 6coba

[] Ms.Ailbhe Wade, Qualified Person/ BignosigansHa ocoba
M Ms Carmel Kinsella, Qualified Person/ BingnosinansHa ocoba

] ‘Ms'Jenny Quinn, Qualified Person/ BinnosinaneHa ocoba

] Ms:Niamh Ryan, Qualified Persor/ Bixnosinansna oco6a

Signature/Iianuc Carmel KINSELLA ___ Date/flata; 29 January 2024
-

BACO4C3480144B0

Finished product batch number/ Homep-cepii rOTOBOIO- NIKAPCLKOro 3acoby: 735434

Servier (Ireland) Industnes LTD!, Moneylands Gorey Road.: Arklow, CoWicklow: Ireland.
Tel: =353 {0 402 20800 Fax: +353 (0) 402 20883
Inrectors: Chnstian Bazantay {French), Christian Sasvens {French), John Redmond.
Company registered m Treland No. 117246
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