AEPKABHA CJHYXKBA 3 JIKAPChKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Csitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa CJIPTIOY 37079055

BUCHOBOK

Mpo AKiCTh BBe3e¢HOro B Yrpainy Jikapchkoro 3acoly

09.07.2024 Ne 35100/24/26

MEJIITOP®

(HdMMLIl\’BdHH}I )llkde-K()l() 3(1L0\)V RIVATTY ;pp(updmmm’w HocHi, [‘lclIH}l\l)
TA0IeTKM, BRPUTI INIBKOBOIO 060J10HK010, N0 25 Mr; 3 o 14 rabaerowx y Guicrepi; nmo 2
Guticrepu B KopoOIi 3 Kaprony

(thopya mHyCKY. JAOIYBAHHS. BUA NAKYRANIA JIRAPCHLKOTO 3AC00Y )
Homep peectpauiitroro nocsinuenns UA/4972/01/01 erpok aii pecerpauiiitioro nocsiaucins HEOBMEKEHMU
Cepia nikapchkoro 3acoby Ne 742729 KinkxicTs ssesenoro sikapeskoro sacody 13619

Bupobuuk Cepn'e (Ipnaupis) Innacrpic Jlvu, Ipnanis

(naiMeuyBatig BUPOGIHKR JTKAPCHROIO 3ac00Y. KPatHa HOXOKCHIS)

BeeseHo s Vxpainy Tosapucetio 3 o6mexkenoro sianosinaabiictio "CEPB'C YKPATHA",
inenr. xon: 33643340

(Haiimenysannsg ta ko sa CIAPHOY sopuaniiof 0cofi ado ipissun. is's. 1o Gurhkoni hisuor
0COGH - nianpueMis, 1 MicUe DPOXHBAINIS 12 PECCTPALIHIHI HOMED OBATKOBOT KAPTRM HA3THIKA
nopatkis abo cepis Ta nosMep nacnopra)

[Mporokon sizyannuoro kourpomo sin 09,.07.2024 Ne 2330/1.

3a pe3ynbTartaMd  ACPMKABHOIO KOHTPOMUO  BCTAHOBIICHO,  ULO Jlil\'ilPCbKHﬁ 3acty  BRE3CHO B YKDZJ.I‘H_V 3
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

Sk

RVIER (IRELAND) INDUSTRIES LTD.

TR SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipmanais)

ajpeca BUPOOHMKa

Name of Importer and Address/

HasBsa Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bux
TpOAYKLi, 1110 TOCTAYAETHCS

Pharmaceutical form/Jlixapcrka dopma

Name of the Product/Ha3sa nixapckkoro
3acoby

Dosage/Cuna aii

Type and size of packaging/Bu Ta po3mip
YIaKOBKH

Finished Product batch number/Cepis roToBoro
JKapCHKOro 3aco0y

Manufacturing date/I{ata BupoOGHULITBA
Expiry date/TepMiH IpUaaTHOCTI
Batch size/KinpkicTs y cepii

Manufacturing Licence number/Homep nitensii
Ha BHPOOHUIITBO

Registration Number/PeecTpauiiine
MOCBiAYEHHA

Digectors: Ches

Inpacrpic JItn

Moneylands, Gorey Road/Masinenas, l'opeit
Poyuz,

Arklow/Apxkioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipmanmis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byxn.
Ha6epexno-XpemaTuipka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlikapcekuit 3aci6

Film-coated tablets/TabneTkn, BKPUTI MITiBKOBOTO
00OTOHKOIO

MELITOR®/MEJIITOP®

25 mg/ 25 mMr

14 tablets in each blister; 2 blisters in the carton
box/ o 14 Tabnerok y Gmicrepi; o 2 6aicTepu B
KOpoO1li 3 KapTOHY

742729

02 2024

02 2027

13,619 Boxes/ynmakoBoK
M00068/00001

UA/4972/01/01
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

DocuSign Envelope ID: C9800581-8D58-41CE-918C-54830430AA8C

SERVIER (IRELAND) INDUSTRIE

A

Method ref/lTocunannsa na memod: DTC_S20098_PF_ T _CTR_8059_EN_3.0
Specification ref/Ilocunannsn na cneyudixauiio: DTC 5020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJITOP®

Formulation/Jlikapcbka gpopma:

aroMeaTuny

Film-coated tablets containing 25 mg of agomelatine / rabne:

[KH, BKPUT] [71BKOBOIO 0BONOMKOTO, IO MICTATH 25 mr

Packaging Lot No./Cepist Ne: 742729

Manufacturing Batch No./Bupotumnaa napris Ne: 7 26548

TESTS/ITOKASHUKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3VJILTATH

Appearance/ Onme

Average mass (ing)/ Cepeans maca (Mr)

Microbiological quality (skip testing)/
Mikpo6iosoriaua uncTora (CKin-recr)
European Pharmacopoeia (5.1.4., non-
aqueous preparations for oral usel
Epponeicska Gapmaxornes (5.1.4.,
neeodui npenapami Ons OPAIbLILOE0
3UCROCYGAHUS)

Identification of drug substance/
Tnerrudikanis aironoi pe1oBHIR
- Liquid chromatography/ Pigutsa
xpomarorpadis

Orange-yellow, oblong, film-coated tablets with

a blue imprint of on one face /
OpaHXCBO-KOBT, IOBracToi (hopMu TabICTIH,
BKPUTI ILTBKOBOK 0GOIOHKOKO, 3 TOIyGHM

THCHCHHAM 3 0HOTO GOKY

127.8 - 141.2 mg/ mr (95 % to 105 % of
theoretical mass of 134.5 mg /95 % - 105 % sin
teopermyol Mack 134.5 mr)

Total aerobic microbial count (TAMC)/
BarankHa KimsKicTh acpoGHmx BakTepili: <
1000 CFU/g/ KYO/r

Total combined yeasts/ moulds count (TYMC)/
BaramsHa KimsKicTh rputis: < 100 CFU/g
I KYO/y

Escherichia coli: absence/1 g/ Bimey i/l T

The ratio of the retention time of the diug
substance peak from the test solution and from
the reference solution must be between 0.97 and
1.03 / BigHomeHHs uacin yrpHMaHHs 1Ky
110907 PEHOBHHN Ha XPOMATOrpaMax
JOCHIIDKYBAHOFO POSUMHY 1 POZUHHY
TOPIBHAHHS TOBHHHO 3HAXORAUTHCE B MCKAX
0.97-1.03

Complies/ Binnosizac

133.8mg /Mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/Binropigae

« Skip test/Ckinl TECTYBaHHA, Passes/Bixnosijac, not applicable/ne npoBojiBcs

Servier (Ireland) Tudustries LTD., Moneylands G
Tel #3533 (0) 402 20800 Fax:

353 (0) 402 20888

orey Road, Arklow, Co Wicklow, freland.

Directors: Christian Bazantay (French), Chuistian Sauveur ( Freneh). John Redmond.

80070 UKR1 VI

Company vegistered in Ireland No. 117240
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

DocuSign Envelope ID: C9800581-8D58-41CE-918C-54830430AA8C

Method vef/lTocunanns na memoo: DTC_S$20098 PF_T _CTR_8059_EN_3.0
Specification ref/Tlocunanns na cneyupixawio: DTC_S020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJIITOP®

Formulation/Jlikapenka dopma:

Film-coated tablets containing 25 mg of agomelatine / rabnetky, BRputi 11iBKOBOK 060NOHKOIO, 110 MICTHTE 25 MI

aroMeTaTuRy

Packaging Lot No./Cepin Ne: 742729

Manufacturing Batch No./BupoGnuua naprist Ne: 726548

TESTSTIOKAZHUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PE3VIIBTATH

-Thin-layer chromatography /
Tonkomaposa xpoMatorpadis

Drug substance content (L.C) (ing/tablet)/
Buicr niwuol pewosuny (mr/radi)

Degradation products (LC) (Yo m/m)/
Buicr npoaykris posuaxy (omimku)

(% m/my)

Individual content of any degradation
product/ Tnusijyansauii BMict Oyab-sKoro
3 TIPOJLYKTIB PO3TIALY »

Total content of degradation products/
SaransAuil BMICT IPOLYKTIB po3niagy

Main spot identical in position, colour and
size for test and reference / Tonosua rsva
(EHTHYHA 1O TIONOKESHHIO, KOTBOPY |
PO3MIPY ZITS ROCHDKYBAHOTO 3Pa3Ky i
3pasky NOPIBHAHMS

23.75 - 26.25 (95 % - 105 % of theoretical
content / BiJ{ TCOPETUTHOTO BMiCTY)

Complies/Binosinae

24 81 mg/mr

<0.10%

<0.10%

Sevvier {Treland) Tndustries LTD., Moneylands Gorey Road. Arklow, Co W icklow, Treland.

Tel:

86070 UKR1 V1

+3
Dircetors: Christian Bazantay (F
Company

53 (0) 402 20800 Fax: +353 (0) 402 20888

stered in Ireland No. 117246

ach), Christian Sauveur (French). John Redmond.
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

DocuSign Envelope ID: C9800581-8D58-41CE-918C-54830430AA8C

Method ref/llocunanns na memod: DTC_S20098_PF_T_CTR_8059_EN_3.0
Specification ref/Ilocunanna na cneyugixawiro: DTC _S020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJITOP®

Formulation/Jixapeska dopma:

AroMeNIaTHIY

Film-coated tablets containing 25 mg of agomelatine / TaGnetku, BKPUTI 171BKOBOIO 060JI0HKO10, 110 MICTSTE 25 MP

Packaging Lot No./Cepin Ne: 742729

Manufacturing Batch No./BupoGuuna uaprin Ne: 726548

TESTS/TIOKAZHUKA

STANDARDS/CTAHIAPTH

RESULTS/
PE3VJIBTATH

Number tested/
Kisibkicts npob

Uniformity of content (L.C) (%/label claim)/
Onuopignicrs gozosanux ogaaunn (% Bix
3aABICHOT KIBKOCTI)

Stage/
Cranis

Acceptance
criteria /
Kpurepii

upuiuseraocTi

10

AV £15.0%

4.6

+20 (30)

AV Z15.0%
0.75 M < cach
unit/KomxnHa
ommrng < 125 M

Kinetics of dissolution (UV) (%) / Kinernka Q="75%at45 min/ Q=75%

posvumenus (Y P) (%)

) 34 45 xBruy

(S14-82) is equal to
or greater than 75 %
and no unit is less
than 60 %/ Cepesne
12 npob (S1+52)
Sinee abo
aopismioe 75 % 1
WOAHOT OLMFHL

mednre 60 %

Stage/ Number tested/ Acceptance Mean values /
Cragin Kinnxicrs npo6 criteria / Cepeunc
Kpurepii IHACHHS
HpuiHsTHOCT]
St 6 Fach unit is not Jess 93
than 80 % / Koxua
OAWHWALSE HC MCHLIC
80 %
S2 +6 (12) Average of 12 units

ANALYSIS / AHAJII3 : 14/05/2024

Batch accepted/TTapria npukinsta

DocuSignod by*

Miciacl Byar

Analytical Services Manager:

A4ER7RGRAFCAA3C »

Meneaaep N0 KOHTPOJHO TA aHATI3Y SIKoCTi

Servier (Irefand) Tndustries
Telb
Directors: Christian B

3 (0) 402 20800 Fax: +353 (0) 402 20888

red in Treland No, 117240

80070 UKR1 V1

Company registe

ucnaa gyrne/Mixacan bBipne

LTD., Moneylands Gorey Road, Arklow, Co W icklow, Treland.

zantay (French), Christion Sauveur (French). Joho Redmond.
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

“LAND) 1] »ED’U "? %%EE? S:% LTD.

W SEAVIER

I hereby declare that the abovementioned 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/

LM s 3acBimuyro, IO HaBeleHa BUILe iHGOPMALIis € JOCTOBipHOIO Ta TOYHOLO. ITfo cepiro
nponykuii 6yn0 BUpoGIIeHo (BKIKOYaI0UH TAKYBaHHA/MapKyBaHH) Ta IPOBEICHO KOHTPOIIb
ii TKOCTi Ha BHILE3a3HAYCHIM AiBHKNI Y TIOBHIN BiAroBigHOCTI 3 BUMoramMit GMP,
BCTAHOBIEHUMH MIiCLIEBUM PEryNIATOPHHM OPTaiioM, a TaKoK BiATOBIINO o crietmdikarti,
10’ MICTATBCA Y peecTpaniitomy gocke. [TpoTokoiH BUPOGHHITEA, TaKyBaNHs Ta aHAIi3iB
6yn0 meperisiHyTo Ta BCTaHOBJIEHO BimnoBinHicTs GMP.

Date of batch release/JIara Bumycky cepii 12/06/24

Name and Position/Title of person authorising the Batch Release/ Ilpiseuuie Ta nocana/
3BaHHA 0cO0M, IKA BUAAJIA O3B HA BHIIYCK cepii

] Dr Blanaid Bowes, Qualified Person/ Biamorizansna ocoba

g

] Ms Ailbhe Wade, Qualified Person/ Binnosinansua oco6a

==

Ms Carmel Kinsella, Qualified Person/ BinnosinansHa ocoba

—
H

Ms Jenny Quinn, Qualified Person/ BinnosigansHa ocoba

Ms Niamh Ryan, Qualified Person/ BinnosinansHa ocoba

DocuSigned by:

Signature/ITimmac | Carmel KINSELLA Date/[lata: 12 June 2024

BAC04C34801448D. .

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 742729

vier {Trein

Digectors: £linsa
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JNEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haaii Ceituuot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK

Npo AKicThH BBE3€HOro B YKpainy JikapcbKoro 3acody

14.02.2025 Ne 6987/25/26

MEJIITOP®

(naitMenyBaHHs JIKaPCLKOro 38¢o0y 3riflo 3 PEECTPALiHAM HOCBINUCHIIM)
T26JeTKH, BRKPHTI IIIBKOBO010 060/10HK010, 110 25 Mr; 1o 14 Tabnaerox y Guicrepi; mo 2
GaicTepy B KOpoGui 3 KAPTOHY

(dopma BHITYCKY, 103YBAHNS, BIIL HAKY BaHIIsL AIKAPCHROrO 3ac08Yy)
Homep peectpauiiinoro nocsinueuna UA/4972/01/01 crpox aif peectpauiiinoro nocsiuents HEOOMEKEHHH
Cepis nikapcbkoro 3acoby Ne 757225 Kinskicth BBE3€HOrO Nikapeskoro 3acoby 4480

BupoGuui Ceps'e (Ipnanais) Ingacrpic Jitn, Ipnanmis

(naiMeHy BaHIs BHPOBHUKA JliKkapcLKOro 3acoby, Kpailla NOXOUKEH )

Bseseno B Vkpainy TosapucTso 3 odmexenolo Binnosinamsuictio "CEPB'E
VYKPAIHA", ienr. kon: 33643340

(HaiiMenynanns Ta kog 3a C/IPIOY 1opuanyHol ocofiu ao upissrie, im's, no Oarbkosi
Qizuunoi ocobu - nianpuemiy, i MicLe NpomUBALHS Ta peecrpauiitnii Homep obnikosol
KapTKH NIATHHKA TI0JaTKiB af0 cepis Ta HOMCD Naciopra)

ITpoTokon Bizyansnoro kowrpomo sin 14.02.2025 Xe 363/01.10-25/26.

3a pesysbTaTaMM  ACPIKABHOTO KOHTPOJMO BCTAHOBNEHO, IO nikapebkuii , 3aci6  sseseno B Yxpainy 3
JAOTPUMAHHSIM BUMOT 3aK0HOAABCTRA LIONO 3a0e3TIeUCHIS sAKkoCTi iKapehKUX 3aco0is.

e

Miukona XOJIOOEHKO

(iniuianu Ta npissrIne)

70
HauansHux ﬁ’é{
Bavo

(rocajoba q’{
4
%




Docusign Envelope ID: B4CODF3A-7822-4FF5-9B25-1FDF3A651CAF

> SERVIER

SERVIER (IRELAND)Y INDUSTRIES LT

o
S
S

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hasea ta Servier (Ireland) Industries Lid/Ceps'e (Ipnanuis)

anpeca BUpoOHMKa

Name of Importer and Address/

Hassa Ta agpeca iMnoptepa

Which Consignment of product is delivered/Bun
NPOAYKUii, IO MOCTa4aeThes

Pharmaceutical form/Jlixapceka popma

Name of the Product/HasBa nikapcbkoro
3acoly

Dosage/Cuina nii

Type and size of packaging/Bux ta po3mip
YIIaKOBKH

Finished Product batch number/Cepist rotosoro
nikapcbkoro 3acoly

Manufacturing date/Jlata BupoOHuuTBa
Expiry date/Tepmin npunaTHocTi
Batch size/KinbxicTs y cepif

Manufacturing Licence number/Homep ninensit
Ha BUPOOHULTBO

Registration Number/PeecTpauiiine
TTOCBIAYEHHs

Inmactpic JItn

Moneylands, Gorey Road/Maninenns, [lopeit
Poyn,

Arklow/Apxrnoy,

Co. Wicklow/Ko. Bixinoy,

Ireland/Ipnanpis

Servier Ukraine LLC/TOB "Cepg'c Ykpaina"

41, Naberezhno-Khreshchatytska St./syir.
HabepexxHo-XpemaTniibka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/Jlikapchkiit 3aci6

Film-coated tablets/TabneTku, RKpUTI IJIIBKOBOO
060NI0HKOIO0

MELITOR®/MEJITOP®

25 mg/ 25 mr

14 tablets in each blister; 2 blisters in the carton
box/ o 14 Tabnerok y 6aicrepi; 1o 2 6nicrepu B
KopoO1li 3 KAPTOHY

757225

07 2024

07 2027

12,103 Boxes/yrnakoBox
M00068/00001

UA/4972/01/01

K;{a 064 9//% *99
2/ 01 o v(i
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Docusign Envelope ID; B4CODF3A-7822-4FF5-9B25-1FDF3A651CAF

Docusign Envelope ID: 33238F25-89D1-4663-A5A4-95A0458BBOAF

MELITOR®*/MEJITOP®

Formulation/Jlikapeska dpopma:

ArOMCITATIHITY

Film-coated tablets containing 25 mg of agomelatine / raGnerkn, BEpUTI M31BKOBOI0 0D0A0HKOI0, HLO MICTATE 25 Mr

Packaging Lot No./Cepist No: 757225

Manufacturing Batch No./Bupoinuaa napria Ne: 741615

TESTS/ITOKAZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIBTATH

Appearance/ Omue

Average mass (ing)/ Cepeanst maca (mr)

Microbiological quality (skip testing)/
Mikpobionorivua uwerora (exin-Tecr)
European Pharmacopoeia (3./1.4., non-
aqueous preparations for oral usel
Enponeiichka Gpapmaxones (3./.4.,
HegOONT nPenapaniy Qust OPAILIOI0
BUCMOCYVEANTS)

Identification of drug substance/
Taerrindixauin giiowol peqosnu
- Liquid chromatography/ Pinnmna
xpomatorpadin

Orange-yellow, oblong, film-coated tablets with

a blue imprint of " on one face /
OpatKeBo-KoBT, foBractol Gopmu TabacTKi,
BKPHT] IUBKOBOIO 0DOIIOHKOK0, 3 TOiyGHM

THCHEHHAM 3 oftHoro Goky

127.8 - 141.2 mg/ mr (95 % to 105 % of
theoretical mass of 134.5 mg /95 % - 105 % sin
reoperuHuol Macu 134.5 mr)

Total aerobic microbiul count (TAMC) /
aranpea KiskicTs acpoduux Gakrepiii: <
1000 CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMCY
Saranbua kibkicTs rpubin: < 100 CFU/g
I KY O

Escherichia coli: absence/1 g/ sincyrni/l r

The ratio of the retention time of the drug
substance peak from the test solution and from
the reference solution must be between 0.97 and
1.03 / BiHOMEHHS vacin yTpUMaHHs niky
HIOUOT PCUOBHHY HA XPOMATONPaMaX
JOCHTDKYBAHONO POZUHHY | POFHUMHY
TOPIBHSHHS TTOBHHHO 3HAXOIHTHCE B MCAaX
0.97-1.03

Complies/ Bixrorijae

133.8mg /mr

#Skip Test - Not Applicable

#Skip Test - Not Applicable

#5kip Test - Not Applicable

Complics/Bizarosizae

*

- Skip test/Ckin recrysanns, Passes/Biosinae, not applicable/ne riposojmses

Ducectors: Christian

80070 UKR1T V1

zantay (Freach), Clw
Company registered in reland No. 1172460

3 (1) 402 20800 Fax: #3353 (0) 402 2U8R8

jan Sanveur (F

mich), Johs Redmond
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Docusign Envelope ID: B4C9DF3A-7822-4FF5-9B25-1FDF3A651CAF

Docusign Envelope ID: 33238F25-98D1-4663-A5A4-95A0458BBEAF

Method ref/llocunranns na memoo: DTC 820098 PF_ T _CTR_8059_EN 3.0
Specification ref/Ilocunanns na cneyugirauyito: DTC S020098 PF N SPE 8201 IEN 3.0

MELITOR®MEJIITOP®

Formulation/Jlicapcebka Gopma:
Film-coated tablets containing 25 mg of agomelatine / radierku, BRPHTH HAIBKOBOI 0BOI0HKOM, U0 MICTATL 25 MI
aAromMeNaTiHy

Packaging Lot No./Cepist Ne: 757225 Manufacturing Batch No./Bupounua naprin Ne: 741618
TESTSTMOKAZHUKH STANDARDS/CTAHJAPTH RESULTS/
PESVIBTATH
~Thin-layer chromatography / Main spot identical in position, colour and Complies/Binosigae
Touxomapora xpomarorpadis size for test and reference / TonosHa 1usMa

ICHTHYHA TIO TTONOKEHHIO, KOTBOPY |
POZMIPY LTS JIOCTIIDKYBAHOTO 3pa3ky i
BPAKY TTOPIBHSAHHS

Drug substance content (L.C) (ing/tablet)/ | 23.75 - 26.25 (95 % - 105 % of theoretical 24.45mgivr
Bmicr aiwuol pewosunu (Mr/radi) content / Bi TCOPCTHIHOTO BMICTY)

Degradation products (LC) (%o m/m)/
Baicr apoigyxris posnany (Momimn)
(% m/m)

Individual content of any degradation <0.2% <0.10%
product! Tugririgyansauil BMIiCT Oyap-sKoro

3 TIPORYKTIB PO3TARY

Total content of degradation products/ <0.5% =0.10%

BarabHuil RMICT IIPOAYKTIB PO3IaLy

Arkiow, Co Wickfow, Tre
Tet: 3 (1) 402 20800 Fax: +353 (1) PATRENN
Divectors: Chostian RBazantay (1 Christion Sauveur (Frenchy, Joha Roedinopd.

80070 UKR1 V1 Company registered i fretand No, 11724

LA
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Docusign Envelope |D: B4CSDF3A-7822-4FF5-9B25-1FDF3A651CAF

Docusign Envelope ID: 33238F25-98D1-4663-A5A4-95A0458BB5EAF

prem—

Method ref/ITocunranns na memod: DTC_S20098 PF T _CTR_8059 N 3.0
Specification ref/ITocunanns na cnegighivauiro: DTC S020098 PF N SPE 8201 EN 3.0

MELITOR*/MEJITOP®

Formulation//ixapeska dopma:
Filim-coated tablets containing 25 mg of agomelatine / Tadsuerku, BRPUTI THHBKOBOK 0DOIOHKOR), 1O MICTHTL 25 MI
ArOMEITaTHHY

Packaging Lot No./Cepist Ne: 787225 Manufacturing Batch No./Bupoisua napris Ne: 741615
TESTSTIOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VIIBTATH
Uniformity of content (1.C) (%o/label claim)/ Stage/ Number tested/ Acceptance
Ouuopianicrs gosonanux oumwns (% sia Crajist Kinbricts npod criteria /
384BICHOT KiNBLKOCT) Kpwrepil
npriusTHoCT
S 10 AV 1300, 5.8
$2 300303 AV £ 1500, ) )
0.75 M = cach
NI KoK
oanrm < 125 M

Kinetics of dissolution (UV) (%) / Kineruxa Q=75%at45 min/ Q=75 % 3a 45 xsunun
posunuerus (VO) (%)
Stage/ Number tested/ Acceptance Mean values /
Crapin Kinbkicrs npod criteria / Cepeitne
Kpurepit JEAueH I
mpuiinsiruocri
St 6 Fach unit i€ not fess 89

than 80 %/ Kowna
GAMHMUS HC MCTULC
80 % '

S2 +6 (12) Average of 12 units
(S1ES2) is equiai o
or greater than 78 %
and no unitis fess
than 60 %%/ Cepewe
12 1ipod (S1:82)
Ginuine afo

Aopigioe 78 Yy
ROANOT O
Metre 60 9%

ANALYSIS / AHAJIT3 : 09/10/2024
Batch accepted/TTapris rpuiiusita

''''' Sxnes vy:
Analytical Services Manager: __[ Hickacl By
. . e 0 o .
Menexep 10 KOHTPOJIIO TAa aHAJI3Y SIKOCTI Viichael Byrne/Mixaean Bipue

s Road. Arklow, Co Wickiow, Tre
2 20888

Sy Jobs Redins

Servier (freland) Industries UTD, M
el
Dicectors: Chrstian RBazaatay (Frencly, Chrisbian Sauveur

800706 UKR1T V1 Company registered in lreland No, 117246 Page 4 of 5
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Docusign Envelope ID; B4CIDF3A-7822-4FF5-9825-1FDF3A651CAF

,,w
w

-
Pavi

o

(IRELAND)

I hereby declare that the abovementioned 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/

LM 5 3acBiUYHO, 1110 HABEJICHA BHIIE iH(OpMAallis € IOCTOBIPHOIO Ta TouHo0. 1110 cepito
TIPOAYKLIT 6yNo BUPOOIIEHO (BKITIOWAIOUH MTaKyBaHIs/MAPKyBaHHA) Ta MTPOBEACHO KONTPOIh
if AIxocTi Ha BUIIE3a3HAYEHIH JiINBHULI Y MOBHIH BiANoBinHOCTI 3 BUMoramut GMP,
BCTAHOBJIICHMMH MICLUECBHUM PETYISATOPHHM OPraHOM, a TAKOX BIAMOBIAHO 10 criciinpikanii,
110 MICTATLCS Y peecTpailifiHoMy jocke. TTpoToKONIM BUPOGHHMIITRE, TTAKYRaH s 12 aHaliziB
Oy710 NMeperisHyTo Ta BCTaHOBICHO Bianoianicts GMP.

Date of batch release/[Jata Bunycky cepii 21/01/25

Name and Position/Title of person authorising the Batch Release/ TIpizpure ra nocana/
3BaHHS 0co0n, sIKa BUAAJIA 103BIJI HA BUIIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bignosinansna ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Bimmosigansna ocoba
K Ms Carmel Kinsella, Qualified Person/ Bianosinansia ocoba

[T Ms Niamh Ryan, Qualified Person/ Bigrnosigansua ocoba

Signed by:

Signature/Tlinnue | Carmel Kinsella Date//lara:

BAC04C3480144B0...

21 January 2025

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 757225

Page 5 of 5
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