AEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

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

BUCHOBOK
NMpo sSIKICTH BBe3eHOro B YKpainy ikapchKoro 3acoby

09.07.2024 Ne 35100/24/26

MEJITOP®

(HaBMeHY BT ATKAPCHLKOIO 3aC0BY 311,110 3 peeeTparitinney nacsiziichisa)
TA0JIETKH, BRPHTI IUTIBKOBOI0 060J101K010, No 25 mr; no 14 rabaerox y Guicrepi; mo 2
Guticrepn B KOPOOILi 3 KApTOHY

(thopya sHIyCKY. JOBYBANNR, B TAKYBAIA JIRAPCLKOIO 3ac00y )
Homep peectpauiiinoro nocsinuenun UA/4972/01/01 crpok ait peccrpauiiinoro nocsizcins HEOBMEKEHMI
Cepis nikapebkoro 3acoby Ne 742729 Kinbkicrs ssesenoro nikapeskoro sacody 13619

Bupobuux Cepn'e (Ipnannis) Inpacrpic JIva, Ipaanis

(HalMeuyBatig sUpoGIHEA JIHKAPCLROrD 3acody. KpaiHa HOXO LK)

BeeseHo 8 Yipainy TosapucTio 3 o6memenoio Binosinaannicrio "CEPB'€ YKPATHA",
inenr. koj: 33643340

(Haisenyraung ta ko sa CIAPHOY opuainol ocodn ado npisBRLe, i 1o Surhkoni (isusnol
0coln ~ nianpueMus, 1 MICHE DPOKRHBAINIS Ta PeCCTpaliIiii HOMEP 0BATROBOT KAPTRY (140THHK
noaarkis aBo cepist Ta nosMep nacnopra)

Mporoxon sisyansuoroe kourpomo sin 09,07.2024 N 2330/1.

3a  pesynbTaTAMH  ACPKABHOIO  KOHTPOMNO  BCTAHOBACHO. U0 Jikapehkni - sacib  Beescno B Ykpainy 3

AOTPHMAHHSIM BUMOL 33KOHOAARCTBA OO 3a6e3MEUCHHS AKOCT] JIIKAPCLIGX 3aC05B.

Muxosa XOJIOJIEHKO

(i) (Iiage ra npiseume)
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

SERVIER (IRELAND) INDUSTRIES LTD.

EE SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUGIKAT AKOCTI NIKAPCbKOFO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Cepz'e (Ipmauais)
anpeca BHpOOHMKA Inpactpic JIta

Moneylands, Gorey Road/Mawninens, opeit
Poyuz,
Arklow/Apknoy,
Co. Wicklow/Ko. Bixinoy,
Ireland/Ipnanmis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Haassa Ta agpeca iMnoptepa 41, Naberezhno-Khreshchatytska St./By:.
Ha6epexuo-XpemaTuipka, 41

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

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlixapcekuii 3aci6
NpoAYKii, 110 ITOCTa4YaEThes!

Pharmaceutical form/Jlikapcrka popma Film-coated tablets/TaGieTki, BKPUTI TUTiBKOBOTO
000JOHKOTIO

Name of the Product/Ha3spa nixapckxoro MELITOR®/MEJITOP®

3acoby

Dosage/Cuna aii 25 mg/ 25 mr

Type and size of packaging/Bun Ta posmip 14 tablets in each blister; 2 blisters in the carton

YIIaKOBKH box/ o 14 Tabnerok y 6micrepi; mo 2 61ictepu B

kopo6ui 3 KapToHy

Finished Product batch number/Cepist rotoporo 742729
JKapCHKOTo 3aco0y

Manufacturing date/J{ata BHpoOHULTBA 02 2024
Expiry date/TepMiH IIpHAaTHOCTI 02 2027
Batch size/KinsxicTs y cepii 13,619 Boxes/yriakoBok

Manufacturing Licence number/Homep ninensii M00063/00001
Ha BHPOGHUIITBO

Registration Number/Peectpaniiine UA/4972/01/01
TOCBiAYEHH

S

Drigectors: Chos
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DocuSign Envelope 1D: 2BC62A31-E878-4579-B207-DOCC17AE3164

DocuSign Envelope 1D: C9800581-8D58-41CE-918C-54830430AA8C

SEBRVIEH

Method ref/llocunanns na memod: DTC_S20098_PF_T_ CTR_8059_EN 3.0
Specification ref/Ilocunanus na cneyudixauiio: DTC S020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJIITOP®

Formulation/Jlikapceka popma:

AroMEaTIIY

Film-coated tablets containing 25 mg of agomelatine / TaGueTicn, BKPUTE IHBKOBOIO 0BOIOHKOTO, W10 MICTATH 25 MI

Packaging Lot No./Cepis Ne: 742729

Manufacturing Batch No./BupoGumya naptis Ne: 7 26548

TESTS/TTOKAZHUKH

RESULTS/
PE3VYJILTATHU

STANDARDS/CTAHIAPTH

Appearance/ Onmc

Average mass (ng)/ Cepemust maca (M)

Microbiological quality (skip testing)/
Mixpodiostoriaua uncToTa (cKin-rect)
European Pharmacopoeia (3.1.4., non-
aqueous preparations for oral usel
€pponeiicoka papmaxonest (35.1.4.,
neeodui npenapamy Ous opaibioZo
BUCIROCYGAHHS)

Identification of drug substance/
Terrudixanis Jio4woi peIOBHAN
- Liquid chromatography/ Pignisa
xpomatorpadis

Orange-yellow, oblong, film-coated tablets with Complies/ Binnosinac

-*

a blue imprint of “on one face /
OpaHKEBO-KOBTI, JOBracToi opmu TAdICTIH,
BKPUT] IDIIBKOBOIO 0GONOHKOIO, 3 TOIyGHM

¥

THCHCHHAM 3 QJJHOTO 601\’}/

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

133.8mg /mr

Total aerobic microbial count (TAMC)/ *Skip Test - Not Applicable
JaransEa Kiaekicts acpobHuy DakTepiii: <

1000 CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMC)/
Baransbaa kinskicTs rpubis: < 100 CFU/g
[ KYO/lr

#Skip Test - Not Applicable

recherichia coli: absence/1 ¢/ BigeyTai/l T *Skip Test - Not Applicable

The ratio of the retention time of the drug Complies/Biarnosizac
substance peak from the test solution and from
the reference solution must be between 0.97 and
1.03 / BinsOmeHHS uacis yrpHMaHHS MKy
Hix09ol PEYOBHHY HA XpOMATOrpaMax
JOCHIPKYBAHOr0 PO3UMHY i POZUHHY
MOPIBHSAHHS TOBHHHO 3HAXONHTHCE B MEKaX
0.97-1.03

« Skip test/Cxin Tecrysamini, Passes/Bignosiae, not applicable/me TIpOBOIIBCA

Servier (reland) Tndustries 1LTD., Moneylands Gorey Road. Arklow, Co Wicklow, Ircland.
Teb #353 (0) 402 20800 Fax: 4353 (0) 402 20885
Directors: Christian Bazantay (French), Chuistian Sauveur (¢ rench). John Redmond.
Company registered in Ireland No. 117246

80070 UKR1T V1 Page 2 of 5



DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

DocuSign Envelope 1D C9800581-8D58-41CE-918C-54830430AA8C

Method ref/lTocunanns na memoo: DTC 820098 _PF_T_CTR_8059_EN_3.0
Specification ref/ITocunanns na cnegugirxayivo: DTC_S020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJITOP®

Formulation/Jlikapenka dopma:

Film-coated tablets containing 25 mg of agomelatine / rabunerku, BRpuTi 1iBKOBOI 000JIOHKOI, 10 MICTHTH 25 MI

aroMeTaTHRY

Packaging Lot No/Cepin Ne: 742729

Manufacturing Batch No./Bapobumua naprist Ne: 726548

TESTS/TIOKAZHHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3VILTATHU

-Thin-layer chromatography /
Tonkonrapoa xpomarorpadis

Drug substance content (1L.C) (ing/tablet)/
Baicr aiwuol pevosuny (Mr/Tadis)

Degradation products (L.C) (% m/m)/
Bumicr npoxykris posuaxy (omimxu)

(% m/m)

Individual content of any degradation
product/ Tnnupinyansauit BMict Gyap-sKoro
3 TIPOIYKTIB PO3Tamy »

Total content of degradation products/
SarakAauit BMICT IPOAYKTIB Po3riagy

Main spot identical in position, colour and
size for test and reference / Tostosha rusma
{IEHTHIHA 110 TIONOKEHHIO, KOITBOPY i
PO3MIPY JUTS KOCTIIUKYRAHOTO 3PA3KY i
3PABKY TTOPIBHSHHS

23.75 - 26.25 (95 % - 105 % of theoretical
content / Bifi TCOPCTHIHOIO BMICTY)

IA

02%

£0.5%

Complies/Bimnosiznae

24,81 mg/mr

<0.10%

<0.10%

Sevvier {freland) Industri
Te

Dircetors: Christian Bazantay (French), Christion Sauveur (French). John Redmond.
Company vegistered in Ireland No. 117246

80070 UKR1 V1

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

LD, Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

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

Method ref/lTocunanns na memoo: DTC_S20098_PF_T_CTR_8059_EN_3.0
Specification vef/Ilocunanns na cneudixauiio: DTC $020098 PF N SPE 8201 EN 3.0

MELITOR®/MEJIITOP®

Formulation/Jlixapeska dopma:

aroMeJIaTuny

Film-coated tablets containing 25 mg of agomelatine / TaGnerky, BKpUTI 1IBKOBOIO 000IIOHKOKO, 10 MICTHTE 25 MP

Packaging Lot No./Cepin Ne: 742729

Manufacturing Batch No./BupoGuuaa napris Ne: 726548

0.75 M < cach
unit/xkowna
oaurnng < 125 M

TESTSATOKAZHUKH STANDARDS/CTAHIAPTU RESULTS/
PE3VJIBTATHA
Uniformity of content (LC) (%/label claim)/ Stage/ Number tested/ Acceptance
Omuopianicrs gososanux ogaamun (% Bix Crapisi Kiimbkicts npob criteria /
3a4BACHOT KITBKOCT) Kpurepil
HPUHHSTHOCTI
81 10 AV £ 15.0% 4.6
S2 +20 (30) AV Z15.0%

Kinetics of dissolution (UV) (%) / Kinernka
poszanuenus (Yd) (%)

Q=T75%at45min/ Q=75%

) 34 45 xBrnmy

(S1+82) is equal to
or greater than 75 %
and no unit is less
than 60 %/ Cepenne
12 ipod (S1+52)
Sutelne abo
nopisioe 75 % 1
WOANOT QLI

menie 60 %

Stage/ Number tested/ Acceptance Mean values /
Cragin Kinsxicrs npod criteria / Cepeusic
Kpurepil 3Haenus
rpuiisrnocti
St 6 lach uuit is not Jess 93
than 80 % / Koxara
OAWHALS HC MCPLLC
80 %
S2 +6 (12) Average of 12 units

ANALYSIS / AHAJIIS : 14/05/2024
Batch accepted/ITapris npuiinara

Analytical Services Manager:
MenemKep 110 KORTPOJXO TA aHAMI3Y siKocTi

ies LTD., Moneylands G

Sevvier (Jrefand) Industy

{0) 402 20800 Fax:

DoruSignad by:

Micharl By

AER7RODAFCAA3C »

Nuonac syrne/Mixaeas bipne

3 (0) 402 20888

rey Road, Arklow, Co Wicklow, Ireland,

Directors: Christian Bazantay (French), Christion Sauvewr (French). Jobn Redmond.

80070 UKR1 V1

Company registered i Ireland Ko, 1172

a6
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DocuSign Envelope ID: 2BC62A31-E878-4579-B207-DOCC17AE3164

LAND) INDUSTRIES LTD.

e REAVIER

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 3aCBiguyI0, IO HaBeeHa BUlle iH(opMallis € J0CTOBipHOW Ta TouHO. Lifo cepiro
nponykuii 6yno BUpoGIeHO (BKIIOYAI0UH TaKyBaHHA/MAPKYBAHHs) Ta IPOBEICHO KOHTPOTb
ii TKOCTi Ha BUILE3a3HAYCHIH AUIBHKLI Y TIOBHIH Bianosignocti 3 Bumoramu GMP,
BCTAHOBIEHHMH MICIIEBUM PEryIATOPIEM OPraHoM, a TaKoK BiAMOBIZHO 10 crieundikaii,
10’ MICTATECS Y peecTpaiitnomy gocke. [IpoToKoIH BHPOGHHIITEA, TAKYBAHH Ta aHATTI3iB
6yn0 meperisHyTOo Ta BCTaHOBIEHO BimmosinHicTe GMP.

Date of batch release/ara sunycky cepii 12/06/24

Name and Position/Title of person authorising the Batch Release/ IlpizBue Ta nocapa/
3BaHHA 0c00M, AKA BUAAIA H03BiJ HA BHIIYCK cepil

] Dr Blanaid Bowes, Qualified Person/ Binmorigansua ocoba

f

] Ms Ailbhe Wade, Qualified Person/ Binnosinansua ocoba

==

Ms Carmel Kinsella, Qualified Person/ Binnosinansna ocoba

—
H

Ms Jenny Quinn, Qualified Person/ Binnosinanesa ocoba

Ms Niamh Ryan, Qualified Person/ BixnosizansHa ocoba

DocuSigned by:

Signature/[Tigmac | Carmel KINSELLA Date/JJata: 12 June 2024

BAC04C348D1448D. .

Finished product batch number/ Homep cepii rorosoro nixapcbkoro 3acoby: 742729

1er {{r

Dirsctors: hn
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