C?Pharmu Pathe

Batch Release Certificate / Ceprudikar Bunyiexor Cepii
Certificate of GMP Compliance / Ceprudikar signosigHocti GMP

Name of the Product; / LAMOTRIN, dispersible tablets 50 mg Ne30 (10x3) in blisters /
Hassa npoay«ry: JAMOTPUH®, Tabnetku gucneprosati, no 50 mr Ne30 (10x3) y Bnictepax
Strength  Potency: / One dispersible tablet contains 50 mg of lamotrigine /
Crina git / AKTUBHICTE: Opua TabneTka gucneprosada MiCTUTL 50 MF 1aMOTPUANMHY
Dosage Form: / Dispersible tablets 50 mg/
Nikapebka topma: Tabnetku gucneprosadi no 50 mr
Package Size and Type: / 10 tablets in blister; 3 blisters in carton box /
Tun i posmip ynakosku: 10 Tabnetok y GnicTepi; no 3 BnicTepu y KapToHHiA nauyi
Manufacturing Date: / 10.05.2024 Batch Number Finished Product:/ 406502
Harta supobhuyTea: Homep cepii rotororo npogykry:
Expiry Date: [ 05.2027 Batch size (in packs): / 5385
Tepmin npugarHocTi: Poamip cepil (e ynakoskax):
Batch Number Bulk: / 4E262 LAM/271112/23
e " Release Number of API: {
Homep cepil “in bulk™ Homep Bunycky Ad!: LAM/281/12/23
Marketing Authorization Number: { UA/M14222101/02
Homep Peecrpauiiitora noceigderns:
Name, Address and License Number of PharmaPath S.A *
Manufacturer, which is Responsible for Batch  28is Octovriou 1, Agia Varvara, 123 51, Greece
Reiease: / No.,0000015574/221
Hassa, anpeca Ta HoMmep nilljeHzi BUpoBHUKa, dapmanac C.A.*
KOTPUIA BvnycKae cepio B obir: 28 OxToBpiy, 1, Altn-Bapeapa, 123 51, 'peuis
Ne 0000015574/22/1
Country of Origin: / Greece /
Kpaiva-supoGHuK: peuia
Importing Country: / Ukraine /
Kpaitha-imnoprep: Yipaina

Certification Statement: / 3anga npo ceprudhikauiio:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above mentioned site (s} in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The bafch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. |

U mATBEPMAKYIO, W0 BULLE3a3HavEHa iHhOPMaLIA & JoCTOBIPHOW Ta TOUHOIO, Lia cepia BArOTOBIIEHa, BKMIOMEIOYM
YNaKOBKY/MAPKYBaHHS T2 KOHTPOITk AKOCTI, Ha 3a3HaueHIR auLe AINbHILI Y NoBHIA BignoBigHOGT! AO BrMor GMP nok ::H'ﬁ:f
KouTpontoiounx Oprakie, a Takox 3l crewtmdikauiamy Peccrpadiiinare focke KpaiHy-imnopTepa abo Aocke AocninxysaHoro

nixapcekoro saceby. TpoTokenk BUPOSHULTEE, YNaKasku Ta ananisy Gynv NepersinnyT Ta BCTaHOBIEHE-BIAROBIAK GNP,

HH ] — . 5;’. T i
Qualified Person Signature: / Niki Koutsoukou — QA Dir/ B e Y
Mignuc YnosHoeaxeHal ocobu: ; e ==

. e, oatd LN -0
Date of Signature: / 28.08.2024 22620 oVt -
Hara nignucy: N 83

e 4
R aﬂ_\g‘go N E
*Former Manufacturer name, Address and License Number : Specifar 5.A.1, 28tp_ct-r5x')?iou Str.,

Agia Varvara, 12351, Greece, No. 0000003839/19/1 / MNonepepHs Hassa BUpOBHWEE, aapeca Ta HoMep
niensii: syn. OxTospiy 28, 1, AlA-Bapsapa, 12351, Mpeuis,Ne 0000003839/19/1

in the event of any discrepanciss or doubt between English and Ukrainian language versions, the English language version shall
prevail. / .
Y pa3si Gyab-axux posfixHocTel abo cymHIBIB MK BEpCIAMK ARMMIACHKOI Ta yKpalHChLKOI MOBaMM, nepesamHy cuny Mae sepcia
SHIFAIACKLKOIO MOBOIO.
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dDPharmq Patha

Certificate of Analysis / Ceprudikar Ananisy

Name of the Product: / LAMOTRIN, dispersible tablets 50 mg Ne30 {10x3) in blisters /

Haasa MNpopysry: RAMOTPUH®, Tabnetku Aucneproeadi, no 50 Mr Ne30 (10x3) y bnictepax
Batch Number Finished Product: / 406502 Batch size (in packs): / 5885
HoMep cepii rotosoro npogaykTy: Poamip cepit (B ynakosxax):
Expiry Date: I Tepmin npuaatHocTi: 05.2027 Manufacturing Date: / 10.05.2024
Harta sypobHuuTea:

Characteristics/ Requirements / Result/
Hasea noxasHuka Bumaru MESA Peaynbtar
Description / White or almost white, 7 mm round flat face, Conforms/
Onue uncoated tablets. Markings 50/ Bianoeigas

Tabnetry, Binoro abic maiiwe Ginoro kKonkopy, KpyF

NNockoUMniiapKryHi 3 hackoto, Bea 0BonoHKM, 3

MBpKyBaHHAM «50», AlameTp TabNeTRV 7 MM
Identification: / |geHTudikauis
Lamotrigine: / HPLC peak for Lamotrigine shows the same Conforms/
Namorpuaimn retention time as that for the reference standard / Bignosigas

Hagc yTpumyBaHHa roroBHOro fika NAMOTPUAMMHY Ha

XpoMarorpami BUNPOSYBaHOTO PO3UNHY Mg

CHiBNaAaTH 3 YacoM YTPUMYBaHHSA Miky Ha

XpoMaTorpaml CTaHaapTHOro PO3HUHY, OTPUMaHNX NP

KINBKICHOMY BU3HaYeHH]
Flavouring «Blackcurrants: HPLGC peak for Blackcurrant shows the same Conferms/
ApomaTtuzaTop «HopHa refention time as that for the identification solution / | Bignoeigae
CMOpOZMHa» Hac yTpuMyBaHHA OCHOBHOrO Nika apoMaTiXaaTopa

«4opHa cMopopikan Ha xpomararpami sUnpoSysaHoro

PO34MHY MaE cniBNagaTh 3 YacoM YTPUMYBaHHA

OCHOBHOIO Nika Ha XpoMaTorpami poadunHy

ABTEHTUYHOCT], OTPUMAHWX NPU BUaHAYeHH] cynyTHIX

A0MiLLIOK
Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage AV=13
OnHopigHIGTE A030BaHUX OAKHULEL units is less than or equal to L1. If the AV is greater

than 15.0, test the next 20 dosage units. The final

acceptance value (AV) of the 30 dosage units is

less than or equal to L1 and individual content of

the dosage unit is in the range {1+ L2 x 0.01) M,

where 1.2=25 / MpuiiMansHe yucno {AV) gna nepLumx

10 oausWue Mexwe abo gopietioe L1, ge L1 = 15,0.

HAxio AV Bintiite 15,0 sunpoforyaaHHA NPOBOART

nopatkosa And 20 oguHULe, KiHuese npuiiManshe

uncno (AV) ans 30 oauHuUs MeHwe abo aopistioe L1

Ta [HavaiayanbHWA BMICT B KOXKHIA AO30BaHIK OAKHULI B

Aianazoni (1 +12 x 0,01} M, ne L2 = 25,0
Friability { NMT 1%/ 0.05 %
Crvipasmicte He Ginbwe 1 %
Resistance to crushing / NLT 30N/ 43N/H
CrifiklcTs A0 po3nasnoBaHHA He meHwe 30 H
Average mass / 130 mg £5%/ 131.4 ma/mr
CepefHa Maca 130 Mr £ 5%
Disintegration {15-25°C water): | Not more than 3 minutes / 0.24 minutes / xsunux
Posnaaanna (15-25°C soga): He Ginbiue 3 x8
Fineness of dispersion / Complies with Ph.Eur. Conforms/
CryniHb gucnepryeaHHs lMoerHeH signosinaTv BuMoram €ep. dapm. Bignosinae
Assay (mg): Lamotrigine/ 47.5 - 52.5 mg/thl. (95-105% from the declared 50.3 mghtablet/
KinbKicHe BUsHaverHs (M) quantlty} / 47,5 — 52,5 mr/Tabn, (95 — 105 % sig mr/Tadn.
TlamoTpUANH 3anABNeHOI KINLKOCTi)




Qj PharmaPath.

Certificate of Analysis / Ceprudikar Axanisy

Name of the Product: /
Haasa Mpogykry:

Batch Number Finished Product; /
Howmep cepii rovosoro npoayxTy:
Expiry Date: / TepwniH npupgatHocTi:

LAMOTRIN, dispersible tablets 50 mg Ne30 {10x3) in blisters /
NAMOTPWH®, TabneTkn avcrieprosati, no 50 mr Ne30 (10x3) y Bnicrepax

406502 Batch size {in packs); / 5885
Poamip cepil (B ynakoskax):
05.2027 Manufacturing Date: / 10.05.2024

Nata evpobHuLTEa:

Related substances (%) HPLC: / CynyTHi goMilukd (%) BEPX:

(TAMC) / 3aranbHa KinbKicTh
aepobHux mikpooprawismis (TAMC)
Total combined yeast / mould
{TYNC) / 3aransha KinbKicTs
APBREMOBUY Ta NRICEHesuX pUBis
(TYMC)

E. Coli’

Escherichia coli

Single known impurity / £0.5%1 ND / He susieneno
OpuHUuHa BigoMa goMiliKa

Single unknown impurity / <0.2%] < LOQ / Mexa
OauRM4Ha HesigoMa JoMILLKa i KINbKICHOTO BUBHaY@HHSA
Total of impurities / <1.0%/ < LOQ ! Mexa

Cyma sromituox =T KiNbKICHOTO BU3HAYEHHR
Dissolution / =75 % at 20 min / 98.2%

Po34yuHeHHn Q=75%3a20xs

Microbiological quality*: { MikpcBicnorivHa YyicToTa™ 3

Total aerobic rmicrobial count Not more than 10° CFU/g / 0 CFUlgIKYO /T

He Ginbwe 103 KYOfr

Not more than 102 CFU/g /

0 CFUig/KYQ/r
He Binbse 102 KYO/r

Absencein g/ Absencein{g/
BincyTtHicTeB 1T BigcyTHivi B Ir

* — Non-routinely performed, tested on eve
KowHiA necATiH cepli aGo He piawe oaHoro pa

Released Date: [ [lata sunycry:
Qualified Person /
YnosHoBaxeHa ocoba

26.08.2024

ry 10th batch or atleast onee a year. | TecTHe ¢ PYTHHAUM. Bunpobysanua nposoasTs Ha

3y Ha pik.

Signature: / Mignwe Stamp: / Mevatka

7&}4’” KOUTSOUKDU, AT

In the event of any discrepancies or doubt betwsen English and Ukrainian [anguage versions, the English language version shall

prevail. /

¥ padi Gyab-anvx posbimHocTedt abo cymHipis Min BEPCiAMU aHrriichKoK Ta

SHFIACLKOI0 MOBOI.

YKpaiHCEKDIO MOBAMUY, NEpEBdKHY I Gile pepgit®
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JEPACABHA CIYXKBA 3 HIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIM OBJIACTI

npos. Ceitmranol Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BIICHOBOK
npo sIKicTH BBE3eHOro B YKpaiHy jikapchkoro 3acoby

24.02.2025 Ne 7129/25/10

JAMOTPUH®
(nafivenynanis nikapcekoro 3acoby 3rinHo 5 peecTpaniitiuM nocsiguennan)
Tabaerkn gucneprosani, mo 50 mr; no 10 Tabaerox y Gaicrepi; mo 3 Gaicrepy y xapTomniii
mavi
(thopma BHITYCKY, AO3YRAHESA, B NAKyBAHHA AIKAPCHKOTD 3acoly)

Homep peectpaniiinoro nocsigaesns UA/14222/01/02 crpok pii pecerpauiiinoro nocsimveme 06.02.2026
Copin nikapcskoro sacoBy Ne 406502 Kinpxiets sBesenoro aikaperkore saco6y 3200

Bupo6iurx Papwmallac C.A., penis

{naiimenypanns srpobnixa nixapeskoro sacofy, kpafta LOX0KEHHS)

Baeseno B Yipairy Tosapucrso 3 o0mexxenoro Binnorigansuicrio "ACIHO YKPATHA ",

imenr. wom: 42274733
(uaiimenysanna Ta kom 3a CAPTIOVY ropuamuol ocobu abo npissHme, iM'a, o Barbkosi disuaEol

ocobu - nignpuemus, it Micue npoxcusanms Ta peecTpauiiinnit Homep 06ikoBoT KapTKH MIATHUKL
nojarkis 260 cepis Ta HoMep nacnopTa)

Iporoxes eisyansnore kewrpomo eig 20.02.2025 Ne 0472/10.

3a  pesyneTaTaMH JEDKABLOTO KOHTDONIO BCTAHOBIIENO, MO nikapenkuii 3aci® BBezeno B Yipainy 3
JOTPHMANHAM nuMor 3aKOHOAABETEA MO0 3a6631IEY CHHA SKOCT Jlikapepkux 3acobin.
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