¥
JEPXIIIKCIIYKBA
JIEPKABHA CJIVIKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBJIACTI

npocnext Banepin Jlobanoscskoro, 51, M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

) BUCHOBOK
NPOo AKICTH BBE3€HOI0 B YKpainy JikapcbKOro 3acooy

23.02.2023 Ne 7631/23/10

_____________________ JJAMOTPUH®

(Ir.ilaﬁh’.[E:H}’EﬂHHH JIKAPCLKOro 3acofy 3rifHo 3 peccrpamifauM NOCBIAMEHHAM )
TabaeTKu Aucneprosani, 1o 100 mr no 10 TadaeTok y OuicTepi; mo 3 GiticTepH y KapToHHiii
navi

(hopma Bumycky, [O3yBaHHs, BU HAKYBAHHS MKAPCHKOTO 3acoQy)
Homep peectpauiiinoro nocsiguenns. UA/14222/01/03 crpok nif pecerpauiitnoro nocsinuenns 06.02.2025
Cepia nikapcekoro saco6y Ne 212945 Kineskicrs BRe3eHOro JTikapeskoro zacoby 3200

BHpoGHHK _Papwmallac C.A. (monepejins Hasea BUPOOHUKA Coecidap C.AL), I'penisx

(nafivenyBaHiA BUDOGHNMKA NiKapChKOro 3acoby, kpaia TOXOIKEHHS )

Beeseno B Vkpaiiy Torapucrso 3 o6me:xenoro Bignosizaasnicrio "ACIHO
YKPAIHA", inenr. xon: 42274733

(radiMeHyBaHH4 ta koA 3a CAPIIOY ropuauuHOT 0co6H a0 Npi3BUIIE, iM'9, N0 HAaTEKOB]
(p13u4HOl 0cobu - oignpuemu, ii Micue NpoXUBaHHS Ta peecTpaliti it HoMep 0OIKOBOT
KapTkd TUIATHHKA [MOJATKIB ab0 cepif Ta HOMEp MacnopTa)

TIporokoi BisyanLore kourponio iz 22.02.2023 Ne 0514/8.

34 PE3YNBTATAMH JIEPKABHOIO KOHTPOMNKO BCTAHOBREHO, WO JlikapCeku# 3acib BEe3eno B YKpaiHy 3

-

HAOTPHMAHHAM BHMOI 3aKOHOIABCTRA ILOLO 3a0e3neuen s SKOCTI NiKapehKHX 3aCoHiB.

(At ) {Eogiass v nipismsame)




'QDP'h'a rrmaPaths
Certificate of Analysis / CepTuidikart Ananiay
Naré of the Product: / LAMOTRIN, dispersible tablets 100 mg N30 (10x3) in blisters

Haspa lMpoaykry: NAMOTPUH®, TabneTkn aucneprosati, no 100 mr N230 (10x3) y BnicTepax

Batch Number Finished Product: /| 212945 Batch size (in packs):/ 7500

Homep cepii roToBOro NpoayKkTy: Poawmip cepii (B ynaxoskax}, o

Expiry Date: -/ Tepmitt npuaatHocCTi: 11.2025 ‘Manufacturing Date: / 04.11.2022
[aTa snpobHuuTRa.

[Characteristics/ . . o . _..|.Requirements /. e o Result/
Haapa nokasHuka Bumors MKH PeayneTar
Description / White or almost white, 3 mm round flat face, Conforms/
Onuc uncoated tablets. Markings 100/ Bionosigae:

: TatneTku, Binoro abo makwke Ginoro KoMLopy, Kpyrni
NNOCKOLMNIHADPKWYHI 3 dhackoto, 6e3 000NoRKY, 3
_ MapkyBaHHam « 100», giameTtp 1abneTkn 8 Mm
ldentification: / | gerTudikauis
Lamotrigine: / HPLC peak for Lamotrigine shows the same Conforms/
| NamoTpngxuH retention tirne as that for the reference standard / Binnoeipnae
Yac yTpumyBaHHs roNOBHOIO MiKa NaMoTPUIKUHY Ha
. e xpomarorpami sMNpoOYBAHAr0G PO3UKHY MaE
I it o e -GTHBIGAATA-3 MACOM YTRMMYBAHHANIKY. HA . B S
XpOMaTOrpami CTARHASPTHOrO PO3HUHY, OTPUMaHUX Npw
L KINBKICHOMY BUIHAYEHHI
Flavouring «Blackcurrant»: / HPLC peak for Blackcurrant shows the same Conformsl/
Apomaruaatep «HopHa retention time as that for the identification solution / | Bignosigae
] - CMOROAUHAY — Hac yTpuMyBaHHs OCHOBHOIO Nika apoMaTtnIaTopa | »
«opHa cMOpoauAa» Ba Xxpomarorpami sunpobysaroro | I
PO3YUHY MaE CNIBN3ASATN 3 YECOM YTPAMYBaHHSA
QCHCBHOMO NiKa Ha XpOMaTorpami po3unHy
ABTEHTUYHOCTI, OTPUMABHUX NpWU BN3HAYEHH] YNy THIX
e e _BOMILLOK
Uniformity of dosage units: / The acceptance value {AV) of the first 1} dosage AV=1.6
OfHORIRHICTE 4030BAHNX. QAUHMLIb 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 fo L1 and individual content of
the dosage unit is in the range (1 L2 x 0.01) M,
where L2=25 | TTpuiAManeHe 4ueno (AV) ans nepiumx
10 opuHiub meHlwe abo gopisHioe L1, ae L1.= 15,0.
Axwo AV Binslie 15,0 snnpofosyBaHna NPOBOARATE
aopatkoro ana 20 oavHuue. KiHuese npuaMansHe
aucno (AV) ans 30 oguHnub MeHwe abo gopisHioe L1
Ta iHAUBIAyansHWA BMICT B KOXMIA N030BAHIA OOVHWLI B
: pianasani (1 £ L2« 0,017 M, pe L2 = 25,0
Friability / NMT 1%/ | T 0.05 %

1 CTMDEEMICTE S He binbwe 1 % : - - e
Resistance to crushing/ | NEY 40N/ 63N/ H

Ty Cﬁﬁkib_r“b gopvbaﬂéaﬁnméél:{”ﬂ-— R HéMEHme-_4DH ettt e 4 s e sn @ e o n e a1 T P .
Average mass/ 260 mg £ 5%/ 260.7 mg fwmr

Cepeassa Maca 260 mr 1 5% -
Disintegration (15-25°C water}): / | Not more than 3 minutes / 0.42 minutes / xBunuH

1 -Poanapanns (15-25°C soga): He Binblue 3 XB

| Fineness of dispersion/ Complies with Ph.Eur. / Conformsl/
CTyniHe gucnepryBaHHa lMosukeH Bigniosinaty sumoram €ap, dapm. Bignoeinae
Assay (mg): Lamotrigine/ 95.0 - 105.0 mgitbl. (95-105% from the declared 99.5 mg/tablet/
KinbKicHe BnaHausHHA (wmr}: quantity) / 95,0 — 105,0 mr/rabn. (95— 105 % Big
flamoTpraxni . 328BNEeHOI KiNLKOCTI)




Pharmarath.
Certificate of Analysis / CeptuchikaT AHanisy’
Name of the Product: / LAMOTRIN, dispersible tablets 100 mg N230 (10x3) in blisters/

Haaga [poaykTy: JTIAMOTPUH®, TabneTkn gucneprosani, no 100 mr Ne30(10x3) y Bnictepax.

Batch Number Finished Product:/ 212945 Batch size (in packs): / 1500
Homep cepii roToaoro NpoaykTy: Pa3aMip ceplii (B yrakoskax):

Expiry Date: | Tepmid npugaTtHocTi: 11.2025 Manufacturing Date: ! 04.11.2022

Rata BupobrHnyTea,

[ Related substances (%) HPL.G: ICyny_THi pomiwkwm (%) BEPX:

* — Non-routinely performed, tested on every 10th batch or at least once a year. / TecT He ¢ pyTuHHUM. BunpoBysanHa npoBoasATs Ha

KOXKHIA AecHTiA cepil abo He pigiue 0AHOMO pay Ha pik.

Release Date: / [lata suiycKky: 12.01.2023 Signature:./ Stamp: /

Single known impurity Y LT A — S— DT Siisams.
QpwrHuWUHa BiaOMa OMIILIKA
Single unknown impurity / <0.2% < LOQ/ Mexa
1 OpMHWYHA HeBifoMa AoMILLKa e KINbKICHOTO BU3HAYEHHA
1 Total of impurities /
“Cyma gomilok . £1.0%1 < LOQ / Mexa
N UUPI o KINBKICHOrO BU3HAYEHHS
Dissolution / Q=75 % at 20 min/ 101.8 %
Po34vHeHHs Q=75% 3a.20 x8
| Microbiclogical quality®; / MikpobiongriuHa 4ncrora™;
| Total aerobic microbial count Not more than 10° CFUIg / 0 CFUlg I KYO /T
| ATAMICY L 3ATAABHA KIABKICTR I HeBinswe 10 Kyor e e e
AepOBHx MIKpOOPTAHIMS (TAMC) |
Total combined yeast/ mould Not more than 102 CFUlg / 0 CFUIg 1 KYO /¢
{TYMC) ! SarancHa kinbKicTs He Ginblie 102 KYO/r
APIKAKOBUX Ta NniceHeBWX rpubie
(TYMQC)
E.Colit Absencein gt —— — A "Absenceintglf——
Escherichia ¢oli BigcyTHICTL B 1 T BigcyTHii B 11

A flevawa

...........

Niki Koutsoukou -QA Dir o
Qualified Person / ") /k ¢
YnosxoeameHa ocoba -

In'the event of any discrepancies or doubt between English and Ukrainian language versions; the English language version shall

prevail. { 45

Y pasi Byab-akux poabixuHocrel abo cymHiBin MbK BEPCIAMW QHINIACLKOI T2 YKPATHCHKOK MOBaMHM, nepeaamnﬁ ,_‘ma,aa‘sﬁbpcm
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d PharmarPath,
~ Batch Release Certificate / Ceptudikat BunyuteHoi Cepii
Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

Name of the Product: /
Haaga npoayxry:
Strength / Potency:/
‘Cuna ail / AKTUBHICTb!
Dosage Form: /

LAMOTRIN, dispersible tablets 100 mg N230 (10x3) in blisters /
NAMOTPUH®, tabnetku gucneprosani, ro 100 mr Ne30 (10x3) y GriicTepax
One dispersible tablet contains 100 mg of lamotrigine /
OgHa Tabnetka aucneprosaHa MicTuTe 100 Mr namoTpuoKuHy
Dispersible tablets 100 mg/
. Jikapcoka opma: ... ladnetku H“C”erBaH* 1o 100 wr e i
Package Size and Type A 10 tablets in blister; 3 blisters in carton box/
Tun | pO3MIp yNakoBKK: 10 Tabnetok y Gnictepi; no 3 GricTepu ¥ kKapTOHHINA navyi

Manufacturing Date: / 04.11.2022 Batch Number Finished Product:/ 212945

Nata srpobruytea: Homep cepil roToBOro npogyxTy.

Expiry Date: / 11.2025 Batch size {in packs): / 7500

‘Tepmid NnpuAATHOCTI: Poamip cepil (B ynakosxkax).

Batch Number Bulk: / 2K714 e _ -

Homep cepii “in bulk™ ﬁzﬁ:seﬁ?ﬂu?beﬁr\;{ APL LAM/029/02/22

pavnycky A% LLAM/D30/02/22

.. MIATKStiRgAUTROHZAtION NUmber: [ T T UAM4222/01/03 T T T

Homep PeecTpalitHoro NOCBIAYEHHS:

Name, Address and License Number of

Manufacturer, wh:ch is Responsible for Batch
iiei—ee— R @laase: / .

PharmaPath S.A *

No.000001 5574122!‘1

Hassa, agpeca 7a Homep fiuexsii enpobHuka,

KOTPUA BUNYCKae cepitdo B oBir:

28is Octovriou 1, Agia Varvara, 123 51, Greece

Papmallac C.A*

28 OxvoBpiy, 1, Ahs-Bapeapa, 123 51, 'peyis.

Ne 0000015574/22/1

Country of Origin:/ Greece /
Kpalta-smpobHuk: (peuin
__importing Country: / Ukraine /
KpalHa-imnoprep: - YKkpaina

Certification Statement: / 3aasa npo ceprudikayio:
| 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 batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP, /
LM niaTeepipkyto, WO BULiedasHadedna iHQOPMaUif € AOCTOBIpHOK. Ta TouHoK, LA cepi BWIoToBfEeHa, BKINIOYa0HUY
YRAKOBKY/MapPKYBaHKA T4 KOHTPOMEB AKOCTI; HA 383HAYEHIN BALLE AiNkHULI Y ROBHIR BianosigHocTi Ao eumor GMP nokansHWx
: KGHTDOJ’!EOHJ‘-IM){ OpraHis, a TakoxX 3i cneyudikayiamn PeectpauinHore LoOcke kpaiHy- tmninepa abo [locke ,ﬂOCJ'II,EL)E(}f

NiKapChKOro sacoﬁy Flpo*romnm BnpoﬁkuTaa YMNaKOBKW Ta EiHElJ'IlS‘y' Bynw neperﬂﬂnyﬂ Ta BCTEHGBHEHO |-31 M

. Qualified Person.Signature:/. ...
lianue YnosHosameHol ocobu:
Release date: /

Hara sunycky:

- Niki Koutsoukou -QA Dir_ ... _ | e

12.01.2023

"Former Manufacturer name, Address and License Number | Specifar $.A.1, 28 Octovriou Str., Agia
Varvara, 12351, Greece, No. 0000003839/19/1 / INonepeghsi Hassa BupobHUKa, agpeca Ta HoMep nileHsil:
Cnecitpap C.A., syn. Oxropiy 28, 1, Aka-Bapeapa, 12351, 'peuis,Ne 0000003839/19/1

In the event of any discrepancies or doubt betwasnFrgh
prevail. / iyiﬁiﬁ* *
Y pasi Gygb-Akux pozdinnoctedl abo cyy mfé B ‘
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#eh) and Ukrainian language versions, the English language version shall
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