JIEP/KABHA CIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUiBCHKIA OBJIACTI

npos. Caitmaasot Hapii, 3, m.KuiB, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sIKicTH BBE3CHOI0 B VkpaiHy JiKapchKoro 32c00y

22.10.2024 Ne 52778/24/10

JAMOTPUH®

(HaiimenyBanHus TKapChKoTo 3ac00Yy 3riAHO 3 peecTpatiiiiniM MOCBIAMCHHAM)
raGieTKn AMCIeprosani, 1o 100 mr; o 10 Tabaeroxy gricrepi; no 3 Guicrepn y KapToHHii
nayui

(popma BUTTYCKY, [03yBaRHs, BHL TAKYBAHHA TKAPCHKOTO 3acoby)
Homep peecTpaLiHHOTO OCBIHCHHA UA/14222/01/03 crpox aif peecTpalifHOro MOCBIAICHHA 06.02.2025
Cepist TKapcLKOTO sacoby Ne 406508 KinbKicTh BBE3EHOTO JIKAPCHKOTO sacoby 3200

BupobHuK dapmallac C.A., I'penis

(naliMeHyBaHHA BipobHHKa JIiKapChKOTO sacofy, kpaiHa TIOXOJUKCHHA)

BaeseHo B YKpaiiy ToBapucTBO 3 oOMeXeHO10 BiINOBIAATLHICTIO "ACIHO VKPATHA",
iflenT. KON 42274733

(nafiMeHyBaHHs T2 KOI 32 €aproy JOpHIOMUHOT ocobu b0 Mpi3BHLIE, IM'A, TI0 GaThkoBi (QI3HIHOT
ocob - manpremiLs, Ti Micle NPOXHUBAHHA T2 peGCTpauiﬁHHﬁ HoMep oBikoBoT KapTKH NNAaTHHKE
TToxaTKiB aGo cepid T2 HOMEP [acropTa)

TpoToKos Bi3yaJLHOr0 KOHTPOIIO pix 15.10.2024 Ne 3143/5.

3a  pesynbTaTaMM  JepKaBHOTO KOHTPONIO ~ BCTAaHOBJEHO,  TIO nikapcbkuil  3aci0  BBE3EHO B Ykpainy 3

IIOTpHMaHHﬂM BMMOT 3aKOHOZABCTBA LIOAO 3aGe3iTeyeH s AKOCT JIKAPCHKUX 3aco0iB.
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Batch Release Certificate /
Certificate of GMP Compliance

Name of the Product:/
Hasea NPoOAYKTY.

Strength | Potency:/
Cuna Al [ AKTUBHICTE!
Dosage Form: /
Nikapceka hopwa
Package Size and Type: /
Twn | poaMip ynakosku:

LAMOTRIN, dispersible tablets 100 mg Ne30 (10
NAMOTPWYH®, TabneTku aucnepr
One dispersible tablet contains
OgpHa TabneTka gucneprosana MICTWT
Dispersible tablets 100 mg/
Tabnetku avcneprosati no 100 wmr

10 tablets in blister;
10 TabreTox y Brictepi; no

sy

- .
(4 PharmaPathe

Ceprudikat BuryueHot Cepii

{ CepruchikaT BIANOBI

x3) in

osani, no 100 mr Ne30

3 blisters in carton box/
3 BricTepy Y KapTOHHIR naqy

Manufacturing Date: / 01.05.2024 Batch Number Finished Product:
[ata supobHulTea: Homep cepii roTOBOrO NPOAYKTY:
Expiry Date: / 05.2027 Batch size (in packs): /

Tepmid npUaaTHOCTE: Poamip cepii (8 yna«oexax):

Batch Number Bulk: / 4E249

Homep cepil “in bulk™

Marketing Authorization Number: /
Howmep PeecTpaulinHoro NOCBIAYEHHA!

Name, Address and Lic
Manufacturer, which is
Release: /

Hazea, agpeca Ta Homep niyex
KOTPUA BUAYCKAE cepito B o0Ir

Responsible fo

Country of Origin: /
Kpaira-BupoBHWK:
importing Country: {
Kpaixa-imnopTep:

Certification Stat
| hereby certify that the above i
including packaging / labeling
requirements of the local Regu
importing country or product specification
packaging and analysis
Livm igTREepAXyio, Uio puLL@3asHadeHa iHdo
yNakoBKy/MapKyBaHHs T1a KOHTPOMb AKOCTI, Ha 38
KOHTPONKHUMX OpraHis, & TakoX 3i crieumaikau
iKapCLKOro 3aco0y. MpoTokony BUpOOHALTEE, Y

Qualified Person Signature: !
Mignue VrosHosaxeHoi ocobu:
Release date: [

fara sunycky.

*Former Manufacturer
Varvara, 12351, Greece,
Cnecigpap C.A., ByR. OxroBpiy

In th
provail. /

Y pasl OyAb-RKWX poabimHocTeR afo cymHisis MK
AHFNIACHKOI0 MOBOIO.

ense Number of

3l snpobHUKE,

records were reviewe
pmallist € LOCTOBIPHOW Ta TOY

name, Address and License N
No. 0000003839/18/1 / NonepenHs Hass
28, 1, Ansi-Bapsapa, 12351, Mpeuis,

@ event of any discrepancies or doubt between English and

Release Number of APL /
Homep Bunycky ADL:

UA/14222/01103

pharmaPath S.A ™
28is Octovriou 1, Agia
No.0000015574/2211
dapmallac C.A”

28 Oxrospiy, 1,
Ne 0000015574/22/1
Greece/

peuis

Ukraine /

Ykpaida

r Batch

ement: / 3asBa npo ceprucikauito:
nformation is authentic
and quality control att
latory Authority and wi

and accurate. This batch of pro
he above mentioned site (s) in ful compli
th the specifications in the Market
nal Medicinal Products. The
e with GMP./

file for Investigatio
d and found to be in complianc
Hoto. Ls cepi
IHaueHIR sulLe JinbHALE Y NoBH
amn PeecTpaujiitoro [locke KpalHu-imnopTepa

nakoBKkv Ta ananiay oynm riepermnaHy T Ta BCTAHOBIEHO

Niki Koutsoukou -QA Dir

09.07.2024

umber : Specifar $.A1, 28
a BupobHuka, agpeca 1@
Ne 0000003839/19/1

pepciaMi aHFIfcLRO0 T8 YKPATHCLKOIQ MOBEMA, nepesa

i# BiAAOBIOHOCTI RO BAM
a6o [locke Aocnifpysayoro

Ukrainian language versions, the English language ver

aHocti GMP

blisters /
(10x3) y GnicTepax

100 mg of lamotrigine /
p 100 M aMoTPUIKNHY

i

406508

7000

LAM271/12/23

Varvara, 123 51, Greece

Ans-Bapeapa, 123 51, ["peuis

duct has been manufactured,

ance with the GMP

ing Authorization of the

batch processing,

A BATOTORMEHA, BKSHOHBHUN

or GMP rioxanesix™,

BIANOBIAHICTD MP,.."
s S

g

Octovriou Str., Agia

Homep SiueHsii

sion shall

Bepcia

KHY CHNY Mae
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- Pharmapath,

Certificate of Analysis / CepTudikat Ananiay

Name of the Product: /
Haaga Mpogykty:

LAMOTRIN, dispersible tablets 100 mg Ne30 (10x3
NAMOTPUH®, TabnieTkn avcrieprosasi, no 100

) in blisters /
mr Ne30 (10x3) y 6ricrepax

Batch Number Finished Product: / 406508 Batch size (in packs): / 7000
Homep cepii rotosoro NPOAYKTY: Poswmip cepii (s ynaxoskax):
Expiry Date: / Tepmin MPUAATHOCTI: 05.2027 Manufacturing Date: / 01.05.2024
fata BupoBHuuTea:
| Characteristics/ Requirements / Result/ I
_Hassa nokaarvka Bumoru MKS Peaynetat N
| Description/ White or almost white, 9 mm round flat face, Conforms/
Onmc uncoated tablets. Markings 100/ Bignosinae
TabneTky, Girnoro abo maitie Binoro KOMbOpY, Kpyri
NNOCKOLMAIHADINYHI 3 thackor, Bea oBonoHKu, 3
MapKysanHam « 100», fiameTp TabrieTkn O mMum ;
Identification: / laeHTnikauis
Lamotrigine: / HPLC peak for Lamotrigine shows the same Conforms/
NlamoTpumion retention time as that for the reference standard / Bianosigae
Yac yTPUMYBAHHS rONOBHOFO fika NaMOTPAMKUHY Ha
Xpomarorpami BunpoSysaHoro PO34nHy mae |
cnisnagaT 3 yacom YTOUMYBaHHS niky Ha {
| XpoMarorpami craHgapTHoro PO34MHY, OTPUMaNHUX r1py '
I L KIfIbKICHOMY BU3HAYeHH] B
i Flavouring «Blackcurranty: / HPLC peak for Blackcurrant shows the same Conforms/ J
| ApomaTuaatop «Yopra retention time as that for the identification solution / Bignosinae J
i CMOPOAMHE Y Hac yTprMyBaHHA OCHOBHOTG nika apomatmmaaropa
| «HopHa cMopogmnHar Ha Xpomatorpami annpobysanoro !
f PO34MHY Mae cnisnanaTv a yacom YTRUMY BAHHS |
i OCHOBHOrO Nika Ha xpoMaTorpami PO3UUHY !
“ @BTEHTUHHOCTI, OTPUMEHMX MPU BUIHAYEHH CYnyTHix
, HOMILLIOK
; Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage AV=1.5
| OaHopiaHicTs gosoBanHmx OLMHIL units is less than or equal to L1. If the AV is greater !
i 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£1.2 x 0.01) M,
f where L2=25 { Mpuiimanste umero (AV) ons nepiuwx
| 10 0guHWLEL MeHWe abo Aopisrioe L1, ge L1 =150,
{! Skuo AV Binbue 15,0 BUnNpaBosysakHa nposoasTs
! fofaTkoso ans 20 oauHuuek. Kinuese npuiaMansbHe
,5 “uCno (AV) anst 30 oauHULe MeHwe abo nopisHoe L1
i Ta HauBIgyans Wi BMICT B KOXHf £030BaHI 0aUHMLI B
] Alanazori (1+ 1.2 x 0,01) M, ge L2 = 25.0
| Friability 7 NMT 1%/ 0.03 %
|_CTupaemicTs He Binbiwe 1% _—
| Resistance to crushing / | NLT 46 N/ B4N/H
L_CrinkicTs 40 posnasnoBaxHs | He menwe 40 H
i Average mass / ! 260 mg + 5% / 281.2myg/mr

%
| Cepeans maca

260 Mr £ 5%

i Disintegration (15-25°C water): /
Posnaganms (15-25°C BOAa):

Not more than 3 minutes /
He Binblue 3 xs

|
|
0.21 minutes / xaurny |

|
J Fineness of dispersion /

[ CTyniHb gucneprysamta

Complies with Ph.Eur. /
MosuHeH BinnosinaTh suMoram €8p. dapm.

Conforms/
Bignosinae

Assay (mg): Lamotrigine/
KinbKicHe BraHaqeHHs (mr):
TTamoTpugxun

95.0 ~ 105.0 my/tbl. (95-105% from the declared
quantity) / 95,0 — 105,0 mr/Ta6n. {95 — 105 % Big
3aA8/18HOT KiNbKOCTi)

99.7 mgitablet/

Mr/Tadn,




¥

¥
G pharmarathe

Certificate of Analysis | Ceprudikat Ananisy
Name of the Product:/ LAMOTRIN, dispersible tablets 100 mg Ne30 {10x3) in blisters /

Haasa NpoayKTy: NAMOTPUH®, TabneTiv nvacneproaaHi, o 100 mr Ne30 (10x3) y BricTepax

Batch Number Finished Product: / 406508 Batch size (in packs): / 7000
Homep cepii roTosoro APOAYKTY: Poawmip cepii (8 ynakoakax):

Expiry Date: / Tepmit NPURATHOCTI! 05.2027 Manufacturing Date: ! 01.05.2024

fata BHpOOHULTBE!
e oy
HPLC: | CynyTHi nowmitlikn (% BEPX:

%

Related substances

Single known impurity / £05%1 ND / He BuaBNEHO
OpuHruHa Bigoma aomitiKa
Single unknown impurity / <0.2%)] < LOQ ! Mexa
OpHnIHE HeBiAOMa AOMILIKE | =Y KINBLKICHOTO BU3HAYEHHA
Total of impurities /
| Cyma AOMILLOK ‘ <1.0%/ <LOQ/ Mexa
'...,,_..-__.___.,W.___,__“.______.___.,._._ﬁ..J-_,__.__,-__._,,_.__,_,__,__, I KiFIbKIGHOTO 13HaueHAHA
Dissolution/ =98 % at 20 min / 99.8 % !
_PogunHeHHs Q=75%3a20x8 P —— ‘;
MiCr0_125319_919.ﬁ,'_.9.!?_‘1?).’.fE,’.ME?P.Q@.‘.QI‘QL‘“_‘.E@J_‘E’ESIQTE*'- .

Total aerobic microbial count Not more tﬁéﬁ?ﬁfﬁé?Uf‘éﬂwww‘WMWw T g eFUIg wolr
(TAMC) | 3ararnbHa KiNBKICTE He Binblwe 103 KYO/T ‘\
|

aepofrux wmikpoopraHiamis (TAMC)
\‘ Total combined yeast/ mould

L (TYMC) | SaranbHa KINbKICTD

]\ APDKAKOBUX T2 nnicenesnx rpudis

Not more than 102 CFU/g/ 0 CFUIg/ KYO /T

He Ginble 102 KYOIT

(TYMC)
E.Coli/ Absencein 19/ Absence in 19/
Escherichiacoll S BiﬂEYJ_HJP_TéE.LE.___- - BipcytHine i\ ..

+ — Non-routinely performed, tosted on every 10th batch or at least'B_rx_ée‘é{’;é—é}f'i‘féii?ﬁé@}?ﬁﬁﬁéﬁi\/‘i‘.’ BynpoGyBaHHs NPOBOARTL Ha

(ORI gecaTii cepil abo He pinLe 0AHora pasy Ha PIK.

release Date: / faTa BUMYCKY: 09.07.2024 Signature: / Stamp: /
flignwc MeuaTtka
Niki Koutsoukou -QA Dir

Qualified Person /
YnosHoBaMeHa ocoba

in the event of any discrepancies o doubt between English and Ukrainian language varsions, the English language version shall
prevail. [

Y pasi Dynp-AKUX poaﬁimHocreﬂ aBo CymHiBiB MK BEPCIsSIMU anrnificekoo Ta YKPaTHCBKOO MOBAMU, NEpesanHy Cuny Mae Bepcif
ARTIACHEKOI0 MOBOIO.







