MEPHUIIKCITY B A
HEPKABHA CJIIYIKBA 3 JUKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU vV KWIBCHKTA OBJIACTY
Jipoenext Banepis JloBanoserxoro, § 1, M. Kuis, 031 10, Ten/daxe: (044)363-06-50
E-mail; dls.ko@dls;gov.ma(,ht.tps://www.dls.;zov.ua, Kon €I(PIIOY 37078774

BACHOBOK
npo aiicTs BREzenoro B Yxpainy nikapenxoro 3ac¢oby
07.02.2022 Na 3155/22/10

JAMOTPHHE®

(naitmenyRanuy nixapesKoro 38606y 3riano 1 peecrpanithnm TIOCBITTeHsM)
Tadaeru Rueneprosani; no 50 mr, no 10 Tabiaerox y 6uricrepi, no 3 Baicrepn y KapTronmii
, naygni
(dopma sumycky, HOIYRAUNS, BUA TIAKY RAHHN nixapeekorg 3ac00y)

Homep peecrpauitirroro nocnimmenms UA/] 4222/01/02 otpox xit peectpauittuoro nocsimenns 06.02.2025
Cepis sikapcrkoro sacoby No110933 Kinskicts nresenoro JixapesKoro.saco6y 4398

Brpo6u _Cuecidap C:A., I'pexis L
(HatiMenymanus nHpoGIHKEa HKapeRKOro 3ac08y, kpaina NOXOIKEHNs)

Bueseno »'Vipainy Tosapuerso 3 06mesnenoro niuuoniaa.rx’snicwm~"ACIHO\YKPA‘I'HA",
inewr. xon: 42274733 )
(Haltenynasms ta ko 3a EIPIIOY 1w0puiuaBof 0co61 n6o npianye, im's, 00 Garskon] thisnanoy
0co6u » niuiprenmy, il Micue nposcupanms ta peecTpaniuuit vomep obnikoso) KapTiy IiaaTHsKa
noxarkis abo cepis 1o HOMOP nacrnopTa)

Hpororon siayankioro konrpomo in 28.01,20272 N 0220/1,

Ja. pesynnratamMu  epianioro KOWTPOMO  poTatobneno, .1no fikapcuiudt 3acis  mpesers B Yipainy 3
AOTPHMAHHSM  BUMOT 3K0HOAANCTER o110 3a0e3ne et kot JKAPCHIMX 3a¢06iH;
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Batch Release Certifivate / Ceprudinar B’MhyméHd'i*Cepi'i‘.'
Certificate of GNP Compliance / CeprucixaT signosigHocti GMP

Name of the Product: /
Hassa npogykry:

Strength / Potency: /
Cuna ait / ArusHicTs:
Dosage Form: /

Nikapchia thapmar.
Package Size and Type: /.
Tun i po3mip ynaxowiu:

Manufacturing Date: |
Hlara supobuuyrsa:
Expiry Date: /

Tepmin npupatHocTi:
Batch Number Butk:/
Homep cepii “in bulk”:

Marketing Authorization Nuimber: /

1627

LAMOTRIN, dispersible tablets &0 mg Ne30 (10x3) in blisters |
JAMOTRPUMH®, Tabnetiv-aucneprosati, no 50 mr Ne30 (10x3) y Briicrepax

One dispersible tablet contains 50 mg of lamotrigine /
OamHa Tabnetka Aucneprosana MicTuTeL 50 ur AEMOTPULKIHY
Dispersible tablets 50 mg/-

Tabneriun Avcneprosadi no 50°mr _

10 tablets in blister; 3 blisters.in carton hox !

10 Tabnerox y Gricrepi: no-3 Bnicrepu y kapTomnii padi

29.09:2021 Batch Number Finished Product:/ 110944
Homep: cepii rOTOBOI'C MPOAYKTY:
09.2024 Batch size (in packs): / 4398
‘Poamip cepii (a ynaxkosxax): ‘
1LAM203/04/24

Release Numbor of ARY;/
Homep sBunyciy Adl;

UA/M4222101/02

Homep Pecctpauiitnoro nocsiguens:

Name, Address and License Number of o
Manufagturer, which Is Responsible for Batclt

‘Release: /

Masna, afipecd ra-hotep niLeHsi BUPOBHUKA,

KOTPUIA BUNYCKaE cepiio B-obir:

Country of Qrigin: /
Kpaitia-supobume.
Importing Country:/
Kpaiua-imrioprep:

Specifar$.4,. _

1, 28 Octovriou Str.; Agia Varvaia, 1 2351, Greece:
No. 0000003835/19/1 -/

‘Crecicpap CA.

8yn. Okroepiy 28, 1, An-Bapaapa, 12361,
Ne 0000003839/19/1

Greece [

MpeLis

Ukraine /

Yipaita

pein

Certification Statement: / Sassa npo-ceprudicatiimo:

[ hereby certify that the above information is authentic.and
including packaging / labeling and quality control at the above mentioned site
requirements of the local Regulatory Authority and with the

product has been manufactiirad;
(s} Infull compliance with the GMP
speclfications.in the Marketing Authorization of the

accurate, This bateh of

importing .country or product specification file for investigational Medicibal Products, The bateh processing,
packaging and analysis records were reviewed aind found to be in compliance with GMP. /

Unsm nigraepmryio, wo auulesaanayena indopmatia ¢ AOCTOBIPHOIO Ta TOMHOW,

List cepin BUFOTOBNGHE, BRIMIOYA IO

YNEKOBKRY/MAPKYBAHHA Ta KOHTPOML AKOCTI, Ha aasHaueHid BuiLle AiNkHUL Y RoBHIf sBipnosiasocT A0 sumor GMP nokanuHmux.

KoHTportiaoumx Opranis, a TaKOK 3i cne

Undikauliamm Peecrpaliinoro lockes kpaluu-iMnoprepa 869 Jocuwe AOCHIANYRAHAO:

nikapenkoro 3acoby. Mporokonu BUPOGHMLITEA, YNaKoBKM Y4 ananiay Bynu nepernsinyri ta neranobrato sianosignicTs GMP..

Qualified Person Signature: /
Nianue YnosHosaxeHo] ocotu:

Date of Slgnature: /
Hara nigrvey:

Inthe event of any discrapansios
‘préevail,. /

Y pasi Gynuesiux. poaBikmocrei 866

anrnifeskow Mosow,

Specifar SA,
1, 28 Octovriow, S}
Phone: +30 2148

.

CymHisis Mk sepcintm

Niki Koutsoukou - Qa4 Dir, /- QP

11:11,2021

or doubt between English and Ukfainian language vécsions, the English-language versioni siiati

AUNIRCHROIO T8 yrpaAMCLKola MOBaNM, NEPEBIKHY cvny mae Bepoin’

i
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Specifar

A Teva Company

Certificate of Analysis / Ceprudikat AHaniay
Name-of the Product: /. LAMOTRIN, dispersible tablets 50 mg N23o (1 0x3} in blisters

Hassa Mpoayxry: NAMOTPYIH®, Tabnetku qucneprosani, no 50 mr Ne30 (10x3) .y BnicTapax

Batch Number Finished Product: / 110933 Batch size (in packs): / 4398

Homep cepii rotasoro npopykry: Poamip cepll (B ynakoskax);

Expliry Date:/ Tepmin-npuaarioct: 09.2024 ‘Manufacturing Date: / 29.09.2021
_ Hata supobumiirsa: S

Characteristics/ Requirements / ‘ Result /

Hagea rokasnuka Bumoru MK Peaynbrar

Description / White or almost white, 7 mm round fiat face, Conforms/

Onue uncoated tablets. Markings 60 / Bisnosigae

Tabnerku, Binora abo:maiie Ginoro RONLODPY . Kpyrii
rinodkouuningpuani 3 hackoio, 603 06010HKM, -4
maprysaHHam «50»; giamern Tabnetkn .7 Mm

' l’(‘fen‘tyi‘fi'ébétion: 1 {penrudirauia

Lamotrigine:./ HPLG peak for Lamotrigine shows the same Conforms/
Namotpumiian retention time-us that for the reference standard / Binnosinac
Hac yTpUMYBAHHR.ronoBHOro fika NaMOTPUANUHY Ha
XPONATOrPamMi BUNPOBYRAHOTO POSUMHY Mas
CriBNaAaTM 3 YACOM YTPUMYBAHHS MiKY Ha
-XPOMATOrPaMI CTAHAAPTHOrO POIUMHY, OTPUMAHKX Tijpv!
WNLIKCHOMY BUIHAYBHRK]

Fla\)vour‘ivngl‘«Blackcurrant»: / HPLC peak for Blackcurrant shows the same Confarms/
Apomaruaarop «Hopha retention time as that for the identification solution/ | Bianoninae
CMOPOAUHAY Hac yTpuMyBanis 0CHOBHOrO rilka apoMaTuaaTopa

«MopHa cMopoLUHay Ha XpoMaTorpami Burtpodysayoro
POIUMHY-MAE CIBNAARTI 3 URCOM YTPUMYBAMHS
OCHOBHOIO Niké HA XPOMATOIPAMI DOSUUNY
ABTEHTUMHOCT], OTPUMAHMX (IPY BUIHAMEHH] GYNyTHIX
A0MILLIOK

Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage 1.5
OnHopIAKICTh A0308aHUX OAVHULL units is less thah 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=257 [puitmaniie uueno (AV) ans nepuums
10 oatHiue Mekwe aBo poplsrioe L1, ae L1 = 15,0,
Hriio AV Ginstue 15,0 eunpoBosysanHs NPOBOAATL
* AORATKORO Ang 20 opuHm. KiMene npuitmansHe
wcna (AV) ans 30 opumL Mexie abo popiskioe L4
Ta IHANBIRY BsHWA BMICT 8 KONKIN AO30BEMIN OAMHALY &
Alanasodi (112 x 0,01) M, pe L2 = 25,0

Friability / NMT 1%/ 0.04 %
| Crupasmicrs He Binswe 1%, '
Resistance to crushing / NLT 30 N/ S2NIH
CTifkiCTh A0 POFRABIIOBAHNA He menwe 30 | "
Average mass / 130 my 5%/ 130.4 mg / wr
Cepepna maca 130 M 5%
Disintegration (16-25°C water): / Not more than 3 minutes / 0.485 minutes / xsunuH
Poanananns (15-25°C sopa): He Binblie 3 xb.
Fineness of dispersion / Complies with Ph.Eur, / Canforms/
CryniHh picneprysarns. MosmHen BignoBiaaTk BUMOram €up. Dapm. Binnosinae
Assay (mg): Lamotrigine/ 47.5 - 52.5 mgithl, (95-105% from the declared 50.7 mgltablet/
KinkicHe BuaHaueHHs (mr); quantity) /47,5 - 62 5 mr/rabn, (96 —105-% pig mrfraén,
Namorpuasim r 0, 3AABNOHOT KinkkoeT)
RN
SN
Specifar 8.A, RN

2351 AguVhiara, Athens GREECE,
PBax: 4 30220 54 01 600; Email: info@specifargr

1,.28 Octovrioy Stry x4
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A le\m Cornpany
GCertificate of Analysis / Cepruikar Ananiay
Name of the Product: / LAMOTRIN, dispersible tablets. 50 mg Ne30 (10x3) in blisters /

Hassa Mpoaykry: JAMOTPUH®, Tabretiv avcneprosant, no 80 mr Ne30 (10x3) y Gricrepax

Batch Number Finistied Product:/ 110933 Ratch size-(in packs):/ 4388
Homep cepil roTo8oro NPOAYKTY:! Poamip cepli (8 ynakoskax): o
Expiry Date:./ Tepmit npupatHocTi:. 00,2024 Manufacturing Date: / 28.09.2021

Nara supoGHut|ras;

Related substances {%) HPLC. / Cynyrai nomituku (%) BEPX:
Single known impurity / S0.5 %1 ND / He ausibrieno
OnuuHuiba ginoma AoMilka
Bingle unknown impurity / <0.2%] RRT 3.39:.<LOQ
OOMHWYHA. HEBIIOMA JAOMILLIKA SRR

: Totaloflrr_\purltiesl <10 %/ ’ <100
Cyma pomiwiok . : N - . N
Dissolution / Q=75 % at 20 min / 96.8%
Pogunterns Q=78%3a20 xn
Microbialogical quality*: / MikpoGionoriuna uncrota:
Total aerobic microbial count Notmore than 10° CFU/g / O CFUMgTRYO [t
(TAMC) / 3araribHa KinbkicTb “He Binse 10° KYO/r
aepoBumx Mikpooprasiamis (TAMC)
Total combined yeast / mould ‘Notmore than 102 CFUIg ! 0 CFUIg I'KYQ. /¢
(TYMC) /. 3aransHa KinbKicTes He Binvle 10? KYO/Ir
APPRANOBUX Ta aniceHenux rpubiy
(TYMC) N .
E. Goli/ Abssencein t g/ Absence i1 ¢/
Escherichia ¢oll . o Bigoyrdicven 1r BincyThin & ¢

e Nonaroutinely performed l@smcj on every 10th batch or at [gast once @ year, /1em He e p/mm«wm BUnpobynansa nposoaaTy Ha
“KOXHIA pecnviit Cepii A00 He pialue aaKore pasy Ha pik.

Released Date: [ [arta sunytxy: 11112021
Qualified Person /
YriosHopaxeHa ocofis

{6 thie event of Any dl%crapancm or ot betiean (‘ngnc,h aiid Ukialinian kinguage versions, the ERgISH Tantiiage version shall
_ptevad /

Y pasi-Gyab-axux poabixHocTed abo cymuiais Mk BepcismMu aHFAIRCHKOI. TR YIPATHCLKOKL MoRamy, MNePeBaiiy Cuny Mae 0epcis
AHTNIRCHKOI0 MOBOI,

T 0N
Specitar SA: & \\
1,28 Octovrioy Sir, 5;\1 lAgia igar\}@ra Athens bRLECE
Phone: +30 2] 540756003 Fax: +
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