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HEPIKIIIKCIIVIKBA
AEPKABHA CJIY2KEBA 3 JIIKAPCBKIQIX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMJ Y KHIBCBKII1 OBJIACTI

npocnext Banepis Jlo6anoscekoro, 51, M. Kuis, 031 10, Ten/daxc: (044) 2753030
-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK

PO SIKIiCTH BBE3CHOIO B Yxpainy nikapcbkoro 3acoby

01.11.2019 Ne 63522/19/10

JAMOTPHH®

(maitMenyBains nikapeskore 3aco0y 3rimio 3 peectpaniinum TIOCBIIMYEHHAM)
Tabnerku puenepronani, mo 100 Mr o 10 Tabserok y Guicrepi, no 3 Osierepy y kapronmiit
mavni

(dropma Bunycky, nosysanns, sug TIAKYBAHHS NiKAPCEKOro 3acofy)

Howmep peectpauiiinoro nocsinvenns UA/14222/01/03 CTPOK Aii peectpauiiinoro noceiguenns 03.03.2020

Cepiz nikapcekoro 3aco6y Ne 907628 Kinexicrs sesenoro nikapcrkoro zacoby 3096
Bupo6uuxk Crecidap C.A., I'penis
(1aiiMeHyBaBHA BHPOGHHKA JikapenKoro sacoGy, kpaika TIOXOJIHCHE)
Bgeseno B Ykpainy ToBapuerso 3 06MeKeHOIO BignoinaanuicTio "ACIHO YKPAIHA",
inent. xon: 42274733

(uakimenysanns Ta xoa za €JIPIIOY KopruaARYHOI 0cobH abo npiasuie, iM'a, 1o Garekos] hizianoi
ocofH - mianpuemna, 1i Micue NpOXHUBAHHA Ta peecTpauiiinuit HoMep o6nikonol KAPTKH Nnatinka
nofarkies aGo cepis Ta nomep nacrnopra)
IpoToxon Bisyansnore konrpomo nix 27.09.2019 Ne 3627/3.

Jlaboparopuuit ananis skocti nikapcrkoro 3acoly 3xilicHenuii:

AT "Lienrpansna naGoparopis 3 aHali3y IKOCTI JKAPCHKHX 3ac06iB i MEIHYHOT mpoayKiii"
(M.KniB, Byn.Kynpsgeceka 10r)

(HaliMEnyBaHHA Ta MICHCIHAXOKCHHS nabopatopii, 110 nponena aaGoparopusli ananis AKOCTI)

BrickoBok moso skocTi nikapeskoro sacoy, sumanmii naboparopiero sin 18.10.2019 Ne 3314

Peaynwrarn naboparoproro aHANI3Y SKOCTL NiKAPCHKOTo 3aco0y 3a NepeBipeHMMHM NOKA3HUKAMK BianosigaioTs
BUMOTaM METOJIIB KOHTPOJIIO AKOCTI (aHaiTHYHO-HOpPMATHEHOT JIOKYMEHTALT).

3a  pesyiapTatamp AEPIKABHOrO  KOHTPOINO  BCTAHOBAEHO, IO nikapceknit  3aciG  BRezeno m Vkpainy 3
AOTPHMAHHSM BUMOT 33K0OHONABCTRA Wono 3abe3nevens AKocTi NiKapchkux 3acobip.
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Specifar
ATeva Company

Batch Release Certificate / Ceptudukar BoinywerHoik Cepum -
Certificate of GMP Compliance / Ceptudbnkar cootsetcTBus GMP

Name of the Product: / LAMOTRIN, dispersible tablets 100 mg N230 (10x3) in blisters /

Haumenosanne Mpoayxra: NAMOTPUH®, TabneTku AvcnepruposanHble no 100 mr Ne30 (10x3) B
BnucTepax

Strength / Potency: / One dispersible tablet contains 100 mg of lamotrigine /

Cuna pefctenn / OaHa TabneTtka AucnepripoBadHan copepwnt 100 mMr NaMoTpUgKUHAE

AKTUBHOCTb!

Dosage Form: / Dispersible tablets 100 mg/

JlekapcTreHHas dopma: TabneTkn aucrepruposarHbie no 100 mr

Package Sizé and Type: / 10 tablets in blister; 3 blisters in carton box /

Tun 1 Pasmep Ynakosku: 10 Tabnietok 8 Bnuctepe; 3 Gnucrepa KapTOHHOW kopobke

Manufacturing Date: / Batch Number Finished Product: /

Hara npoussopcTea: PRS2 Homep Cepun 'otosoro Mpoayxra: A0s6zs

Expiry Date: / Batch size (in packs): /

Cpok rogHocTy: URR022 Pasmep Cepuu (B ynakoskax): #0290

Batch Number Bulk: / 9C218 Release Number of API; / LAM/196/08/18,

Homep cepuu “in bulk™ Homep Bbinycka AGWU: LAM/197/08/18

Marketing Authorization Number: /

Homep PerucrpauymonHoro UA/M4222/01/03

CaugeTenscrea:

Name, Address and License Number Specifar S.A.

of Manufacturer, which is 1, 28 Octovriou Str., Agia Varvara, 12351, Greece

Responsible for Batch Release: / No. 0000003839/19/1 /

HanmeHosanwe, Agpec u Homep Cnecucbap C.A.

Tuuenann Mponssogurens, KOTOpbIA ¥n. OktoBpuy 28, 1, Aiis-Bapeapa, 12351, Mpeyus

BbINyCKaeT cepuio B obpallyeHue: Ne 0000003838/19/1

Country of Origin: /
Ctpana-npouasogurens:
Importing Country: /
Crpana Vmnoprep:

Greece / Mpeyus

Ukraine/ Ykpauna

Certification Statement: / 3assnenue o Ceprucukauyumn:

I hereby cerfify 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
hatch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. /

3TUM NOATBEPHAAI, YTO BblllleyKa3aHHan MHhOpMaLMA ABnseTcs AOCTOBEPHOR U TouHOMA, lanKasr cepus npounasefena,
BKMIOMAA yNaxOBKY / MapKMpOBKY U KOHTPOMb kauecTpa, Ha YK&33HHOM BEILUE yYacTKe B MONHOM COGTBETCTBMU G
TpeGosanusimu GMP nokansHbix Kortponupyiowux Opratios, a Takke co cneuuukaLmMAMn PerucTpauuoHHom Hocbe
CTpaHbi-umnoptepa unu [flocke wccnenyemoro feKapcTeeHHora cpefacTaa. [MpoTokonk! NpoM3soacTea, %naxbaxu n
aHanuaa 6111 NepecMOTPeH sl 1 YCTAHOBNEHD cooTBeTcTBMEe GMP,

Qualified Person Signature: / Niki Koutsoukou — QA Dir./ QP n%\w

Mognuck YnonHomouerHoro NMuya:

Date of Signature: / 31.07.2019
Aara MNognucu:
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prevail, /

B cnyuae nobbix pacxoxaenmit unu comHenuE MENY BEPCUAMY HA AHIMWACKOM W PYCCKOM S3bikax npeumyl
BEPCUS HE GHINUACKOM R3bIKe.

Specifar S.A. ; SPECIFARZE
1‘ 8 OCtovriou S 23 Si Agia Varvara, Athens GREECE IEADQUAK‘!‘I"J—;L‘%: 1. ;.J(NK'IO\'R;OIE S.[R ,:'\G. VARVARA
Phone: +30 210 54 01 500, Fax: +30 210 54 01 600, Email: info@speci#ar.gr ATHEMS GR-1333]

TEL.: +30 210 5401300 « FAX: 130210 Inl{il()llfi

BRAMNCIE: 3E-33 ATHINON AVENUE
ATHENS GR-10447
TEL.: +30 211 5205000
VAT NQ: EIuv4009565 ’
AMPOS412 AR GEME: 0002238201000
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Certificate of Analysis / Ceptudbukar AHanusa

Name of the Product: /
HaumeHosanue Mpoayxra:

LAMOTRIN, dis
TNAM

Specifar

A Teva Compary

persible tablets 100 mg Ne30 (10x3) in blisters /
OTPUH®, tabneTku AucneprupoBaHHbie no 100 mr Ne30 {10x3) B GnucTepax

Batch Number Finished Product: 907628 Batch size (in packs): / 3096
Homep Cepum Motosoro Mponykra: Pasmep Cepuu (B yrakoskax):
Expiry Date: ! Cpok rogHocTy: 03.2022 Manufacturing Date: / 28.03.2019
flata npouseopncTea:
| Characteristics/ Requirements / Result/

Haumerosanue nokasarens TpeBobanua MKK Pesynerar
Description / White or almost white, 8 mm round flat face, | Conforms
Onucanue uncoated tablets. Markings 100 / CooreetcTayer

Tabstetke, Genoro unK oyt Genoro UBETa, Kpyriible :

NNOCKOUMNUHOpUYeckne ¢ thackon, Ges obonoukn, ¢

MapkvpoBkoR «100», AnameTp TabreTku 9 mm
Identification: / Waentudbukauma
Lamotrigine: / HPLC peak for Lamotrigine shows the same Conforms
HNaMoTpumxuH retention time as that for the reference standard / Cootsercrayer

Bpema yaepxusanus rnaeHoro nuka naMoTPUIKuHA Ha

XpoOMATOrpaMMe  UCMbLITYeMoro pactBopa  gommHo

COBNajaTe ¢ BpeMeHeM y#epKuBaHMa nuka Ha

XpoMaTorpamme CTaHAApTHOro pacTsopa, NONYYeHHbIX

Nput KONW4ECTBEHHOM OrpeaenaHun N
Flavouring «Blackcurrant»: / HPLC peak for Blackcurrant shows the same Conforms
ApoMatusarop «“epHas retention time as that for the identification solution / Cooreercrayer
CMOpoaUHa» Bpems yaepuuBaHus ocHoBHOIG Nuka apomarvsaTtopa

«YepHan cMopoauHa» Ha Xpomarorpamme

WCTBITYEMOro  pacTeopa  AomHO coBnapates ¢

BPEMEHEM  y/epXWBAHWS  OCHOBHOIO  nuka Ha

XpoMmaTorpaMme pacteopa MOANMHHOCTY, MORYYEHHBIX

[ID¥ ONPEAeneHun ConyTCTBYIUMX npuMecei
Uniformity of dosage units: / The acceptance value {AV) of the first 10 dosage | 1.9
OpgHopogHocTs LOBMPOBAHHBIX units is less than or equal to L1. If the AV is greater
eauHKL than 15.0, test the next 20 dosage units. The fina!

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 L2=25 | [Mpuemounoe “ueno (AV) nna nepebix

10 eaunKL MeHee vnu paeHo L1, rae L1 = 15,0

Ecru AV Gomee 15,0 vChbiITaHWe  nposoasT

AONONHUTENBLHO ans 20 eAnHUL, KoHeuHoe

NpueMoqHoe uncno {(AV) ans 30 EAVMHUY MeHee wvnu

pasHO L1 u wHomsuayanbhoe COAePXaHUEe B Kawaoii

AO3UPOBAHHON efMHUUE B Quanasone {1+L2x 0,01

M roel2=250
Friability / NMT 1%/ 0.07 %
WeTupaemocts He Goree 1 %
Resistance to crushing / NLT40 N/ 65N/ H
YeTolymsocTs k pasgaenusaHnio He meHstue 40 H
Average mass / 260mg £ 5%/ 261.0mg / mr
CpegHas macca 260 Mr + 5%
Disintegration (15-25°C water): / Not more than 3 minutes / 0.28 minutes 7 MunyT
Pacnapaemocts (15-25°C soga): He 6onee 3 Mun
Fineness of dispersion / Complies with Ph.Eur. Conforms
Crenens AucnepruposaHus fomxHo coorsercrsosaTs TpeGosaHusam Esp. Dapm. Caooteercrayer - ..
Assay (mg): Lamotriginef 95.0 - 105.0 mg / tbl. (85-105% from the declared 98.8 mg/f tablet/
KonudecrsenHoe onpepenetue quantity) / 85,0 — 105,0 mr / Ta6n. (95 — 105 % o MP [ Taon, <ol
(Mr): NamoTpugskmn 33ABNIEHHOTO KONWYecTBa) e

Specifar S.A.

1, 28 Octovriou Str. — 123 51
Phone: +30 210 54 01 500, F.

Agia Varvara, Athens GREECE
ax: +30 210 54 01 800, Email: info@specifar.gr




Specifar

A Teva Compary

Certificate of Analysis / Ceptudmkar AHanuaa

Name of the Product: /
HaumeHosanne Mpoaykra:
Batch Number Finished Product: /
Homep Cepuu Motosoro MpogykTa:
Expiry Date: / Cpok rogHocu:

LAMOTRIN, dispersible tablets 1
NAMOTPUH®, tabneTku AncnepruposanHeie no 100 mr Ne3p (10x3) B 6nucTepax

00 mg Ne30 (10x3) in blisters /

907628 Batch size (in packs): f 3096
Paamep Cepum (B YNaKoBKax):
03.2022 Manufacturing Date: / 28.03.2019

fara npoussogcraa:

YTCTBYIOLLME MpuMeck (%) BIXKX

[Elated substances (%) HPLC J Con

Single known impurity / =0.5%/ ND

EavHuuHas useectHan npumMecs He oBHapysxeno
Single unknown impurity / <0.2%/ 0.03 % RRT 2,54
EAuHMYRan HewssecTHas npumMect E

Totai of impurities / 5 0.03 %

Cymma npumecsi i

Dissolution / Q=75 % at 20 min / 96.2 %
Pacreopenue Q=75% 3a 20 muu

Microbiolagical quality™: / MukpoBuonorudeckas Yncrora*:

Total aerobic microbial count
(TAMC) / O5uee yucno 89p0obHLIX
Mukpoopratinamos (TAMC)

Not more than 10° CFU/fg /
He Gonee 10° KOE /1

Total combined yeast / mould Not more than 10* CFUig / 0CFUIg /KOE /1
(TYMC) 7 O6Lee uucno apoxoke- He Bonee 102 KOE /1

BbIX ¥ NNecHesbix rputos (TYMG)

E. Coli { Absenceinig/ Absence
Escherichia colf Otcyrcmayersir Orcyrcrayer

O0CFUIg/KOE /T

' — Non-routinely perfarmed, tested on
NPCBOAAT Ha KaMA0W [ecATON CEepUM Unu He

Released Date: / aTa BbINycKa: 1

Qualified Person /
YnonHoMmoueHHoe nnyo

In the event of any discrepancios or doubt between English and Russian
prevail. ! B cnywae mo6bix PACXOXAEHUA KK COMHEHMIA MEXAY BEPCUAMM Ha

UMEET BEPCHS: HA aHrNIMHCKOM AdbIKe,

Specifar S.A.

1, 28 Octovriou Str. — 123 51 Agia Varvara, Athens GREECE
Phone: +30 210 54 01 500, Fax: +30 210 54 01 600, Email: info@specifar.gr

overy 10th batch or at leasf once a year. / Tect #e senaetcn PYTHHHBIM. Mcnbitanue

Pexe CAHOro pasa B rog

4.05.2019

Signature: / Nogaucs

language versions, the English language version shall .
SHIMMIACKOM 1 PYCCKOM R3bikax npeumyLye sgririyfofé:nn

Stamp: / MNevaTs

i 5 554
SPECIFAR S.A.
HEADQUARTERS: 1, 28 OKTOVRIOU STR. AG. VARVARA
ATHENS GR-1235]

TEL.: F30 210 5401500 - FAX: +30 210 5401600
BRANCH: 31-33 ATHIMNON AVENUE
ATHENS GR-10447
TEL.: +30 211 8805000

VAT NO: EI094009565 E
AM.P. 342 AR.GEMH: 060225201000
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