JEPYIIKCIIVIKBA
JEPIKABHA CJIYVIKBA 3 TIKAPCBEKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIM OBJACTI

npocnekt Banepis Jlo6anoscbkoro, 51, M. Kuis, 03110, ten/dakc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo SIKICTH BBE3eHOro B YKpainy JikapchbKoro 3acody

01.11.2019 Ne 63520/19/10

JAMOTPUH®

: (naiimeryBanss nikapeekoro 3acoy 3riauo 3 peecTpaniiiinum TIOCBIAYEHLIAM )
TabJerku quceneprosani, no 25 mr no 10 ra6aerox y Guticrepi, o 3 Gnicrepn y kaprommiii
naugi

(popma BHTYCKY, N03YBAHNA, BUA NIAKYBaHHS JIKAPCEKOTO 3a¢06Y)

Homep peectpaniiinoro nocsinserna UA/14222/01/01 crpox aif peectpanitinoro nocsimsers 03.03.2020

Cepis nixapcskoro sacoby Ne 907624 KimskicTs BBE3€HOrO NiKaperpkoro sacoGy 5819
Bupo6Hux Crecidap C.A., I'penis
(mafiMesysannsg BHpoGHuKa nikapeskoro 3acoly, kpaina TIOXOJDKCHHA)
BeeseHo B Vipainy Torapncreo 3 o6mesxenoro Bigmorizansuicrio "ACIHO YKPAJHA",
inenrt. kon: 42274733 :

(uaitmenynamis ta kon 3a €J[PIIOY ropruanunoi ocodH abo NPI3BHINE, iM'g, TI0 GaThKoB} (H3HYHOT
0co0H - nignpueMus, ii Micue npoXKueEanug Ta peecTpauiituuii Homep oGnikonoi KapTky IIaTHHKA
nonatkis abo cepis ta HoMep nacnoprTa)

IIporokon risyansuoro kourpono sig 27.09.2019 N 3627/1.

Jlaboparopuuii ananis sikocti Stikapeskoro 3acoly 3aiiicHenuii:

A1 "Henrpanena mabopaTopis 3 ananizy sxocri JiKapeekuX 3aco6is i MemmunOT NpOayKIii"
(M.Kuis, Byn.Kyapsscrka 10r)

(natiMexyBaHNs T2 MiCLE3HAXOKEHHS naGoparopii, o npobena naGoparopHui anania R|KOCTI)

BrcHOBOK 11010 s1KOCTi 1ikapeBKOro sacoby, Bunanmii naGoparopieio six 18.10.2019 No 33 13

PesyneTatn nabopatopHoro ananisy skocti Jikapcskoro 3acoby 3a nepesipennmu nokasnukami BixmoBinanTs
BHMOramM METOAIB KOHTPOJIO AKOCTI (ananiTnyso-HOpMaTIHBHOT OKyMeHTamii). '
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Specifar
A Teva Company

Batch Release Certificate / Cepmudpukar BoinyleHHok Cepum
Certificate of GMP Compliance / Ceptudukar cootsetcrens GMP

Name of the Product: / LAMOTRIN, dispersible tablets 25 mg Ne30 (10x3) in blisters /
Haumerosanue Mpoayxra: NAMOTPUH®, TabneTtku AucneprupoBaHHele no 25 mr Ne3 (10x3) B

Bnuctepax
Strength / Potency: / One dispersible tablet contains 25 mg of lamotrigine /
Cvna geficteua / OpHa Tabnetxa AUCNeprnpoBaHHan coaepuT 25 Mr NaMoTpuaXuHa
AKTUBHOCTb:
Dosage Form: / Dispersible tablets 25 mg/
TlexapcraeHHan ®opma: TaBneTku aucnepruposanibie no 25 Mr
Package Size and Type: / 10 tablets in blister; 3 blisters in carton box /
Tun u Pasmep Ynakosku: 10 Tabnevok B Gnucrepe; 3 6nucTtepa B kKapToHHOIA Kopobie
Manufacturing Date: / Batch Number Finished Product: /
Hara npoussogcTaa: 122018 Homep Cepuu I” oroac;ro MNpoayxra: 07624
Expiry Date: f Batch size (in packs): /
Cpok rogHocT: 12.2021 Pasmep Cepun (s YNaKoBKax): 819
Batch Number Bulk: / 8L113 Release Number of API: / LAM/174/07/18,
Homep cepuu “in bulk™: Homep Bbinycka AGK: LAM/M75/07/18
Marketing Authorization Number: /
Homep Perucrpaiuontoro ‘ UA/14222/01/01
Ceuaerenscrsa:
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 /
Haumenosanue, Azpec n Homep Cnecucpap C.A.
IuyeHaun Mpoussonurens, KOTODbIN ¥n. Oktospuy 28, 1, Alis-Bapsapa, 12351, Mpeuns
BbinyckaeT cepuio B 0BpaiueHue: Ne 0000003839/19/1

Country of Origin: /
Crpana-npoussogntens:
Importing Country: /
Ctpana Umnoprep:

Greece / peyus

Ukraine/ Ykpauna

Certification Statement: / 3assneHue o CepTudukaimu:
| 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. ¢

3TUM nopTEEpXAAID, YT BbllleykasarHan uHgopMauns sensercs ROCTOBEPHOU W TouHOI. JanHan cepus npovseegeHa

TpeGoBaHUaMM GMP nokarnbHbix Koxtponupyiowux Opraxoe, a Tawke co creLudukaumMamm Peructpauwmonyoro Hocke
CTpaHbi-uMroptepa unu [ocke MCCReAyeMors neKapcTBeHHOro Cpeactea. lpovokons! ApoussoscTEa YNaKkoBsku u
aHanusa Beinu nepecMoTpeHsl 1 yCTanoeneHo cootsetcTene GMP., /

Qualified Person Signature: / Niki Koutsoukou — QA Dir. / QP
rognuck YnonHoMoueKHoro Nuua;

Date of Signature: / 31.07.2019
Hara Mognucu:

3,

g\;\g;vers

[n the event of any &iscrepancies or doubt between English and Russian language versions,

iont shall

prevail. / i

enny umeer
7

Specifar S.A. SPECIFAR §..

1, 28 Octovriou Str. — 123 51 Agia Varvara, Athens GREEGE HEADQUARTERS: 1, 23 m:mvm.ugs'u:\_;m_ VARVARA
: ' o . THENS GR-12215

Phone: +30 210 54 01 500, Fax: +30 210 54 01 €00, Email: info@specifargr , ., 210 5401505 | okl e 10 5401500

BRANCI; 11-33 ATHINON AVEMUE
ATHENS GR-10447
TEL.: 430 211 8305000
‘lnTNO:EIO?-}U(J‘?jGj 4
M.P. 5412 AR.GEMH : 000228201000
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Certificate of Analysis / Ceptudmkat AHanmaa

Name of the Product: /
HaumeHosanwe Mpoaykra:

LAMOTRIN, dispersible tablets 25 m
NAMOTPUH®, Tabnerku AUCNEPrMpOBaHHLIe Mo 25 Mr Ne30 (10x3) B Brnucrepax

g Ne30 (10x3) in blisters /

Specifar

& Teva Company

Batch Number Finished Product: / 907624 Batch size (in packs): / 5819 7 3
Homep Cepuu MoTosoro MpopaykTa: Pasmep Cepu (s YNaKoBKax): g B
Expiry Date: / Cpok rogHocTu: 12.2021 Manufacturing Date: / 14.12.2018'
[ata npoussoacrea: ;
Characteristics/ Requirements / Result/ ]
HavumeHoranue nokasarens TpeBosaHua MKK Pesynbrar
Deseription / White or almost white, 5.5 mm round flat face, | Conforms
OnucaHue uncoated tablets. Markings 25/ CooTeetcrtayer
Tabnetku, Benoro unu noutm 6enoro usera, Kpyrnbie
nnockoynnueapudeckue ¢ chackoit, Hea oBonoyku, ¢
MapKUpoBKoW «25%, AMaMeTp TabneTku 5, 5 mm
IdentHication: / WNaeHTudMkaums
Lamotrigine: / HPLC peak for Lamotrigine shows the same Conforms
NamoTpuammn retention time as that for the reference standard / Cootsercreyer
Bpewmst ynepxuaanus rnasHore nuxka NaMOTPUIDKKHE Ha
XPOMaTOrpaMMe  ucnbITyemoro pacteopa  [A0MmKHO
CoBnajatb C BDEMEHEM VIEPKUBAHMA NWKa Ha
XpOMaTorpaMMe CTaHAapTHORO pacTeopa, NOMYYEHHBIX -
NPU KOMNK4ECTBEHHOM ONpegeneHnm
Flavouring «Blackeurrant»: / HPLC peak for Blackcurrant shows the same Conforms
ApomaTtuaatop «“epHas retention time as that for the identification solution / | Cooteercreyer
CMOpOAWHa» Bpema yaepKuBaHus OCHOBHGIO nuka apomaTuzaropa
«YepHan CMOpoanHa» Ha XpomarorpaMme
MCNbITY@MOro  pacTBopa  [OMmKHO coBnagats ¢
BPEMEHEM  YOEDMUBAHMA  OCHOBHOIG  fMKka  Ha
Xpomarorpamme pactsopa NOAMMHHOCTY, NoONyYeHHbIX
TIPW ONpefeneH conyTCTBYHLMX NphMacer
Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage | 3.8
OAHOPCAHOCTL A03UPOBAHHBIX units Is less than or equal to L1. If the AV is greater
eAuHUL| 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 L2=25 / Mpuemouroe urcro (AV) ans nepabix
10 eanHuy Menee unu paeHo L1, rge L1 = 15,0.
Ecnu AV Bonee 150 WCMbiTaHue  npoBoasT
AONONHUTENBHO  gnA 20 EIUHML. KoueuHoe
npuemModHoe Yvcno (AV) ans 30 €AWHUL, MeHee wnu
PaBHO L1 ¥ uRauempyantHoe cofiepianue B Kaxaoh
AO3UPOBAHHOR euMHUUE B AManasoHe (1 L2 x 0,01
M, roe L2=250 g
Friability / NMT 1 %/ 0.06 %
Victupaemoctn He Bornee 1 %
Resistance to crushing / NLT 20N/ 47 HNIH
YCToiumsocTe K pasgasnueaHuio He menbiie 20 H
Average mass / 65mg 5%/ 65.2mg f mr
Cpegran macca 65 mr + 5%
Disintegration (15-25°C water): / Not more than 3 minutes / 0.47 minutes / Muny
Pacnapaemocts (15-25°C Boga): He Gonee 3 muu
Fineness of dispersion / Complies with Ph.Eur. | Conforms
_CreneHb BUCTIeprupoBaHKa Homxxo cooTreTcTROBATL TpeGosanunm Esp. Papm. COOTBETCTSXET
Assay (mg): Lamotrigine/ 23.76-26.25mg / thl. {95-105% from the declared 24.77 mg ! tablet/
KonuuecrsenHoe onpegeneHve quantity) / 23,75 - 26,25 mr / Tabn, (95-105 % ot Mr/ Tabn.
_{mr): NamoTpuvmxun S3ABNEHHOFO KONMUYECTBA) i

Specifar S.A,

1, 28 Octovriou Str. — 123 51 Agia Varvara, Athens GREECE
Phone: +30 210 54 01 500, Fax: +30 210 54 01 800, Email: info@specifar.gr




Specifar
A Teva Company
Certificate of Analysis / Ceprudpukar AHanusa

Name of the Product: / LAMOTRIN, dispersible tablets 25 mg Ne30 (10x3) in blisters /
Haumedosanue Mpogykta:  NAMOTPUH®, TabneTiu AvCneprupoeaHHbie no 25 Mr Ne30 (10x3) B BnucTepax

Batch Number Finished Product: / 907624 Batch size (in packs): / 5819
Hosep Cepuu lNotosoro NpoaykTa; Paamep Cepus (8 ynakopkax):
Expiry Date: / Cpok rogHocTH: 12.2021 Manufacturing Date: / 14.12.2018

Hara npowasoncrea:
Related substances (%) HPLC / ConyTctayiowme npwmeck (%) BaXKX

Single known impurity / S05%/ ND
EfuHiyHas ussectHan npumecs He oBHapyxeno
Single unknown impurity / S0.2%]/ ND
EfuHAYHaNA HenaBecTHan npuMect W He oBHapyxeHo
Total of impurities / <1.0%/ ND

| Cymma npumeceii i He oiHapyxeno
Dissolution / Q=75 % at 20 min/ 100.6 %
PacreopeHue Q=75 % 33 20 muH
Microbiological quality*: I MukpoSuonormieckas yuctora™
Total aerobic microbial count Not more than 10° CFU/g 7 O CFUIg/KOE /r

(TAMC) / O6ee uucno aspobHuiX | He Gonee 10° KOE /
Mukpooprasuamos (TAMC) .
Total combined yeast / mould Not more than 10° CFU/g / 0CFUIg/KOE /r
(TYMC) / OBlee 4rcno ppoxoke- He Bonee 10* KOE /1
BBIX W NnecHesbix rpubos (TYMC)
E. Coli{/ Absencein1g/ Absence

Escherichia colf Otecyrerayers 11 Ortcyrerayer

* — Non-routinely performad, tested on the first three batches then on every 10th batch. / Tecr HE ABNAETCH DYTUHHBIM,
McrbiTakue npoBogsT Ha nepebIx TPEX CepusiX, NOTOM Ha Kaxzgoii 10-i

Released Date: / [lata sbinycka; 22.07.2019 Signature: / Moanuce, Stamp: / lNeyats
Qualified Person /
YNoNHOMOMBHHOE ANUD

. . :
SPECIFAR S.A.
HZADQUARTERS: |, 25 DKTOVRIOU STR. AG. VARVARA
ATHENS GR-1235]

TEL.: +30 210 5401500 - FAX: £30 210 5401600
DRANCH: 31-33 ATHINGON AVENUER
ATHENS GR-10447
TEL.: 30 211 8305000

VAT NO: EIN94009565 o
AMP. 5412 AR.GEMH: 000228201000

In the event of any discrepancies or doubt between English and Russian language versions,
prevail. / B cnyuae rmiobbix pacxomaeHuil HnM comueHui MEXAY BEPCUAMW HE AHFTIMIACKOM W pyccK
MMEET BEPCUA Ha aHIFIMACKOM A3bIKE.

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
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