TEPYKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KAIBCHKINA OBJIACTI

nipos. Ceityunoi Hauii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EAPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JIikapcbKoro 3acody

22.10.2024 Ne 52775/24/10

JJAKO3AM®

(waltMenyBaHis Nikapehkoro 3acoGy 3TiAHO 3 peecTpatininM TTOCBIAUCHHAM)
Ta6JeTKH, BKPUTI IIIBKOBOIO 000J10HK010, 110 50 MT; 110 14 Tabierok y Guticrepi; ro 4
GJiicTepn y KapTOHHIN Mayui

(hopMa BHTYCKY, 03yBaHHS, BUX MAKyBaHHA JiKapchkoro 3acoby)
Homep peecrpaiitroro nocsinuenns UA/18538/01/01 crpox xii peecrpauifinoro nocsigseHs 26.01.2026
Cepis nikapcbkoro 3aco6y Ne 242147 KinukicTs BBE3€HOTO NiKkapehkoro 3acoby 4536

Bupobnuk Jhxenedapm CA, I'peuis

(HaiiMeHyBaKHa BUpoBHUKa JliKapchKoro 3acoby, KpaiHa MOX0KCHY)

Beeseno B YkpaiHy TosapHcTBO 3 00MENKEHOIO BIANOBIAAALHICTIO "ACIHO YKPATHA",
inent. xon: 42274733

(HaiiMenysanns Ta xox 3a CJAPTIOY ropuanurol ocobu abo npiseuiue, iM'#, 110 GaThKkoni dhizurHOl
ocobu - ninnpueMid, ii Miclie IPOXKHBAHHS T4 peccTpatlifinuii HoMep 0BIIIKOBOT KAPTKH TUIATHIKA
TI0aTKiB abo cepist Ta HOMEp NaciopTa)

TpoToko Bisyansioro konrpomo sin 14.10.2024 Ne 3143/2.

3a  pesynbTaTAMM JIEPKABHOTO KOWTPOMIO BCTAHOBNEHO, WO Jikapchkuii 3aci6  BBEsewo B VYkpainy 3

JOTPHUMAHHAM BuMOT 3aKOHONABCTBA OO 3a6e3IICUEHHS AKOCTI JIIKapChKUX 3aco0iB,

JKPATE
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/TIOTOTUTT KOMITAHIY/

(MEPEKJIAZL)

CEPTU®IKAT AHAJI3Y

MPOJAYKT: IAKO3AM® TabyieTku, BKPUTI 11IBKOBOIO
000,10HK010, 10 50 MT Ne56

Cepisi: 242147

Hdarta Bupo6unurra: 02/07/2024

Tepmin npugatHocri: 31/07/2028

Pozmip cepii: 9396 ynakoBox

Cwna i/ AxTHBHICTE: 1 TabJleTka MicTHTL J1akocaMiny 50 mr

Posmip Ta Bua ynaxoeku: 14 TaGierok y G/icrepi; o 4 Giaicrepu y xapronniii nauni

Jlikapcbka ¢gopMa: TadleTKH, BKPUTi IUIIBKOBOIO 000JI0HKOI0, 110 50 Mr

‘Homep PeecTpauiitnoro nocsiguenns B Yipaini; UA/18538/01/01

Kpaina-supobuui: I'pemis

NMOKA3HUKU METOIHU CIIEUU®IKALLISA PE3VJILTATHA
Onue Bizyaneunii Poxxeni mponosrysari qBoomykJii Taénericn, Binrosigae
KOHTPOJb BKPHTI ILTiIBKOBOIO 060JTOHK0IO0, 3 THCHEHHSIM
“50” 3 oanoro 60Ky Ta IIIaJCHbLKI 3 iHIIOr0 60Ky

D CH T AL

YP Buyrpimniii Meton | CrekTp Binosixac cnexkTpy crangapry Bingrnosijgae

BEPX €ep. ®apm., 2.2.29, | Yac yrpumysanus (Rt) Binnosigae craugapry Binmosinae

) Buytpiurniii metos N

Hopxunna Buyrpimmiii merox | 10.3 MM £0.2mm 10.4 MM

Uluprua Buyrpiluniii Metox | 4.8 mm +0.2 Mm 4.8 MM

BmicT BOAH €sp. ®apm,, 2.5.12,  <T% 2.3%

e meron A, K @imepa

 Cepenns Maca Bryrpiwniii metog 125 mr = 6% 125 mr

Posnaganns €ep. Papm., 2.9.1 <30 xB H x8 02 cex

Poszunnenns Cep. Papm., 2.9.3 Q=80% 3a 15 xpnann 99.9%

o BuyTpimaiii Mmeron

Onnopianicts €rp. ®apm., 2.9.40 | dus 10 oguruns AV < 15% (LI) AV=36

JI030BAHHX OJUHHLE (po3paxynkoso- Jast 30 oqurvne AV < 15.0% Ta s Beix

(PO3paxyHKOBO-BArOBUH | BAroBHiT MeTO/) opuuaub 0.75M $Xi<1.25M

METO])

 KinbkicHe BU3HAYCHHS BEPX 95.0 — 105.0% (Bin 3a3Hauenol KiLKOCTI) 97.5%

 Cynposinni noMimku BEPX

bByae-aka noMimka <0.2% MeHne mexi
KINBKICHOTO

‘ BU3HAYEHHS

Cyma goMilok <1.0% Meniue Mexi

KIJILKICHOTO

BU3HAUCHHS
TnenTndikauis Buytpimmniii meron
L N SO N
Turany niokcun Cuocrepiracrbcs nosisa 3adapsJaenus gin Binnoginae
............ ’KOBTO-'1€pBOIIOT0 10 OPAHKCBOT0-HCPBOHOIO e
3aniza OKCHA YepPBOHMM YTeoprocrees cuniil ocan, akuii ue Bianosizae
______________ o PO3YHHSETLCA 3 foAaBaHHAM poseeaenoi HCI
Okcun deppochepnnii / YTBRoproeThea cHHiil ocan, skuii He Binnoeinae
3aiza OKCHJI YOPHUIA Po3vUNAETLEA 3 noaasannsam possegenol HCI
FD&C cuniii # 2/ Yac yrpumysanus (Rt) sinnosinac crangapry Binrmosinae
THIWTO KapMiH
TIOMIHIEBUHN J1ak
AJIOTOTHUTT KOMITAHIT/ Crop. 132

Buytpiwnii kog komMnanii




JTTOTOTUIT KOMITAHIY/

(MEPEKJIAZL)
CEPTU®IKAT AHAJI3Y
MPOJIYKT: IAKO3AM® Ta6/1eTKH, BKPUTI IUTIBKOBOIO Cepisti: 242147
o6os0uK010, 10 50 Mr Ne56
')iaTa BlfipoﬁlmuTBa: 02/07/2024 Tef)l\ﬂ«iﬂ npunaruocti: 31/07/2028

Po3mip cepii: 9396 ynakoBox
Cuna git/Axrusnicts: 1 TabJeTka MiCTHTB Nakocaminy 50 mMr

Po3smip Ta Bua ynakosxu: 14 Tadjerox y 6ricTepi; no 4 GicTepu y KapTOHHIH mayi

Jikapcbka dopMa: TabaeTKH, BKPUTI NIiBKOBOI0 000J10HKO10, 110 S0 ME
‘Homep PeccTpaniiinoro nocpinuenns B Yxpaiui: UA/18538/01/01 ‘
Ha3ga Ta HoMep JtiteHsii BUpOOHMKA, STKHi Bunyckac cepiio B 00ir: [ixenedapm CA, Ne 0000000073/23/1
A/lpeca BUpOOHUKa, AKAI BUITyCKAC cepito B 06ir: 18-if kM MapaTonoc ABe, TManxini Arriri, 15351

Kpaina-supo6uux: Ipeuis

I MikpoGiostoriuua i €pp. ®apm., 2.6.12,

[”/]CTOTa e b O S
TAMC 2.6.13,5.1.4 <108 KVO/r <10KYOr
TYMC <10 KYO/r ' . <10KYO/r |
Escherichia Coli He ponyckaerbes s 11 Bigcyrniid

TToxasunk MikpoGionoritaa uncToTa MOXKE 6yTr BincyTHiit B Ceprudirari aKocTi.

3asea npo ceprudikauiio:

LluM MiATBEPIKYIO, IO BHIIEBKa3aHa iH(popmauis € JOCTOBIpHOIO i TouHOW. JaHa cepis MPOAYKUil BUrOTOBIICHA, BKIIOHAIOHH
yMaKoBKy | NpoBeAEHUH KOHTPOIb qKOCTI Ma BHMIIEBKA3aHiH JAUMbHULI y TNOBHIH BiMOBIAHOCTI 3 BHMOTaMH GMP,
pCTaHOBeHHMM €BporeHcbKiM Ta MICUEBHM PETYIIATOPHUM OpPTaHOM, & TAKOX Y BIAMOBIAHOCTI 3i crienu(ikaLieto, o MiCTHTHCS
B PCeCTpallifHOMY H0ChE KpaiHM-iMiIOpTepa Ui B JOCHE citenndikauiit Ha npenapar Ans LOCHIKYBAHOIO TiKapCLKOro 3acoby.
TTpoTokony BUPOOHHUTEA, YNAKOBKK Ta auanizy 6yau TEpernsHyTi | BCTAHOBIEHO pignoeigmicts GMP. Byab-ski Biaxunenus
Gyni oninen BMOBIANO 0 BHYTPILIFIX BCTAHOBNENX NpoUCAyp 3abesmeuentia AkocTl, . ..
JATA: 06.08.2024 3ATBEPJIKEHO: (Menemkep 3abesnedctns skocTi 1 KepiBuuk Bl
3a6e3rneyeHHs KoCTi):

Hikonac Tpaiine, Ximik

KepiBHHK Biffliny KOHTPOIIO AKOCT, YI0BHOBAXCHA ocoba

/JIOTOTUIT KOMITAHIL/ Crop. 2132

BuyTpintuiit kojt koMmnauii



CERTIFICATE OF ANALYSIS

PRODUCT LACOSAM F!LM COATED TA&LETS SGMG Mo Bé

| Mig Date: 02/07/2024

~ Quantity: 9396 packs

f’ . Batch Nou 242147

Exp Date: 31/0?/2028

:Strengthﬁ’otency 1 tablet contains Lacosamide 50 mg N
- Package size and type: 14 tablets in blister 4 blisters in camm box
. Dosage form: film- coated tablets, 50 mg

- Mdrkmmg Authonmtion number in Ukraine: UA/18538/01/G1
Name and authorization number of Manufacturer, responsible for batch release: GENEPHARM 5A, Ne

0O0O000073/23/14

- Address of Manufacturer, respanslbie for batch release: 18th km Marathonos Ave, Pallint Attiki, 15351

o Cuuntry cf manufacture Greece

TESTS

METHODS

RESULTS

Caluminium lake

; : Mic}obioibéiéalbC}dﬂalli‘r‘y"‘
CTAMC

TYMC

Escherichia Coli

" ByPh. Eur. 2.6.12,
| 2.613,5.1.4

”103cfu/

£t Ochu/g

SPECIFICATION
- Appearance Visual Pink, film coated oblong biconvex tablets, ! Complies
f - embossed with “50” on one side, plain on the other |
,'fldgzrutifiéétior‘i“ TR S
UV B e lemarnal mmhad T i conanords o tak of tﬁ‘ém;iandard‘ ............. "“Comphe* S
CHPLC T By Ph. Eur. 2.2.29, | R¢ corresponds to that of the standard Complies
- . Internal methad _
'Len‘g‘th i Ko mé"t'ﬁb&wm S
- Width |Internal method | 48mm30.2mm  48mm
 Nater contemr T B R 7% Bpcils
| maethod A, K.
. Fishar's
- Average weight h Interaal method 125m- & 6% ' TZSrrxg
 Disintegration By Ph. Eur. 2.9.1 <30min 11min 02sec
. Dissolution By Ph.Fur. 293 Q=80% at 15 minutes ©99.9%
L | ... Internal mathod ;
. Uniformity of dosage units ~ + By Ph.Eur.2.9.40 | For 10 units AV < 15% (L1) AV.=36
 {mass variation) {mass varlatlon) For 30 units AV $ 15.0% and for all units 0.75M
VU . SXI51.25M o .
- Assay | ByHPLC | 95.0~105.0% (of label claim) . 975%
"Reldted substances R T T A
detaction
* Totalimpurities <10% Less than limit of
| detection
. Identification of wlonng dgent Internal method | '
Titanium Dioxide ' 'Yellcw, red to omnge red co!or is ohsorved Comphes
~Iron oxide red Blue pracipitate Is formed that doesn’t dissolve with Complies
: addition of dilute HCI v :
¢ Farrosofteric oxide / Black iron Blue precipitate is formed that doesn’t dissolve with ~ Complies
- oxide v addition of dilute Ml :
FO & C Blue # 2/ indigo carmine Rt corresponds to that of the standard f Complies

<4 OCFU/Q
<10kl

Shouldbeabsentperg [ Absent

. Pardmeter Mccrobwlogmal testmg may be absent in the Quality certificate.

GEREPHARMBA

10y 60,3933
0 68.39.402
E-maik info i geneohase oo

LPGAGDE ¢
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CERTIFICATE OF ANALYSIS

 PRODUCT: LACOSAM FILM COATED TABLETS S50MG N 56  Batch No.: 242147
Mg Date: 02/07/2024 " Exp. Date: 31/07/2028
‘Quantity: 9396 packs

Strength/Potency: 1 tablet contalns Lacosamide 50 mg :

 Package size and type: 14 tablets in blister, 4 blisters in carton box

| Dosage form: film-coated tablets, 50mg " N »

Marketing Authorization number in 'ka%ﬂng: Ua/ 18538/(}11{51

U Name and authorization number of Manufacturer, responsible for batch release: GENEPHARM 54, No
L 00000n0e073/23/1

¢ Address of Manufacturer, responsible for batch release: 18th ki Marathonos Ave, Pallini Attlki, 15351

Certification statement: :
{11 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including |
‘packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the EU and the focal |
 Regulatory Authority and with the specifications in the Marketing Authorization or product specification file for investigational |
| Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and found to be in
compliance with GMP. Any deviations were assessed according to the internal established QA procedures. '~

DATE: APPROVED BY (QC Manager or QC Supervisot):

¢ G e

{2 é"f“' 6
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