TNEPJKABHA CJIVIKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCHKIN OBJIACTI

rtpoB. Ceitimunoi Hauii, 3, m.Kwuis, 02099, ten/daxke: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHUCHOBOK
PO AKICTH BBE3€HOr0 B YKpaiHy JikapcbKoro 3acody

22.10.2024 Ne 52775/24/10

JJAKO3AM®

(waitMeHyBanHa Nikapchkoro 3aco6y 3TN0 3 peecTpaliitim TTOCBIAYEHHAM)
TabJIeTKH, BKPUTI MIIiBKOBOI0 060J10HK010, 110 50 MT; 110 14 TadyieTok y 6Jticrepi; 1o 4
GJiicTepy y KapTOHHIl navmi

(hopMa BuTIYCKY, IO3yBaHHS, BUA TAKYBaHHs JTIKapchKoTo 3aco0y)
Homep peecrpauiitnoro nocsinuenns UA/18538/01/01 crpox aii peectpauiiinoro nocsigterns 26.01.2026
Cepis nikapewkoro 3aco6y Ne 242147 KinbKicTh BBe3eHOTO Tikapehkoro 3acoby 4536

Bupobuuxk Jhxenedapm CA, I'peuis

(HaiiMeHyBaRHS BUPOGHUKaA JlikapchbKoro 3acoby, Kpaita MOXOKCHH)

Beeseno B Ykpainy ToBapHcTBO 3 00MEKEHOI0 BiANOBIAAILHICTIO "ACIHO YKPATHA",
inent. won: 42274733

(maitMenysanHs Ta xogt 3a CIPTIOY ropumntnoi ocobu abo npisBHILeE, iM's, 110 6aThKOBI QizHuHo
ocobu - nignpueMus, 1i Miclle IPOXMBAHHS T4 peccTpaiifHAil HoMep 0671iKOBOT KApTKH TUIATHHKA
nofaTkis abo cepis Ta HOMEp IaciopTa)

Iporokon izyansioro konrpoimo six 14.10.2024 Ne 3143/2.

Ja  pesy/bTaTaMu  JIEpKaBHOrO KOHTPOMIO BCTAHOBNEHO, WO Jikapchkmui 3aci6 BBEsewo B Vkpaiy 3

JOTPHMAHHAM BuMor 3aKOHOIABCTBA MO0 3abe3IIeyeHHs AKOCTI JiKapchKuX 3acobiB.
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/TTIOTOTUIT KOMITAHII/

(IMEPEKJIAL)

CEPTU®IKAT AHAJII3Y

MPOAYKT: TJAKO3AM® TadieTku, BKPUTI IUIIBKOBOIO Cepis: 242147
o0o0g0HKO10, IO 50 MI Ne56

Jlata supoouuTEa; 02/07/2024

TepMmin npugatHocti: 31/07/2028

Po3mip cepii: 9396 ynakoBok

Posmip Ta Bup ynakosku: 14 raGierok y Gaicrepi; mo 4 Giicrepu y kapTonuii nauui

Jlikapchka dopma: TabaeTKH, BKPHTI IUIIBKOBOIO 0060JI0HK010, 110 50 MT

‘Homep Pecctpauiiinoro nocsiguenns B Ykpaini: UA/18538/01/01

‘Ha3sga Ta HoMep Jiinensii BUpoGHuKa, IKNit BUycKae cepiro B 06ir: ﬂmei{eqyapm CA, N 0000000073/‘2‘5/"11":

Kpaina-supobuuxk: I'penis

Byan-aka nomiuka

‘CyMa JIOMIlIOK

NOKA3ZHUKH METOIHN CIIEHUPIKALLLS PE3YJIbTATH
Ornue Bizyansnuii Posxesi mpogosryeaTi ABoomyxkJii Tabnericn, Binrosinae
KOHTPOJb BKPHUTI MIIBKOBOIO 000JIOHKO0I0, 3 THCHEHHSIM
“50” 3 ogoro 60Ky Ta riaajgeHbKi 3 iHUIOro 60Ky
Lientudikauis
YO Buyrpiwmnii merox CrexTp BiIIoBiae cuekTpy cTangapry Binriosinae
BEPX €sp. ®apm., 2.2.29, | Yac yrpumysanus (Rt) Bignosigae crangapry Bianosinae
) BuyTpimmii MeTog »
Hopxuna BHyTpitnniii MeTon 10.3 MM £0.2mMm 10.4 MM
Hluprna Buyrpiluniii Mmetox | 4.8 MM £0.2 MM 4.8 MM
BwmicT Bo €sp. Mapm,, 2.5.12, | <7T% 2.3%
S meron A, K ®iwepa |
Cepenns maca Buyrpiwnii metox | 125 mr £ 6% 125 mr
Poznagauns €pp. Papm., 2.9.1 <30 xB 11 x8 02 cex
Po3zunnenus €sp. Papm., 2.9.3 Q=80% 3a 15 xBuaANH 99.9%
o Buyrpiurniii meron
OnnopinnicTs €gp. ®apm., 2.9.40 | Idas 10 ogununs AV < 15% (L1) AV=136
IL030BaHHX OAHHHKLE (po3paxynkogBo- Jas 30 oxnanne AV < 15.0% Ta nas Beix
(PO3paxyHKOBO-BAaroBKil | BaroBHit MeTo/) opuuuun 0.75M sXis1.25M
METOoz)
KinbkicHe BU3HAaYCHHS BEPX 95.0 — 105.0% (Bin 3a3HaueH0il KiAbKOCTI) 97.5%
 Cynposigni goMitkn BEPX

<0.2% MeHnue Mexi
KIJIBKICHOTO
BH3HAYEHHS

<1.0% MeHiue Mexi

KiJILKiCHOTO

BU3HAUCHHS

TnenTudikauis BryTpimniii meron
Gappunkip .
Twurany niokcua Cnocrepiraerbcs nmosga 3adapsienns Bij Binnosigae
__________ KOBTO-UEPBOHOT0 10 OPAHKEBOr0-4CPBOHOI0 o
3aJtiza OKCHI YEPBOHHH YTeOprocrses cuniif ocan, sikuii He Binnosizae
» e PO3YMHACTHLCS 3 fogaBanHAM po3eeaenoi HCI
Okceun heppochepruii / YTRopreThes cHHili ocan, sikuii ne Binnosinae
3aiiza OKCHI YOpHMIT posuungeThHes 3 nogagannam possegcnoi HCI
FD&C cuniii # 2/ Yac yrpumysanus (Rt) Binnosinac crangapry Binrosigace
THIUTO KapMiH
TIOMIHIEBHH nTaK

AJTOTOTUIT KOMITAHIT/ Crop. 1 iz 2

BuyTpimnii ko komMnanii




/TTIOFOTUIT KOMITAHIY/

(MEPEKJIAL)
CEPTUDIKAT AHAJI3Y

MPOJIYKT: TAKO3AM® TabieTku, BKPUTI IUIIBKOBOIO Cepis: 242147
oGosnoHKoI0, 10 50 MT Ne56

Jlata supo6uuuTea: 02/07/2024 Tepmin npupatHocti: 31/07/2028

Po3mip cepii: 9396 ynaKoBox

Cua fii/AxTusHicTs: 1 Ta6jeTka MiCTHTB JaKocaMiny 50 Mr

Po3mip Ta Buj ynakosku: 14 TadieTox y 6aicTepi; no 4 GicTepu y kapToHHiH maywi

Jlikapcbka dopma: TaGAeTKH, BKPUTI IIIBKOBOIO 060J10HKOI0, 10 50 Mmr

‘Homep PeccTpauiiiinoro mocsinyenns g Ykpaini: UA/18538/01/01 » ‘

Hasea Ta HoMep Jiuensii BupoOHuKa, stkcuii Bumyckac cepito B 06ir: ixenepapm CA, Ne 0000000073/23/1

'Ajipeca BUPOGHHKA, KW BUTTYCKAC cepito B 06ir: 18-if km MapaTonoc ABe, TManxini Arriki, 15351
Kpaina-supoonux: [peuist

I Mikpo6ionoriusa i €sp. Papm., 2.6.12,

[I”CTOTa Nt setrusers ShetaeeRR R R s e b AR

TAMC 2.6.13,5.1.4 <10° KYO/r <10KYO/r
TYMC <107 KYO/r - o [ <10Kvor
Escherichia Coli He gonyckaerbea B 11 Bincyrniit

Toxassuk MikpoGionoriuna YMCTOTa MOXKE 6yt BincyTHiit B CepTndixati AKOCTI.

3asra Mpo cepTHhikaLiio:

LluM MiATBEpAXKYIO, IO BUILEBKA3aHa iH(pOpMaLlis € JOCTOBIpHOO i TouHo0. JlaHa cepis NPOAYKUIl BUMOTOBIICHA, BIJIIOUAIOH
yMakoBKy i mpoBeieHuit KouTposb i qKOCTI Ha BHIEBKA3aHiil AiMBHHII y TNOBHIM BIAMOBiAHOCTI 3 BMMOTaMH GMP,
BCTAHOBJEHHMH €BPOTIEHCHKHM Ta MICUEBHM PETYIATOPHHM OPTaHOM, 2 TAKOX Y BigmosinocTi 3i crienudikauielo, Mo MiCTHTHES
B PeCCTpalliiHOMy HOCE KpaiHu-iMIoprepa uu B NOCHE crtetmdixauiit Ha npenapat As AOCHILKYBAHOTO niKapceKoro 3acofy.
TTpoToKkoay BUPOOHWLTEA, YHAKOBKK Ta ananizy 6ynu NepernsHyTi i BCTAHOBICHO pianoeignicts GMP. Byab-ski Biaxunenus
Gynu ouineni BANORIANO K10 BHYTPILIFIX BCTAHOBEHX NPOUCAYp 3abeanedentis AkocTi, B
JIATA: 06.08.2024 3ATBEPJKEHO: (Menejpkep 3abesnedctus sicocTi um Kepiuuk Biguiiny
3abesrevyeH s SKoCTi):

Hikonac Tpaiitic, Ximix

KepiBHHK BILAIY KOHTPOITIO AKOCTI, YTIOBHOBAXKCHA ocoba

/JIOTOTHI KOMITAHIY/ Crop. 2132

BuyTpimuii koj komnasii



CERTIFICATE OF ANALYSIS

800 0 ST NS

PRODUCT LACOSAM F!LM COATED TABLETS SGMG Mo 86

Quantity: 9396 packs

Mig Date: 02/07/2024

f’ . Batch No.: 242147

Exp Date: 3110?’/2028

”"Strengthﬁ’otency 1 tablet contains Lacosamide 50 mg '
. Package size and type: 14 tablets in blister 4 blistersin carton box )
,'Dosage form: film-coated tablets, 50 mg
o Mdrkmmg Authonmtion number in Ukraine: UA/18538/01/01

Name and authorization number of Manufacturer, responsible for batch release: GENEPHARM SA, Ne

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

0G0GO00073/23/14

i Cuuntry cf manufacture Greece

TESTS

METHODS

SPECIFICATION

Pink, film coated oblong biconvex tablets,

embossed with “50” on one side, plaln on the other o

RESULTS

fes

Appearance Visual
T e R N

'_'Intarnal mmhod
By Ph. Eur. 2.2. 29,
.. Internal method

' Average wmqh(
Disintegration

. Dissolution

- Uniformity of dosage units

{mass variation)

5 Reldted substances B

: : Any impurity

Identification of wlonng dgent v

! Titanium Dioxide
. Iron axide sed

: Farrosofferic oxide / Black iron

. oxide ;
FO & C Blue # 2/ indigo carmine
“aluminium lake
 Microbiofogical Quality
- TAMC ‘
L TYMC

- Escherichia Coli

: Lehgjth
~ Width ;
T U PhEan s
| method A, K.
. Fishar's

Interaal method
By Ph.Eur. 2.9.1
By Ph. Eur. 2.93
: internal method
By Ph.Eur.2.9.40

{mass varlation)

(ByHPLC
By HPLC

sXis1.25M

950~ 105.0% (of label claim)

£0.2%

Internal method

" ByPh.Eur. 2.6.12,
| 2.6.13,5..4

’Yeﬂow, red to omnge red coior is nbmwed

Blue pracipitate is formed that doesn’t dissolve with
addition of dilute HCl _ o

Blue pracipitate is formed that doesn't dissalve with
addition of dilute HCI »

Rt corresponds to that of the standard

51 Ogcfu/

<1 Ochu/g v
Should be absent per 9 e

¥ F’ardmeter Mncrobmlogwal testmg may be absent in the Quality certificate.

v Spectrum corresnonds to that of tﬂé";iandard ' "“Comphe* R

R¢ corresponds to that of the standard Complies

A03mm0.2mm  104mm
4.8mm +0.2mm 48mm

<T% 2.3%
125m: £ 6% 125mg
<30min 11min 02sec

" Q=80% at 15 minutes D 99.9%

For 10 unlts AV € 15% (L1) AV.=36
For 30 units AV $ 15.0% and for all units 0.75M

Less than limit of

detection
Less than limit of

| detection

B éiCompi!es
i Complies

Complies
Complies
< ”iO(qu/(}

 <10cfu/g
[Absent

\NH\‘ VHARKB.A

Groace

m, Marathan Ave

Tl (s 30.270) 60,39.236

ax. {+30.2108 68.39.402
Eemaik infost zenegham.onn
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CERTIFICATE OF ANALYSIS

PRODUCT: LACOSAM FILM COATED TABLETS S0MG N2 56 - Batch No.: 242147
\MigDate: /072094 Exp.Date: 31/07/2028
‘Quantity: 9396 packs P '
Strength/Potency: 1 tablet contains Lacosamide 50 mg

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

| Dosage form: film-coated tablets, 50mq '

Markating Authorization number in Ql&éing; Ua/ 18538?(}1/{51

| Name and authorization number of Manufacturer, responsible for batch release; GENEPHARM SA, Ne
£ 0000000073/23/1

- Address of Manufacturer, responsible for batch release: 18th km Marathonos Ave, Pallint Attiki, 15351 ;
.. Countsy of manufacture: Greece '

Certification statement: ;
{11 hereby certify that the above information is authentic and accusate. 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 Autharity 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. :

CDATE: APPROVED BY (QC Manager or QC Supervisor):
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