MOJATBEPXKIEHUE

V| ] Ne 42-2022/RP sop-af-103164
E W > 4 Ref. sop-100062
LI*J 0 COOTBETCTBWU JIEKAPCTBEHHOT'O S per

[TPETIAPATA TPEBOBAHWIM,
YCTAHOBJIEHHBIM [IPU ETO
FOCYJIAPCTBEHHOU PETHCTPALIMU

Toprosoe HaMMEHOBAHHE Bumnar®

MexnyHapOAHOE HEMaTeHTOBAHHOS Jlakocamu g

| HauMeHoBaHue (IpynIiupoOBOYHOE
. HJIH XHMH4CCKOE)

I

 JlekapeTBenHas thopma

TaBNETKH, NOKPLITLIE MIEHOYHOI 000:104KOM

I—,[lowp'omca ) 100 mr

“Cboprvia BBIITYCKa o 14 urr. - GaucTeps! - HAUKH KapToHHbie (14 wr.)

1 lomep cephu (L1apTHH): T 7860707

O6beM cepru (MapTHH): 2636 yn.

-Aﬂ;TE.I;ISOHE’I.;O}:ICTBa: o 26.08.2021 B
Conen 1o 31.07.2026

Hanmenosanue u afgpec MpoussoanTens (rotosoii JId) -
TPOH3BOIMTENA (C YKa3alHeM CTainH Diicuka GapmacsioTikan: 'MOX, ['epmanns
TIPOH3BO/CTBA) (Galileistrasse 6, 08056 Zwickau, Germany).

YnakoBwH/hacorKK (B IEPBHYITYIO YNAKOBKY),

Y 11akoBUIMK/GAcOBIUMK (BTOPHYHASA/TPETHYHAS YIIAKOBKA)
‘ - Dicuka Papmacoiotukans ['M6X, ['epmanus

‘ (Mittelstrasse 15, 40789 Monheim, Germany).

| BrifycKaroWuil KOHTPOJIb Ka4eCTBa-

Diicuia Gapmacsrotukand [MEX, N'epmanns (Alfred- 1
Nobel-Strasse 10, 40789 Monheim am Rhein, Germany) i
- i

t

1'10Mt5 ¥ Jara perncrpauuounor& JICP-009187/09 ot 16.11.2009
Y/I0CTOBEPEHUS

PErHCTPALMOHHOTO YIOCTOBEPEH A 1070 Brussels, Belgium)

I

|

1 TS S — - §

’ Homep HOpMaTUBHON JIOKYMEHTALHH JICP-009187/09-161109 (M3m.Ne 1-6) {
HaumcHoBanne u aapec uepxarens | FOCB ®apma C.A., Benerus (Allee de la Recherche 60, B- 1

PHCCMOTPCB TIPEJIOCTABJIICHHBIC MPOH3BOAHTENIEM JOKYMEHTLI H cojiepKauMecs B HHX CBENEHHS |
| HACTOAILIMM I[OATBEPWAAND, UTO CEepHA JICKApCTBCHHOIO MNpeénapata COOTBEICTBYET TPEEOBHHHS{Mf
‘ YCTAHOBJICHTILIM [IPH €I'0 l"OCy;’IapCTBGHHOﬁ PEruCTRalHH.

Yexkanuua T.H. no

i ﬁ} Jloeeperniocts NoJI-FO®DJ1-63 ot 03.03.2022 .
 Moanues OTeeTcTBEHHOTO THUA: Z Z%{,ﬂf‘ w3

(PHOQ)

|
(noaumcs;

B
°

| Mata 01.04.2022 r.
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ReciPharm

CEPTH®UKAT KAYECTBA
0 JIEranbHOM AOCTYNE KA4ECTBEHHBIX (hapMaLle BTMUECKUX
NPOLYKTOB HA MEXAYHAPOAHKIH PLIHOK

Ha3patiue u nexapcTseHHas

¢opma : BUMIAT raGaetku, nokpeirste
NNeHOUHOR 00onoukKoi

Jo3zuposka : 100 mr

Pasmep M Tn ynaxosxu: 14 tabnetox (6amcrep)

Cepus Ne : 7860707

Mpoaykr Ne : 1006280

Toaex no 1 0772026

Ycnosus xpanenns : [Ipu Temnepatype He serie 0 °C

Ha3saHue 1 KOAMYECTRO KAXIOro aKTHBHOTO BelLECTBA:
Onna Tabaerxa coaepxuT 100 Mr Makocamuaa.

Homep peructpaunonHoro yaocrosepenns:
JICP-009187/09

TIponssoauTens;
Jiicuka DapMacbioTkans TM6X, Iepmanua

Hacroswum ynoctorepseTcn: yTo ganHbiil NpoayKT
MPOM3BOAMTCA B COOTBETCTBHH C peKoMeHaauuamu BO3a
"Haanexalne NpaBMaa NpOM3BOACTEA H KOHTpORA
KauecTpa niekapcTB” (GMP) u B cooTreTcTBUM ¢
HaUHOHaNbHLIM 3aKOoHONaTenbcTBoM MegepaTHBHOl
PecnyBauku Fepmanun.

Ynakoska u ceipbe, HAPALY C NPOH3BOACTBEHHBIM
MPOUECCOM, AHTPO M KOHEYHBLIM NPOAYKTOM ABAAIOTCH
NpeaoMETaMM KOHTPOA KAayecTBa, ONpeaeNeHHbIM Kak
HALHOHANBHOM, TaK H MEXAYHAPOOHbIMU
®apmakonesmu, MM® u MITK CTaHAApTaMH U
NPOH3IBOACTBEHHBIM NMpPOLIECCOM Biicuka DapMackoTHKANS
['M6X u cooTsercrayer cneunduxaunn 8 Hopmatuamoit
JokyMeHTaUnK CTPaHBI — HMNopTEepa.

Tpebyemoe cooTseTcTBHE (hapMaLeBTUYECKHX,
H3NYECKHX M MUKPOBHONOrHYeCKHX XapaKTEPUCTHK
OMNpeNenAeTCcs AN Kaxnoi cepHu Be3 oropopok.
CooTseTCTBYIOWAS AOKYMEHTALIMA XPAHUTCA B 1OChE B
TeYeHue 6 1CT B COCTABE OCHOBHOM JOKYMEHTALIMM HA
NPOM3BOICTBEHHYIO CEPHIO.

CERTIFICATE OF QUALITY

on the Legal Status and Quality
of Pharmaceutical Products
Moving in Intemational Commerce

Name and dosage

form of product : VIMPAT film-coated tablet

Dosage form : 100 mg

ackage size and type : 14 tablets (blister)
1 7860707

: 1006280

: 07/2026

atch no.
wrticle no.
Xpiry date

torage conditions  : Do not store above 30°C

ne tablet contains 100 mg Lacosamide.

egistration Certificate Number.:
SR-009187/09

lanufacturer;

I

F

H

A

B

S

E'amc and amount of each active ingredients:
K

L

M

Agsica Pharmaceuticals GmbH, Germany

It/ is certified that the product is routinely
njanufactured in accordance with the WHO
recommendations of "Good practices in the
manufacture and quality control of drugs” (GMP) and
ir| accordance with the national legal requirements of
the Federal Republic of Germany.

e

ackaging and raw materials as well as manufacturing
piocess, the bulk product and finished product are
subject to quality controls set forth in national and
international pharmacopoeias, F. 1. P. and P. |. C.
standards and operating procedures of Aesica
Pharmaceuticals GmbH and comply to the
specifications in the Marketing Authorisation of the
iniporting country.

Wiith respect to the pharmaceutical, physical,
chiemical and microbiological specifications the
required quality of every batch is ascertained without
reservations. The respective documentation will be
kept on file for six years as master batch production
record,




ReciPh;rm

CEPTHUOHKAT KAYECTBA

O ieraibHOM AOCTYNE KAYECTBEHHbIX
(hapMaLEBTHYECKUX NPOAYKTOB HA MeXAYHAPONHbI
PbIHOK

Ha3iBsaHue u nekapcreeHHas
tdopma : BUMIIAT tabnetku, nokpsitsie
NneHOYHOH oBonoukoh

Joauposka ¢ 100 mr

Pa3smep v THn ynakosku: 14 TaBnetok (6nmerep)
Cepus Ne : 7860707

Mpoayxt Ne : 1006280

HacToawmm Mbl TaKKE YAOCTOBEPAM, YTO YKA3AHHbIN
BbllUE NPOLYKT COOTBETCTBYET YCTAHOBNEHHBIM
CneuHUKALMAM, Ha OCHOBAHMM YEro BhILAETCH
paspelueHHe Ha €ro BLINYCK ¢ NPOM3BOACTBA
OTBETCTBEHHBIM KBANUDHUNPOBAHHBIM IKCTIEPTOM.

Diicnka PapmackioTHkans MM6X
Aesica Pharmaccuticals GmbH

2. B0 naNaz

Dr. Ulrich Baumeister

YNONMHOMOYCHHOE NTHLO
Qualified Person
Monheim,

21, Feb. 2022

CERTIFICATE OF QUALITY

on the Legal Status and Quality
of Pharmaceutical Products
Moving in International Commerce

Name and dosage

form of product : VIMPAT film-coated tablet

Dosage form : 100 mg

Package size and type : 14 tablets (blister)
Batch no. : 7860707

Article no. : 1006280

We hereby also certify that the above mentioned
product conforms to the established specifications and
is released accordingly by the responsible qualified
expert.

Remarks:n/a

M. ddgbon

HenonHuTe s KOHTPONS COOTBETCTBUA TOKYMEHTAUMH
Quality Assurance Facilitator



Recipl\arm

product name
HA3BAHHE NPOAYKTA
batch no.

Homep cepuu
article no.

Howmep apruxyna
Specification
crneundukauus

date of manufacture
AaTa NPOH3BOACTBA

Quality Characteristics

. VIMPAT 100 MG
BUMIIAT 100 mr

. 7860707

1006280

: spec-100845-5/3.0 dated 27.04.202 ]
spec-100845-5/3.0 ot 27.04.2021

: 08/2021

XapakrepHCTHKA KavecTBa

CERTIFICATE O

CEPTM®UKAT AHAJTH3A

Quality Requir¢ments
TpeGoBaHHA N0 KAYECTBY

Actual
PesyabTar

Properties
CpoiicTBa

Appearance
Onucanue
Visual examination
BuayansHuiit Meton

Identit
HOANMHHOCTD

Lacosamide
Jlaokcamun

HPLC determination
MeToa BOXX

UV examination

Y ®-cnexrpodotomeTpus

Dark yellow opaque, oval, film-coated tablet,

biconvex, debosse(

with *“100™ on one

side and “SP" on tle other side

OBanbHsle, ABOAKCBLIMYKILIE TABACTKH, NOKPLIThIE
KOH TeMHO-)enToro usera. Ha
NeTKH BblJABJIEHa MapPKHPOBKa

nneHOYHOoH obonor
OIHOH CTOpPOHE Taf]
«100», a na apyroi

«SP»

retention time for the main peak in the sample

solution correspon
main peak in the st
Bpems yaepxnpau
XPpOMATOrpaMMe H|

s to retention time for the
ndard solution

11 OCHOBHOro NHKa Ha
NMbBITYEMOTO pacTeopa

AONAHO COOTBCTCTROBATH BPEMEHH

YOEPKHBAHHA OCH(

BHOTO MHKa Ha

XpoMarorpamMmme CTAHAApTHOTO pacTBopa

NakocaMHaa

the spectrum betwe
sample solution V|
standard solution V
Y®-cnexrp noraoy
V| npu annHe BOsH
230 HM nomkeH coq
NOTNOWEHHA CTAHA

] e

en 300 and 230 nm of the

corresponds to the one of
|

IEHHA HCTIBITYEMOr0 PAacTROpA

bl B HHTepBane ot 300 HM oo
TBETCTBOBATL Yd-CcnexTpy

ApTHOro pacteopa V,

complies
COOTBETCTBYET

complies
COOTBETCTBYET

complies
COOTBETCTBYET



ReciPI'uarm

: VIMPAT 100 MG
BHMIIAT 100 mr

product name
HA3BAHHE NPOAYKTa

batch no. : 7860707
Howmep cepun
article no. : 1006280

Homep aptukyns

Specification
cneunduxauns

: spec-100845-5/3.0 dated 27.04.2021
spec-100845-5/3.0 or 27.04.2021

Quality Characteristics Quality Requirements Actual
XapakrepucTHKA KayecTra Tpebopanun no kavecrny PesyanTar
Content uniformity

OanopoaxocTs coxepxkuMoro

Weight variation complies with Ph.Eur. 2.9.40 complies

OrknoHenns no macce B COOTBETCTBHH C TPeOOBAHHAMMH COOTBETCTBYET

Esp.®apwm. 2.9.40

LI =150 L1
Acceptance value L2=250
Kputepun npremnemocts

Purity
Yucrora

Water content
Conepxanne Boaw

Karl-Fischer titration
Meroa Kapna ®uwepa NMT 6.0 % 4.0%

Foreign impurities
(Degradation products)
MocToponuue npumecy
(npoaykTh! pacnana)

HPLC determination
MeTton B3XX

any single degradation product
- CAHHUYHAA HEHICHTH(HUHPOBAHHAR
TIpHMeECh

total degradation products
- CYMMa npoayKTOB pacnaja

NMT 0.20 %
He Gonee 0.20 %

NMT 1.0 %

He Goaee 1.0 %

each <0.20 %
Kaxabm < 0.20 %

0.1 %

all individual peaks > 0.10 % report all
Bcee otaensHeie nuku = 0.10 % coobiwate 060 Beex

no individual peaks > 0.10%
He oTAenbHbie nuku =2 0,10 %



Reciplmrm

product name
Ha3BaHWE NpoAyKTa

batch no.
Homep cepuu

article no.
Homep apTuxyna

Specification
cneuubHkauns

Quality Characteristics

XapaKTepHCTHKA KAYecTRA Tpeb6osauusn 1

: VIMPAT 100 MG
: 7860707
: 1006280

: spec-100845-5/3.0 dated 27.04.202||

BUMITAT 100 mr

spec-100845-5/3.0 ot 27.04.2021

Quality Requlrements

0 Ka4yecTBy

Actual
Pesyabrar

Assay

KoinuecTBenHoe onpeaenenne

Lacosamide

HPLC determination
Jlakocamun

Merton BOXX

Dissolution
Pacreopenne

Lacosamide
Jlakocamua

HPLC determination
Metoa BOXX

Acceptance criteria

Kputepun npuemnemoctu Stage S1, 82,83

95.0 - 105.0 %

NLT 80 %% (Q) after 30 min
He menee 80 % (Q) uepea 30 mun

Evaluation according to Ph.Eur., 2.9.3,

Ouenka: Esp.®apm., 2.9.3,

Crynenn S1, 82,

S3

100.1 %

96 %

51



Reciph:arm

product name ¢ VIMPAT 100 MG

Ha3BaHHe nponykra BHMITAT 100 mr

batch no. : 7860707

Homep cepun

article no. : 1006280

Homep apruxyng

Specification * Spec-100845-5/3.0 dated 27.04.202|

cneundHkanun Spec-100845-5/3.0 ot 27.04.202]

Quality Characteristics Quality Requirements Actual
Xapaktepucruka KadecTsa TpeGosanns no KavecTBy Pesyanrar

Microbiolegical Purity complies with Ph.Eur, 5.1 4. complies
MHKQOGHOJIOI‘H'I&CK&H YHCTOTA B cootmeteteuy ¢ Eep. ®apym. 5.1 4. COOTBETCTBYET

Total aerobic microbial count (TAMC) NMT 10°CFU /g <10°CFU /g
Cymaa a3poBusix Gakxrepuis He Gonee 10°KOE/ ¢ < 10°KOE/ r
Total molds and yeast count (TYMC) NMT 10°CFU /g <10°CFU /g
Cymwma rpubos He Gonee 10? KOE/ 1 < 10* KOE/ 1
Escherichia coli Absent/g Absent/g
E-coli Otcyreraue / 1 Otcyrerame/r

VIMPAT 100 MG of the above mentioned batch mecet the specification,
BUMIIAT 100 mr YNOMAHYTOI BblwC CepHu cooTeeTCTRYET cneuHduKayuy,

Oiickka DapmacsoTHKaN3 Tm6X
Aesica Pharmaceutjcals GmbH

Dr. Ulrich Baumeister ‘ @(,\

Qualified Persan Quality Assurance Facilitator
Monheim, Henonnurens KOHTpOns cootseTcTRuA
YNONHOMOYEHHOE nHYyo AokyMeHTauny

Monxaiim

21 Feb. 2022







