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FOCYAAPCTBEHHOI PETMCTPALIMHA

Toprosoe HanMeHoRane Bumnar®

Mesay HAPOIOE HENATEH TOBAHNOE Jarocamug

HAHMCHOBAHHE (FPYIIHPOBOUHOE 1LIH

NHMHIECKORE)

Jlekapersennas gopama Ta0NEeTRM, NOKPBITHIC NACHOUROIT 0G010uKOT

Josiposka 50 mr

dopma ey CKa I 14 - GaneTepet - nauky kapronusie (14 urr.)

Hoxsep cepuun (naptun); 7626404
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O0Bsem cepuu (naprin); 36711 vn. J

Hata npoussoacrea: 26.08.2020 {
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Coneu no:; 531.07.2025 _

Haumenoranue n anpec [Mpouzsoaurens (rotosoii JID) - |

OPOHIBOIHTENA (¢ VKA3AHHEM CTAIT Diicnka Papmucsrotirans [MOX. [epaanuns |
| IpoIsBOICTBA) | (Galileistrasse 6. 08056 Zwickau. Germany). |

J i

YNakoBUHK/APACOBUIMK (B NEPBHYHYIO YNAKOBKY ).
YnakoBumk/hacoBULMK (Bropuunas/TpeTHanas
ynakosra) - Diicuka Gapmacsiotakans ['MOX,
Uepmanus (Mittelstrasse 15, 40789 Monheim,
Germany). BeInycKalowwmii KOHTPOak KauecTsa- !
Ditcuka Gapmacviotnrans InSX, lepaanns (Allred-
Nobel-Strasse 10, 40789 Monheim am Rhein.
Germany)

Homep 1 jara PErHCTPALHOHIOTO JICP-009187/09 ot 16.11.2009
VIOCTOREPCHNS

Honmep HOpMATHBHOI oKy MeHTAILMM ~ JICP-009187/09-161100 (Man.Ne 1-6)

Hammenosanne n anpec gepwartens | HOCB ®apaa C.A.. Beanrng (Allee de la Recherche
| PEFICTPALHOHHOIO Y A0CTOBEPEHHS 60, B-1070 Brussels. Belgium)
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ReciPharm

CEPTUPHKAT KAYECTBA

0 ICraIbHOM AOCTYNE KaYeCTBEHHbIX hapMaLeBTHYECKMX
NPOLYKTOB Ha MeXIYHAPOIHbLH PLIHOK

Ha3sgsanue u nexapeTseHHas

(opma : BUMITAT TaGrietkH, nokpeiTeie
naeHo4HoR obonoykoh

Ho3npoeka 2 50 mr

Pasmep u Tun ynakosxu: 14 tabnetox (6nmcrep)

Cepust No 1 7626404

Mpomyxt Ne : 1005670

Tonex no :07/2025

Yenosus xpanenus : Ilpu Temnepartype ne Bbiwe 30 °C

HaspaHiue ¥ KONMYECTBO KaX10r0 aKTHBHOTO BELICCTHRA:
OnHa TabneTka conepxuT 50 Mr Jlakocamuna.

Homep pernctpansontoro ynoctoBepeHus:
JICP-009187/09

[Tpoussoautens:
Ditcuka PapMacsioTHkans MMoX, epmanus

HacToAwuM yrocToBepseTcs: 4To AaHHbIH MPOAYKT
NPOU3BOAMTCS B COOTBETCTBUM ¢ peKoMeHzauusMu BO3a
"Hannexatune npasuia MpOU3BOICTEA U KOHTPONS
Kauectsa nekapcts”’ (GMP) u B cooTBeTCTBMM €
HalLIHOHANBHBIM 3aKOHOaTeNbCTBOM DefepaTuBHOM
Pecnybnuku [epmanuy.

YnakoBKa ¥ ChIpbe, HApsiLy ¢ NPOH3IBOACTBE HHBIM
NpOLECCOM, aHIPO M KOHEYHbIM NMPOAYKTOM ABASKOTCA
npeaMeTaM KOHTpOJIA Ka4yecTsa, onpeaeneHHbLIM Kak
HalLHOHATTbHOM, TAK H MEXAYHAPOLHBIMH
Dapmakoneamu, MM® u MITK cTaHzapTaMu
NMPOU3BOACTBEHHBIM MPOLIECCOM JiHcHKa (Dapmacmo'rm(am
I'M6X u coorpercreyer cneunduxaunu 8 Hopmatuphoit
JloKyMeHTaUMH CTpaHsl — UMnopTepa.

TpebyeMoc cooTBeTCTBHE (hapMalEBTUYECKHX,
GU3HYECKHX M MUKPOOHONOTMYECKMX XapaKTEPUCTUK
OfipeieNiAeTeA V1A KaXaoh cepru Ge3 0roBopok.
CooTBeTeTBYIO IS JOKYMCHTALIHSA XPAHUTCS B AOCHE B
TeueHHe 6 NeT B cOCTaBe OCHOBHOMH NOKYMEHTALMH Ha
MPOM3BOJICTBEHHYIO CEPHIO.

AT A

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 150 mg

Package size and type : 14 tablets (blister)

Batch no. 1 7626404
Article no. - 1005670
Expiry date :07/2025

Storage conditions  : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 50 mg Lacosamide.

Registration Certificate Number.:
LSR-009187/09

Manufacturer:
Aesica Pharmaceuticals GmbH, Germany

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

Packaging and raw materials as well as manufacturing
process, the bulk product and finished product are
subject to quality controls set forth in national and
international pharmacopoeias, F. I. P.and P. [. C.
standards and operating procedures of Acsica
Pharmaceuticals GmbH and comply to the
specifications in the Marketing Authorisation of the
importing country.

With respect to the pharmaceutical, physical,
chemical 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.
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CEPTUDHUKAT KAYECTBA

O JIErUIbHOM JOCTYTE KaYeCTBEHHDBIX
(apMaleBTMYECKHX NPONYKTOB Ha MEX/1YHapOaHBLH
PBIHOK

Ha3spanue u nekapcTseHHas
hopma : BUMIIAT raGnetsu, nokpeitsie
MNEeHOYHOH ob0moukol

Jo3upoexa : 50 mr

Paamep u Tun ynakosxu: 14 Tabnerok (Gnucrep)
: 7626404

11005670

Cepua Ne
[Mponykr Ne

Hacrosiiunm mei takxe ynoctosepsm, uto yKa3zaHHBbIit
BBILLE IPOJAYKT COOTBETCTBYET YCTAHOBIIEH HbIM
cneunrKaUMAM, Ha OCHOBAHMH Yero BhlaeTes
paspellleHne Ha ero BLNYCK ¢ NPOH3BOACTBA
OTBETCTBEHHBIM KBATH(MULHPOBAHHBIM 3KCIIEPTOM.

Ditcuka DapmacsioTHrans TMEX
Aesica Pharmaceuticals GmbH

A,
€ Yowrer~
YONIHOMOYEHHOE THLO
Qualified Person

Monheim, 2 8. JAN. 2021

CERTIFICATE QF 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 :50 mg

Package size and type : 14 tablets (blister)
: 7626404

: 1005670

Batch no.

Article no.

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

HCnonHUTeNs KOHTPONS COOTBETCTBHA 10Ky MEHTALIMM
Quality Assurance Facilitator
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CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIU3IA

product name : VIMPAT 50 MG

HaiBaHue MPOAYKTa BHUMIIAT 50 mr

batch no. 1 7626404

Homep cepun

article no. : 1005670

Homep aptukyns

Specification . spec-100844-5/2.0 dated 13.07.2020
cneuuguKalng spec-100844 -5/2.00t1 13.07.2020
date of manufacture : 0872020

[aTa [NpOH3BOACTBA

Quality Characteristics Quality Requirements Actual
XapakTepHCTHKA KavecTBa TpeboBanus no kauecTBy PeayasnTar
Properties
CaolicTBa
Appearance
Onucanne pinkish opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “50” on one complies
Bu3yansHblf MeTOL side and “SP" on the other side COOTBETCTBYET

OsaneHele, ABOAKOBBIMYKIbIE TAGNETKH, MOKPLITHIE
nieHo4HoH ofonoukoii pozosatoro usera. Ha oanoit
CTOpOHE TabNeTKH BbllaBleHa MapkiupoBka «50»,

a Ha apyro# «SP»

Identity
NOAJHHHOCTE
Lacosamide
Jlaokcamuu
HPLC determination retention time for the main peak in the sample
meroa BOXX solution corresponds to retention time for the
main peak in the standard solution complies
Bpems yJep:kHBaHHA OCHOBHOIO NKKa Ha COOTBETCTBYET
XpOMaTOrpaMmMe HCMBITYEMOTO pacTeopa
[OJIKHO COOTBETCTBOBATE BPEMEHH
yIOepPHHBAHUS OCHOBHOTO MiKa Ha
XpOoMaTorpaMMe CTaHIapTHOrO pacTBopa
JlakocaMHaa
UV examination the spectrum between 300 and 230 nm of the
Y®@-cnektpodoToMeTpHS sample solution V1 corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y@-cnekTp NOrnouleHHa HCMLITYEMOTO pacTeopa
V| IpH AnMHe BOJIHB! B HHTepBae oT 300 uM 10
230 um gonxen cootpetcTROBaTE Yd-CniexTpy
NOIJIOLIEHHs CTAHAAPTHOrO pacTeopa Vy

1 & gy
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product name : VIMPAT 50 MG
Ha3BaHUE NPOIYKTa BHUMIIAT 50 mr

batch no. 1 7626404
Homep cepun

article no. . 1005670
Homep aptuxyns

Specification : spec-100844-5/2.0 dated 13,07.2020
crneurgHKaLms spec-100844 -5/2.001 13.07.2020

Quality Characteristics
XapakTepHCTHKA KayecTna

Quality Requirements
TpeGosanusn no kauecTpy

Actual
Pesyabrar

Content uniformity
OaHOPOAHOCTE COMEDHHMOro

Weight variation
OTxnosenus mo Macce

Acceptance value
Kputepun npuemnemoctH

Purity

Hucrora

Water content
ConepxaHue BOabI

Karl-Fischer titration
MeTton Kapna ®uiepa

Foreign impurities
{Degradation products)
[MocToponnue npumecn
(npogyKThl pacnana)

HPLC determination
Meron BOAX

any single degradation product
- EAMHUYHAA HEMJEHTUDHUUHPOBAHHAA
NpUMECH

total degradation products
- CyMMa TIPORYKTOB pachaja

all individual peaks > 0.10 %
Bce otnenstsie nuku > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTRHM C TpebopaHHAMM
Esp.@apm. 2.9.40

LI=15.0
L2=25.0

NMT 6.0 %

NMT 0.20 %
He Gonee 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobmats 060 Bcex

complies
COOTBETCTBYET

L1

32%

not detectable
He oBHapy*eHb!

not detectable
He oBHapyXeHbi

no individual peaks > 0.10%
He oTaeneHeie nuki 2 0.10 %
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product name : VIMPAT 50 MG
Ha3BaHHe NpoayKTa BHUMIIAT 50 mr
batch no, : 7626404
Homep cepun
article no. : 1005670
Homep aptuxyns
Specification . spec-100844-5/2.0 dated 13.07.2020
cneurbHKauns spec-100844 -5/2 0ot 13.07.2020
Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA KavecTBa Tpebopanns no kauecTry Pesynutar
Assay
Konunuecrennoe onpenenenne
Lacosamide
HPLC determination 95.0-105.0% 99.8%
Jlakocamun
MeTon BOXKX
Dissolution

Pacrsopenne

Lacosamide
Jlakocamun
HPLC determination NLT 80 % (Q) after 30 min 100 %
MeTton BOXX He menee 80 % (Q) uepes 30 mun
Acceptance criteria Evaluation according to Ph.Eur., 2.9.3,
Kpurepuu npuemnemocTu Stage S1, S2, S3

Ouenka: Esp.®apm., 2.9.3, S1
Crynens S1, 82, 83
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product name
Ha3BAHHE NPOAYKTa

batch no,
Homep cepuu

article no.
Homep aprukyns

Specification
cneurprkaumna

¢ VIMPAT 50 MG

BUMIIAT 50 mr

7626404

© 1005670

© spec-100844-5/2.0 dated 13.07.2020

spec-100844 -5/2.001 13.07.2020

Quality Characteristics Quality Requirements Actual
XapakrepucTuka kayecrsa TpeGosauns no Ka4ecTBy PesyabTar
Microbiological Purity complies with Ph.Eur. 5.1 4. complies
Mnmgoﬁuonornuecxaa YHCTOTA B cootserctBuM ¢ Esp. ®apm. 5.1.4. COOTBETCTBYET
Total acrobic microbial count (TAMC) NMT 10°CFU /g <10°CFU /g
Cymaa a3poGHix Gaktepuis He 6onee 10°KOE/ r < 10°KOE/ r
Total molds and yeast count (TYMC) NMT 102CFU /g <10°CFU /g
Cymma rpuGos He Gonee 10 KOE/ r <10 KOE/ r
Escherichia coli Absent/g Absent/g

E-coli

Oteyretue / T

VIMPAT 50 MG of the above mentioned batch meet the specification.
BUMIIAT 50 Mr ynomamyToit Bbiwe CCpHH COOTBETCTBYET CrieUH(HKaLHH.

Oificuka PapmachroTukans 'MEX
Aesica Pharmaceuticals GmbH

€ Hoer

Qualified Person

Monheim, 1’. JAN. 72071

YNOJHOMOYEHHOE NULO
MoHxaiim

|

Ortcyrtetsue /T

Qualil)LAssurance Facilitator

Henonuurens kontpons cootsetcTang
JAOKYMEHTaUHH







