ReciPharm

CEPTHO®HKAT KAYECTBA

0 JIErajIbHOM J0CTYNE KayeCcTBEHHbIX hapMaLeBTHYECKHX
NMPOLYKTOB Ha MEXAYHAPOLHbIA PHIHOK

Ha3BaHHe 1 exapcTBEHHan

dopma : BUMITAT tabnerkH, nokpsiThbie
IcHO4YHOH 0bon04Koi
Jlo3nposka 150 mr

Pasmep 1 Tun ynakosku: 14 tabnerox (6nucrep)

Cepus Ne : 7893706
[poayxt Ne : 1005670
loaer ao : 10/2026

VYenosus xpanenus : [Ipu remnepatype e sbie 30 °C

Ha3zBaHue ¥ KONMUYECTBO KaXA0ro akTUBHOTrO BELIECTBA:
OnHa Tabnetka coaepxut 50 Mr Jlakocamuga.

Homep perncTpauMoHHOro yAOCTOBEPEHHA:
JICP-009187/09

[Tpon3soauTens:
Diicuka Gapmacsrotkani 'M6X, Nepmanua

HacToswnM yaoCTOBEPAETCA: YTO AaHHbIH NPOAYKT
NPOM3BOAMTCA B COOTBETCTBHM ¢ peKoMeHaauuaMu BO3a
"Haanexawme npaBuia NpoM3BOACTBA M KOHTpOSA
kayectpa JekapcTs” (GMP) u B cooTBETCTBHH C
HAaUMOHATBHLIM 3aKoHooaTenbcTBoM DenepaTnBHOM
Pecny6auku 'epmaHum.

YnakoBKa U Chipbe, HApPAY C NPOM3BOACTBEHHBIM
MPOLIECCOM, aHIPO M KOHEYHBIM MPOLYKTOM ABAAIOTCA
npeaMeTaMy KOHTPO/A KauecTpa, ONpPENENeHHBIM KaK
HAUMOHATBHOM, TAK M MEXIYHAPOAHLIMH
dapmakoneamu, MM® u MTIK cranmaptaMu 1
NPOM3BOACTBEHHBIM NpoUEeCcCOM Jiickka PapMacslOTHKAN3
I'M6X u cooTeeTcTByeT cneundHkaunn B HopmatneHoi
JIOKYMEHTALUHHK CTPaHel — HMAOpPTEpPA,

Tpebyemoe cooTBeTcTBHE (hapMaLle BTHYECKHX,
(H3UYECKHUX H MUKPOOHONOrHYECKHX XapaKTEPUCTHK
onpeaenseTca A8 Kaxaoi cepru 6e3 oroBopok.
CoOTBETCTBYIOLLAA AJOKYMEHTALMA XPAHUTCA B 1OCbE B
TeyeHue 6 JIeT B COCTaBe OCHOBHOIA JOKYMCHTAUHK Ha
NMPOH3BOACTBEHHYIO CEPHIO.

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 150 mg

Package size and type : 14 tablets (blister)

Batch no. : 7893706
Article no. : 1005670
Expiry date 1 10/2026

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. 1. P.and P. 1. C.
standards and operating procedures of Aesica
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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CEPTU®PUKAT KAYECTBA

O JIEraJibHOM AOCTYIIE€ KaYe€CTBEHHBIX
(hapMaLIeBTUYECKHUX NPOAYKTOB HAa MEXAYHAPOAHLI
PBIHOK

Ha3paHue u nekapcTBeHHas
¢opma : BUMIIAT tabnetku, nokpeiThie
nNeHoYHO# 0BonoUKOiH

Hosuposka 250 mr

Pasmep n Tun ynakoeku: 14 tabnerok (6auctep)
: 7893706

: 1005670

Cepus Ne
[Tpoaykt Ne

Hacrosiumm Mbl Takxe yaocToBepsaM, YTO yKa3aHHbI#H
BbILIE NPOAYKT COOTBETCTBYET YCTAHOBIEHHbIM
cneunduKaLMAM, Ha OCHOBAHHH YErO BbIAAETCA
pa3peleHHe Ha ero BbIMYCK C MPOM3BOACTBA
OTBETCTBEHHbIM KBATUGULIMPOBAHHBIM 3KCMEPTOM.

Diicuka dapmacsioTikans I'mM6X
Aesica Pharmaceuticals GmbH

Hllblg

YIONHOMOYEHHOE NHLO
Qualified Person

Monheim, | (), JUNI 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 150 mg

Package size and type : 14 tablets (blister)
Batch no. : 7893706

Article no. : 1005670

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

N e

HMcnonHuTesns KOHTPONA COOTBETCTBHA IOKYMEHTALIHH
Quality Assurance Facilitator



ReciPharm

product name
Ha3BaHHE NPOAYKTa

batch no.
Homep cepuu

article no.
Howmep apTHKyns

Specification
cneurdHKaL s

date of manufacture
[aTa NpoH3BOACTBA

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

: VIMPAT 50 MG

BUMIIAT 50 mr

: 7893706
: 1005670

: spec-100844-5/3.0 dated 27.04.2021

spec-100844 -5/3.0 ot 27.04.2021

1 11/2021

Quality Characteristics Quality Requirements Actual
XapakTepuCTHKA Ka4yecTBa TpeGoBaHHSA N0 KA4YeCTBY PesyabTaTr
Properties
CaoiicTBa
Appcarance
Onucanne pinkish opaque, oval, film-coated tablet,
Visual cxamination biconvex, debossed with ““50” on one complies
BusyanbHelii METON side and “SP" on the other side COOTBETCTBYET
OBanbHble, ABOAKOBLIMYKAble TAONETKH, OKPbITHIE
nneHouHoii obonoukoii pososatoro usera. Ha oaxo#
cTopoHe TabseTkH BblAaBJAEHa MapKUpOBKa «50»,
a Ha apyroi «SP»
Identity
NOAJHHHOCTD
Lacosamide
Jlaokcamnn
HPLC determination retention time for the main peak in the sample
metoa BOXKX solution corresponds to retention time for the
main peak in the standard solution complies
BpeMs yaepHBaHHA OCHOBHOIO MHKA HA COOTBETCTBYET
XpOMaTorpaMme HCIbITYEMOro pacTBopa
AOMXHO COOTBETCTBOBATL BPEMEHH
yAep)KHBaHHA OCHOBHOIO MHMKa Ha
XpoMaTorpaMme CTaHAapTHOro pacTsopa
nakocaMHAa
UV examination the spectrum between 300 and 230 nm of the
Y®d-cnektpodoTromeTpHa sample solution VI corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y®-cnekTp NOMJIOLLEHHA HCIILITYEMOro pacTBopa
V| npH AnHHE BOAHLI B HHTepBane ot 300 M Ao
230 uM JOJKEH COOTBETCTBOBATh Y P-CNEKTpPY
TIOrNIOWEHHs CTaHAaPTHOro pacTeopa V)
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product name : VIMPAT 50 MG

Ha3BaHHE MpoayKTa BUMIIAT 50 mr

batch no. . 7893706

Homep cepun

article no. 1 1005670

Homep aptuxyns

Specification : spec-100844-5/3.0 dated 27.04.2021
cneundHKaumsa spec-100844 -5/3.0 ot 27.04.2021

Quality Characteristics
XapakTepHcTHKa KavecTBa

Quality Requirements Actual
TpeboBanus no kayecTy PesyabTar

Content uniformity
OanopoaHoOCTh COMEp)KUMOTO

Weight variation
OTKN0HEHHA MO Macce

Acceptance value
Kpurepus npuemnemoctu

Purity
Yucrora

Water content
Conepsxanue soast

Karl-Fischer titration
Meron Kapna ®uwepa

Foreign impurities
(Degradation products)
[MocToporuue npumecu
(npooyxTel pacnana)

HPLC determination
MeTtoa B3XX

any single degradation product
- €IMHUYHAR HEMACHTHYHLUHPOBaHHAA
NpHMeECh

total degradation products
- CyMMa NpOAYKTOB pacnaga

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

complies with Ph.Eur. 2.9.40 complies
B COOTBETCTBHH C TpeGOBAHHAMH COOTBETCTBYET
Esp.®apm. 2.9.40

LI=150 L1

L2 =250

NMT 6.0 % 2.8%

NMT 0.20 % each < 0.20 %

He Gonee 0.20 % kaxabii < 0.20 %

NMT 1.0 %

He Gonee 1.0 % 0.1 %

report all

coobwatk 060 scex no individual peaks = 0.10 %

He oTaenbHble nukn = 0.10 %
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product name
Ha3BaHHE NPOAYKTa

batch no.
Homep cepun

article no.
Homep apTukyns

Specification
cneuudukauus

Quality Characteristics
XapakTepHCTHKA Ka4yecTBa

: VIMPAT 50 MG

BUMIIAT 50 mr

: 7893706
: 1005670

: spec-100844-5/3.0 dated 27.04.2021

spec-100844 -5/3.0 ot 27.04.2021

Quality Requirements
TpeGoBaHus MO KaYecTBY

Actual
PesynbTar

Assay

KonuyecTeeHHOE onpenenenne

Lacosamide
HPLC determination

Jlakocamun
Meton BOXX

Dissolution
PacTBopenue

Lacosamide
Jlakocamun

HPLC determination
Metoa BOXKX

Acceptance criteria

95.0-105.0%

NLT 80 % (Q) after 30 min
He meHee 80 % (Q) uepes 30 MuH

Evaluation according to Ph.Eur,, 2.9.3

Kputepnu npuemnemoctu Stage S1, S2, 83

Ouenka: Esp.®apwm., 2.9.3,
Crynens S1, S2,S3

99.2%

98 %

S
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product name : VIMPAT 50 MG

Ha3BaHHE NMPOAYKTA BUMIIAT 50 mr

batch no. : 7893706

HoMep cepun

article no. : 1005670

Homep aptukyns

Specification : spec-100844-5/3.0 dated 27.04.2021

crieuHpHKaLHs spec-100844 -5/3.0 ot 27.04.2021

Quality Characteristics Quality Requirements Actual
XapaKkTepHCTHKA Ka4ecTBa TpeGoBauusa Mo Ka4eCTBY PesyabTart
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
MHKEOGHOHOFH‘IECKaﬂ YHCTOTA B coorsetctuu ¢ Esp. @apm. 5.1.4. COOTBETCTBYET
Total aerobic microbial count (TAMC) NMT 10°CFU /g <10°CFU /g
Cymaa aspo6HsIx BaxTepuii He 6onee 10°KOE/ r < 10°KOE/ r
Total molds and yeast count (TYMC) NMT 10°CFU /g < 10*CFU /g
Cymwma rpubos He 6onee 10 KOE/ r < 10* KOE/ r
Escherichia coli Absent/g Absent/g
E-coli OtcytctBHE / T OtcytctBue / ©

VIMPAT 50 MG of the above mentioned batch meet the specification.
BUMIIAT 50 Mr ynomsHyToOii BbiLUE CEPHH COOTBETCTBYCT CrieLHHKALIHH.

Diicuka PapmaceioTHKans ['mMoX
Aesica Pharmaceuticals GmbH

ot

T. J. Hitbig

V. g

Quahﬁfzd Person gamitfed Porson Quality Assurance Facilitator
Monheim, Hcnonuutens KOHTPONA COOTBETCTBHA
YMOAHOMOUYEHHOE U0 NOKYyMEHTaLMH

MoHxaim

[0, Jun 2022



