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ReciPH;rm

CEPTHOHUKAT KAYECTBA
0 JIeralbHOM NOCTYMeE KayeCTBEHHbIX hapMaLeBTHYECKHUX
NPOAYKTOB Ha MeXAYHapOAHbLIH PhIHOK

Hassanue u nexapcTeeHHas

dopma : BUMIIAT Tabnetkn, nokpeirie
nneHouHoH obonoukod

Hosuposka 2100 mr

Paamep v THn ynakosku: 14 TaGnerok (6amcTep)

Cepusa Ne . 7866502

Mponykt Ne : 1006280

logex ao . 08,2026

Yenosns xpanenns : [lpu Temnepatype ue Boiwe 3 °C

HESBHHHC H KOJIHYECTBO KaXA0ro aKTHBHOTIO BELUECTBA:
Onna tabnetka conepxuT 100 Mr Jlakocamuna.

Howmep peructpaunounnoro ynoctoeepenns:

JICP-009187/09

[Tpoussoautens:
Oiicuxa Dapmacsrorukans M'm6X, Mepmanus

Hactoawmm ynocrosepsercs:: 4o aaHHbii NpoaykT
NPOM3BOAMTCA B COOTBETCTBUH C peKkoMeHaaUMAMH BO3a
"Hagnexawwe Npasuna npoM3BOACTBA M KOHTPONSA
Kavectsa nekapcts” (GMP) W B cooTBeTCTBHH C
HaUHOHANBHBIM 3aKOHOAATENLCTBOM DesepaTHBHOM
Pecnybnuku lepmanum,

YnakoBka u CbIpse, HAPALY C NPOH3IBOACTBEHHbIM
NpoUeccoOM, aHIPO H KOHEYHBLIM MPOIYKTOM ABAAKOTCA
NPeAMETAMH KOHTPOJIA KavecTBa, ONpeaeeHHbIM Kax
HaUMOHANbHOM, TAK U MEXAYHADOAHbLIMH
®apmakoneamu, MM® u MK crannapramu 1
MPOU3BOACTBEHHBLIM NpOLECCOM Iiicuxka DapmacsioThkans
['M6X # cooTBeTcTRYET CeuMdHKaLHK B HopmaTuenoii
ﬂOK)"MCHTﬂuHH CTpaHbl — HMnopTepa.

Tpebyemoe cooTBeTCTBHE hapmalieBTHYECKHX,
¢H3M‘ICCKHX " MHKpOﬁHDﬂOl"HHCCKHX XapaKTEPHUCTHK
OMpEeACAsCTCA VIR KaXIoH cephH Ge3 0rosopok.
CooTeeTcTByOWAN SOKYMEHTALMA XPAHHTCH B IOCLE B
Te4yeHUE b ACT B cOCTaBE OCHOBHON NOKYMEHTALIMH Ha
NPOH3BOACTBEHHYIO CEPUIO.

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 2100 mg

Package size and type : 14 tablets (blister)

Batch no. : 7866502
Article no. : 1006280
Expiry date . 08/2026

Storage conditions  : Do not store above 30°C

Name and amount of each active ingredients:
One tablet contains 100 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. [. 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®HKAT KAYECTBA
O NErabHOM JOCTYNE KAYECTBEHHbIX

(apmaLeBTHYECKMX NPonYKTOR Ha MeXayHapoaHbif
PbIHOK

Ha3sanne u NEKAPCTBEHHan

¢opma : BUMIIAT taBnetxw, nokpoitsie
TUIeHO4HOHA oBosioukoi

Ho3uposka 2100 mr

Paamep # Thn ynakosku: 14 tabnetox (6ancrep)

Cepua Ne : 7866502

Tpoaykt Ne : 1006280

HacToawmny Ml Takxe yaoctosepas, uto YKa3aHHbIH
BbILIE NPOAYKT COOTBETCTBYET YCTAHOBAEHHbIM
cneurdHUKaUMAM, HA OCHOBAHMKM YETO BblIdeTCH
pa3spelleHKe Ha ero BeINYyCcK ¢ NPOW3BOACTBA
OTBETCTBEHHBIM KBATHDHLUNPOBAHHBIM IKCMEPTOM.

ficuka PapmacwioTHikans MMEX
Acsica Pharmaceuticals GmbH

Ze S s\

Dr. Ulrich Baumeister

YNOAHOMOMEHHOE MU0
Qualified Person
Monheim,

2 1. 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. : 7866502

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

N . Beddue

HCnoanuTe b KOHTPOA COOTBETCTBHS AOKYMEHTALMH
Quality Assurancc Facilitator
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product name
Ha3BaHHE NPOaYKTA

batch no.

Houmep cepuu
article no.
Homep apTuxyna
Specification
cneunbukayHa

date of manufacture
nartra NPOH3BOACTBA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATH3A

. VIMPAT 100 MG

BUMIIAT 100 mr

: 7866502

1006280

: spec-100845-5/3.0 dated 27.04.2021

spec-100845-5/3.0 ot 27.04.2021

: 09/2021

Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA KAYeCcTBA TpeGosanus no kauecrny PesyabTar
Properties
Croiicrea
Appearance
Onucanue Dark yellow opaque, oval, film-coated tablet,
Visual examination biconvex, debossed with “100™ on one complies
BusyaneHbiii Meton side and “SP" on the other side COOTBETCTBYeET
Osanbiisie, ABOAKOBLIMYKAbIC TAGNETKH, MOKPLITLIE
N/IeHoYHOI 060104KO#T TemMHO-xenToro usera. Ha
OAHOH CTOPOHE TabNeTKH BblAABNEHA MAapKMPOBKA
«100», a Ha apyroii «SP»
Identity
DOANTHHHOCTH
Lacosamide
Jlaokcamna
HPLC determination retention time for the main peak in the sample
meron BIXX solution corresponds to retention time for the
main peak in the standard solution complies
Bpema yaepxuBaHHA OCHOBHOrO MHKa Ha COOTBETCTBYET
XPOMATOrpaMMe HCTLITYEMOTO PacTBOpa
AOIKHO COOTBETCTBOBATL BPEMEHH
YACPXKHBAHHA OCHOBHOIO MHKa Ha
XpOMATOrpaMMe CTaHAapTHOTO PACTBOpPa
naKocaMuna
UV examination the spectrum between 300 and 230 nm of the
Yd-cnexrpodoromerpusa sample solution V1 corresponds to the one of complies
standard solution V1 COOTBETCTBYET

Y®-crexTp nornoweH s HCNBITYEMOro pacTeopa
V| npH anvHe BoAHbI B HHTepBane ot 300 HM 10

230 Hm nomker cooTReTcTBORATH Y d-criekTpy
NOrJIOMIEHHA CTaHAAPTHOTO pacTeopa Vi
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product name
Ha3BAHHC NPOAYKTA

batch no. . 7866502
Howmep cepuu
article no. : 1006280

Homep aptuxyns

Specification
cneurduKania

Quality Characteristics
XapakrepucTnka KayecTsa

: VIMPAT 100 MG
BHMIIAT 100 mr

: spec-100845-5/3.0 dated 27.04,2021
spec-100845-5/3.0 or 27.04.2021

Quality Requirements
TpebGoBaHun no KauecTBy

Actual
PesyabTar

Content uniformity
OAHOPOAHOCTE CONEPHHUMOTO

Weight variation
OTtxnoHeHHs nNo mMacce

Acceptance value
Kputepuu npuemnemoctn

Purity

Yucrtora

Water content
Coaepxaunne Boabl

Karl-Fischer titration
Metoa Kapaa ®uwepa

Foreign impurities
(Dcgradation products)
[locTopoHHune npuMecH
(npoaykTsl pacnana)

HPLC determination
MeTtoa BIXX

any single degradation product
- e[lHHMYHAA HEHACHTHOHUHPOBaHHAS
NpHMECH

total degradation products
- CyMMa NpoAyKTOB pacnana

all individual peaks > 0.10 %
Bee otnensusie nukn > 0.10 %

complies with Ph.Eur. 2.9.40
B COOTBETCTBHU € TPCOOBAHHAMM

Esp.®apm. 2.9.40

LI=150
L2=250

NMT 6.0 %

NMT 0.20 %
He Gonee 0.20 %

NMT 1.0 %
He Gonee 1.0 %

report all
coobwars 060 Beex

complies
COOTBETCTBYET

L1

32%

each < 0.20 %
Kawabin < 0.20 %

0.1 %

no individual peaks = 0.10 %
He oTAenbHble nuku 2 0.10 %
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product name ¢ VIMPAT 100 MG
Ha3BaHME NpOAYKTa BAMIIAT 100 mr

batch no. : 7866502
Homep cepun

article no. : 1006280
Homep aptuxyns

Specification : spec-100845-5/3.0 dated 27.04.2021
cneumndHKaumus spec-100845-5/3.0 ot 27.04.2021

Quality Characteristics Quality Requirements
XapaKTepHCTHKA KavecTBa Tpe6oranus no KavecTBy

Actual
Peayabrar

Assay

KOJIH'-ICCTBCHHGE onpeaejaeHHe

Lacosamide

HPLC determination 95.0-105.0%
Jlakocamun

Meroa BAXX

Dissolution

PactBopenne

Lacosamide
Jlakocammug

HPLC determination NLT 80 % (Q) after 30 min
Metoa BOXX He menee 80 % (Q) vepes 30 mun

Acceptance criteria Evaluation according to Ph.Eur., 2.9.3,
Kpurepuu npuemnemocty Stage S1, 52, §3

Ouetka: Esp.dapwm., 2.9.3,

Crynens S1, §2, 83

99.8 %

96 %

S|
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product name . VIMPAT 100 MG

HalBaHHe npoaykTa BHMIIAT 100 mr

batch no. + 78066502

Homep cepuu

article no. : 1006280

Howmep aprukyna

Specification : spec-100845-5/3.0 dated 27.04.2021

cneunduxaums spec-100845-5/3.0 o1 27.04.2021

Quality Characteristics Quality Requirements Actual
XapaKTepHCTHKA KavecTpa TpeGosauus no kavecrey Pesyabtar
Microbiological Purity complies with Ph.Eur. 5.1.4. complies
MukpofHonoruyeckasn YHCTOTA B coorsercreum ¢ EBp. Qapm. 5.1.4, COOTBETCTBYET
Total acrobic microbial count (TAMC) NMT 10°CFU /g < 10'CFU /g
Cymaa aspobusix akrepiii He 6once 10°KOE/ r < 10°KOFE/ r
Total molds and yeast count (TYMC) NMT [0°CFU /g < 10°CFU /g
Cymma rpubos He 6once 10? KOE/ ¢ < 10" KOE/ r
Escherichia coli Absent/g Absentig
E-coli OtcytcTue / 1 Oteyteraue/r

VIMPAT 100 MG of the above mentioned batch meet the specification.
BHMIIAT 100 mr ynomaryToit Bhie CCPHH COOTBCTCTBYET cieuHpHKaLHK,

Jitcuka Dapmackiotukans [MEX
Aesica Pharmaceuticals GmbH

Dr. Ulrich Baumeister . .

Qualified Person Quality Assurance Facilitator
Monheim, Hcnonuntens xoutponsa cootsetcrams
YIONHOMOYEHHOE MTHLO AOKYMEHTaLMH

Motxaiim

21, Feb, 2022






