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ReciPh'arm

BATCH RELEASE CERTIFICATE

Name of product, dosage form, package size: VIMPAT 10MG/ML,
solution for infusion (20 mi}, 5 injection vials
Strength / Polency: COne mi solution for infusion
contains 10 mg Lacosamide.
Article Number: 1008788
knporting Country: TAMWAN, PROVINCE OF CHINA
Batch Number: 6125004
Date of manufaclure: Jul 25, 2022
Expiry Date: Jul 24, 2025
Place of manufaciure of bulk product: UCB Pharma SA,
1420 Braine-L' Alleud, Belgium
Face of manufacture of finished product: Assica Pharmaceuticals GrbH
40788 Monheim, Germany
Place of final release: Aesica Pharmaceuticals GmbH
40788 Monheim, Germany
Marketing Authorization Nurmber: 026283
Storage Conditions: Do not store above 25°C
Remarks:

Results are taken from the bulk manufacturer's
certificate of analysis.

Results of Analysis: altached Certificate of Analysis

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality contro! at the above mentioned site{s) in full compliance with the GMP
requirements of the local Regulatory Authority and w ith the specifications in the Marketing Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found fo be in compliance with
GMP,

Relevant Deviations/C0S: no

The above mentioned batch is released by the responsile gualified person.

Aesica Pharmaceuticals GmbH

40789 Monheim

Signed by Function Date

Janika Brunk Qualified Person Feb 07, 2023 13:05

el

This document has been electronically approved and signed.
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Report: BRC V 5.5 Page tof 1
0 Ji1505452 LABS 42 ZA101004/1PA258281
Aesica Pharmaceuticals GmbH T: +49 21733350 Sitz: Monhelm am Rhein. gegistgrgerlcht und
Alfred-Nobel-StraBe 10 F: +49 2173 335 1020 Registemummer: Amtsgericht Cisseldorf, HRB _64322
40789 Monheim Geschaftsfihrung: Luc Burgard, Dr. Werner Schick

Germany www.recipharm.com Steuernummer: 135/5713/2423, UST-1d. Nr: DE275410385
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Certificate of Analysis

Product name; VIMPAT 10MG/ML,
solution for infusion {20 ml), 5§ injection vials

Article no: 4008788

Specification: spec-100843-1 / 6 from Sep 30, 2022

Batch no: 6125004

Quality characteristic = Requirement Actual

Properties, description, visual examination

primary packaging material 20 m colorless glass withagrey  complies
rubber stopper and a flanged
aluminum cap w ith tear-off seal

content Clear and colorless liquid complies

Properties, volume

exiractable volume NLT20.0 mL 21.0m

Identity, HPLC examination

Lacosamide Retention time corresponds to conplies
retention time of standard

Identity, UV-VIS examination

Lacosamide Conforms to UV-spectrum of complies
standard

ldentity

Identification tests-General

Sodium Dense w hite precipitate complies

Chioride Curdled w hite precipitate, soluble complies
in ammenia

Purity, potentiometric examination

pH value 38-45 39

Purity, particulate matter, electronic particle test { HIAC )

particles/unit >= 10 ym NMT 6000 particles / vial 228 per unit

particles/unit >= 25 pm NMT €00 particles / vial 12 per unit

Particulate contamination

Visible particles Practically free from visible complies
particles

Repeort: EXT_ZERT V3.2
D JI1505453 LABS 4.2

Page 1of 3
ZA101004/1PA258281
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Certificate of Analysis

Product name: VIMPAT 10MG/ML,
solution for infusion (20 mi), 5 injection vials
Article no: 1008788
Specification: spec-100843-1 / 6 from Sep 30, 2022
Batch no: §125004
Quality characteristic =~ Requirement Actual
Assay, HPLC examination
Lacosamide 85.0 - 105.0 % 99.9 %
Purity, HPLC examination
Desacetyl-lacosamide (SPM NMT 0.20 % <0.10%
6912) lmpurity D
Any other single impurity NMT0.20 % <0.10%
{except synthesis
impurities)
Tota!l degradation products NMT 1.0 % not determinable
Microbiologlcal purity
sterility sterile complies
Microbiological purity
bacterial endotoxins NMT 8.3 BU/iml < 1,0 EL} per mt.
$re LALLS
ug-y
% 1 [Tl
il ERLLPIN]
Report:  EXT_ZERT V 3.2 4 Pagezers
D JH505453 LABS 4.2 ZA101004/1PA258281
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Certificate of Analysis

Product name: VIMPAT 10MG/ML,
solution for Infusion {20 mi), 5 injection vials
Article no: 1008788
Spacification: spec-100843-1/6 from Sep 30, 2022
Batch no: 6125004

VIMPAT 10MG/ML,
solution for infusion (20 ml), 5 injection vials of the above described batch meet the specification.

Aesica Pharmaceuticals GmbH

40789 Monheim
Signed by Function Date
Janika Brun Qualified Person Feb 07, 2023 13:05

N

This document has been electronically approved and signed.

Report: EXT_ZERT V 3.2 Page 3 of 3
D Ji1505453 LABS 4.2 ZA101004/1PA258281




Fertigwarenkontrollschein (Eigenfertigung)

RGC | Pl’]a rm Finished Product Control

Page / Seite 1 /1

SAP Material No 1008788
SAP Material Name VIMPAT IV 10MG/ML.  TWN 005V (20ML)
Date of Control / Datum der Kontrolle 06.02.2023

Order No. / Auftrags-Nr. LO0234P65 v

G

ﬁaterial-No. { Matéﬁa@Nf.x

CB12282 D 9023518
Batch No. / Chargen-Nr. 6425 004
MFR / Herstelldatum 25 [04/.2042
Expiry date / Verfalldatum 24 ] 0F] 2025~
Bollini / Vignette ]

Other variable Imprints / Sonstige variable Aufdrucke

Serial numbers exist and checked /
Serialisierungsnummern vorhanden und gepriit

Tamper-evident closure / Originalititsverschluss intakt
Tor Use | Gebrauchsinformatio
Material-No. / Material-Nr.

< SRS R RK

: : (B ENRX7 B 402503 v

Batch No. / Chargen-Nr. GARS00Y v
MER / Herstelidatum ,2570;/30,2,2 v
24/0%/ 2085 v

Cup / Dosierspritze, Messbecher)

Visual impression - printed image variable data, technical
condition of all components / visueller Eindruck - Druckbild
variable Daten, technischer Zustand aller Komponenten

in compliance with the present packaging instruction /
Ubereinstimmung mit Vorgaben im Verpackungsschein-Nr.
Enclosed packaging materials are compliant with the
present packaging instruction / Beigelegte Packmitte!
entsprechen Vorgaben im Verpackungsschein

No. of Retain Samples / Anz. Rickstellmuster: PRM: 2
Pack.

Checked Amount / Kontrollierte Menge

Remarks / Bemerkungen
(siehe ggf. Riickseite)

Administrator / Sachbearbeiter (check of packages /

Priifung der Packungen) patam o 6 rep. 2023 [ é//@?%’}’ﬁ-
Administrator / Sachbearbeiter (check against packaging
Kiirzel &g&\

instruction including check of completeness of finished BDaturn
product / Abgleich der Daten mit VP-Schein inki. Priifung
auf Vollstandigkeit der Fertigware) 0 6. FEB. 2013

Qualified Person > 07, FeB. 23 Ut(r)m&/ﬁ

hein (v3.6)
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BATCH RELEASE CERTIFICATE

Name of product, dosage form, package size:
Strength / Potency:

Arlicle Number:
importing Country:
Batch Number:

Date of manufaciure:

Expiry Date:

Place of manufacture of bulk product:
Place of manufacture of finished product:
Pace of final release:

Marketing Authorization Number:

Storage Conditions:
Remarks:

Results of Analysis:

VIMPAT 10MG/IML,

solution for infusion (20 mi}, 5 injection vials
One mi solution for infusion

cortains 10 mg Lacosamide.

1008788
TAMWAN, PROVINCE OF CHINA
6125005

Jul 25, 2022

Jul 24, 2025

{CB Pharma SA,

1420 Braine-L' Alleud, Belgium
Aesica Pharmaceuticals GmbH
40789 Monheim, Germany
Aesica Pharmaceuticals GmbH
40789 Monheim, Germany
026283

Do not store above 25°C

Results are taken from the bulk manufacturer's
certificate of analysis.

attached Certificate of Analysis

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packagingfiabelling and qualty control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

Relevant Deviations/O0S: no

The above mentioned batch is released by the responsible qualified person.

Acsica Pharmaceuticals GrmbH

40789 Monheim
Signed by Function Date
Janika Brunk Quaalified Person Feb 07, 2023 15:46

04

This document has been electronically approved and signed.

BRC V 5.5
J505528

Raport:
D

T: +49 2173 335 ¢
F: +49 2173 335 1020

Aesica Pharmaceuticals GmbH
Alfrad-Nobel-Strafie 10
40789 Monheirm

Germany www.recipharm.com

LABS 4.2

ZA101017/1PA258354

Sitz: Monhelm am Rhein. Registergericht und
Registernummer: Amtsgericht DOsseldorf, HRB 64322
Geschaftsfihrung: buc Burgard, Or. Werner Schick
Steuarnummer: 135/5713/2423, UST-I4. Nr: DE275410385
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Certificate of Analysis

Product name: VIMPAT 1OMG/ML,
solution for infusion {20 ml), 5 injection vials

Article no: 1008788

Spacification: spec~100843-1 / 6 from Sep 30, 2022

Batch no: 6125005

Quality characteristic = Requirement Actual

Properties, description, visual examination

primary packaging material 20 ml coloriess glass witha grey  complies
rubber stopper and a flanged
aluminum cap w ith tear-off seal

content Claar and colorless liquid complies

Properties, volume

exfractable volume NLT 20.0 mb. 21.0mL

ldentity, HPLC examination

Lacosamide Retention time corresponds to complies
retention time of standard

identity, UV-VIS examination

Lacosamide Conforms to UV-specirum of complies
standard

Identity

Identification tests-General

Sodium Dense w hite precipitate complies

Chioride Curdled w hite precipitate, soluble  complies
in ammonia

Purity, potentiometric examination

pH value 36-45 3.9

Purity, particulate matter, electronic particle test ( HIAC )

particlesfunit >= 10 pm NMT 6000 particles / vial 228 per unit

particles/unit >= 25 pm NMT 600 particies / vial 12 per unit

Particulate contamination

Visible particles Practically free fromvisible conplies
particles

Report: EXT_ZERT V 3.2
D J1505529 LABS 4.2

Page 1of 3
ZA101017/1PA258354
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Product name:

Certificate of Analysis

VIMPAT 10MGML,
solution for infusion {20 mi), 5 Injection vials

Article no: 1008788

Specification: spec-100843-1 / 6 from Sep 30, 2022

Batch no: 6125005

Quality characteristic = Requirement Actual

Assay, HPL.C examination
L acosamide

Purity, HPLC examination

Desacetyl-lacosamide (SPM

6912) impurity D

Any other singls impurity

(except synthesis
impurities)

Total degradation products

Microbiological purity

sterility

Microbiological purity

bacterial endotoxins

95.0- 105.0 % 99.9 %

NMT 0.20 % <0.10%

NMT 0.20 % <0.10%

NMT 1.0 % not determinable
sterile complies

NMT 8.3 EU/ml < 1.0 EU per mi.

{ =il
| B TN
Report: EXT_ZERT V 3.2
o sosszs LABS 4.2 ZA101017/1PA258354
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Certificate of Analysis

Product name: VIMPAT 16MG/ML,
solution fer infusion {20 ml), 5 injection vials
Article no: 1608788
Specification: spec-100843.1 /6 from Sep 30, 2022
Batch no: 6125005

VIMPAT 10MG/ML,
solution for infusion {20 ml), 5 injection vials of the above described batch maet the specification.

Aesica Pharmaceuticals GmbH

40789 Monheim
Signed by Function Date
Janika Brunk Quailified Person Feb 07, 2023 15:46

0%

This document has been electronically approved and signed.

Report: EXT_ZERT V 3.2 Page 30f 3
iD: JH505529 LABS 4.2 ZA101017/1PA258354
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Finished Product Control

Page f Seite 1/1

SAP Material No

1008788

SAP Material Name

VIMPAT IV 10MG/ML  TWN 005V (20ML.)

Date of Control / Datum der Konirofle

07.02.2023

Order No. f Auftrags—Nr.

20234820 vV~

F
!Materlal No./ MatenabNr.

Batch No. / Chargen-Nr.

MFR / Herstelldatum

Expiry date / Verfalldatum

Bollini / Vignette

Other variable Imprints / Sonstige variable Aufdrucke

Serial numbers exist and checked /
Serialisierungsnummern vorhanden und gepriift

Tamper-evident closure / Originalitatsverschluss intakt

romre

Pttt

Material- No { Material-Nr.

R '}2,2.82,“0

ki

Y023 S48

GALS QOS5

Isf{or] 200

2u (o] 3025

Matenal-No. { Material-Nr.
Batch No, / Chargen-Nr.

MFR / Herstelldatum
Expnry date / Verfal!datum

e 1}2289'"3

Y1803

642 SO9S

Islo¥/ 3902

2% (03] 2925

Ex:'stent / vorhanden (z. B. Oral Dosing System, Measuring
Cup / Dosierspritze, Messbecher)

Visuafimpression - printed image variable data, technical
condition of all components / visueller Eindruck - Druckbild
variable Daten, technischer Zustand aller Komponenien

in compliance with the present packagmg instruction /
Ubereinstimmung mit Vorgaben im Verpackungsschein-Nr.

Enclosed packaging materials are compliant with the
present packaging instruction / Beigelegte Packmittel
entsprechen Vorgaben im Verpackungsschein

No. of Retain Samples / Anz. Riickstellmuster: PRM: 2
Pack.

Checked Amount / Kontrollierte Menge

Remarks / Bemerkungen
(siehe ggf. Rickseite)

Administrator / Sachbearbeiter (check of packages /
Priffung der Packungen)

paum {7, FEB. 2073

Kirzel

Administrator / Sachbearbeiter (check against packaging
instruction including check of completeness of finished

product / Abgleich der Daten mit VP-Schein inkl. Prifung Patum B 7 FEB, 2023 rarzel /ﬂfge/%—,a

auf Vollstandigkeit der Fertigware) ) )
Datum Unterschrift

Qualified Person onFER B | 2T

Schein (v3.4)






