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Product Name I!
. y

COSEPIL INJECTION 20ML VIAL

|
|
!
!

Generic Name

Analysis

-1 | Description
2 |Extractable volume
e Identmcat;on I

Identification A by HPLC

Identification by B HPLC

,4pH

.5 Bectenal endotoxan test

6 |Particulate matter

By Visual inspection

By light obscuration method

7 |Organic lmpuirity byt—it’l:C

1 Prepared By

KISHANP - -
accremst ©2108]%6

KISHAN PATEL T

'Lacosamide Injection USP 10mg/mi

Batch No /Lot No EI26002
‘Mfg. Dt. xodléﬁée h

| Exp. Dt. "“503/2028

| Receipt Dt. 118/04/2026
'Release Dt. ' 505/05/2026“
Sample Slze 125.000 Vial
Mfg. Lic. No. 'G/28/1862 R
AR No. FPR26/0179

’ Manufactured By
Theoretlcal Yleld/Batch S:ze

| DERREN o
10,975,000 Vial

Result

Ciear, Colorless solution free from visible

partscles and ﬁbers

NLT 20.0 mI

The UV spectrum of the major peak of the
Sample solution corresponds to that of the
Standard solution, as obtained in the Assay
The retention time of the major peak of the
Sample solution corresponds to that of the

| Standard solution, as obtained in the Assay.

Between 3.8 and 5.0

|NMT 0.5 EU/mI of Lacosamide.

The solution should be free from particles -
that can be observed by inspection with the
unaided eye.

=10 microns=NMT 6000/Container

=25 Microns=NMT 600/Container

Lacosamlde Related Compound D NMT
0.80%

Any individual unspecified degradation
product: NMT 0.20%

Total degradation products: NMT 2.0%

) funder5|gned the samp!e referred to above i ;s standard quahty as per UspP specxflcatlon B
Approved By

{Checked By

f
!
Q

Cof %&@

NUTAN PRAJAPATI
QC HEAD

Complies

' Lacosam|de Related Compound D Not

Clear, Colorless solution free from visible
partroles and ﬂbers

20.1 mi

Complies

491

Less tnenO;S EU/mI ovf”LaoosreMmider.r-M '

The solution is free from particles that is
observed by inspection with the unaided eye."

=10 microns=1917.33/Container
=25 Microns= 121.33/Container -

Detected

Any individual unspecified degradation
product: Not Detected

Total degradatlon products: Not Detected

KISHAN 02/05/2026 02:31 PM
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Product Name

COSEPIL INJECTION 20ML VIAL

|

f
|‘

Generic Name [Lacosamlde Injection USP 10mg/mi . : Batch No /Lot No El126002
1

Manufactured By  DERREN

Mfg. Dt. 042026

) Exp.Dt. " io3pozs
Receipt Dt. 118/04/2026
Release Dt. E02/05/2(’)26 T
Sample Slze 25 000 Vra!
Mfg. Lic. No. ‘G/28/1862
AR.No. : FP/26/O179

Conclusion : in the op

|8 90mg/mLto10.5mg/mL.

gned the ¢ sample referred to above is standard quamy as per Usp specrflcatlon

Prepared By - 1Checked By D .Approved By 7l
‘ Pringg | Clmac o
KISHANP INUTAN PRAJAPAT 'KRUNAL GAJERA

QC CHEMIST |QC HEAD : QA HEAD

KISHAN 02/05/2026 02:31 PM

Analysis ]KISHAN PATEL . Theoretlcal Yleld/Batch Slze 10,975.000 Vial
Snife Test , lelt 1 B Result
8 Stermty test Should be sterile o Sterile
9 Assayby HPLC - “90 0% to 105 O% of the labeled amount - 101. 97 % of the Iabeled amount Lacosam;de
Lacosamide. i.e. 10.197 mg/ ml.




