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QUALITY CONTROL DEPARTIUENT

LAMCITRIGINE Ph. Eur.

CERTIFICATE OF ANALYSIS

Character"s
- Appearance

- Solubility

ldentiflcation by lR absorption

Heavy metals

Loss on drying at 105"C fat a
pressure not exceeding 5.25
mmHg (0.7 kPa) for 3 hrsl

Sulphated ash

Related substances by HPI-C
- lmpurity A
- Inrpurity E
- lmpurity F

- lmpurity G
" Schiffs base
- Single unknown impurity
- Total lmpurities

Assay by Potentiometry
(dry basis)

Additional tests
Residual solvents
- lsopropyl alcohol

X -Ray diffraction

Pafiicle size by
Malvern Mastersizer

OBSERVATIONS

White powder

Meets the requiremen{

Meets the requiremenl

Less than10 ppm

0.2004

0.03%

Below detection limit (0.01%)
Below detection iimit (0.01%)
Below detection limit (0.01%)
Below detection limjt (0.01%)
Below detection iimit (0.03%)
Below detection limit
Below detection limit

100 4%

Below detection lirnlt ( 10 ppm)

Meets the requirement

. 300 00 Kg

: 361 30 Kg

: August - 2018

: QCD/MH/FP/LAIV|/00 1 -

White or almost white powder

Very slightly soiuble in water, Slightly solui:te in
anhydrous ethanol

lR spectrum in KBR dispersion of sample
should be concordant with that of

tch # LAM/1309097

# :4LAM3/'13080

September * 2013

: QCD/SP/FP/LAM/oO1.

TESTS

Dispatch Qty

Batch Qty.

Expiry date

Method #

reference/working sta nd ard.

Not more {han 10 pom

Not more than 0.5%

Not more than 0.1%

Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Nol more than 0,10%
Not nrore than 0.10%
Not more than 0.'10%
Not more than 0.2ok

Not less than 99.0% and Not more than
101.O%wAry

Not more than 1000 ppm

X-Ray diffraction pattern of sample should ltc:

concordant with thal of reference / rvr:r'liino
standard.
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I Remark; The product compiies wilh above mentioned speciflcation+ Customer's specification (CSO#CSO/481-R1/'1 2)
$torage condition: Store in airtight containers below 25"C
Note; The values glven ,n_Ue p_e{gl!lg!il,?lg fol]fq,1e!3r199!i-S.l glql!!]it of-quantltation of
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