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CERTIFICATE CIF ANALYSIS

Commercial batch #

ln-house Batch #

Mfg Date

3

4

/i

o

t_AM/1308087

. 4LAM3/13068

; August - 2013

: QCD/SPIFP/LAM/O01-

Dispatch Qty

Batch Qty.

Expiry date

Method #

Characters
- Appearance

- Solubility

ldentification by lR absorption

Heavy metals

Loss on drylng at 105"C [at a
pressure not exceeding 5.25I r'""""'

I mmHS (0 7 kPa) for 3 hr-sl

Sulphated ash

Related substances by HPLC
- lmpurity A
- lmpurity E
- lmpurity F
- lmpurity G
- Schifls base
- Single unknown impurity
- -fotal impurities

Assay by Potentiometry
(dry basis)

Additional tests
Residual solvents
- lsopropyl alcohol

X *Ray diffraction

OBSERVATIONS

White powder

Meets the requirement

Meets the requirement

Less than10 ppm

0.20%

0 03%

Below detection limit (0.01%)
Below detection limit (0.01%)
Below detection limit (0.01%)
Below detection limit (0.01%)
Below deteclion limit (0.03%)
Below detection limit
Below detection limit

99.7%

Below detection limit ( 10 pprn)

Meets the requrrement

10000K9

362.00 Ks

July * 2018

: QCD/MH/FP/LAM/C01. tl
I \6

STANDARD LIMIT

While or alrnosl white powder

Very slightly soluble in water, Slightly soluble in
anhydrous ethano{.

of sample
that of

lR spectrum in KBR dispersion
should be concordant with
reference/worki n g standa rd.

Not more than 10 ppm

Not nrore than 0,5%

Not rnore than 0 1%

Not more than 1000 ppm

X-Ray diffractron patlern

Not more than 0.10%
Not more than 0'10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.2%

Not less than 99.0% and Not nrore thar.:
101.O%wAry

of sample should be
reference i workinq

i Renrark: The product complies with above merrtioned specification+ Customer's specification (CSO#CSO/481-Rr/1 2)

I Storage condition: Store in airtight containers below 25'C.
I Note: Il'e values given n the parenthesis arc ior limit or detection and limir o{ quanl,latror of r
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