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SUAIITY CONTROL EHPART'IIIENT

CITALOPRAM !-{YDROBROMIDE * Ph.Eur.

CERTIFICATE OF ANALYSIS

Commercial batch #

ln-house Batch #

Mfg. Date

Specification #

: CTH/1407070

:2CTH9/14068

r July- 2014

: QCD/SPi FP/CTH/004-R4

Dispatch Qty.

Batch Qty.

Exp. Date

Method #

:80,00 Kg

: 86.40 Kg

: June - 2019

: QCD/MH/FP/CTH/004-

st. #. TESTS OBSERVATIONS STANDARD LIMIT

)

3

4

5

6

7
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I
a)

Characters
- Appearance

- Solubility

ldentification
- Optical rotation

- lR absorption speclrophotometry

- Tesi for Bromide

Loss on drying at 105"C for 4 hrs

Optical rotation
(5% solution in methanol at 20"C)

Sulphated ash

Heavy metals

Related substances by HPLC
lmpurities at 230 nnr
- lmpurity B
- lmpurity - D
- Maximum unspecifted ¡mpurity
- Sum of the ¡mpurities(Other than

impurity-G)
lnrpurities at 254 nm
- lmpurity -G

Assay by Potentiomelry (on dried basis)

Addit¡onal iests
Residual solvents
- Methanol
- lsopropyl Alcohol
- Toluene

Almost white powder

Meels the requirement

Meets the requircment

Meets the requirement

Positive

O.17To

-0.01'

0 04%

Less lhan 20 ppm

Not detected
Below dlsregard limit (0.05%)
Below disregard limit (0.05%)
Below disregard limit (0.05%)

Below quantification limil (0,01 33%)

'100.1%

30 ppm
104 ppm
Below delection limii( 0.5 ppm)

White or almost white crystalline powder

Sparingly soluble in water and in
anhydrous ethanol.

Should be positive.

The iR absorpiion spectrum of sample
should be concordant w¡th that of
working standard

Should be positive

Not more than 0.50lo

Between -0.10" and + 0.10'

Not more than 0.1%

Not more than 20ppm

Not rnore than 0 15%
Noi more than 0 2%
Nol nrore than 0.10%
Nol nrore than 0.5%

Nol more than 0.15%

99 0% - 101.5%

Not more than SúOppnr
Not more than 500ppm
Nol more than'100 ppm

Remarl
Storagr
Note: Tf

(: The product compl¡es with the abov,

l cond¡t¡on: Store in airtight conta
e values o¡ven in the oarenthesis are c

) spec¡fication + Customer's specifica
ners below 25"C
f Below detection limit and disreqard

on (CSO/506-Rr112).

nit of residual solvents and H[rLC
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