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L Appearance

ii. Solubllity

lli. Melting point

02. IDENTIFICATION
lR Absorption

Wh¡te, crystalline powder,

Freely soluble in water, in
methanol and in melhylene
chloride, slightly soluble in
anhydrous ethanol.
Mefls at 213C with

decomposition.

Concordant with'ilorking
siandard

Not Quantified

Not Quanüfied

Not Quantified

Less lhan 10 ppm

0.220/o

0-02o/o

100.16%

162 ppm

21 1 ppm

5 ppm

o ppm

White or alrnost white, crysialline
powdef.
Freely soluble in water, in methanol
and in methylene chloride, slightly
soluble in anhydrous ethanol.

Melts at about 213 C with
decomposition.

lR Absorption spectrum of the
sample concordant with that of the
Diltiazem hydrochloride CRS I
working standard.
It gives reaction to chlorides.

Clear and colourless.

4.3 to 5.3

+115"to+120'

Not more than 0.3olo Mw
Not more than 0.10% Mw each

Not more than 0.30Pó wÁr

Not more than 10 ppm

Not more than 0.50% w¡k
Not more than 0.10% wfu
Not less than 98.50% w/w and
Not more than 1 01.007o w/w

Not more than 750 ppm

Not more than 500 ppm

Nol more thBn 1000 ppm

Not more than 2500 ppm

CHLORIDES Positive

03, APPEARANCE OF SOLUTION Clear and colorless
04. pH 4.9

05. SPECIFIC OPTICAL ROTATIOII +'118"

06. RELATED SUBSTANCES (By HPLC)

(-

lmpurity F

Unspeoified ¡mpurities

Total lmpurities

07. HEAVY METALS
08, LO§S ON DRYING

09. SULPHATED ASH
10. ASSAY (By Titration)

(On drled basls)
ADDITIONAL TESTS:
1, RESIDUAL §OLVENTS:

foluene

Methanol

lsopropyl Alcohol

Ethyl Ac€tate

't@ nir"*at I Heatthcare
- J'l knowledge action care
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REMARKST The product conforms to Ph,Eur.-8.0 Specificationsv
Prépqred by J»4fl"1Éí
Execútive-QC Managei-QG
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Appro{edhy
General Manager-QC

Plramat Enterrrises Limited
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