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TEST RESULTS SPECIFICATISI{

White Crystalline Powder

Very soluble in water, freely
soluble in ethanol (95%) and
in methylene chloride.

It melts at about 222.1oC
with decomposition

White or faint{y yellowish Crystalline
powder,

Very soluble in water, freely soluble
in ethanol {969/a) and ln methylene
chlcride.

It rnelts at about 222 oC wlth
decomposition

n

absorption Complies The infra-red abs*rption spectrur:: i;
concordant with ';h: reference
spectrum of Pronrethazlne
Hydrochloride.

TLC Complies It complies with the idantification
test for phenothiazines.

est for Nitric acid Ccmplies The solution becornes orange and an
orange-red precipitate is fcrmed.

est for chlorides Ccmplies Shall comply the t*sl,

solution 4.32 4.0 to 5.0
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e with prescribd standards as per EP 7'0

Batch NO; HPHCPEO34

NESULTS SPECIEICATIOTI

Related substances by HPLC:
Impurity A
Impurity B
Impurity C
Impur'ity D
U nspecified ImPurities
-t-otal Impurities

Belovv disregard llmit
0.11Yo
0.04o/o
Below disregard llmit
0.0496
O.19go

Not more than 0.1%
lr'ot more than 0.8Yo
ldot mone than 0,2%
ilot more than 0.196
Not more than 0.10%
Not more than 1.2Yo

Heavy Metals Less than 1O PPm Not more than 10 PPm

Loss on drying at 1O5T A.12oln Not more than 0,5Yo

sulphated Ash 0.02% Not more than 0,1%

Assay (on dried substance 99.8.6 99.0o/o to 101o/a

Residual solvents
Class 1 Solvents
Class 2 Solvents
o-Xylene
Class 3 Solvents
Isoprspyl alcohol

Nil

1246 ppm

539 ppm

Not usd ln our manufacturing process

ICH Limits: 2170 P:m

ICH Umits: 5000 PPxn

"w,*ate:24-L?-2OLO
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