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'Chlorpheniramine maleate and Phenylephrine hydrochloride Tablet

’ﬂam : Chlorpheniramine maleate and Phenylephrine hydrochloride Tablets

(4710 mg)
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22dwusenay Usenausmieden Chlorpheniramine maleate 4 mg wag

Phenylephrine hydrochloride 10 mg Tu 1 uin
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31 Chlorphenlramlna maleate and Phenylephrlne hydrochlorlde Tablets

1 1 Appearance

White round, bi-convex tablet with the letter
“SULIDINE-CP” engraving on one side and
a break line on other side.

Visual

O Identification

- Chlorpheniramine Maleate

- Phenylephriné Hydrochloride
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Meet the requirements.
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Meet the require_ments. uﬁﬂlﬂﬁ{fﬁ LAAaN ajgz

USP 34

USP 34
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9 Ass§y Not less than 90.0% and not more than 110.0% of use 4
the labeled amount of Chlopheniramine Maleate
(Cy6H15CIN, " C4H4O,) and Phenylephrine Hydrochloride !
(CgHyaNO, " HCL).
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Mean weight 230.0 mg + 7.5% i Average weight
of 20 tablets
5 | Uniformity of weight | £7.5% of Average Weiéht o ' BP 2011
~
6 | Disintegration time Not more than 15 minutes USP 34
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a3 * . Eﬁrug Subs-ténce Specification: Chlorpheniramine Maleate USP 34
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Identification Meet the requirements. ,

i

2 Melting range Between 130 °C and 135 °C, f

. o R LT !

3 Loss on drying Not more than 0.5 %. ;

4 Residue on ignition Not more than 0.2 %. ]
. _ : HE

5 Related compounds Nat more than 2.0 %. :1

P :_

6 Assay Not less than 98.0% and not more than 100.5% 3

CyeHssCIN,"CoH 0, caleulated on the dried basis.

/ Drug Substance Specification: Phenylephrine Hydrochloride BP 2011
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1. Identification "Meet the requirements.' ;
2 Melting point ' About 143 °C. o - v l
_sauinnean |
. : u
3 Appearance of solution Clear and colourless
: P i
4 .| Acdity or alkalinity —* Meet the requirements. "4
' T b
5 Specific optical rotation -43 to -47 (dried substance). 1 oluady  wiaesuz
SRRV unTs
6 Related substances Meet the requirements.
- G : — 1
7 | ‘Sulphates Maximum 500 ppm. , / 7
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Maximum 1.0%

Sulphated ash

Maximum 0.1%

Assay

98.5% to 101.0% (dried substance).
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