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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

CLORPHENIRAMIN MALEAT
Ci6H9CIN,.C4H404

I.  Muc dich sir dung: Chuén déi chiéu thu cap Clorphenlraml
dugce stir dung cho cac phép thir dinh tinh va dinh lu ban
ly. (Ug

Intended use: The Secondary Reference Substance

No. C0522032 is intended to be used_in physicsc lysis for assay and

identification.

I. M6 ti: Bot két tinh mau trang.
Description: A white, crystalline powdey.

[11. Két qua phan tich: Dbi chiéu véi chid pheniramin maleat USPRS 16 N0G316 co

ham luong 99,8 % CsHoCIN,.C4H,404, tinhtheo nguyén trang.
Analytical data: siepiramine maleate USPRS Lot. NOG316 was used as
Standard d sl 23CIN>Oy, calculated on the as is basis

: Phu hop véi phd hdng ngoai ctua Clorpheniramin
maleat chuan

Concordant with infrared absorption spectrum of
Chlorpheniramine maleate RS,

b. Diém'shgy : 134,2°C
Melting point
c¢. Goc quay cuc : +0,033°
Optical rotation
2. Do trong va mau sic dung dich : Pat
Appearance of solution Passed
3. Mét khdi luong do lam khé : 0,04 %
Loss on drying
4. Tro sulfat 0 0,02 %
Sulfated ash
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5. Tap chét lién quan (HPLC) : Tap A, B, C, D: Khong phat hién
Related substances Tung tap khac < 0,05 %
 Impurity A, B, C, D: Not detected
Any unspecified impurity < 0.05 %

6. Dinh lugng (HPLC) : 100,0 % C6H 9CIN,.C4H4O4, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0,3 % vadi hé
s6 phu k =2 ¢ do tin cay 95 %.
100.0 % C16H,9CIN>.C H,0,4, calculated on the “as
is” basis. Expanded uncertainty of the certified
value U = 0.3 % using a coverage factor k = 2 at
level of confidence approximately 95 %.

IV. Hwéng din sir dung: Khong siy trude khi dung
Direction for use: Do not dry before use

V. Baio quan: Nhiét d6 tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8 °C.
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