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Certificate of Analysis
CHUAN CHINH
Secondary Reference Substance

CLORPHENIRAMIN MALEAT
C6H9CIN,.C4H,0,

I.  Muc dich st dung: Chuin chinh Clorpheniramin maleat SKS:
dung cho céc phép thir dinh tinh va dinh lugng bang ph\gng pha
¥

Intended use: The Secondary Reference Substance
WS.0418032.03 is intended to be used in physicoehewqi
identification.

II. Mo ta: Bot két tinh mau tring.
Description: A white, crystalline powder.

IIIl. Két qua phéan tich: Tién hanh song

eniramine ate USPRS Lot NOG316 was used as
1 9CIN-. Cy.H Oy, calculated on the as is basis.

: Tring v6i phd hdng ngoai ctia Clorpheniramin maleat
chuén,

Concordant with the infrared absorption spectrum
of Chlorpheniramine maleate RS.

: 134,6 °C
Melting point
¢. Goc quay cuc : -0,005°
Optical rotation
2. D6 trong va mau sac dung dich  : Pat
Appearance of solution Passed
3. Mat khéi luong do 1am khé : 0,14 %
Loss on drying
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4. Kim loai ndng
Heavy metals

5. Tro sulfat
Sulfated ash

6. Tap chét lién quan (HPLC)
Related substances

7. Dinh lugng (HPLC)
Assay

: Dat
Passed

3 0,0 %

: Pat
Passed

99,25 % C,¢H;9CIN;.C4H4Oy4, tinh theo nguyén trang.

P khong dam bao do mo rong U = + 0,12 %, hé so
phi k =2 ¢ db tin cay 95 %.
99.25 % C16H,9CIN>.CH,0y, calculated on the “as is”
basis. Expanded uncertainty of the certified value U
= +0.12 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Hwéng dén sir dung: Khong sdy trudc khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét do 2 -8

°C, tranh anh sang.

Storage: Keep container protected from light, preferably at the temperature from 2 — & °C.
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