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Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

DEXCLORPHENIRAMIN MALEAT
Ci6H19CIN,.C4H, 04

" SKS: €0120360.01

I.  Muc dich sit dung: Chuan dbi chiéu thu cép Dexclorphemramln’ maleaf SKS:
C0120360.01 dugc st dung cho cac phép thir dinh tmh va dmh hr(mg bang phuong phap
phan tich hoa ly.

Intended use: The Secondary Reference Substance: Dexchlorphémramme maleate No.
C0120360.01 is intended to be used n physzcochemlcal analysis for assay and
identification. g !

Il. M5 ta: Bot két tinh mau tring. e
Description: A white, crystalline powder

L. Két qua phan tich: Déi chiéu voi chuan Dexclorphemramm maleat USPRS 16 R112J0, ¢o
ham lugng 100,0 % Ci6H19CIN,. C4H4O4, tinh-theo nguyén trang.

Analytical data: The Dexchlorphemmmme maleate USPRS lot R112J0 was used as
Standard and regarded as. 1 00 0 % C ;6H 19CIN,.CJH,0y4 calculated on the as is basis.

1. Dinh tinh (]dentgf‘ catzons)
aPhd hong ngoal . Phu hop véi pho héng ngoai ciia Dexclorpheniramin
R N\ maleat chuan.
| ) Concordant with the infrared absorption spectrum of
Dexchlorpheniramine maleate RS.

b. HPLC : Pling
Conformed
2. pH : 4,79 (dung dich 1,0 % kl/tt)
4.79 (1.0 % w/v solution)
3. Goc quay cuc riéng : +39,75° (dung dich 5,0 % kl/tt trong dimethylformamid,
Specific optical rotation do ¢ 25°C)

+39.75° (5.0 % w/v solution in dimethylformamide,
measured at 25 °C)
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4. Tap chat lién quan (HPLC) : Pheniramin: 0,10 %
Related substances Tap khac: 0,04 %
Téng tap: 0,14 %
Pheniramine: 0.10 %
Other impurity: 0.04 %
Total impurities: 0.14 %

5. Mat khéi luong do lamkho ~ : 0,01 %
Loss on drying
6. DPinh lugng (HPLC) : 99,5 % C4H 9CIN,.C4H404, tinh theo nguyén trang.
Assay Do khéng dam bao do mo rong U = 0,1 %, hé s6 phu

k =2 & d0 tin cay 95 %.

99.5 % C16H9CIN,.C4H,Oy, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = 0.1 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huéng dén sir dung: Khong siy trude khi ding
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 — 8 °C.
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