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CEPHALEXIN
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. Muc dich sir dung: Chuén Duoc dién Viét Nam Cephalexip
dung cho cac phép thir dinh tinh va dinh lugng bang on :

Intended use: The Vietnamese Pharmacopocia Refére
No. C0924016 is intended 1o be used in physi
identifications.

IL. M0 ta: Bot két tinh mau trang.
Description: White, crystalline powder.

L Két qua phan tich: Péi chidu vai ch Cephalexdn EPCRS 16 4.0, 6 ham luong 93.5 %
Ci6H17N304S, tinh theo nguyén trang.

Analytical data: The Ceph n EPCRS baich 4.0 was used as Standard and regarded
the as is basis.

1. Dinh tinh (Identifje rQn)

Ph

ht hop v6i pho hong ngoai cua Cephalexin chudn.

Concordant with the infrared absorption spectrum of
Cephalexin RS.

2, : 4.9
3. Goc quay<€fc riéng : +153,5° (dung dich 0.5 % kl/tt trong dém phtalat pH 4.4,
Specific optical rotation do 625 °C)

+153.5° (0.5 % whv solution in PH 4.4 phthalate buffer,
measured at 25 °C)

4. Nudce (KF) 2 32 Y%
Water
5. Tro sulfat 0 0,04 %
Sulfated ash
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6. Tap chat lién quan (HPLC) : Tap B <0.05 %
Related substances Tung tap khac <0.17 %
Téng tap: 0.17 % %
Impurity B < 0.05 %
Any individual impurities <0.17 %
Total impurities: 0.17 %

7. Dinh lugng (HPLC) : 93,8 % C¢H7N304S, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0,2 %, hé s6 phu k =2
o do tin cay 95 %.
93.8 % C;5H;7N;0,S, calculated on the “as is" basis.
Expanded uncertainty of the certified value U = 0.2 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huwéng din sir dung: Khong siy trude 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 — 8 °C.
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