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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

GLIMEPIRID
Cr4H34N405S
0115320.01
I. Muec dich sir dung: Chuén Dugc dién Viét Nam Glimepirid SKS: 0 .ON Guoc st
dung cho cac phép thir dinh tinh va dinh luong bang phuong phé Hg 1y.
Intended use: The Vietnamese Pharmacopoeia eren S Joy” Glimepiride
Control No. 0115320.01 is mtended to be used in physico 3 is for assay and

identification.

1. Mb ta: Bot mau tring.
Description: A white powder.

1. Két qua phan tich: Déi chiéu véi USPRS 16 FIH150 ¢6 ham lugng
0,994 mg/mg C24H34N4058, tinh theo
Analytical data: The Glimepiride S Mot F]H] 50 was used as Standard and

regarded as 0.994 mg/mg 34N,O5S, calciilated on the as is basis.

1. Pho hdng i
Infrared absorption

U hop véi phd hdng ngoai cua Glimepirid chuan
Concordant with infrared absorption spectrum of
Glimepiride RS.

: 0,02 %
: Pat
Passed
4. Gi6i han cis-isomer (HPLC) : Dat (Khong phat hién)
Limit of cis-isomer Passed (Not detected)
5. Tap chét lién quan (HPLC) : Tap B: 0,1 %
Related substances Tap khac < 0,05 %

Related compound B: 0.1 %
Other related compound < 0.05 %

6. Dinh lugng (HPLC) 299,49 % Cy4H34N4058, tinh theo nguyén trang ,
Assay Do khong dam bao do ma rong U = 0,16 % véi hé so
phu k =2 & d0 tin cay 95 %.
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99.49 % C>,H34N,05S, calculated on the “as is” basis.
FExpanded uncertainty of the certified value U= 0.16 %

using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Hwéng dan sir dung: Khong sdy trude khi ding
Direction for use: Do not dry before use

V. Béo quan: Nhiét do 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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