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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
INDOMETHACIN
Cy9H,CINO,
“SKS: 0203094

I. Muc dich sir dung: Chuén Duqc‘dién Viét nam SKS: 0203094 dugc st dung cho cac
phép thir dinh tinh va dinh luong bang phuong phép phan tich hoa ly.
Intended use: The Vietnamese Pharmacopoeia Reference Substance Indomethacin
Control No. 0203094 is intended to be used in physzcochemzcal analyszs for assay and
identification. :
II. MGb ta: Bot két tinh mau tring. <
Description: A white, crystalline powder
III. Két qua phan tich: Dbi chiéu véi chuan Indomethacm USPRS Lot. KOM069 c6 ham
luong 0,999 mg/mg C19H4CINOy, tinh theo nguyén trang.
Analytical data: The Indomethacin USP‘RS‘”" Lot. KOMOG69 was used as Standard and
regarded as 0.999 mg/mg C 19H 16CINOy, caleulated on the as is basis.
1. Pinh tinh (Identzf catzons) ;
a. Pho hdng ngoai- S Phu hop véi pho hong ngoai ciia Indomethacin chuan
Infrared absorptzqn « )~ Concordant with infrared absorption spectrum of
) : Indomethacin RS.
b. Diémchay | £ 160 — 162 °C
Meltmg pomt
2. Tro sulfat : 0,02 %
Sulfated ash
3. Kim loai néng : Duéi 20 ppm
Heavy metals Less than 20 ppm
4. Tap chat lién quan (TLC) . Pat
Related substances Passed
f
5. Mt khéi lugng do 1am kho : 0,06 %
Loss on drying
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6. Dinh luong (HPLC)

: 99,70 % C1oH;6CINQy, tinh theo chét da 1am kho.
Assay

D6 khong dam bao do mé rong U =+ 0,16 %.
99.70 % C19HsCINO,, calculated on the dried basis.

Expanded uncertainty of the certified value U = +
0.16 %.

IV. Huwéng din siv dung: Khong sdy trudce khi ding
Direction for use: Do not dry before use
V. Bio quan: Nhiét do tir 2 — 8 °C, tranh 4nh séng.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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