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Vietnamese Pharmacopoeia Reference Substance

ARTEMETHER
C16H260s

dung cho céc phep thu dinh tinh va dinh luong bang phuong ph3
Intended use: The Vietnamese Pharmacopoeia Refef¢nce
No. C0424184 is intended to be used in physigocheni
identification. v

1. M ta: Bot két tinh mau trang.
Description: A white, crystalline powder.

1. Két qua phén tich: Déi chiéu véi chua
0,988 mg/mg C¢H260s, tinh theo nguyén trang.
Analytical data: The Artemether RS Lot RI12051 was used as Standard and

regarded as 0.988 % C6H2:0s, calcula e “as is” basis.
1. Binh tinh ntifications ‘
a. Pho ho oai 0 hop v6i pho hong ngoai cuia Artemether chuan.
Infrared absorption oncordant with infrared absorption spectrum of

Artemether RS.

: Thoi gian luu cua pic chinh trén sic ky do thu duoc tir

dung dich thur tuong ung véi thoi gian luu cta pic
chinh trén séc ky do thu duoc tir dung dich chuén.
The principal peak in the chromatogram obtained
with the test solution corresponds in retention time (o
the principal peak in the chromatogram obtained with
the reference solution.

©

2. Khoang néng chay : 86,0 87,3 °C
Melting range
3. Goc quay cuc riéng : +171° (tinh theo chét da lam kho)
Specific optical rotation +171° (calculated on the dried basis)
4. Tro sulfat : 0,01 %
Sulfated ash
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5. Mét khéi lugng do lam kho 0 0.2 %
Loss on drying

6. Tap chét lién quan (HPLC) : Phét hién 01 tap = 0,11 %
Related substances One impurity peak detected, 0.11 %

7. Pinh lugng (HPLC) : 98,6 % C6H160:s, tinh theo nguyén trang ’
Assay b0 khong ddm bao do md rong U = 0,2 % véi hé sb

phu k =2 & d6 tin cay 95 %.

98,6 % C sH0s, 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 dan sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bdo quin: Nhiét d6 tir 2 — 8°C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature Sfrom 2-8°C.
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