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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

ARTEMETHER
Ci6Ha60s

I. Muc dich sit dung: Chuin Dugc dién Viét Nam Arte
dugc sir dung cho céc phép thir dinh tinh va dinh lkgng bang
hoa ly.

Intended use: The Vietnamese Pharmacopoeia
Control No. 0315184.03 is intended,
assay and identification.

Il. Mb ta: Bot két tinh mau tring.

III. Két qua phén tich: D4i chiéu véi chudn Artémether USPRS Lot. FOH107 ¢6 ham

lugng 99,9 % C,6H,60s, tinhrtheo nguyén trang.
Analytical : The A ev. USPRS Lot. FOH107 was used as Standard and
regarded a 9 % ated on the “as is” basis.

: Phu hop véi phd hdng ngoai ctia Artemether chuén.
Concordant with infrared absorption spectrum of

Artemether RS.
: 85,7-87,0°C
3. Géc quay cuc riéng : +170,9° (tinh theo chit d& lam kho)
Specific optical rotation +170.9° (calculated on the dried basis)
4. Tro sulfat : 0,2 mg/g
Sulfated ash ‘
5. Mat khoi lugng dodam kho @ 0,01 %
Loss on drying
6. Tap chét lién quan (HPLC)  : Xudt hién 01 tap < 0,5 %
Related substances One impurity peak detected < 0.5 %
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7. Dinh luong (HPLC) : 99,96 % C,cH,60s, tinh theo nguyén trang
Assay Do khong dam béo do m¢ rong U = + 0,24 % Vol
hé s6 phu k =2 & do tin cdy 95 %.
99.96 % C,sH250s, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = +
0.24 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huong dén sir dung: Khong say trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tir 2 — 8°C, tranh &nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8°C.
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Céc thong tin vé chét chudn c6 thé tra ctru theo dia chi: http://www.nidqc.org.vn
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