CONG HOA XA HQI CHU NGHIA VIET NAM
- Doc 1ap - Tw do - Hanh phiic

oy UON S
G UONG R
VIEN KIEM NGHIEM THUOC TRUN S \\__//
48 Hai Ba Trung - Hodn Kiém - Ha N - Viét Nam M

DT +84.24.38252791 - Fax: +84.24.38256911 > /——//_\—\\
Lot LN RN

//"/uln\\‘\

CHUNG CHI PHAN TiCH VILAS 087

Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

ARTESUNAT
C19Hag0g
C0421012

I.  Muc dich sir dung: Chuén dbi chiéu tht cép Artesunat SKS C dung cho
céc phép thur dinh tinh va dinh luong bang phuong phﬁ
Intended use: The Secondary Reference Substance 0. C0421012 is
intended to be used in physicochemical analysis for as

Il M0 ta: Bot két tinh mau tréng.

Description: A white, crystalline powder.

L. Két qua phan tich: Str dung chuén A 0 F0JO18 cho phép thir dinh tinh;
va chuan Artesunat USPRS 16 R0768 100,0 % C9H2303 tinh theo nguyén
trang, cho phép thir dinh lugng.

Analytical data:
identification—test,
C/gH)gOg L@aled ORA
: Phu hop v6i phd hdng ngoai cua Artesunat chuin.
Concordant with the infrared absorption spectrum of
Artesunate RS.
0 3,8
. Goc quay cuc riéng : +5,6° (dung dich 1,0 % kl/tt trong dicloromethan, do &
Specific optical rotation 20 °C)
+5.6° (1.0 % w/v solution in dichloromethane,
measured at 20 °C)
. Nudc (coulometric titration)  : 0,1 %
Water
. Tro sulfat 0 0,02 %
Sulfated ash
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6. Tap chat lién quan (HPLC) : Tap A: 0,09 %
Related substances Tap B, Tap C: Khong phat hién

Ting tap khac < 0,08 %
Téng tap: 0,24 %
Impurity A: 0.09 %
Impurity B, impurity C: Not detected
Any other impurity < 0.08 %
Total impurities: 0.24 %

7. DPinh lugng (HPLC) 1 99,5 % Ci9Hag0g, tinh theo nguyén trang. ;
Assay D06 khong dam bao do m& rong U = 0,2 %, hé sb phu
k=2 & do tin cdy 95 %.
99.5 % C19H50s, calculated on the “as is’ basis.
Expanded uncertainty of the certified value U = (.2 %,

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

IV. Huéng dan sir dung: Khéng sdy trude khi dung
Direction for use: Do not dry before use

V. Bao quin: Nhiét d6 2 — 8 °C, trdnh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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Cac thong tin vé chit chuén c6 thé tra ciru theo dia chi: http://www.nidgc.gov.vn
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