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CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

MIFEPRISTON
CyoH35NO,

I.  Muc dich st dung: Chuan déi chiéu thi cap Mifepriston SKS;
cho cac phép thir dinh tinh va dinh lugng bang phuon hap phjgh tish™oa 1
Intended use: The Secondary Reference Substance epriston
intended to be used in physicochemical analysis Jor as

II. M@ ta: Bot két tinh mau vang nhat.
Description: A pale yellow, crystalline pow

1. Két qua phan tich: Déi chiéu v6i chifdn M USPRS 16 R125X0 ¢6 ham luong
0,993 mg/mg C,9H35NO», tinh theo ng
Analytical data: The Mifepristone
regarded as 0.993 mg/mg C

1. Dinh tinh (. ificatic
a. Pho hong ngeai U hop véi pho hong ngoai ctia Mifepriston chuan.
; Concordant with infrared absorption spectrum of

Mifepristone RS

: Pho hdp thy tir ngoai cho hai cuc dai hdp thu tai 304
nm va 260 nm.
The UV absorption exhibits maxima at 304 nm and

260 nm.

2. Géc quay cuc riéng : +127,17°

Specific optical rotation
3. Mat khéi luong do lam kho 00,1 %

Loss on drying
4. Tap chét lién quan (HPLC) : Xuét hién 01 tap = 0,35 %

Related substances One impurity peak detected: 0.35 %
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5. Dinh lugng (HPLC) : 98,4 % CyH3sNO,, tinh theo nguyén trang. ’

Assay b6 khong dam bao do mé rong U = 0,1 % voi hé sb
phu k =2 & do tin cdy 95 %.

98.4 % Cr9H3sNO>, calculated on the “as is” basis.

Expanded uncertainty of the certified value U = 0.1 %

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

IV. Huwéng dan sir dung: Khong sy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tir 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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