TCVN IX:2024

MIFEPRISTON

C2gH35NO> P.t.l: 429,6

Mifepriston la 17B-hydroxy-11p-(4-dimethylamino)phenyl-17-(1-propynyl)-4,9-estradien-3-on, phai
chiva tir 98,0 % dén 102,0 % C29H3sNO2, tinh theo ché pham da lam khé.

Tinh chat
Bot két tinh mau vang nhat.

Dinh tinh
Phd hép thu héng ngoai (Phu luc 4.2) ctia ché phdm phai phu hop véi phd hap thu héng ngoai cla
mifepriston chuan hodc phd dbi chiéu ctia mifepriston.

Goéc quay cwc riéng
To +124° dén +135° (Phu luc 6.4).
Dung dung dich chira 0,5 % ché pham trong dicloromethan (TT).

Do hap thu anh sang
D6 hép thu anh sang (Phu luc 4.1) cla dung dich ch*a 1,0 % ché pham trong methanol (TT) & buéc
séng 420 nm khéng dwoc qua 1,25.

Tap chéat lién quan

Phwong phap sac ky 16ng (Phu luc 5.3).

Pha déng A: Pha loang 0,75 ml acid formic (TT) thanh 1000 ml béng nuéc, diéu chinh dén pH 5,0 bang
dung djch amoniac loang (TT).

Pha dbong B: Methanol - acetonitril (50 : 50).

Dung méi pha méu: Nuéc - methanol (50 : 50).

Dung dich thi. Hoa tan 25 mg ché pham trong 5 ml methanol (TT) va pha lodng thanh 25,0 ml bang
dung méi pha mau.

Diéu kién sac ky:

Cét kich thuwéc (25 cm x 4 mm) dwoc nhdi pha tinh C (3 pm).

Nhiét dé cét: 40 °C.

Detector quang phd t& ngoai d&t & buwédc séng 260 nm.

Téc d6 dong: 0,8 ml/min.

Thé tich tiém: 10 pl.

Nhiét dé6 autosampler: 5 °C.

Céch tién hanh:

Tién hanh s&c ky theo chwong trinh dung méi nhw sau:

Theoi gian Pha dong A Pha dong B
(min) (% tt/tt) (% tt/tt)
0 40 60
30 34 66
50 10 90
60 10 90
65 40 60
70 40 60
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Kiém tra tinh phu hop cta hé théng: Trén sac ky d6 cta dung dich thtr, d& phan giai gitra pic
mifepriston va pic phu gan nhat khéng nhé hon 1,5.

Tinh ham lwgng phan tram céac tap chat theo phwong phap chuén héa.

Gidi han:

Tap chét bat ky: V&i méi tap chét, khéng duwgc qué 0,5 %.

Tdng céc tap chat: Khéng duwoc qua 1,0 %.

Kim loai nang

Khoéng dwoc qua 20 phan triéu (Phu luc 9.4.8).

Dung dich thi: Thém 1 lwong vira da acid sulfuric (TT) dé lam wét 1,0 g ché phdm, sau d6 nung can
than & nhiét do thap dén khi thanh than. Thém 2 ml acid nitric (TT) va 5 giot acid sulfuric (TT) va dun
hén hop can than dén khi hét khéi. Sau d6 dem hén hop nung & 500 °C - 600 °C dén khi carbon chay
hoan toan. D& ngudi, thém 4 ml acid hydroclor/c (TT) E)ay nap va dun trén cach thdy 15 min, mé nap
dé bbc hoi twr tir trén cach thiy dén c&n. Lam am can béng 1 giot acid hydroclor/c (TT), thém 10 ml
nwéce néng va dun tiép 2 min. thém tirng giot amoniac (TT) dén khi dung dich chuyén sang kiém, thir
bang gidy quy tim (TT). Pha lodng dung dich thu dwoc thanh 25 ml bang nwéc va diéu chinh vé pH 3,0
dén 4,0 bang acid acetic lodng (TT). Loc, néu can rira chén nung va phéu loc bang 10 ml nuéc, gop
dich loc va dich rira vao éng Nessler, va pha loéng thanh 35 ml bang nudc.

Dung dich dbi chiéu: Trong mét dng Nessler, pha loang 1,0 ml dung dich chi mau 20 phan triéu Pb (TT)
thanh 25,0 ml bang nuwée, diéu chinh pH cia dung dich thu dwoc vé pH 3,0 dén 4,0 bang acid acetic
loang (TT) hoac dung dich amoniac loang (TT), va thém nwéc vira di 35 ml.

Tién hanh: Thém 10 ml dung dich hydrogen sulfid (TT) mé&i pha vao méi éng chiva dung dich ddi chiéu
va dung dich thtr, l&c déu va thém nuéc vira da 50 ml, dé yén 5 min. Quan sat thtr va chuén trén nén
trdng, t trén xudng.

Mat khéi lwgng do lam khé
Khéng dwoc qua 0,5 % (Phu luc 9.6).
(1,000 g; 105 °C, 2 h).

Tro sulfat
Khéng dwoc qua 0,1 % (Phu luc 9.9, phwong phéap 1).
Dung 1,0 g ché pham.

Pinh lwong

Hoa tan 0,3 g ché phadm trong 50 ml acid acetic bdng (TT). Chuan dd bang dung dich acid percloric
0,1 N (CP). Xac dinh diém két thuc bang phwong phap chuan do do dién thé (Phu luc 10.2). Song
song tién hanh mét mau trang.

1 ml dung djch acid percloric 0,1 N (CB) twong dwong véi 0,04296 g C9HssNO..

Bao quan
Trong do dwng kin, tranh anh sang.

Loai thudc ’
Thubc tranh thai, thubc gay say thai.

Ché pham
Vién nén.
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