https://nhathuocngocanh.com/
DUQC DIEN VIET NAM VI

VIEN NEN METHYLDOPA

La vién nén chira methyldopa. .
Ché pham phai dap mg cdc yéu cau trong chuyén luén
“Thudc vién nén” (Phu luc 1.20) va céc yéu cau sau day:

Ham lugng methyldopa, C,,H,;NO,, tir 90,0 % dén 110,0 %
so va@i lugng ghi trén nhan.

Pinh tinh

A. Trong phan D hoa tan, phé héap thu (Phu luc 4.1) cua
dung dich thir trong khoang 230 nm dén 350 nm c6 hép thu
cuc dai ¢ khoang 280 nm.

B. Can m¢t lugng bot vién twong img véi 10 mg methyldopa,
thém vai giot dung dich ninhydrin 2 % trong ethanol 96 %,
dun néng, dan dan xuit hién mau do tia sim.

P§ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu gi6 quay.

Moi truong hoa tan: 900 ml dung dich acid hydrocloric
01 M(TT).

Téc dé quay: 100 r/min.

Thoi gian: 45 min.

Cdch tién hanh: Lidy mot phan dung dich méi truomg
di hoa tan miu thir, loc, loai bo dich loc du. Pha lodng
dich loc véi méi trudmg hoa tan dé thu dugc dung dich c6
néng d6 khoang 0,05 mg methyldopa/ml. Pha dung dich
methyldopa chuén trong méi trudng hoa tan cé ndng do
chinh x4c khoang 0,05 mg/ml. Po d¢ hip thu (Phu luc4.1)
cua cic dung dich & budc séng 280 nm, trong coc do day
1 cm, ding méi trirong hoa tan 1am mau tring.

Tinh lugng methyldopa, C,oH,;NO,, d hoa tan trong mi
vién dua vao do hip thu ciia dung dich chuin, dung dich
thir va ndng @6 C,oH,;3NO, ciia dung dich chuén.

Yéu cau: Khéong dugc it hon 70 % (Q) lwgng methyldopa
so voi lugng ghi trén nhan duge hoa tan trong 45 min.

Dinh lurgng

Dung dich sdt (II) tartrat: Hoa tan 1 g sét (1I) sulfat (TT),
2 g natri kali tartrat (TT) va 100 mg natri metabisulfit (TT)
trong nwoc vira da 100 ml. Pha truée khi dung.

Dung dich dém: Hoa tan 50 g amoni acetat (TT) trong
1000 ml ethanol 20 % (TT). Piéu chinh t6i pH 8,5 véi
dung dich amoniac 6 M (TT).

Dung djch thir: Can 20 vién, tinh khi lugng trung binh va
nghién thanh bét min. Can chinh xac mot lugng bt vién
tuong (mg voi khoang 100 mg methyldopa vao binh dinh
mic 100 ml, thém 50 ml dung dich acid sulfuric 0,05 M
(TT), lic trong 15 min, thém dung dich acid sulfuric 0,05 M
(TT) dén dinh mirc. Loc, loai bo dich loc dau.

Dung dich chudn: Dung dich methyldopa chuén trong
dung dich acid sulfuric 0,05 M (TT) c6 nong d6 chinh x4c
khoang 1 mg/ml.

Cdch tién hanh: Liy 5,0 ml dung dich thir cho vao binh
dinh mirc 100 ml, thém 5 ml dung dich sat (1I) tartrat, pha

METHYLPREDNISOLON

lodng véi dung dich dém dén dinh mirc, lic déu. Tién hanh
tuong ty vdi 5,0 ml dung dich chuin. Po 6 hép thy (Phy
luc 4.1) cua cac dung dlch thu dugc & budc séng cuc dal
khodng 520 nm, trong coc do day 1 cm, $0 vOi mau tring
1a hén hop 5 ml nude va 5 ml dung dich sdt (I1) tartrat, pha
loang v&i dung dich dém vira du 100,0 ml.

Tinh ham lugng methyldopa, C,oH;;NOj, trong vién dya
vao cac do hap thu thu dugc cua dung dich chuan dung
dich thir va nong d§ C,oH;3NO, ctia dung dich chuén.

Bdo quin
Noi kho mat, tranh anh séng.

Logi thuée
Chéng ting huyét ap.

Ham lwgng thudong ding
125 mg va 250 mg.

METHYLPREDNISOLON

H CH,

CaH3005 Pt.l: 374,5

Methylprednisolon 1a 11f,17,21-trihydroxy-6a-methyl-
pregna-1,4-dien-3,20-dion, phai chira tr 97,0 % dén
102,0 % C,,H;3¢0s, tinh theo ché pham da 1am khé.

Tinh chét

Bot két tinh da hinh tring hodic gin nhu tring. Thuc té
kho6ng tan trong nudc, hoi tan trong ethanol 96 %, hoi tan
trong aceton va methylen clorid.

Dinh tinh

C6 thé chon mét trong hai nhém dinh tinh sau:

Nhom I: A, B.

Nhom II: C, D.

A.Phd hap thu hong ngoal (Phuy luc 4.2) cua ché pham phai
phil hop véi phd hap thy hong ngoai cia methylprednisolon
chuéin. Néu hai pho khong phu hgp thi hoa tan riéng bigt
ché phdm va chét chuén trong mét lugng nhé nhit aceton
(TT), béc hoi trén cach thuy dén khé va ldy cac cin ghi
phd méi.

B. Trong phan Djnh lugng, pic chinh trén sic ky dd cia
dung dich thir phai twong (ng vé thai gian lwu va kich
thude véi pic chinh thu dugc trén sic ky d6 thu duge cia
dung dich déi chiéu (3).

C. Phuong phép sic ky 16p mong (Phy luc 5.4).

Ban mong: Silica gel F)sq.
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