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VIEN NEN SPIRONOLACTON

Bio quén
Trong &b dung Kin, trdnh anh sang.

LO?‘ tbuoc
ThuOC lgi tiéu khang aldosteron.

Che pham
vién nén.

vIEN NEN SPIRONOLACTON

La vién nén chira spironolacton.

Ché pham phai dap umg cdc yéu ciu trong chuyén lun
“Thude vién nén” (Phu lyc 1.20) va céc yéu ciu sau day:

gim lrgng spironolacton, C,,H;,0,S, tir 950 % dén
105,0 % so voi lugng ghi trén nhan.

Pinh tinh

A. Phuong phap sdc ky 16p méng (Phy luc 5.4).

Ban mong: Silica gel GF,;,.

Dung méi khai trién: Cloroform - ethyl acetat - methanol
(20:20 : 10).

Dung dich thir: Cén chinh xac mot lugng bot vién tuong
img v&i khoang 200 mg spironolacton vao binh dinh mirc
50 ml. Héa tan bang methanol (TT), pha loang dén vach
véi cing dung méi, loc.

Dung dich doi chiéu: Dung dich chira 4 mg/ml spirono-
lacton chuén trong methanol (TT).

Cach tien hanh: Cham riéng biét 1én ban mong 10 pl mbi
dung djch trén. Trién khai séc ky tdi khi dung mor di duge
3/4 chiéu dai ban mong. Pé kho ban mong ngoai khong khi
v quan sat dum anh sang tir ngoai ¢ budc song 254 nm. Vét
chinh trén sic ky do cua dung dich thir phai c6 Rr glong vai
Reclia vét chinh trén sic ky dd cua dung d1ch déi chiéu.

B. Trong phan Pinh hwgng, pic chinh trén sc ky d6 cla
dung dich thir phai co thoi gian luu tuong img voi thoi
gian lru cua pic spironolacton trén sc ky db cua dung
dich chuén.

D) hoa tan (Phy luc 11.4)

Thiét bi: Kiéu canh khudy.

M6i truomg hoa tan: 1000 ml dung dich acid hydrocloric
0.1 M (TT) c6 chita 0,1 % natri lawryl sulfat (TT).

Toc dg quay: 75 r/min.

Thei gian: 60 min.

Cich tién hanh:

D""‘g dich thir: Sau thoi gian hoa tan quy dinh ldy mét
phén dich hoa tan va loc, bo 20 ml dich loc déu. Pha lodng
dich loc (néu can) bang moi trudng hoa tan dé thu dugc
dung dich c6 ndng d¢ spironolacton twong duong véi dung
dich chu4n,

Dung dich chudn: Hoa tan spironolacton chuan trong
Mt lugng nhé ethanol 96 % (TT). sau d6 pha lodng béng

mdi truong hoa tan (luqmg ethanol khéng dugc lfm hon
tdng 1 % thé tich pha) dé thu dugc dung dich c6 ndng d¢
splronolacton khoang 0,0125 mg/ml.

Do d6 hap thu (Phu luc 4.1) cua dung dich chuan va dung
dich thir & budc song 242 nm.

Tinh ham lugng spironolacton da hoa tan trong mét vién
tir 6 hap thu cua dung dich chuén, dung dich thir va ham
lugng C24H3204S cua spironolacton chuin.

Yéu cdu: Khong it hon 75 % (Q) lugng spironolacton,
C,,H+,0,8, so voi luong ghi trén nhéan dugce hoa tan trong
60 min.

Pinh lwgng

Phuong phap sic ky 1ong (Phy luc 5.3).

Pha dong: Methanol nudc (3 : 2).

Dung moi pha mau Acetonitril - nuwoc (1:1).

Dung dich thi goc: Can it nhét 10 vién vao bmh dinh
mic c6 thé tich thich hop dé dugc dung dich cé ndng do
spironolacton cudi cing khoang 1 mg/ml. Thém dung méi
pha méu va lic 30 min, siéu 4m 30 mm hodc dén khi vién
ra hoan toan. Pé ngudi dung dich vé nhiét d6 phong, dung
mbi pha miu dén vach, lic déu, ly tim 13y d1ch trong.
Dung dich thir: Pha loang dung dich thi gbc bing hdn
hop dung moi dé thu dugc dung dich chira spironolacton
0,5 mg/ml.

Dung dich chudn: Dung dich chira 0,5 mg/ml spironolacton
chuén trong dung méi pha mau.

Piéu kién sdc ky:

Cot kich thuéc (15 em x 4,6 mm) duoc nhdi pha tinh C
(5 pm). )

Detector quang pho tir ngoai dat & budce song 230 nm.
Téc &6 dong: 1 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Kiém tra tinh pht hop cta hé théng: Trén sic ky dé cua
dung dich chuan, hé sb dbi xing cua pic spironolacton
khéng Iém hon 2,0, d6 1éch chuin turong dbi cua dién tich
pic spironolacton tir 5 lan tiém l3p lai dung dich chuan
khong 16n hon 1,5 %.

Tinh ham lugng phdm trim spironolacton trong vién dya
vao dién tich pic spironolacton trén sic ky do cua dung
dich thr, dung dich chuan va ham lugng CpHy,0.8 cia
spironolacton chuan.

Bio quan

Trong d6 dung kin.
Loai thude

Loi tiéu.

Ham lugng thuong dung
25 mg, 50 mg.
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