TCVN IX:2024
VIEN NEN LISINOPRIL

La vién nén chura lisinopril.
Ché pham phai dap (ng cac yéu cau trong chuyén luan “Thubc vién nén” (Phu luc 1.20) va cac yéu cau
sau:

Ham lwong lisinopril, C21H31N30s, tir 90,0 % dén 110,0 % so vé&i lweng ghi trén nhan.

Dinh tinh
Trong muc DPinh lwgng, thoi gian Iwu cta pic chinh trén sac ky dé ctia dung dich thir phai twong trng
v&i thei gian lwu cla pic chinh trén sac ky d6 cia dung dich chuan.

Do hoa tan

Thiét bj: Kiéu canh khuay.

Moéi trirong hoa tan: 900 ml dung djch acid hydrocloric 0,1 M (TT).

Téc do quay: 50 r/min.

Thoi gian: 30 min.

Céch tién hanh:

Xac dinh lwong lisinopril d& hoa tan bidng Phwong phap sac ky 16ng (Phu luc 5.3). Pha dong va diéu
kién s&c ky nhv mé ta & muc Binh luvong.

Dung dich thd. Sau th&i gian hoa tan quy dinh, 1dy mét phan dich hoa tan va loc qua mang loc 0,45 um.
Dung dich chuén: Dung dich chuén c6 ndng d6 lisinopril trong méi trwdng hoa tan twong tw dung dich
thir.

Tinh lwgng lisinopril, C21H31N3Os, da hoa tan dwa vao dién tich pic lisinopril thu dwoc trén sac ky doé
ctia dung dich thir, dung dich chuan va ham lwong clia Ca1H31N30s trong lisinopril chuén.

Yéu cau: Khong it hon 80 % (Q) lwgng lisinopril, C21H31N3Os, so v&i lwgng ghi trén nhan dwoc hoa tan
trong 30 min.

Do dong déu don vi liéu

Dap (ng yéu cau cla Phu luc 11.9.

Phwong phap séc ky 1dng (Phu luc 5.3). Dung dich phosphat, pha dong va diéu kién sac ky nhw mo ta
trong phan Binh lwong.

Dung méi pha méu: Hoa tan 2,72 g kali dihydrophosphat (TT) trong 800 ml nuéc, diéu chinh dén pH
4,0 bang acid phosphoric (TT) sau d6 thém nuéc virva da 1000 ml va tron déu.

Dung dich thtr. Léy 1 vién cho vao binh dinh mic dung tich thich hop dé thu dwoc dung dich cé chira
0,2 mg/ml lisinopril. Thém mét thé tich dung méi pha mau bang 50 % thé tich binh, siéu am 5 min va
lac bang may lac co hoc 20 min. Thém dung méi pha mau dén vach, trén déu va loc.

Dung djch chuan: Hoa tan mét lwong lisinopril chuan trong dung mdi pha mau dé thu dwgc dung
dich c6 chtra 0,2 mg/ml lisinopril.

Tinh lwong lisinopril, C21H31N30s, cé trong méi vién dwa vao dién tich pic lisinopril trén sac ky dé cua
dung dich thtr, dung dich chuén va ham lwong cla Ca1H31N3Os trong lisinopril chuan.

Tap chét lién quan

Phwong phap séc ky 16ng (Phu luc 5.3). Dung dich phosphat, pha déng, dung méi pha mau va diéu
kién sac ky nhw mé ta trong muc Dinh lwgng.

Dung dich thd- Dung dung dich thr trong phan Binh lwong.

Dung dich déi chiéu: Pha lodng dung dich chuan (trong phan Binh lwong) bang dung méi pha méau
dé thu dwoc dung dich cé chira 20 pg/ml lisinopril.

Céch tién hanh:

Tién hanh séc ky v&i thoi gian bang it nhat 3 1an thi gian lwu cla lisinopril.

Trén séc ky d6 cta dung dich thi, ghi lai dién tich pic dap ng cla céac pic tap chat néu cé (bd qua
cac pic cta dung mbi).
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Tinh phan trdm tap chat dwa vao tdng dién tich cac pic tap chét trén sac ky dé ciia dung dich thir, dién
tich pic lisinopril trén séc ky d6 cta dung dich dbi chiéu va ham lwong Ca1H31N3Os trong lisinopril chuan.
Gidi han:

Téng tap chat: Khéng duwoc quéa 2,0 %.

Pinh lwong

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

Dung dich phosphat. Hoa tan 4,1 g kali dihydrophosphat (TT) trong 900 ml nuéc, diéu chinh dén pH 2,0
bang acid phosphoric (TT) sau d6 thém nuéc viva da 1000 ml.

Pha ddng: Hda tan 1,0 g natri 1-hexansulfonat (TT) trong 820 ml dung dich phosphat. Thém 180 ml
acetonitril (TT), trdn déu, loc va dudi khi.

Dung méi pha méu: Nuoc - methanol (4 : 1).

Dung dich thir. LAy 10 vién cho vao binh dinh mirc dung tich thich hop dé thu dwoc dung dich c6 chira
0,2 mg/ml lisinopril. Thém dung méi pha mau, siéu am 5 min va lac badng may l&c co hoc 20 min. Thém
dung mdi pha mau dén vach, tron déu va loc.

Dung djch chudn: Hoa tan mét lwong lisinopril chuan trong dung méi pha mau dé thu dwoc dung
dich c6 chra 0,2 mg/ml lisinopril.

Piéu kién sac ky:

Cot kich thwée (20 cm x 4,6 mm) dwoc nhdi pha tinh B (5 um).

Nhiét d6 cot: 40 °C.

Detector quang phd tt ngoai d&t & buéc séng 215 nm.

Téc d6 dong: 1 ml/min.

Thé tich tiém: 20 pl.

Céch tién hanh:

Kiém tra tinh phu hop ctia hé thdng: Trén sac ky dd ctia dung dich chudn, sb dia ly thuyét tinh trén pic
lisinopril khéng nhé hon 700; hé sé dbi xirng cua pic lisinopril khéng Ién hon 2,0; hé sé phan bd khbi
lwong k’ ca pic lisinopril phai I&n hon 1,5; d6 Iéch chuén twong dbi ctia dién tich pic lisinopril thu dwoc
t 6 1an tiém 13p lai khéng 1&n hon 2,0 %.

Tinh ham lwong phan trdm cha lisinopril, C21H31N30s, trong ché phdm dwa vao dién tich pic lisinopril
trén sac ky dd ctia dung dich thir, dung dich chuén va ham Ilwong ctia C21H31N30s trong lisinopril chuan.

Bao quan
Trong dé dwng kin, & nhiét dd phong cé diéu nhiét. Tranh &m, néng va tranh bj déng lanh.

Loai thuéc
Thubc trc ché enzym chuyén angiotensin.

Ham lwong thwéng dung
5 mg, 10 mg.
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