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VIEN NEN FLUNARIZIN

La vién nén chira flunarizin hydroclorid. Ché pham phai dap rng cac yéu cau trong chuyén luan “Thubc
vién nén” (Phu luc 1.20) va cac yéu cau sau day:

Ham lwong flunarizin, CasHaeF2N2, ttr 90,0 % dén 110,0 % so v&i lwong ghi trén nhan.

Dinh tinh

A. Lac mot lwong bot vién twong (ring khoang 50 mg flunarizin hydroclorid véi 10 ml ethanol (TT) va
loc. LAy 2 ml dich loc, thém 2 giot dung dich kali hydroxyd (TT) 6,5 %, tron déu, thém tiép 1 dén 2 giot
dung dich kali permanganat (TT) 0,02 M, mau tim bién mét.

B. Trong phan Dinh lwong, thoi gian lwu cla pic chinh trén sic ky dd cta dung dich thir phai twong
&ng v&i thdi gian lwu cla pic chinh trén sac ky d6 cta dung dich chuan.

C. Trong phan Dinh lwvgng, phd hép thu t&r ngoai (Phu luc 4.1) cia dung dich th&r phai cho cuc dai hap
thu & bwédc séng 226 nm va 253 nm; cuc tiéu hap thu & bwdc séng 221 nm va 234 nm.

D. Dich loc thu dwgc & muc Dinh tinh A phai cho phan rng (A) cua ion clorid (Phu luc 8.1).

Do hoa tan

Thiét bi: Kiéu gié quay.

Mobi trirong hoa tan: 600 ml dung dich acid hydrocloric dwgc pha nhw sau: Pha loang 24 ml dung dich
acid hydrocloric 10 % (TT) thanh 1000 ml bang nudc.

Téc do quay: 100 r/min.

Thoi gian: 30 min.

Céch tién hanh:

Sau thoi gian hoa tan quy dinh, 1dy mét phan dich hoa tan, loc. Do d6 hap thu (Phu luc 4.1) cta dich loc
& budc séng 253 nm, trong coc do day 1 cm, mau trdng 1a méi trwdng hoa tan.

Tinh lwgng flunarizin, CasH26F2N2, da hoa tan trong méi vién theo A (1 %, 1 cm), lay 439 1a gia tri A
(1 %, 1 cm) cua flunarizin hydroclorid & bwéc séng 253 nm.

1 mg flunarizin hydroclorid twong dwong véi 0,8473 mg flunarizin.

Yéu c4u: Khong it hon 80 % (Q) lwong flunarizin, CasH26F2N2, so véi lwong ghi trén nhan dwoc hoa tan
trong 30 min.

Do dong déu don vi liéu

DPap ng yéu cau cla Phu luc 11.9.

Phwong phap sac ky 16ng (Phu luc 5.3). Dung dich acid hydrocloric, dung dich chuan, pha déng, diéu
kién s&c ky va cach tién hanh nhw mé ta & phan Dinh luvong.

Dung dich thtr. Cho 1 vién vao binh dinh m&c 100 ml, thém 5 ml ethanol (TT) va 5 ml dung dich acid
hydrocloric, siéu am dé& hoa tan, d& ngudi, thém dung dich acid hydrocloric dén vach, lac déu va loc.
Pha lodng dich loc bang dung dich acid hydrocloric d& thu dwgc dung dich c6 ndng dé flunarizin
khoang 10 ug/ml.

Dinh lwong

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

Dung dich dém: Hoa tan 1,36 g kali dihydrophosphat (TT) trong 1000 ml nwéc, thém 4 ml triethylamin
(TT), diéu chinh dén pH 3,5 bang acid phosphoric (TT).

Pha dbéng: Methanol - dung dich dém (75 : 25).

Dung dich acid hydrocloric: Pha lodng 24 ml dung dich acid hydrocloric 10 % (TT) thanh 1000 ml bang
nuoc.

Dung dich thdw. Can 20 vién, tinh khéi lwong trung binh vién va nghién thanh boét min. Can mét lwgng bot
vién twong ng khoang 10 mg flunarizin vao binh dinh mic 100 ml, thém 10 ml ethanol (TT) va 5 ml
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dung dich acid hydrocloric, siéu am dé hoa tan, d& nguéi, thém dung dich acid hydrocloric dén vach, I&c
déu va loc. Pha loang 5,0 ml dich loc thanh 50,0 ml béng dung dich acid hydrocloric.

Dung djch chuén: Can chinh xac mét lwong flunarizin chuan hoa tan trong 10 ml ethanol (TT) va pha
lodng bang dung dich acid hydrocloric dé thu dwoc dung dich cé ndng dé flunarizin khodng 10 ug/ml.
Diéu kién sac ky:

Cot kich thwdc (25 cm x 4,0 mm) dwoc nhdi pha tinh C (5 pym).

Detector quang phd ttr ngoai d&t & buéc séng 253 nm.

Téc d6 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Céch tién hanh:

Kiém tra tinh phu hop cla hé théng: Trén séc ky db cla dung dich chuén, sé dia ky thuyét tinh trén pic
flunarizin khéng nhé hon 3000, d6 phan gidi gitra pic flunarizin va pic tap lién ké (néu c6) khéng nhd
hon 1,5.

Tinh ham lwgng phan tram cla flunarizin, CasHasF2N2, trong ché phdm dwa vao dién tich pic flunarizin
thu dwoc trén séc ky d6 cta dung dich thtr, dung dich chuadn va ham lwong cla CasHzsF2Na trong
flunarizin chuén.

Bao quan
Trong dé dwng kin, tranh anh sang.

Loai thuéc
Thubc chen kénh calci.

Ham lwgng thwéng dung
5 mg.

148



