TCVN IX:2024

VIEN NEN TENOFOVIR DISOPROXIL FUMARAT

La vién nén chira tenofovir disoproxil fumarat. ] )
Ché pham phai dap &ng cac yéu cau trong chuyén luan “Thudc vién nén” (Phu luc 1.20) va cac yéu cau
sau:

Ham lwong tenofovir disoproxil fumarat, C1oH3oNs010P.C4H404 tir 90,0 % dén 110,0 % so véi lwong
ghi trén nhan.

Dinh tinh

A. Trong phan DPinh lwong, thdi gian lwu cta pic chinh trén sac ky dd cia dung dich thir phai twong
&ng vé&i thdi gian lwu cla pic chinh trén sac ky dd cta dung dich chuan.

B. L4y mét lwong bot vién twong dwong 50 mg tenofovir disoproxil fumarat hoa tan trong vira da 100
ml methanol (TT), loc. Pha loang 2 ml dich loc thanh 100 ml bang methanol (TT). Do phd hép thu t
ngoai cta dung dich thu dwoc va dung dich chuin cé nbéng do tenofovir disoproxil fumarat twong
dwong trong methanol (TT) & khoang bwédc séng tir 200 nm dén 400 nm (Phu luc 4.1). Phé clia dung
dich thr va dung dich chuén phéi cho cuc dai hdp thu & buwéc séng twong tuw.

Do hoa tan

Thiét bj: Kiéu canh khudy.

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

Téc dé quay: 50 r/min.

Thoi gian: 45 min.

Céch tién hanh:

Dung djch thi. Sau thoi gian hoa tan quy dinh, 1dy mét phan dich hoa tan va loc. Pha lodng dich loc
bang dung dich acid hydrocloric 0,1 M (TT) dé thu dwoc dung dich c6 nong dé twong dwong dung dich
chuan.

Dung dich chuén: Can chinh xac mot Ilwong tenofovir disoproxil fumarat chuén, hoa tan trong dung dich
acid hydrocloric 0,1 M (TT) dé thu dwoc dung dich c6 néng d6 tenofovir disoproxil fumarat khoang
0,025 mg/ml.

Do d6 hap thu (Phu luc 4.1) ctia dung dich thtr va dung dich chuan & bwéc séng cwc dai khodng 260
nm, mau trdng la méi trwdng hoa tan.

Tinh ham lwgng tenofovir disoproxil fumarat, C1gH3NsO10P.C4H4Os4, hoda tan dwa vao dd hép thu cla
dung dich chuan, dung dich th&r va ham lwgng C19H30N5010P.C4H4O4 trong tenofovir disoproxil fumarat
chuan.

Yéu cdu: Khéng it hon 80 % (Q) lwong tenofovir disoproxil fumarat, C1gHzoN5O10P.C4H4Os, so VG
lveng ghi trén nhan dwgc hoa tan trong 45 min

Tap chat lién quan

Phwong phap sac ky 1dng (Phu luc 5.3). Chuén bi cac dung dich ngay trwéc khi dung.

Pha déng A: Hoa tan 1,9 g amoni acetat (TT) trong 1000 ml nuéc va diéu chinh dén pH 3,8 bang acid
acetic bang (TT).

Pha déng B: Methanol (TT).

Dung djch thiz. Can 20 vién va nghién thanh mét min. Can mét lwong bot vién twong dwong véi 100
mg tenofovir disoproxil fumarat, phén tan trong 50 ml methanol (TT) va loc.

Dung dich déi chiéu (1): Dung dich cé ch*a 0,2 % tenofovir disoproxil fumarat chuan trong methanol
(TT).

Dung dich déi chiéu (2): Pha lodng 1 ml dung dich déi chiéu (1) thanh 100 ml bang methanol (TT).
Dung dich déi chiéu (3): Hda tan 10 mg acid fumaric (TT) trong vira dG 50 ml methanol (TT).

Diéu kién s&c ky:

Cot kich thwdc (25 cm x 4,6 mm) dwoc nhdi pha tinh C (5 uym).

Detector quang phd tt ngoai d&t & budc séng 260 nm.

Téc d6 dong: 1,5 ml/min.

Thé tich tiém: 10 pl.

Céch tién hanh:

Tién hanh s&c ky theo chwong trinh dung méi nhw sau:
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Théi gian Pha déng A Pha déng B
(min) (% tt/tt) (% tt/tt)
0 95 5
10 50 50
25 50 50
50 20 80
60 95 5

Kiém tra tinh phu hop clia hé thdng: Trén sac ky dd ctia dung dich dbi chiéu (1), hé sb dbi xirng ctia pic
tenofovir disoproxil khdng I&n hon 2,0; sb dia ly thuyét tinh trén pic tenofovir disoproxil khéng nhé hon
2000.

Gidi han: Trén sac ky dd cta dung dich tho:

Tap chét bat ky: Dién tich pic khong dwoc I6n hon 3,5 1an dién tich pic chinh thu dwoc trén sac ky do
ctia dung dich dbi chiéu (2) (3,5 %).

Tbng dién tich pic cta tat ca cac tap chat khdng dwoc Ién hon 6 1an dién tich pic chinh thu dwoc trén
sac ky d6 cta dung dich ddi chiéu (2) (6,0 %).

B qua pic twong (ng véi pic chinh thu dwoc trén séc ky db clia dung dich déi chiéu (3).

Nwéc
Khong dugc qua 5,0 % (Phu luc 10.3).
Dung 0,5 g ché pham.

Pinh lwong

Phwong phap séc ky 16ng (Phu luc 5.3). Chuén bj cac dung dich ngay trwéc khi dung.

Dung méi pha méu: Nudc - methanol (1 : 1).

Dung dich dém phosphat. Hda tan 7,8 g natri dihydrophosphat (TT) trong 1000 ml nwéc, thém 1 ml
triethylamin (TT) va diéu chinh dén pH 2,3 bang dung djch acid phosphoric 10 % (TT).

Pha déng: Dung dich dém phosphat - acetonitril (60 : 40).

Dung djch thi» Can 20 vién va nghién thanh mét min. Can mét lwong bét vién twong dwong véi 300
mg tenofovir disoproxil fumarat, phan tan trong 100 ml dung méi pha mau va loc. Pha loang 5,0 ml dich
loc thanh 50,0 ml bang pha déng.

Dung dich chudn: Hoa tan mét lwgng tenofovir disoproxil fumarat chuan trong dung méi pha mau dé
thu dwoc dung dich 0,120 %. Pha loéng 5,0 ml dung dich thu dwoc thanh 20,0 ml bang pha dong.
Piéu kién sac ky:

Cot kich thwde (15 cm x 4,6 mm) dwoc nhdi pha tinh C (5 pym).

Detector quang phd ttr ngoai d&t & buéc séng 260 nm.

Téc d6 dong: 1 ml/min.

Thé tich tiém: 10 pl.

Céch tién hanh:

Kiém tra tinh phu hop clia hé théng: Trén sac ky d6 clia dung dich chuan, hé sb dbéi xirng cla pic
tenofovir disoproxil khdng I&n hon 2,0; sb dia ly thuyét tinh trén pic tenofovir disoproxil khéng nhé hon
2000; do léch chuan twong dbi ctia dién tich pic tenofovir disoproxil thu dwoc tir 6 14n tiém 13p lai khoéng
I&n hon 2,0 %.

Tinh ham lwong phan trdm cda tenofovir disoproxil fumarat, Ci9HzoNsO10P.CsH4O4, trong ché pham
dwa vao dién tich pic tenofovir disoproxil trén sic ky dé cta dung dich thir, dung dich chudn va ham
lwong clia C19H30Ns010P.C4H404 trong tenofovir disoproxil fumarat chuén.

Bao quan
Trong dé dwng kin, tranh 4m, & nhiét d6 phong.

Loai thudc
Thuoc khang retrovirus.

Ham lwong thwéng dung
300 mg.
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