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DUGC DIEN VIET NAM VI

VIEN NEN PYRANTEL PAMOAT

La vién nén bao phim chira pyrantel pamoat.

Ché phim phai dap img cic yéu clu trong chuyén ludn
“Thudc vién nén”, muc “Vién bao” (Phu lyc 1.20) va cic
yéu céu sau day:

Ham lwgng pyrantel, C,,H,,N,S, tir 93,0 % dén 107,0 %
s0 véi lugng ghi trén nhan.

Pinh tinh

A. Liy mét lugng ché pham tuong dwong 40 mg pyrantel
pamoat, thém 20 ml hdn hop dioxan - dung dich amoniac
0,1 % (1 : 1), lic dé hoa tan pyrantel pamoat, loc. Dich loc
thu dugc lam cac phép thir sau:

Léy 5 ml dich loc thém 2 ml dung dich acid hydrocloric
loang (TT), xuit hién két tua vang.

Béc hoi 10 ml dich loc dén cin, thém vao cin 1 ml acid
sulfuric (TT), lic, xuét hién mau do.

B. Trong phin Dinh hrgng, thdi gian lwu cua 2 pic chinh
trén sic ky d6 thu dugc tir dung dich thir phai twong dwong
véi thai gian lwu cia hai pic chinh trén sic ky d6 thu dugc
tir dung dich chuén.

Pinh lrgng

Phuong phép sic ky long (Phu luc 5.3) trong diéu kién
tranh 4nh sang.

Phadong: Acetonitril - nucc - acid acetic bang - diethylamin
(94:2,5:25:1). Diéu chinh ty 1¢ pha dong néu cén.
Dung dich thir: Can 20 vién, tinh khdi lugng trung binh
vién va nghién thanh bdt min. Can chinh xdc mét luong
bot vién hoa tan trong pha dong dé thu dugc dung dich ¢6
ndng d6 pyrantel pamoat khoang 80 pg/ml, loc.

Dung dich chudn: Can mét lugng pyrantel pamoat chuén
hoa tan trong pha dong dé thu dugc dung dich cé né‘mg do
tuong img dung dich thir, loc.

Diéu ki¢n sdc ky:

Cot kich thude (25 cm x 4,6 mm) dugce nhdi pha tinh A
(5 pm dén 10 pm).

Detector quang phé tir ngoai dit & budc song 288 nm.

Téc 6 dong: 1 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hgp cia hé théng: Tién hanh sic ky
véi dung dich chuin véi thoi gian chay téi thidu phai gip
2,5 lan thdi gian lwu cia pic pyrantel. Hiéu niing cia cot
dugc xac dinh tlr pic d4p ing cua pyrantel trong dung djch
chuén, s6 dia Iy thuyét cia cét khdng duge nho hon 8000.
Théi gian luu tuong d6i cua pic pyrantel 12 1 va cia pic
acid pamoic khoang 0,6. P§ phén giai giira pic pyrantel va
pic acid pamoic khong duge nhé hon 10. Hé s6 dbi ximg
cua pic pyrantel khong dugce qua 1,3. D léch chudn tuong
dbi cua dién tich pic pyrantel thu dwgc tir 5 1in tiém I3p lai
khong duge 16m hon 1,0 %.

PYRAZINAMID

Tién hanh sic ky ldn lugt v6i dung dich chuén va dung
dich thr.

Tinh ham lugng pyrantel, C,,H,4N,S, ¢6 trong mét don vj
ché phdm dya vao dién tich pic pyrantel thu dugc trén sic
ky dd cua dung dich thir, dung dich chuin va ham lugng
C,;H4N,S ctia pyrantel pamoat chuén.

1 mg pyrantel pamoat tuong (g véi 0,347 mg pyrantel base.

Béo qudn
Trong bao bi kin, tranh anh sang.
Loai thubc
Thudbc tri giun.
Ham lugng thudng ding
300 mg.
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C5H5N3O Pt.l: 123,1

Pyrazinamid la pyrazin-2-carboxamid, phai chira tir 99,0 %
dén 101,0 % CsHsN,0, tinh theo ché pham khan.

Tinh chit

Bot két tinh da hinh méu tring hodc gin nhu tring.

Hoi tan trong nudc, kho tan trong ethanol 96 % va
methylen clorid.

Pinh tinh

C6 thé chon mét trong 2 nhém dinh tinh sau:

Nhom I: A.

Nhom II: B, C, D.

A. Phé hép thy hong ngoal (Phy luc 4.2) cua ché phim
phai phu hop voi pho hap thu hong ngoai cua pyrazinamid
chuan Néu phd hap thu cia ché pham va chuén khac nhau
thi tién hanh hoa tan riéng r& ché phim va chuén trong
ethanol 96 % (TT) boc hoi dén khé va ghi lai phd cua céc
cin méi thu duge.

B. Diém chay tir 188 °C dén 191 °C (Phy luc 6.7).

C. Hoa tan 50,0 mg ché pham trong nwoc va pha lodng
thanh 100,0 ml véi cung dung moi (dung dich A).

Pha loang 1,0 ml dung djch A thanh 10 ml bang nwdc. Do
phd hép thy tir ngoai (Phy lyuc 4.1) cua dung dich thu dugc
trong ving tir 290 nm dén 350 nm, dung dich ché phim cé
cye dai hdp thu & budc séng 310 nm.

Pha loéing 2,0 ml dung dich A thanh 100,0 ml bing medc.
Po phd hap thy tir ngoai (Phy lyc 4.1) cia dung dich thu
dugc trong ving tir 230 nm dén 290 nm, dung dich ché
phdm c6 cyc dai hip thy & budc séng 268 nm véi 46 hip
thy riéng twong {mg véi cyc dai ndy tir 640 dén 680.

983



