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pDUGC DPIEN VIET NAM VI

Logi thude
Khang sinh nhém cephalosporin.

Ham lugng thwong ding
125 mg; 250 mg; 500 mg.

NANG CEPHALEXIN

L4 nang cimg chira cephalexin.
Ché pham phai dap {mg cc yéu cau trong chuyén luin
“Thuée nang” (Phu luc 1.13) va cac yéu cau sau:

Ham lwgng cephalexin, C ¢H,,N;O,S, tir 90,0 % dén
110,0 % so vai lugng ghi trén nhan.

Pinh tinh
Trong phan Dinh lugng, théi gian luu cua pic chinh trén
sic ky d6 cua dung dich thir phai twong tmg véi thdi gian
lwu ctia pic cephalexin trén sic ky d6 ctia dung dich chuén.

D) hoa tan (Phuy lyc 11.4)

Thiét bi: Kiéu gio quay.

Moai trwvong hoa tan: 900 ml nwoc.

Toc d6 quay: 100 r/min.

Thoi gian: 30 min.

Cdch tién hanh:

Dung dich thir: Sau thoi gian hoa tan quy dinh, iy mot
phin dich hoa tan, loc. Pha loang mét lugng dich loc véi
mede dé duoc dung dich c6 néng do cephalexin khoang
20 pg/ml.

Dung dich chudn: Dung dich cephalexin chuan c6 nong 4o
chinh xac khoang 20 pg/ml trong nudc.

Do do hip thu (Phu lyc 4.1) cia dung dich thu dugc & bude
song cuc dai 262 nm, cdc do day 1 cm, mau tréng 13 nueoc.
Tinh lugng cephalexin, C,sH,,N;0,S, da hoa tan trong méi
nang dua vao 49 hép thu cua dung dich chuén, dung dich
thir va ham lugmg C,¢H,;N;0,S trong cephalexin chuén.
Yéu cau: Khéng it hon 80 % (Q) lugng cephalexin,
Ci¢H,sN304S, so vai lugng ghi trén nhan dugc hoa tan
trong 30 min.

Dinh lrgmng

Phuong phap sac ky long (Phu luc 5.3).

Pha djng: Hoa tan 0,985 g natri pentansulfonat (TT) trong
1000 ml hdn hop acetonitril - methanol - triethylamin -
mece (20 : 10 : 3 : 170), diéu chinh dén pH 3,0 £ 0,1 bang
acid phosphoric (TT).

Dung djch chudn: Hoa tan mot lugng cephalexin chudn
trong medc dé thu duge dung dich chuin gbe co ndng 4
khoang 1,0 mg/ml. Hut chinh xéc 10,0 ml dung dich chuan
goc vao binh dinh mirc 25 ml, pha loang bang pha dong
vira dii dén vach, lic déu, loc.

Dung djch thir: Can 20 nang, xac dinh khéi lugng trung
binh ciia bt thuoe trong nang. Can chinh xac mot lugng
bjt thuéc vao binh dinh mirc thich hop, hoa tan va thém

VIEN NEN CEPHALEXIN

nwde vira 4 dé thu dirge dung dich c6 ndng do cephalexin
khoang 1 mg/ml, lic déu, loc. Hut chinh x4c 10,0 ml dich
loc vao binh dinh mirc 25 ml, pha lodng bing pha djng
vira di dén vach, lic déu, loc.

Diéu kién sdc ky:

Cot kich thude (25 cm x 4,6 mm) dugc nhdi pha finh
C chju dugc pH thép (5 pm hodc 10 pm).

Detector quang phé tir ngoai @4t & budc séng 254 nm.
Téc 46 dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Kiém tra tinh phi hop ciia hé théng: B léch chuin tuong
dbi cua dién tich pic cephalexin thu dugc tir 5 1an tiém lap
lai dung dich chuan khong 16n hon 2,0 %.

Tién hanh sic ky lan lugt v6i dung dich chudn va dung
dich thir.

Tinh ham lugng cephalexin, C,¢H,;N;0,S, trong nang dua
vao dién tich pic cephalexin thu dugc trén sdc ky db cua
dung dich thir, dung dich chuén va ham lugng C,¢H,;N;0,S
trong cephalexin chuan.

Bdo quian
Trong db dyng kin, noi mat, tranh anh sang.

Loai thudc
Khang sinh nhém cephalosporin.

Ham lugng thwong dung
250 mg; 500 mg.

VIEN NEN CEPHALEXIN

La vién nén hoéc vién nén bao phim chira cephalexin.
Ché pham phai dap mg cac yéu cau trong chuyen luan
“Thuéc vién nén” (Phu luc 1.20) va cac yéu cau sau:

Ham hrgng cephalexin, C,¢H;;N;0,S, tir 90,0 % dén
110,0 % so vai lugng ghi trén nhan.

Pinh tinh

Trong phan Dinh lugng, thoi gian luu cia pic chinh trén
sic ky do cua dung dich thir phai twong img véi thoi gian
lwru ctia pic cephalexin trén sic ky dd cua dung dich chuan.

D) hoa tan (Phu luc 11.4)

Thiét bi: Kiéu gié quay.

Méi truong hoa tan: 900 ml nuoc.

Téc dé quay: 100 r/min.

Thoi gian: 30 min.

Cdch tién hanh:

Dung dich thir: Sau thoi gian hoa tan quy dinh, ldy mot
phan dich hoa tan, loc. Pha loﬁng mdt lugng dich loc véi
niede dé duge dung dich c6 nong d¢ cephalexin khoang
20 pg/ml.

Dung dich chudn: Dung dich cephalexin chuan cé n5ng do
khoang 20 pg/ml trong nudc.
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