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VIEN NEN CEFPODOXIM

vira du dén vach, lic déu. Pha loang 5,0 ml dung dich nay
thanh 100,0 ml v&i dung méi pha mau.

Dung dijch thir: Can 20 nang, xac dinh khéi luong trung
binh bot thudc trong nang va nghién thanh bdt min. Can
chinh xdc mét hugng bét thudc twong tmg véi 50 mg
cefpodoxim vao binh dinh mic 100 ml, thém 70 ml dung
moi pha miu, lic siéu 4m khoang 10 min dé hoa tan. Pha
lodng v&i dung méi pha méu vira da dén vach, lic déu,
loc. Pha lodng 5,0 ml dich lgc thanh 100,0 ml véi dung
mdi pha miu.

Diéu kién sdc ky:

Cot kich thude (25 cm x 4,6 mm) duogc nhdi pha tinh C
(5 pm).

Nhiét d6 c6t: 30 °C.

Detector quang phé tir ngoai dit & budc séng 235 nm.
Téc d6 dong: 2,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh: Tién hanh sic ky voi dung dich chuén.
Trén sic ky @ thu duge, thoi gian luu twong d6i cua pic
cefpodoxim proxetil S-epimer khoang 0,9 va cefpodoxim
proxetil R-epimer la 1,0; d¢ phan giai giita hai pic nay
khong nho hon 2,5. Hé sb dbi ximng cia pic cefpodoxim
proxetil R-epimer khong 16n hon 1,5. B 1éch chun twong
dbi cua tong dién tich pic cefpodoxim proxetil S-epimer va
cefpodoxim proxetil R-epimer tir 6 14n tiém lap lai khong
16n hon 2,0 %.

Tién hanh sic ky l4n hrot v6i dung dich chudn va dung
dich thur.

Tinh ham lugng cefpodoxim, C;sH,;NsO¢S,, c6 trong
nang tir tong dién tich pic cefpodoxim proxetil S-epimer
va cefpodoxim proxetil R-epimer thu dugc trén sic ky
dé cua dung dich thir, dung dich chudn va ham luong
C,5H,,N;5O¢S, trong cefpodoxim proxetil chuin.

Bio quin
Trong do dung kin, noi kho mat, tranh 4nh sang.

Loai thuéc
Khéng sinh nhém cephalosporin.

Ham lwrong thwong diing
100 mg; 200 mg tinh theo cefpodoxim.

VIEN NEN CEFPODOXIM

La vién nén hodc vién bao phim chira cefpodoxim proxetil.
Ché pham phai dap img céc yéu cdu trong chuyén luan
“Thudc vién nén” (Phu luc 1.20) va c4c yéu ciu sau:

Ham lwgng cefpodoxim, C;sH,;NsO4S,, tir 90,0 % dén
110,0 % so vdi lugng ghi trén nhan.

Dinh tinh
Trong phan Pinh lugng, thdi gian Iru cia 2 pic chinh
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thu dugc trén sic ky db cua dung dich thir phai tuong
trng voi thoi gian luu cua pic cefpodoxim proxetil
R-epimer va cefpodoxim proxetil S-epimer trén sac ky
dé cua dung dich chuin.

P hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khudy.

Moi truong hoa tan: Can 54,5 g glycin (TT), 42,6 g natri
clorid (TT) va chuyén vao binh dinh mirc 1000 ml. Thém
khoang 500 ml nworc, lic dé hoa tan. Thém can than, vira
thém vira lac vai 14,2 ml acid hydrocloric (TT), dé ngudi.
Pha lodng vira di dén vach véi nudc. Pha lodng 50 ml
dung dich nay thanh 900 ml vé&i nuoc dé thu dugc dung
dich ¢6 pH 3,0 £ 0,1 [Diéu chinh pH cia méi trudng hoa
tan vo1 dung dich natri hydroxyd 1 M (TT) néu can].

Téc dé quay: 75 r/min.

Thoi gian: 30 min.

Cédch tién hanh:

Dung dich thir: Sau thoi gian hoa tan quy dinh, hit dich
hoa tan, loc, pha loang bing moi truong hoa tan néu can.
Dung dich chudn: Can chinh x4c mot lugng cefpodoxim
proxetil chuin tuong ‘g véi khoang 25 mg cefpodoxim
vao binh dinh mirc 50 ml, thém 30 ml methanol (TT) va
lic dé hoa tan, thém methanol (TT) vira du dén dinh mirc,
lic déu. Pha loang chinh xic dung dich thu dugc bang
mdbi trudng hoa tan dé thu duoc dung dich co néng do
cefpodoxim tuong dwong véi ndng db trong dung dich thir.
Do d6 hap thu (Phu luc 4.1) cua dung dich thir va dung
dich chudn & budc séng cuc dai khoang 259 nm, sir dung
ce do day 1 cm, mau tring 13 méi truong hoa tan.

Tinh lwong cefpodoxim, C;sH;;NsO4S,, hoda tan tir mdi
vién dya vao d6 hip thu do duogc cia dung dich chuén, dung
dich thir va ham lugng C;sH,;;NsO4S, trong cefpodoxim
procetil chudn.

Yéu cdu: Khoéng it hon 70 % (Q) luong cefpodoxim,
C,5H,7N506S,, dugce hoa tan trong 30 min.

Nuée (Phu luc 10.3)
Khoéng dugc qua 5,0 %.

Pinh lwrong

Phwong phap sic ky 16ng (Phu lyc 5.3).

Pha déng: Dung dich amoni acetat 0,02 M - acetonitril
(6 : 4). Diéu chinh ti 1& néu can.

Dung méi pha mau: Nudc - acetonitril (6:4).

Dung dich chudn: Cén chinh xac khoang 60 mg cefpodoxim
proxetil chuédn vao binh dinh mitrc 100 ml, thém 10 ml
methanol (TT), lic siéu Am khoang 5 min dé hoa tan. Pha
loang v&i dung mdi pha mau vira du dén vach, lic déu. Pha
lodng 5,0 ml dung dich nay thanh 100,0 ml v&i dung méi
pha mau. Loc qua mang loc 0,45 pm.

Dung dich thir: Can 20 vién (loai bo 16p bao phim, néu
can), x4c dinh khéi lrgng trung binh vién va nghién thanh
b6t min. Can chinh xac mét lugng bdt vién twong ng véi
50 mg cefpodoxim vao binh dinh mirc 100 ml, thém 70 ml
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dung moi pha mau, lic siéu 4m khoang 10 min. Pha lodng
véi dung méi pha mau vira du dén vach, lic déu. Loc qua
giéy loc. Pha lodng 5,0 ml dich lgc thanh 100,0 ml vai
dung méi pha miu. Loc qua mang loc 0,45 pm.

Diéu kién séc ky:

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

Nhiét d6 cot: 30 °C.

Detector quang phé tir ngoai dit & bude séng 235 nm.
Téc d6 dong: 2,0 ml/min.

Thé tich tiém: 20 pl.

Cédch tién hanh: Tién hanh sic ky v6i dung dich chuén.
Trén sic ky dd thu dugc, thoi gian lwu turong déi cua pic
cefpodoxim proxetil S-epimer khoang 0,9 va cefpodoxim
proxetil R-epimer la 1,0; d§ phédn giai gifra hai pic nay
khéng nho hon 2,5. Hé sb dbi xing cua pic cefpodoxim
proxetil R-epimer khong 16n hon 2,0. Pg 1éch chuin tuong
d6i cua téng dién tich pic cefpodoxim proxetil S-epimer va
cefpodoxim proxetil R-epimer ctia 6 lan tiém lip lai khong
16m hon 2,0 %.

Tién hanh sic ky voi dung dich thir. Tir tdng dién tich pic
cefpodoxim proxetil S-epimer va cefpodoxim proxetil
R-epimer thu dugc trén sic ky dd cua dung dich thir, dung
dich chudn, ham lugng C;sH;;NsO4S, trong cefpodoxim
proxetil chuén, tinh ham luong C,sH,,NsO4S, trong vién.

Bio quin
Trong d6 dung kin, noi khd mat, tranh 4nh sang.

Loai thudc
Khang sinh nhdm cephalosporin.

Ham lurgng thuwong diung
100 mg; 200 mg tinh theo cefpodoxim.
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cefradin C]5H|9 N3 O4S 3494
cephalexin CieHi7N;04S 3474

QLK

4’, 5’-dihydrocefradin CigH, N3O, S 3514

CEFRADIN

Cefradin c6 thanh phﬁn chinh 1a acid (6R,7R)-7-[[(2R)-2-
amino-2-(cyclohexa-1,4-dienyl)acetyl]Jamino]-3-methyl-
8-o0xo0-5-thia-1-azabicyclo[4.2.0]oct-2-en-2-carboxylic,
duoc ban tong hop tir mot san pham 1én men, phai chira:
Cefradin it nhét 1a 90,0 %; cephalexin khong dugc qua
5,0 %; 4°,5’-dihydrocefradin khong dugc qua 2,0 %, tinh
theo ché phim khan

Tong ham luong cta cefradin, cephalexin va 4°,5°-dihydro-
cefradin phai tir 95,0 % dén 102,0 %, tinh theo ché phim khan.

Tinh chat
Bot mau tring hodc hoi vang, hat 4m. Hoi tan trong nudc,
thyc té khong tan trong ethanol 96 % va trong hexan.

Pinh tinh

Phé hap thu hong ngoa1 (Phu luc 4.2) cua ché phim phai
phu h0'p v6i phd hap thu hong ngoai cua cefradm chuan.
Néu pho hong ngoai & trang thai rén cia mau thir khac véi
phd hong ngoal clia cefradin chudn thi hoa tan riéng biét
30 mg ché phim va chit chuin trong 10 ml methanol (TT),
bay hoi céc dung dich t6i khé & 40 °C va ap suét dudi
2 kPa, ghi phd méi cia cac cin thu dugc.

D¢ trong va mau sic ciia dung dich

Dung dich S: Hoa tan 2,50 g ché pham trong dung dich
natri carbonat (TT), pha loang thanh 25,0 ml v&i cung
dung moi.

Dung dich S khong duc hon hdn dich dbi chiéu II (Phu
luc 9.2). Pé yén dung dich S trong 5 min. P4 hip thu caa
dung dich S do ¢ budc séng 450 nm (Phu luc 4.1) khong
duoc qua 0,60.

pH ]

Hoa tan 0,100 g ché phim trong nuwéc khéng cé carbon
dioxyd (TT) va pha loang thanh 10 ml véi cung dung méi.
pH (Phu luc 6.2) ctia dung dich thu dugc phai tir 3,5 dén 6,0.

Goéc quay cue riéng

Tir +80° dén +90°, tinh theo ché phdm khan (Phu luc 6.4).
Hoa tan 0,250 g ché pham trong dung dich dém acetat pH 4,6
(TT) va pha loang thanh 25,0 ml véi cung dung méi.

Tap chit lién quan

Phuong phép sic ky long (Phu luc 5.3).

Pha dong A: Dung dich kali dihydrophosphat 0,272 % (TT)
duoc diéu chinh dén pH 3,0 bing acid phosphoric 2 M (TT).
Pha dong B: Methanol (TT,).

Dung dich thir: Hoa tan 0,300 g ché pham trong pha dong
A va pha loang thanh 50,0 ml v&i cung dung méi.

Dung dich doi chiéu (1): Hoa tan 3,0 mg cyclohexa-1,4-
dienylglycin chuén (tap chit B) trong pha dong A va pha
loang thanh 100,0 ml v&i cing dung méi.

Dung dich doi chiéu (2): Hoa tan 3 mg ché phim va
3 mg cephalexin chudn trong pha dong A va pha loang thanh
25 ml v6Gi cung dung méi.
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