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BOT PHA TIEM CEFOXITIN

Pjnh lrgng ’

Phuong phdp sic ky long (Phu lyc 5.3).

Dung dich dém: Hoa tan 1,0 g kali dihydrophosphat (TT)
va 1,8 g dinatri hydrophosphat khan (TT) trong 900 ml
nuwdre, didu chinh dén pH 7,1 + 0,1 bing acid phosphoric
(TT) hodc dung dich natri hydroxyd 10 M (TT), va pha
lodng thanh 1 L bing nwdc. Loc qua mang loc ¢6 kich
thude 16 loc 1 pm hogc nhé hon.

Pha djng: Nuodc - acetonitril - acid acetic bang (840
: 160 : 10). Loc qua mang loc cé kich thudc 16 loc
1 pm ho#c nho hon.

Dung dich thir: Dung dich chira 0,3 mg/ml ché phim trong
dung dich dém.

Dung dich chuan: Dung dlCh chua 0,3 mg/ml cefoxitin
chuén trong dung dich dém, néu cin, sidu 4m dé hoa tan.
Dung dich thir va dung dich chudn chi ding trong vong
5 h sau khi pha xong.

Diéu kién sdc ky:

Cot kich thudc (25 cm x 4 mm) duoc nhdi pha tinh C
(5 pm dén 10 pm).

Detector quang phd tir ngoai dit & budc séng 254 nm.
Téc @6 dong: 1 mU/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh phi hop ciia hé théng: Trén séc ky db cia
dung dich chuan, s6 dia ly thuyét tinh trén pic chinh khong
nhé hon 2800; hé sb dbi ximg cua pic chinh khéng 1én hon
1,5; do léch chuan tuong dbi cua dién tich pic chinh thu
dugc tir 5 14n tiém 13p lai khong 16n hon 1,0 %.

Tinh ham lugng cua cefoxitin, C,sH;sN;NaO;S,, trong ché
pham dua vao dién tich pic cefoxitin thu dugc trén sic ky
d6 cia dung dich thir, dung dich chuén va ham luong cua
C,6H;¢N;NaO;S, trong cefoxitin chuin.

Bio quin

Trong d6 dung kin, tir 2 °C dén 8 °C.
Loai thude

Khéng sinh nhém cephalosporin.
Ché phiam

Bot pha tiém.

BOT PHA TIEM CEFOXITIN

Bot pha tiém cefoxitin 1a bot vo khudn cua cefoxitin natri
dong trong lo thuy tinh nut kin.

Ché phdm phai dat cac yéu ciu quy dinh trong chuyén luan
chung vé “Thudc tiém, thudc tiém truyén, thudc ciy” (Phu
luc 1.19) va cic yéu cau sau day:

Ham hrgng cefoxitin, C,H,,N;0,S,, tir 90,0 % dén 110,0 %
so vdi lugng ghi trén nhan.
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DUGC PIEN VIET NAM VI

Pinh tinh

A. Trong phan Pinh lrgng, thdi gian luu cua pic chinh thu
duoc trén sic ky db cia dung dich thir phai trong (ng vai
thoi gian luu cua pic chinh thu dugc trén sic ky do cua
dung dich chun.

B. Phuong phap quang phd hap thu tir ngoai (Phu luc 4.1).
Dung dich dém: Dung dich chira 1,0 g/l kali dihydro-
phosphat (TT) va 1,8 g/l dinatri hydrophosphat khan (TT)
trong nudc.

Dung dich thir: Can mét lugng ché pham thich hop,
hoa tan trong dung dich dém dé thu duoc dung dich
chira 20 pg/ml cefoxitin.

Dung dich doi chiéu: Dung dich chira 20 pg/ml cefoxitin
chuén trong dung dich dém.

Phé hap thu tir ngoai trong khoang bugc séng tir 200 nm
dén 350 nm cua dung dich thir phai twong tng véi phé cua
dung dich ddi chiéu.

C. Dung dich ché phdm chira 50 mg/ml cefoxitin trong
nwde phai cho phan ung (A) cua ion natri (Phu luc 8.1).

P trong va mau sic ciia dung dich

Dung dich ché pham trong muéc khéng cé carbon dioxyd
(TT) c6 chira 10,0 % cefoxitin phai trong (Phu luc 9.2) va
khéng dwgc c¢6 mau dam hon mau miu sé 5 cua day dung
dich mau dbi chiéu pht hop nhét (Phu luc 9.3, phuong

phap 2).

pH

pH tir 4,2 dén 7,0 (Phy luc 6.2).

Dung dung dich ché phdm trong nuwde chira 100 mg/ml
cefoxitin dé do.

Ndi ddc t6 vi khuin
Khéng dugc qua 0,13 EU/mg (Phy luc 13.2).

Nuéc
Khdng dugc qua 1,0 % (Phu luc 10.3).
Diing 0,5 g ché pham.

Pinh lugng

Phuong phép sic ky long (Phu luc 5.3).

Pha dong: Acetonitril - nudc - acid acetic bdng
(160 : 840 : 10). .
Dung dich thir: Léy 10 lo thudc, can khéi luong bt thude
va tron déu. Can mot lwong bt thude twong img véi 60 mg
cefoxitin vao binh dinh mirc 200 ml, hoa tan trong nuoc,
thém nude vira di dén vach, lic déu. Dung trong vong
5 h sau khi pha.

Dung dich chudn: Dung dich chira cefoxitin natri chuén
trong nude c6 néng d6 0,3 mg/ml cefoxitin, Ding trong
vong 5 h sau khi pha.

Diéu kién sdc ky:

Cot kich thudce (25 cm x 4,6 mm) duogc nhdi pha tinh C
(5-10 pm).

Detector quang phd tir ngoai dit & budce séng 254 nm.
Tbc d6 dong: 1,0 ml/min.
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Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh phu hop cia hé théng: Trén séc ky db cua
dung dich chuén, sé dia ly thuyét ctia cdt tinh trén pic
cefoxitin khong nho hon 2800; hé sé d6i ximg cua pic
cefoxitin khong 16n hon 1,5; d6 1éch chuén twong ddi clia
dién tich pic cefoxitin thu dugc tir 5 14n tiém lap lai khong
l6n hon 1,0 %.

Tinh ham luong phin trim cia cefoxitin, C,gH;;N;0,S,,
trong ché phim dwa vao dién tich pic cefoxitin thu dwoc
trén sac ky d6 cua dung dich thir, dung dich chudn va ham
lrong cia C,¢H,sN;NaO,S, trong cefoxitin natri chun.

1 mg C,H,NsNaO,S, twong tmg véi 0,9510 mg
C16H,7N30,8S,.

Bio quan

Trong dd dung kin, tranh 4nh sang, & nhiét do khéng qua
30°C.

Loai thubc
Khéng sinh nhém cephalosporin.

Ham lwgng thudng dung
lg.

CEFPODOXIM PROXETIL
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va déng phan Iap thé tai C*

C1Hz7N;50,S, P.t.l: 557,6

Cefpodoxim proxetil 1a (1RS)-1-[[(1-methylethoxy)
carbonylJoxy]ethyl (6R,7R)-7-[[(2Z)-2-(2-aminothiazol-4-
yl)-2-(methoxyimino)acetylJamino]-3-(methoxymethyl)-
8-0x0-5-thia-1-azabicyclo[4.2.0]oct-2-en-2-carboxylat,
pha1 chira tir 94,0 % dén 102,0 % cua C21H27N5OQSZ, tinh
theo ché pham khan.

Tinh chat

Bot v6 dinh hinh mau trfmg hodc vang nhat hodc ndu nhat.
Rat kho tan hoic thuc té khong tan trong nudc, rat dé tan
trong acetonitril v methanol, dé tan trong ethanol khan.

Pinh tinh

Phé hap thy hong ngoai (Phu luc 4.2) ciia ché phdm phai
phit hop v6i phé hip thu héng ngoai cia cefpodoxim
proxetil chuan.

CEFPODOXIM PROXETIL

Ti 1é c4c ddng phan

Phuong phap sic ky long (Phu luc 5. 3) nhu moé ta & phan
Binh lugng. Ap dung phuong phap chuin héa dé tinh ty 1¢
cac déng phan.

Trén sic ky 6 thu duoc tir dung dich thur, ti 1é dién tich pic
cia ddng phan cefpodoxim proxetil II (R-epimer) so véi
tong dién tich pic cla hai ddng phan cefpodoxim proxetil
I (S-epimer) va I1 phii tir 0,5 dén 0,6.

Tap chit lién quan

Phuong phap sic ky 16ng (Phu luc 5.3). Chuén bj céc dung
dich ngay trudce khi ding hodc bao quan & 2 °C dén 8° C.
Pha dgng A: Dung dich amoni acetat 0,02 M.

Pha déng B: Acetonitril (TT)

Dung méi pha mau: Nudc - acetonitril (2:1).

Dung dich thir: Can chinh xéac khoang 50 mg ché phim
vao binh dinh mirc 50 ml, thém 5 ml methanol (TT), lic
siéu 4m dé hoa tan va thém dung méi pha mau t6i vach, lic
déu. Tiém ngay hoic c6 thé tién hanh phan tich trong vong
24 h néu bao quan & 8 °C.

Dung dich kiém tra tinh phit hgp cia hé thong: Hoa tan
mot lugng cefpodoxim proxetil chuan trong dung moi pha
méu dé thu dwoc dung dich c6 nong d6 khoang 10 pg/ml
(Lueu : C6 thé dimg methanol (TT) 3 hoa tan trée nhung
lugng methanol khéng dugc qua 10 % tng thé tich cia
dung dich cudi cling).

Piéu kién sdc kp:

C6t kich thuée (25 cm x 4,6 mm) dwogc nhdi pha tinh C
(5 pm).

Nhiét dd cot khoang 30 °C.

Detector quang phd tir ngoai & budc séng 260 nm.

Téc d6 dong: 2 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:
Tién hanh sic ky theo chuong trinh dung méi nhur sau:
Thoi gian Pha dng A PhadongB
(min) (% tytt) (% ttt)
0 90 10
0-10 90 — 68 10 — 32
10 - 40 68 32
40 - 80 68 — 50 325 50
80 - 85 50 50
85- 90 5025 50— 75
90-95 25 75
| %-100  25—-9% @ 75-—10

Tiém dung dich kwm tra tinh phu hqp cla he thong Thoi
gian luu cia pic cefpodoxim proxetil II tr 37 min dén
42 min. Thoi gian hru twong ddi ctia pic cefpodoxim proxetil
1 khoang 0,9 va cua pic cefpodoxim proxetil II 1a 1,0.

by phin giai gifra pic cefpodoxim proxetil I va pic
cefpodoxim proxetil IT khong dwgc nho hon 4,0; s6 dia ly
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