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VIEN NEN CEFADROXIL

Dinh lugng

Phuong phap sic ky 1ong (Phu luc 5.3).

Dém phosphat pH 5,0: Hoa tan 13,6 g kali dihydrophosphat
(TT) trong muwdre vira du 2000 ml va diéu chinh dén pH 5,0
bing dung dich kali hydroxyd 10 M (TT).

Pha dong: Acetonitril - 4m phosphat pH 5,0 (4 : 96).
Dung dich chuan: Hoa tan mét lwgng cefadroxil chun
trong dém phosphat pH 5,0 dé thu dugc dung dich c6 nong
d¢ khoang 1,0 mg/ml.

Dung dich thir: Can thudc trong timg nang cta 20 nang,
tinh khéi lugng trung binh, tron déu, rdi nghién thanh bot
min. Can chinh xdc mét hrgng bt thudc twong tmg véi
khoang 100 mg cefadroxil vao binh dinh mirc 100 ml,
thém 75 ml dém phosphat pH 5,0 va lic siéu 4m 5 min.
Pha loang bang dém phosphat pH 5,0 vira di dén vach,
lic déu, loc.
Luu y: Céc dung dich chudn va thir dwor sit dung trong ngay.
Diéu kién sdc ky:

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

Detector quang phd tir ngoai dit & budc séng 230 nm.

TA 36 dong: 1,5 ml/min.

té tich tiém: 10 pl.

_dch tién hanh:

Kiér tra tinh phi hop cua hé théng: Trén sic ky db cua
aung dich chuén, thira sé dung luong k' tir 2,0 dén 3,5; s6
dia ly thuyét ciia cot khong nhé hon 1800; hé sé dbi ximg
cla pic cefadroxil khong 16n hon 2,2; d6 1éch chuén twong
d6i ciaa dién tich pic cefadroxil thu dugc tir 6 1An tiém lip
lai dung dich chuén khong 16m hon 2,0 %.

Tién hanh sic ky 1in luot véi dung dich chudn va dung
dich thir.

Tinh ham lugng cefadroxil, C,¢H;,N3;0sS, trong nang dua
vio dién tich pic thu duoc trén sic ky db cia dung dich
thir, dung dich chuin va ham luong C,¢H,,N;0sS trong
cefadroxil chuén.

Bdo quin
Trong d6 dung kin. D& noi khdé mat, trinh 4nh sang.

Loai thuéc
Khang sinh nhém cephalosporin.

Ham lugng thudng dung
500 mg.

VIEN NEN CEFADROXIL

La vién nén hoZc vién nén bao phim chira cefadroxil.
Ché pham phéi dap umg cic yéu cau trong chuyén ludn
“Thudc vién nén” (Phu luc 1.20) va cac yéu cau sau:

Ham luwgng cefadroxil khan, C,¢H;N;0sS, tir 90,0 %
dén 110,0 % so véi lugng ghi trén nhan.
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Pinh tinh

A. Phwong phép sic ky 16p méng (Phu luc 5.4).

Bdn mong: Silica gel day 0,25 mm, khong c6 chit két dinh.
Trude khi chay sic ky dat ban méng trong binh c6 chira
hdn hop dung méi n-hexan - n-tetradecan (95 : 5) ngip
khoang | cm, ¢ dung méi di chuyén theo chiéu trién khai
sic ky, sau d6 14y ban mong ra khoi binh sic ky va dé dung
moi bay hoi.

Dung mdéi khai trién: Dung dich acid citric 0,1 M - dung
dich dinatri hydrophosphat 0,1 M - dung dich ninhydrin
6,7 % trong aceton (60 : 40 : 1,5).

Dung dich thir: Liy m6t lugng bt vién twong (mg véi
khoang 20 mg cefadroxil, hoa tan trong 10 ml nuoc, loc.
Dung dich @i chiéu: Dung dich chira 0,2 % cefadroxil
chuén trong nude.

Céch tién hanh: Chim riéng biét 1én bin moéng 20 pl méi
dung dich trén. Trién khai sic ky dén khi dung méi di
dugc khoang 3/4 chidu dai ban mong. Liy ban mong ra
khoi binh sic ky, danh dau mirc dung méi va dé khé ngoai
khong khi. Phun dung dich ninhydrin 0,2 % trong ethanol
(TT) (dung dich nay duoc bao quan tranh 4nh sang), siy
ban mong & 11 0 °C trong 10 min va quan sat dudi ang sang
thuong. Trén sic ky db thu duoc vét chinh cia dung dich
thir va cia dung dich d6i chiéu phai ¢6 cing kich thuéc,
mau sic va gia tri Ry

B. Trong phén Pinh luong, thoi gian luu ciia pic chinh trén
sic ky @b cua dung dich thir phai tuong tmg véi thoi gian
Iuru cia pic cefadroxil trén sic ky do cia dung dich chuén.

D§ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khudy.

Moi truong hoa tan: 900 ml nuoc.

Téc do quay: 50 r/min.

Thoi gian: 30 min.

Cdch tién hanh: Liy mét phin dung dich méi trrdng da
hoa tan miu thir, loc. Pha lodng dich loc thu dwoc téi nong
0 thich hop voi nwde (néu can). Po d6 hap thu (Phu lyc
4.1) cia dung dich thu dugc ¢ budc song c6 hép thu cuc
dai khoang 263 nm, c6c do day 1 cm, miu triing 14 nudc.
Tinh hrong cefadroxil, C ¢H,,N;0sS, da hoa tan bing céch
so sanh véi dung dich cefadroxil chuin cé néng d6 tuong
duong trong cing dung maoi.

Yéu cdu: Khéng it hon 75 % (Q) lugng cefadroxil,
C,sH7N305S, so vai lugng ghi trén nhin dugc hoa tan
trong 30 min.

Tap chit lién quan

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

Pha dong: Thém 200 ml dung dich kali hydroxyd | M,
40 ml dung dich tetrabutylamoni hydroxyd 0,4 M va
135 mlmethanol (TT) vao 1600 ml nudc. Thém nudc viradu
2000 ml va diéu chinh pH dén 7,0 bang acid phosphoric
(TT) néu can.

Dung dich thi: Céan 20 vién, tinh khéi lugng trung binh
vién va nghién thanh bét min. Cén chinh xdc mét lugng
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bét vién trong ing khoang 0,5 g cefadroxil, vao binh dinh
mirc 50 ml, thém 35 ml pha dong, khudy tir trong 10 min,
thém pha dong vira du thé tich, lic déu, loc.

Dung djch doi chiéu (1): Dung dich cefadroxil chuén trong
pha dfng cé nbng d6 0,1 mg/ml, loc.

Dungdichdéi chiéu (2): Dung dich D-a-(4-hydroxyphenyl)
glycin (tap chit A) chuén trong pha déng c6 ndng do
0,1 mg/ml, lgc.

Dung dich déi chiéu (3): Dung dich acid 7-amino-
desacetoxycephalosporanic (tap chat B) chuén trong pha
dong cé néng d6 0,1 mg/ml, loc.

Diéu kién sdc ky:

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

Detector quang phé tir ngoai dit & budc séng 254 nm.
Téc 86 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hop cia hé théng: Trén séc ky d cia
dung dich d6i chiéu (1), sé dia ly thuyét cia pic cefadroxil
khong nhé hon 1500 cho mdt mét chiéu dai cot; hé sb ddi
xing cta pic cefadroxil khéng 16n hon 1,6; dd 1éch chuin
twong ddi cia dién tich pic cefadroxil thu dwgc tir 6 lin
tiém lap lai khong 16m hon 2,0 %.

Tién hanh sic ky lan luot cac dung dich d6i chiéu va dung
dich thir, riéng dung dich thir tién hanh trong khoang thoi
gian gap 6 lan thon gian luu cua pic chinh.

Gidi han: Trén séc ky dd ciia dung djch thir:

Dién tich ciia bét ky pic nao twong img véi pic tap chit A
khong dugce 1on hon dién tich pic chinh thu dwgc trén séc
ky @6 cta dung dich déi chiéu (2) (1 %).

Dién tich cua bét ky pic ndo tuong tmg véi pic tap chit B
khong dugc 1ém hon dién tich pic chinh thu dugc trén sic
ky db cita dung dich di chidu (3) (1 %).

Dién tich ciia bét ky pic phu nao khac khéng dwoc 16n hon
dién tich pic chinh thu dugc trén sic ky dd cia dung dich
dbi chiéu (1) (1 %).

Bo qua nhitng pic c¢6 dién tich nho hon hoic bing 0,1 14n
dién tich pic chinh thu dwoc trén sic ky db cia dung dich
dbi chiéu (1) (0,1 %).

Nuée
Khong duoc qua 8,0 % (Phu luc 10.3).
Dung 0,5 g b6t vién.

Pinh lwong

Phwong phép sic ky long (Phu luc 5.3).

Dém phosphat pH 5,0: Hoa tan 13,6 g kali dihydrophosphat
(TT) trong nudc vira di 2000 ml va diéu chinh téi pH 5,0
bing dung dich kali hydroxyd 10 M (TT).

Pha dong: Acetonitril - dém phosphat pH 5,0 (4 : 96).
Dung dich chudn: Hoa tan mdt lugng cefadroxil chudn
trong dém phosphat pH 5,0 dé thu duoc dung dich c¢6 nbng
d6 khoang 1,0 mg/ml.

CEFALOTIN NATRI

Dung dich thir: Can 20 vién (loal bo vo bao, néu cd), tinh
khéi lugng trung binh va nghlen thanh bt min. Cén chinh
xac mét lugng bot thuébc tuong ung vdi khoang 100 mg
cefadroxil vao binh dinh mirc 100 ml, thém 75 ml dém
phosphat pH 5,0 va lic siéu 4m 5 min. Pha lodng bang dém
phosphat pH 5,0 vira di dén vach, lic déu, loc.

Luu y: Céc dung dich chudn va thir dwgc sir dung trong ngay.
Piéu kién sdc ky:

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

Detector quang phé tir ngoai dit & buéc song 230 nm.

Téc d6 dong: 1,5 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh phtt hop cta hé théng: Trén sic ky dd cua
dung dich chuan, thira s dung lugng k' tir 2,0 den 3,5; sb
dia 1y thuyét clia cot khong nhé hon 1800, hé sé déi ximg
khong 16n hon 2,2; d6 1éch chudn tuong d6i cua dién tich
pic cefadroxil thu dugc tir 6 Ian tiém l3p lai dung dich
chuén khéng 1ém hon 2,0 %.

Tién hanh sic ky lan luot vdéi dung dich chudn va dung
dich thyr.

Tinh ham lugng cefadroxil, C,sH;N50sS, trong vién dua
vao dién tich pic cefadroxil thu dugc trén sic ky dd coa
dung dich thir, dung dich chuin va ham luong C,6H,,N;05S
trong cefadroxil chuan.

Bio quin ]
Trong d0 dung kin. P€ noi khd mat, tranh anh sang.

Loai thude
Khang sinh nhém cephalosporin.

Ham lugng thwong dung
500 mg; 1 g.

CEFALOTIN NATRI

O\__N R A

C 1 GH 15N2N30682

P.tl.:418,4

Cefalotin natri 13 natri (6R,7R)-3-[(acetyloxy)methyl]-
8-0x0-7-[(thiophen-2-ylacetyl)amino]-5-thia-1-azabi-
cyclo[4.2.0]Joct-2-en-2-carboxylat, phai chia tr 96,0 %
dén 102,0 % C,4H,sN,NaOS,, tinh theo ché pham khan.
Ché phim bén tdng hop tir mét san phim 1én men.

Tinh chit i
B0t mau tring hay gan nhu trang. Dé tan trong nudc, khé
tan trong ethanol khan.
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