BOT PHA HON DICH CEFADROXIL

delta-3-cefaclor chuan trong pha dong dé thy duoc dung
dich c6 néng d6 0,3 mg/ml mdi chét.

Diéu ki¢n sac ky:

Cot kich thude (25 em x 4,6 mm) dugc nhdi pha finh C
(5 wm). :

Detector quang pho tir ngoai dit & bude séng 265 nm.

Toc 46 dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phu hop ciia hé thong séc ky: Tién hanh sic
ky dung dich phan giai, dd phin giai giira pic cefaclor va
pic delta-3-cefaclor it nhat 1a 2,5; hé sé déi ximg ctia pic
cefaclor khﬁpg 1ém hom 1,5.

Tién hanh sic ky dung dich chuin: P léch chuén trong
doi ciia dién tich pic cefaclor tir 6 lan tiém lap lai khong
1én hon 2,0 %.

Tién hanh sic ky lan luot véi dung dich chuin va dung
dich thr.

Tinh ham lugng cefaclor, C,;H,,CIN,0,S, trong nang dua
vio dién tich pic cefaclor thu dugc trén séc ky dé ctia dung
dich thir, dung diqh chuan va ham lugng C sH,,CIN,0,S
trong cefaclor chuan.

Bio quan )
Trong d6 dung kin. D€ noi kh6é mat, nhiét do khong qua
30 °C, tranh anh sang.

Loai thudc
Khéng sinh nhém cephalosporin.

Ham lrgng thwdng diung
250 mg; 500 mg.

BOT PHA HON DICH CEFADROXIL,

La thubc bot hodc cém dung dé pha hén dich uéng chira
cefadroxil. Cé thé co thém céc ta dugce thich hop tao mui
vi, tao mau, chit bao quan, chit on dinh hén dich,...

Hén dich tao thanh sau khi pha theo huéng dan trén nhan
thuée phai dap (g cic yéu cdu trong chuyén ludn “Hon
dich thuéc” (Phu luc 1.5).

Bot pha hdn dich phai dép mg cic yéu ciu trong chuyén
ludn “Thude bdt” (Phu luc 1.7) hodc “Thude com™ (Phu
luc 1.8) va céc yéu ciu sau day:

Ham lugng cefadroxil, C,H,,N,OsS, tir 90,0 % dén 110,0 %
$0 vdi lugng ghi trén nhan.

Dinh tinh

A. Phuong phap sic ky 16p mong (Phu luc 5.4).

Bdn mong: Silica gel day 0,25 mm, khong c6 chat két dinh.
Trude khi chay sic ky dit ban mong trong binh c¢6 chira
hén hop dung méi n-hexan - n-tetradecan (95 : 5) ngap
khoang | cm, dé dung méi di chuyén theo chiéu trién khai
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siic ky, sau d6 14y ban mong ra khoi binh sac ky va dé dung
mdi bay hoi.

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

Dung dich thi: Liy mt lugng bdt thude tuong img vei
khoang 20 mg cefadroxil, hoa tan trong 10 ml nuore, loc.
Dung dich d6i chiéu: Dung dich chira 0,2 % cefadroxi|
chuén trong nude.

Céch tién hank: ChAm riéng biét 1én ban mong 20 pl mg;
dung dich trén. Trién khai sic ky Qén khi dung moi d.i_duqc
khoang 3/4 chiéu dai ban mong. Lay ban mong ra khoi binh
sic ky, danh déu mirc dung moi va dé ban mong kho ngogi
khong khi. Phun 1én ban mong dung dich ninhydrfrf 02%
trong ethanol (TT) (dung dich nay dugc bao quan tranh 4nh
sang), say ban mong & 110 °C trong 10 min'vz‘i quan sét dudi
4ng sang thuémg. Trén sac ky d6 thu dugre, vét chinh cua dung
dich thir va ciia dung dich ddi chiéu phai 6 cung mau sic,
kich thuge va gia tri Ry. ‘ ‘

B. Trong phan Pinh lugng, pic chinh trén sdc ky do cla
dung dich thir phai ¢6 thoi gian luu twong (mg voi thoi gian
liru cita pic cefadroxil trén sic ky d6 ciia dung dich chuan,

Nudc
Khong duge qua 2,0% (Phy luc 10.3).
Dung 1,0 g bt thude.

pH

T 4,5 -6,0.

Xac dinh trén hdn dich tao thanh sau khi pha theo hudng
dan trén nhan.

Tap chit lién quan

Phuong phap sic ky long (Phy lyc 5.3).

Pha dong A: Hoa tan 5,44 g kali dihydrophosphat (TT)
trong 2000 ml nwde va diéu chinh pH 5,0 bing dung dich
kali hydroxyd (TT) 1 % (néu can).

Pha déng B: Thém 400 ml acetonitril (TT) vao 600 ml
pha dong A va diéu chinh pH 5,0 bang dung dich acid
phosphoric (TT) 2 % (néu can).

Dung dich thiz: Chuyén mét lugng ché pham tuong img
khoang 50 mg cefadroxil, vao binh dinh mirc 50 ml, thém
35 ml pha dong A, khuéy tir trong 10 min, thém pha dng
A vira du thé tich, lic déu, loc.

Dung dich dsi chiéu (1): Dung dich cefadroxil chuan trong
pha dong A c6 nong do 0,01 mg/ml.

Dung dich doi chiéu (2): Dung dich D-u-(4-hydroxyphenyl)
glycin (tap chat A) chuan trong pha dong A ¢6 nong do
0,01 mg/ml.

Dung dich doi chiéu (3): Dung dich acid 7-aminodesace-
toxyf:ephalosporanic (tap chat B) chuén trong pha dong A
¢6 nong d9 0,01 mg/ml.

Diéu kién sdc ky:
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NANG CEFADROXIL

Cot kich thudce (25 cm x 4,0 mm) duge nhéi pha tinh C
(10 pm) (Lichrosor.b RP-18 1a phu hgp).

Detector quang pho tr ngoai dat ¢ budc song 254 nm.
Téc 46 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Tién hanh sic ky theo chwong trinh dung méi nhu sau:

Thaoi gian Pha djng A Pha djng B
(min) (% tt/tt) (% tt/tt)
0 100 0
- 5 100 0
40 68 32
- 65 68 32
I 66 100 0
B 75 100 0

Véi céc diéu kién tién hanh nhw trén, pic cefadroxil co thi
gian luu khoang 14 - 20 min (c6 thé diéu chinh ty 1é pha
dong A va pha dong B néu cin dé thu dugc thai gian luu
nhu trén).

Kiém tra tinh phi hop cta hé thong sdc ky: Tién hanh séc ky
dung dich d6i chiéu (1), sb dia Iy thuyét cua pic cefadroxil
khong nhé hon 2000 cho mét mét chiéu dai cdt; hé sé dbi
xtmg cia pic cefadroxil khéng I6n hon 1,5; d§ léch chuin
frong doi cua dién tich pic cefadroxil tir 6 lan tiém Idp lai
khong lon hon 2,0 %.

Tién hanh sic ky 1an luot véi dung dich ddi chiéu va dung
dich thir.

Gi6i han: Trén sic ky d6 thu duoc cia dung dich thir:
Dién tich cuia bat ky pic twong tmg véi pic tap chatA khong
duge 16n hon dién tich pic chinh thu duge trén sée ky do
cua dung dich dbi chiéu (2) (1 %).

Dién tich ctia bat ky pic twong ng voi pic tap chat B khong
duoc 1om hon dién tich pic chinh thu dugc trén sic ky do
cua dung dich ddi chiéu (3) (1 %).

Dién tich cua bat ky pic phu nao khéc khong dugce 1om hon
dién tich pic chinh thu duoc trén sic ky d6 cia dung dich
d6i chiéu (1) (1 %).

B0 qua céc pic ¢o d1en tich nho hon 0,1 lan dién tich pic
chinh thu duge trén sic ky do cua dung dich déi chiéu (1)
(0,1 %).

Pinh lwgng

Phwong phap sac ky long (Phu luc 5.3).

Bém phosphat pH 5,0: Hoa tan 13,6 g kali dihydrophosphat
(TT) trong nude vira da 2000 ml va diéu chinh t6i pH 5,0
bing dung dich kali hydroxyd 10 M (TT).

Pha dgng: Acetonitril - dém phosphat pH 5.0(4:96).
Dung dich chuan: Hoa tan mdt luong cefadroxil chuan
trong dém phosphat pH 5,0 dé thu dugce dung dich c6 nong
d6 khoang 1,0 mg/ml.

Dung dich thir: Can chinh xac mot lugng bot thude (thu

dugc tir phép thir Pong déu khéi lugng) twong (mg védi
khoang 100 mg cefadroxil vao binh dinh mirc 100 ml,
thém 75 ml dém phosphat pH 5,0 va lic siéu am 5 min.
Pha lodng bang dém phosphat pH 5,0 vira du dén vach, lac
déu, loc.

Luu y: Cdc dung dich chudn va thir dugc sir dung trong ngay.
Diéu kién sac ky:

Cot kich thudce (25 em x 4,0 mm) duge nhoi pha tinh C
(5 pm hoadc 10 uym).

Detector quang phé‘l tir ngoai dat & budce séng 230 nm.
Tde do dong: 1,5 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh phu hop cua hé lhong sdc ky: Tién hanh séc
ky voi dung dich chuén, thira s6 dung lrong k' tir 2, 0 dén
3,5; 50 dia 1y thuyét cua cot khéng nho hon 1800; hé s6 doi
x(ng khong 16m hon 2,2; do Iéch chuén tuong déi cua dién
tich pic cefadroxil tir 6 lan tiém lap lai dung dich chuin
khong dugc 16n hon 2,0 %.

Tién hanh sdc ky lan luot véi dung dich chuin va dung
dich thur,

Tinh ham lugng cefadroxil, C,¢H;;N;OsS, trong ché pham
dua vao dién tich pic cefadroxil thu dugc trén sac ky d6 cua
dung dich thir, dung dich chuan va ham lugng C,H;N;0,S
trong cefadroxil chuan.

Bdo quan

Trong db dung kin. Dé noi khd mat, tranh 4nh sang.

Loai thube

Khéng sinh nhém cephalosporin.

Ham luwgng thwong dung
125 mg: 250 mg.

NANG CEFADROXIL

La nang cung chira cefadroxil monohydrat.
Ché pham phal dap Umg cac yéu cau trong chuyén luan
“Thude nang” (Phu luc 1.13) va cac yéu cau sau:

Ham lugng cefadroxil khan, C,;H,;N,OsS, tir 90,0 % dén
110,0 % so v&i luong ghi trén nhan.

DPinh tinh

A. Phuong phép sic ky 16p mong (Phu luc 5.4).

Ban mong: Silica gel day 0,25 mm, khong c6 chét két dinh.
Trude khi chay sdc ky ddt ban mong trong binh cé chira
hon hop dung méi n-hexan - n-tetradecan (95 : 5) ngép
khodng 1 cm, dé dung méi di chuyen theo chieu trién khai
sic ky, sau do ldy ban méng ra khoi binh siic ky va dé dung
moi bay hoi.

Dung méi 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).
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