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NANG CEFADROXIL

Cot kich thude (25 cm x 4,0 mm) duoc nhdi pha tinh C
(10 pm) (Lichrosorb RP-18 14 phu hop).

Detector quang phd tir ngoai dit & bude song 254 nm.
Toc 6 dong: 1,0 ml/min.

Thé tich tiém: 20 ul.

Cach tién hanh:

Tién hanh sic ky theo chuong trinh dung méi nhur sau:

Thai gian Pha djng A Pha djng B
(min) (% tt/tt) (% tt/th)
i 0 100 0
5 100 0
T 40 68 32
65 68 32
66 100 0
75 100 0

Vi cac dléu kiéll liél’l hanh nhu trén plC cefadroxi] co thot
gian luu khoang 14 - 20 min (c6 thé diéu chinh ty 1 pha
dong A va pha dong B néu cin dé thu dugc thai gian luu
nhur trén).

Kiém tra tinh phi hop cia he théng sic ky Tién hanh sic ky
dung dich dbi chiéu (1), sb dia ly thuyei cua pic c.efadroml
khong nho hon 2000 cho mot mét chiéu dai cdt: hé sb doi
ximg cua pic cefadroxil khéng Iém hom 1,5; d6 léch chuén
tuong d6i cta dién tich pic cefadroxil tir 6 14n tiém lap lai
khong 1én hon 2,0 %.

Tién hanh sic k¥ lan luot véi dung dich d6i chiéu va dung
dich thur.

Gidi han: Trén sic k¥ dd thu duoge cua dung dich thir:
Dién tich cua bat ky pic twong tmg vai pic tap chét A khong
duge 1én hon dién tich pic chinh thu duoc trén sic ky dé
ciia dung dich d6i chiéu (2) (1 %).

Dién tich cua bat k¥ pic twong img vai pic tap chit B khéng
duoc 16n hon dién tich pic chinh thu dugc trén sic ky d6
cta dung dich d6i chiéu (3) (1 %).

Dién tich ctia bat ky pic phu nao khac khéng duge 16n hon
dién tich pic chinh thu duge trén sic ky do cla dung dich
d6i chiéu (1) (1 %).

Bo qua céc pic co dlen tich nho hon 0,1 1an dién tich pic
chinh thu dugc trén sic ky do cua dung dich d6i chiéu (1)
(0,1 %).

Pinh lwgng

Phuong phap sic ky long (Phu luc 5.3).

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

Pha déng: Acetonitril - dém phosphat pH 5,0 (4 : 96).
Dung dich chudn: Hoa tan mot lugng cefadroxil chuan
trong dém phosphat pH 5,0 dé thu dugce dung dich c6 nong
d% khoang 1,0 mg/ml.

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

dugc tir phép thir Pong déu khdi lugng) twong mg voi
khoang 100 mg cefadroxil vao binh d;nh 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, lic
déu, loc.

Luu y: Cdc dung dich chudn va thir dwoc sie dung trong ngay.
Piéu kién sac ky:

Cot kich thude (25 cm x 4,0 mm) duoc nhoi pha tinh C
(5 um hodc 10 pm).

Detector quang phd tir ngoai dit & bude song 230 nm.
Tbe do dong: 1,5 ml/min.

Thé tich tiém: 10 pl.

Cich tién hanh:

Kiém tra tinh pht hop cua h¢ thong sic ky: Tién hanh séc
ky véi dung dich chuin, thira so dung lugng k" tir 2,0 dén
3,5: s6 dia 1y thuyét cua cot khong nhé hon 1800; hé 56 ddi
xtmg khong 16n hon 2,2; dé 1éch chuén trong dbi cua dién
tich pic cefadroxil tir 6 lan tiém lap lai dung dich chudn
khong duoc lfm hon 2,0 %.

Tién hanh séc ky lan lugt v6i dung dich chuan va dung
dich thu.

Tinh ham luong cefadroxil, C;sH;sN5OsS, trong ché pham
dua vao dién tich pic cefadroxil thu dugce trén sac ky dd cla
dung dich thir, dung dich chuén va ham luegng C,H,;N;O,S
trong cefadroxil chuén.

Biao quin ..
Trong d6 dung kin. D¢ noi khoé mat, tranh anh sang.

Loai thude
Khang sinh nhém cephalosporin.

Ham lrgng thuong diung
125 mg; 250 mg.

NANG CEFADROXIL

La nang cung chura cefadroxil monohydrat.
Ché pham phai dap (mg cac yéu céu trong chuyén ludn
“Thubc nang” (Phu luc 1.13) va cac yéu céu sau:

Ham lugng cefadroxil khan, C,;H,;N,0,S, tir 90,0 % dén
110,0 % so voi lugng ghi trén nhan.

Dinh tinh

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

Ban mong: Silica ge! day 0,25 mm, khong cé chat két dinh.
Trudc khi chay sic ky dat ban mong trong binh ¢6 chira
hén hop dung méi n-hexan - n-tetradecan (95 : 5) ngdp
khoang I cm, dé dung méi di chuyén theo chiéu trién khai
sac ky, sau do lay ban mong ra khoi binh sic ky va dé dung
moi bay hoi.

Dung moi 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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NANG CEFADROXIL

Dung dich thir: Léy mot lugng bot thude trong nang trong
img voi khoang 20 mg cefadroxil, hoa tan trong 10 ml
nuoe, 1oc.

Dung djch doi chiéu: Dung dich chia 0,2 % cefadroxil
chuin trong nuge,

Cdch tién hanh: Chim neng biét 1én ban mong 20 ul mdi
dung dich trén. Trién khai sic k¥ dén khi dun g méi di dugc
khoing 3/4 chiéu dai ban méng. Lay ban méng ra khoi
binh sic ky, danh ddu mirc dung méi va dé ban mong khoé
ngoai khong khi. Phun 1én ban mong dung djch ninhydrin
0.2 % trong ethanol (TT) (dung dich nay dugc bao quin
tranh anh sang), say ban méng ¢ 110 “C trong 10 min va
quan sat dudi ang sing thudng. Trén sic ky dd thu dugc,
vét chinh cua dung dich thir vi ctia dung dich déi chiéu
phdi co c:ung mau sdc, kich thudce va gia tri Rr

B. Trong phin Binh lugng, pic chinh trén sic ky d6 cua
dung dich thir phai co6 thoi glan lru tuong ing véi thoi gian
hru cia pic cefadroxil trén sic ky d cia dung dich chuan.

Nuée
Khong duge qua 7,0 % (Phu luc 10.3).
Diing 0,5 g bt thudc trong nang.

Tap chat lién quan

Phuong phéap sic ky long (Phu luc 5.3).

Pha dong: Thém 200 ml dung dich kali hydroxyd 1 M,
40 ml dung dich tetrabutylamoni hydroxyd 0,4 M va 135 ml
methanol (TT) vao 1600 ml nudc. Thém nwdc vira du
2000 ml va diéu chinh dén pH 7.0 bing acid phosphoric
(17) néu can.

Dung dich thie: Can chinh xdc mt lugng bdt thudc trong
nang tuong ing khoang 0,5 g cefadroxil, vao binh dinh
mic 50 ml, thém 35 ml pha d6ng, khudy tir trong 10 min,
thém pha dong vira du thé tich, lic déu, loc

Dung dich d6i chiéu (1): Dung dich cefadroxil chuan trong
pha dong co nfmg d6 0,1 mg/ml, loc.

Dungd;::hdouhieu (2): Dun}: o dich D-a-(4- hydroxyphenyl)
glycin (tap chat A) chuéin trong pha dong c6 nong do
0,1 mg/ml, loc.

Dung dich doi chiéu (3): Dung dich acid 7-aminodesace-
toxycephalosporanic (tap chit B) chuén trong pha dong co
ndng dé 0,1 mg/ml, loc.

Piéu kién sdc ky:

Cét kich thude (25 cm * 4,6 mm) dugc nhdi pha tinh C
(5 pm).

Detector quang phd tir ngoai dit & budc song 254 nm.
Tée do dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh: )
Kiém tra tinh phu hop cia hé théng sic ky: Tién hanh sic ky
dung dich déi chiéu (1), sé dia ly thuyet cua pic cefadmxﬂ
khong nho hon 1500 cho mdt mét chiéu dai cot; hé sé déi
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ximg cua pic cefadroxil khong 16n hon 1,6; d§ léch chugy,

tuong ddi cua dién tich pic cefadroxil tir 6 lan tiém 13p laj |

khong lém hcm 2,0 %.

Tién hanh sac ky lan lugt cdc dung dich dbi chiéu va dung
dich thu, riéng dung dich thir tién hanh trong khoang thg;
gian gap 6 lan thai gian lwu cua pic chinh.

Gidi han: Trén sic ky do cia dung dich thir:

Dién tich ciia bt ky pic nao twong img voi pic tap chit A
khéng dugc 1on hon dién tich pic chinh thu duge trén sie
ky dd cta dung dich dbi chiéu (2) (1 %). _
Dién tich cua bit ky pic nao tuong Umg vd&i pic tap chat B
khong duge 16n hon dién tich pic chinh thu dugc trén sic
ky dé cia dung dich déi chiéu (3) (1 %).

Dién tich cua bét ky pic phu nao khac khong duoc 16m hon
di¢n tich pic chinh thu duoc trén sic ky do cua dung dich
d6i chiéu (1) (1 %).

Bé qua nhimg pic co dl¢ﬂ tich nhé hon 0,1 14n dién tich pic
chinh thu dugec trén séc ky db cua dung dich déi chiéu (1)
(0,1 %).

D hoa tan (Phu luc 11.4)

Thiét bi: Kiéu gio quay.

MGai trieong: 900 ml nwoc.

Téc d6 quay: 100 r/min.

Thoi gian: 30 min.

Tién hanh: Liy mét phin dung dich mai truomg da hoa tan
mau thir, loc. Pha loang dich loc thu dugc téi nong do thich
hop véi nude néu can. Po do hép thu (Phu luc 4.1) cua
dung dich thu dugc ¢ budc song cé hip thu cuc dai khoang
263 nm, céc do day 1 cm, méu tring 1a nwde. Tinh ham
luong cefadroxil, C G}inN;OsS so sanh vo1 dung dich
cefadroxil chuén c6 nong do twong duong trong cung
dung moi.

Yéu cdu: Khéng ithon 80 % (Q) luong cefadroxil, C,¢H,;N,OS,
so voi luong ghi trén nhan dugc hoa tan trong 30 min.

Dinh lrgng

Phuong phép séic ky 1ong (Phu luc 5.3).

Dém phosphat pH 5,0: Hoa tan 13,6 g kali dihydrophosphat
(TT) trong niege vira di 2000 ml va dleu chinh dén pH 5,0
bang dung dich kali hydroxyd 10 M (TT).

Pha dong: Acetonitril - dém phosphat pH 5,0 (4 : 96).
Dung djch chudn: Hoa tan mot lrgng cefadroxil chuén
trong d¢m phosphat pH 5,0 dé thu duoc dung dich c6 nong
do khoang 1,0 mg/ml.

Dung dich thir: Can thude trong umg nang cua 20 nang,
tinh khéi luong trung binh, tron déu, réi nghién thanh bt
min. Cén chinh xac mét lugng bot thude tuong (mg V6
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.
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VIEN NEN CEFADROXIL

Linu g Coe dung dich chudn va thi diegc si dung trong ngay.
piéu kién sac ky:

Cot kich thude (25 em x 4 mm) dugc nhdi pha tinh C
(5 pm hodc 10 pm).

Detcctor quang phd tr ngoai dat & burde song 230 nm.

Téc do dong: 1,5 ml/min.

Thé tich tiém: 10 pl.

Cach tién hanh:

Kiem tra tinh phu hop cia hé thong sic ky: Tién hanh séc
ky dung dich chuan, thira s6 dung lugmg k' tir 2,0 den 3,5;
s dia ly thuyet cua cdt khong nho hon 1800: hé s6 dbi
ximg cua pic cefadroxil khdng lén hon 2,2; d léch chuan
trong d6i cua dién tich pic cefadroxil tir 6 1an tiém lap lai
dung dich chuan khong dugc 1ém hon 2,0 %.

Tién hanh sac ky 1an luot véi dung dich chuén va dung
dich thur.

Tinh ham lugng cefadroxil, CmHnNJO S, trong nang
dyra vao dign tich pic thu dugc trén sic ky dd cua dung
dich thir, dung dich chuin va ham lugng C,¢H,;,N;0.S
trong cefadroxil chuan.

Bao qua}n )
Trong d6 dyng kin. D¢ noi khé mat, tranh énh sang.

Loai thudc
Khéang sinh nhom cephalosporin.

Ham lwgng thwdéng dung
500 mg.

VIEN NEN CEFADROXIL

La vién nén hodc vién nén bao phim chira cefadroxil.
Che pham phai dap Umg cac yéu cau trong chuyén luan
“Thudc vién nén” (Phu luc 1.20) va cac yéu ciu sau:

Ham hrong cefadroxil khan, C,(H;;N;OsS, tir 90,0 % dén
110,0 % so vai lugng ghi trén nhan.

Pinh tinh

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

Ban mong: Silica gel day 0,25 mm, khong c6 chat két dinh.
Trurde khi chay sic ky dit ban mong trong binh c6 chira
hén hop dung méi n-hexan - n-tetradecan (95:5) ngap
khoang 1 cm, dé dung moi di chuyén theo chiéu trién khai
sic ky, sau do lay ban mong ra khoi binh sic 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).

Dung dich thir: Ldy mot lugng bot vién twong img von
khoang 20 mg cefadroxil, hoa tan trong 10 ml nuoe, loc.
Dung dich déi chiéu: Dung dich chia 0,2 % cefadroxil
chuén trong nicéc.

Cdch tién hanh: Cham riéng biét 1én ban mong 20 pl mdi
dung dich trén. Trién khai sic ky dén khi dung méi di
dugc khoang 3/4 chiéu dai ban mong. Liy ban méng ra
khoi binh sic ky, danh ddu mirc dung méi va dé khé ngoai
khong khi. Phun dung dich ninhydrin 0,2 % trong ethanol
(TT) (dung dich nay dugc bao quan tranh anh sang), sdy
ban mong ¢ 110 °C trong 10 min va quan sat dudi ang sang
thuong. Trén sic ky db thu dugc, vét chinh ciia dung dich
thir va cta dung dich ddi chiéu phai c6 cung kich thudc,
mau sfc va gid tri Ry.

B. Trong phan Pinh lugng, pic chinh trén sdc ky do cua
dung dich thir phai co thoi gian luu twong ing véi thoi gian
lwu cua pic cefadroxil trén sic ky do cia dung dich chuén.

Nudc
Khéong dugce qua 8,0 % (Phy lyc 10.3).
Dung 0,5 g bt vien.

Po hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khuay.

MGai trwong: 900 ml mieoc.

Toc d quay: 50 r/min.

Thoi gian: 30 min.

Céch tién hanh: Liy mét phan dung dich méi trrong da
hoa tan méu thir, loc. Pha lodng dich lgc thu dugc toi nf‘mg
dd thich hop v6i niede (néu can). Po do hap thu (Phu luc
4.1) cua dung dich thu dugc & budc song co hép thu cuc
dai khoang 263 nm, coc do day 1 cm, mau trang 1a nude.
Tinh ham lugng cefadroxil, C,¢H;N.O;S, so sanh véi dung
dich cefadroxil chuan cé nong do trong duong trong cing
dung moi.

Yéu cau: Khéng it hon 75 % (Q) luong cefadroxil,
C,¢HsN;O4S, so vai lugng ghi trén nhan dugc hoa tan
trong 30 min.

Tap chit lién quan

Phuong phap sdc ky long (Phu luc 5.3).

Pha dong: Thém 200 ml dung dich kali hydroxyd 1 M,
40 ml dung dich tetrabutylamoni hydroxyd 0,4 M va
135 ml methano! (TT) vao 1600 ml awde. Thém nucc vira
du 2000 ml va diéu chinh pH dén 7,0 bang acid phosphoric
(TT) néu can.

Dung dich thi: Can 20 vién, tinh khéi luong trung binh
vién va nghién thanh bdt min. Can chinh x4c mét lugng
bt vién tuong (mg 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 dich déi chiéu (1): Dung dich cefadroxil chuén trong
pha déng cé némg dé 0,1 mg/ml, lgc.

Dung dich déi chiéu (2): Dung dich D-a-(4-hydroxyphenyl)
glycin (tap chat A) chuan trong pha déng c6 nong do
0,1 mg/ml, loc.

Dung dich doi chiéu (3): Dung dich acid 7-aminodesace-
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