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CEFUROXIM AXETIL

chinh trén séic ky @b cua dung dich thir loang (5 %). Bo
qua bt ky pic nao cé di¢n tich nh6 hon hofic bang 10 %
dién tich pic chinh trén sic ky d6 cua dung dich thir lodng.

Nudée
Khong dugc (]I:lé l},O % (Phu lyc 10.3).
Dung 0,2 g cheé pham.

N§i ddc o vi khudn (Phu luc 13.2)

Hoa tan mdt lugng ché pham trong mude BET dé thu dugc
dung dich c6 nong do ceﬁrlaxon 10 mg/ml (dung dich A).
Nong d¢ gidi han ndi doc t6 cua dung dich A 1a 2,0 EU/ml.
Gié trj 46 pha loang t6i da cia dung dich A dugc tinh tir 46
nhay cua thuée thir lysat dung trong phép thir.

Dinh lrgng

Phuong phép sic ky 1éng (Phu luc 5.3).

Pha dong: Hoa tan 2 g tetradecylamoni bromid (TT) va
2 g tetraheptylamoni bromid (TT) trong mét hén hop gdm
440 ml nuwoc va 55 ml dung dich dém phosphat pH 7,0
(TT) va 5 ml dung dich dém citrat pH 5,0 (diéu ché bing
cach hoa tan 20,17 g acid citric (TT) trong 800 ml nwéc,
diéu chinh t&i pH 5,0 bing dung dich natri hydroxyd 10 N
(TT) va pha lodng bing nwée t6i 1000 ml), sau d6 tron déu
vai 500 ml acetonitril (TT)

Dung dich thir: Can thudc trong 10 lo dé tinh khéi lugng
trung binh cua thudc trong mot don vi ché pham, trén
déu. Can chinh xac mét lugng ché pham hoa tan trong
pha dong dé thu dugc dung dich c6 néng dd ceftriaxon
0,030 %.

Dung dich chudn: Dung dich ceftriaxon natri chuén 0,030 %
trong pha dong.

Dung dich phdn giai: La dung dich chira ceftriaxon natri
chuén 0,0050 % va cefiriaxon natri E-isomer chuén 0,0050 %
trong pha dong.

Dung dich thir lodng: Pha lodng mot thé tich dung djch thir
thanh 100 thé tich v&i pha dong.

Diéu kién sdc ky:

C6t kich thuéc (25 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm) (Lichrosphere RP18 la thich hop).

Detector quang phd tir ngoai dit & buée song 254 nm.
Téc @ dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Céch tién hanh:

Tién hanh sic ky d6i v&i dung dich phén giai, diéu chinh
d6 nhay cla detector sao cho chiéu cao cua céc pic it nhat
béng 50 % cua thang do. Phép thir chi cé gia trj khi do
phén giai gitra hai pic chinh cia dung dich phan giai khong
nho hon 3,0.

Tién hanh séc ky 1an lwot di v6i dung dich chuén va dung
dich thu.

Tinh ham luqng ceftriaxon, C;gH |gNgO7S3, trong mot
don vi ché phim dya vao dién tich pic trén sic ky dd thu
dugc cuia dung dich chuén va dung dich thir va ham lugng
C,sH,sN4O,S, clia ceftriaxon natri chudn.
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1 mg ceftriaxon natri (C13H|6N3N3207S3.3V1H20) tuong
tmg vai 0,8383 mg ceftriaxon (C,gH,gNgO,S;).

Bio quin
Trong @b dung kin, & nhiét d6 khong qua 30 °C.

Loai thude
Khéng sinh nhém cephalosporin.

Ham lugng thwong dung

250 mg, 500 mg va 1000 mg, tinh theo ceftriaxon.

Néu dé tiém bép thi khi dung thuong phai pha thude trong
mdi lo bing mot ng thude tiém lidocain (3,5 ml, chira
35 mg lidocain C,4H,,N,0.HCI.H,0).

CEFUROXIM AXETIL

va epimer tai C*

C20H22N401()S Pt.l: 51 0,5

Cefuroxim acetil 1a hdn hop hai déng phin déi quang cia
(1RS)-1-(acetyloxy)ethyl (6R,7R)-3-[(carbamoyloxy)methyl]-
7-[[(Z)-2-(furan-2-yl)-2-(methoxyimino)acetylJamino]-8-
oxo0-5-thia-1-azabicyclo[4.2.0]oct-2-en-2-carboxylat, phai
chira tir 96,0 % dén 102,0 % ciia C2oH,N,0,,S, tinh theo ché
phém khan,

Ché phim ban téng hop tir mot san phdm 1én men.

Tinh chét
Bt mau trang hodc gan nhu trang. Kho tan trong nudc va
ethanol 96 %, tan trong aceton, ethyl acetat va methanol.

Dinh tinh

A. Phé hip thu hdng ngoai (Phu luc 4.2) cta ché phim
phai phit hop véi phé hap thy hong ngoai ciia cefuroxim
axetil chuén.

B. Trong phz‘?m Dinh lugng, thoi gian luu va kich thudce cia
cac pic chinh thu dugc trén sic ky d6 cua dung dich thi
phai tvong tu véi thoi gian luru va dép (g cia pic dong
phan cefuroxim axetil A va cefuroxim axetil B thu dugc
trén sic ky dd cua dung dich d6i chiéu (4).

Tap chit lién quan

Phuong phép sic ky 16ng (Phu luc 5.3). Chudn bj dung
dich thir va dung dich d6i chiéu (4) ngay truéce khi ding.
Pha dpng: Methanol - dung dich amoni dihydrophosphat
0,23 % (38 : 62).
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Dung dich thir: Hoa tan 10,0 mg ché pham trong pha dong

va pha loang thanh 50,0 ml véi cing dung moi.

Dung dich doi chiéu (1): Pha loang 1,0 ml dung dich thir

thanh 100,0 ml bing pha dong.

Dung dich doi chiéu 2): bé tao tap chit A, dun nong 5 ml

dung dich thir ¢ 60 °C trong | h.

Dung dich déi chiéu 3): Pé tao tap chét B, dat 5 ml dung

dich thu dudi anh séng tir ngoai budc séng 254 nm trong

24 h.

Dung dich déi chiéu (4): Hoa tan 10,0 mg cefuroxim axetil

chuan trong pha dong va pha loang thanh 50,0 ml véi cling

dung moi.

Diéu kién sdc ky:

Cot kich thuée (25 cm x 4,6 mm) dugc nhoi pha tinh

trimethylsilyl silica gel ding cho sdc ky (5 pm).

Detector quang phé tir ngoai dit & budc séng 278 nm.

Toc do dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién héanh:

Tién hanh sic ky véi dung dich thir va cic dung dich dbi

chiéu (1), (2) va (3).

Sir dung sac ky d6 cua dung dich dbi chiéu (2) dé xac dinh

cap pic cia tap chit A va sic ky db caa dung dich déi chidu

(3) dé xac dinh cip pic ctia tap chét B.

Thoi gian luu tuong dbi so voi ddng phan cefuroxim

axetil A: Pdng phan cefuroxim axetil B khoéng 0.9; tap

chatA khoang 1,2; tap chét B khoang 1,7va2,1.

Kiém tra tinh phu hop cua hé théng: Trén sic ky db
ciia dung dich déi chiéu (2), do phan giai glua pic cua

cefuroxim axetil A va pic ctia tap chat A it nhat 14 1,5.

Gioi han:

Tap chit A: Khong duoc qua 1,5 % tinh theo téng dién

tich cap pic.

Tap chit B: Khong duoc qua 1,0 % tinh theo tong dién

tich cd@p pic.

Tap chit E: Khéng dugc qua 0,5 %.

Tap don khic: M01 tap chat khong dugc qua 0,5 %.

Téng cac tap chit khong dugc qué 3,0 %.

Bo qua nhitng pic c6 dién tich nho horn ho#c bing 0,05 14n

dién tich 2 pic chinh thu duoc trén sic ky db ciia dung dich

dbi chiéu (1) (0,05 %).

Ghi chu:

Tap chit A: 1-(Acetyloxy)ethyl(6R,7R)-3-[(carbamoyloxy)methyl]-
7-[[(2)-2~(furan-2-yl)-2-(methoxyimino) acetyl] amino] -8-oxo-
5-thia-1-azabicyclo[4.2.0]oct-3-en-2-carboxylat (A3-isomer).
TapchatB:(1RS)-1 -(Acetyloxy)ethyl(6R,7R)-3-[(carbamoyloxy)
methyl]-7-[[(E)-2-(furan-2-yl)-2-(methoxyimino) acetyl]
amino]-8-oxo-5-thia-1-azabicyclo[4.2.0]oct-2-en-2carboxylat
((E)-isomer).

Tap chat C: Acid (6R,7R)-7-[[(Z)-2-(furan-2-yl)-2-(methoxy-
imino)acetyl]Jamino]-8-oxo-3-[[[(tricloroacetyl) carbamoyl] oxy]
methyl]-5-thia-1-azabicyclo[4.2.0]oct-2-en-2-carboxylic.

Tap chat D: Cefuroxim.

Tap chat E: (5aR,6R)-6-[[(22)-2-(furan-2-yl)-2-(methoxyimino)
acetyl]amino]-5a,6-dihydro-3H,7H-azeto [2,1-b]furo [3,4-d][1,3]
thiazin-1,7(4H)-dion(descarbamoylcefuroxim lacton).

BOT PHA HON D|CH CEFUROXIM

Ty 1€ cdc dong phéan

Phuong phép sac ky long (Phy luc 5.3). Diéu kién sic ky
nhu mé ta trong phan Tap chit lién quan.

Trén sic ky d6 cia dung dich thir, ty 1¢ dién tich pic cua
dong phan cefuroxim axetil A so véi tong dién tich pic cua
hai dong phan cefuroxim axetil A va B phai tir 0,48 dén 0,55.

Aceton
Khong dugc qua 1,1 % (Phu luc 10.14).

Nurée
Khong dugc qué 1,5 % (Phu lyc 10.3).
Dung 0,400 g ché pham.

Pinh lugng ,

Phuong phap sic ky long (Phu luc 5.3). Piéu kién sic ky
nhu md ta trong phan Tap chét lién quan.

T1en hanh sic ky véi dung dich thir va dung dich doi
chiéu (4).

Kiém tra tinh phu ‘hop cua hé théng: Trén sic ky do coa
dung dich ddi chiéu (4), do phan giai gitra pic cua dong
phan cefuroxim axetil A v pic cia dong phan cefuroxim
axetil B it nhét 1a 1,5; d6 1&ch chuan twong déi cuia tong
dién tich cia 2 pic ddng phan cefuroxim axetil A va B thu
dwoc sau 6 1an tiém khong duoc 16m hon 2,0 %.

Tinh ham hrong phan trdm C,,H,,N404S dura vao tong dién
tich pic ciia hai déng phén cefuroxim axetil A va cefuroxim
axetil B thu dugc trén sic ky db cia dung dich thir, dung
dich dbi chiéu (4) va ham luong cua Cy0H2,N,40,4S trong
cefuroxim axetil chuan.

Bio quéan

Trong bao bi kin, tranh anh sang.
Loai thude

Khéng sinh nhom cephalosporin.
Ché phém

Vién nén, bdt pha hon dich.

BOT PHA HON DICH CEFUROXIM

La thude bot pha hdn dich uéng chira cefuroxim axetil.
Ché pham phai dap img cac yéu cau trong chuyén luin
“Thuoc bot” (Phu luc 1.7) va cac yéu cau sau day:

Ham lwgng cefuroxim, C,¢H,¢N,OgS, tx 90,0 % dén
110,0 % so v6i lrgng ghi trén nhén.

Tinh chét .
Bt toi kho, khong bi am, khong von, mau sic dong nhat.

Dinh tinh

Trong muc Dinh lugng, hai pic chinh (cefuroxim axetil A
va cefuroxim axetil B) trén sic ky d6 cuia dung dich thy
phai c6 thdi gian luu twong img véi thdi gian lru cia hai
pic chinh trén sic ky d6 cua dung dich chuén.
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