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VIEN NEN CEFUROXIM

La vién nén bao phim chira cefuroxim axetil.

Ché phim phai dap tmg cac yéu cau trong chuyén luin
“Thudc vién nén” (Phuy luc 1.20) muc “Vién bao™ va céc
yéu cdu sau:

Ham lwong cefuroxim, C,(H,N,OgS, tir 90,0 % dén
110,0 % so vai lugng ghi trén nhan.

Pinh tinh

A. Chiét mét lwgng bot vién da nghién min tuong img véi
khoang 0,1 g cefuroxim véi 5 ml dicloromethan (TT) va
loc. Béc hoi dich loc dén cin. Phé hip thu h6ng ngoai
cia cin phai phd hop véi pho héng ngoai ddi chiéu cua
cefuroxim axetil hay véi phd cua cefuroxim axetil chuén
(Phu luc 4.2).

B. Trong phan Dinh luong, trén sic ky dd cia dung dich
thir hai pic chinh (cefuroxim axetil diastereoisomer A va
cefuroxim axetil diastereoisomer B) phai co thoi gian luu
tuong img véi thai gian luu cia hai pic chinh trén sac ky
d6 cua dung dich chuén.

DP§ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khudy.

Moi trwomg hoa tan: 900 ml dung dich acid hydrocloric
0,1 M(TT).

Téc dé quay: 50 r/min.

Thoi gian: 45 min.

Tién hanh: Sau thoi gian hoa tan quy dinh, ldy mét phan
dich hoa tan, loc (bo 20 ml dich loc d4u). Pha lodng dich
loc thu dugc t6i nong do thich hop véi méi truong hoa
tan (néu can). Po do hip thu (Phu luc 4.1) cia dung dich
thu dugc & budc séng h:ip thu cuc dai 278 nm, céc do day
1 cm, mau tra"mg 12 m6i truedng hoa tan. So sanh véi dung
dich cefuroxim acetil chuin c6 ndng do twong duong
pha trong méi truong hoa tan. Tinh lugng cefuroxim
hoa tan trong mdi vién dwa theo ham lugng cefuroxim,
C16H,¢N4O5S, trong cefuroxim axetil chuan.

Yéu cau: Khong it hon 70 % (Q) lugng cefuroxim,
Ci¢H N4OgS, so véi luong ghi trén nhdn dugc hoa tan
trong 45 min.

Tap chit lién quan

Trén sic ky o cua dung dich thir trong phan Dinh luong,
tong dién t!Ch cua hai pic twong img véi cac pic E-isomer
trén sic ky do cua dung dich phan giai (2) khong duoc 16n
hon 1,5 % tong dién tich tat ca cac pic. Tong dién tich cua
cic pic tuong tmg véi pic Al-isomer trén sic ky. d6 ciia dung
d;ch phan glan (1) khong duqc 16m hon 2,0 % tong dién tich
tat ca cac pic. Dién tich cua bat ky pic phy nao khéac khong
duogc 16m hon 1,0 % tong dién tich tit ca cac pic.

Dinh lugng

Phuong phép sic ky long (Phu luc 5.3).

Pha dgng: Hon hop 38 thé tich methanol (TT) va 62 thé
tich dung dich amoni dihydrophosphat 0,2 M.

VIEN NEN CEFUROXIM

Dung dich chudn: Hoa tan mét lugng cefuroxim axetil
chuén trong pha dong dé thu dugc dung dich c6 néng 49
khoang 0,25 mg cefuroxim trong | ml.

Dung dich thir: Can 20 vién, tinh khéi lugng trung binh
cua vién da loai bo 16p bao phim va nghién thanh bot min.
Cén chinh x4c mét lugng bt vién tuong mg vdi khoang
500 mg cefuroxim vao binh dinh mirc 100 ml, thém 5 ml
dung dich amoni dihydrophosphat 0,2 M 43 dugc diéu
chinh t6i pH 2,4 bing acid phosphoric (TT), lic ky va
ngay lap tirc thém methanol (TT) vira du dén vach, tron
déu, loc. Pha lodng 5,0 ml dich lgc thanh 100,0 ml véi pha
d6ng, tron déu.

Dung dich phdn giai (1): Lam néng dung dich thir & 60 °C
trong 60 min hodc t&i khi tap Al-isomer cé thé phat hién
duoc, loc.

Dung dich phdn gidi (2): Chiéu sang dung dich thir duéi
anh sing tir ngoai (254 nm) trong 24 h hoic t4i khi tap
E-isomer c6 thé phat hién dugc, loc.

Lueu y: Céc dung dich chuan va thir néu khong dugec sir dung
ngay thi phai bao quan & noi t6i, nhiét d6 tir 2 °C dén 8 °C.
Diéu kién sdc ky:

Cot kich thuéc (25 cm x 4,6 mm) dugc nhdi pha tinh
trimethylsilyl silica gel ding cho sdc ky (5 um) (cot Hypersil
SAS la phu hop).

Detector quang phd tir ngoai dat & budc séng 278 nm.
Téc d6 dong: 1,2 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hop cta hé thdng sic ky:

Tién hanh sic ky d6i véi dung dich chudn, dung dich phan
giai (1) va (2): Trén sac ky d6 thu duoc, thoi gian luu tuong
d6i khoang 0,9 d6i véi cefuroxim axetil diastereoisomer B,
1,0 d6i v6i cefuroxim axetil diastereoisomer A, 1,2 dbi
voi A-isomer, 1,7 va 2,1 d6i v&i E-isomer. Phép thir chi
co gia tri khi d6 phén giai gitra pic cua cefuroxim axetil
diastereoisomer A va cefuroxim axetil diastereoisomer B
trén sic ky dd cua dung dich chuén; va giira pic cefuroxim
axetil diastereoisomer A va A3-isomer trén sac ky do cua
dung dich phén giai (1) khong nho hon 1,5. Néu cén c6
thé diéu chinh néng d6 clia methanol (TT) trong pha dong
dé dat duoc yéu cau trén. Tién hanh sic ky 6 1an riéng biét
d6i véi dung dich chuan, phép thu chi co gia tri khi d6 léch
chuan twong ddi cia tng dién tich pic cefuroxim axetil
diastereoisomer A va cefuroxim axetil diastereoisomer B
khéng dugc 16m hon 2,0 %.

Tién hanh sic ky lan lugt d6i véi dung dich chuan va dung
dich thur.

Tinh ham lurqng cefuroxim, C,(,H,ﬁN,,OgS cO trong
mét don vi ché phim dya vio tong dién tich pic cuia
cefuroxim axetil diastereoisomer A va cefuroxim axetil
diastereoisomer B thu dugc tir sic ky d6 cia dung dich
thir va dung dich chuén, va ham lugng C,¢H,¢N,O4S trong
cefuroxim axetil chuén.
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CEFUROXIM NATRI

1 mg cefuroxim axetil, C30H,N40,,S, tuong duong véi
0,8313 mg of cefuroxim, C,H,sN4O4S.

Bio quin
Trong vi nhdm hay trong chai lg nit kin.
Pé noi khé mat, nhiét d6 khong qua 30 °C, tranh anh sang.

Loai thudc
Thuoc khang sinh.

Ham lrgng thudng dung
100 mg, 250 mg, 500 mg.

CEFUROXIM NATRI
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Cefuroxim natri 14 mudi natri cia acid (6R,7R)-3[(car-
bamoyloxy)methyl]-7-[[(Z)-(furan-2yl)(methoxyimino)
acetyl]amino]-8-oxo0-5-thia-1-azabicyclo[4.2.0]oct-
2-en-2-carboxylic, phai chia tir 96,0 % dén 102,0 %
C,6H,sN;NaOQsS, tinh theo ché pham khan.

Tinh chat
B0t mau tring hodc gan nhur triang, hoi hiit 4m, dé tan trong
nudc, rat kho tan trong ethanol.

DPinh tinh

A. Phd hép thy hdng ngoai (Phu luc 4.2) cua ché phim
phai phii hop vé6i phd hip thu hdng ngoai cuia cefuroxim
natri chuin.

B. Ché pham phai cho phan {mg (A) cua ion natri (Phu
luc 8.1).

Pj trong va mau sic cia dung dich

Dung dich S: Hoa tan 2,0 g ché pham trong nurdc khong cé
carbon dioxyd (TT) va pha loang thanh 20,0 ml véi cling
dung moi.

Dung dich S khéng dugc duc hon hén dich d6i chiéu II
(Phu luc 9.2). P hap thy (Phu luc 4.1) cia dung dich S do
& 450 nm khong dugc 16n hon 0,25.

pH

Tir 5,5 dén 8,0 (Phu luc 6.2).

Pha lodng 2 ml dung djch S thanh 20 ml bing nuwdc khong
¢6 carbon dioxyd (TT).

Géc quay cyre riéng
Tir +59° dén +66°, tinh theo ché pham khan (Phy lyc 6.4).

284

DUQC PIEN VIET NAM VI

Hoa tan 0,500 g ché pham trong dung dich dém acetat
pH 4,6 (TT) va pha loéng thanh 25 ml v&i cung dung méi.

Tap chiit lién quan

Phuong phép sic ky long (Phu lyc 5.3).

Pha dong: Tron 1 thé tich acetonitril véi 99 thé tich dung
dich dém acetat pH 3,4, dwgc chuin bj bing cich hoa tan
6,01 g acid acetic bang (TT) va 0,68 g natri acetat (TT)
trong nudc va pha loang thanh 1000 ml véi ciing dung mai.
Dung dich thir (1): Hoa tan 25,0 mg ché phim trong nwée
va pha loang thanh 25,0 ml véi cing dung moi.

Dung dich thi (2): Pha loang 5,0 ml dung dich thir (1)
thanh 50,0 ml bing nude.

Dung dich déi chiéu (1): Hoa tan 25,0 mg cefuroxim natri
chuén trong nwéce va pha loang thanh 25 ml véi cling dung
moi. Pha lodng 5,0 ml dung dich thu dugc thanh 50,0 ml
bang nudc.

Dung dich déi chiéu (2): Pun trong cach thuy 20 ml dung
dich déi chiéu (1) & 80 °C trong 15 min. Lam ngudi va
tiém ngay.

Dung dich doi chiéu (3): Pha loang 1,0 ml dung dich thir (1)
thanh 100 ml bing nurde.

Piéu kién sdc ky:

Cot kich thude (25 cm x 4,6 mm) dugc nhoi pha tinh la
hexylsilyl silica gel ding cho séc kp (5 pm).

Detector quang phd tir ngoai & budc séng 273 nm.

Téc do dong: 1,5 ml/min.

Thé tich tiém: 20 pl

Cdch tién hanh:

Tién hanh sdc ky voi thdi gian gép 3 lan thoi gian lwu cua
pic chinh.

Kiém tra tinh phi hop cta hé théng: Trén sic ky d6 cua
dung dich ddi chiéu (2), d6 phan giai gira hai pic cta
cefuroxim va tap chit A (descarbamoylcefuroxim) it nhit
1a 2,0.

Gi6i han: Trén sic ky do cuia dung dich thir (1):

Dién tich cia bat ky pic phu nao ciing khéng dugc 16n hon
dién tich cta pic chinh thu dugc trén sic ky d6 cta dung
dich déi chiéu (3) (1,0 %).

Téng dién tich cta tit ca cac pic phu khéng dugc 16m hon
3 1an dién tich cua pic chinh thu dugc trén sic ky do cua
dung dich di chiéu (3) (3,0 %).

Bé qua nhirg pic c6 dién tich nho hon hoic bang 0,05 lan
dién tich caa pic chinh thu dugc trén sic ky d6 cua dung
dich déi chiéu (3) (0,05 %).

N,N-Dimethylanilin
Khong dugc quéa 20 phan triéu (Phy luc 10.16, phwong
phap 2).

Acid 2-ethylhexanoic
Khong dugc qu’é 0,5 % (kI/kl).
Phuong phap séc ky khi (Phu luc 10.17).



