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CEFTRIAXON NATRI

twong g voi 100 mg ceftazidim, phan tan trong 10 ml
pha déng va pha lodng thanh 100,0 ml v&i cing dung moi.
Dung dich chudn: Dung dich ceftazidim chudn 0,1 %
trong pha dng.

Dung dich phan giai: Hoa tan 5,0 mg tap chit A chuén cia
ceftazidim trong 5,0 ml dung dich chuin.

Diéu kién sdc ky:

Cot kich thuéc (15 cm x 4,6 mm) duge nhdi pha tinh
hexylsilyl silica gel dimg cho sdc ky (5 pm).

Detector quang phé tir ngoai dit & budc séng 245 nm.
Téc do dong: 2,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hgp ctia hé théng: Trén sic ky db cia
dung dich phén giai, diéu chinh d6 nhay cua hé thdng sao
cho chiéu cao cua pic chinh phai it nhit bing 50 % cia
thang do va d¢ phén giai giita pic ceftazidim va pic tap
chit A khéng nhé hon 1,5. P 1éch chudn trong déi cia
dién tich pic ceftazidim thu dugc tir 6 14n tiém lap lai dung
dich chuén khéng 16n hon 2,0 %.

Tién hanh sac ky lan lugt dung dich chudn va dung dich thi.
Tinh ham lugng ceftazidim, C,,H,,NO;S,, trong ché
phim dya vao dién tich pic thu dwoc trén sic ky db
cia dung dich thir, dung dich chudn va ham lugng cua
C,H»,NO;S, trong ceftazidim chuén.

Bao quén
Trong d6 dung kin, tranh anh séng.

Loai thudc
Khéng sinh nhém cephalosporin.

Ham lwgng thwong dung
500 mg; 1g; tinh theo ceftazidim.

CEFTRIAXON NATRI
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P.t.l: 662

Ceftriaxon natri la dinatri (6R,7R)-7-[[(2Z)-(2-amino-
thiazol-4yl)(methoxyimino) acetyl]-amino]-3-[[(2-methyl-
6-oxido-5-0x0-2,5-dihydro-1,2,4-triazin-3-yl)sulfanyl]
methyl]-8-oxo-5-thia-1-azabicyclo-[4.2.0]-oct-2-en-2-
carboxylat ngam 3,5 phén tir nuéc, duge ban t(")ng hop tir
mot san pham 1én men, phai chira tir 96,0 % dén 102,0 %
C18H|6N3N3207S3, tinh theo Ché phz’im khan.
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DUGQC DPIEN VIET NAM VI

Tinh chét

Bot két tinh mau tring hoic hoi vang, hoi hat 4m. D&
tan trong nudc, hoi tan trong methanol, rat kho tan trong
ethanol khan.

Pinh tinh

A. Phé hép thy héng ngoai cua ché phim (Phu luc 4.2)
phai phu hop véi phd hép thu héng ngoai cua ceftriaxon
natri chuén.

B. Ché phim phai cho phan img (A) cta ion natri (Phu
luc 8.1).

D¢ trong va mau sic ciia dung dich

Dung dich S: Hoa tan 2,40 g ché phim trong nudc khong
¢6 carbon dioxyd (TT) va pha loang thanh 20,0 ml véi
cung dung mdi.

Pha lodng 2 ml dung dich S thanh 20 m] bang rmudec. Dung
dich thu duoc phai trong (Phu luc 9.2) va khéng duoc co
mau ddm hon mau cia dung dich mau mau Vs hoic VN;
(Phu luc 9.3).

pH
Tir 6,0 dén 8,0 (Phu luc 6.2).
Dung dung dich S de do.

Goc quay cuc riéng

Tix -155° dén -170°, tinh theo ché phdm khan (Phu luc 6.4).
Hoa tan 0,250 g ché phidm trong nuwdc va pha loang thanh
25,0 ml véi cung dung méi.

Tap chit lién quan

Phwong phép sic ky long (Phu luc 5.3).

Dung dich dém citrat pH 5,0: Hoa tan 20,17 g acid citric
(TT) trong 800 ml mrée, diéu chinh dén pH 5,0 bing
dung dich natri hydroxyd 42 % (TT) va pha loang thanh
1000,0 ml bang nude.

Pha dong: Hoa tan 2,0 g tetradecylamoni bromid (TT) va
2,0 g tetraheptylamoni bromid (TT) trong hdn hop dung
moi gdm 440 ml nudc, 55 ml dém phosphat hon hop
0,067 M pH 7,0 (TT), 5,0 ml dung dich dém citrat pH 5,0
va 500 ml acetonitril (TT).

Dung dich thir: Hoa tan 30,0 mg ché phim trong pha dong
va pha loéing thanh 100,0 ml vdi cung dung moi.

Dung dich doi chiéu (1): Hoa tan 30,0 mg ceftriaxon natri
chuén trong pha dong va pha loang thanh 100,0 ml véi
cung dung moi.

Dung djch doi chiéu (2): Hda tan 5,0 mg ceftriaxon natri
chuin va 5,0 mg tap chét A chuén ciia ceftriaxon trong pha
dong va pha loang thanh 100,0 ml véi cing dung méi.
Dung dich déi chiéu (3); Pha logng 1,0 ml dung dich thir
thanh 100,0 ml v&i pha dong.

Diéu kién sdc ky:

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

Detector quang phd tir ngoai dit & budc séng 254 nm.
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DUQC DPIEN VIET NAM VI

Téc 46 dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Tién hanh sic ky dung dich thir, dung dich di chiéu (2)
va (3).

Tién hanh sic ky véi thoi gian gip 2 14n thoi gian luu cia
ceftriaxon.

Kiém tra tinh phd hop cua hé théng: Trén sic ky o
cia dung dich d6i chiéu (2), 46 phén giai gifta pic cla
ceftriaxon vdi pic cua tap chét A it nhat 1a 3,0.

Gioi han:

Tap don bt ky: Dién tich pic ciia mdi tap chit khéng duoc
16n hon dién tich pic chinh thu dwgc trén sic ky db cia
dung dich déi chiéu (3) (1 0 %).

Téng dién tich pic cla tit ca cdc tap chit khong duoc 16n
hon 4 14n dién tich pic chinh thu duoc trén sic ky db cua
dung dich di chiéu (3) (4,0 %).

B6 qua nhimg pic c6 dién tich nho hon hoic bang 0,1 lan
dién tich pic chinh thu dugc trén sic ky db coa dung dich
d6i chiéu (3) (0,1 %).

Ghi chu:

Tap chét A: Acid (6R,7R)-7-[[(2E)-(2-aminothiazol-4-yl)(methoxy-
imino)acetyl]amino]-3-[[(2-methyl-5,6-dioxo-1,2,5,6-tetra-
hydro-1,2,4-triazin-3-yl)sulfanyl]methyl]-8-0x0-5-thia-1-
azabicyclo[4.2.0]oct-2-en-2-carboxylic((E)-isomer).

Tap chit B: (5aR,6R)-6-[[(2Z)-(2-aminothiazol-4-yl)(methoxy-
imino) acetyl]amino]-5a,6-dihydro-3H,7H-azeto [2,1-b]furo
[3,4-d][1,3]thiazin-1,7(4H)-dion.

Tap chét C: 2-methyl-3-sulfanyl-1,2-dihydro-1,2,4-triazin-5,6-dion.
Tap chit D: S-benzothiazol-2-yl (2Z)-(2-aminothiazol-4-yl)
(methoxyimino)thioacetat.

Tap chat E: Acid (6R,7R)-7-amino-3-[[(2-methyl-5,6-dioxo-
1,2,5,6-tetrahydro-1,2 4-triazin-3-yl)sulfanylJmethyl]-8-oxo-5-
thia-1-azabicyclo[4.2.0]oct-2-en-2-carboxylic.

N,N-Dimethylanilin
Khéng dugc qua 20 phan triéu (Phu luc 10.16, phuong
phap 2).

Acid 2-ethylhexanoic
Khéng dugc qua 0,8 % (kI/kl) (Phu luc 10.17).

Nudrc )
Tir 8,0 % dén 11,0 % (Phy luc 10.3).
Diing 0,100 g ché pham.

Noi dc t6 vi khusn .
Khong dugc qua 0,08 EU/mg (Phu luc 13.2), néu ché
phim diing dé san xuét thudc tiém ma khong c6 phuong
phap hiru hi¢u dé loai bo ndi doc to vi khuén.

Pinh lrgng

Phwong phap sic ky 1ong (Phu luc 5.3). Diéu kién sic ky
nhw mo ta trong phan Tap chét lién quan.

Tién hanh sic ky véi dung dich thir va dung dich d6i chiéu (1).
Tinh ham lugng phén trim cia C,gH;(NgNa,0,S; trong

BOT PHA TIEM CEFTRIAXON

ché pham dya vao dién tich pic thu duoc trén sic ky )
ctia dung dich thir, dung dich doi chiéu (1) va ham luong
C,sH,4NgNa,0,S; cua ceftriaxon natri chuan.

Bio quén

Trong bao bi kin, tranh 4nh sang. Néu ché phim v khuan
phéi dung trong bao bi di dugc tiét trung, kin, tranh
nhiém khudn.

Loai thube
Khang sinh nhém cephalosporin.

Ché phim
Bot pha tiém.

BOT PHA TIEM CEFTRIAXON

Bot pha tiém ceftriaxon 13 bot két tinh vo khudn cia
ceftriaxon natri dong trong lo thuy tinh nut kin. Chi pha
véi dung moi ngay trudc khi dung

Ché pham pha1 dat céc yéu ciu quy dlnh trong chuyén ludn
chung vé “Thubc tiém, thudc tiém truyén, thudc cay” (Phu
luc 1.19) va céc yéu ciu sau day:

H'i’lm lll'(_)'llg ceftriaxon, C18H|8N307SJ, phi’il dat tir 92,0 %
dén 108,0 % so vdi lugng ghi trén nhén.

Tinh chit
Tinh thé hodc bot két tinh mau tring nga.

DPinh tinh

A. Phé hip thu hong ngoai (Phu luc 4.2) cia ché pham phai
phu hop vo1 pho hong ngoai cia ccﬁnaxon natri chuén.

B. Trong phan Pinh luong, trén séc ky db cua dung dich
thir phai cho pic ¢6 thoi gian luu tuong {mg voi thoi gian
lru ciia pic ceftriaxon trong sic ky dé cia dung dich
ceftriaxon natri chuin.

C. Ché phém phai cho phan {mg (A) cia ion natri (Phu
luc 8.1).

Gidi han acid - kiéu: ]
Dung dich 10 % ché pham trong nwdc khéng co carbon
dioxyd (TT) phéi c6 pH tir 6,0 dén 8,0 (Phu luc 6.2).

Do trong ciia dung c'lich'
Dung dich 1,2 % ché pham trong nwdc khéng co carbon
dioxyd (TT) phai trong (Phu luc 9.2).

Tap chit lién quan

Tién hanh bing phuong phép séc ky 1ong nhu trong phan
Pinh hrong, véi thoi gian séc ky it nhét 1a 2 1in thoi gian
lru cia pic chinh. Dién tich ciia bit ky pic phu ndo trén sic
ky d6 cia dung dich thir déu khong dugc 1én hon dién tich
cua pic chinh trén sic ky d6 cua dung dich thir loang (1 %)
va tong dién tich cta tit ca céc pic phu trén séc ky d6 ciia
dung dich thir khéng dugc 16n hon 5 14n dién tich ciia pic
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