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Cefotaxime Sodium Sterile

ChP,EP, USP

Packing: 5kg/tin, 2tin/carton
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FREEAE Specification

TEEHF 13y R 25
Main ifem Factory standard ChP2000
(L7 BE, XAERMRABER, TALRMARER. | A0, XACUARAEER, TARMTHHRL.
Awhite, almost white or pale yellowlsh-white Awhlte, almost white or pale yellowish-white
Characters crystal; odourless of slightly char crystal; odourless of slightly characterlstic.
4 4 3 5 0 °
Specific optical rotation +56°+64 +56°+64
Wl 3R
Specific absorbance 400-440 400-440
BE (PH)
Acidity 4.7-6.0 4.5-6.5
B E
< <
Clarity of solution <0.5 <1
&
iy <Y¥3 or <0Y3 <Y8 or <0Y8
Color of solution
i <3.0% <6. 0%
Water
SREFREEY Bl it, <0.2% LlEfampsit, <0.5%
Cefotaxime polymer <0.2% (with reference fo Cefotaxime) <0.5% (with reference to Cefotaxime)
sENE EHEAWT, SLPREHE>92. 0% | HEKDIT, &LFEH >86. 0%
292.0% of Cefotaxime, calculated on =86.0% of Cefotaxime, calculated on
Assay the anhydrous basls. the anhydrous basls.
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Effect of temperature on assay
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Effect of temperature on colour of solution
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MEETEMIKXIE Accelerated Stabllity Test

ﬁ)ﬁfzt FEHRNME
75%+5%RH Maln test lterns
e ®REH (B 4t R Py KHH(8) 28 o0 AW %) | ARME %
Lot No. Test perlod Characters Clarlty of solution | Colour of solution Water Assay Polymers Related substance
B S -
REER g e <vs
(ChP2000) e et <1 H0V8 <6. 0% =86. 0% <0.5 2.0
030420015 0 Wy <0.5 <v3 0.9 95.6 0.04 1.2
1 %l b <0.5 =Y4 0.7 95.0 0.07 1.2
2 ¥ il <0.5 <Y5 1.1 93.4 0.07 1.4
3 delodod <0.5 <Y5 1.2 93.2 0.10 1.2
HEER
030420016 ol 8 <0.5 <v3 1.5 95.2 0.04 1.2
1 i <0.6 <Y5 1.8 94.8 0.06 1.3
2 Ve S <05 <Y6 1.8 94.6 0.08 1.4
3 ool <0.5 <Y5 1.6 94.2 0.12 1.7
030420017 0 e <0.5 <¥2 1.3 94.8 0.04 1.2
1 ok <0.6 =v4 1.5 94.5 0.06 1.3
2 8ok <0.5 <Y3 1.8 94.2 0.08 1.4
3 Kl <0.5 <Y5 2.1 94.0 0.09 1.7




