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Cefuroxime for Injection

General Notices

Cefuroxime Injection
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Action and use

Cephalosporin antibacter!

DEFINITI @

pjectio a sterile material consisting of Cefuroxime Sodium with or without
pared by dissolving the dry ingredients in the specified volume just

The contents e sealed container comply with the requirements for Powders for Injections or
InfusionsState Parenteral Preparations and with the following requirements.

Content of cefuroxime, C,;H,,N,O,S

90.0 to 105.0% of the stated amount.

IDENTIFICATION


https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/general-notices/part-ii-1.html
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/monographs/cefuroxime-sodium.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/supplementary-chapters/sc-1/sc-i-d--excipients.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/formulated-general/parenteral-preparations.html?date=2026-01-01

A. The infrared absorption spectrum, Appendix Il A, is concordant with the reference spectrum of
cefuroxime sodium (RS 048).

CONFIRMATION

B. Yield reaction A characteristic of sodium salts, Appendix VI.

TESTS

Acidity or Alkalinity %
pH of a solution containing the equivalent of 10.0% w/v of cefuroxime$ , Appendi :
Related substances

solutions in water.

Carry out the method for liquid chromatography, AppendiX 11| the foll
Prepare the solutions immediately before use.

(1) Dissolve a quantity of the contents of a seal er to prod (o) containing the
equivalent of 0.1% w/v of cefuroxime.

(2) Dilute 1 volume of solution (1) to 100 xolum
(3) Heat 20 mL of a 0.1% w/v solution of céfur sodium B S infa water bath at 60° for

10 minutes, cool and inject immediately jon of de amoylcefuroxime).

CHROMATOGRAPHIC CONDITION “
(@) Use a stainless steel co .5 cm x 4.6 mm)¥packed with particles of silica the surface of
which has been modifiedwith ¢ ically-bop@ed hexylsilyl groups (5 pm) (Spherisorb S5 C6 is

suitable).
(b) Use isocratic i d the mobilegphaseldescribed below.

( Jte
(d) Usean ient column te rature.
(e) aut@sanipler températupe of4°.
(f) : [eCli t 273/ hm.
(9) of each sg%

, the chromatography to proceed for at least 3 times the retention time of

M PHASE

1 volumefof aceto e and 99 volumes of acetate buffer pH 3.4.

SYSTEM SUITABILITY

The test is not valid unless, in the chromatogram obtained with solution (3), the resolution between
the peaks corresponding to cefuroxime and descarbamoylcefuroxime is at least 2.0. If necessary,
adjust the concentration of acetonitrile in the mobile phase.

LIMITS


https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-02/appendix-ii-a--infrared-spectrophotometry.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-02/appendix-ii-a--infrared-spectrophotometry.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/infrared-spectra/cefuroxime-sodium.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-vi-qualitative-reactions-and-tests.html?date=2026-01-01#psodium|and|sodium|salts
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-vi-qualitative-reactions-and-tests.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-05/appendix-v-l--determination-of-ph-values.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/water.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-e/appendix-i-e--reference-materials.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-d/acetate-buffer-ph-3-4.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-chromatographic-separation-techniques.html?date=2026-01-01#presolution|(rs)
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2026-01-01

In the chromatogram obtained with solution (1):

the area of any peak corresponding to descarbamoylcefuroxime (located by comparison with the
chromatogram obtained with solution (3)) is not greater than the area of the principal peak in the
chromatogram obtained with solution (2) (1%);

the area of any other secondary peak is not greater than the area of the principal peak in the
chromatogram obtained with solution (2) (1%);

the sum of the areas of all the secondary peaks is not greater than 3 times the area of the principal

peak in the chromatogram obtained with solution (2) (3%).
Disregard any peak with an area less than 0.1 times the area of the principa the

chromatogram obtained with solution (2) (0.1%).

Water v < >
Not more than 3.5% w/w, Appendix IX C. Use 0.4 g. Q~ %

. Dissolve t ntents of the sealed
2quivalenfo of cefuroxime per mL

10
tion Ais 1.08U per mL.

Bacterial endotoxins

Carry out the test for bacterial endotoxins, App
container in water BET to give a solution containi
(solution A). The endotoxin limit concentra >

ASSAY

Determine the weight of the conten
Appendix X1l C1, Pow,

Carry out the methiod for Jic

(1) Dissolvgaq
the equivale
2) O

The i iti escribed under Related Substances should be used. with the

tity of the

D MINATIONG@F CO N

Calculate(th tent of C,H,;N,O,S in a container of average content weight from the declared
content of C 4NaQ,S in cefuroxime sodium BPCRS. Each mg of C,;H,,N,NaO,S is equivalent to
0.9508 mg of C,;H,sN,O,S.

STORAGE

The sealed container should be protected from light.


https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2026-01-01#f07034BPpsecondary|peaks
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2026-01-01#f07034BPpsecondary|peaks
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-09/appendix-ix-c--determination-of-water.html?date=2026-01-01#f20512
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-09/appendix-ix-c--determination-of-water.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-14/appendix-xiv-c--test-for-bacterial-endotoxins--lal-test-.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-14/appendix-xiv-c--test-for-bacterial-endotoxins--lal-test-.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-14/appendix-xiv-c--test-for-bacterial-endotoxins--lal-test-.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-14/appendix-xiv-c--test-for-bacterial-endotoxins--lal-test-.html?date=2026-01-01#p(3)|water|for|bet|(water|for|bacterial|endotoxins|test)
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-12/appendix-xii-c--consistency-of-formulated-preparations.html?date=2026-01-01#f20905
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-12/appendix-xii-c--consistency-of-formulated-preparations.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/water.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-e/appendix-i-e--reference-materials.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-e/appendix-i-e--reference-materials.html?date=2026-01-01

LABELLING

The label on the sealed container states the quantity of Cefuroxime Sodium contained in it in terms of
the equivalent amount of cefuroxime.





