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Metronidazole Vaginal Gel

Details for the public consultation of this monograph are as follows:

EAG AIM Anti-infective Medicine

Contact Details Sarah.Bowles@m
Kajetan.Rakowski2@
Oliver.Waddingt

Deadline for Comment 31 m

Target Publication (subject to
change)

Notes: NEW

Action and use

Imidazole antibacterial.

DEFINITION

Metronidazole Vaginal Gel'€@ontains ida in a suitable water-soluble basis.

The vaginal gel ¢ lies with th [remehts stated under Vaginal Preparations and with the
following re : Q

e, C 303

In the Assay, record the UV spectrum of the principal peak in the chromatograms obtained with
solutions (1) and (2) with a diode array detector in the range of 210 to 400 nm.

The UV spectrum of the principal peak in the chromatogram obtained with solution (1) is concordant
with that of the peak in the chromatogram obtained with solution (2);


https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/monographs/metronidazole.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/formulated-general/vaginal-preparations.html?date=2026-01-01

the retention time of the principal peak in the chromatogram obtained with solution (1) is similar to
that of the peak in the chromatogram obtained with solution (2).

TESTS

Acidity
pH, 3.5 to 4.5, Appendix V L.

Related substances

ng soluti@
(1) Transfer a quantity of vaginal gel containing 25 mg of m lejto a 10-mL vo flask.
Disperse in tetrahydrofuran and make up to volume with fte furan. Dilute 1 olution
to 5 mL with the mobile phase and centrifuge.
ilefphase.
mpuri’% tronidazole BPCRS

Carry out the method for liquid chromatography, Appendix 11l D, using »

(2) Dilute 1 volume of solution (1) to 200 volumes in th
(3) 0.00005% w/v each of 2-methyl-5-nitroimida
in mobile phase.

(4) Dilute 1 volume of solution (2) to 10 volu

CHROMATOGRAPHIC CONDITIONS

(a) Use a stainless steel column (2
chromatography (5 um) (Spheris
(b) Use isocratic elution an
(c) Use a flow rate of 1.0 mL
(d) Use an ambient column tem

(e) Use a detectio length of 315
(

(

)
f) Inject 10 uL ach solution.
g) Allow the c tography to pr@ceed f@r three times the retention of metronidazole.

MOBILE PHASE

30 v. f methanol and 7Qy es of 0.01m potassium dihydrogen orthophosphate.
he hromatog
c nce to Metroni

SYSTEM SUITAB

corded under the prescribed conditions, the relative retention with
etention time about 7 minutes) is: impurity A, about 0.7.

The test is id unless, in the chromatogram obtained with solution (3), the resolution between
the peaks due to metronidazole and impurity A is at least 2.0.

LIMITS

In the chromatogram obtained with solution (1):
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the area of any peak corresponding to impurity A is not greater than the area of the principal peak in
the chromatogram obtained with solution (2) (0.5%);

the area of any secondary peak is not greater than 0.2 times the area of the principal peak in the
chromatogram obtained with solution (2) (0.1%);

the sum of the areas of any secondary peaks is not greater than twice the area of the principal peak
in the chromatogram obtained with solution (2) (1.0%).

Disregard any peak with an area less than the area of the principal peak in the chromatogram
obtained with solution (4) (0.05%).

ASSAY Q
Carry out the method for liquid chromatography, Appendix Il D, usigg thefollowing s ti@
(1) Disperse a quantity of vaginal gel containing 5 mg of met in 10 mL ol and

filter (0.2-um PVDF syringe filter is suitable).
(2) 0.05% wl/v of metronidazole BPCRS in methanol.

CHROMATOGRAPHIC CONDITIONS %E
(@) Use a stainless steel column (15 cm x 4.6 ed with/end-c octylsilyl silica gel for

chromatography (5 um) (Zorbax C8 is suit
(b) Use gradient elution and the mobi
(c) Use a flow rate of 1.0 mL per mi

(d) Use an ambient column tempera
(
(

described below.

e) Use a detection wavelength o nm.
f) Inject 10 uL of each solu

MOBILE PHASE &
Mobile phase A gmethanol.
r.

Mobile pha

b ase A (% Mobile phase B (% Comment
viv) viv)
-10 20 80 isocratic
10-1 20—80 80—20 linear gradient
0 80 20 isocratic
5 80—20 20—80 linear gradient
25- 20 80 re-equilibration

DETERMINATION OF CONTENT

Calculate the content of C;H,N,O, in the vaginal gel using the declared content of C;H,N,O, in
metronidazole BPCRS.
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