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Budesonide Pressurised Inhalation

General Notices
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Action and use &
Glucocorticoid. &

DEFINITION < ,
ised Inhalﬁ%uspension of Budesonide in a suitable liquid in a pressurised

Budesonij

contaj itted with am valve.
The ised inhalati plies with the requirements stated under Preparations for Inhalation
and wi e following requirements.

PRODUC

The size of aerosol particles to be inhaled is controlled so that a consistent portion is deposited in the
lungs. The fine-particle characteristics of preparations for inhalation are determined using the method
described in Appendix XIl C7. Preparations for inhalation: Aerodynamic Assessment of Fine Particles.
The test and limits should be agreed with the competent authority.

The water content is controlled to ensure the performance of the product as justified and authorised
by the competent authority.


https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/general-notices/part-ii-1.html
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-12/appendix-xii-c--consistency-of-formulated-preparations.html?date=2026-01-01#f20918

Content of budesonide, C,.H,,0O,

80.0 to 120.0% of the amount stated to be delivered by actuation of the valve.

IDENTIFICATION

A. Dilute a quantity of the pressurised inhalation with sufficient water to produce a solution
containing 0.002% w/v of Budesonide and filter. The light absorption of the resulting solution,
Appendix Il B, in the range 200 nm to 350 nm exhibits a maximum only at 247 n
B. In the Assay, the retention time of the principal peak in the chromatogra
(1) is similar to that of the principal peak in the chromatogram obtained

TESTS O
X

with selution
[Ution (2).

Related substances

Carry out the method for liquid chromatography, A @ [l D, usi following solutions,

protected from light.

Solvent A 34 volumes of acetonitrile apd"66 Velumes of phosph ffer solution pH 3.2.
(1) Freeze the pressurised contai nd C; nister. Dissolve a quantity of the
frozen contents containing 2 mg of m etonitrile. Mix with the aid of ultrasound

and add sufficient phosphate b ution pH 3.2 toproduce 10 mL and filter.
(2) Dilute 1 volume of sol#tion (1 mes with 'solvent A.

(3) Dilute 1 volume of jon (2)to5v with solvent A.
CHROMATOGRAPHIC C IONS ‘ ’

(@) Use a stain | colu x 4.6 mm) packed with end-capped octadecylsilyl silica gel

DS2 is suitable).

length of 240 nm.

f) Inject 10 o) solution.
MOBILE PHASE

Mobile phase A 2 volumes of ethanol, 34 volumes of acetonitrile and 66 volumes of phosphate
buffer solution pH 3.2.

Mobile phase B Equal volumes of acetonitrile and phosphate buffer solution pH 3.2.



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-02/appendix-ii-b--ultraviolet-and-visible-absorption-spectrophotome.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-02/appendix-ii-b--ultraviolet-and-visible-absorption-spectrophotome.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/acetonitrile.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-d/phosphate-buffer-solution-ph-3-2.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/phosphate-buffer-solution-ph-3-2.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/silica-gel-for-chromatography--octadecylsilyl--end-capped.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/silica-gel-for-chromatography--octadecylsilyl--end-capped.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-a/ethanol--absolute.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/phosphate-buffer-solution-ph-3-2.html?date=2026-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/appendices/appendix-01/appendix-01-d/phosphate-buffer-solution-ph-3-2.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/phosphate-buffer-solution-ph-3-2.html?date=2026-01-01

Time Mobile phase A  Mobile phase B Comment

(Minutes) (% viv) (% viv)
0-38 100 0 isocratic
38-50 100—0 0—100 linear gradient
50-60 0 100 isocratic
60-61 0—100 100—0 linear gradient
61-70 100 0 re-equilibration
When the chromatograms are recorded under the prescribed conditions etention ti v

SYSTEM SUITABILITY

The test is not valid unless: 0
in the chromatogram obtained with solution (2), th tion betw ks due to epimer B
and epimer A is at least 1.5;

in the chromatogram obtained with solution 8ignal-to-nolse ratio of each of the peaks due to

epimer A and epimer B is at least 10. O O
LIMITS &

In the chromatogram obtaified with Iutio&
the area of any secoa@ary p is not ert the sum of the areas of the epimer peaks in the

chromatogram obta ith solution (2) (0.5%);

ny secdndafy peaks is not greater than 3 times the sum of the areas of the

chromatoSs bidined with solution (2) (1.5%).
s than the sum of the areas of the epimer peaks in the

lution (3) (0.1%).

budesonide epimer B (retention time about 17 minutes) is epimer A,W .

the sum of the a
epimer pe

Epimer A

In the chromato obtained with solution (1), as described under Assay, the content of epimer A
(second peak) is 40.0% to 51.0% of the sum of the areas of the two epimer peaks of budesonide.

ASSAY

Protect the solutions from light.


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-03/appendix-iii-chromatographic-separation-techniques.html?date=2026-01-01#psignal-to-noise|ratio|(s/n)
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

Determine the content of active ingredient delivered by the first 10 successive combined actuations of
the valve after priming. Carry out the procedure for Content of active ingredient delivered by actuation
of the valve described under Appendix Xll C, beginning at the words ‘Remove the pressurised
container from the actuator ..." and ending at the words ‘... to the volume specified in the monograph’,
using 32 mL of acetonitrile in the vessel. Transfer the combined solution and washings obtained from
the set of 10 combined actuations to a flask so that, on dilution to volume with appropriate amounts of
acetonitrile and phosphate buffer solution pH 3.2, the final solution contains 0.002% w/v of
Budesonide in solvent A, as described under Related substances (solution A). Determine the content
of active ingredient in the 10 combined actuations using the following method of analysis.

Carry out the method for liquid chromatography, Appendix Il D, using the following solutions.

(1) Solution A.
(2) 0.002% wl/v of budesonide BPCRS in solvent A.

CHROMATOGRAPHIC CONDITIONS

(@) Use a stainless steel column (15 cm x 4.6 mm) packed wi pped oct gsilylziﬁca gel
for chromatography (3 pm) (Spherisorb ODS2 is suitable).

(b) Use isocratic elution and the mobile phase describe lo

c) Use a flow rate of 1.5 mL per minute.

d) Use a column temperature of 50°.

e) Use a detection wavelength of 240 nm.

f) Inject 20 L of each solution. Q

MOBILE PHASE

2 volumes of ethanol, 34 volumes o and 68 of phosphate buffer solution pH 3.2.

N S
SYSTEM SUITABILITY &
The test is not valid un @hee chromat@btained with solution (2), the resolution between
the peaks due to epigher B an®hepimer at least 1.5.

DETERMINATION O

o~~~ o~

NT

2

e pressurised inhalation from the sum of the areas of the two
g the declared content of C,.H,,O, in budesonide BPCRS.

nt ofNaclive ingredient a second and third time by repeating the procedure on the
middle 10 an th 10 successive combined actuations of the valve, as estimated from the
number of de%available from the container as stated on the label. For each of the three
determinations verage content of C,H,,O, delivered by a single actuation of the valve is within

the limits stated under Content of budesonide.

IMPURITIES

The impurities limited by the requirements of this monograph include those listed under Budesonide.
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