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Budesonide Inhalation Powder

General Notices

Budesonide Powder for Inhalation, metered dose powder inhaler
Details for the public consultation of this monograph are as follows:

EAG/Panel/Working Party Medicinal Ch Is

Contact Details michael.wha .gov.uk
maryna.dmitrii ra.gov.u

Deadline for Comment

Target Publication Date (subject
to change)

Notes Re\@mograph
re too restrictive; se provide batch/stability data

demq ate that an increase is required.
Relate stances Threshold amended.

Action and use

Glucocorticoid.

DEFINITIO

ists of Budesonide in microfine powder or aerodynamically
ined with a suitable carrier. It is administered by a dry-powder inhaler.

PRODUCTION

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.


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-17/appendix-xvii-a--particle-size-of-powders.html?date=2026-01-01#pmicrofine|powder
https://www.uat.pharmacopoeia.tso.co.uk/bp-2026/formulated-general/preparations-for-inhalation.html?date=2026-01-01
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

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

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

80.0 to 120.0% of the stated amount.

IDENTIFICATION

A. Dilute a quantity of the inhalation powder with sufficient water to produc
0.002% w/v of Budesonide and filter. The light absorption of the resultin
the range 200 nm to 350 nm exhibits a maximum only at 247 nm.

ioh, Appendixdl B, in
B. In the Assay, the retention time of the principal peak in the chro obtain@ on
0)

(1) is similar to that of the principal peak in the chromatogram obtain solutio .
C. For products containing lactose disperse 0.25 g of the in ﬁ; wder in 5 é r. Add

n containing

5 mL of 6M ammonia and heat in a water bath at 80° for 10 mi orange ris
produced.

ORG
O

der Inhajation ers using the following method of
chromatography, Appendix Il D, using the following

Solvent A 34 volu itri 6 volimes of phosphate buffer solution pH 3.2.

(1) Collect sin 0 of the preparati eing examined using the procedure described under
Inhalation Powd iformity ered dose and dissolve the collected dose in sufficient solvent
Ato prod solution contain % w/v of Budesonide.

(2) 0.0 budesenide BRCRS in solvent A.
CHAPHIC co %

(@) Use a stainlesSysteel column (15 cm x 4.6 mm) packed with end-capped octadecylsilyl silica gel
for chromatograpim m) (Spherisorb ODS2 is suitable).

(b) Use isocratjc glution and the mobile phase described below.

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 200 pL of each solution.

Uniformity of delivered dose

Complies with the requirement
analysis. Carry out the method

o~~~ o~

MOBILE PHASE

2 volumes of ethanol, 34 volumes of acetonitrile and 66 volumes of 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-01/appendix-01-a/lactose.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-a/ammonia.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-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/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

SYSTEM SUITABILITY

The test is not valid unless, in the chromatogram obtained with solution (2), the resolution between
the peaks due to epimer B and epimer A is at least 1.5.

DETERMINATION OF CONTENT

Calculate the amount of budesonide, C,.H,,0O,, per delivered dose using the declared content of

C,sH,,04 in budesonide BPCRS. Repeat the procedure as described for reservoir systems under
Inhalation Powders, Uniformity of delivered dose.

protected from light.

Related substances @
Carry out the method for liquid chromatography, Appendix 11l D, usin wing s@

Prepare a mixture of 34 volumes of acetonitrile and 66 volamesf phosphate bifier tion pH 3.2
(solvent A).

(1) Dissolve a quantity of the inhalation powder ¢ ' mg of Bud ein 3.4 mL of
acetonitrile. Mix with the aid of ultrasound, add su )hosph r solution pH 3.2 to produce
10 mL and filter. F

(2) Dilute 1 volume of solution (1) to 200 v ith solvent
(3) Dilute 1 volume of solution (2) to @ with sol A.
CHROMATOGRAPHIC CONDITIONS

(@) Use a stainless steel colum m x 4. mmed with end-capped octadecyisilyl silica gel
for chromatography (3 Spheriserb ODS32 is suitable).
as

u
a

(b) Use gradient elutj the mobile

(c) Use a flow rat 14mL per minutg.

(d) Use acolumnt erature of 50°

(e) Use adete elengt .
(f) Inject L@t each soludi

MOBI US

Mob eA 2vo ethanol, 34 volumes of acetonitrile and 66 volumes of phosphate
buffer selution p 2.

Mobile phas al volumes of acetonitrile and phosphate buffer solution pH 3.2.

escribed below.



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-e/appendix-i-e--reference-materials.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 Ais 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

chromatoﬁ 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 Uniformity of delivered dose, 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

Use the average of the individual results determined in the test for Uniformity of delivered dose.


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





