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from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb-budesonide-20210625.

H

430.53
,20-dione, 16,17-butylidenebis(oxy)-11,21-dihydroxy-,[11b,16a(R)], and 16a,17-[(S)-Butylidenebis(oxy)]-11b,21-
,4-diene-3,20-dione;
-Tetrahydroxypregna-1,4-diene-3,20-dione cyclic 16,17-acetal with butyraldehyde CAS RN®: 51333-22-3; UNII:

®: 51372-28-2; UNII: 168L5HT37P,
®: 51372-29-3; UNII: 2HI1006KPH.

ixture of two epimeric forms, epimer A (C-22S) and epimer B (C-22R). It contains NLT 40.0% and NMT 51.0% of epimer A, and

epimers is NLT 98.0% and NMT 102.0% of budesonide (C,.H,,0,), calculated on the dried basis.

solutions containing Budesonide from light.]

pENTIFICATION TesTs (197), Infrared Spectroscopy: 197K

25 pg/mL
1ol
rria: Meets the requirements

f glacial acetic acid in 1 L of water. Adjust with potassium hydroxide to a pH of 3.9.

setonitrile and Buffer (45:55)

n: 0.06 mg/mL of USP Budesonide RS prepared as follows. Transfer USP Budesonide RS to a suitable volumetric flask,
tonitrile equivalent to 30% of the flask volume, and dilute with water to volume.

: 0.06 mg/mL of Budesonide prepared as follows. Transfer Budesonide to a suitable volumetric flask, dissolve in acetonitrile
0% of the flask volume, and dilute with water to volume.

> system
aphy (621), System Suitability.)

40 nm

m x 25-cm; 3-um packing L1
rature: 50°

_/min
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dard solution and Sample solution

: percentage of budesonide epimer A (Csta4os) in the portion of Budesonide taken:

Result = [rUA/(rUA + rUB)] x 100
eak area of epimer A from the Sample solution

eak area of epimer B from the Sample solution

» percentage of budesonide (C 06) in the portion of Budesonide taken:

26M34
Result = [(r,,, +r,)/(rs, + 1)l x (C/C ) x 100

eak area of epimer A from the Sample solution

eak area of epimer B from the Sample solution

eak area of epimer A from the Standard solution

eak area of epimer B from the Standard solution

oncentration of USP Budesonide RS in the Standard solution (mg/mL)

oncentration of Budesonide in the Sample solution (mg/mL)

ria
%—51.0%
98.0%-102.0% on the dried basis

1L of glacial acetic acid in 1 L of water. Adjust with potassium hydroxide to a pH of 3.9.

dnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 75 25
5 75 25
35 68 32
42 59 41
59 25 75
60 75 25
70 75 25

rile and water (3:7)
'y stock solution A: 0.3 mg/mL of USP Budesonide Related Compound E RS in acetonitrile
'y stock solution B: 0.3 mg/mL of USP Budesonide Related Compound G RS in acetonitrile
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