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CERTIFICATE OF' ANALYSN

Product: BudesonideMicronized

Quantity : lkg
Mfg. date: 2023.06.15

Batch No.: 8D230601M

Specification: USP2022

Retestdate: 2026.06,14

Item Specifications Results

Annearance White to o$white, odorless, crystalline powdel 0ff-white, odotless. clystalline powder

Solubilify
Fleely soluble in choloforrn; sparingly soluble in

alcohoi; pactically insoluble in watel and in heptana
Conform

Identification

A:IR.Compar ison: Budesonide CRS.
Sample spectrum is similar to that

of refet'ence standard.

UV:Comparison: Budesonide CRS.
Sample spectrum is sirnilal to that

ofreference standard.

Loss on drying <0.3% 0.2r%

Related substances

1 6 o-Hydroxypredni so lone { 0. 2olo 0.01%

Budesonide acetaldehyde acetal (0. I 0% Not detected

Budesonide d-homo analog{ 0. 1 0% 0.03%

Desonide(0.10% Not detected

Budesonide elyoxal{0.07% 0.02%

Budesonide related compound E(0. 10% 0.02%

Budesonide related compoun d L<0.2% 0.0s%

Budesonide related compound G(0.1 0% 0.02%

Budesonide 2 1 -acetate( 0. I 0% Not detected

Budesonide 2 1 -buryrate( 0. 1 0% Not detected

Any othel individual impurity(0. 1 0% 0.02%

Total specified impurities{ 0.4% 0.13%

Total unspecifi ed impurities( 0.4% 0.06%

EpimerA 40.0-51.0% 41/%

Residual Solvents

Methanol{3000 pprn Not detected

Ethanol (5000ppm 690ppm

Acetone(5000ppm Not detected

Acetonitrile<41Oppm Not detected

Methylene chloride(600PPm Not detected

N-buwraldehyde{ 1 50PPm l0ppm

As(In-house) ( l.5ppm <1.5ppm

Pb(In-house) <0.5ppm <0.5ppn't

Cd(In-house) (0.5ppm <0.5ppm

Hs(In-house) (3ppm <0.5ppm

V(In-house) (10ppm <3ppm

Co(In-house)
(5nnrn <5ppm

<20ppm
Ni(In-house)

100.7o/o
Assay 98.0 - 102.0%

Microbiat control
Total uiable rnicrobial count S 1!99ift/g Confonn
Funsi count {100cfrr/e

Particle Size 100% (l0prnr 95%(5Pm Conforrn

Storage Condition Sealed and protected fi'om light

Conclusion: Complies with the requirements of USP2022
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