CERTIFICATE OF ANALYSIS

TRIAMCINOLONE ACETONIDE MICRONIZED

Batfch: NB2565M Manuf. date: © 09/2021;
' o 43[02(%23 I
METAPHARMACEUTICAL Expiration date: _ 09/2026
N DE LOTE:
0439223 _
Tesis Specificafions Resuits
GENERAL TESTS
Appecrance of the powder white or almost white crystalline pawder Complies
Solubility Complies Complies
Identificafion IR Pasitive Positive
Identifiaction UV Positive Positive
Identification HPLC (EP] Positive Positive
Specific optical rotation (EP) +110° - +117° (anhydrous substance) +111°
Specific rotafion (USP} +118° - +130° 0.4.D. +125:2
Water content NMT 2.0 % 1.2%
Loss on drying (USP) NMT 1.5% 1.25%
ASSAY
Assay HPLC (EP} 97.5% - 102.0% [anhydrous subsiance) 100,10 %
RESIDUAL SOLVENTS
Aceione NMT 1000 ppm 49 ppm
Methanol NMT 900 ppm 87 ppm
Dichlcremetihane NMT 400 ppm N.D.
IMPURITIES
Impurity B NMT 0.20% N.Q.
Impurity C NMT Q.15% N.Q.
Impurity E NMT 0.15% 007 %
Each other single impurity NMT Q.10 % N.Q.
Total impurities NMT 0.50 % 007 %
Any individual impurity (USP} NMT 0.30% 0,05 %
Total impurities {USP] NMT 0.80% 011 %

Compl:es wﬁh CEP and cUSP
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Tests B Specifications _Resufts.
PARTICLE SIZE
Pcriicle size 99% < 10 pm 100 %
Particle size 70% < 5um 82%

_ Complies with cEP and cUSP
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