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Certificate of analysis

(dry product calculation)

AT IR BE A ER
i %4 Hydrocortisone sodium CAS 125-04-2
succinate
ig=: A56293 LR 0K20240909T
A H A 2024-09-09 S H HA 2026-09-08
PATHRUE - VbR v
ST E _ ‘
BT Sl R
SPECIFICATION STANDARD RESULTS
PROPERTIES
H a5 HETEE TEM -
s White or neézinzégﬁiij e
APPEARANCE Y Conform
amorphous powder
55 e
Identify gyt ¢ Conform
/_\,\E
G 4, 6-4. 84% 4. 75%
Sodium content
PR #40° = +150° +144°
Specific rotation
TR <92 0% 1. 2%
Dry weight loss
ST <1.5%
Hydrocortisone < 1.5% 0. 43%
A [i] i HAh Al <1.0% 0. 64%
Other steroids Other impurities < 1.0% 1. 2%
IR <2. 0%
Total impurities < 2.0%
FEZ <<3000ppm
Methanol << 3000ppm 35ppm
aeeResnl ZBR 2.l <5000ppm ND
Residual solvents Ethyl acetate < 5000ppm 495ppm
Al <5000ppm
Acetone < 5000ppm
o 97.0-102. 0% C(F-FitF)
H 97. 0-102. 0% 99. 6%
Content
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Hohb: JERCHEXEEAE 7 SEAEENLRE BB 327 %, HiE4H:100080




