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CERTIFICATE OF ANALYSIS

Steroid S.p:A. Viale Spagna, 156 20093 Cologno Monzese (Ml) - ltaly - Tel.: +39022541731 Fax: 390226700452

Product name:Estradicl Valerate

:Moiecu!ar formula:C23H3203
Release date: 25/01/2021
TManufacturlng date:15/01/2021

. Test .

~ Appearance

Identification
e
 HPLC
Specific Optical Rotation (methanol,
25°C)
UsP

Specific Optical Rotation (methanol,

20°C)
EP

Clarity and degree of opalescence of

solution

Water content (KF)

M.W.: 356,50
gBatch 4numhér' 003721

Retest date: 15/01/2026

Loss on drymg
Freeacid

~ Residual solvents (GC)

; Ethyt acetate
Methanol

_Related substances (HPLC)

Impurity A

Impunty Cc

Impurity D

‘Empunty E

Any unknown 1mpunty '
Total amount

| CAS Number: 979-32-8
Net weight: 1000 GR

i Speaﬁ;atrons - ) Results ;
USP: White crystalline powder Is Comphes
usually odorless but may have a
faint, fatty odor.
EP: White or almost white,
crystalline powder or colourless
~ crystals.
‘Complies ~ Complies
Complies Complies
+41 5 +47 ° 46 °
441 + 447 ° 46 ©
Solution S is clear and colourless Complies
‘Not more than 0.1% 0.0%
Not yqre Ry 1.0 % 0.2%
NP T 0.5 % o 00
97.5.# 102.0% (0.d.b) 99.8 %
_ 100 1 % )

9802 102.0% (0.2.b)

Not more than 5000 ppm
 Not more than 3000 ppm

Not more than 0.2 %

Not md%é than 0.2 % ,
Not more than 0.4 %
‘ ”‘Ngt more than 0.15%

Not more than 0.10%
Not more than 0.5 %

MNotes: This batch has been manufactured according to ICH Q7 guideline,

~ Below reporting thresholod
~ Below reporting threshold
; ‘Below reporting threshold ‘

BeEow detectlon limit
280 ppm

Below detection limit
= max 007% e
1 0.33%

/\

Issued on 07/04/2021

The Head of Q.C.:

Nls) h Da Lio
uallied Person
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