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CERTIFICATE OF ANALYSIS
Name of Product: Estradiol Hemihydrate EP/BP (Micronised) Page No. :1of é
Batch No. : ESDy-25003M2 A.R No. : AR/FP/ESDy/25/0195 | Effective d@@@}/OS/ZO%
Mfg. Date : Jun.-2025 Sampling Date. : 17/06/2025 Retest. Date : May.-2030
Ref. Specification : LC/QC/FP/ESDy/001-03 Release Date = 26/06/2025 1
B A 0
ST. No. Test Result Spesqié}tion
1.0 | Description White crystalline White or almost vﬁhj{%;rﬁtal]jne powder or
micronised powder colourless crystals.
. Practically insdlyblg in water, soluble in acetone,
2.0 | Solubility Complies sparingly sglublein ethanol (96 per cent) and
;.slightlyﬁ_ghiﬁglg in methylene chloride.
Identification i /)
A) Melting Point 1774°C 10178.2°C [ JI556,10 180°C
Yé,.;li(-,Sper:.tt'um of sample should be concordant
B) IR ‘with the IR spectrum obtained from Estradiol
Hemihydrate WS/CRS.
3.0 The principal spot in the chromatogram obtained
with the test solution is similar in position , color in
C) TLC daylight, fluorescence in ultraviolet light at 365 nm
and size to the principal spot in the chromatogram
obtained with the reference solution (a).
D) Chemical Test Pink color develops with yellowish fluorescence
E) Water P \%,C)bmplies If complies with test for water content.
4.0 | Specific optical rotafion N, +8L5° +76.0° to + 83.0° (anhydrous substance).
5.0 | Water content ¥ 3.29% wiw Between 2.9 to 3.5 % w/w
Related Substances (By HPLC)
Impurity-A ® Not Detected NMT 0.3%
Impurity-B Ay, 0.03% (BDL) NMT 0.3%
6.0 |Impurity-C Not Detected NMT 0.3%
Impurity-D 0.01%(BDL) NMT 0.3%
Unspé"c,ij_igi Impurity Below disregard limit NMT 0.10%
Total Impurities 0.04% NMT 0.5%
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CERTIFICATE OF ANALYSIS

Name of Product: Estradiol Hemihydrate EP/BP (Micronised) Page No. :20fg2
‘ P
Batch No. : ESDy-25003M2 AR No. : AR/FP/ESDy/25/0195 | Effective &@/08/2024
Mfg. Date : Jun.-2025 Sampling Date. : 17/06/2025 Retest. Date : May.-2030
Ref. Specification : LC/QC/FP/ESDy/001-03 Release Date  : 26/06/2025 &:
A,
S7. No. Test Result Spé@i{ig@iﬂon
NLT 97.0% & NME 103.0 % w/w
0,
7.0 | Assay (By UV) 99.82% wiw (aniliydrens e sis),
Residual Solvent
8.0 | Methanol Below quantitation limit NMT 3000’ppm
Acetone 126 ppm NMT ;090‘])pn1
Additional Test (Particle size) L L
D15 0.82 pm 1A "
00 |DSO 1.65 pm _ f‘i"‘;{m
D% 3.50 pm 4 <4 pm
D 99 570 pm  A\rSt <7 pm
D 100 762pm NNV [<10pm
R v 4 ; ]
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Remarks: The above material comyfies / does- GEgomp
Storage: Store in airtight container and protge: rofn light.
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