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Certificate of Analysis

AR 5

Product Name: Elacestrant dihydrochloride Batch No:
P AR AL E XN AR #it5: RD16832308
Production Date: Test Date: Quantity:
A HM: 2023.12.19 O H#H: 2023.12.25 HfiE: 10.00g
Retest Date: Certificate No:
SRE: 2024.12.18 MEFE: XY1116424006
Recommended storage conditions: Ordinary temperature CAS No:
TR HIR(10-30°C) CAS 5: 1349723-93-8
Test Items Specification Test Result
(RS P [ORVESEN
Appearance White to yellow to gray solid White solid
¥ gray
AR F 0 23 2 R (G [SRENERES
Identity(HPLC) RT confirmation with that of standard Conforms
S5 0 (o AR 5 bt it % B e 1] — B &
Identity(IR) The IR §pectrum should be concordant T —
BRI with the standard spectrum e
i Atk i B 5 2 R R — 5
’;;S:i‘zy 97.0%~103.0% 99.54%
';%’%y >98.0% 99.66%
Impurity A < Not detected
0.10%
AR A S Ay i
Impurity B
40 B <0.10% 0.026%
Impurity C o o
el C <0.10% 0.019%
Any unknown single impurity 2
0.10% 0.055%
AE R 0 5 e )
Total lgg:rmcs <2.0% 0.34%
Chiral purity 599 0% 99.77%
FAEARE -
Water content(Karl Fischer) .
; <5.0% 0.43%
RSP (IR B b ) ’ ’
Melting point Report result
o 227.2~227.6°C
8 SEBR I AE
Polymorphic Form PHARMACE, Conforms
Form NG SN2 e
£ S L T AN i
Conclusion #5i4: Qualified &% l < ;\W <~{,.. o
S i =
2= QC
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