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Product Name Fulvestrant CAS No. 129453-61-8
Pt s A= H
Batch No. 25031501 Mfg. Date 2025.03.15
& B BRHE
Report Date 2025.03.22 Exp. Date 2027.03.14
Y 1ok RB et oA
Quantity 9 Quality Standard Enterprise Standard
LR | W EE IETEEES
Tests SPECIFICATIONS RESULTS
ShI SREEESIS LR iF N KHEMAK
Appearance White to off-white powder Off-white powder
:fﬁ_f,lj . Conform with standard IR/HPLC Complies
Identification
FU e B
Specific +108°~+115° +110.8°
Rotation
KRR
Residue on <0.1% 0.06%
ignition
TR <0.5% 0.45%
Loss on drying
Ju 0,
&5 A Impurity A<0.1% Not Detected
Z%J5 B Impurity B <0.2% Not Detected
Z&Ji C Impurity C<0.3% 0.06%
Z=J5 D Impurity D<0.6% Not Detected
EPS
Related T E )
substances %) E Impurity E<0.1% Not Detected
Z&J5 F Impurity F<0.15% Not Detected
SRR S — R 0.03%
Max unknown single impurity <0.1%% e
4% Total impurities <1.0% 0.30%
BT A _
Fulvestrant A 42%~48%
AL B 52%~58%

Fulvestrant B

VUSRI THF<0.072%

gl 4]

Solvent Residue — &%t dichloromethane<<0.06%

F % methyl alcohol<0.3%
2 .15 ethyl acetate<0.5%
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G 97.0%~102.0% 99.7%
Assay
L A Az AR HER 6, GRS IE .
W The results conform to the Enterprise standard
Conclusion




