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CERTIFICATE OF ANALYSIS

Product =B

Abiraterone acetate BEBSFILLYSA

Batch No. #t& 2010L71BA Mfg. Date 4£7=HHH 2022. 09. 20
Weight (k) EE (kg 50. 00 Retest Date SI&HHA 2024. 09.19
Tests Results Unit Acceptance Criteria
=] ZR B o
Appearance Zp3 White = White or almost white crystalline powder
crystalline Aalkaasgadnk
powder Bl A 4%
MR
Particle size d(0.5) 5 um <10
RESH d(.9 12 im <30
Identification IR ZI4MeerEsE Complies - The infrared absorption spectrum of the
©a HFENE sample should correspond to the spectrum
of the reference substance. 2 GHBYLIIMAE
MR S R S %t R S B — 2
HPLC BT aiEx Complies - The retention time of the major peak of the
HFERE sample solution corresponds to that of the
reference solution, as obtained in the
assay. ER BRI TIZRNEIEE-D, i
AR IR R EERT B N S R R
KR EBRTE—BL,
Specific optical rotation(anhydrous =57 ° -54~ -58
substance) ELREE (LKD)
Water 7k% 0.02 % <0.25
Residue on ignition (AIRE 0.07 % <0.1
Pd 58 (ICP-MS) <2.5 ppm <10
Assay (anhydrous substance) (HPLC) 99.7 % 98.0~102.0
&8 GRFKkED
Related Impur ity EPA Z%J& EPA N. D. % =<0.15
substances Impurity EPB Z¥J5 EPB N. D. % <0.15
BAXRYR Impurity TL Z%f TL N.D. % <0.10
Impurity BM Z%fi BM N.D. % <0.10
Impurity YMZ&E YM N. D. % <0.10
Single unspecified 0.04 % <0.10
impur ity HE$ M HR
Total impurities 0.09 % <0.50
BHRA
Residual Ethano! ZE¥ N. D. ppm <5000
Solvents
BRI
Microbial Total aerobic <100 ofu/g <1000
Limits microbial count
RNEMRE EEELY
Total molds and yeasts <20 cfu/g <100
count
EFNBEEEY
Escherichia coli Absent = Absent (1g)
KIFREBE FEH AEEE (1)
Conclusion Z5i& : Conforms to in house specification. & FREFERAERA. m
IBRALLAL
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