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Certificate of Analysis

7= AR FEAL =] 4F 7= ARG 000541
Product Name Topiroxostat Product code
==
# 5 22060030541 # & 59.52kg
Batch No. Batch Size
A 5.00Kg/4%, 2 58/4% BYWE P
Package 3.00kg/bag, 2 bags/drum Expiry date '
=5 E.% 23.05.2022 - wﬂ 12.07.2022
Manufacturing Date Test Completion Date
56
ﬁ AR 0S-00-149 (04 /%)
Specification for .
reference 08-00-149 (Version 04)
WIIRE Test items WRHERLSE Acceptance criteria RIS R Results
Sh AR RN ABEBEREOERMEHE Bes&Hm R
Appearance White to light yellow crystalline powder White crystalline powder
eI T N-BEMISRISH®, £ PEITN
ﬂ]g:',‘a‘ 7 / 7 \:ﬁ
Characters B I, £ _I\EPJ—LFT,é HEME
Soluble in N-methylpyrrolidone, slightly
Solubility ) : ) Conform
soluble in DMSO, and practically insoluble
in water
' g FIERBIN AN SRR —H.
B ol - SRS~
the retention time of the main peak should be .
HPLC Consistent with the CRS
consistent with the CRS
¢ Rz 5 XY5R GB BRI — 35 ’
S o= SR BEE—
Infrared absorption spectrum of the product )
9 IR Consistent with the CRS
£yl shall be consistent with the CRS
Identification KRG X B R OTH B R v fR@HY
. e | EBETERA (20) HBN 1037, 16.1°,
%de BB | 206°. 25975 269 7% HEME
sk el. ) XRD of the product shall be consistent with Conform
FIPAGIEon | o oo s [20 is10.3.16.1° 20.6°. 25.9°
5269 ]
T d(0.9) 27 30 um
20um
PSD d(0.9) <30 um
#X[1 B 181 0.10% e viu)
Impurity B<0.10% ND.
EEES 7l T C 181 0.10% —
Related substances Impurity C<0.10% e
ZRE D 1553 0.10%
%P3 D ARSI 0 G655
Impurity D<0.10%
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RIIRE Test items

FRHER E Acceptance criteria

KIEE R Results

Assay

98.0 %~102.0 % (anhydrous substance)

#EBE BT 0.10% EX i
Impurity E<0.10% N.D.
HSMRREARET 0.10% W
Unspecified lmpurlnes<0. 10%
PR o) 0.09%
Total impurities<0.5%
EPEE R8I 0.3% RIGH
Methanol<0.3% N.D.
HEEA (1) SRBREY 0.5% T
Residual Solvents (1) isopropanol<0.5% N.D.
—RPBRAEIT 0.06% E X ivins]
dichloromethane<0.06% N.D.
TREER (2) N-EBEM BRI RS 0.053% G
Residual Solvents (2) N-methylpyrrolidone<0.053%
K> 5T 0.5% T
Water <0.5%
TR RS 0.1% _—
Residue on ignition <0.1%
HER AREELN2—+ HEME
Heavy Metals < 20ppm Conform
Ao iy BILKYtE, S CisHsNs 7y
&&= iE
98.0%~102.0% 100.3%

Version) after crushing, conform to the requirements of the specification.

G AREMTRITH T QS-00-149 (04 1) R BAERL, GRFFAIE.
Conclusion: The product is inspected according to the specification of Topiroxostat 0S8-00-149 (04
< PHAnMA CEU/*
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