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Product Name Fumarate Test specification
its (eSS
Batch Number C098A230801 Packaging specification CO98A
A H Eiiis
.07. 25k
Manufacturing Date 2023.07.20 Batch Size Ske
HI ] e H
Retest Date 2025.07.19 Report Date 2023.08.31
A
K d Enterprise Standard
Test Reference
Lind A e R RREER Ly
Test Items Criteria Result Conclusion
IR Characters
Lo AR EBEE s B R A g R R . Fra e
Appearance White or almost white crystalline powder. White crystalline powder. Conforms
A AE T IR, KRR R | A A T TR RS R A, KON
W, TECREPRERR, ROV, | PRE, 75 ORI R, EClE+
Fefirt Soluble in dimethyl sulfoxide, slightly soluble | JL-FA¥. Soluble in dimethyl sulfoxide, o
o in water and methanol, slightly soluble in water PrE e
Solubility ) . Conforms
very slightly soluble in ethanol, and almost and methanol, very slightly soluble in
insoluble in acetonitrile. ethanol, and almost insoluble in
acetonitrile.
%5 Identification
e AR T LA RS P R o R P B | AR R LA IR A P s o ) P e At
EARE 37 ; Fra e
IR Identification —%{, IR absorption spectrum should be —%{. IR absorption spectrum is in C Df
in accordance with the reference standard. accordance with the reference standard. ontorms
S BENED ORI EY, fHaE | £S5 ENER T ok EiEE D, gl
T 0 R B I T 825500 R PR D P | VAT T WA 0 R B I T e B R
B i — R F 7 B o 1] —
HPLC %5 1R le. ﬁ. . 4 ) O B N ) — 2 e
. . The retention time of the main peak ofthe test | The retention time of the main peak of
HPL C Identification . . . L . ! Conforms
solution should be consistent with that the test solution is consistent with that
ofthe reference solution, as obtained in the ofthe reference solution, as obtained in
assay. the assay.
T Test
iR e S A o2
et 3.2-42 3.8 e lie
Acidity Conforms
Koy FraflE
<(0.5% 0
Water <05% 0.1% Conforms
RS Fra e
<0.19 .059
Residue on ignition 0-1% 0.05% Conforms
HER Fra e
<10 <10
Heavy metals PP PP Conforms
H W5 HPLC Related Substances HPLC
i API-ZZ1 <0.20% EN FFEE
Impurity API-ZZ1 s Not detected Conforms
25 API-ZZ2 <0.10% AR RE 6 EE
Impurity API-ZZ2 e Not detected Conforms
Ju P I e
J&J5 API-ZZ3 RE 6 LE
<0.20° 0819
Impurity API-ZZ3 0.20% 0.081% Conforms
I API-ZZ5 <0.20% 0.025% REEE
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Test Items Criteria Result Conclusion
Impurity API-ZZ5 Conforms
&t API-ZZ7 <0.10% A H FFEHE
Impurity API-ZZ7 e Not detected Conforms
4R API-ZZ8 <0.10% At FrERE
Impurity API-ZZ8 e Not detected Conforms
JLFE St AT 2
4R API-ZZ9 FrERE
< 0 o
Impurity API-ZZ9 <020% 0.034% Conforms
J&JHR M1-222 At FrERE
. <0.20%
Impurity M1-ZZ2 Not detected Conforms
KA FFERE
<0.10% .0289
Unspecified Impurities 0-10% 0.028% Conforms
=} )Lﬁﬁ G A%I_l pu,
SR T arRE
<1.09 .39
Total Impurities 1.0% 0.3% Conforms
= I g S A o
R 23.5%~26.5% 25.1% fraile
Fumarate Conforms
5% BH 575 Residual Solvents
i _ St TeE
Methanol =3000ppm Not detected Conforms
2 e
<
Ethanol 5000ppm 114ppm Conforms
27 s FEME
<
Ethyl acetate 5000ppm 28ppm Conforms
i ARG H FFERE
<
Acetonitrile 410ppm Not detected Conforms
N, N-Z F3E 2t fi FFERE
? <
N, N-dimethylacetamide 1090ppm 33ppm Conforms
WAEYIPR FE S EE Microbiological Limit
B HreaE
Total Aerobic Microbial = 1U°clu/g cIu/g
Conforms
Count
5 SR A Rt
Total Yeasts &Moulds <10%cfu/g cTu/g
Conforms
Count
NI7E ) AT H /g A th/g e HE
Escherichia coli Not detected/g Not detected/g Conforms
P — VN
v 98.0%~~102.0% 100.0% e
Assay Conforms

45k AR aE.

Conclusion: The test results conform to Enterprise Standard.
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