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Product Name
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Tenofovir alafenamide fumarate

CAS No.

1392275-56-7
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Chemical Name

N-[(S)-[[(1R)-2-(6- 5 FHE-OH - NS -0 Kk )-1 - FF Bk 2, S0 B ] P R T ik ) - L- PR
2 1-HE B RE, (2B)-2- T iR (2:1)
N-[(S)-[[(1R)-2-(6-Amino-9H-purin-9-yl)-1-methylethoxy|methyl]phenoxy-phosphinyl]-
L-alanine 1-methylethyl ester, (2E)-2-butenedioate (2:1)
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21051701 2021.05.17
Batch No. Manu. Date
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2021.05.30 2021.05.31
Anal. Date Report Date
IR Al i HHHH
. 2023.05.16
According to Enterprise standard Retest Date
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Testing Items Specification Results
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Description White or off- white crystalline powder White crystalline powder
FEEh 5, (EOREER, fKPIgE, £
R e LT A FEE e
Solubility Easy soluble in methanol, soluble in ethanol, slightly | Complies
soluble in water, almost insoluble in acetonitrile
%)Jj‘ . 130°C~132°C 130.1°C~131.5°C
Melting point
. FFE e
IR: Xt s — Conf d with WS
P 5% —3 (Conformed wi ) Complies
Identification R e
entiticatio HPLC: 5% 85— (Conformed with WS) e
Complies
o I
R 0.06%
BRYR Individual impurity: <0.2%
Related Substances hs 3 %l:. B 0.18%
Total impurities: <1.0%
=
= E’@, . 10.0%~12.0% 11.3%
Fumaric acid
K5y
<0.59 0.299
Water content & 9%
oE 98.0% - 102.0%
Assay
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Conclusion Complies with Enterprise standard
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