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CERTIFICATE OF ANALYSIS

Product Name Abacavir(base) Batch NO. RY20200118
Production date 2020.01.18 Expired Date 2022.01.17
CAS NO. 136470-78-5 Standard Enterprise standard
Tests Limits Test results
Appearance Off white to pink crystalline powder Conforms
The retention time of the major peak of
Identification(HPLC) e sgple SOh.mOfl .correspc.)nds » tl}at ot Conforms
the system suitability solution, obtained
as directed in the test for abacavir
Water <3.0% 0.22%
Abacavir enantiomer <0.3% N.D.
The single impurity <0.5% 0.17%
Related substance
Total impurities<1.5% \@;\\\0 6%,
ﬂ-“ PV
Assay =98% /c‘ ‘73?3 4%) S

Conclusion: This batch meets enterprise standar&;ghé @‘3

o
Tested by: Esther Checked by: Alice Approved by: Mich




