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Product Name Olaparib Batch No.
A H 2022.02.16 H¥E 2024.02.15
Mfg. Date Feb. 16, 2022 Exp. Date Feb. 15, 2024
Kb [ 2022.02.16 i 5 H 3] 2022.02.18
Test Date Feb. 16, 2022 Report Date Feb. 18,2022
S A i1
Specification e Batch Size e
kg0l H R g5
Tests and Results
KL H e e g R gt
Tests Acceptance Criteria Results Conclusion
o wHEAEAAHK B R e
Appearance Should be white to light vellow powder White powder Complies
255 HNMR 5512 "B T ERE
Identification The HNMR spectrum conforms to standard Conforms Complies
B il A3i$0.5% o, N
A 0 .
Loss on drying NMT 0.5% Complies
b aks dic AL 0.1% 0.06% EE
Residue on 1ignition | NMT 0.1% ) Complies
KAy AL 1.0% = FFEE
. 0.12%
Water NMT 1.0% Complies
BARIRD0.15% BB 007%
GES/LA HIARF05% BARE: 0.14% 1§ &
Related substances | Unspecified impurity NMT 0.15% Unspecified impurity: 0.07% Complies
Total impurities NMT 0.5% Total impurities: 0.14%
HRER FHEE<0.5%, FEE<03% Isopropanol: 0.06% TFEHE
Residual solvents Isopropanol NMT 0.5%, Methanol NMT0.3% Methanol: N.D. Complies
GE AMET 99.0% s EHE
Assay NLT 99.0% A Complies
it A di b N R AR R TG, BORTFEINE.
Conclusion The test results comply with the in-house specm i1

*Means the document is under process
Product under patent is for R&D purpose.




