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CERTIFICATE OF ANALYSIS

4 /Product: e / Lorlatinib
CAS NO.: 1454846-35-5 A 77 H #i/Mfg. Date: 20200817
fit 5 /Batch No.: (L) CT0058-20200801 2K H H#H/Retest Date: 20210816
fit & /Batch Size: 0.8kg B AE H #/Sampling Date: 20200818
f,%%/Packing Size: 1 kg/drum & H HH/Report date: 20200818
Far i 35 H For g6 A v (RlIESEES
Analysis Item Specification Results
RN AR AGK AR White to off-white powder E IS REN N
Characteristics Off-white powder
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, , The retention time of test sample major peak complies to ,
Identification Complies
reference standard
KAy
K2 <0.5% 0.2%
Water
ThRE <1.0% 0.5%
Loss on drying
VPR B
KIkesk <1.0% 0.1%
Residue on ignition
= L I Fl?
" BRI <0.20% 0.11%
FHI I o Single impurity
Related subst by HPLC ) S I5il
elated substances by 7% 5 <1.0% 0.20%
Total impurity
A
AL >99.0% 99.80%
Purity
e.cfd
: : >99.5% 99.8%
enantiomeric €xcess
/_\,\E
o 98.0°102.0% 99.51%
Assay
2510 P NI B | 47 o
Conclusion Complies to the enterprise specification
f 17 AT i P R AE
‘s Preserve in tight, light-resistant containers, and store at room temperature
Storage condition
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Analyzed by: Checked by: Approved by:




