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Product Name Abemaciclib Product code
#t 5 SH-1-23010403 e % 15.75kg
Batch No. Batch Size
i S.00Kg/S, 2 59 AHNE 26,0103
Package 5.00kg/bag, 2 bags/drum Expiry date o
\/ ‘/_‘
£ EI.% 2023.01.03 iz % 2023.01.12
Manufacturing Date Test Completion Date
KRR .
Coocifio B R RARAE 01
ipécification for Abemaciclib Specification (Version 01)
reference
WIINE Test items WERLSE Acceptance criteria I ZE R Results
NABEBERBESMEMR NEBESMEMR
AW Appearance
MEIR White to yellow crystalline powder Yellow crystalline powder
p— ERWPSE, £RRE. JBIOKPF
. " B RHEHE
ers TRARE Solubility
Slight soluble in acetone, practically insoluble Conform
in Isopropanol, acetonitrile and water.
T ERBN AN SXIRS—H. —
; i . ) S5XRE—H
WAHEIE HPLC the retention time of the main peak should be
Egal Consistent with the CRS
consistent with the CRS
Identific SRR EE—
W SXYIR G ENE —
anon ki IR I_L . ZD tE e, of This produat SXREGEE—E
Z T nfrared absorption spectrum of the produc
" P P P Consistent with the CRS
shall be consistent with the CRS
BPREARET 0.1%
0,
H W Unspecified impurities<0.1% Lz
Related substances IR AREN 0.5% G0
Total impurities<0.5% R
AR5 0.5%
RS 0.5% P
Acetone<0.5%
TR B S BPIRASIT 0.06% 0.007%
Residual Solvents Dichloromethane<0.06% ' ’
CBRAIENET 0.5%
: BZIEE 0 0.01%
isopropyl acetate<0.5%
TR | A5 0.5% 0.0
Loss on drying <0.5%
Kpeskit I 0.1% ]
. . . o PHARMACb [, 007/0
Residue on ignition <0.1% o \\C.a“ = "L/jt,\\
IR MegEpnz—+ [ NWETEA

SCRreTe
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WIS E Test items

PHERLSE Acceptance criteria

U625 R Results

Heavy Metals < 20ppm Conform
RRELRHAEY 10°cfwg (HORM
FERSHAEY g (HOMR ). N S0cfie
Total aerobic microbial count (TAMC)<10°cfu/g
<50cfu/g
(For oral )
; SR NEOEREANSY 10%cfu/g (HOAR
BRI e S e
F) /NF 10cfu/g
Microbial Limit X
Total combined yeasts/moulds count (TYMC) <10cfu/g
<10°cfu/g (For oral)
RIRBBEAERE (1g) N Viun!
Escherichia coli: absent (1g) N.D.
=t BTIREIHE, S CoHnFNsFR
R 98.0%--102.0% 100.29%
Assay

98.0%--102.0% ( dried  substance)

gk ARSI TR R ERRE (015D HE, SRFEIE.
Conclusion: Conform to the requirements of the Abemaciclib Specification (Version 01) .
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