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Quantification of DNA Reactive (Mutagenic) Impurities in Pharmaceuticals
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Tablel [REFEIZHITZFHMYPOEIE ICH-Q3AR2) "

| HRAEBESEE Y | #EOVELRHIE ™ BEREDVLELRIE REMHEROVLELRE
<2g/H 0.05% 0.10% XI[% 0.15% XIX
1 BiERE 1.0 mg 1 BEERE 1.0 mg
(EB LMVELVA) (EL HHELVA)
>2g/H 0.03% 0.05% 0.05%
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Table3 EROTHMYIZH+ZHERERE ICHM7?

B 5 HiM 1A AUT 1nBB125BZET 1 EBI0EET 10 FE—HF
1 BER=E
(1 g/day) 120 20 10 15
Table4 HBHOFHMIZHT S4B 1 BRERE ICHM7?
%5 AR 17 AUTF 17AB125B%ET 1EB1I0EET 10 £ 8—%E
1 BRiEmZ
(u g/day) 120 60 30 S

NEEROEERD 1 BRAREGENSCHBET H L Fig! DL IITHE (ppm A—F—XIEZTNLUT) &
DREEENMVEICGLIEZFZONET,

[REH D DNA RSt (ZERM) FRMOHFERE (opm)

= HRENRE (ug/day) /1 HRARERE= (g/day)
f5l) 1 BERKI%5E 100 mg T. DNA RiGtE (ZEFEY) THYOHFBEREN 1.5 pg/day DIHE
HFARMBE =15 (neg/day) /0.1 (g/day) =15 ppm
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Table5 FFEIRIL LC/MS/MSEICE TR E RSO/ T— 3 VR

I5H AR R
KAk 0.0005~0.02 u g/mL [ZH 1+ 55l | #EREEHRER =099 LI E
iE ETIREIZHT S FRINEURER 70~130%
0.1 ppm, 1 ppm, 2 ppm FRAN[EYRZE
EABRM 0.05 ppm, 0.1 ppm Rl — & & HEXHRERE 5%kK i
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