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®. ldentification mﬁﬁlﬁhumuﬁizﬂu Finished product specification
. YTuusiedfgy ®&.0-eo0&.0% labeled amount of Tiotropium
o. Fine particle dose less than & mcm ®.¢ — & mcg/capsule
& Uniformity of dosage units mmﬂhumuﬁixﬂu Finished product specification
&. Uniformity of delivered dose miﬁ]mummﬁsxﬂu Finished product specification
o. Particulate contamination
- Particles < @o mcm =< &oooo particles/capsule
- Particles >=@0 mcm =< oo particles/capsule
- Particles > b& mcm =< en& particles/capsule

o). Water content

. Degradation

.60 - ®0.l9 %

- BlIHoaSE Not more than o.m%
- BlHoeXX Not more than o.e%
- BAaenzBR Not more than o.m%
- SCHeven®BR Not more than o.e%
- BAmenwBR and SCHevane BR Not more than o.m%
- Individual , unidentified Not more than o.&¢%
- Total Not more than @.0%
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nzilou (finished product specification) g TafiMLARMAIMABIINGAU (drug substance specification)
nsdinegsemnsasundaudluiiugy svfeuuenatsnsvenily (8.€) anwisy finished product

specification Way/%39 drug substance specification

. LINENTIUTAUINTFIUNTHENYD
fndndosionansiuseunnsgiunssdnenundninariuas3snsfitlunisudine PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lnguiiagau PIC/S participating authorities
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n.e HAN1IATI9IATIERANANRERSsiedn5a3Uveenin (Certificate of analysis of finished
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alo HANINTIVIATIBAAUN N TRGAUYRIENEIAYY (Certificate of analysis of drug substance)
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