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��� �� !"#$

�� 

�� !�"#$%&'()

��� 

�� !"#$%&'

�� !"#$#% 150�� !"#$Onbrez Breezhaler�� ��!"#$%&'
Onbrez Breezhaler�� !"#$%&'(
�� !"#$%&'()*+,#-./01

�� 

�� !"#$%&'()*+,-./01234567089:;<%=,>

��
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�)�
�� !"#$%&'

�� !"#$%&'()*+,-./�2�� !"#$%&'$%()*(+

�� !"#$%&'( indacaterol �� !"#$%&'()*(�� !")�
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�� !"#$%&'(!"&'#)*+,-./QT�� !"#$%&'()*+
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�AUC��� !"#$%&'Onbrez Breezhaler 300�� !"#$ 7 �� 49 ��

�� 

�� !" lactose monohydrate �
�� !" gelatin �

�� !

�

�� !

2 �

�� !"#$%&'()*+,-

��

30�� !"
Onbrez Breezhaler�� !"#$%&'()*+,-./0123
Onbrez Breezhaler �� !"#$%&'$%()*+

��

Onbrez Breezhaler�� !�"#$%&"'%&($)*+,-$./0 acrylonitrile
butadiene styrene�� !"#$methyl methacrylate acrylonitrile butadiene styrene�� 
�� !"#$%

PA/Alu/PVC - Alu�� !"# 10�� !"#$%&'()*�+,-./01
�� ! 30�� �10�� !"# 3 ���� Onbrez Breezhaler�� !

�� !"#$%&'()*+

�� !"#$%&'()Onbrez Breezhaler�� !�� "# 30�� !"#

�� !"#$

�� !

�� !":

�� !"#$%&'()*+,-"#./&0 !"

�� 

�� !

�� !�"#$%&'()*+,-./012

�� !:

�� !"� #$%

�� !"#$%&'()*+

�� !":

�� !"#$%& ' � '�� !"#$%&'

�� !:

� �� !"#$%
� �� !"#$%&'()*+,� �� !"#$%
� �� ' � '�� !"#$%&'

�� !"#$%&'()*+,-./%01234$56789:;<=

�� !"#6�� !"#$%&'()*+,-+./0123 45'6789:
�� !"#$%&'()*+,!"#$%&-./150�� 300�� !"#$%
0.68 (95% CI [0.47,0.98]�p-value 0.036) � 0.74 (95% CI [0.56,0.96]; p-value 0.026)�
�� !"#$%&'()*

�� !" 6�� !"#$%&'(

�� !
Indacaterol Indacaterol Tiotropium Salmeterol Formoterol

�� !
150 300 18 50 12 �� 

��� ��� ��� �� ! �� !

�� MCID 57a 54a 45a

TDI†�� 62b 71b 57b 47b

�� 59c 54c 41c

�� MCID 53a 49a 38a

SGRQ†� 58b 53b 47b 46b

�� !" 55c 51c 40c

�� !"# 1.3a 1.2a 0.3a

�� !"# 1.5b 1.6b 1.0b n/e 0.4b

puff � / ��

�� !"# 60a 55a 42a

�� !"# 57b 58b 46b n/e 42b

�

�� ! a
�indacaterol 150�� salmeterol�� !"#$%& b

�indacaterol 150 ��

�300�� tiotropium�� !"#$%&c
�indacaterol 300�� formoterol�� !"

†MCID = minimal clinically important difference�� !"#$%&'(�TDI�� ! 1
�� SGRQ�� ! 4 � �
n/e = � 6�� !"#

�� !"#$

Indacaterol�� R-configuration � chiral molecule�
�� !"#$%&'()*+,-./0+12COPD�� !"#
��

�� !"#$indacaterol�� !"#$%&'()*+,-.15�� Indacaterol�
�� !"#(150�� 600 ��)�� !"#$%&'%()*+,-./01'
indacaterol�� !"#$%&'()43%�� !"#$%&'()*+,-./01
��

�� !"#$%&'( Indacaterol �� !"#$ 12 � 14 �� !"#$%&
indacaterol�� !"#$%&'()*+,-.150�� 600�� !"#$%14�
� 24 �� AUC �� 1 �� 2.9 � 3.5 ��

��

Indacaterol�� !"#$%&'()*+,-./2,557�� !"#$%&'()*+
�� !"#$"%�&'()*+,-. 94.1 � 95.3% � 95.1� 96.2% �

�� !

�� !"#$%&$'()*+!,-./012345678!indacaterol�� !
�� !"#$indacaterol�� !"# $%&24��AUC�� 1/3�� !"#$
�� !"#$%&�'()! phenolic O-glucuronide indacaterol � hydroxylated
indacaterol�� !"#$%&'!()*+,-.'�diastereomer�� N-glucuronide
indacaterol� C- � N-dealkylated �� !"#$%&
�� !"#UGT1A1 �� indacaterol�� phenolic O-glucuronide�� UGT �� 
�� !CYP1A1�CYP2D6�CYP3A4�� !"#$%&'()CYP3A4�� !"
indacaterol hydroxylation�� !"#$%&'()*+ indacaterol�� !"#P-gp �
��

��

�� !"#$%&'()*+,!*-./01%indacaterol�� !"#2%�� !
indacaterol�� !"#$0.46�1.2�� /�� !"#$% indacaterol�� 23.3�� /
�� !"#$%&'( indacaterol�� !"#$%&'()*+(�� !"#$�

2-5%)�
�� !"#$%&'()*+,-./0123indacaterol�� !"#$%&'(�
�� !"#$%Indacaterol�� !"#$%&'()*+,-.(54%�� ) �� 
� hydroxylated indacaterol�� (23% �� )�� !"#$%&' 90% �� !"#
�� !"

Indacaterol�� !"#$%&'()*+,-./012 45.5�126�� !"#$%
�� indacaterol�� !"#$%&'()*+ 40� 52�� !"#$%&'()�!
� 12 � 14�� !"#$%&'(
�� !

�� !"#$%&'()*+,-�� !"#$88���� !"#�32-168�� 
�indacaterol�� !"#$%&'()*+,-./0(1.2./3456789+
Indacaterol � Cmax � AUC�� !" #$%&'()*+,-./0123456/
�� !"#$"%&'()*+,-./0+123456789:;<%&'()=

�� !"#

�� !"#$%&"#'()*+,-./0123%'456789

�� !"#$%

�� !"#$ indacaterol�� !"#$%&'()*#+,-.#/012#34
�� !"#$%�2�� !"#$%&'()$%*+,-./01234'5678

�� !"#$%&'()*+,-./012345'678%9:;'"

�� !"#$%&'()* indacaterol�� !"#$%&'()*+,-$. /��

�� !"#$%&'()*+,-./14��Onbrez Breezhaler�� !"F1�� 
�� Indacaterol�� !"#$%&'()!*+'),
�� !"#$%&'()*+,!-��./)012345672�� !"#$%
�6�� !"#$%&'()*+,-./01 2-3456734895:; <
�� !"#$%�2�� !"#$%&'()*+,-./'01234560178

�� !"#$%&'()*(+,-./0123456789&:;<=8


