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+,*+/,*+76�2)�35(6&5,%,1*�,1)250$7,21� � 
7KHVH�KLJKOLJKWV�GR�QRW�LQFOXGH�DOO�WKH�LQIRUPDWLRQ� 
QHHGHG�WR�XVH�0<;5('/,1�VDIHO\�DQG�HIIHFWLYHO\���6HH� 
IXOO�SUHVFULELQJ�LQIRUPDWLRQ�IRU�0<;5('/,1�� 

0<;5('/,1��LQVXOLQ�KXPDQ�LQ�VRGLXP�FKORULGH� 
LQMHFWLRQ���IRU�LQWUDYHQRXV�XVH� 
,QLWLDO�8�6��$SSURYDO�������� 
�����������������,1',&$7,216�$1'�86$*(������������������ 
0<;5('/,1�LV�D�VKRUW�DFWLQJ�KXPDQ�LQVXOLQ�LQGLFDWHG�WR� 
LPSURYH�JO\FHPLF�FRQWURO�LQ�DGXOWV�DQG�SHGLDWULF�SDWLHQWV� 
ZLWK�GLDEHWHV�PHOOLWXV������ 
�������������'26$*(�$1'�$'0,1,675$7,21������������� 
x�	 ,QVSHFW�0<;5('/,1�YLVXDOO\�EHIRUH�XVH���,W�VKRXOG� 
DSSHDU�FOHDU�DQG�FRORUOHVV���'R�QRW�XVH�0<;5('/,1�LI� 
SDUWLFXODWH�PDWWHU�RU�FRORUDWLRQ�LV�VHHQ�������� 

x�	 $GPLQLVWHU�0<;5('/,1�LQWUDYHQRXVO\�21/<�XQGHU� 
PHGLFDO�VXSHUYLVLRQ�ZLWK�FORVH�PRQLWRULQJ�RI�EORRG� 
JOXFRVH�DQG�SRWDVVLXP�OHYHOV� ������ 

x� 'R�QRW�DGG�VXSSOHPHQWDU\�PHGLFDWLRQ�RU�DGGLWLYHV�������� 
x� 'R�QRW�XVH�LQ�VHULHV�FRQQHFWLRQV�������� 
x� 'R�QRW�VKDNH�RU�IUHH]H���'LVFDUG�XQXVHG�SRUWLRQ�������� 
x� ,QGLYLGXDOL]H�GRVH�EDVHG�RQ�PHWDEROLF�QHHGV��EORRG� 
JOXFRVH�PRQLWRULQJ�UHVXOWV��DQG�JO\FHPLF�FRQWURO�JRDO�� 
������ 

x�	 'RVDJH�DGMXVWPHQWV�PD\�EH�QHHGHG�ZLWK�FKDQJHV�LQ� 
QXWULWLRQ��UHQDO��RU�KHSDWLF�IXQFWLRQ�RU�GXULQJ�DFXWH� 
LOOQHVV�������� 

�����������'26$*(�)2506�$1'�675(1*7+6������������ 
,QMHFWLRQ�������XQLWV�LQVXOLQ�KXPDQ�LQ�����P/�RI������ 
VRGLXP�FKORULGH����XQLW�P/��LQ�D�VLQJOH�GRVH�FRQWDLQHU����� 
��������������������&2175$,1',&$7,216�������������������� 
x� 'XULQJ�HSLVRGHV�RI�K\SRJO\FHPLD����� 
x� +\SHUVHQVLWLYLW\�WR�LQVXOLQ�KXPDQ�RU�DQ\�RI�WKH� 
H[FLSLHQWV�LQ�0<;5('/,1����� 

�������������:$51,1*6�$1'�35(&$87,216�������������� 
x�	 Hyper- or Hypoglycemia with Changes in Insulin 

Regimen:��&DUU\�RXW�XQGHU�FORVH�PHGLFDO�VXSHUYLVLRQ� 
DQG�LQFUHDVH�IUHTXHQF\�RI�EORRG�JOXFRVH�PRQLWRULQJ�� 
������ 

x�	 Hypoglycemia:��0D\�EH�OLIH�WKUHDWHQLQJ���)DFWRUV�ZKLFK� 
PD\�LQFUHDVH�WKH�ULVN�LQFOXGH�FKDQJHV�LQ�QXWULWLRQ�DQG� 
FR�DGPLQLVWHUHG�PHGLFDWLRQ�DQG�SDWLHQWV�ZLWK�UHQDO�RU� 
KHSDWLF�LPSDLUPHQW���,QFUHDVHG�IUHTXHQF\�RI�EORRG� 
JOXFRVH�PRQLWRULQJ�LV�UHFRPPHQGHG�LQ�SDWLHQWV�DW� 
LQFUHDVHG�ULVN�������� 

� 

x�	 Hypersensitivity Reactions:��6HYHUH��OLIH�WKUHDWHQLQJ�� 
JHQHUDOL]HG�DOOHUJ\��LQFOXGLQJ�DQDSK\OD[LV��FDQ�RFFXU��� 
'LVFRQWLQXH�0<;5('/,1��PRQLWRU��DQG�WUHDW�LI� 
LQGLFDWHG�������� 

x�	 Hypokalemia:��0D\�EH�OLIH�WKUHDWHQLQJ���0RQLWRU� 
SRWDVVLXP�OHYHOV�DQG�WUHDW�LI�LQGLFDWHG�������� 

x�	 Fluid Retention and Heart Failure with Concomitant 
Use of Thiazolidinediones (TZDs):��2EVHUYH�IRU�VLJQV� 
DQG�V\PSWRPV�RI�KHDUW�IDLOXUH��FRQVLGHU�GRVDJH� 
UHGXFWLRQ�RU�GLVFRQWLQXDWLRQ�LI�KHDUW�IDLOXUH�RFFXUV�������� 

�������������������$'9(56(�5($&7,216���������������������� 
$GYHUVH�UHDFWLRQV�REVHUYHG�ZLWK�LQVXOLQ�KXPDQ�LQMHFWLRQ� 
LQFOXGH�K\SRJO\FHPLD��DOOHUJLF�UHDFWLRQV��ZHLJKW�JDLQ�DQG� 
HGHPD������ 

7R�UHSRUW�6863(&7('�$'9(56(�5($&7,216�� 
FRQWDFW�&HOHULW\�3KDUPDFHXWLFDOV��//&�DW����������� 
�����RU�)'$�DW�������)'$������RU� 
www.fda.gov/medwatch�� 

�������������������'58*�,17(5$&7,216���������������������� 
x�	 Drugs that may increase the risk of hypoglycemia:�� 
DQWLGLDEHWLF�DJHQWV��$&(�LQKLELWRUV��DQJLRWHQVLQ�,,� 
UHFHSWRU�EORFNLQJ�DJHQWV��GLVRS\UDPLGH��ILEUDWHV�� 
IOXR[HWLQH��PRQRDPLQH�R[LGDVH�LQKLELWRUV�� 
SHQWR[LI\OOLQH��SUDPOLQWLGH��VDOLF\ODWHV��VRPDWRVWDWLQ� 
DQDORJ��H�J���RFWUHRWLGH���DQG�VXOIRQDPLGH�DQWLELRWLFV����� 

x�	 Drugs that may decrease the blood glucose lowering 
effect:��DW\SLFDO�DQWLSV\FKRWLFV��FRUWLFRVWHURLGV��GDQD]RO�� 
GLXUHWLFV��HVWURJHQV��JOXFDJRQ��LVRQLD]LG��QLDFLQ��RUDO� 
FRQWUDFHSWLYHV��SKHQRWKLD]LQHV��SURJHVWRJHQV��H�J���LQ� 
RUDO�FRQWUDFHSWLYHV���SURWHDVH�LQKLELWRUV��VRPDWURSLQ�� 
V\PSDWKRPLPHWLF�DJHQWV��H�J���DOEXWHURO��HSLQHSKULQH�� 
WHUEXWDOLQH���DQG�WK\URLG�KRUPRQHV����� 

x�	 Drugs that may increase or decrease the blood glucose 
lowering effect:��$OFRKRO��EHWD�EORFNHUV��FORQLGLQH�� 
OLWKLXP�VDOWV��DQG�SHQWDPLGLQH����� 

x�	 Drugs that may blunt the signs and symptoms of 
hypoglycemia:��EHWD�EORFNHUV��FORQLGLQH��JXDQHWKLGLQH�� 
DQG�UHVHUSLQH������ 

6HH����IRU�3$7,(17�&2816(/,1*�,1)250$7,21�� 
� 

5HYLVHG����������� 
� 
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)8//�35(6&5,%,1*�,1)250$7,21���&217(176� � 
�� ,1',&$7,216�$1'�86$*(�
 
�� '26$*(�$1'�$'0,1,675$7,21�
 

���� ,PSRUWDQW�$GPLQLVWUDWLRQ�,QVWUXFWLRQV� 
���� 'RVDJH�,QIRUPDWLRQ� 
���� 'RVDJH�$GMXVWPHQW�GXH�WR�'UXJ�,QWHUDFWLRQV� 

�� '26$*(�)2506�$1'�675(1*7+6�
 
�� &2175$,1',&$7,216�
 
�� :$51,1*6�$1'�35(&$87,216�
 

���� +\SHUJO\FHPLD�RU�+\SRJO\FHPLD�ZLWK�&KDQJHV�LQ� 
,QVXOLQ�5HJLPHQ� 

���� +\SRJO\FHPLD� 
���� +\SHUVHQVLWLYLW\�DQG�$OOHUJLF�5HDFWLRQV� 
���� +\SRNDOHPLD� 
���� )OXLG�5HWHQWLRQ�DQG�+HDUW�)DLOXUH�ZLWK� 

&RQFRPLWDQW�8VH�RI�33$5�JDPPD�DJRQLVWV� 
�� $'9(56(�5($&7,216�
 
�� '58*�,17(5$&7,216�
 

�� 86(�,1�63(&,),&�3238/$7,216� 
���� 3UHJQDQF\�
 
���� /DFWDWLRQ�
 
���� 3HGLDWULF�8VH�
 
���� *HULDWULF�8VH�
 
���� 5HQDO�,PSDLUPHQW�
 
���� +HSDWLF�,PSDLUPHQW�
 

��� 29(5'26$*(� 
��� '(6&5,37,21� 
��� &/,1,&$/�3+$50$&2/2*<� 

����� 0HFKDQLVP�RI�$FWLRQ�
 
����� 3KDUPDFRG\QDPLFV�
 
����� 3KDUPDFRNLQHWLFV�
 

��� 121&/,1,&$/�72;,&2/2*<� 
����� &DUFLQRJHQHVLV��0XWDJHQHVLV��,PSDLUPHQW�RI� 

)HUWLOLW\� 
��� +2:�6833/,('�6725$*(�$1'�+$1'/,1*� 

����� +RZ�6XSSOLHG�
 
����� 6WRUDJH�DQG�+DQGOLQJ�
 

��� 3$7,(17�&2816(/,1*�,1)250$7,21� 

6HFWLRQV�RU�VXEVHFWLRQV�RPLWWHG�IURP�WKH�IXOO�SUHVFULELQJ� 
LQIRUPDWLRQ�DUH�QRW�OLVWHG�� 
� 
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)8//�35(6&5,%,1*�,1)250$7,21� 
�� ,1',&$7,216�$1'�86$*(� 
0<;5('/,1�LV�LQGLFDWHG�WR�LPSURYH�JO\FHPLF�FRQWURO�LQ�DGXOWV�DQG�SHGLDWULF�SDWLHQWV�ZLWK� 
GLDEHWHV�PHOOLWXV�� 
�� '26$*(�$1'�$'0,1,675$7,21� 
���� ,PSRUWDQW�$GPLQLVWUDWLRQ�,QVWUXFWLRQV� 

x�	 ,QVSHFW�0<;5('/,1�YLVXDOO\�EHIRUH�XVH���,W�VKRXOG�DSSHDU�FOHDU�DQG�FRORUOHVV���'R�QRW� 
XVH�0<;5('/,1�LI�SDUWLFXODWH�PDWWHU�RU�FRORUDWLRQ�LV�VHHQ�� 

x�	 $GPLQLVWHU�0<;5('/,1�LQWUDYHQRXVO\�21/<�XQGHU�PHGLFDO�VXSHUYLVLRQ�ZLWK�FORVH� 
PRQLWRULQJ�RI�EORRG�JOXFRVH�DQG�SRWDVVLXP�OHYHOV�>see Warnings and Precautions (5.2, 
5.4)@�� 

x� 'R�QRW�DGG�VXSSOHPHQWDU\�PHGLFDWLRQ�RU�DGGLWLYHV��
 

x� 'R�QRW�XVH�LQ�VHULHV�FRQQHFWLRQV��
 

x� 'R�QRW�VKDNH���'R�QRW�IUHH]H���'LVFDUG�DQ\�XQXVHG�SRUWLRQ��
 
���� 'RVDJH�,QIRUPDWLRQ� 

x�	 ,QGLYLGXDOL]H�DQG�DGMXVW�WKH�GRVDJH�RI�0<;5('/,1�EDVHG�RQ�WKH�LQGLYLGXDO
 V� 
PHWDEROLF�QHHGV��EORRG�JOXFRVH�PRQLWRULQJ�UHVXOWV��DQG�JO\FHPLF�FRQWURO�JRDO�� 

x�	 'RVDJH�DGMXVWPHQWV�PD\�EH�QHHGHG�ZLWK�FKDQJHV�LQ�QXWULWLRQ��FKDQJHV�LQ�UHQDO�RU� 
KHSDWLF�IXQFWLRQ�RU�GXULQJ�DFXWH�LOOQHVV�[see Warnings and Precautions (5.1, 5.2) and 
Use in Specific Populations (8.6, 8.7)].� 

���� 'RVDJH�$GMXVWPHQW�GXH�WR�'UXJ�,QWHUDFWLRQV� 
x�	 'RVDJH�DGMXVWPHQW�PD\�EH�QHHGHG�ZKHQ�0<;5('/,1�LV�XVHG�FRQFRPLWDQWO\�ZLWK� 
FHUWDLQ�GUXJV�[see Drug Interactions (7)]�� 

�� '26$*(�)2506�$1'�675(1*7+6� 
,QMHFWLRQ�������XQLWV�LQVXOLQ�KXPDQ�LQ�����P/�RI������VRGLXP�FKORULGH����XQLW�SHU�P/��DV�D� 
FOHDU��FRORUOHVV�VROXWLRQ�LQ�D�VLQJOH�GRVH�FRQWDLQHU�� 
�� &2175$,1',&$7,216� 
0<;5('/,1�LV�FRQWUDLQGLFDWHG�� 

x� 'XULQJ�HSLVRGHV�RI�K\SRJO\FHPLD� 
x� ,Q�SDWLHQWV�ZLWK�K\SHUVHQVLWLYLW\�WR�LQVXOLQ�KXPDQ�RU�DQ\�RI�WKH�H[FLSLHQWV�LQ� 
0<;5('/,1� 

�� :$51,1*6�$1'�35(&$87,216� 
���� +\SHUJO\FHPLD�RU�+\SRJO\FHPLD�ZLWK�&KDQJHV�LQ�,QVXOLQ�5HJLPHQ� 
&KDQJHV�LQ�LQVXOLQ�VWUHQJWK��PDQXIDFWXUHU��W\SH��RU�PHWKRG�RI�DGPLQLVWUDWLRQ�PD\�DIIHFW� 
JO\FHPLF�FRQWURO�DQG�SUHGLVSRVH�WR�K\SRJO\FHPLD�[see Warnings and Precautions (5.2)]�RU� 
K\SHUJO\FHPLD���7KHVH�FKDQJHV�VKRXOG�EH�PDGH�FDXWLRXVO\�DQG�XQGHU�FORVH�PHGLFDO�VXSHUYLVLRQ� 
DQG�WKH�IUHTXHQF\�RI�EORRG�JOXFRVH�PRQLWRULQJ�VKRXOG�EH�LQFUHDVHG�� 
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���� +\SRJO\FHPLD� 
+\SRJO\FHPLD�LV�WKH�PRVW�FRPPRQ�DGYHUVH�UHDFWLRQ�RI�DOO�LQVXOLQV��LQFOXGLQJ�0<;5('/,1��� 
6HYHUH�K\SRJO\FHPLD�FDQ�FDXVH�VHL]XUHV��PD\�OHDG�WR�XQFRQVFLRXVQHVV��PD\�EH�OLIH�WKUHDWHQLQJ� 
RU�FDXVH�GHDWK���+\SRJO\FHPLD�FDQ�LPSDLU�FRQFHQWUDWLRQ�DELOLW\�DQG�UHDFWLRQ�WLPH�� 
+\SRJO\FHPLD�FDQ�KDSSHQ�VXGGHQO\�DQG�V\PSWRPV�PD\�GLIIHU�LQ�HDFK�LQGLYLGXDO�DQG�FKDQJH� 
RYHU�WLPH�LQ�WKH�VDPH�LQGLYLGXDO���6\PSWRPDWLF�DZDUHQHVV�RI�K\SRJO\FHPLD�PD\�EH�OHVV� 
SURQRXQFHG�LQ�SDWLHQWV�ZLWK�ORQJVWDQGLQJ�GLDEHWHV��LQ�SDWLHQWV�ZLWK�GLDEHWLF�QHUYH�GLVHDVH��LQ� 
SDWLHQWV�XVLQJ�PHGLFDWLRQV�WKDW�EORFN�WKH�V\PSDWKHWLF�QHUYRXV�V\VWHP��H�J���EHWD�EORFNHUV��[see 
Drug Interactions (7)]��RU�LQ�SDWLHQWV�ZKR�H[SHULHQFH�UHFXUUHQW�K\SRJO\FHPLD�� 
5LVN�)DFWRUV�IRU�+\SRJO\FHPLD� 
)DFWRUV�ZKLFK�PD\�LQFUHDVH�WKH�ULVN�RI�K\SRJO\FHPLD�LQFOXGH�FKDQJHV�LQ�QXWULWLRQ�DQG�FR� 
DGPLQLVWHUHG�PHGLFDWLRQ�[see Drug Interactions (7)]���3DWLHQWV�ZLWK�UHQDO�RU�KHSDWLF�LPSDLUPHQW� 
PD\�EH�DW�KLJKHU�ULVN�RI�K\SRJO\FHPLD�[see Use in Specific Populations (8.6, 8.7)]�� 
5LVN�0LWLJDWLRQ�6WUDWHJLHV�IRU�+\SRJO\FHPLD� 
3DWLHQWV�DQG�FDUHJLYHUV�PXVW�EH�HGXFDWHG�WR�UHFRJQL]H�K\SRJO\FHPLD���,Q�SDWLHQWV�DW�KLJKHU�ULVN� 
IRU�K\SRJO\FHPLD�DQG�SDWLHQWV�ZKR�KDYH�UHGXFHG�V\PSWRPDWLF�DZDUHQHVV�RI�K\SRJO\FHPLD�� 
LQFUHDVHG�IUHTXHQF\�RI�EORRG�JOXFRVH�PRQLWRULQJ�LV�UHFRPPHQGHG�� 
���� +\SHUVHQVLWLYLW\�DQG�$OOHUJLF�5HDFWLRQV� 
6HYHUH��OLIH�WKUHDWHQLQJ��JHQHUDOL]HG�DOOHUJ\��LQFOXGLQJ�DQDSK\OD[LV��FDQ�RFFXU�ZLWK� 
0<;5('/,1���*HQHUDOL]HG�DOOHUJ\�WR�LQVXOLQ�PD\�PDQLIHVW�DV�D�ZKROH�ERG\�UDVK��LQFOXGLQJ� 
SUXULWXV���G\VSQHD��ZKHH]LQJ��K\SRWHQVLRQ��WDFK\FDUGLD��RU�GLDSKRUHVLV���,I�K\SHUVHQVLWLYLW\� 
UHDFWLRQV�RFFXU��GLVFRQWLQXH�0<;5('/,1��WUHDW�SHU�VWDQGDUG�RI�FDUH�DQG�PRQLWRU�XQWLO� 
V\PSWRPV�DQG�VLJQV�UHVROYH���0<;5('/,1�LV�FRQWUDLQGLFDWHG�LQ�SDWLHQWV�ZKR�KDYH�KDG� 
K\SHUVHQVLWLYLW\�UHDFWLRQV�WR�LQVXOLQ�KXPDQ�RU�DQ\�RI�WKH�H[FLSLHQWV�LQ�0<;5('/,1�[see 
Contraindications (4)]�� 
���� +\SRNDOHPLD� 
$OO�LQVXOLQV��LQFOXGLQJ�0<;5('/,1��FDXVH�D�VKLIW�LQ�SRWDVVLXP�IURP�WKH�H[WUDFHOOXODU�WR� 
LQWUDFHOOXODU�VSDFH��SRVVLEO\�OHDGLQJ�WR�K\SRNDOHPLD���8QWUHDWHG�K\SRNDOHPLD�PD\�FDXVH� 
UHVSLUDWRU\�SDUDO\VLV��YHQWULFXODU�DUUK\WKPLD��DQG�GHDWK���0RQLWRU�SRWDVVLXP�OHYHOV�DQG�WUHDW�LI� 
LQGLFDWHG�� 
���� )OXLG�5HWHQWLRQ�DQG�+HDUW�)DLOXUH�ZLWK�&RQFRPLWDQW�8VH�RI�33$5�JDPPD�DJRQLVWV� 
7KLD]ROLGLQHGLRQHV��7='V���ZKLFK�DUH�SHUR[LVRPH�SUROLIHUDWRU�DFWLYDWHG�UHFHSWRU��33$5�� 
JDPPD�DJRQLVWV��FDQ�FDXVH�GRVH�UHODWHG�IOXLG�UHWHQWLRQ��SDUWLFXODUO\�ZKHQ�XVHG�LQ�FRPELQDWLRQ� 
ZLWK�LQVXOLQ���)OXLG�UHWHQWLRQ�PD\�OHDG�WR�RU�H[DFHUEDWH�KHDUW�IDLOXUH���3DWLHQWV�WUHDWHG�ZLWK� 
LQVXOLQ��LQFOXGLQJ�0<;5('/,1��DQG�D�33$5�JDPPD�DJRQLVW�VKRXOG�EH�REVHUYHG�IRU�VLJQV�DQG� 
V\PSWRPV�RI�KHDUW�IDLOXUH���,I�KHDUW�IDLOXUH�GHYHORSV��LW�VKRXOG�EH�PDQDJHG�DFFRUGLQJ�WR�FXUUHQW� 
VWDQGDUGV�RI�FDUH��DQG�GLVFRQWLQXDWLRQ�RU�GRVH�UHGXFWLRQ�RI�WKH�33$5�JDPPD�DJRQLVW�PXVW�EH� 
FRQVLGHUHG�� 
�� $'9(56(�5($&7,216� 
7KH�IROORZLQJ�DGYHUVH�UHDFWLRQV�DUH�DOVR�GLVFXVVHG�HOVHZKHUH�LQ�WKH�ODEHOLQJ�� 
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x� +\SRJO\FHPLD�[see Warnings and Precautions (5.2)]� 
x� +\SHUVHQVLWLYLW\�5HDFWLRQV�[see Warnings and Precautions (5.3)]� 
x� +\SRNDOHPLD�[see Warnings and Precautions (5.4)]� 

$GYHUVH�5HDFWLRQV�IURP�&OLQLFDO�6WXGLHV�RU�3RVWPDUNHWLQJ�5HSRUWV 
7KH�IROORZLQJ�DGGLWLRQDO�DGYHUVH�UHDFWLRQV�KDYH�EHHQ�LGHQWLILHG�GXULQJ�FOLQLFDO�VWXGLHV�RU�IURP� 
SRVWPDUNHWLQJ�UHSRUWV�ZLWK�XVH�RI�LQVXOLQ�KXPDQ�LQMHFWLRQ���%HFDXVH�VRPH�RI�WKHVH�UHDFWLRQV�DUH� 
UHSRUWHG�YROXQWDULO\�IURP�D�SRSXODWLRQ�RI�XQFHUWDLQ�VL]H��LW�LV�QRW�DOZD\V�SRVVLEOH�WR�UHOLDEO\� 
HVWLPDWH�WKHLU�IUHTXHQF\�RU�WR�HVWDEOLVK�D�FDXVDO�UHODWLRQVKLS�WR�GUXJ�H[SRVXUH�� 
Adverse reactions associated with insulin initiation and glucose control intensification� 
,QWHQVLILFDWLRQ�RU�UDSLG�LPSURYHPHQW�LQ�JOXFRVH�FRQWURO�KDV�EHHQ�DVVRFLDWHG�ZLWK�D�WUDQVLWRU\�� 
UHYHUVLEOH�RSKWKDOPRORJLF�UHIUDFWLRQ�GLVRUGHU��ZRUVHQLQJ�RI�GLDEHWLF�UHWLQRSDWK\��DQG�DFXWH� 
SDLQIXO�SHULSKHUDO�QHXURSDWK\���2YHU�WKH�ORQJ�WHUP��LPSURYHG�JO\FHPLF�FRQWURO�GHFUHDVHV�WKH�ULVN� 
RI�GLDEHWLF�UHWLQRSDWK\�DQG�QHXURSDWK\�� 
Hypersensitivity reactions 
6HYHUH��OLIH�WKUHDWHQLQJ��JHQHUDOL]HG�DOOHUJ\��LQFOXGLQJ�DQDSK\OD[LV�� 
Hypoglycemia 
+\SRJO\FHPLD�LV�WKH�PRVW�FRPPRQO\�REVHUYHG�DGYHUVH�UHDFWLRQ�ZLWK�0<;5('/,1�� 
Hypokalemia 
0<;5('/,1�FDQ�FDXVH�D�VKLIW�LQ�SRWDVVLXP�IURP�WKH�H[WUDFHOOXODU�WR�LQWUDFHOOXODU�VSDFH�� 
SRVVLEO\�OHDGLQJ�WR�K\SRNDOHPLD�� 
Peripheral edema 
,QVXOLQV��LQFOXGLQJ�0<;5('/,1��PD\�FDXVH�VRGLXP�UHWHQWLRQ�DQG�HGHPD��SDUWLFXODUO\�LI� 
SUHYLRXVO\�SRRU�PHWDEROLF�FRQWURO�LV�LPSURYHG�E\�LQWHQVLILHG�LQVXOLQ�WKHUDS\�� 
Weight gain 
:HLJKW�JDLQ�FDQ�RFFXU�ZLWK�LQVXOLQ�WKHUDSLHV��LQFOXGLQJ�0<;5('/,1��DQG�KDV�EHHQ�DWWULEXWHG� 
WR�WKH�DQDEROLF�HIIHFWV�RI�LQVXOLQ�DQG�WKH�GHFUHDVH�LQ�JOXFRVXULD�� 
Immunogenicity 
$V�ZLWK�DOO�WKHUDSHXWLF�SHSWLGHV��LQVXOLQ�DGPLQLVWUDWLRQ�PD\�FDXVH�DQWL�LQVXOLQ�DQWLERGLHV�WR�IRUP��� 
,QFUHDVHV�LQ�WLWHUV�RI�DQWL�LQVXOLQ�DQWLERGLHV�WKDW�UHDFW�ZLWK�KXPDQ�LQVXOLQ�KDYH�EHHQ�REVHUYHG�LQ� 
SDWLHQWV�WUHDWHG�ZLWK�VXEFXWDQHRXV�LQVXOLQ�KXPDQ�LQMHFWLRQ�� 

�� '58*�,17(5$&7,216� 
7DEOH�����&OLQLFDOO\�6LJQLILFDQW�'UXJ�,QWHUDFWLRQV�ZLWK�0<;5('/,1� 

'UXJV�WKDW�0D\�,QFUHDVH�WKH�5LVN�RI�+\SRJO\FHPLD� 
Drugs: $QWLGLDEHWLF�DJHQWV��$&(�LQKLELWRUV��DQJLRWHQVLQ�,,�UHFHSWRU�EORFNLQJ�DJHQWV��GLVRS\UDPLGH�� 

ILEUDWHV��IOXR[HWLQH��PRQRDPLQH�R[LGDVH�LQKLELWRUV��SHQWR[LI\OOLQH��SUDPOLQWLGH��VDOLF\ODWHV�� 
VRPDWRVWDWLQ�DQDORJ��H�J���RFWUHRWLGH���DQG�VXOIRQDPLGH�DQWLELRWLFV�� 

Intervention: 'RVH�DGMXVWPHQW�DQG�LQFUHDVHG�IUHTXHQF\�RI�JOXFRVH�PRQLWRULQJ�PD\�EH�UHTXLUHG�ZKHQ� 
0<;5('/,1�LV�FR�DGPLQLVWHUHG�ZLWK�WKHVH�GUXJV�� 
'UXJV�WKDW�0D\�'HFUHDVH�WKH�%ORRG�*OXFRVH�/RZHULQJ�(IIHFW�RI�0<;5('/,1� 

Drugs: $W\SLFDO�DQWLSV\FKRWLFV��H�J���RODQ]DSLQH�DQG�FOR]DSLQH���FRUWLFRVWHURLGV��GDQD]RO��GLXUHWLFV�� 
HVWURJHQV��JOXFDJRQ��LVRQLD]LG��QLDFLQ��RUDO�FRQWUDFHSWLYHV��SKHQRWKLD]LQHV��SURJHVWRJHQV��H�J���LQ� 
RUDO�FRQWUDFHSWLYHV���SURWHDVH�LQKLELWRUV��VRPDWURSLQ��V\PSDWKRPLPHWLF�DJHQWV��H�J���DOEXWHURO�� 
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HSLQHSKULQH��WHUEXWDOLQH���DQG�WK\URLG�KRUPRQHV�� 
Intervention: 'RVH�DGMXVWPHQW�DQG�LQFUHDVHG�IUHTXHQF\�RI�JOXFRVH�PRQLWRULQJ�PD\�EH�UHTXLUHG�ZKHQ� 

0<;5('/,1�LV�FR�DGPLQLVWHUHG�ZLWK�WKHVH�GUXJV�� 
'UXJV�WKDW�0D\�,QFUHDVH�RU�'HFUHDVH�WKH�%ORRG�*OXFRVH�/RZHULQJ�(IIHFW�RI�0<;5('/,1� 

Drugs: $OFRKRO��EHWD�EORFNHUV��FORQLGLQH��DQG�OLWKLXP�VDOWV���3HQWDPLGLQH�PD\�FDXVH�K\SRJO\FHPLD�� 
ZKLFK�PD\�VRPHWLPHV�EH�IROORZHG�E\�K\SHUJO\FHPLD�� 

Intervention: 'RVH�DGMXVWPHQW�DQG�LQFUHDVHG�IUHTXHQF\�RI�JOXFRVH�PRQLWRULQJ�PD\�EH�UHTXLUHG�ZKHQ� 
0<;5('/,1�LV�FR�DGPLQLVWHUHG�ZLWK�WKHVH�GUXJV�� 

'UXJV�WKDW�0D\�%OXQW�6LJQV�DQG�6\PSWRPV�RI�+\SRJO\FHPLD� 
Drugs: %HWD�EORFNHUV��FORQLGLQH��JXDQHWKLGLQH��DQG�UHVHUSLQH�� 
Intervention: ,QFUHDVHG�IUHTXHQF\�RI�JOXFRVH�PRQLWRULQJ�PD\�EH�UHTXLUHG�ZKHQ�0<;5('/,1�LV�FR� 

DGPLQLVWHUHG�ZLWK�WKHVH�GUXJV�� 

�� 86(�,1�63(&,),&�3238/$7,216� 
���� 3UHJQDQF\� 
Risk Summary� 
$YDLODEOH�GDWD�IURP�SXEOLVKHG�VWXGLHV�RYHU�GHFDGHV�KDYH�QRW�HVWDEOLVKHG�DQ�DVVRFLDWLRQ�ZLWK� 
KXPDQ�LQVXOLQ�XVH�GXULQJ�SUHJQDQF\�DQG�PDMRU�ELUWK�GHIHFWV��PLVFDUULDJH�RU�DGYHUVH�PDWHUQDO�RU� 
IHWDO�RXWFRPHV�(see Data)���7KHUH�DUH�ULVNV�WR�WKH�PRWKHU�DQG�IHWXV�DVVRFLDWHG�ZLWK�SRRUO\� 
FRQWUROOHG�GLDEHWHV�LQ�SUHJQDQF\�(see Clinical Considerations)���$QLPDO�UHSURGXFWLRQ�VWXGLHV� 
ZHUH�QRW�SHUIRUPHG�� 
7KH�HVWLPDWHG�EDFNJURXQG�ULVN�RI�PDMRU�ELUWK�GHIHFWV�LV�������LQ�ZRPHQ�ZLWK�SUH�JHVWDWLRQDO� 
GLDEHWHV�ZLWK�D�+E$�F�!��DQG�KDV�EHHQ�UHSRUWHG�WR�EH�DV�KLJK�DV��������LQ�ZRPHQ�ZLWK�D� 
+E$�F�!�����7KH�HVWLPDWHG�EDFNJURXQG�ULVN�RI�PLVFDUULDJH�IRU�WKH�LQGLFDWHG�SRSXODWLRQ�LV� 
XQNQRZQ���,Q�WKH�8�6��JHQHUDO�SRSXODWLRQ��WKH�HVWLPDWHG�EDFNJURXQG�ULVN�RI�PDMRU�ELUWK�GHIHFWV� 
DQG�PLVFDUULDJH�LQ�FOLQLFDOO\�UHFRJQL]HG�SUHJQDQFLHV�LV������DQG���������UHVSHFWLYHO\�� 
&OLQLFDO�&RQVLGHUDWLRQV� 
Disease-associated maternal and/or embryo/fetal risk� 
3RRUO\�FRQWUROOHG�GLDEHWHV�LQ�SUHJQDQF\�LQFUHDVHV�WKH�PDWHUQDO�ULVN�IRU�GLDEHWLF�NHWRDFLGRVLV�� 
SUHHFODPSVLD��VSRQWDQHRXV�DERUWLRQV��SUHWHUP�GHOLYHU\��DQG�GHOLYHU\�FRPSOLFDWLRQV���3RRUO\� 
FRQWUROOHG�GLDEHWHV�LQFUHDVHV�WKH�IHWDO�ULVN�IRU�PDMRU�ELUWK�GHIHFWV��VWLOOELUWK��DQG�PDFURVRPLD� 
UHODWHG�PRUELGLW\�� 
'DWD� 
Human Data� 
:KLOH�DYDLODEOH�VWXGLHV�FDQQRW�GHILQLWLYHO\�HVWDEOLVK�WKH�DEVHQFH�RI�ULVN��SXEOLVKHG�GDWD�IURP� 
UHWURVSHFWLYH�VWXGLHV��RSHQ�ODEHO��UDQGRPL]HG��SDUDOOHO�VWXGLHV�DQG�PHWD�DQDO\VHV�KDYH�QRW� 
HVWDEOLVKHG�DQ�DVVRFLDWLRQ�ZLWK�KXPDQ�LQVXOLQ�XVH�GXULQJ�SUHJQDQF\�DQG�PDMRU�ELUWK�GHIHFWV�� 
PLVFDUULDJH��RU�DGYHUVH�PDWHUQDO�RU�IHWDO�RXWFRPHV���$OO�DYDLODEOH�VWXGLHV�KDYH�PHWKRGRORJLFDO� 
OLPLWDWLRQV�LQFOXGLQJ�ODFN�RI�EOLQGLQJ��XQFOHDU�PHWKRGV�RI�UDQGRPL]DWLRQ��DQG�VPDOO�VDPSOH�VL]H�� 
���� /DFWDWLRQ� 
Risk Summary� 
$YDLODEOH�GDWD�IURP�SXEOLVKHG�OLWHUDWXUH�VXJJHVW�WKDW�H[RJHQRXV�KXPDQ�LQVXOLQ�SURGXFWV�� 
LQFOXGLQJ�LQVXOLQ�KXPDQ�LQMHFWLRQ��DUH�WUDQVIHUUHG�LQWR�KXPDQ�PLON���7KHUH�DUH�QR�DGYHUVH� 
UHDFWLRQV�UHSRUWHG�LQ�WKH�EUHDVWIHG�LQIDQWV�LQ�WKH�OLWHUDWXUH���7KHUH�DUH�QR�GDWD�RQ�WKH�HIIHFWV�RI� 
H[RJHQRXV�KXPDQ�LQVXOLQ�SURGXFWV��LQFOXGLQJ�0<;5('/,1��RQ�PLON�SURGXFWLRQ���7KH� 
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GHYHORSPHQWDO�DQG�KHDOWK�EHQHILWV�RI�EUHDVWIHHGLQJ�VKRXOG�EH�FRQVLGHUHG�DORQJ�ZLWK�WKH�PRWKHU¶V� 
FOLQLFDO�QHHG�IRU�0<;5('/,1�DQG�DQ\�SRWHQWLDO�DGYHUVH�HIIHFWV�RQ�WKH�EUHDVWIHG�LQIDQW�IURP� 
0<;5('/,1�RU�IURP�WKH�XQGHUO\LQJ�PDWHUQDO�FRQGLWLRQ�� 
���� 3HGLDWULF�8VH� 
0<;5('/,1�LV�LQGLFDWHG�WR�LPSURYH�JO\FHPLF�FRQWURO�LQ�SHGLDWULF�SDWLHQWV�ZLWK�GLDEHWHV� 
PHOOLWXV�� 
7KH�GRVDJH�RI�0<;5('/,1�PXVW�EH�LQGLYLGXDOL]HG�LQ�SHGLDWULF�SDWLHQWV�EDVHG�RQ�PHWDEROLF� 
QHHGV�DQG�IUHTXHQW�PRQLWRULQJ�RI�EORRG�JOXFRVH�WR�UHGXFH�WKH�ULVN�RI�K\SRJO\FHPLD�[see Dosage 
and Administration (2.2) and Warnings and Precautions (5.2)]�� 
���� *HULDWULF�8VH� 
7KH�HIIHFW�RI�DJH�RQ�WKH�SKDUPDFRNLQHWLFV�DQG�SKDUPDFRG\QDPLFV�RI�LQVXOLQ�KXPDQ�LQMHFWLRQ�KDV� 
QRW�EHHQ�VWXGLHG�� 
(OGHUO\�SDWLHQWV�XVLQJ�0<;5('/,1��PD\�EH�DW�LQFUHDVHG�ULVN�RI�K\SRJO\FHPLD�GXH�WR�FR� 
PRUELG�GLVHDVH�[see Warnings and Precautions (5.2)]�� 
���� 5HQDO�,PSDLUPHQW� 
7KH�HIIHFW�RI�UHQDO�LPSDLUPHQW�RQ�WKH�SKDUPDFRNLQHWLFV�DQG�SKDUPDFRG\QDPLFV�RI� 
0<;5('/,1�KDV�QRW�EHHQ�VWXGLHG���3DWLHQWV�ZLWK�UHQDO�LPSDLUPHQW�DUH�DW�LQFUHDVHG�ULVN�RI� 
K\SRJO\FHPLD�DQG�PD\�UHTXLUH�PRUH�IUHTXHQW�0<;5('/,1�GRVH�DGMXVWPHQW�DQG�PRUH�IUHTXHQW� 
EORRG�JOXFRVH�PRQLWRULQJ�[see Warnings and Precautions (5.2)]�� 
���� +HSDWLF�,PSDLUPHQW� 
7KH�HIIHFW�RI�KHSDWLF�LPSDLUPHQW�RQ�WKH�SKDUPDFRNLQHWLFV�DQG�SKDUPDFRG\QDPLFV�RI� 
0<;5('/,1�KDV�QRW�EHHQ�VWXGLHG���3DWLHQWV�ZLWK�KHSDWLF�LPSDLUPHQW�DUH�DW�LQFUHDVHG�ULVN�RI� 
K\SRJO\FHPLD�DQG�PD\�UHTXLUH�PRUH�IUHTXHQW�0<;5('/,1�GRVH�DGMXVWPHQW�DQG�PRUH�IUHTXHQW� 
EORRG�JOXFRVH�PRQLWRULQJ�[see Warnings and Precautions (5.2)]�� 
��� 29(5'26$*(� 
([FHVV�LQVXOLQ�DGPLQLVWUDWLRQ�PD\�FDXVH�K\SRJO\FHPLD�DQG�K\SRNDOHPLD���0RUH�VHYHUH�HSLVRGHV� 
ZLWK�FRPD��VHL]XUH��RU�QHXURORJLF�LPSDLUPHQW�FDQ�EH�WUHDWHG�ZLWK�LQWUDPXVFXODU�RU�VXEFXWDQHRXV� 
JOXFDJRQ�RU�LQWUDYHQRXV�JOXFRVH���6XVWDLQHG�PRQLWRULQJ�PD\�EH�QHFHVVDU\�EHFDXVH�K\SRJO\FHPLD� 
PD\�UHFXU�DIWHU�DSSDUHQW�FOLQLFDO�UHFRYHU\���+\SRNDOHPLD�PXVW�EH�FRUUHFWHG�DSSURSULDWHO\���>see 
Warnings and Precautions (5.2, 5.4)] 

��� '(6&5,37,21� 
,QVXOLQ�KXPDQ�LV�D�VKRUW�DFWLQJ�KXPDQ�LQVXOLQ���,W�LV�D�SRO\SHSWLGH�KRUPRQH�DQG�LV�SURGXFHG�E\� 
UHFRPELQDQW�'1$�WHFKQRORJ\��XWLOL]LQJ�Pichia pastoris �D�\HDVW��DV�WKH�SURGXFWLRQ�RUJDQLVP��� 
,QVXOLQ�KXPDQ�LV�UHJXODU�KXPDQ�LQVXOLQ�DQG�KDV�WKH�HPSLULFDO�IRUPXOD�&���+���1��2��6��DQG�D� 
PROHFXODU�ZHLJKW�RI������� 
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)LJXUH�����6WUXFWXUDO�IRUPXOD�RI�,QVXOLQ�+XPDQ� 
0<;5('/,1��LQVXOLQ�KXPDQ�LQ�VRGLXP�FKORULGH�LQMHFWLRQ��IRU�LQWUDYHQRXV�XVH�LV�D�VWHULOH�� 
SUHVHUYDWLYH�IUHH��QRQS\URJHQLF��FOHDU��DTXHRXV��DQG�FRORUOHVV�VROXWLRQ�VXSSOLHG�LQ�D�����P/� 
*$/$;<�VLQJOH�GRVH�FRQWDLQHU���0<;5('/,1�FRQWDLQV�����XQLWV�RI�LQVXOLQ�KXPDQ�LQ����� 
PLOOLOLWHUV�RI������VRGLXP�FKORULGH�LQMHFWLRQ���(DFK�PLOOLOLWHU�RI�VROXWLRQ�FRQWDLQV���XQLW�,QVXOLQ� 
+XPDQ��863��������PJ�'LEDVLF�6RGLXP�3KRVSKDWH�$QK\GURXV��863�������PJ�0RQREDVLF� 
6RGLXP�3KRVSKDWH�0RQRK\GUDWH��863����PJ�6RGLXP�&KORULGH��863��DQG�:DWHU�IRU�,QMHFWLRQ�� 
863���7KH�S+�UDQJH�LV���������� 
��� &/,1,&$/�3+$50$&2/2*<� 
����� 0HFKDQLVP�RI�$FWLRQ� 
7KH�SULPDU\�DFWLYLW\�RI�LQVXOLQ��LQFOXGLQJ�0<;5('/,1�LV�WKH�UHJXODWLRQ�RI�JOXFRVH� 
PHWDEROLVP���,QVXOLQV�ORZHU�EORRG�JOXFRVH�E\�VWLPXODWLQJ�SHULSKHUDO�JOXFRVH�XSWDNH��HVSHFLDOO\� 
E\�VNHOHWDO�PXVFOH�DQG�IDW��DQG�E\�LQKLELWLQJ�KHSDWLF�JOXFRVH�SURGXFWLRQ���,QVXOLQ�LQKLELWV� 
OLSRO\VLV�DQG�SURWHRO\VLV��DQG�HQKDQFHV�SURWHLQ�V\QWKHVLV�� 
����� 3KDUPDFRG\QDPLFV� 
0<;5('/,1�LV�D�VKRUW�DFWLQJ�LQVXOLQ���7KH�WLPH�FRXUVH�RI�LQVXOLQ�DFWLRQ��L�H���JOXFRVH� 
ORZHULQJ��PD\�YDU\�FRQVLGHUDEO\�LQ�GLIIHUHQW�LQGLYLGXDOV��ZLWKLQ�WKH�VDPH�LQGLYLGXDO��DQG� 
GLIIHUHQW�GRVHV���,Q�D�GRXEOH�EOLQG��UDQGRPL]HG��FURVVRYHU��HXJO\FHPLF�JOXFRVH�FODPS�VWXG\� 
GHVFULEHG�EHORZ��WKH�DYHUDJH�RQVHW�RI�DFWLRQ��GHILQHG�DV�VWDUW�RI�LQWUDYHQRXV�JOXFRVH�LQIXVLRQ� 
GXULQJ�WKH�FODPS��ZDV�DSSUR[LPDWHO\����PLQXWHV�DIWHU�VWDUWLQJ�RI�WKH�LQWUDYHQRXV�LQIXVLRQ� 
DGPLQLVWUDWLRQ���7KH�JOXFRVH�LQIXVLRQ�UDWH�JUDGXDOO\�LQFUHDVHG�WR�D�PD[LPXP�UHVSRQVH�RI������ 
PJ�NJ�PLQ�DIWHU���KRXUV�RI�KXPDQ�LQVXOLQ�LQIXVLRQ�� 
����� 3KDUPDFRNLQHWLFV� 
,Q�D�GRXEOH�EOLQG��UDQGRPL]HG��FURVVRYHU��HXJO\FHPLF�JOXFRVH�FODPS�VWXG\��ILIW\�HLJKW�KHDOWK\� 
PDOH�VXEMHFWV�EHWZHHQ����DQG����\HDUV�RI�DJH�UHFHLYHG�DQ�LQWUDYHQRXV�LQIXVLRQ�RI�HLWKHU� 
0<;5('/,1�RU�DQRWKHU�KXPDQ�LQVXOLQ�DW���PLOOL8QLW�NJ�PLQ�IRU���KRXUV�������XQLWV�NJ�WRWDO� 
GRVH����2Q�DYHUDJH��LQVXOLQ�FRQFHQWUDWLRQV�RI�DERXW�����S0�ZHUH�DWWDLQHG�DSSUR[LPDWHO\�IURP� 
����KRXUV�WR���KRXUV�DIWHU�VWDUWLQJ�LQWUDYHQRXV�LQIXVLRQ�RI�0<;5('/,1��IROORZHG�E\�D�UHWXUQ�WR� 
WKH�EDVHOLQH�OHYHO�����KRXUV�DIWHU�VWRSSLQJ�LQWUDYHQRXV�LQIXVLRQ�� 
0HWDEROLVP�DQG�(OLPLQDWLRQ� 
7KH�PHDQ�WHUPLQDO�KDOI�OLIH�IURP�FRQFHQWUDWLRQ�GDWD�DIWHU�VWRSSLQJ�WKH�LQWUDYHQRXV�LQIXVLRQ�ZDV� 
HVWLPDWHG�WR�EH������PLQXWHV�LQ�KHDOWK\�YROXQWHHUV�� 
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6SHFLILF�3RSXODWLRQ� 
7KH�HIIHFWV�RI�JHQGHU��DJH��REHVLW\��UHQDO�DQG�KHSDWLF�LPSDLUPHQW�RQ�WKH�SKDUPDFRG\QDPLFV�DQG� 
SKDUPDFRNLQHWLFV�RI�LQVXOLQ�KXPDQ�LQMHFWLRQ�KDYH�QRW�EHHQ�VWXGLHG�� 
��� 121&/,1,&$/�72;,&2/2*<� 
����� &DUFLQRJHQHVLV��0XWDJHQHVLV��,PSDLUPHQW�RI�)HUWLOLW\� 
6WDQGDUG���\HDU�FDUFLQRJHQLFLW\�VWXGLHV�LQ�DQLPDOV�KDYH�QRW�EHHQ�SHUIRUPHG�WR�HYDOXDWH�WKH� 
FDUFLQRJHQLF�SRWHQWLDO�RI�LQVXOLQ�KXPDQ�LQMHFWLRQ�� 
+XPDQ�LQVXOLQ�LV�QRW�PXWDJHQLF�LQ�WKH�IROORZLQJ�in vitro�WHVWV���7KH�FKURPRVRPDO�DEHUUDWLRQ� 
DVVD\�LQ�KXPDQ�O\PSKRF\WHV��WKH�PLFURQXFOHXV�DVVD\�LQ�PRXVH�SRO\FKURPDWLF�HU\WKURF\WHV��DQG� 
WKH�PXWDWLRQ�IUHTXHQF\�DVVD\�LQ�&KLQHVH�KDPVWHU�FHOOV�� 
6WDQGDUG�UHSURGXFWLRQ�DQG�WHUDWRORJ\�VWXGLHV�LQ�DQLPDOV��LQFOXGLQJ�IHUWLOLW\�DVVHVVPHQWV�KDYH�QRW� 
EHHQ�FRQGXFWHG�ZLWK�LQVXOLQ�KXPDQ�LQMHFWLRQ�� 
��� +2:�6833/,('�6725$*(�$1'�+$1'/,1*� 
����� +RZ�6XSSOLHG� 
0<;5('/,1��LQVXOLQ�KXPDQ�LQ�VRGLXP�FKORULGH�LQMHFWLRQ��FRQWDLQV�����XQLWV�����P/���� 
XQLW�P/��RI�LQVXOLQ�KXPDQ�LQ������VRGLXP�FKORULGH�DQG�LV�D�FOHDU��FRORUOHVV�VROXWLRQ�DYDLODEOH�DV�� 
� 

����P/�VLQJOH�GRVH�*$/$;<�FRQWDLQHU��SDFNDJH�RI�����1'&�������������� 
� 
����� 6WRUDJH�DQG�+DQGOLQJ� 
6WRUH�0<;5('/,1�LQ�WKH�UHIULJHUDWRU�����)�WR����)�>��&�WR���&@��LQ�WKH�RULJLQDO�FDUWRQ�WR� 
SURWHFW�IURP�OLJKW�XQWLO�DGPLQLVWUDWLRQ���'R�QRW�XVH�DIWHU�WKH�H[SLUDWLRQ�GDWH�SULQWHG�RQ�WKH�FDUWRQ� 
DQG�FRQWDLQHU�ODEHO�� 
,I�QHHGHG��0<;5('/,1�PD\�EH�VWRUHG�DW�URRP�WHPSHUDWXUH�XS�WR����)�����&��IRU�XS�WR����GD\V� 
LQ�WKH�RULJLQDO�FDUWRQ���2QFH�VWRUHG�DW�URRP�WHPSHUDWXUH��GR�QRW�SODFH�EDFN�LQ�WKH�UHIULJHUDWRU��� 
'LVFDUG�0<;5('/,1�DIWHU����GD\V�LI�VWRUHG�DW�URRP�WHPSHUDWXUH�� 
'R�QRW�IUHH]H�DQG�GR�QRW�XVH�0<;5('/,1�LI�LW�KDV�EHHQ�IUR]HQ���'R�QRW�VKDNH�� 
��� 3$7,(17�&2816(/,1*�,1)250$7,21� 
+\SRJO\FHPLD� 
,QIRUP�SDWLHQWV�WKDW�K\SRJO\FHPLD�LV�WKH�PRVW�FRPPRQ�DGYHUVH�UHDFWLRQ�ZLWK�LQVXOLQ���,QIRUP� 
SDWLHQWV�WKDW�WKHLU�DELOLW\�WR�FRQFHQWUDWH�DQG�UHDFW�PD\�EH�LPSDLUHG�DV�D�UHVXOW�RI�K\SRJO\FHPLD�� 
� 
+\SHUVHQVLWLYLW\�5HDFWLRQV� 
$GYLVH�SDWLHQWV�WKDW�K\SHUVHQVLWLYLW\�UHDFWLRQV�KDYH�RFFXUUHG�ZLWK�LQVXOLQ�KXPDQ�LQMHFWLRQ�[see 
Warnings and Precautions (5.3)]�� 
� 
0DQXIDFWXUHG�IRU�� 
&HOHULW\�3KDUPDFHXWLFDOV��//&� 
5RVHPRQW��,/������� 
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� 
0DQXIDFWXUHG�E\�� 
%D[WHU�+HDOWKFDUH�&RUSRUDWLRQ� 
'HHUILHOG��,/������� 
� 
*DOD[\�DQG�0\[UHGOLQ�DUH�WUDGHPDUNV�RI�%D[WHU�,QWHUQDWLRQDO�,QF�� 
� 
ZZZ�FHOHULW\SKDUPD�FRP� 
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