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7KH�,QFLGHQWV� 5HFDOOV�DQG�6KRUWDJHV�%UDQFK�LQ�WKH�2IILFH�RI�&RPSOLDQFH�LV�UHTXHVWLQJ�D�KHDOWK�
KD]DUG�HYDOXDWLRQ�IRU�D�VSHFLILF�SURGXFW�GHIHFW GHVFULEHG�EHORZ� 3OHDVH�FRPSOHWH�VHFWLRQ�%��

3/($6(�83/2$'�&203/(7('�)250�72�'$5576 $1'�(/(&7521,&$//<�6,*1�$1'�25�(�
0$,/�6,*1('�3')�72�FGHU�2&�UHFDOOVDQGVKRUWDJHV#IGD�KKV�JRY

6HFWLRQ�$ �&RPSOHWHG�E\�WKH ,QFLGHQWV��5HFDOOV�DQG�6KRUWDJHV�%UDQFK�6WDII�

++(�5HTXHVWHU� /DYRQLD�+XII
,QFLGHQWV��5HFDOOV�DQG�6KRUWDJHV�%UDQFK��56%�
'LYLVLRQ�RI�6XSSO\�&KDLQ�,QWHJULW\��'6&,�
2IILFH�RI�'UXJ�6HFXULW\��,QWHJULW\��	�5HVSRQVH��2'6,5�
2IILFH�RI�&RPSOLDQFH
(�PDLO��/DYRQLD�KXII#IGD�KKV�JRY
3KRQH������� ��������

'DWH�RI�5HTXHVW -XO\��������
'DWH�(YDOXDWLRQ�1HHGHG $6$3
5HTXHVWHG�2IILFH� '13'�
$SSOLFDWLRQ�7\SH�1XPEHU��LI�
DSSOLFDEOH

1$

3URGXFW�'HVFULSWLRQ 0XOWLSOH�$HURVRO�6XQVFUHHQ�3URGXFWV��VHH�SURGXFW�OLVW
DQG�WHVW UHVXOWV�ZLWKLQ�ILUPV�++( DWWDFKHG�

3URGXFW�,QGLFDWLRQ
3URGXFW�/DEHOLQJ
)LUP ,QIRUPDWLRQ -RKQVRQ�DQG�-RKQVRQ

1DWXUH RI�3UREOHP �GHVFULEH�LQ�GHWDLO�WKH�UHDVRQ�IRU�++(�UHTXHVW��DGG�)$5��0HG:DWFK��
DQDO\WLFDO�GDWD�LQ�$SSHQGLFHV�
)LUP�WHVWLQJ�IRXQG�EHQ]HQH�FRQWDPLQDWLRQ�DERYH�,&+�DQG�863�OLPLWV� %HQ]HQH�UHVXOWV�
UDQJHG�IURP �����WR����� SSP� 3OHDVH�HYDOXDWH�WKH�ULVN�WR�D�FRQVXPHU�WKDW�ZRXOG�XVH WKH�
SURGXFW�

$GYHUVH�(YHQW�,QIRUPDWLRQ

$GYHUVH�(YHQW�4XHVWLRQ <HV 1R
,V�&'(5�5HFDOOV�DZDUH�RI�DGYHUVH�HYHQWV�DVVRFLDWHG�ZLWK�WKLV�SURGXFW�GHIHFW" ;

,I�<HV��SURYLGH DGYHUVH�HYHQW LQIRUPDWLRQ�LQ�WKH�VHFWLRQ�EHORZ �H�J�� ORW�EDWFK�QXPEHU��WLPHIUDPH�
DVVRFLDWHG�ZLWK�WKH�DGYHUVH�HYHQW�V� LI�NQRZQ�

�WDEOH�FDQ�H[SDQG��FKDUDFWHU�OLPLW�7%'�
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6HFWLRQ�% �&RPSOHWHG�E\�2*'�RU�21'�

'HWHFWDELOLW\

'HWHFWDELOLW\�4XHVWLRQV <HV 1R
,V�WKH�GHIHFWLYH�SURGXFW�HDVLO\�LGHQWLILHG�E\�D UHJXODU XVHU�RI�WKH�SURGXFW" ;
,V�WKH�GHIHFWLYH�SURGXFW�HDVLO\�LGHQWLILHG�E\ D�QHZ�XVHU�RI�WKH�SURGXFW"� ;

5DWLRQDOH IRU�'HWHFWDELOLW\�6HOHFWLRQV �6ROLFLW�LQSXW�IURP�234��LI�DSSOLFDEOH�
$FFRUGLQJ�WR�7KH�1DWLRQDO�,QVWLWXWH�IRU�2FFXSDWLRQDO�6DIHW\�DQG�+HDOWK��1,26+���
�%HQ]HQH�KDV�D�VZHHW��DURPDWLF��JDVROLQH�OLNH�RGRU��0RVW�LQGLYLGXDOV�FDQ�EHJLQ�WR�VPHOO�
EHQ]HQH�LQ�DLU�DW�����WR�����SSP��7KH�RGRU�WKUHVKROG�JHQHUDOO\�SURYLGHV�DGHTXDWH�ZDUQLQJ�
IRU�DFXWHO\�KD]DUGRXV�H[SRVXUH�FRQFHQWUDWLRQV�EXW�LV�LQDGHTXDWH�IRU�PRUH�FKURQLF�
H[SRVXUHV��

:KLOH�EHQ]HQH KDV�D GHWHFWDEOH�RGRU� VXQVFUHHQV��HVSHFLDOO\�DHURVROV� FDQ KDYH�D�YDULHW\�
RI�RGRUV� )RU�WKDW�UHDVRQ��D�FRQVXPHU�ZKR�GHWHFWV�WKH�RGRU�RI�EHQ]HQH�PD\�QRW�LGHQWLI\�
WKH�SURGXFW DV�GHIHFWLYH��

3URGXFW ,QWHQGHG 8VH DQG /DEHOLQJ Refer to Appendix for product labeling, indication, dosing, 
and warnings.

,V�WKH�H[WHQW�RI�SURGXFW�XVH�JUHDWHVW�IRU�DSSURYHG�XVH�LQGLFDWLRQV�DV�LQGLFDWHG�LQ�WKH�ODEHO�RU�IRU�
NQRZQ�RII�ODEHO�XVHV"

5HVSRQVH
/DEHOHG�XVH WR�SUHYHQW�VXQEXUQ�DQG�GHFUHDVH�WKH�ULVN�RI�VNLQ�FDQFHU�DQG�HDUO\�VNLQ�DJLQJ

3URGXFW�&RQVXPSWLRQ

,V�XVH�RI�WKH�GHIHFWLYH SURGXFW��L�H���UHFRPPHQGHG�GRVLQJ�UHJLPHQ�DQG�PD[LPXP�WRWDO�GDLO\�
GRVH��FRQVLVWHQW�ZLWK�GRVLQJ�UHFRPPHQGDWLRQV�SURYLGHG�LQ�WKH�ODEHOLQJ�IRU�WKH�IROORZLQJ�
SRSXODWLRQV�

x 0RVW OLNHO\�WR�XVH�WKH�SURGXFW"
x 0RVW�DW�ULVN"

5HVSRQVH �)RU�SURGXFW�PL[�XSV��SOHDVH�DOVR�SURYLGH�WKH�LQIRUPDWLRQ�IRU�WKH�SURGXFW�ZLWK�ZKLFK�
WKH PL[�XS�FRXOG RFFXU�

� %HQ]HQH� 6\VWHPLF�$JHQW��(PHUJHQF\�5HVSRQVH�6DIHW\�DQG�+HDOWK�'DWDEDVH��7KH�1DWLRQDO�,QVWLWXWH�IRU�
2FFXSDWLRQDO�6DIHW\�DQG�+HDOWK��1,26+���$FFHVVHG�RQ�$SULO���������DW��
KWWSV���ZZZ�FGF�JRY�QLRVK�HUVKGE�HPHUJHQF\UHVSRQVHFDUGB���������KWPO
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8VH�RI�WKH GHIHFWLYH�VXQVFUHHQ�SURGXFW LV�OLNHO\�FRQVLVWHQW�ZLWK�GRVLQJ�UHFRPPHQGDWLRQV�
IRU�LQGLYLGXDOV�PRVW�OLNHO\�WR�XVH�DQG�PRVW�DW�ULVN�IURP�WKH SURGXFW�

3DWLHQW�3RSXODWLRQ
Check all that apply

0RVW�/LNHO\ WR�8VH 0RVW�DW�5LVN IURP
SURGXFW GHIHFW�

,QIDQWV ;
&KLOGUHQ ; ;
:RPHQ�RI�FKLOG�EHDULQJ�DJH ; ;
3UHJQDQW�ZRPHQ ; ;
1XUVLQJ�0RWKHUV ; ;
,PPXQH�VXSSUHVVHG�LQGLYLGXDOV ; ;
6SHFLDO�&OLQLFDO�6LWXDWLRQV ; ;
$GXOWV ; ;
(OGHUO\ ; ;
2WKHU �GHVFULEH�LQ�UDWLRQDOH�EHORZ� ;

3URYLGH�UDWLRQDOH EHORZ�IRU�WKH�VHOHFWLRQ�V��LQ�WKH�WDEOH� :LWKLQ�WKH�SRSXODWLRQ�PRVW�DW�ULVN IURP�
WKH�GHIHFW��FRXOG�LQGLYLGXDOV�VXIIHULQJ�IURP�DQ\�FRQGLWLRQV RU�GLVHDVHV�EH�DW�PRUH�RU�OHVV�ULVN�
DQG� LI�VR��ZK\"�

5DWLRQDOH
,QIDQWV�DUH�XQOLNHO\�WR�XVH�WKH SURGXFW�EHFDXVH WKH�'UXJ�)DFWV�ODEHO�VWDWHV��³&KLOGUHQ�
XQGHU���PRQWKV�RI�DJH��$VN�D�GRFWRU�´ DQG�³.HHS�RXW�RI�UHDFK�RI�FKLOGUHQ�´

,QGLYLGXDOV�ZLWK�DOWHUHG�VNLQ�DEVRUSWLRQ��L�H���LQIDQWV��HOGHUO\��EURNHQ�VNLQ� DQG�
LQGLYLGXDOV��ZKR�DUH�H[SRVHG�WR�EHQ]HQH IURP�RWKHU�VRXUFHV��H�J���VPRNHUV�RU�
RFFXSDWLRQDO�HQYLURQPHQWDO�H[SRVXUH���PD\�EH�DW�JUHDWHU�ULVN�

7KH�$JHQF\�IRU�7R[LF�6XEVWDQFHV�DQG�'LVHDVH�5HJLVWU\��$6'75��SHHU�UHYLHZ�SDQHO IRU�
EHQ]HQH� LGHQWLILHG�ULVN�IDFWRUV�ZLWK�KXPDQ�GDWD�WR�VXSSRUW�LQFUHDVHG�VXVFHSWLELOLW\�WR�
EHQ]HQH�WR[LFLW\�

x *HQHWLF SRO\PRUSKLVPV�DVVRFLDWHG�ZLWK�SURFHVVHV�UHODWHG�WR�EHQ]HQH�PHWDEROLVP
x 0HGLFDO�FRQGLWLRQV�WKDW�LQFOXGH�UHGXFHG�ERQH�PDUURZ�IXQFWLRQ�RU�GHFUHDVHG�EORRG

IDFWRUV
x (WKDQRO�XVH��ZKLFK�FDQ�HQKDQFH�WKH�KHPDWRWR[LF�HIIHFWV�RI�EHQ]HQH

5HJDUGLQJ�EHQ]HQH�WR[LFLW\�LQ�FKLOGUHQ��WKH�$6'75�SHHU�UHYLHZ�SDQHO�IRU�EHQ]HQH�GLG�
QRW�ORFDWH�KXPDQ�RU�DQLPDO�HYLGHQFH�RI�DJH�UHODWHG�GLIIHUHQFHV�LQ�VXVFHSWLELOLW\�WR�
EHQ]HQH�WR[LFLW\��

� 7R[LFRORJLFDO�3URILOH�IRU�%HQ]HQH��$JHQF\�IRU�7R[LF�6XEVWDQFHV�DQG�'LVHDVH�5HJLVWU\��$6'75���������$FFHVVHG�
RQ����������DW��KWWSV���ZZZ�DWVGU�FGF�JRY�WR[SURILOHV�WS��SGI
� 7R[LFRORJLFDO�3URILOH�IRU�%HQ]HQH��$JHQF\�IRU�7R[LF�6XEVWDQFHV�DQG�'LVHDVH�5HJLVWU\��$6'75���������$FFHVVHG�
RQ����������DW��KWWSV���ZZZ�DWVGU�FGF�JRY�WR[SURILOHV�WS��SGI
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+HDOWK�+D]DUG�&OLQLFDO�$VVHVVPHQW

'HVFULEH�WKH�FOLQLFDO�VLJQLILFDQFH�RU�KHDOWK�LPSOLFDWLRQV�RI�WKH�SURGXFW�GHIHFW��L�H���DGYHUVH�KHDOWK�
FRQVHTXHQFHV�WKDW�FRXOG�RFFXU�ZLWK�XVH�RI�WKH�SURGXFW��

5DWLRQDOH
$FFRUGLQJ�WR�WKH�,&+�JXLGHOLQH�4�&��5���RQ�LPSXULWLHV��WKHUH�LV�VXIILFLHQW�HYLGHQFH�WR�
HVWDEOLVK�WKDW�EHQ]HQH�LV�D�KXPDQ�FDUFLQRJHQ��O\PSKDWLF�DQG�KHPDWRSRLHWLF�FDQFHUV���
7KH�,&+�DVVHVVPHQW�VD\V���)URP�WKH�GDWD�RI�KXPDQ�OHXNHPLD�DQG�H[SRVXUH�
FRQFHQWUDWLRQV�RI�EHQ]HQH��LW�ZDV�FDOFXODWHG�WKDW�D�GDLO\�LQWDNH�RI������PJ�ZDV�DVVRFLDWHG�
ZLWK�D�OLIHWLPH�H[FHVV�FDQFHU�ULVN�RI����� DQG�SURYLGHV�D�JXLGHOLQH�YDOXH�IRU�EHQ]HQH�RI�
�����PJ�SHU�GD\����SSP��´

7KH�8QLWHG�6WDWHV�3KDUPDFRSHLD��863��5HVLGXDO�6ROYHQWV�OLPLWV WKH�FRQFHQWUDWLRQ�RI�
EHQ]HQH WR�QRW�PRUH�WKDQ���SDUWV�SHU�PLOOLRQ��SSP��� )RU�WKLV�++(��DQ�HYDOXDWLRQ�RI�WKH�
OLNHOLKRRG�DQG�ULVNV�DVVRFLDWHG�ZLWK�XVLQJ�DHURVRO�VXQVFUHHQV WKDW�FRQWDLQ�EHQ]HQH������WR�
���� SSP LV UHTXHVWHG� 7KHVH�OHYHOV�H[FHHG�WKH�JXLGHOLQH�YDOXH�SURYLGHG�E\�,&+ DQG�
863�

([SRVXUH�WR�EHQ]HQH�FDQ�RFFXU�YLD�LQKDODWLRQ��RUDO��DQG�GHUPDO�URXWHV�� 7KH�'UXJ�)DFWV�
ODEHO�FRQWDLQV�IROORZLQJ�LQIRUPDWLRQ��ZKLFK�PD\ UHGXFH�H[SRVXUH�

x +ROG�FRQWDLQHU�����LQFKHV�IURP�WKH VNLQ�WR�DSSO\���5XE�LQ�
x 'R�QRW�VSUD\�GLUHFWO\�RQ�IDFH���6SUD\�RQ�KDQGV�DQG�WKHQ�DSSO\ RQ�IDFH���
x 'R�QRW�DSSO\�LQ�ULVN\ FRQGLWLRQV�
x 8VH�LQ�D ZHOO�YHQWLODWHG�DUHD�
x )RU�H[WHUQDO�XVH�RQO\�
x 'R�QRW�XVH�RQ�GDPDJHG�RU�EURNHQ�VNLQ�
x .HHS�RXW�RI�H\HV���5LQVH�ZLWK�ZDWHU WR�UHPRYH���
x .HHS�DZD\�IURP�IDFH�WR�DYRLG�EUHDWKLQJ�LW�
x ,I�VZDOORZHG��JHW PHGLFDO�KHOS�RU�FRQWDFW�3RLVRQ�&RQWURO�&HQWHU�ULJKW�DZD\�
x 'R�QRW�XVH�QHDU�ILUH��RU�ZKLOH�VPRNLQJ�
x ,QWHQWLRQDO�PLVXVH�E\�GHOLEHUDWHO\�FRQFHQWUDWLQJ�DQG�LQKDOLQJ�WKH�FRQWHQW�FDQ�EH�

KDUPIXO�RU�IDWDO�

7KH�,QWHUQDWLRQDO�$JHQF\ IRU�5HVHDUFK�RQ�&DQFHU�KDV�FODVVLILHG�EHQ]HQH�DV�FDUFLQRJHQLF�
WR�KXPDQV��*URXS ���� %HQ]HQH�FDXVHV�P\HORG\VSODVWLF�V\QGURPHV�DQG�DFXWH�P\HORLG�
OHXNHPLD� 0\HORG\VSODVWLF�V\QGURPHV DQG�DFXWH�P\HORLG�OHXNHPLD�H[LVW�DORQJ�D�
FRQWLQXRXV�GLVHDVH�VSHFWUXP��DQG�P\HORG\VSODVWLF�V\QGURPHV�PD\�SURJUHVV�WR�DFXWH�

�,&+�JXLGHOLQH�4�&��5���RQ�LPSXULWLHV�± VXSSRUW�GRFXPHQW����WR[LFRORJLFDO�GDWD�IRU�FODVV���VROYHQWV��,QWHUQDWLRQDO�
&RXQFLO�IRU�+DUPRQLVDWLRQ�RI�7HFKQLFDO�5HTXLUHPHQWV�IRU�3KDUPDFHXWLFDOV�IRU�+XPDQ�8VH��,&+���$FFHVVHG�RQ�
���������DW��KWWSV���ZZZ�HPD�HXURSD�HX�HQ�GRFXPHQWV�VFLHQWLILF�JXLGHOLQH�LFK�JXLGHOLQH�T�F�U��LPSXULWLHV�VXSSRUW�
GRFXPHQW���WR[LFRORJLFDO�GDWD�FODVV���VROYHQWV�VWHS��BHQ�SGI
� 8QLWHG�6WDWHV�3KDUPDFRSHLD��863� 5HVLGXDO�6ROYHQWV���$FFHVVHG�RQ����������DW��
KWWSV���ZZZ�XVSQI�FRP�VLWHV�GHIDXOW�ILOHV�XVSBSGI�(1�8631)�JHQHUDO&KDSWHU���&XUUHQW�SGI
� 7R[LFRORJLFDO�5HYLHZ�RI�%HQ]HQH��1RQFDQFHU�(IIHFWV���(3$�,QWHJUDWHG�5LVN�,QIRUPDWLRQ�6\VWHP��,5,6���$FFHVVHG�
RQ����������DW��KWWSV���FISXE�HSD�JRY�QFHD�LULV�LULVBGRFXPHQWV�GRFXPHQWV�WR[UHYLHZV�����WU�SGI
� %HQ]HQH�0RQRJUDSK��7KH�,QWHUQDWLRQDO�$JHQF\�IRU�5HVHDUFK�RQ�&DQFHU �,$5&���$FFHVVHG����������DW��
KWWSV���PRQRJUDSKV�LDUF�ZKR�LQW�ZS�FRQWHQW�XSORDGV���������PRQR���)����SGI
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P\HORLG�OHXNHPLD��

7KHUH�DOVR�LV�OLPLWHG�HYLGHQFH�WKDW�EHQ]HQH�PD\ FDXVH�DFXWH�DQG�FKURQLF O\PSKRF\WLF�
OHXNHPLD��QRQ�+RGJNLQ
V�O\PSKRPD�DQG�PXOWLSOH�P\HORPD��&KURQLF�H[SRVXUH WR�EHQ]HQH
KDV�FDXVHG�YDULRXV�GLVRUGHUV�LQ�WKH�EORRG��LQFOXGLQJ�UHGXFHG�QXPEHUV�RI�UHG�EORRG�FHOOV�
DQG�DSODVWLF�DQHPLD�

$GGLWLRQDO�LQIRUPDWLRQ�UHJDUGLQJ�EHQ]HQH�LV�DYDLODEOH�DW�WKH�IROORZLQJ�
x (QYLURQPHQWDO�3URWHFWLRQ�$JHQF\�

KWWSV���ZZZ�HSD�JRY�VLWHV�SURGXFWLRQ�ILOHV���������GRFXPHQWV�EHQ]HQH�SGI
x 2FFXSDWLRQDO�6DIHW\�DQG�+HDOWK�$GPLQLVWUDWLRQ���KWWSV���ZZZ�RVKD�JRY�ODZV�

UHJV�UHJXODWLRQV�VWDQGDUGQXPEHU���������������$SS$

/LNHOLKRRG�RI�$GYHUVH�(YHQW�2FFXUULQJ
If more than one choice is selected, please 
explain

3RSXODWLRQ�0RVW�
/LNHO\�WR�8VH

3RSXODWLRQ�0RVW DW�
5LVN�IURP SURGXFW�
GHIHFW

+LJKO\�OLNHO\�WR�RFFXU�
Every time the product is used
/LNHO\�WR�RFFXU
Reasonable probability

; ;

0LJKW�RFFXU
Remote probability
8QOLNHO\�WR�RFFXU
8QNQRZQ
Explain

5DWLRQDOH�
7KH DHURVRO�VXQVFUHHQV UHYLHZHG�FRQWDLQ�EHQ]HQH������WR����� SSP� 7KHVH�OHYHOV�H[FHHG�
,&+ DQG 863 WKH�JXLGHOLQH�YDOXH�RI���SSP�

'HJUHH�RI +HDOWK�+D]DUG�$VVRFLDWHG�
ZLWK�8VH�RI�'HIHFWLYH�3URGXFW
If more than one choice is selected, please
explain

3RSXODWLRQ�0RVW�
/LNHO\�WR�8VH

3RSXODWLRQ�0RVW�DW�
5LVN�IURP�SURGXFW�
GHIHFW�

/LIH�WKUHDWHQLQJ��GHDWK�KDV�RU�FRXOG�RFFXU� ; ;
&RXOG�UHVXOW LQ�SHUPDQHQW LPSDLUPHQW�RI�D�
ERG\�IXQFWLRQ�RU�SHUPDQHQW�GDPDJH�WR�D�
ERG\�VWUXFWXUH

; ;

1HFHVVLWDWHV�PHGLFDO�RU�VXUJLFDO�
LQWHUYHQWLRQ�WR�SUHFOXGH�RU�UHYHUVH�
SHUPDQHQW�GDPDJH�RU�LPSDLUPHQW�RI�D�ERG\�
VWUXFWXUH�RU�IXQFWLRQ

; ;

&RXOG�FDXVH�WHPSRUDU\�RU�UHYHUVLEOH
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�ZLWKRXW�PHGLFDO�LQWHUYHQWLRQ��DGYHUVH�
KHDOWK FRQVHTXHQFHV
&RXOG�FDXVH�OLPLWHG�DGYHUVH�KHDOWK�
FRQVHTXHQFHV �WUDQVLHQW��PLQRU�LPSDLUPHQW�
RU�FRPSODLQWV��
1RW�OLNHO\�WR�FDXVH�DGYHUVH�KHDOWK�
FRQVHTXHQFHV
+D]DUG�FDQQRW�EH�DVVHVVHG�ZLWK�WKH�GDWD�
FXUUHQWO\�DYDLODEOH
Explain

5DWLRQDOH
$FFRUGLQJ�WR�,&+�JXLGHOLQH�4�&��5���RQ�LPSXULWLHV��WKHUH�LV�VXIILFLHQW�HYLGHQFH�WR�
HVWDEOLVK�WKDW�EHQ]HQH�LV�D�KXPDQ�FDUFLQRJHQ��O\PSKDWLF�DQG�KHPDWRSRLHWLF�FDQFHUV��
7KH ,QWHUQDWLRQDO�$JHQF\�IRU�5HVHDUFK�RQ�&DQFHU�KDV�FODVVLILHG�EHQ]HQH�DV�FDUFLQRJHQLF�
WR�KXPDQV�

6LJQDWXUH�V�
6LJQDWXUH�V�
&RPSOHWHG�E\�WKH�2IILFH�1HZ�'UXJV�'LYLVLRQ�RI 1RQSUHVFULSWLRQ�'UXJ 3URGXFWV �

++(�IRU�,QYHVWLJDWLRQ�
,19������B$HURVRO�6X
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