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6833/(0(17 $33529$/ 

'$9$ 3KDUPDFHXWLFDO� ,QF� 
$WWHQWLRQ� (ULQ $EGDOODK� 0�6� 
$VVRFLDWH 'LUHFWRU� 5HJXODWRU\ $IIDLUV 
9LQWDJH 3KDUPDFHXWLFDOV //& 
���� $WZDWHU 'ULYH 
0DOYHUQ� 3$ ����� 

'HDU 0V� $EGDOODK� 

3OHDVH UHIHU WR \RXU VXSSOHPHQWDO QHZ GUXJ DSSOLFDWLRQ �V1'$� GDWHG -XO\ �� ����� 
UHFHLYHG -XO\ �� ����� DQG \RXU DPHQGPHQWV� VXEPLWWHG SXUVXDQW WR VHFWLRQ ����E���� 
RI WKH )HGHUDO )RRG� 'UXJ� DQG &RVPHWLF $FW �)'&$� IRU 0HWKRWUH[DWH 7DEOHWV� ��� PJ� 

7KLV 3ULRU $SSURYDO VXSSOHPHQWDO QHZ GUXJ DSSOLFDWLRQ SURYLGHV IRU WKH IROORZLQJ� 

x	 WR UHYLVH WKH ,QGLFDWLRQ DQG 8VDJH DQG 5HFRPPHQGHG 'RVDJH VHFWLRQV WR 
UHPRYH WKH DSSURYHG LQGLFDWLRQV DQG DSSURYHG UHFRPPHQGHG GRVDJH UHJLPHQV� 
UHVSHFWLYHO\� IRU FKRULRDGHQRPD GHVWUXHQV� K\GDWLGLIRUP PROH JHVWDWLRQDO 
FKRULRFDUFLQRPD� EUHDVW FDQFHU� HSLGHUPRLG FDQFHUV RI WKH KHDG DQG QHFN� DQG 
OXQJ FDQFHU� 

x WR UHYLVH WKH ,QGLFDWLRQ DQG 8VDJH VHFWLRQ WR H[SDQG WKH DSSURYHG LQGLFDWLRQV IRU 
UKHXPDWRLG DUWKULWLV� SRO\DUWLFXODU MXYHQLOH UKHXPDWRLG DUWKULWLV� 

x WR UHYLVH WKH 'RVDJH DQG $GPLQLVWUDWLRQ VHFWLRQ WR UHPRYH WKH UHFRPPHQGHG 
GRVDJH IRU DFXWH O\PSKREODVWLF OHXNHPLD DGPLQLVWHUHG IRU UHPLVVLRQ LQGXFWLRQ� 

x WR UHYLVH WKH 'RVDJH DQG $GPLQLVWUDWLRQ VHFWLRQ WR PRGLI\ WKH UHFRPPHQGHG 
GRVDJH IRU UKHXPDWRLG DUWKULWLV�MXYHQLOH LGLRSDWKLF DUWKULWLV� DQG 

x	 WR UHYLVH WKH 'RVDJH DQG $GPLQLVWUDWLRQ VHFWLRQ WR PRGLI\ WKH UHFRPPHQGHG 
GRVDJHV P\FRVLV IXQJRLGHV� QRQ�+RGJNLQ¶V O\PSKRPD� DQG DFXWH O\PSKREODVWLF 
OHXNHPLD DGPLQLVWHUHG DV PDLQWHQDQFH� 

,Q DGGLWLRQ WR WKHVH FKDQJHV� DGGLWLRQDO FKDQJHV ZHUH PDGH WR UHPRYH 
FRQWUDLQGLFDWLRQV IRU QXUVLQJ PRWKHUV� DQG SDWLHQWV ZLWK SVRULDVLV RU UKHXPDWRLG DUWKULWLV 
ZKR KDYH DOFRKROLVP� DOFRKROLF OLYHU GLVHDVH RU RWKHU FKURQLF OLYHU GLVHDVH� RYHUW RU 
ODERUDWRU\ HYLGHQFH RI LPPXQRGHILFLHQF\ V\QGURPHV� DQG SUHH[LVWLQJ EORRG G\VFUDVLDV� 
VXFK DV ERQH PDUURZ K\SRSODVLD� OHXNRSHQLD� WKURPERF\WRSHQLD RU VLJQLILFDQW DQHPLD� 
)LQDOO\� QHZ VHFWLRQV ZHUH DGGHG DQG H[LVWLQJ VHFWLRQV ZHUH PRGLILHG WKURXJKRXW WKH 3, 
WR HQVXUH WKH ODEHOLQJ LV FRPSOLDQW ZLWK 3/5� LQFOXGLQJ 3//5 UHTXLUHPHQWV� DQG )'$ 
JXLGDQFHV IRU SURGXFW ODEHOLQJ� 
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$33529$/ /$%(/,1* 

:H KDYH FRPSOHWHG RXU UHYLHZ RI WKLV DSSOLFDWLRQ� DV DPHQGHG� ,W LV DSSURYHG� HIIHFWLYH 
RQ WKH GDWH RI WKLV OHWWHU� IRU XVH DV UHFRPPHQGHG LQ WKH HQFORVHG DJUHHG�XSRQ 
ODEHOLQJ� 

:$,9(5 2) ò 3$*( /(1*7+ 5(48,5(0(17 )25 +,*+/,*+76 

:H DUH ZDLYLQJ WKH UHTXLUHPHQWV RI �� &)5 �������G���� UHJDUGLQJ WKH OHQJWK RI 
+LJKOLJKWV RI 3UHVFULELQJ ,QIRUPDWLRQ� 7KLV ZDLYHU DSSOLHV WR DOO IXWXUH VXSSOHPHQWV 
FRQWDLQLQJ UHYLVHG ODEHOLQJ XQOHVV ZH QRWLI\ \RX RWKHUZLVH� 

&217(17 2) /$%(/,1* 

$V VRRQ DV SRVVLEOH� EXW QR ODWHU WKDQ �� GD\V IURP WKH GDWH RI WKLV OHWWHU� VXEPLW WKH 
FRQWHQW RI ODEHOLQJ >�� &)5 �������O�@ LQ VWUXFWXUHG SURGXFW ODEHOLQJ �63/� IRUPDW XVLQJ 
WKH )'$ DXWRPDWHG GUXJ UHJLVWUDWLRQ DQG OLVWLQJ V\VWHP �H/,67�� DV GHVFULEHG DW 
)'$�JRY�� &RQWHQW RI ODEHOLQJ PXVW EH LGHQWLFDO WR WKH HQFORVHG ODEHOLQJ �WH[W IRU WKH 
3UHVFULELQJ ,QIRUPDWLRQ� 3DWLHQW 3DFNDJH ,QVHUW�� ZLWK WKH DGGLWLRQ RI DQ\ ODEHOLQJ 
FKDQJHV LQ SHQGLQJ ³&KDQJHV %HLQJ (IIHFWHG´ �&%(� VXSSOHPHQWV� DV ZHOO DV DQQXDO 
UHSRUWDEOH FKDQJHV QRW LQFOXGHG LQ WKH HQFORVHG ODEHOLQJ� 

,QIRUPDWLRQ RQ VXEPLWWLQJ 63/ ILOHV XVLQJ H/LVW PD\ EH IRXQG LQ WKH JXLGDQFH IRU 
LQGXVWU\ SPL Standard for Content of Labeling Technical Qs and As�� 

7KH 63/ ZLOO EH DFFHVVLEOH IURP SXEOLFO\ DYDLODEOH ODEHOLQJ UHSRVLWRULHV� 

$OVR ZLWKLQ �� GD\V� DPHQG DOO SHQGLQJ VXSSOHPHQWDO DSSOLFDWLRQV WKDW LQFOXGH ODEHOLQJ 
FKDQJHV IRU WKLV 1'$� LQFOXGLQJ &%( VXSSOHPHQWV IRU ZKLFK )'$ KDV QRW \HW LVVXHG DQ 
DFWLRQ OHWWHU� ZLWK WKH FRQWHQW RI ODEHOLQJ >�� &)5 �������O�����L�@ LQ 0LFURVRIW :RUG 
IRUPDW� WKDW LQFOXGHV WKH FKDQJHV DSSURYHG LQ WKLV VXSSOHPHQWDO DSSOLFDWLRQ� DV ZHOO DV 
DQQXDO UHSRUWDEOH FKDQJHV� 7R IDFLOLWDWH UHYLHZ RI \RXU VXEPLVVLRQ�V�� SURYLGH D 
KLJKOLJKWHG RU PDUNHG�XS FRS\ WKDW VKRZV DOO FKDQJHV� DV ZHOO DV D FOHDQ 0LFURVRIW 
:RUG YHUVLRQ� 7KH PDUNHG�XS FRS\ VKRXOG SURYLGH DSSURSULDWH DQQRWDWLRQV� LQFOXGLQJ 
VXSSOHPHQW QXPEHU�V� DQG DQQXDO UHSRUW GDWH�V�� 

&$5721 $1' &217$,1(5 /$%(/,1* 

6XEPLW ILQDO SULQWHG FDUWRQ DQG FRQWDLQHU ODEHOLQJ WKDW DUH LGHQWLFDO WR WKH VXEPLWWHG 
FDUWRQ DQG FRQWDLQHU ODEHOLQJ VXEPLWWHG RQ 0DUFK ��� ����� DV VRRQ DV WKH\ DUH 
DYDLODEOH� EXW QR PRUH WKDQ �� GD\V DIWHU WKH\ DUH SULQWHG� 3OHDVH VXEPLW WKHVH ODEHOLQJ 

� KWWS���ZZZ�IGD�JRY�)RU,QGXVWU\�'DWD6WDQGDUGV�6WUXFWXUHG3URGXFW/DEHOLQJ�GHIDXOW�KWP 
� :H XSGDWH JXLGDQFHV SHULRGLFDOO\� )RU WKH PRVW UHFHQW YHUVLRQ RI D JXLGDQFH� FKHFN WKH )'$ *XLGDQFH 
'RFXPHQWV 'DWDEDVH KWWSV���ZZZ�IGD�JRY�5HJXODWRU\,QIRUPDWLRQ�*XLGDQFHV�GHIDXOW�KWP� 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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HOHFWURQLFDOO\ DFFRUGLQJ WR WKH JXLGDQFH IRU LQGXVWU\ Providing Regulatory Submissions 
in Electronic Format — Certain Human Pharmaceutical Product Applications and 
Related Submissions Using the eCTD Specifications� )RU DGPLQLVWUDWLYH SXUSRVHV� 
GHVLJQDWH WKLV VXEPLVVLRQ ³)LQDO 3ULQWHG &DUWRQ DQG &RQWDLQHU /DEHOLQJ IRU
DSSURYHG 1'$ �������6�����´ $SSURYDO RI WKLV VXEPLVVLRQ E\ )'$ LV QRW UHTXLUHG 
EHIRUH WKH ODEHOLQJ LV XVHG� 

5(48,5(' 3(',$75,& $66(660(176 

8QGHU WKH 3HGLDWULF 5HVHDUFK (TXLW\ $FW �35($� ��� 8�6�&� ���F�� DOO DSSOLFDWLRQV IRU 
QHZ DFWLYH LQJUHGLHQWV �ZKLFK LQFOXGHV QHZ VDOWV DQG QHZ IL[HG FRPELQDWLRQV�� QHZ 
LQGLFDWLRQV� QHZ GRVDJH IRUPV� QHZ GRVLQJ UHJLPHQV� RU QHZ URXWHV RI DGPLQLVWUDWLRQ 
DUH UHTXLUHG WR FRQWDLQ DQ DVVHVVPHQW RI WKH VDIHW\ DQG HIIHFWLYHQHVV RI WKH SURGXFW IRU 
WKH FODLPHG LQGLFDWLRQ LQ SHGLDWULF SDWLHQWV XQOHVV WKLV UHTXLUHPHQW LV ZDLYHG� GHIHUUHG� 
RU LQDSSOLFDEOH� 

:H DUH ZDLYLQJ WKH SHGLDWULF VWXGLHV UHTXLUHPHQW IRU DJHV � WR �� \HDUV IRU 
x WKH WUHDWPHQW RI P\FRVLV IXQJRLGHV �FXWDQHRXV 7�FHOO O\PSKRPD� DV D VLQJOH DJHQW 
RU DV SDUW RI D FRPELQDWLRQ FKHPRWKHUDS\ UHJLPHQ� 

x WKH WUHDWPHQW RI UHODSVHG RU UHIUDFWRU\ QRQ�+RGJNLQ O\PSKRPDV DV SDUW RI D 
FRPELQDWLRQ FKHPRWKHUDS\ UHJLPHQ� DQG 

x WKH WUHDWPHQW RI DGXOWV ZLWK VHYHUH SVRULDVLV 

EHFDXVH QHFHVVDU\ VWXGLHV DUH LPSRVVLEOH RU KLJKO\ LPSUDFWLFDEOH� 7KLV LV EHFDXVH WKH 
SUHYDOHQFH RI WKHVH GLVHDVHV LQ SHGLDWULF SDWLHQWV LV YHU\ ORZ� 

:H DUH GHIHUULQJ VXEPLVVLRQ RI \RXU SHGLDWULF VWXGLHV IRU DJHV � WR �� \HDUV IRU WKLV 
DSSOLFDWLRQ IRU 
x WKH WUHDWPHQW RI DFXWH O\PSKREODVWLF OHXNHPLD �$//� DV SDUW RI D FRPELQDWLRQ 
FKHPRWKHUDS\ PDLQWHQDQFH UHJLPHQ DQG 

x WKH WUHDWPHQW RI DGXOWV ZLWK UKHXPDWRLG DUWKULWLV 

EHFDXVH WKLV SURGXFW LV UHDG\ IRU DSSURYDO IRU XVH LQ DGXOWV DQG WKH SHGLDWULF 
DVVHVVPHQWV KDYH QRW EHHQ FRPSOHWHG� 

<RXU GHIHUUHG SHGLDWULF VWXGLHV UHTXLUHG E\ VHFWLRQ ���%�D� RI WKH )'&$ DUH UHTXLUHG 
SRVWPDUNHWLQJ VWXGLHV� 7KH VWDWXV RI WKHVH SRVWPDUNHWLQJ VWXGLHV PXVW EH UHSRUWHG 
DQQXDOO\ DFFRUGLQJ WR �� &)5 ������ DQG VHFWLRQ ���%�D�����&� RI WKH )'&$� 7KHVH 
UHTXLUHG VWXGLHV DUH OLVWHG EHORZ� 

������	 &RQGXFW DQ DVVHVVPHQW EDVHG RQ DYDLODEOH OLWHUDWXUH RI WKH VDIHW\ DQG 
HIIHFWLYHQHVV RI PHWKRWUH[DWH WDEOHWV LQ SHGLDWULF SDWLHQWV ZLWK DFXWH 
O\PSKREODVWLF OHXNHPLD WUHDWHG ZLWK PHWKRWUH[DWH WDEOHWV DV SDUW RI D 
FRPELQDWLRQ FKHPRWKHUDS\ PDLQWHQDQFH UHJLPHQ DQG VXEPLW WKH ILQDO 
UHSRUW� 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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7KH WLPHWDEOH \RX VXEPLWWHG RQ $SULO ��� ����� VWDWHV WKDW \RX ZLOO FRQGXFW WKLV VWXG\ 
DFFRUGLQJ WR WKH IROORZLQJ VFKHGXOH� 

6WXG\ &RPSOHWLRQ� �������
 
)LQDO 5HSRUW 6XEPLVVLRQ� �������
 

������	 &RQGXFW DQ DVVHVVPHQW EDVHG RQ DYDLODEOH OLWHUDWXUH RI WKH VDIHW\ DQG 
HIIHFWLYHQHVV RI PHWKRWUH[DWH WDEOHWV LQ SHGLDWULF SDWLHQWV ZLWK UKHXPDWRLG 
DUWKULWLV DQG MXYHQLOH SRO\DUWLFXODU LGLRSDWKLF DUWKULWLV LQ SDUW EDVHG RQ 
H[WUDSRODWLRQ RI HIILFDF\ LQ DGXOWV ZLWK UKHXPDWRLG DUWKULWLV DQG VXEPLW WKH 
ILQDO UHSRUW� 

7KH WLPHWDEOH \RX VXEPLWWHG RQ $SULO ��� ����� VWDWHV WKDW \RX ZLOO FRQGXFW WKLV VWXG\ 
DFFRUGLQJ WR WKH IROORZLQJ VFKHGXOH� 

6WXG\ &RPSOHWLRQ� �������
 
)LQDO 5HSRUW 6XEPLVVLRQ� �������
 

5HSRUWV RI WKHVH UHTXLUHG SHGLDWULF SRVWPDUNHWLQJ VWXGLHV PXVW EH VXEPLWWHGDV D 
VXSSOHPHQW WR \RXU DSSURYHG 1'$ ZLWK WKH SURSRVHG ODEHOLQJ FKDQJHV \RX EHOLHYH DUH 
ZDUUDQWHG EDVHG RQ WKH GDWD GHULYHG IURP WKHVH VWXGLHV� :KHQ VXEPLWWLQJ WKH UHSRUWV� 
SOHDVH FOHDUO\ PDUN \RXU VXEPLVVLRQ �68%0,66,21 2) 5(48,5(' 3(',$75,& 
$66(660(176� LQ ODUJH IRQW� EROGHG W\SH DW WKH EHJLQQLQJ RI WKH FRYHU OHWWHU RI WKH 
VXEPLVVLRQ� 

352027,21$/ 0$7(5,$/6 

<RX PD\ UHTXHVW DGYLVRU\ FRPPHQWV RQ SURSRVHG LQWURGXFWRU\ DGYHUWLVLQJ DQG 
SURPRWLRQDO ODEHOLQJ� 7R GR VR� VXEPLW WKH IROORZLQJ� LQ WULSOLFDWH� ��� D FRYHU OHWWHU 
UHTXHVWLQJ DGYLVRU\ FRPPHQWV� ��� WKH SURSRVHG PDWHULDOV LQ GUDIW RU PRFN�XS IRUP ZLWK 
DQQRWDWHG UHIHUHQFHV� DQG ��� WKH 3UHVFULELQJ ,QIRUPDWLRQ WR� 

23'3 5HJXODWRU\ 3URMHFW 0DQDJHU
 
)RRG DQG 'UXJ $GPLQLVWUDWLRQ
 
&HQWHU IRU 'UXJ (YDOXDWLRQ DQG 5HVHDUFK
 
2IILFH RI 3UHVFULSWLRQ 'UXJ 3URPRWLRQ �23'3�
 
�����% $PPHQGDOH 5RDG
 
%HOWVYLOOH� 0' ����������
 

$OWHUQDWLYHO\� \RX PD\ VXEPLW D UHTXHVW IRU DGYLVRU\ FRPPHQWV HOHFWURQLFDOO\ LQ H&7' 
IRUPDW� )RU PRUH LQIRUPDWLRQ DERXW VXEPLWWLQJ SURPRWLRQDO PDWHULDOV LQ H&7' IRUPDW� 
VHH WKH GUDIW JXLGDQFH IRU LQGXVWU\ Providing Regulatory Submissions in Electronic and 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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Non-Electronic Format-Promotional Labeling and Advertising Materials for Human 
Prescription Drugs.� 

<RX PXVW VXEPLW ILQDO SURPRWLRQDO PDWHULDOV DQG 3UHVFULELQJ ,QIRUPDWLRQ� DFFRPSDQLHG 
E\ D )RUP )'$ ����� DW WKH WLPH RI LQLWLDO GLVVHPLQDWLRQ RU SXEOLFDWLRQ 
>�� &)5 �������E�����L�@� )RUP )'$ ���� LV DYDLODEOH DW )'$�JRY�� ,QIRUPDWLRQ DQG 
,QVWUXFWLRQV IRU FRPSOHWLQJ WKH IRUP FDQ EH IRXQG DW )'$�JRY�� )RU PRUH LQIRUPDWLRQ 
DERXW VXEPLVVLRQ RI SURPRWLRQDO PDWHULDOV WR WKH 2IILFH RI 3UHVFULSWLRQ 'UXJ 3URPRWLRQ 
�23'3�� VHH )'$�JRY�� 

$OO SURPRWLRQDO PDWHULDOV WKDW LQFOXGH UHSUHVHQWDWLRQV DERXW \RXU GUXJ SURGXFW PXVW EH 
SURPSWO\ UHYLVHG WR EH FRQVLVWHQW ZLWK WKH ODEHOLQJ FKDQJHV DSSURYHG LQ WKLV 
VXSSOHPHQW� LQFOXGLQJ DQ\ QHZ VDIHW\ LQIRUPDWLRQ >�� &)5 �������D����@� 7KH UHYLVLRQV 
LQ \RXU SURPRWLRQDO PDWHULDOV VKRXOG LQFOXGH SURPLQHQW GLVFORVXUH RI WKH LPSRUWDQW QHZ 
VDIHW\ LQIRUPDWLRQ WKDW DSSHDUV LQ WKH UHYLVHG ODEHOLQJ� :LWKLQ � GD\V RI UHFHLSW RI WKLV 
OHWWHU� VXEPLW \RXU VWDWHPHQW RI LQWHQW WR FRPSO\ ZLWK �� &)5 �������D���� WR WKH 
DGGUHVV DERYH� E\ ID[ WR ������������� RU HOHFWURQLFDOO\ LQ H&7' IRUPDW� )RU PRUH 
LQIRUPDWLRQ DERXW VXEPLWWLQJ SURPRWLRQDO PDWHULDOV LQ H&7' IRUPDW� VHH WKH GUDIW 
JXLGDQFH IRU LQGXVWU\ Providing Regulatory Submissions in Electronic and Non-
Electronic Format-Promotional Labeling and Advertising Materials for Human 
Prescription Drugs� 

5(3257,1* 5(48,5(0(176 

:H UHPLQG \RX WKDW \RX PXVW FRPSO\ ZLWK UHSRUWLQJ UHTXLUHPHQWV IRU DQ DSSURYHG 1'$ 
��� &)5 ������ DQG �������� 

� :KHQ ILQDO� WKLV JXLGDQFH ZLOO UHSUHVHQW WKH )'$¶V FXUUHQW WKLQNLQJ RQ WKLV WRSLF� )RU WKH PRVW UHFHQW 
YHUVLRQ RI D JXLGDQFH� FKHFN WKH )'$ JXLGDQFH ZHE SDJH DW 
KWWSV���ZZZ�IGD�JRY�5HJXODWRU\,QIRUPDWLRQ�*XLGDQFHV�GHIDXOW�KWP� 

� KWWS���ZZZ�IGD�JRY�GRZQORDGV�$ERXW)'$�5HSRUWV0DQXDOV)RUPV�)RUPV�8&0�������SGI 
� KWWS���ZZZ�IGD�JRY�GRZQORDGV�$ERXW)'$�5HSRUWV0DQXDOV)RUPV�)RUPV�8&0�������SGI 
� KWWS���ZZZ�IGD�JRY�$ERXW)'$�&HQWHUV2IILFHV�&'(5�XFP�������KWP 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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,I \RX KDYH DQ\ TXHVWLRQV� FDOO $QXMD 3DWHO� /HDG 5HJXODWRU\ 3URMHFW 0DQDJHU� DW ���� 
��������� 

6LQFHUHO\� 

{See appended electronic signature page} 

3DWULFLD .HHJDQ� 0�'� 
$VVRFLDWH 'LUHFWRU IRU 0HGLFDO 3ROLF\ 
2QFRORJ\ &HQWHU IRU ([FHOOHQFH 
&HQWHU IRU 'UXJ (YDOXDWLRQ DQG 5HVHDUFK 

(1&/2685(6� 
&RQWHQW RI /DEHOLQJ 
&DUWRQ DQG &RQWDLQHU /DEHOLQJ 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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