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7HQWR�OpþLYê�SĜtSUDYHN�SRGOpKi�GDOãtPX�VOHGRYiQt��7R�XPRåQt�U\FKOp�]tVNiQt�QRYêFK�LQIRUPDFt�R�
EH]SHþQRVWL��äiGiPH�]GUDYRWQLFNp�SUDFRYQtN\��DE\�KOiVLOL�MDNiNROL�SRGH]ĜHQt�QD�QHåiGRXFt�~þLQN\��
3RGUREQRVWL�R�KOiãHQt�QHåiGRXFtFK�~þLQNĤ�YL]�ERG ���� 
 
 
1. 1È=(9�3ěË35$9.8 
 
NYXTHRACIS 100 PJ�PO�NRQFHQWUiW�SUR�LQIX]Qt�UR]WRN 
 
 
2. .9$/,7$7,91Ë�$�.9$17,7$7,91Ë�6/2ä(1Ë 
 
-HGHQ�PO�NRQFHQWUiWX�REVDKXMH�RELOWR[D[LPDEXP���� PJ�� 
-HGQD��PO�LQMHNþQt�ODKYLþND�REVDKXMH�RELOWR[D[LPDEXP���� PJ� 
 
2ELOWR[D[LPDE�SURGXNXMt�EXĖN\�P\ãtKR�P\HORPX��*6-NS0) WHFKQRORJLt�UHNRPELQDQWQt�'1$� 
 
3RPRFQi�OiWND�VH�]QiPêP�~þLQNHP� 
 
-HGHQ�PO�NRQFHQWUiWX�REVDKXMH��� PJ�VRUELWROX� 
 
ÒSOQê�VH]QDP�SRPRFQêFK�OiWHN�YL]�ERG ���� 
 
 
3. /e.29È�)250$ 
 
.RQFHQWUiW�SUR�LQIX]Qt�UR]WRN��VWHULOQt�NRQFHQWUiW�� 
3ĜtSUDYHN�NYXTHRACIS MH�þLUê�Då�RSDOL]XMtFt��EH]EDUYê�Då�VYČWOH�åOXWê�Då�VYČWOê�KQČGRåOXWê�UR]WRN��
NWHUê�PĤåH�REVDKRYDW�QČNROLN�SUĤVYLWQêFK�Då�EtOêFK�EtONRYLQQêFK�þiVWLF��NWHUp�EXGRX�RGVWUDQČQ\�LQ-
OLQH�ILOWUDFt��V S+�����D�RVPRODOLWRX����–����PRVP�NJ� 
 
 
4. ./,1,&.e�Ò'$-( 
 
4.1 7HUDSHXWLFNp�LQGLNDFH 
 
3ĜtSUDYHN�NYXTHRACIS MH�LQGLNRYiQ�Y NRPELQDFL�V YKRGQêPL�DQWLEDNWHULiOQtPL�OpþLYêPL�SĜtSUDYN\�
X�YãHFK�YČNRYêFK�VNXSLQ�N OpþEČ�SOLFQtKR�DQWUD[X�]SĤVREHQpKR�EDNWHULt�Bacillus anthracis �YL]�ERG�
����� 
 
3ĜtSUDYHN�NYXTHRACIS MH�LQGLNRYiQ�X�YãHFK�YČNRYêFK�VNXSLQ�Y UiPFL�SRVWH[SR]LþQt�SURI\OD[H�
SOLFQtKR�DQWUD[X��SRNXG�DOWHUQDWLYQt�WHUDSLH�QHMVRX�YKRGQp�QHER�QHMVRX�GRVWXSQp��YL]�ERG������ 
 
4.2 'iYNRYiQt�D�]SĤVRE�SRGiQt 
 
3ĜtSUDYHN�NYXTHRACIS Pi EêW�SRGiYiQ��MDNPLOH�MH�NOLQLFN\�LQGLNRYiQ� 
 
V SĜtSDGČ YêVN\WX�DQDI\ODNWLFNp�XGiORVWL�SR�SRGiQt�SĜtSUDYNX�NYXTHRACIS PXVt�EêW�YåG\�
RNDPåLWČ�GRVWXSQi�RGSRYtGDMtFt�OpNDĜVNi�SpþH�D�GRKOHG� 
 
'iYNRYiQt 
 
'RSRUXþHQi�GiYND�SĜtSUDYNX�NYXTHRACIS X�GRVSČOêFK�SDFLHQWĤ�V WČOHVQRX�KPRWQRVWt�QHMPpQČ����
NJ�MH�MHGQRUi]RYi�LQWUDYHQy]Qt�LQIX]H��� PJ�NJ�WČOHVQp�KPRWQRVWL��'RSRUXþHQi�GiYND�SĜtSUDYNX�
NYXTHRACIS X�GRVSČOêFK�SDFLHQWĤ�V WČOHVQRX�KPRWQRVWt�QLåãt�QHå����NJ�MH�MHGQRUi]RYi�
LQWUDYHQy]Qt�LQIX]H��� PJ�NJ�WČOHVQp�KPRWQRVWL�� 
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3ĜHG�SRGiQtP�SĜtSUDYNX�NYXTHRACIS VH�GRSRUXþXMH�SUHPHGLNDFH�DQWLKLVWDPLQLNHP��YL]�ERG\�����D�
������ 
 
ÒSUDY\�GiYN\�Y SĜtSDGČ�UHDNFt�VSRMHQêFK�V SRGiYiQtP�LQIX]H��,55��MVRX�XYHGHQ\�Y WDEXOFH��� 
 
7DEXOND����ÒSUDY\�GiYN\�RELOWR[D[LPDEX�Y SĜtSDGČ�UHDNFH�VSRMHQp�V SRGiYiQtP�LQIX]H 
=iYDåQRVW�,55� ÒSUDYD�GiYN\ 

5HDNFH�
VRXYLVHMtFt�
V SRGiYiQtP�
LQIX]H�VWXSQČ��–� 

,QIX]H�RELOWR[D[LPDEX�Pi EêW�SĜHUXãHQD�D�Pi EêW�]DKiMHQD�SRGSĤUQi�OpþED� 

8�SUYQtKR�SĜtSDGX�VtSiQt��EURQFKRVSDVPX�QHER�JHQHUDOL]RYDQp�XUWLNDULH�VWXSQČ�
��Pi EêW�RELOWR[D[LPDE�Y\VD]HQ�WUYDOH� 

8�UHFLGLYXMtFtKR�VtSiQt�þL�NRSĜLYN\�VWXSQČ���QHER�SĜL�RSČWRYQpP�YêVN\WX 
V\PSWRPĤ�VWXSQČ���Pi EêW�RELOWR[D[LPDE�WUYDOH�Y\VD]HQ� 

-LQDN�PĤåH�EêW�SR�~SOQpP�~VWXSX�SĜt]QDNĤ�LQIX]H�RSČWRYQČ�]DKiMHQD�V ����
U\FKORVWt��Mtå�E\OR�GRVDåHQR�SĜHG�SĜHUXãHQtP�OpþE\��3ĜL�DEVHQFL�SĜt]QDNĤ�
VRXYLVHMtFtFK�V SRGiYiQtP�LQIX]H�MH�U\FKORVW�LQIX]H�SRSViQD�Y WDEXOFH���� 

0i EêW�SRGiQD�SUHPHGLNDFH� 

5HDNFH�
VRXYLVHMtFt�
V SRGiYiQtP�
LQIX]H�VWXSQČ�� 

,QIX]H�RELOWR[D[LPDEX�Pi EêW�RNDPåLWČ�XNRQþHQD� 
0i EêW�]DKiMHQD�SRGSĤUQi�OpþED� 
2ELOWR[D[LPDE�Pi EêW�WUYDOH�Y\VD]HQ� 

 
=YOiãWQt�VNXSLQ\�SDFLHQWĤ 
 
Staršï¿½ pacienti  
 
8�SDFLHQWĤ�YH�YČNX������OHW�QHQt�QXWQi�~SUDYD�GiYN\��YL]�ERG������ 
 
Pediatrickï¿½ populace  
 
'RSRUXþHQi�GiYND�SUR�SHGLDWULFNp�SDFLHQW\�MH�]DORåHQD�QD�WČOHVQp�KPRWQRVWL�SRGOH�WDEXON\���QtåH� 
 
7DEXOND����'RSRUXþHQi�GiYND�RELOWR[D[LPDEX�X�SHGLDWULFNp�SRSXODFH��GiYNRYiQt�QD�]iNODGČ�
WČOHVQp�KPRWQRVWL� 

7ČOHVQi KPRWQRVW�>Y kg] 'iYND�>PJ�NJ�
WČOHVQp�KPRWQRVWL@ 

> 40 �� 
> ���Då��� �� 

���QHER�PpQČ �� 
 
=SĤVRE�SRGiQt� 
 
2ELOWR[D[LPDE�PXVt�EêW�SRGiYiQ�LQWUDYHQy]Qt�LQIX]t�SR�GREX����PLQXW� 
 
2SDWĜHQt��NWHUi�MH�QXWQR�XþLQLW�SĜHG�]DFKi]HQtP�V OpþLYêP�SĜtSUDYNHP�QHER�SĜHG�MHKR�SRGiQtP 
 
IQMHNþQt�ODKYLþNRX�VH�QHPi�WĜHSDW��2ELOWR[D[LPDE�PXVt�EêW�SĜHG�SRGiQtP LQWUDYHQy]Qt�LQIX]t QDĜHGČQ�
LQMHNþQtP�UR]WRNHP�FKORULGX�VRGQpKR�R�NRQFHQWUDFL�� PJ�PO���������YL]�ERG������� 
 
1DĜHGČQRX�LQWUDYHQy]Qt�LQIX]L�RELOWR[D[LPDEX�MH�QXWQp�SRGiYDW�SR�GREX����PLQXW�U\FKORVWt�LQIX]H�
XYHGHQRX�Y WDEXOFH����V SRXåLWtP�LQIX]QtKR�YDNX�QHER�LQMHNþQt�VWĜtNDþN\�D�LQ-OLQH�ILOWUX������PLNURQX�� 
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3DFLHQW\�MH�WĜHED�SR�FHORX�GREX�LQIX]H�D�DOHVSRĖ�MHGQX�KRGLQX�SR�SRGiQt�SĜtSUDYNX�SHþOLYČ�VOHGRYDW�
V RKOHGHP�QD�]QiPN\�D�SĜt]QDN\�K\SHUVHQ]LWLYLW\��YL]�ERG�������5HDNFH�Y VRXYLVORVWL�V SRGiYiQtP�
LQIX]H�PDMt EêW�ĜHãHQ\�WDN��MDN�MH�SRSViQR�Y WDEXOFH��� 
 
1D�NRQFL�LQWUDYHQy]Qt�LQIX]H�VH�Pi�YHGHQt�SURSOiFKQRXW�LQMHNþQtP�UR]WRNHP�FKORULGX�VRGQpKR�o 
NRQFHQWUDFL�� PJ�PO�������� 
 
7DEXOND����'iYND�RELOWR[D[LPDEX��FHONRYê�REMHP�LQIX]H�D�U\FKORVW�LQIX]H�SRGOH�WČOHVQp�
KPRWQRVWL 

7ČOHVQi�KPRWQRVW�>Y�NJ@ 
�GiYNRYiQt�QD�]iNODGČ�WČOHVQp�

KPRWQRVWL� 
 

&HONRYê�REMHP�LQIX]H�
>PO@ 

>LQIX]Qt�YDN�QHER�
LQMHNþQt�VWĜtNDþND@
 

5\FKORVW�LQIX]H 
>PO�K@ 

!����NJ�QHER�GRVSČOt���� PJ�NJ�WČOHVQp�KPRWQRVWL� 
> 40 ��� ��� 

!����NJ�Då����NJ���� PJ�NJ�WČOHVQp�KPRWQRVWL� 
���Då��� ��� ��� 
���Då��� 100 �� 

���NJ�QHER�PpQČ���� PJ�NJ�WČOHVQp�KPRWQRVWL� 
���Då��� 100 �� 
��Då��� �� ���� 

����Då���� �� �� 
����Då�� �� ���� 
����Då�� �� 10 

��QHER�PpQČ � ��� 

1iYRG�N QDĜHGČQt�WRKRWR�OpþLYpKR�SĜtSUDYNX�D�N SRXåLWt�LQIX]QtKR�YDNX�QHER�LQMHNþQt�VWĜtNDþN\�SĜHG�
MHKR�SRGiQtP�YL] ERG����� 
 
4.3 .RQWUDLQGLNDFH 
 
+\SHUVHQ]LWLYLWD�QD�OpþLYRX�OiWNX�QHER�QD�NWHURXNROL�SRPRFQRX�OiWNX�XYHGHQRX�Y ERGČ����� 
 
4.4 =YOiãWQt�XSR]RUQČQt�D�RSDWĜHQt�SUR�SRXåLWt 
 
6OHGRYDWHOQRVW 
 
$E\�VH�]OHSãLOD�VOHGRYDWHOQRVW�ELRORJLFNêFK�OpþLYêFK�SĜtSUDYNĤ��Pi�VH�SĜHKOHGQČ�]D]QDPHQDW�Qi]HY�
SRGDQpKR�SĜtSUDYNX�D�þtVOR�ãDUåH� 
 
5HDNFH�VSRMHQp�V SRGiYiQtP�LQIX]H��K\SHUVHQ]LWLYLWD�D�DQDI\OD[H 
 
9�SUĤEČKX�NOLQLFNêFK�KRGQRFHQt�V RELOWR[D[LPDEHP�E\O\�X�]GUDYêFK�VXEMHNWĤ�þDVWR�SR]RURYiQ\�
UHDNFH�VSRMHQp�V SRGiYiQtP�LQIX]H���K\SHUVHQ]LWLYQt�UHDNFH��9]KOHGHP�N UL]LNX�]iYDåQêFK�UHDNFt�QHER�
DQDI\OD[H�Pi RELOWR[D[LPDE�SRGiYDW�Y�]DĜt]HQtFK�XPRåĖXMtFtFK�VOHGRYiQt�SDFLHQWD�SHUVRQiO�
Y\ãNROHQê�D�Y\EDYHQê�N ]YOiGQXWt�DQDI\OD[H��3DFLHQWL�PDMt EêW�SR�FHORX�GREX�SRGiYiQt LQIX]H�D�
QHMPpQČ�MHGQX�KRGLQX�SR�SRGiQt�LQIX]H�SHþOLYČ�VOHGRYiQL�� 
 
-HOLNRå�NOLQLFNi�KRGQRFHQt�E\OD�SURYiGČQD�VH�]GUDYêPL�GREURYROQtN\��E\O\�LQIX]H RELOWR[D[LPDEX�
]DVWDYHQ\�SĜL�Y]QLNX�MDNpNROL�UHDNFH��1D�]iNODGČ�]NXãHQRVWt�V MLQêPL�PRQRNORQiOQtPL�SURWLOiWNDPL�
SRXåtYDQêPL�N OpþEČ�]iYDåQêFK�RQHPRFQČQt�MH�REHFQČ�PRåQp�SRGiYDW�LQIX]H��MHVWOLåH�MVRX�QiOHåLWČ�
]YOiGQXW\��5HDNFH�VRXYLVHMtFt V SRGiYiQtP�LQIX]e PDMt EêW�]YOiGQXW\�WDN��MDN�MH�SRSViQR�Y WDEXOFH���� 
 
3ĜHG�SRGiQtP�RELOWR[D[LPDEX�VH�GRSRUXþXMH�SUHPHGLNDFH�DQWLKLVWDPLQLNHP��QDSĜ��GLIHQK\GUDPLQHP�
�YL]�ERG�������9�NOLQLFNêFK�KRGQRFHQtFK�SURYiGČQêFK�V RELOWR[D[LPDEHP�E\O�GLIHQK\GUDPLQ�SRGiYiQ�
���PLQXW�SĜHG�OpþERX�RELOWR[D[LPDEHP��3UHPHGLNDFH�DQWLKLVWDPLQLNHP�QH]DEUDĖXMH�DQDI\OD[L�D�PĤåH�
PDVNRYDW�QHER�RGGDORYDW�QiVWXS�SĜt]QDNĤ�K\SHUVHQ]LWLYLW\� 
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0HQLQJLWLGD�DQWUD[RYpKR�SĤYRGX 
 
2ELOWR[D[LPDE�QHSURFKi]t�KHPDWRHQFHIDOLFNRX�EDULpURX�D�QH]DEUiQt�PHQLQJLWLGČ�DQWUD[RYpKR�SĤYRGX�
DQL�ML�QHOpþt�� 
 
3HGLDWULFNi�SRSXODFH 
 
8�SHGLDWULFNp�SRSXODFH�QHE\O\�SURYHGHQ\�åiGQp�VWXGLH�EH]SHþQRVWL�QHER�IDUPDNRNLQHWLN\�
RELOWR[D[LPDEX��YL]�ERG������ 
 
,QWHUDNFH�Y ODERUDWRUQtFK�WHVWHFK 
 
([SR]LFH�SĜtSUDYNX�NYXTHRACIS PĤåH�LQWHUIHURYDW�VH�VpURORJLFNêPL�WHVW\�DQWUD[X� 
 
6RUELWRO 
 
-HGHQ�PO�SĜtSUDYNX�NYXTHRACIS REVDKXMH��� PJ�VRUELWROX��YL]�ERG\���D������� 
/pþLYp�SĜtSUDYN\�REVDKXMtFt�VRUELWRO�PRKRX�]SĤVRELW�VPUW��SRNXG�MVRX�SRGiYiQ\�LQWUDYHQy]QČ�
SDFLHQWĤP�V KHUHGLWiUQt�LQWROHUDQFt�IUXNWy]\��6XEMHNWĤP�V KHUHGLWiUQt LQWROHUDQFt�IUXNWy]\�QHPi�EêW�
SRGiYiQ RELOWR[D[LPDE��SRNXG�QHH[LVWXMH�QHREY\NOi�NOLQLFNi�SRWĜHED�D�QHMVRX�N GLVSR]LFL�åiGQp�MLQp�
DOWHUQDWLY\��3ĜHG�SRGiQtP�WRKRWR�OpþLYpKR�SĜtSUDYNX�Pi EêW�X�NDåGpKR�SDFLHQWD�SURYHGHQD�GHWDLOQt�
DQDPQp]D�V RKOHGHP�QD�V\PSWRP\ LQWROHUDQFH�IUXNWy]\� 
 
9H�]YêãHQp�PtĜH�MVRX�RKURåHQ\�PDOp�GČWL �PODGãt���OHW���SURWRåH�KHUHGLWiUQt�LQWROHUDQFH�IUXNWy]\�
QHPXVt�EêW�X�QLFK�MHãWČ�GLDJQRVWLNRYiQD�� 
 
6RGtN 
 
7HQWR�OpþLYê�SĜtSUDYHN�REVDKXMH�PpQČ�QHå�� PPRO���� PJ��VRGtNX�Y MHGQp��PO�LQMHNþQt�ODKYLþFH��WR�
]QDPHQi��åH�MH�Y SRGVWDWČ�ÄEH]�VRGtNX³� 
 
4.5 ,QWHUDNFH�V MLQêPL�OpþLYêPL�SĜtSUDYN\�D�MLQp�IRUP\�LQWHUDNFH 
 
&LSURIOR[DFLQ 
 
9H�VWXGLL�LQWHUDNFt�E\OD�X����VXEMHNWĤ�SRGiYiQD�MHGQRUi]RYi�GiYND�RELOWR[D[LPDEX�VDPRVWDWQČ�QHER�
VSROHþQČ�V FLSURIOR[DFLQHP��'YDFHW�VXEMHNWĤ�GRVWiYDOR�VDPRWQê�RELOWR[D[LPDE�D����VXEMHNWĤ�
GRVWiYDOR�SR�GREX�GHYtWL�GQĤ�RELOWR[D[LPDE�Y NRPELQDFL�V FLSURIOR[DFLQHP��3RGiYiQt�LQWUDYHQy]Qt�
LQIX]H�RELOWR[D[LPDEX�Y GiYFH��� PJ�NJ�SĜHG�LQWUDYHQy]Qt�LQIX]t�FLSURIOR[DFLQX�QHER�SHURUiOQtP�
SRåLWtP�WDEOHW\�FLSURIOR[DFLQX�GYDNUiW�GHQQČ�QH]PČQLOR�IDUPDNRNLQHWLNX�RELOWR[D[LPDEX��3RGREQČ�
RELOWR[D[LPDE�QH]PČQLO�IDUPDNRNLQHWLNX�FLSURIOR[DFLQX�SRGiYDQpKR�SHURUiOQČ�QHER�LQWUDYHQy]QČ� 
 
1HE\O\�SURYHGHQ\�åiGQp�GDOãt�VWXGLH�LQWHUDNFt��-HOLNRå�RELOWR[D[LPDE�MH�PRQRNORQiOQt�SURWLOiWND��MH�
UL]LNR�LQWHUDNFH�Qt]Np� 
 
��� )HUWLOLWD��WČKRWHQVWYt�D�NRMHQt 
 
7ČKRWHQVWYt 
 
ÒGDMH�R�SRGiYiQt�RELOWR[D[LPDEX�WČKRWQêP�åHQiP�QHMVRX�N GLVSR]LFL��MH�YãDN�]QiPR��åH�OLGVNê�,J*�
SURFKi]t�SODFHQWiUQt�EDULpURX� 
6WXGLH�UHSURGXNþQt�WR[LFLW\�QD�]YtĜDWHFK�QHQD]QDþXMt�SĜtPp�QHER�QHSĜtPp�ãNRGOLYp�~þLQN\��YL]�ERG�
����� 
-DNR�SUHYHQWLYQt�RSDWĜHQt�MH�YKRGQČMãt�VH�SRGiYiQt SĜtSUDYNX�NYXTHRACIS Y SUĤEČKX�WČKRWHQVWYt�
Y\KQRXW� 
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.RMHQt 
 
1HQt�]QiPR��]GD�VH�RELOWR[D[LPDE�Y\OXþXMH�GR�OLGVNpKR�PDWHĜVNpKR�POpND��-H�]QiPR��åH�OLGVNê�,J*�MH�
Y\OXþRYiQ�GR�PDWHĜVNpKR�POpND�EČKHP�SUYQtFK�GQĤ�SR�SRURGX�D�EU]\�SRWp�NOHVi QD�Qt]Np�NRQFHQWUDFH��
V GĤVOHGNX�WRKR�QHO]H�UL]LNR�SUR�NRMHQp�GČWL�EČKHP�WRKRWR�NUiWNpKR�REGREt�Y\ORXþLW��3RWp�O]H�SRXåLWt�
RELOWR[D[LPDEX�SĜL�NRMHQt�]YiåLW�SRX]H�Y SĜtSDGČ��åH�MH�] NOLQLFNpKR�KOHGLVND�QH]E\WQp� 
 
)HUWLOLWD 
 
6WXGLH�IHUWLOLW\�QHE\O\�V RELOWR[D[LPDEHP�SURYHGHQ\� 
 
4.7 ÒþLQN\�QD�VFKRSQRVW�ĜtGLW�D�REVOXKRYDW�VWURMH 
 
2ELOWR[D[LPDE�PĤåH�PtW�PDOê�YOLY�QD�VFKRSQRVW�ĜtGLW�QHER�REVOXKRYDW�VWURMH��SURWRåH�SR�SRGiQt�
SĜtSUDYNX�NYXTHRACIS VH�PRKRX�REMHYLW�EROHVWL�KODY\��]iYUDWČ��~QDYD�D�]YUDFHQt��YL]�ERG������ 
 
4.8 1HåiGRXFt�~þLQN\ 
 
6KUQXWt�EH]SHþQRVWQtKR�SURILOX 
 
%H]SHþQRVW�RELOWR[D[LPDEX�E\OD�]NRXPiQD�SRX]H�X�]GUDYêFK�GRVSČOêFK�VXEMHNWĤ� 
 
%H]SHþQRVW�RELOWR[D[LPDEX�E\OD�KRGQRFHQD�X�����]GUDYêFK�VXEMHNWĤ��YH�YČNX�RG����GR����OHW��OpþHQêFK�
MHGQRX�QHER�GYČPD�LQWUDYHQy]QtPL�GiYNDPL��� PJ�NJ�YH�WĜHFK�NOLQLFNêFK�KRGQRFHQtFK�� 
 
&HONHP�����]H�����VXEMHNWĤ�GRVWDOR�MHGQX�GiYNX�RELOWR[D[LPDEX��� PJ�NJ� 8�� �����������WČFKWR�
VXEMHNWĤ�VH�Y\VN\WO\�QHåiGRXFt�UHDNFH�VRXYLVHMtFt�V K\SHUVHQ]LWLYLWRX��YþHWQČ�Y\UiåN\���SĜLþHPå�
Y SUĤEČKX�LQIX]H�VH�Y\VN\WO�MHGHQ�SĜtSDG�DQDI\OD[H��3RGiYiQt�LQIX]H�E\OR�SĜHUXãHQR�Y � ����������
] GĤYRGX�K\SHUVHQ]LWLYLW\�QHER�DQDI\OD[H�� 
 
1HMþDVWČML�KOiãHQêPL�QHåiGRXFtPL�~þLQN\�E\O\�EROHVW�KODY\��� �����������SUXULWXV��� ����������D�
NRSĜLYND��� ���������� 
 
1HMþDVWČML�SR]RURYDQêPL�QHåiGRXFtPL�~þLQN\�Y SUĤEČKX�SUYQtFK�WĜt�KRGLQ�SR�]DKiMHQt�SRGiYiQt�LQIX]H�
E\O\�SUXULWXV��Q ������ ����NRSĜLYND��Q ������ ����EROHVW�KODY\��Q ������ ����Y\UiåND��Q ������ ����
NDãHO��Q ������ ����]iYUDWČ��Q ������ ����]DKUQXMH�]iYUDWČ�D�SRVWXUiOQt�]iYUDWČ��� 
1iVOHGXMtFt�]iYDåQp�QHåiGRXFt�~þLQN\�VH�REMHYLO\�EČKHP�SUYQtFK�WĜt�KRGLQ�SR�SRGiQt�LQIX]H��NRSĜLYND�
�Q ������ ����SUXULWXV��Q ������ ���D�EROHVW�]DG��Q ������ ��� 
1HMþDVWČML�SR]RURYDQêP�QHåiGRXFtP�~þLQNHP�EČKHP���Då����KRGLQ�RG�]DKiMHQt�SRGiYiQt�LQIX]H�E\OD�
EROHVW�KODY\��Q ������ ��� 
 
7DEXONRYê�SĜHKOHG�QHåiGRXFtFK�~þLQNĤ 
 
9�WDEXOFH���MVRX�XYHGHQ\�QHåiGRXFt�~þLQN\�SR]RURYDQp�X�RELOWR[D[LPDEX�X�����]GUDYêFK�OLGVNêFK�
VXEMHNWĤ��NWHUp�GRVWDO\�MHGQX�LQWUDYHQy]Qt�GiYNX��� PJ�NJ�RELOWR[D[LPDEX��SRGOH�WĜtG�RUJiQRYêFK�
V\VWpPĤ�D�IUHNYHQFH� 
 
)UHNYHQFH�QHåiGRXFtFK�~þLQNĤ�MH�GHILQRYiQD�QiVOHGRYQČ��YHOPL�þDVWp����������þDVWp���������Då��������
D�PpQČ�þDVWp����������Då����������9 UiPFL�NDåGp�NDWHJRULH�þHWQRVWt�MVRX�QHåiGRXFt�~þLQN\�XYHGHQ\�
Y SRĜDGt�SRGOH�VQLåXMtFt�VH�]iYDåQRVWL� 
 
7DEXOND����1HåiGRXFt�~þLQN\�KOiãHQp�X�]GUDYêFK�GRVSČOêFK�VXEMHNWĤ 
7ĜtGD�RUJiQRYêFK�V\VWpPĤ�GOH�
0HG'5$ 

ýDVWp� 0pQČ�þDVWp 

3RUXFK\�LPXQLWQtKR�V\VWpPX  $QDI\ODNWLFNi�UHDNFH� 
+\SHUVHQ]LWLYLWD 

3RUXFK\�QHUYRYpKR�V\VWpPX %ROHVW�KODY\ =iYUDWČ 
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7ĜtGD�RUJiQRYêFK�V\VWpPĤ�GOH�
0HG'5$ 

ýDVWp� 0pQČ�þDVWp 

3RVWXUiOQt�]iYUDWČ 
+\SHVWH]LH 

3RUXFK\�RND  )RWRIRELH 
3RUXFK\�XFKD�D�ODE\ULQWX  'LVNRPIRUW�Y�REODVWL XFKD 
&pYQt�SRUXFK\  )OHELWLGD 
5HVSLUDþQt��KUXGQt�D 
PHGLDVWLQiOQt�SRUXFK\ 

.DãHO 3RGUiåGČQt�Y NUNX� 
'\VIRQLH� 
.RQJHVFH�VOL]QLF� 
YHGOHMãtFK�QRVQtFK GXWLQ� 
'\VSQRH 

*DVWURLQWHVWLQiOQt�SRUXFK\  %ROHVW�UWĤ 
3RUXFK\�NĤåH�D�SRGNRåQt�WNiQČ 3UXULWXV��NRSĜLYND� 

Y\UiåND 
$OHUJLFNi�GHUPDWLWLGD� 
*HQHUDOL]RYDQi�Y\UiåND� 
2OXSRYiQt�NĤåH 

3RUXFK\�VYDORYp�D�NRVWHUQt�
VRXVWDY\�D 
SRMLYRYp�WNiQČ 

 %ROHVW NRQþHWLQ� 
6YDORYp�NĜHþH� 
6YDORYp�IDVFLNXODFH� 
%ROHVW�þHOLVWL� 

&HONRYp�SRUXFK\�D 
UHDNFH�Y PtVWČ�DSOLNDFH 

%ROHVW�Y PtVWČ�DSOLNDFH�
LQIX]H 

%ROHVW� 
'LVNRPIRUW�Y�REODVWL�KUXGQtNX 
=LPQLFH� 
ÒQDYD� 
2WRN�Y PtVWČ�DSOLNDFH�LQIX]H� 
1HNDUGLiOQt�EROHVW�QD�KUXGL� 
&LWOLYRVW� 
%ROHVW�Y PtVWČ�SXQNFH�FpY\ 

 
3RSLV�Y\EUDQêFK�QHåiGRXFtFK�~þLQNĤ 
 
+\SHUVHQ]LWLYLWD�D�DQDI\OD[H 
1HåiGRXFt� ~þLQN\� KOiãHQp� X� RVPL� VXEMHNWĤ�� X� NWHUêFK� E\OD� LQIX]H� RELOWR[D[LPDEX� SĜHUXãHQD� SUR�
SĜtSDGQRX�K\SHUVHQ]LWLYLWX��]DKUQRYDO\�NRSĜLYNX��Y\UiåNX��NDãHO��VYČGČQt��]iYUDWČ��SRGUiåGČQt�Y NUNX��
G\VIRQLL��G\VSQRH�D�KUXGQt�GLVNRPIRUW��=EêYDMtFt�VXEMHNW\�V K\SHUVHQ]LWLYLWRX�PČO\�SĜHYiåQČ�SĜt]QDN\�
VRXYLVHMtFt� V NĤåt�� QDSĜ�� VYČGČQt� D� Y\UiåNX�� D� ãHVW� VXEMHNWĤ� XGiYDOR� NDãHO�� $QDI\OD[H� E\OD�
FKDUDNWHUL]RYiQD�GLIX]Qt�VYČGLYRX�NRSĜLYNRYRX�Y\UiåNRX�QD�YČWãLQČ�WČOD��YþHWQČ�NUNX��KUXGQtNX��]DG��
EĜLFKD��SDåt�D�QRKRX��GXãQRVWt�D�NDãOHP� 
 
1HE\O\� SĜHGORåHQ\� åiGQp� GĤND]\� R� WRP�� åH� E\� UHDNFH� ] K\SHUVHQ]LWLYLW\� D� Y\UiåN\� E\O\� Y\YROiQ\�
XYROQČQtP�F\WRNLQĤ��QHE\O\�SR]RURYiQ\�NOLQLFN\�Yê]QDPQp�]PČQ\�F\WRNLQĤ� 
 
,PXQRJHQLWD 
9]QLN�SURWLOiWHN�SURWL�RELOWR[D[LPDEX�E\O�KRGQRFHQ�X�YãHFK�VXEMHNWĤ��NWHUêP�E\O\�SRGiYiQ\�MHGQRWOLYp�
QHER� GYRMLWp� GiYN\� RELOWR[D[LPDEX�� D� WR� YH� WĜHFK� NOLQLFNêFK� KRGQRFHQtFK�� 2VP� VXEMHNWĤ� ���� ��
���������� NWHUp� GRVWDO\� QHMPpQČ� MHGQX� LQWUDYHQy]Qt� GiYNX� RELOWR[D[LPDEX�� PČOR� SR]LWLYQt� YêVOHGHN�
] KOHGLVND� WYRUE\� DQWLWHUDSHXWLFNêFK� SURWLOiWHN� SĜL� QDOpKDYp� OpþEČ�� .YDQWLWDWLYQt� WLWU\� E\O\� Qt]Np� – 
Y UR]PH]t�RG������GR��������8�VXEMHNWĤ�V RGSRYČGt�] KOHGLVND�WYRUE\�DQWLWHUDSHXWLFNêFK�SURWLOiWHN�VH�
QHREMHYLO\�åiGQp�GĤND]\�R�]PČQČ�IDUPDNRNLQHWLN\�QHER�SURILOX�WR[LFLW\� 
 
+OiãHQt�SRGH]ĜHQt�QD�QHåiGRXFt�~þLQN\ 
 
+OiãHQt�SRGH]ĜHQt�QD�QHåiGRXFt�~þLQN\�SR�UHJLVWUDFL�OpþLYpKR�SĜtSUDYNX�MH�GĤOHåLWp��8PRåĖXMH�WR�
SRNUDþRYDW�YH�VOHGRYiQt�SRPČUX�SĜtQRVĤ�D�UL]LN�OpþLYpKR�SĜtSUDYNX��äiGiPH�]GUDYRWQLFNp�SUDFRYQtN\��
DE\�KOiVLOL�SRGH]ĜHQt�QD�QHåiGRXFt�~þLQN\�SURVWĜHGQLFWYtP�QiURGQtKR�V\VWpPX�KOiãHQt�QHåiGRXFtFK�
~þLQNĤ�XYHGHQpKR�Y 'RGDWNX�9� 
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4.9 3ĜHGiYNRYiQt 
 
9�SĜtSDGČ�SĜHGiYNRYiQt�MH�WĜHED�X�SDFLHQWĤ�VOHGRYDW�SĜtSDGQp�]QiPN\�QHER�SĜt]QDN\�QHåiGRXFtFK�
~þLQNĤ� 
 
 
5. )$50$.2/2*,&.e�9/$671267, 
 
5.1 )DUPDNRG\QDPLFNp�YODVWQRVWL 
 
)DUPDNRWHUDSHXWLFNi�VNXSLQD��K\SHULPXQQt�VpUD�D�LPXQRJOREXOLQ\��VSHFLILFNp�LPXQRJOREXOLQ\��$7&�
NyG��-��%%�� 
 
0HFKDQLVPXV�~þLQNX 
 
2ELOWR[D[LPDE�MH�PRQRNORQiOQt�SURWLOiWND��NWHUi�YiåH�SURWHNWLYQt�DQWLJHQ�EDNWHULH�B. anthracis��
2ELOWR[D[LPDE�LQKLEXMH�YD]EX�SURWHNWLYQtKR�DQWLJHQX�QD�MHKR�EXQČþQp�UHFHSWRU\��þtPå�]DEUDĖXMH�
LQWUDFHOXOiUQtPX�YVWXSX�OHWiOQtKR�IDNWRUX�DQWUD[X�D�HGpPRYpKR�IDNWRUX��HQ]\PDWLFNêFK�WR[LQRYêFK�
VORåHN�RGSRYČGQêFK�]D�SDWRJHQQt�~þLQN\�WR[LQX�DQWUD[X� 
 
)DUPDNRG\QDPLFNp�~þLQN\ 
 
2ELOWR[D[LPDE�YiåH�YROQê�SURWHNWLYQt�DQWLJHQ�V URYQRYiåQRX�GLVRFLDþQt�NRQVWDQWRX�DILQLW\��.G�������
Q0�� 
,Q�YLWUR VH�RELOWR[D[LPDE�YiåH�QD�SURWHNWLYQt�DQWLJHQ�] NPHQĤ�$PHV��9ROOXP�D�6WHUQH�EDNWHULH�B. 
anthracis��(SLWRS�QD�SURWHNWLYQtP�DQWLJHQX��QD�NWHUê�VH�RELOWR[D[LPDE�YiåH��MH�X�KOiãHQêFK�NPHQĤ�B. 
anthracis ]DFKRYiQ� 
 
6WXGLH�LQ�YLWUR Y EXQČþQpP�WHVWX�V SRXåLWtP�P\ãtFK�PDNURIiJĤ�QD]QDþXMt��åH�RELOWR[D[LPDE�
QHXWUDOL]XMH�WR[LFNp�~þLQN\�OHWiOQtKR�WR[LQX��FRå�MH�NRPELQDFH�SURWHNWLYQtKR�DQWLJHQX�D�OHWiOQtKR�
IDNWRUX�� 
 
6WXGLH�~þLQQRVWL�LQ�YLYR QD�QRYR]pODQGVNêFK�EtOêFK�NUiOtFtFK�D�PDNDFtFK�MiYVNêFK�Y\VWDYHQêFK�
VSRUiP�NPHQH�$PHV�EDNWHULH�B. anthracis LQKDODþQt�FHVWRX�XNi]DO\�QD�GiYFH�]iYLVOp�]YêãHQt�SĜHåLWt�
SR�OpþEČ�RELOWR[D[LPDEHP��([SR]LFH�VSRUiP�B. anthracis YHGOD�NH�]YêãHQt�NRQFHQWUDFH�SURWHNWLYQtKR�
DQWLJHQX�Y VpUX�QRYR]pODQGVNêFK�EtOêFK�NUiOtNĤ�D�PDNDNĤ�MiYVNêFK��3R�OpþEČ�RELOWR[D[LPDEHP�GRãOR�
X�YČWãLQ\�SĜHåtYDMtFtFK�]YtĜDW�N SRNOHVX�NRQFHQWUDFt�SURWHNWLYQtKR�DQWLJHQX��.RQFHQWUDFH�SURWHNWLYQtKR�
DQWLJHQX�VH�X�]YtĜDW�GRVWiYDMtFtFK SODFHER�Då�GR�MHMLFK�VPUWL�]Y\ãRYDO\� 
 
ÒþLQQRVW� 
 
-HOLNRå�QHQt�PRåQp�þL�HWLFNp�SURYiGČW�NRQWURORYDQi�NOLQLFNi�KRGQRFHQt�X�OLGt�V SOLFQtP�DQWUD[HP��
~þLQQRVW�RELOWR[D[LPDEX�SRGiYDQpKR�Y PRQRWHUDSLL�Y SRURYQiQt�V SODFHEHP�SĜL�OpþEČ�SOLFQtKR�DQWUD[X�
Y\FKi]t�]H�VWXGLt�~þLQQRVWL�X�QRYR]pODQGVNêFK�EtOêFK�NUiOtNĤ�D�PDNDNĤ�MiYVNêFK�� 
 
9�WČFKWR�VWXGLtFK�E\OD�]YtĜDWD�Y\VWDYHQD�DHURVRORYêP�VSRUiP�B. anthracis �NPHQ�$PHV��SĜLEOLåQČ�
���[/'�� D�QiVOHGQČ�OpþHQD�RELOWR[D[LPDEHP�Y UĤ]QêFK�þDVRYêFK�ERGHFK��9H�VWXGLtFK�OpþE\�SOLFQtKR�
DQWUD[X�E\OD�]YtĜDWĤP�SRVN\WRYiQD�OpþED�SRWp��FR�VH�SURMHYLO\�NOLQLFNp�]QiPN\ QHER�SĜt]QDN\�
V\VWpPRYpKR�DQWUD[X��9H�VWXGLtFK�SRVWH[SR]LþQt�SURI\OD[H�E\OD�]YtĜDWD�OpþHQD�SR�H[SR]LFL�EDNWHULL�B. 
anthracis��DYãDN�SĜHG�UR]YRMHP�SĜt]QDNĤ��0DNDNRYp�MiYãWt�E\OL�OpþHQL�Y GREČ�SR]LWLYQtKR�VWDQRYHQt�
KODGLQ\�HOHNWURFKHPLOXPLQLVFHQFH�Y VpUX��(&/��X�SURWHNWLYQtKR�DQWLJHQX�EDNWHULH�B. anthracis 
Y SUĤPČUQp�GREČ�SĜLEOLåQČ����KRGLQ�SR�SRGiQt�OpþLYD�SĜL�YêVN\WX�B. anthracis��9H�VWXGLtFK�OpþE\�
QRYR]pODQGVNêFK�EtOêFK�NUiOtNĤ�E\OD�]YtĜDWD�OpþHQD�SR�SR]LWLYQtP�WHVWX�(&/�QD�SURWHNWLYQt�DQWLJHQ�
QHER�SĜHWUYiYDMtFtP�]YêãHQt�WČOHVQp�WHSORW\�QDG�YêFKR]t�KRGQRWX�Y SUĤPČUQp�GREČ�SĜLEOLåQČ����KRGLQ�
SR SRGiQt�OpþLYD��3ĜHåLWt�E\OR�KRGQRFHQR�SR����GQHFK�SR�SRGiQt�OpþLYD�SĜL�YêVN\WX�B. anthracis YH�
VWXGLtFK�XYHGHQêFK�QtåH� 
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ÒþLQQRVW�MHGQRUi]RYp�LQWUDYHQy]Qt�GiYN\�RELOWR[D[LPDEX�Y PRQRWHUDSLL�SĜL�OpþEČ�SOLFQtKR�DQWUD[X�
E\OD�KRGQRFHQD�Y MHGQp�VWXGLL�]H�VWXGLt�V QRYR]pODQGVNêPL�EtOêPL�NUiOtN\�D�YH�WĜHFK�VWXGLtFK�V PDNDN\�
MiYVNêPL��$3�����$3����D�$3������YãHFKQ\�VWXGLH�E\O\�SODFHEHP�NRQWURORYDQp��UDQGRPL]RYDQp�D�
Y VRXODGX�VH�VSUiYQRX�ODERUDWRUQt�SUD[t��6WXGLH�$5�����$3����D�$3����E\O\�]DVOHSHQp��VWXGLH�$3����
E\OD�]DVOHSHQi�GR�VNXSLQ\�� 
 
7DEXOND����0tUD�SĜHåLWt�YH�VWXGLtFK�~þLQQRVWL�Y PRQRWHUDSLL�V RELOWR[D[LPDEHP���� PJ�NJ� 

 
3RGtO�SĜHåLWt�QD�NRQFL�VWXGLH 
���>SĜHåLWt�Q@� +RGQRWD�S2 ����&,3 
3ODFHER 2ELOWR[D[LPDE��� PJ�NJ� 

/pþED�– QRYR]pODQGãWt�EtOt�NUiOtFL 
6WXGLH�$5���1 �������� ���� �������� ������
 �������������� 
/pþED�– PDNDNRYp�MiYãWt 
6WXGLH�$3���1 � �������� ���� �������� ������
 ������� ������ 
6WXGLH�$3���1 �������� ���� �������� ������
 �������������� 
3RVWH[SR]LþQt�SURI\OD[H�– PDNDNRYp�MiYãWt 

6WXGLH�
$3���4 

���KRGLQ 
SR�
H[SR]LFL 

������� 100 ������� ������
 ������� ������ 

���K 
SR�
H[SR]LFL 

-- �� ������� ������
 ������� ������ 

���K 
SR�
H[SR]LFL 

-- �� ������� ������ �–������ 
������ 

&,��LQWHUYDO�VSROHKOLYRVWL 
1 3ĜHåLWt�KRGQRFHQp����GQt�SR�H[SR]LFL�VSRUiP��YãHFKQD�UDQGRPL]RYDQi�]YtĜDWD�SR]LWLYQt�QD�
EDNWHULHPLL�SĜHG�OpþERX��OpþED�VSXãWČQi�Yê]QDPQêP�]YêãHQtP�WČOHVQp�WHSORW\��VWXGLH�$5�����QHER�
SR]LWLYQtP�YêVOHGNHP�Y WHVWX�HOHNWURFKHPLOXPLQLVFHQFH�SURWHNWLYQtKR�DQWLJHQX��VWXGLH�$3����D�
$3����� 
��3�KRGQRWD�MH�] MHGQRVWUDQQpKR�WHVWX�%RVFKORR��V�PRGLILNDFt�%HUJHU-%RRV�X�JDPD �������YH�VURYQiQt�
V SODFHEHP� 
��3ĜHVQê�����LQWHUYDO�VSROHKOLYRVWL�UR]GtOX�Y PtĜH�SĜHåLWt 
4 3ĜHåLWt�KRGQRFHQp����GQt�SR�H[SR]LFL�VSRUiP�� 

x R]QDþXMH�VWDWLVWLFNRX�Yê]QDPQRVW�QD�~URYQL������� 
 
 
3HGLDWULFNi�SRSXODFH 
 
(YURSVNi�DJHQWXUD�SUR�OpþLYp�SĜtSUDYN\�XGČOLOD�RGNODG�SRYLQQRVWL�SĜHGORåLW�YêVOHGN\�VWXGLt�
V SĜtSUDYNHP�NYXTHRACIS X�MHGQp�QHER�YtFH�SRGVNXSLQ�SHGLDWULFNp�SRSXODFH�SĜL�OpþEČ�EDNWHULiOQt�
LQIHNFH��LQIRUPDFH�R�SRXåLWt�X�SHGLDWULFNp�SRSXODFH�YL]�ERG������ 
 
7HQWR�OpþLYê�SĜtSUDYHN�E\O�UHJLVWURYiQ�]D�ÄYêMLPHþQêFK�RNROQRVWt³��=QDPHQi�WR��åH�Y]KOHGHP�NH�
Y]iFQp�SRYD]H�RQHPRFQČQt��SUR�NWHUp�MH�LQGLNRYiQ��D�] HWLFNêFK�GĤYRGĤ�QHE\OR�PRåQp�]tVNDW�~SOQp�
LQIRUPDFH�R�SĜtQRVHFK�D�UL]LFtFK�WRKRWR�OpþLYpKR�SĜtSUDYNX� 
(YURSVNi�DJHQWXUD�SUR�OpþLYp�SĜtSUDYN\�NDåGRURþQČ�Y\KRGQRWt�MDNpNROL�QRYČ�GRVWXSQp�LQIRUPDFH�D�
WHQWR�VRXKUQ�~GDMĤ�R�SĜtSUDYNX�EXGH�SRGOH�SRWĜHE\�DNWXDOL]RYiQ� 
 
5.2 )DUPDNRNLQHWLFNp�YODVWQRVWL 
 
$EVRUSFH 
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)DUPDNRNLQHWLND�RELOWR[D[LPDEX�MH�OLQHiUQt�Y UR]PH]t�GiYHN�� PJ�NJ������NUiW�Y\ããt�QHå�QHMQLåãt�
GRSRUXþHQi�GiYND��Då��� PJ�NJ�SR�MHGQRUi]RYpP�LQWUDYHQy]QtP�SRGiQt�]GUDYêP�VXEMHNWĤP��3R�
MHGQRUi]RYpP�LQWUDYHQy]QtP�SRGiQt�RELOWR[D[LPDEX��� PJ�NJ�]GUDYêP�VXEMHNWĤP�PXåVNpKR�D�
åHQVNpKR�SRKODYt�E\OD�SUĤPČUQi�KRGQRWD�&PD[ 400 ± �����ȝJ�PO�D�KRGQRWD�$8&LQI � ��� ± 1 ����
ȝJ�PO��3RORþDV�RELOWR[D[LPDEX�E\O�SĜLEOLåQČ����GQt��SUĤPČUQČ�� 
 
'LVWULEXFH 
 
3UĤPČUQê�GLVWULEXþQt�REMHP�RELOWR[D[LPDEX�Y XVWiOHQpP�VWDYX�E\O����� ± �����PO�NJ�D�YČWãt�QHå�
REMHP�SOD]P\��FRå�QD]QDþXMH�XUþLWRX�GLVWULEXFL�Y WNiQtFK� 
 
%LRWUDQVIRUPDFH 
 
1HE\O\�SURYHGHQ\�åiGQp�IRUPiOQt�VWXGLH�PHWDEROLVPX�V RELOWR[D[LPDEHP� 
'RVWXSQRVW�PRQRNORQiOQtFK�SURWLOiWHN�YãDN�REHFQČ�]DKUQXMH�GLVWULEXFL�PLPR�YDVNXOiUQt�SURVWRU�
V PRåQêP�Y\FK\WiYiQtP�GR�WNiQt�D�NDWDEROLVPXV�SURWHi]�QD�PDOp�SHSWLG\�D�DPLQRN\VHOLQ\��NWHUp�MVRX�
QiVOHGQČ�]DSUDFRYiQ\�GR�HQGRJHQQtKR�SRROX�QHER�Y\OXþRYiQ\� 
 
(OLPLQDFH 
 
3UĤPČUQp�KRGQRW\�FOHDUDQFH�RELOWR[D[LPDEX�E\O\����� ± ������PO�GHQ�NJ�D�PQRKHP�QLåãt�QHå�
U\FKORVW�JORPHUXOiUQt�ILOWUDFH��FRå�QD]QDþXMH��åH�Y SRGVWDWČ�QHGRFKi]t�N UHQiOQt�FOHDUDQFH�
RELOWR[D[LPDEX� 
 
=YOiãWQt�VNXSLQ\�SDFLHQWĤ 
 
ÒþLQN\�SRKODYt��YČNX�D�UDV\ 
)DUPDNRNLQHWLND�RELOWR[D[LPDEX�E\OD�KRGQRFHQD�SURVWĜHGQLFWYtP�SRSXODþQt�IDUPDNRNLQHWLFNp�
DQDOê]\�]D�SRXåLWt�Y]RUNĤ�VpUD�RG�����]GUDYêFK�VXEMHNWĤ��NWHUêP�E\OD�Y UiPFL�þW\Ĝ�NOLQLFNêFK�
KRGQRFHQt�SRGiQD�MHGQD�LQWUDYHQy]Qt�GiYND��1D�]iNODGČ�WpWR�DQDOê]\�QHPČO\�SRKODYt��åHQ\�YV� PXåL���
UDVD��QHEČORãVNi�YV�EČORãVNi) nebo YČN��VWDUãt�YV� PODGt��Yê]QDPQê�YOLY�QD�IDUPDNRNLQHWLFNp�
SDUDPHWU\�RELOWR[D[LPDEX��.OLQLFNp�VWXGLH�RELOWR[D[LPDEX�YãDN�QH]DKUQRYDO\�GRVWDWHþQê�SRþHW�
VXEMHNWĤ�YH�YČNX����OHW�D�YtFH��DE\�E\OR�PRåQp�XUþLW��]GD�VH�MHMLFK�IDUPDNRNLQHWLND�OLãt�RG�PODGãtFK�
VXEMHNWĤ��=H�����VXEMHNWĤ�]DĜD]HQêFK�GR�NOLQLFNêFK�VWXGLt�V RELOWR[D[LPDEHP�MLFK���� �����������E\OR�
YH�YČNX����OHW�D�YtFH��]DWtPFR�� ����������E\OD YH�YČNX����OHW�D�YtFH� 
 
ÒþLQN\�VRXYLVHMtFt�V YHOLNRVWt�WČOD 
&OHDUDQFH�SĜL�Y\VRNp�WČOHVQp�KPRWQRVWL������NJ��E\OD�SĜLEOLåQČ�R��� ��Y\ããt�QHå�X�UHIHUHQþQt�
SRSXODFH��3R�SRGiQt�GiYN\�QD�]iNODGČ�WČOHVQp�KPRWQRVWL���� PJ�NJ��WR�YHGH�NH�]YêãHQt�$8&LQI o 
�� ���FRå�QHQt�NOLQLFN\�Yê]QDPQp� 
 
Pediatrickï¿½ populace  
)DUPDNRNLQHWLND�RELOWR[D[LPDEX�X�GČWt�QHE\OD�KRGQRFHQD��'RSRUXþHQt�RKOHGQČ�GiYNRYiQt�Y WDEXOFH���
�ERG������MVRX�RGYR]HQD�]H�VLPXODFt�V SRXåLWtP�SRSXODþQtKR�IDUPDNRNLQHWLFNpKR�SĜtVWXSX�QDYUåHQpKR�
WDN��DE\ RGSRYtGDO\ SR]RURYDQp�H[SR]LFL�RELOWR[D[LPDEX�X�GRVSČOêFK�SĜL�GiYFH��� PJ�NJ� 
 
5.3 3ĜHGNOLQLFNp�~GDMH�Y]WDKXMtFt�VH�k EH]SHþQRVWL 
 
1HNOLQLFNp�~GDMH�]tVNDQp�QD�]iNODGČ�NRQYHQþQtFK�IDUPDNRORJLFNêFK�VWXGLt�EH]SHþQRVWL��WR[LFLW\�SR�
RSDNRYDQpP�SRGiYiQt�D�UHSURGXNþQt�D�YêYRMRYp�WR[LFLW\�QHRGKDOLO\�åiGQp�]YOiãWQt�UL]LNR�SUR�þORYČND� 
 
/p]H�FHQWUiOQtKR�QHUYRYpKR�V\VWpPX��EDNWHULH��]iQČW��NUYiFHQt�D�REþDV�QHNUy]D��E\O\�SR]RURYiQ\�X�
QHSĜHåLYãtFK�QRYR]pODQGVNêFK�EtOêFK�NUiOtNĤ�D�PDNDNĤ�MiYVNêFK�LQILNRYDQêFK�SĤYRGFHP�DQWUD[X��
NWHUêP�E\O�RELOWR[D[LPDE����� PJ�NJ��SRGiYiQ�LQWUDYHQy]QČ�QHER�X�QLFKå�NRQWUROD�SUREČKOD�Y GREČ�
SRWYU]HQt�RQHPRFQČQt��0LNURVNRSLFNp�]PČQ\�X�QHSĜHåLYãtFK�]YtĜDW��NWHUi�GRVWiYDOD�RELOWR[D[LPDE��
E\O\�]SĤVREHQ\�SĜtWRPQRVWt�H[WUDYDVNXOiUQtFK�EDNWHULt��D�QLNROL�~þLQNHP�RELOWR[D[LPDEX��1HE\O�
LGHQWLILNRYiQ�åiGQê�Y]WDK�RGSRYČGL�QD�GiYNX�SUR�KLVWRSDWRORJLL�PR]NX��8�SĤYRGFHP�DQWUD[X 
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LQILNRYDQêFK�SĜHåLYãtFK�QRYR]pODQGVNêFK�EtOêFK�NUiOtNĤ������GHQ��QHER�PDNDNĤ�MiYVNêFK��Då�����GHQ��
SR�MHGQRUi]RYpP�SRGiQt�RELOWR[D[LPDEX�Y GiYNiFK�Då��� PJ�NJ��UHVS���� PJ�NJ�GiYND�QHE\O\�
]MLãWČQ\�åiGQp�PR]NRYp�Op]H�VRXYLVHMtFt�V OpþERX��8�SĜHåLYãtFK�PDNDNĤ�MiYVNêFK�LQILNRYDQêFK�
DQWUD[HP�SR�OpþEČ�RELOWR[D[LPDEHP�QHE\O\�SR]RURYiQ\�åiGQp�QHXUREHKDYLRUiOQt�~þLQN\�VSRMHQp�
V RELOWR[D[LPDEHP� 
 
%\OD�SURYHGHQD�MHGLQi�VWXGLH�HPEU\RQiOQtKR�YêYRMH�X�EĜH]tFK�]GUDYêFK�QRYR]pODQGVNêFK�EtOêFK�
NUiOtNĤ��NWHUêP�E\O\�SRGiYiQ\�þW\ĜL�LQWUDYHQy]Qt�GiYN\�RELOWR[D[LPDEX�Då��� PJ�NJ��GYRMQiVREHN�
GiYN\�X�þORYČND�QD�]iNODGČ PJ�NJ��Y �������������D�����JHVWDþQtP�GQL��1HE\O\�SR]RURYiQ\�åiGQp�
GĤND]\�R�SRãNR]HQt�EĜH]tFK�PDWHN�QHER�SORGĤ�Y GĤVOHGNX�RELOWR[D[LPDEX��.XPXODWLYQt�H[SR]LFH�X�
QRYR]pODQGVNêFK�EtOêFK�NUiOtNĤ���� 000 ȝJ�GHQ�PO��SĜL�12$(/�YH�YêãL��� PJ�NJ�GiYND��Q ��GiYN\��
QD�]iNODGČ�$8&0-�� GQt E\O\�SĜLEOLåQČ�GYRMQiVRENHP�SUĤPČUQp�KRGQRW\�$8&�X�PXåĤ�D�åHQ SĜL NOLQLFNp�
LQWUDYHQy]Qt�GiYFH��� PJ�NJ��+RGQRW\�&PD[ SR�SRGiQt�GiYN\��� PJ�NJ�E\O\�� ����ȝJ�GHQ�PO� 
 
6WXGLH�NDQFHURJHQLW\��JHQRWR[LFLW\�D�IHUWLOLW\�QHE\O\�X�RELOWR[D[LPDEX�SURYHGHQ\� 
 
 
�� )$50$&(87,&.e�Ò'$-( 
 
��� 6H]QDP�SRPRFQêFK�OiWHN 
 
+LVWLGLQ 
6RUELWRO��(���� 
3RO\VRUEiW�����( ���� 
.\VHOLQD�FKORURYRGtNRYi��( ���� SUR�~SUDYX�S+� 
+\GUR[LG�VRGQê��( �����SUR�~SUDYX�S+� 
9RGD�SUR�LQMHNFL 
 
��� ,QNRPSDWLELOLW\ 
 
7HQWR�OpþLYê�SĜtSUDYHN�QHVPt�EêW�PtVHQ�V MLQêPL�OpþLYêPL�SĜtSUDYN\�V YêMLPNRX�WČFK��NWHUp�MVRX�
XYHGHQ\�Y ERGČ����� 
 
��� 'RED�SRXåLWHOQRVWL 
 
1HRWHYĜHQi�LQMHNþQt�ODKYLþND 
 
� let 
 
1DĜHGČQê�LQIX]Qt�UR]WRN�Y LQIX]QtP�YDNX 
 
&KHPLFNi��I\]LNiOQt�D�PLNURELiOQt�VWDELOLWD�SR�QDĜHGČQt�Y LQIX]QtP�YDNX�SĜHG�SRXåLWtP�E\OD�SURNi]iQD�
SR�GREX���KRGLQ�SĜL�SRNRMRYp�WHSORWČ���� °C – �� �&��QHER�Y FKODGQLþFH��� °C – � �&�� 
 
Z PLNURELRORJLFNpKR�KOHGLVND Pi�EêW�SĜtSUDYHN�SRXåLW�RNDPåLWČ��SRNXG�]SĤVRE�
RWHYĜHQt�UHNRQVWLWXFH�ĜHGČQt�QHY\ORXþt�UL]LND�PLNURELRORJLFNp�NRQWDPLQDFH�  
 
1HQt-OL�SRXåLW�RNDPåLWČ��GRED�D�SRGPtQN\�XFKRYiYiQt�SĜtSUDYNX�SR�RWHYĜHQt�SĜHG�SRXåLWtP�MVRX�
Y RGSRYČGQRVWL�XåLYDWHOH� 
 
1DĜHGČQê�LQIX]Qt�UR]WRN�Y LQMHNþQt�VWĜtNDþFH� 
 
-DNPLOH�MH�QDĜHGČQê�UR]WRN�SĜtSUDYNX�NYXTHRACIS SĜLSUDYHQ��Pi EêW�SRGiQ�RNDPåLWČ�D�QHPi�EêW�
XFKRYiYiQ��9HãNHUê�QHSRXåLWê�SĜtSUDYHN�MH�QXWQp�]OLNYLGRYDW� 
 
��� =YOiãWQt�RSDWĜHQt�SUR�XFKRYiYiQt 
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8FKRYiYHMWH�Y FKODGQLþFH��� °C – � �&�� 
&KUDĖWH�SĜHG�PUD]HP� 
8FKRYiYHMWH�Y SĤYRGQtP�REDOX��DE\�E\O�OpþLYê�SĜtSUDYHN�FKUiQČQ�SĜHG�VYČWOHP� 
 
3RGPtQN\�XFKRYiYiQt�WRKRWR�OpþLYpKR�SĜtSUDYNX�SR�MHKR�QDĜHGČQt�MVRX�XYHGHQ\�Y ERGČ����� 
 
��� 'UXK�REDOX�D�REVDK�EDOHQt 
 
��� PJ���PO�NRQFHQWUiWX�Y LQMHNþQt�ODKYLþFH��VNOR�WĜtG\ ,��V SU\åRYRX�]iWNRX�D�SRO\SURS\OHQRYêP�
YtþNHP�V KOLQtNRYêP�X]iYČUHP� 
%DOHQt�REVDKXMH���LQMHNþQt�ODKYLþNX� 
 
��� =YOiãWQt�RSDWĜHQt�SUR�OLNYLGDFL�SĜtSUDYNX�D�SUR�]DFKi]HQt�V QtP 
 
'ĤOHåLWp�SRN\Q\�N SĜtSUDYČ 
 
x .RQFHQWUiW�SUR�LQMHNþQt�UR]WRN�MH�WĜHED�SĜHG�SRGiQtP�YL]XiOQČ�]NRQWURORYDW��]GD�QHREVDKXMH�

þiVWLFH�þL�]GD�VH�QH]PČQLOD�MHKR�EDUYD��3ĜtSUDYHN�NYXTHRACIS MH�þLUê�Då�RSDOL]XMtFt��
EH]EDUYê�Då�VYČWOH�åOXWê�Då�VYČWOê�KQČGRåOXWê�UR]WRN��NWHUê�PĤåH�REVDKRYDW�QČNROLN�SUĤVYLWQêFK�
Då�EtOêFK�EtONRYLQQêFK�þiVWLF��NWHUp�EXGRX�RGVWUDQČQ\�LQ-OLQH�ILOWUDFt�� 

x 3RNXG�VH�]PČQLOD�EDUYD�UR]WRNX�QHER�UR]WRN�REVDKXMH�FL]t�þiVWLFH��LQMHNþQt�ODKYLþNX�]OLNYLGXMWH�
�YL]�ERG���� 

x /DKYLþNX�QHSURWĜHSiYHMWH� 
 
3ĜtSUDYD�D�ĜHGČQt�Y LQIX]QtP�YDNX� 
 
�� 9\SRþWČWH�SRWĜHEQp�PLOLJUDP\�RELOWR[D[LPDEX�Y\QiVREHQtP�GRSRUXþHQp�GiYN\ PJ�NJ�

Y WDEXOFH����YL]�ERG������SRGOH�WČOHVQp�KPRWQRVWL�NRQNUpWQtKR�SDFLHQWD�Y NLORJUDPHFK� 
�� 9\SRþWČWH�SRåDGRYDQê�REMHP�Y PLOLOLWUHFK�NRQFHQWUiWX�RELOWR[D[LPDEX�SUR�LQIX]Qt�UR]WRN�D�

SRþHW�LQMHNþQtFK�ODKYLþHN�SRWĜHEQêFK�SUR�GiYNX�Y\GČOHQtP�Y\SRþtWDQp�GiYN\�Y PLOLJUDPHFK�
�NURN����SRGOH�NRQFHQWUDFH���� PJ�PO��-HGQD�LQMHNþQt�ODKYLþND�XPRåĖXMH�SRGiYiQt���PO�
NRQFHQWUiWX�RELOWR[D[LPDEX�SUR�SĜtSUDYX�LQIX]QtKR UR]WRNX� 

�� =YROWH�YKRGQê�LQIX]Qt�YDN�V LQMHNþQtP�UR]WRNHP�FKORULGX�VRGQpKR�R�NRQFHQWUDFL�� PJ�PO�
���� ����9H�YêãH�XYHGHQpP�NURNX���RGHEHUWH�] LQIX]QtKR�YDNX�REMHP�UR]WRNX�VWHMQpKR�REMHPX�
RELOWR[D[LPDEX�Y PLOLOLWUHFK��5R]WRN��NWHUê�E\O�RGHEUiQ�] LQIX]QtKR�YDNX��]OLNYLGXMWH� 

�� 2GHEHUWH�SRåDGRYDQê�REMHP�NRQFHQWUiWX�RELOWR[D[LPDEX�SUR�LQIX]Qt�UR]WRN��Y\SRþWHQpKR�
Y NURNX����] LQMHNþQtFK�ODKYLþHN�SĜtSUDYNX�NYXTHRACIS��9HãNHURX�QHVSRWĜHERYDQRX�þiVW�
SĜtSUDYNX�NYXTHRACIS Y LQMHNþQtFK�ODKYLþNiFK�]OLNYLGXMWH� 

�� 3RåDGRYDQê�REMHP�NRQFHQWUiWX�RELOWR[D[LPDEX�SUR�LQIX]Qt�UR]WRN�SĜHQHVWH�GR�Y\EUDQpKR�
LQIX]QtKR�YDNX�� 

�� 9DN�MHPQČ�SĜHYUDĢWH��DE\�VH�UR]WRN�SURPtVLO��1HSURWĜHSiYHMWH� 
�� ,QIX]H�PXVt�EêW�SRGiYiQD�SR�GREX����PLQXW�U\FKORVWt�LQIX]H�XYHGHQp�Y WDEXOFH����YL]�ERG������

SRPRFt�LQ-OLQH�ILOWUX������PLNURQX�� 
�� 3ĜLSUDYHQê�UR]WRN�MH�VWDELOQt�SR�GREX���KRGLQ�SĜL�SRNRMRYp�WHSORWČ��� °C – �� �&�QHER���KRGLQ�

Y FKODGQLþFH�SĜL�WHSORWČ�� °C – � �&� 
 
3ĜtSUDYD�D�ĜHGČQt�Y LQMHNþQt�VWĜtNDþFH 
 
�� 9\SRþWČWH�SRWĜHEQp�PLOLJUDP\�RELOWR[D[LPDEX�Y\QiVREHQtP�GRSRUXþHQp�GiYN\ PJ�NJ�

Y WDEXOFH����YL]�ERG������SRGOH�WČOHVQp�KPRWQRVWL�NRQNUpWQtKR�SDFLHQWD�Y NLORJUDPHFK� 
�� 9\SRþWČWH�SRåDGRYDQê�REMHP�Y PLOLOLWUHFK�NRQFHQWUiWX�RELOWR[D[LPDEX�SUR�LQIX]Qt�UR]WRN�D�

SRþHW�LQMHNþQtFK�ODKYLþHN�SRWĜHEQêFK�SUR�GiYNX�Y\GČOHQtP�Y\SRþtWDQp�GiYN\�Y PLOLJUDPHFK�
�NURN����SRGOH�NRQFHQWUDFH���� PJ�PO��-HGQD�LQMHNþQt�ODKYLþND�XPRåĖXMH�SRGiQt���PO�
NRQFHQWUiWX�SĜtSUDYNX�NYXTHRACIS SUR�SĜtSUDYX�LQIX]QtKR�UR]WRNX� 

�� =YROWH�LQMHNþQt�VWĜtNDþNX�YKRGQp�YHOLNRVWL�SUR�FHONRYê�REMHP�LQIX]H��NWHUê�Pi�EêW�SRGiQ� 
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�� 3RPRFt�Y\EUDQp�LQMHNþQt�VWĜtNDþN\�D�LQ-OLQH�ILOWUX������PLNURQX�RGHEHUWH�SRåDGRYDQê�REMHP�
NRQFHQWUiWX�RELOWR[D[LPDEX�SUR�SĜtSUDYX�LQIX]QtKR�UR]WRNX��Y\SRþWHQR�Y NURNX�����9HãNHURX�
QHVSRWĜHERYDQRX�þiVW�SĜtSUDYNX�NYXTHRACIS Y LQMHNþQtFK�ODKYLþNiFK�]OLNYLGXMWH�� 

�� .�SĜtSUDYČ�FHONRYpKR�REMHPX�LQIX]H�XYHGHQp�Y WDEXOFH���RGHEHUWH�YKRGQp�PQRåVWYt�LQMHNþQtKR�
UR]WRNX�FKORULGX�VRGQpKR�R�NRQFHQWUDFL�� PJ�PO����� ��� 

�� 5R]WRN�MHPQČ�SURPtFKHMWH��1HSURWĜHSiYHMWH� 
�� -DNPLOH�MH�QDĜHGČQê�UR]WRN�RELOWR[D[LPDEX�SĜLSUDYHQ��LKQHG�MHM�DSOLNXMWH��5R]WRN�QHXFKRYiYHMWH�

Y LQMHNþQt�VWĜtNDþFH��1HSRXåLWê�SĜtSUDYHN�]OLNYLGXMWH� 
 
/LNYLGDFH 
 
9HãNHUê�QHSRXåLWê�OpþLYê�SĜtSUDYHN�QHER�RGSDG�PXVt�EêW�]OLNYLGRYiQ�Y VRXODGX�V PtVWQtPL�
SRåDGDYN\� 
 
 
7. '5ä,7(/�52=+2'187Ë�2�5(*,675$&, 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
1ČPHFNR 
 
8. 5(*,675$ý1Ë�ýË6/2���5(*,675$ý1Ë�ýË6/$� 
 
(8�������������� 
 
 
9. '$780�3591Ë�5(*,675$&(���352'/28ä(1Ë�5(*,675$&( 
 
'DWXP�SUYQt�UHJLVWUDFH������OLVWRSDGX����� 
 
 
10. '$780�5(9,=(�7(;78 
 
3RGUREQp�LQIRUPDFH�R�WRPWR�OpþLYpP�SĜtSUDYNX�MVRX�N GLVSR]LFL�QD�ZHERYêFK�VWUiQNiFK�(YURSVNp�
DJHQWXU\�SUR�OpþLYp�SĜtSUDYN\�KWWS���ZZZ�HPD�HXURSD�HX���D�QD�ZHERYêFK�VWUiQNiFK�^Qi]HY�QiURGQt�
DJHQWXU\��SĜtVOXãQi�ZHERYi�DGUHVD`!� 
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3ěË/2+$�,, 
 

$� 9é52%&(�%,2/2*,&.e�/eý,9e�/È7.<�$�9é52%&(�
2'329ċ'1é�=$�352328â7ċ1Ë�â$5äË 

 
%� 32'0Ë1.<�1(%2�20(=(1Ë�9é'(-(�$�328ä,7Ë 

 
&� '$/âË�32'0Ë1.<�$�32ä$'$9.<�5(*,675$&( 

 
'� 32'0Ë1.<�1(%2�20(=(1Ë�6 2+/('(0�1$�

%(=3(ý1e�$�Òý,11e�328äË9È1Ë�/eý,9e+2�
3ěË35$9.8 

 
(� =9/Èâ71Ë�329,11267�86.87(ý1,7�325(*,675$ý1Ë�

23$7ě(1Ë�352�5(*,675$&,�3ěË35$9.8�=$�
9é-,0(ý1é&+�2.2/1267Ë 
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$� 9é52%&(�9é52%&,�%,2/2*,&.e�/eý,9e�/È7.<���%,2/2*,&.é&+�
/eý,9é&+�/È7(.�$�9é52%&(�2'329ċ'1é���9é52%&,�2'329ċ'1Ë�=$�
352328â7ċ1Ë�â$5äË 

 
1i]HY�D�DGUHVD�YêUREFH�YêUREFĤ�ELRORJLFNp�OpþLYp�OiWN\���ELRORJLFNêFK�OpþLYêFK�OiWHN 
 
/RQ]D�%LRORJLFV��,QF�� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
USA 
 
1i]HY�D�DGUHVD�YêUREFH�RGSRYČGQpKR���YêUREFĤ�RGSRYČGQêFK�]D�SURSRXãWČQt�ãDUåt 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
1L]R]HPt 
 
 
%� 32'0Ë1.<�1(%2�20(=(1Ë�9é'(-(�$�328ä,7Ë� 
 
9êGHM�OpþLYpKR�SĜtSUDYNX�MH�Yi]iQ�QD�OpNDĜVNê�SĜHGSLV� 
 
 
&� '$/âË�32'0Ë1.<�$�32ä$'$9.<�5(*,675$&( 
 
x 3UDYLGHOQČ�DNWXDOL]RYDQp�]SUiY\�R�EH]SHþQRVWL��3685� 

 
3RåDGDYN\�SUR�SĜHGNOiGiQt�3685�SUR�WHQWR�OpþLYê�SĜtSUDYHN�MVRX�XYHGHQ\�Y VH]QDPX�
UHIHUHQþQtFK�GDW�8QLH��VH]QDP�(85'��VWDQRYHQpP�Y þO� ���F�RGVW����VPČUQLFH���������(6�D�
MDNpNROL�QiVOHGQp�]PČQ\�MVRX�]YHĜHMQČQ\�QD�HYURSVNpP�ZHERYpP�SRUWiOX�SUR�OpþLYp�SĜtSUDYN\� 
 
 
'� 32'0Ë1.<�1(%2�20(=(1Ë�6 2+/('(0�1$�%(=3(ý1e�$�Òý,11e�328äË9È1Ë�

/eý,9e+2�3ěË35$9.8 
 
x 3OiQ�Ĝt]HQt�UL]LN��503� 

 
'UåLWHO�UR]KRGQXWt�R�UHJLVWUDFL��0$+��XVNXWHþQt�SRåDGRYDQp�þLQQRVWL�D�LQWHUYHQFH�Y REODVWL�
IDUPDNRYLJLODQFH�SRGUREQČ�SRSVDQp�YH�VFKYiOHQpP�503�XYHGHQpP�Y PRGXOX�������UHJLVWUDFH�D�
YH�YHãNHUêFK�VFKYiOHQêFK�QiVOHGQêFK�DNWXDOL]DFtFK�503� 
 
$NWXDOL]RYDQê�503�MH�WĜHED�SĜHGORåLW� 

x QD�åiGRVW�(YURSVNp�DJHQWXU\�SUR�OpþLYp�SĜtSUDYN\� 
x SĜL�NDåGp�]PČQČ�V\VWpPX Ĝt]HQt�UL]LN��]HMPpQD�Y GĤVOHGNX�REGUåHQt�QRYêFK�LQIRUPDFt��NWHUp�

PRKRX�YpVW�N Yê]QDPQêP�]PČQiP�SRPČUX�SĜtQRVĤ�D�UL]LN��QHER�] GĤYRGX�GRVDåHQt�
Yê]QDþQpKR�PLOQtNX��Y UiPFL�IDUPDNRYLJLODQFH�QHER�PLQLPDOL]DFH�UL]LN�� 

 
 
(� =9/Èâ71Ë�329,11267�86.87(ý1,7�325(*,675$ý1Ë�23$7ě(1Ë�352�

5(*,675$&,�3ěË35$9.8�=$�9é-,0(ý1é&+�2.2/1267Ë 
 
7DWR�UHJLVWUDFH�E\OD�VFKYiOHQD�]D�ÄYêMLPHþQêFK�RNROQRVWt³��D�SURWR�SRGOH�þO� ���RGVW����QDĜt]HQt��(6��
þ� ���������GUåLWHO�UR]KRGQXWt�R�UHJLVWUDFL�XVNXWHþQt�Y GDQpP�WHUPtQX�QiVOHGXMtFt�RSDWĜHQt� 
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3RSLV 7HUPtQ�VSOQČQt 
 
=D�~þHOHP�YDOLGDFH�).�PHWRG\�RELOWR[D[LPDEX��*&/-�����
Y OLGVNpP�VpUX�PXVt�GUåLWHO�UR]KRGQXWt�R�UHJLVWUDFL�SĜHG�SRXåLWtP�
DQDOê]\�Y]RUNX�SUR�NOLQLFNRX�VWXGLL�$+����SĜHGORåLW�YêVOHGN\�
YDOLGDFH�WHVWX�SUR�QiVOHGXMtFt�DVSHNW\��LQWHUIHUHQFH�SURVWĜHGQLFWYtP�
3$�����D������()��/)�D�$'$�D�YêNRQQRVWL�WHVWĤ�Y KHPRO\WLFNpP�D�
OLSHPLFNpP�VpUX��3DUDOHOQt�SĜtVWXS�E\�PČO�EêW�SURYHGHQ�VH�
]tVNDQêPL�Y]RUN\�] SOiQRYDQp�RWHYĜHQp�WHUpQQt�VWXGLH�$+���� 
 
 
 
=D�~þHOHP�Y\KRGQRFHQt�NOLQLFNp�RGSRYČGL��EH]SHþQRVWL�D�
VQiãHQOLYRVWL�YþHWQČ�SUĤEČKX�RQHPRFQČQt�D�SĜHåLWt�X�VXEMHNWĤ�
V SRGH]ĜHQtP�QD�SOLFQt DQWUD[��V SUDYGČSRGREQêP�SOLFQtP�DQWUD[HP�
QHER�SRWYU]HQêP�SOLFQtP�DQWUD[HP�OpþHQêFK�RELOWR[D[LPDEHP�Pi�
GUåLWHO�UR]KRGQXWt�R�UHJLVWUDFL�SURYpVW KRGQRFHQt SRGOH�VFKYiOHQpKR�
SURWRNROX�D�SĜHGORåLW�YêVOHGN\�]iYČUHþQp�]SUiY\�] Ii]H����RWHYĜHQp�
WHUpQQt�VWXGLH�$+����SR�SURSXNQXWt�DQWUD[X�Y ]HPtFK��NGH�MH�
RELOWR[D[LPDE�VFKYiOHQ�D�GRVWXSQê� 
 
 
 
 

 
0DMt�EêW�SĜHGORåHQ\�
VSROHþQČ�VH�]iYČUHþQRX�
NOLQLFNRX�]SUiYRX�]H�VWXGLH�
$+���� 
 
 
 
 
 
 
 
=SUiY\�SĜHGNOiGDQp�NDåGê�
URN� 
 
=iYČUHþQi�]SUiYD�EXGH�
SĜHGORåHQD�QHMSR]GČML�GR�
���PČVtFĤ�SR�SRVOHGQtP�
SRGiQt�RELOWR[D[LPDEX�
QHER�SRVOHGQtP�VEČUX�
~GDMĤ�Y SĜtSDGČ�
UHWURVSHNWLYQtKR�VEČUX�
~GDMĤ� 
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3ěË/2+$ ,,, 
 

2=1$ý(1Ë�1$�2%$/8�$�3ěË%$/29È�,1)250$&( 
  

PÄ
Åp

av
ek

 ji
Ç 

ne
nÅ

 re
gi

st
ro

vÉ
n



18 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

$� 2=1$ý(1Ë�1$�2%$/8 
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Ò'$-(�89È'ċ1e�1$�91ċ-âË0�2%$/8 
 
.5$%,ý.$ 
 
 
1. 1È=(9�/eý,9e+2�3ěË35$9.8 

 
NYXTHRACIS 100 PJ�PO��VWHULOQt�NRQFHQWUiW 
RELOWR[D[LPDEXP� 
 
 
2. 2%6$+�/eý,9e�/È7.<���/eý,9é&+�/È7(. 
 
1 PO��RELOWR[D[LPDEXP 100 PJ 
 
 
3. 6(=1$0�3202&1é&+�/È7(. 
 
3RPRFQp�OiWN\��KLVWLGLQ��VRUELWRO��(�����N\VHOLQD�FKORURYRGtNRYi��K\GUR[LG�VRGQê��YRGD�SUR�LQMHNFL� 
 
 
4. /e.29È�)250$�$�2%6$+�%$/(1Ë 
 
.RQFHQWUiW�SUR�LQIX]Qt�UR]WRN 
��� PJ���PO 
��LQMHNþQt�ODKYLþND 
 
 
5. =3ģ62%�$�&(67$�&(67<�32'È1Ë 
 
3ĜHG�SRXåLWtP�VL�SĜHþWČWH�SĜtEDORYRX�LQIRUPDFL� 
,QWUDYHQy]Qt�SRGiQt�SR�QDĜHGČQt� 
3RX]H�N MHGQRUi]RYpPX�SRXåLWt� 
1HSURWĜHSiYHMWH� 
 
45�NyG�EXGH�YORåHQ�� ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� =9/Èâ71Ë�832=251ċ1Ë��ä(�/eý,9é�3ěË35$9(.�086Ë�%é7�8&+29È9È1�

0,02�'2+/('�$�'26$+�'ċ7Ë 
 
 
7. '$/âË�=9/Èâ71Ë�832=251ċ1Ë��32.8'�-(�327ě(%1e 
 
 
 
8. 328ä,7(/1267 
 
EXP 
 
 
9. =9/Èâ71Ë�32'0Ë1.<�352�8&+29È9È1Ë 
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8FKRYiYHMWH�Y FKODGQLþFH�� 
&KUDĖWH�SĜHG�PUD]HP�� 
8FKRYiYHMWH�Y SĤYRGQtP�REDOX��DE\�E\O�SĜtSUDYHN�FKUiQČQ�SĜHG�VYČWOHP� 
 
 
10. =9/Èâ71Ë�23$7ě(1Ë�352�/,.9,'$&,�1(328ä,7é&+�/eý,9é&+�3ěË35$9.ģ�

1(%2�2'3$'8�= 1,&+��32.8'�-(�72�9+2'1e 
 
 
11. 1È=(9�$ $'5(6$�'5ä,7(/(�52=+2'187Ë�2 5(*,675$&, 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
1ČPHFNR 
 
 
12. 5(*,675$ý1Ë�ýË6/2�ýË6/$� 
 
(8�������������� 
 
 
13. ýË6/2�â$5ä( 
 
ý� ãDUåH 
 
 
14. ./$6,),.$&(�352�9é'(- 
 
 
15. 1È92'�. 328ä,7Ë 
 
 
��� ,1)250$&(�9 %5$,//29ċ�3Ë608 
 
1HY\åDGXMH�VH�– RGĤYRGQČQt�SĜLMDWR� 
 
 
17. -(',1(ý1é�,'(17,),.È725�– �'�ýÈ529é�.Ï' 
 
�'�þiURYê�NyG�V MHGLQHþQêP�LGHQWLILNiWRUHP� 
 
 
18. -(',1(ý1é�,'(17,),.È725�– '$7$�ý,7(/1È�2.(0 
 
PC  
SN  
NN  
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0,1,0È/1Ë�Ò'$-(�89È'ċ1e�1$�0$/e0�91,7ě1Ë0�2%$/8 
 
2=1$ý(1Ë�1$�,1-(.ý1Ë�/$+9,ý&( 
 
 
1. 1È=(9�/eý,9e+2�3ěË35$9.8�$�&(67$�&(67<�32'È1Ë 
 
NYXTHRACIS 100 PJ�PO��VWHULOQt�NRQFHQWUiW 
RELOWR[D[LPDEXP� 
,QWUDYHQy]Qt�SRGiQt�SR�QDĜHGČQt� 
 
 
2. =3ģ62%�32'È1Ë 
 
3RX]H�N MHGQRUi]RYpPX�SRXåLWt� 
 
3. 328ä,7(/1267 
 
EXP 
 
 
4. ýË6/2�â$5ä( 
 
ý� ãDUåH 
 
 
5. 2%6$+�8'$1é�-$.2�+0271267��2%-(0�1(%2�32ý(7 
 
��� PJ���PO 
 
 
�� -,1e 
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%� 3ěË%$/29È�,1)250$&( 
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3ĜtEDORYi�LQIRUPDFH��LQIRUPDFH�SUR�SDFLHQWD 
 

1<;7+5$&,6 100 PJ�PO�NRQFHQWUiW�SUR�LQIX]Qt�UR]WRN 
RELOWR[D[LPDEXP 

 
7HQWR�SĜtSUDYHN�SRGOpKi�GDOãtPX�VOHGRYiQt��7R�XPRåQt�U\FKOp�]tVNiQt�QRYêFK�LQIRUPDFt�R�

EH]SHþQRVWL��0ĤåHWH�SĜLVSČW�WtP��åH�QDKOiVtWH�MDNpNROL�QHåiGRXFt�~þLQN\��NWHUp�VH�X�9iV�Y\VN\WQRX��-DN�
KOiVLW�QHåiGRXFt�~þLQN\�MH�SRSViQR�Y ]iYČUX�ERGX��� 
 
3ĜHþWČWH�VL�SR]RUQČ�FHORX�SĜtEDORYRX�LQIRUPDFL�GĜtYH��QHå�]DþQHWH�WHQWR�SĜtSUDYHN�SRXåtYDW��

SURWRåH�REVDKXMH�SUR�9iV�GĤOHåLWp�~GDMH� 
- 3RQHFKWH�VL�SĜtEDORYRX�LQIRUPDFL�SUR�SĜtSDG��åH�VL�ML�EXGHWH�SRWĜHERYDW�SĜHþtVW�]QRYX�� 
- 0iWH-OL�MDNpNROL�GDOãt�RWi]N\��]HSWHMWH�VH�VYpKR�OpNDĜH��OpNiUQtND�QHER�]GUDYRWQt�VHVWU\� 
- 3RNXG�VH�X�9iV�Y\VN\WQH�NWHUêNROL�] QHåiGRXFtFK�~þLQNĤ��VGČOWH�WR�VYpPX�OpNDĜL��OpNiUQtNRYL�

QHER�]GUDYRWQt�VHVWĜH� 6WHMQČ�SRVWXSXMWH�Y SĜtSDGČ�MDNêFKNROL�QHåiGRXFtFK�~þLQNĤ��NWHUp�QHMVRX�
XYHGHQ\�Y WpWR�SĜtEDORYp�LQIRUPDFL��9L]�ERG��� 

 
&R�QDOH]QHWH�Y WpWR�SĜtEDORYp�LQIRUPDFL 
 
�� &R�MH�SĜtSUDYHN�NYXTHRACIS D�N þHPX�VH�SRXåtYi� 
�� ýHPX�PXVtWH�YČQRYDW�SR]RUQRVW��QHå�9iP�EXGH�SĜtSUDYHN�NYXTHRACIS SRGiQ 
�� -DN�EXGH�SĜtSUDYHN�NYXTHRACIS SRGiYiQ 
�� 0RåQp�QHåiGRXFt�~þLQN\� 
�� -DN�SĜtSUDYHN�NYXTHRACIS XFKRYiYDW 
�� 2EVDK�EDOHQt�D�GDOãt�LQIRUPDFH 
 
 
1. &R�MH�SĜtSUDYHN�1<;7+5$&,6 D�N þHPX�VH�SRXåtYi 
 
3ĜtSUDYHN�NYXTHRACIS REVDKXMH�OpþLYRX�OiWNX�RELOWR[D[LPDE��2ELOWR[D[LPDE�MH�PRQRNORQiOQt�
SURWLOiWND��W\S�EtONRYLQ\��NWHUi�VH�YiåH�QD�WR[LQ\�SURGXNRYDQp�EDNWHULHPL��MHå�]SĤVREXMt�DQWUD[��D�
LQDNWLYXMH�MH� 
 
3ĜtSUDYHN�NYXTHRACIS VH�SRXåtYi�Y NRPELQDFL�V DQWLELRWLN\�N OpþEČ�GRVSČOêFK� GRVStYDMtFtFK�D�GČWt�
V DQWUD[HP�]SĤVREHQêP�YGHFKQXWtP�EDNWHULt��SOLFQt DQWUD[��� 
 
3ĜtSUDYHN�NYXTHRACIS O]H�SRXåtW�WDNp�Y SĜtSDGČ��åH�MVWH�VH�PRKO�D��GRVWDW�GR�NRQWDNWX�V EDNWHULHPL�
]SĤVREXMtFtPL�DQWUD[�nebo MHMLFK�VSRUDPL ��DOH�QHY\ND]XMHWH�åiGQp�SĜt]QDN\�RQHPRFQČQt��D�SRNXG�QHQt�
N GLVSR]LFL�DQL�QHQt�YKRGQi�åiGQi�MLQi�OpþED� 
 
 
2. ýHPX�PXVtWH�YČQRYDW�SR]RUQRVW��QHå�9iP�EXGH�SĜtSUDYHN�1<;7+5$&,6 SRGiQ 
 
3ĜtSUDYHN�1<;7+5$&,6 9iP�QHVPt�EêW�SRGiYiQ� 
- MHVWOLåH�MVWH�DOHUJLFNê�i��QD�RELOWR[D[LPDE�QHER�QD�NWHURXNROL�GDOãt�VORåNX�WRKRWR�SĜtSUDYNX�

�XYHGHQRX�Y ERGČ���� 
 
8SR]RUQČQt�D�RSDWĜHQt� 
3ĜHG�SRXåLWtP�SĜtSUDYNX�NYXTHRACIS VH�SRUDćWH�VH�VYêP�OpNDĜHP��OpNiUQtNHP�QHER�]GUDYRWQt�
VHVWURX� 
 
- SRNXG�PiWH��QHER�9DãH�GtWČ��YUR]HQRX�QHVQiãHQOLYRVW�IUXNWy]\��FRå�MH�Y]iFQï¿½  JHQHWLFNï¿½  

RQHPRFQČQt��QHER�SRNXG�9DãH�GtWČ�MLå�QHPĤåH�NRQ]XPRYDW�VODGNp�SRWUDYLQ\�QHER�QiSRMH��
SURWRåH�Pi�SRFLW�QD�]YUDFHQt��]YUDFt�QHER�Pi�QHSĜtMHPQp�SRFLW\��QDSĜ��QDGêPiQt��åDOXGHþQt�
NĜHþH�QHER�SUĤMHP� 
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$OHUJLFNp�UHDNFH��NWHUp�VH�PRKRX�REMHYLW�SR�OpþEČ�SĜtSUDYNHP�NYXTHRACIS��PRKRX�EêW�QČNG\�
]iYDåQp��3ĜHG�SRGiQtP�SĜtSUDYNX�NYXTHRACIS 9iP�PĤåH�EêW�SRGiQR�DQWLKLVWDPLQLNXP�NH�VQtåHQt�
UL]LND�DOHUJLFNêFK�UHDNFt� 
 
'DOãt�OpþLYp�SĜtSUDYN\�D�SĜtSUDYHN�1<;7+5$&,6 
,QIRUPXMWH�VYpKR�OpNDĜH�QHER�OpNiUQtND�R�YãHFK�OpFtFK��NWHUp�XåtYiWH��NWHUp�MVWH�Y QHGiYQp�GREČ�
XåtYDO�D��QHER�NWHUp�PRåQi�EXGHWH�XåtYDW� 
0RKRX�9iP�EêW�SRGiQD�DQWLELRWLND��QDSĜ��FLSURIOR[DFLQ��MDNR�SRPRF�SĜL�OpþEČ�SOLFQtKR�DQWUD[X� 
 
7ČKRWHQVWYt�D�NRMHQt 
3RNXG�MVWH�WČKRWQi�QHER�NRMtWH��GRPQtYiWH�VH��åH�PĤåHWH�EêW�WČKRWQi��QHER�SOiQXMHWH�RWČKRWQČW��SRUDćWH�
VH�VH�VYêP�OpNDĜHP�GĜtYH��QHå�9iP�EXGH�WHQWR�SĜtSUDYHN�SRGiQ� 
 
1HQt�]QiPR��]GD�SĜtSUDYHN�NYXTHRACIS QHPĤåH�SRãNRGLW�9DãH�QHQDUR]HQp�GtWČ�� 
 
1HQt�]QiPR��]GD�VH�SĜtSUDYHN�NYXTHRACIS Y\OXþXMH�GR�PDWHĜVNpKR�POpND��9\�L�9iã�OpNDĜ�
UR]KRGQHWH��]GD�E\VWH�SR�SRGiQt�SĜtSUDYNX�NYXTHRACIS PČOD�NRMLW� 
 
ět]HQt�GRSUDYQtFK�SURVWĜHGNĤ�D�REVOXKD�VWURMĤ 
3ĜtSUDYHN�NYXTHRACIS PĤåH�Y\YRODW�QHåiGRXFt�~þLQN\��MDNR�MVRX�EROHVW�KODY\��]iYUDWČ��~QDYD�D�
]YUDFHQt��7R�PĤåH�RYOLYQLW�VFKRSQRVW�ĜtGLW�QHER�REVOXKRYDW�VWURMH� 
 
3ĜtSUDYHN�1<;7+5$&,6 REVDKXMH�VRUELWRO��(����� 
6RUELWRO�MH�]GURMHP�IUXNWy]\��W\SX�FXNUX���3RNXG�PiWH��QHER�9DãH�GtWČ��YUR]HQRX�QHVQiãHQOLYRVW 
IUXNWy]\��FRå�MH�Y]iFQp�JHQHWLFNp�RQHPRFQČQt��QHVPt�9iP��QHER�9DãHPX�GtWČWL��EêW�WHQWR�SĜtSUDYHN�
SRGiQ��3DFLHQWL�V YUR]HQRX�QHVQiãHQOLYRVWt IUXNWy]\�QHMVRX�VFKRSQL�UR]ORåLW IUXNWy]X��FRå�PĤåH�
]SĤVRELW ]iYDåQp�QHåiGRXFt�~þLQN\� 
,QIRUPXMWH�OpNDĜH�SĜHG�]DKiMHQtP�OpþE\�WtPWR�SĜtSUDYNHP��SRNXG�PiWH��QHER�9DãH�GtWČ�Pi��YUR]HQRX�
QHVQiãHQOLYRVW�IUXNWy]\�QHER�SRNXG�9DãH�GtWČ�QHPĤåH�MtVW�VODGNp�SRWUDYLQ\�QHER�StW�VODGNp�QiSRMH��
SURWRåH�WR�]SĤVREXMH�SRFLW�QD�]YUDFHQt��]YUDFHQt�QHER�QHSĜtMHPQp�SRFLW\�MDNR�QDGêPiQt��åDOXGHþQt�
NĜHþH�QHER�SUĤMHP� 
 
3ĜtSUDYHN�1<;7+5$&,6 REVDKXMH�VRGtN� 
7HQWR�OpþLYê�SĜtSUDYHN�REVDKXMH�PpQČ�QHå�� PPRO���� PJ��VRGtNX�Y MHGQp��PO�LQMHNþQt�ODKYLþFH�
V SĜtSUDYNHP�NYXTHRACIS��WR�]QDPHQi��åH�MH�Y SRGVWDWČ�ÄEH]�VRGtNX³� 
 
 
3. -DN�EXGH�SĜtSUDYHN�1<;7+5$&,6 SRGiYiQ 
 
3ĜtSUDYHN�NYXTHRACIS 9iP�EXGH�SRGiYDW�OpNDĜ�QHER�]GUDYRWQt�VHVWUD��9iã�OpNDĜ�QHER�]GUDYRWQt�
VHVWUD�Y\SRþtWi�GiYNX�QD�]iNODGČ�9Dãt�WČOHVQp�KPRWQRVWL��QHER�WČOHVQp�KPRWQRVWL�9DãHKR�GtWČWH��� 
 
9iã�OpNDĜ��]GUDYRWQt�VHVWUD�QHER�OpNiUQtN�SĜLSUDYt�LQIX]Qt�UR]WRN�� 
5R]WRN�SĜtSUDYNX�NYXTHRACIS EXGH�SRGiYiQ�LQIX]t��ÄNDSDþNRX³��GR�åtO\�SR�GREX����PLQXW��
REY\NOH�GR�SDåH��%ČKHP�SRGiYiQt�SĜtSUDYNX�NYXTHRACIS D�URYQČå�QHMPpQČ�MHGQX�KRGLQX�SR�
LQIX]L�EXGHWH�PRQLWRURYiQ�D��� 
3ĜHG�SRGiQtP�SĜtSUDYNX�NYXTHRACIS 9iP�EXGRX�REY\NOH�SRGiQ\�OpþLYp�SĜtSUDYN\�N SUHYHQFL�
QHER�RPH]HQt�DOHUJLFNêFK UHDNFt�� 
 
0iWH-OL�MDNpNROL�GDOãt�RWi]N\�WêNDMtFt�VH�SRXåtYiQt�WRKRWR�SĜtSUDYNX��]HSWHMWH�VH�VYpKR�OpNDĜH��OpNiUQtND�
QHER�]GUDYRWQt�VHVWU\� 
 
 
4. 0RåQp�QHåiGRXFt�~þLQN\ 
 
3RGREQČ�MDNR�YãHFKQ\�OpN\�PĤåH�PtW�L�WHQWR�SĜtSUDYHN�QHåiGRXFt�~þLQN\��NWHUp�VH�DOH�QHPXVt�
Y\VN\WQRXW�X�NDåGpKR� 
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-HVWOLåH�]D]QDPHQiWH�NWHUêNROLY�] QiVOHGXMtFtFK�QHåiGRXFtFK�~þLQNĤ��LKQHG�R�WRP�LQIRUPXMWH�
VYpKR�OpNDĜH�QHER�RVREX��NWHUi�9iP�SRGiYi�LQIX]L�� 
 
6YČGČQt��Y\UiåND��GXãQRVW�QHER�VtSiQt�– WR�PRKRX�EêW�SĜt]QDN\�DOHUJLFNp�UHDNFH��SĜHFLWOLYČORVWL�� 
 
'DOãt�QHåiGRXFt�~þLQN\�SĜtSUDYNX�1<;7+5$&,6 ]DKUQXMt� 
 
ýDVWp �PRKRX�SRVWLKRYDW�Då���RVREX�] 10) 
- %ROHVW�KODY\ 
- .DãHO 
- %ROHVW�Y PtVWČ�SRGiQt LQIX]H 
- 6YČGČQt��NRåQt�Y\UiåND�YþHWQČ�VYČGLYp�Y\YêãHQp�Y\UiåN\��NRSĜLYN\� 
 
0pQČ�þDVWp �PRKRX�SRVWLKQRXW�Då���RVREX�]H����� 
- $OHUJLFNp�UHDNFH 
- =iYUDWČ 
- 1HFLWOLYRVW 
- 3ĜHFLWOLYČORVW�QD�VYČWOR��IRWRIRELH� 
- 1HSĜtMHPQp�SRFLW\�Y XFKX 
- 3RGUiåGČQt�Y NUNX 
- &KUDSRW 
- =GXĜHQt�VOL]QLFH�YHGOHMãtFK�QRVQtFK�GXWLQ 
- 'XãQRVW 
- %ROHVW�UWĤ 
- (N]pP��ROXSRYiQt�NĤåH 
- 6YDORYp�]iãNXE\�D�NĜHþH 
- ÒQDYD 
- =LPQLFH��SRFLW�FKODGX� 
- 1HSĜtMHPQp�SRFLW\�Y REODVWL�KUXGQtNX 
- &HONRYi�EROHVW�D�EROHVW�SRVWLKXMtFt�NRQþHWLQ\��KUXGQtN��þHOLVWL��VYDO\��YD]\��ãODFK\�QHER�NRVWL� 
- 2WRN�Y PtVWČ�DSOLNDFH�LQIX]H��EROHVW�QHER�IOHELWLGD��]iQČW�åtO\ 
 
+OiãHQt�QHåiGRXFtFK�~þLQNĤ 
PRNXG�VH�X�9iV�Y\VN\WQH�NWHUêNROL�] QHåiGRXFtFK�~þLQNĤ��VGČOWH�WR�VYpPX�OpNDĜL��OpNiUQtNRYL�QHER�
]GUDYRWQt�VHVWĜH� 6WHMQČ�SRVWXSXMWH�Y SĜtSDGČ�MDNêFKNROL�QHåiGRXFtFK�~þLQNĤ��NWHUp�QHMVRX�XYHGHQ\�
Y WpWR�SĜtEDORYp�LQIRUPDFL��1HåiGRXFt�~þLQN\�PĤåHWH�KOiVLW�WDNp�SĜtPR�SURVWĜHGQLFWYtP�QiURGQtKR�
V\VWpPX�KOiãHQt�QHåiGRXFtFK�~þLQNĤ�XYHGHQpKR�Y 'RGDWNX�9��1DKOiãHQtP�QHåiGRXFtFK�~þLQNĤ�PĤåHWH�
SĜLVSČW�N ]tVNiQt�YtFH�LQIRUPDFt�R�EH]SHþQRVWL�WRKRWR�SĜtSUDYNX� 
 
 
5. -DN�SĜtSUDYHN�1<;7+5$&,6 XFKRYiYDW 
 
8FKRYiYHMWH�WHQWR�SĜtSUDYHN�PLPR�GRKOHG�D�GRVDK�GČWt� 
 
1HSRXåtYHMWH�WHQWR�SĜtSUDYHN�SR�XSO\QXWt�GRE\�SRXåLWHOQRVWL�XYHGHQp�QD�NUDELþFH�D�EOLVWUX�]D�(;3��
'RED�SRXåLWHOQRVWL�VH�Y]WDKXMH�N SRVOHGQtPX�GQL�XYHGHQpKR�PČVtFH� 
 
8FKRYiYHMWH�Y FKODGQLþFH��� °C – � �&��� 
&KUDĖWH�SĜHG�PUD]HP� 
8FKRYiYHMWH�Y SĤYRGQtP�REDOX��DE\�E\O�SĜtSUDYHN�FKUiQČQ�SĜHG�VYČWOHP� 
 
Po QDĜHGČQt�Y LQIX]QtP�YDNX�E\OD�FKHPLFNi��I\]LNiOQt�D�PLNURELiOQt�VWDELOLWD�SĜL�SRXåLWt�SURNi]iQD�SR�
GREX���KRGLQ�SĜL�SRNRMRYp�WHSORWČ���� °C – �� �&��QHER�Y FKODGQLþFH��� °C – � �&�� 
 
Po QDĜHGČQt�SĜtSUDYNX�NYXTHRACIS Y LQMHNþQt VWĜtNDþFH�MH�WĜHED�SĜtSUDYHN�SRGDW�RNDPåLWČ�D�
QHXFKRYiYDW�MHM��9HãNHUê�QHSRXåLWê�SĜtSUDYHN�MH�QXWQp�]OLNYLGRYDW� 
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�� 2EVDK�EDOHQt�D�GDOãt�LQIRUPDFH 
 
&R�SĜtSUDYHN�1<;7+5$&,6 REVDKXMH� 
- /pþLYRX�OiWNRX�MH�RELOWR[D[LPDEXP��-HGHQ�PO�NRQFHQWUiWX�REVDKXMH�RELOWR[D[LPDEXP���� PJ��

-HGQD��PO�LQMHNþQt�ODKYLþND�REVDKXMH�RELOWR[D[LPDEXP���� PJ� 
- 'DOãtPL�VORåNDPL�MVRX�KLVWLGLQ��VRUELWRO��( ������SRO\VRUEiW�����( ������N\VHOLQD�FKORURYRGtNRYi�

�( �����D�K\GUR[LG�VRGQê��( ������9L]�WDNp�ERG���ÄNYXTHRACIS REVDKXMH�VRUELWRO³� 
 
-DN�SĜtSUDYHN�1<;7+5$&,6 Y\SDGi�D�FR�REVDKXMH�WRWR�EDOHQt 
NYXTHRACIS MH�þLUê�Då�RSDOL]XMtFt��EH]EDUYê�Då�VYČWOH�åOXWê�Då�VYČWOê�KQČGRåOXWê�NRQFHQWUiW�SUR�
UR]WRN� 
3ĜtSUDYHN�NYXTHRACIS MH�N GLVSR]LFL�Y EDOHQt�REVDKXMtFtP���LQMHNþQt�ODKYLþNX� 
 
'UåLWHO�UR]KRGQXWt�R�UHJLVWUDFL 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
1ČPHFNR 
 
9êUREFH� 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
1L]R]HPt 
 
 
7DWR�SĜtEDORYi�LQIRUPDFH�E\OD�QDSRVOHG\�UHYLGRYiQD 
 
7HQWR�OpþLYê�SĜtSUDYHN�E\O�UHJLVWURYiQ�]D�ÄYêMLPHþQêFK�RNROQRVWt³��=QDPHQi�WR��åH�Y]KOHGHP�NH�
Y]iFQp�SRYD]H�WRKRWR�RQHPRFQČQt�D�] HWLFNêFK�GĤYRGĤ�QHE\OR�PRåQp�]tVNDW�R�WRPWR�OpþLYpP�
SĜtSUDYNX�~SOQp�LQIRUPDFH� 
(YURSVNi�DJHQWXUD�SUR�OpþLYp�SĜtSUDYN\�NDåGRURþQČ�Y\KRGQRWt�MDNpNROL�QRYp�LQIRUPDFH�WêNDMtFt�VH�
WRKRWR OpþLYpKR�SĜtSUDYNX�D�WDWR�SĜtEDORYi�LQIRUPDFH�EXGH�SRGOH�SRWĜHE\�DNWXDOL]RYiQD� 
 
'DOãt�]GURMH�LQIRUPDFt 
 
3RGUREQp�LQIRUPDFH�R�WRPWR�OpþLYpP�SĜtSUDYNX�MVRX�N GLVSR]LFL�QD�ZHERYêFK�VWUiQNiFK�(YURSVNp�
DJHQWXU\�SUR�OpþLYp�SĜtSUDYN\��KWWS���ZZZ�HPD�HXURSD�HX��1D�WČFKWR�VWUiQNiFK�QDOH]QHWH�Wpå�RGND]\�QD�
GDOãt�ZHERYp�VWUiQN\�WêNDMtFt�VH�Y]iFQêFK�RQHPRFQČQt�D�MHMLFK�OpþE\� 
 
1D�ZHERYêFK�VWUiQNiFK�(YURSVNp�DJHQWXU\�SUR�OpþLYp�SĜtSUDYN\�MH�WDWR�SĜtEDORYi�LQIRUPDFH�
N GLVSR]LFL�YH�YãHFK�~ĜHGQtFK�MD]\FtFK�(8�(+3� 
 
'DOãt�LQIRUPDFH��ZZZ�RELOWR[D[LPDE-VIO�HX 45�NyG�EXGH�YORåHQ� 
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