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Dan il-SURGRWW�PHGLƛLQDOL�KXZD�VXƥƥHWW�JƫDO�PRQLWRUDƥƥ�DGGL]]MRQDOL��'DQ�VHU�MLSSHUPHWWL�
LGHQWLILND]]MRQL�WD¶�PDODMU�WD¶�LQIRUPD]]MRQL�ƥGLGD�GZDU�LV-VLJXUWj��Il-SURIHVVMRQLVWL�WDO-NXUD�WDV-VDƫƫD�
KXPD�PLWOXED�MLUUDSSXUWDZ�NZDOXQNZH�UHD]]MRQL�DYYHUVD�VXVSHWWDWD��$UD�VH]]MRQL ����GZDU�NLI�
JƫDQGKRP�MLƥX�UDSSXUWDWL�UHD]]MRQLMLHW�DYYHUVL� 
 
 
1. ISEM IL-352'277�0(',ƚ,1$/, 
 
1<;7+5$&,6 100 PJ�P/�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL 
 
 
2. *ǯ뾽$0/$�.:$/,7$77,9$�8�.:$17,7$77,9$ 
 
.XOO�P/�WD¶�NRQƛHQWUDW�ILK���� PJ�WD¶�RELOWR[D[LPDE�� 
.XQMHWW�ZLHƫHG�WD¶�� P/�ILK���� PJ�RELOWR[D[LPDE� 
 
2ELOWR[D[LPDE�KXZD�SURGRWW�I¶ƛHOOXOL�PXULQL�WDO-PLMHORPD�*6-16��SHUPH]]�WD¶�WHNQRORƥLMD�WD¶�'1$�
rLNRPELQDQWL� 
 
(ƛƛLSMHQW�E¶HIIHWW�PDJƫUXI� 
 
.XOO�P/�WD¶�NRQƛHQWUDW�ILK��� PJ�VRUELWRO� 
 
*ƫDO-OLVWD�VƫLƫD�WD¶�HƛƛLSMHQWL��DUD�VH]]MRQL ���� 
 
 
3. *ǯ뾽$0/$�)$50$ƚ(:7,.$ 
 
.RQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL��NRQƛHQWUDW�VWHULOL���� 
1<;7+5$&,6 KXZD�VROX]]MRQL�ƛDUD�JƫDO�RSDOH[[HQWL��EOD�NXOXU�JƫDO�VDIUD�ƛDUD�JƫDO�VDIUD�ƛDUD�ILO-
NDQQHOOD�OL�MLVWD¶�MNXQ�ILKD�IWLW�IUDN�WDO-SURWHLQD�WUDVOXƛLGL�JƫDO�ERMRG��OL�VHU�MLWQHƫƫHZ�E¶ILOWUD]]MRQL�
I¶OLQMD��E¶S+�WD¶�����X�E¶RĪPRODOLWj�WD¶�����– ��� P2VP�NJ� 
 
 
4. 7$*ƪ5,)�./,1,.8 
 
4.1 ,QGLND]]MRQLMLHW�WHUDSHZWLƛL 
 
1<;7+5$&,6 KXZD�LQGLNDW�IOLPNLHQ�PD¶�PHGLƛLQL�DQWLEDWWHULƛL�[LHUTD�I¶NXOO�JUXSS�WD¶�HWj�JƫDW-
WUDWWDPHQW�WD¶�DQWUDƛH�OL�WLWWLHƫHG�PDQ-QLIV�PLQƫDEED�Bacillus anthracis �DUD�VH]]MRQL������ 
 
1<;7+5$&,6 KXZD�LQGLNDW�I¶NXOO�JUXSS�WD¶�HWj�JƫDOO-SURILODVVL�WD¶�DQWUDƛH�OL�WLWWLHƫHG�PDQ-QLIV�ZDUD�
l-HVSRQLPHQW�PHWD�WHUDSLML�DOWHUQDWWLYL�PD�MNXQX[�[LHUTD�MHZ�PD�MNXQX[�GLVSRQLEEOL��DUD�VH]]MRQL������ 
 
4.2 3RĪRORƥLMD�X�PHWRGX�WD¶�NLI�JƫDQGX�MLQJƫDWD 
 
1<;7+5$&,6 JƫDQGX�MLQJƫDWD�KHNN�NLI�LNXQ�NOLQLNDPHQW�LQGLNDW� 
 
7UDWWDPHQW�PHGLNX�X�VXSHUYLĪMRQL�[LHUTD�JƫDQGKRP�GHMMHP�LNXQX�GLVSRQLEEOL�IDƛLOPHQW�I¶NDĪ�WD¶�
DYYHQLPHQW�DQDILODWWLNX�ZDUD�O-JƫRWL�WD¶�1<;7+5$&,6� 
 
3RĪRORƥLMD 
 
Id-GRĪDƥƥ�UDNNRPDQGDW�WD¶�1<;7+5$&,6 I¶SD]MHQWL�DGXOWL�OL�MLĪQX�PLOO-DQTDV��� NJ�KXZD�LQIXĪMRQL�
ZDƫGD�ƥRO-YLQL�WD¶��� PJ�NJ�WDO-SLĪ�WDO-ƥLVHP��EZ���,G-GRĪDƥƥ�UDNNRPDQGDW�WD¶�1<;7+5$&,6 
I¶SD]MHQWL�DGXOWL�OL�MLĪQX�DQTDV�PLQQ��� NJ�KXZD�LQIXĪMRQL�ZDƫGD�ƥRO-YLQL�WD¶��� PJ�NJ�EZ�� 
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3 

 
/-JƫRWL�WD¶�SUHPHGLND]]MRQL�E¶DQWLVWDPLQD�KXZD�UUDNNRPDQGDW�TDEHO�O-JƫRWL�WD¶�1<;7+5$&,6 �DUD�
VH]]MRQLMLHW�����X������� 
 
*ƫDO�PRGLILNL�ILG-GRĪD�I¶NDĪ�WD¶�UHD]]MRQLMLHW�UHODWDWL�PDO-LQIXĪMRQL��,55��DUD�WDEHOOD��� 
 
7DEHOOD����0RGLILNL�ILG-GRĪD�WD¶�RELOWR[D[LPDE�JƫDO�UHD]]MRQLMLHW�UHODWDWL�PDO-LQIXĪMRQL 
6HYHULWj�WD¶�,55� 0RGLILND�ILG-GRĪD 

5HD]]MRQL�
relatata mal-
LQIXĪMRQL�WD¶�
*UDG��–� 

/-LQIXĪMRQL�WD¶�RELOWR[D[LPDE�JƫDQGKD�WLWZDTTDI�X�JƫDQGX�MLQJƫDWD�trattament 
WD¶�VRVWHQQ� 

*ƫDOO-HZZHO�HSLVRGMX�WD¶�WƫDUƫLU��EURQNRVSDĪPX��MHZ�XUWLNDUMD�ƥHQHUDOL]]DWD�WD¶�
*UDG����RELOWR[D[LPDE�JƫDQGX�MLWZDTTDI�E¶PRG�SHUPDQHQWL� 

*ƫDO�WƫDUƫLU�MHZ�XUWLNDUMD�ULNRUUHQWL�WD¶�*UDG ���MHZ�JƫDU-ULNRUUHQ]D�WD¶�
NZDOXQNZH�VLQWRPX�WD¶ *UDG ���RELOWR[D[LPDE�JƫDQGX�MLWZDTTDI�E¶PRG�
SHUPDQHQWL��� 

,QNHOOD��ZDUD�OL�V-VLQWRPL�MNXQX�JƫDGGHZ�NRPSOHWDPHQW��O-LQIXĪMRQL�WLVWD¶�
WLWNRPSOD�E¶�� % tar-UDWD�PLNVXED�TDEHO�O-LQWHUUX]]MRQL��)LQ-QXTTDV�WD¶�VLQWRPL�
relatati mal-LQIXĪMRQL��LU-rata tal-LQIXĪMRQL�KLMD�GHVNULWWD�I¶WDEHOOD ��� 

*ƫDQGKD�WLQJƫDWD�O-premedikD]]MRQL� 

5HD]]MRQL�
relatata mal-
LQIXĪMRQL�WD¶�
*UDG�� 

/-LQIXĪMRQL�WD¶�RELOWR[D[LPDE�JƫDQGKD�WLWZDTTDI�LPPHGMDWDPHQW� 
*ƫDQGX�MLQJƫDWD�WUDWWDPHQW�WD¶�VRVWHQQ� 
2ELOWR[D[LPDE�JƫDQGX�MLWZDTTDI�E¶PRG�SHUPDQHQWL��� 

 
3RSROD]]MRQLMLHW�VSHƛMDOL 
 
Anzjani 
 
/-HEGD�DƥƥXVWDPHQW�ILG-GRĪDƥƥ�PKXZD�PHƫWLHƥ�JƫDO�SD]MHQWL�WD¶�HWj�WD¶�� �� VHQD��DUD�VH]]MRQL������ 
 
Popolazzjoni pedjatrika 
 
Id-GRĪD�UDNNRPDQGDWD�JƫDOO-SD]MHQWL�SHGMDWULƛL�KLMD�EEDĪDWD�IXT�LO-SLĪ�NLI�MLGKHU�I¶WDEHOOD ��KDZQ�WDƫW� 
 
7DEHOOD����'RĪD�SHGMDWULND�UDNNRPDQGDWD�WD¶�RELOWR[D[LPDE��GRĪDƥƥ�LEEDĪDW�IXT�LO-SLĪ� 

3LĪ�WDO-ƥLVHP�>NJ@ 'RĪD�>PJ�NJ�EZ@ 
> 40 �� 

> ���VD��� �� 
���MHZ�LQTDV �� 

 
0HWRGX�WD¶�NLI�JƫDQGX�MLQJƫDWD� 
 
2ELOWR[D[LPDE�JƫDQGX�MLQJƫDWD�E¶LQIXĪMRQL�ƥRO-YLQL�JƫDO�SHUMRGX�WD¶�90 PLQXWD� 
 
3UHNDZ]MRQLMLHW�OL�JƫDQGKRP�MLWWLHƫGX�TDEHO�WPLVV�LO-SURGRWW�PHGLƛLQDOL�MHZ�TDEHO�WDJƫWL�O-prodott 
PHGLƛLQDOL 
 
0¶JƫDQGHN[�WƫDZZDG�LO-NXQMHWW��2ELOWR[D[LPDE�JƫDQGX�MLƥL�GLOZLW�I¶VROX]]MRQL�JƫDOO-LQMH]]MRQL�WD¶�
VRGLXP�FKORULGH�� PJ�P/����� ���TDEHO�MLQJƫDWD�EƫDOD�LQIXĪMRQL�ƥRO-YLQL��DUD�VH]]MRQL������� 
 
/-LQIXĪMRQL�ƥRO-YLQL�WD¶�RELOWR[D[LPDE�GLOZLW�JƫDQGKD�WLƥL�LQIXĪD�JƫDO�SHUMRGX�WD¶��� PLQXWD�E¶UDWD�WDO-
LQIXĪMRQL�GHVNULWWD�I¶WDEHOOD ���SHUPH]]�WD¶�ERUĪD�WDO-LQIXĪMRQL�MHZ�VLULQJD�JƫDOO-LQIXĪMRQL�WD¶�ILOWUX�
I¶OLQMD�WD¶����� PLNURQ�� 
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4 

 
Il-SD]MHQWL�MHƫWLHƥ�OL�MLƥX�PPRQLWRUMDWL�PLOO-TULE�JƫDO�VLQMDOL�X�VLQWRPL�WD¶�VHQVLWWLYLWj�HƛƛHVVLYD�PDWXO�O-
LQIXĪMRQL�X�JƫDO�PLOO-LQTDV�VLHJƫD�ZDUD�O-JƫRWL��DUD�VH]]MRQL ������,U-UHD]]MRQLMLHW�UHODWDWL�mal-LQIXĪMRQL�
JƫDQGKRP�MLƥX�ƥHVWLWL�NLI�VSMHJDW�I¶WDEHOOD �� 
 
Il-OLQMD�JƫDQGKD�WLƥL�PODƫDOƫD�E¶VROX]]MRQL�JƫDOO-LQMH]]MRQL�WD¶�VRGLXP�FKORULGH�� PJ�P/����� ���IL�
tmiem l-LQIXĪMRQL�ƥRO-YLQL� 
 
7DEHOOD����'RĪD�WD¶�RELOWR[D[LPDE��YROXP�WRWDOL�WDO-LQIXĪMRQL�X�UDWD�WDO-LQIXĪMRQL�VNRQW�LO-SLĪ�WDO-
ƥLVHP 

3LĪ�WDO-ƥLVHP�>NJ@ 
�GRĪDƥƥ�LEEDĪDW�IXT�LO-SLĪ� 

 

9ROXP�WRWDOL�WDO-
LQIXĪMRQL�>P/@ 

>ERUĪD�MHZ�VLULQJD�WDO-
LQIXĪMRQL@
 

5DWD�WDO-LQIXĪMRQL 
>P/�K@ 

> 40 NJ�MHZ�DGXOW���� PJ�NJ�EZ� 
> 40 ��� ��� 

> 15 NJ�VD��� NJ���� PJ�NJ�EZ� 
���VD��� ��� ��� 
���VD��� 100 �� 

15 NJ�MHZ�DQTDV���� PJ�NJ�EZ� 
���VD��� 100 �� 
��VD��� �� ���� 

����VD���� �� �� 
����VD�� �� ���� 
����VD�� �� 10 

��MHZ�DQTDV � ��� 

�*ƫDO�LVWUX]]MRQLMLHW�IXT�LG-GLOZL]]MRQL�WDO-prodott PHGLƛLQDOL�X�O-XĪX�WDO-ERUĪD�MHZ�WDV-VLULQJD�WDO-
LQIXĪMRQL�TDEHO�O-DPPLQLVWUD]]MRQL��DUD�VH]]MRQL ���� 
 
4.3 Kontraindikazzjonijiet 
 
6HQVLWWLYLWj�HƛƛHVVLYD�JƫDV-VXVWDQ]D�DWWLYD�MHZ�JƫDO�NZDOXQNZH�VXVWDQ]D�PKX[�DWWLYD�HOHQNDWD�ILV-
VH]]MRQL ���� 
 
4.4 7ZLVVLMLHW�VSHƛMDOL�X�SUHNDZ]MRQLMLHW�JƫDOO-XĪX 
 
7UDƛƛDELOLWj 
 
6DELH[�WLWWHMMHE�LW-WUDƛƛDELOLWj�WDO-SURGRWWL�PHGLƛLQDOL�ELMRORƥLƛL��O-LVHP�X�Q-QXPUX�WDO-lott tal-prodott 
DPPLQLVWUDW�JƫDQGKRP�MLƥX�UUHNRUGMDWL� 
 
5HD]]MRQLMLHW�UHODWDWL�PDO-LQIXĪMRQL��VHQVLWWLYLWj�HƛƛHVVLYD�X�DQDILODVVL 
 
5HD]]MRQLMLHW�UHODWDWL�PDO-LQIXĪMRQL�WD¶�VHQVLWWLYLWj�HƛƛHVVLYD�NLHQX�RVVHUYDWL�NRPXQHPHQW�ZDTW�SURYL�
NOLQLƛL�E¶RELOWR[D[LPDE�I¶LQGLYLGZL�E¶VDƫƫLWKRP��0LQƫDEED�U-ULVNMX�WD¶�UHD]]MRQLMLHW�VHYHUL�MHZ�
DQDILODVVL��RELOWR[D[LPDE�JƫDQGX�MLQJƫDWD�I¶DPEMHQWL�LPPRQLWRUMDWL�PLQQ�SHUVXQDO�LPƫDUUHƥ�X�
PJƫDPPDU�ELH[�MLPPDQLƥƥMD�O-DQDILODVVL��,O-SD]MHQWL�JƫDQGKRP�MLƥX�PPRQLWRUMDWL�PLOO-TULE�PDWXO�LO-
SHUMRGX�WD¶�LQIXĪMRQL�X�JƫDO�PLOO-LQTDV�VLHJƫD�ZDUD�O-JƫRWL�� 
 
3HUHVV�OL�O-SURYL�NOLQLƛL�WZHWWTX�I¶YROXQWLHUD�E¶VDƫƫLWKRP��O-LQIXĪMRQLMLHW�WD¶�RELOWR[D[LPDE�WZDTTIX�ILO-
ELGX�WD¶�NZDOXQNZH�UHD]]MRQL��$EEDĪL�WDO-HVSHUMHQ]D�E¶DQWLNRUSL�PRQRNORQDOL�RƫUDMQ�XĪDWL�ILW-
WUDWWDPHQW�WD¶�NXQGL]]MRQLMLHW�PHGLƛL�VHUML��ƥHQHUDOPHQW�O-LQIXĪMRQLMLHW�MLVWJƫX�MLƥX�NRPSOXWL�MHNN�MLƥX�
PPDQLƥƥMDWL�E¶PRG�[LHUDT��,U-UHD]]MRQLMLHW�UHODWDWL�PDO-LQIXĪMRQL�JƫDQGKRP�MLƥX�PPDQLƥƥMDWL�NLI�
VSMHJDW�I¶WDEHOOD ��� 
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Il-SUHPHGLND]]MRQL�E¶DQWLVWDPLQD��HĪ��GLSKHQK\GUDPLQH��KLMD�UUDNNRPDQGDWD�TDEHO�MLQJƫDWD�
RELOWR[D[LPDE��DUD�VH]]MRQL�������'LSKHQK\GUDPLQH�QJƫDWD��� mLQXWD�TDEHO�LW-trattament 
E¶RELOWR[D[LPDE�IL�SURYL�NOLQLƛL�OL�VDUX�E¶RELOWR[D[LPDE��3UHPHGLND]]MRQL�E¶DQWLVWDPLQD�PD�
MLSSUHYMHQL[�DQDILODVVL�X�WLVWD¶�WDƫEL�MHZ�WLWWDUGMD�O-ELGX�WDV-VLQWRPL�WD¶�VHQVLWWLYLWj�HƛƛHVVLYD� 
 
0HQLQƥLWH�WDO-DQWUDƛH 
 
2ELOWR[D[LPDE�PD�MDTVDP[�LO-EDUULHUD�HPDWRHQƛHIDOLND�X�PD�MLSSUHYMHQL[�MHZ�MLWWUDWWD�O-PHQLQƥLWH�WDO-
DQWUDƛH�� 
 
3RSROD]]MRQL�SHGMDWULND 
 
0D�NLHQ�KHPP�O-HEGD�VWXGMX�GZDU�LV-VLJXUWj�MHZ�LO-3.�WD¶�RELOWR[D[LPDE�ILO-SRSROD]]MRQL�SHGMDWULND�
�DUD�VH]]MRQL������ 
 
,QWHUD]]MRQLMLet fit-WHVWLMLHW�WDO-ODERUDWRUMX 
 
/-HVSRQLPHQW�JƫDO�1<;7+5$&,6 MLVWD¶�MLQWHUIHUL[[L�PD¶�WHVWLMLHW�VHURORƥLƛL�JƫDOO-DQWUDƛH� 
 
6RUELWRO 
 
.XOO�P/�WD¶�1<;7+5$&,6 ILK��� PJ�WD¶�VRUELWRO��DUD�VH]]MRQLMLHW���X������� 
3URGRWWL�PHGLƛLQDOL�OL�ILKRP�VRUELWRO�MLVWJƫX�MNXQX�IDWDOL�MHNN�MLQJƫDWDZ�ƥRO-YLQL�OLO�LQGLYLGZL�
E¶LQWROOHUDQ]D�HUHGLWDUMD�JƫDO�IUXFWRVH��+),���2ELOWRWR[D[LPDE�P¶JƫDQGX[�MLQWXĪD�I¶LQGLYLGZL�E¶+),�
VDNHPP�PD�MNXQ[�KHPP�ƫWLHƥD�NOLQLND�VXSHUMXUL�X�PD�MNXQ�KHPP�O-HEGD�DOWHUQDWWLYD�GLVSRQLEEOL��
*ƫDQGKD�WLWWLHƫHG�VWRUMD�GHWWDOMDWD�ILU-ULJZDUG�WDV-VLQWRPL�WDO-+),�PLQQ�NXOO�SD]MHQW�TDEHO�PD�MLQJƫDWD�
dan il-SURGRWW�PHGLƛLQDOL� 
 
It-WUDEL�X�W-WIDO�OL�JƫDGKRP�NHPP�WHOTX�MLP[X��WDƫW�O-HWj�WD¶�VHQWHMQ��MLQVDEX�I¶ULVNMX�SDUWLNRODUL�
PLQƫDEED�OL�MLVWD¶�MNXQ�OL�PD�MNXQX[ JƫDGKRP�ƥHZ�GLMDQMRVWLNDWL�EO-+),�� 
 
6RGLXP 
 
Din il-PHGLƛLQD�ILKD�DQTDV�PLQQ�� PPRO�VRGLXP���� PJ��I¶NXOO�NXQMHWW�WD¶�� P/��MLƥLILHUL�
HVVHQ]MDOPHQW�µƫLHOHV�PLV-VRGLXP¶
� 
 
4.5 ,QWHUD]]MRQL�PD¶�SURGRWWL�PHGLƛLQDOL�RƫUD�X�IRURP�RƫUD�WD¶�LQWHUD]]MRQL 
 
&LSURIOR[DFLQ 
 
)L�VWXGMX�WD¶�LQWHUD]]MRQL��GRĪD�ZDƫGD�WD¶�RELOWR[D[LPDE�LQJƫDWDW�ZDƫHGKD�MHZ�LQJƫDWDW�IOLPNLHQ�PD¶�
FLSURIOR[DFLQ�I¶�� LQGLYLGZX��*ƫR[ULQ�LQGLYLGZX�UƛHYHZ�RELOWR[D[LPDE�ZDƫGX�X��� LQGLYLGZX�UƛHYHZ�
RELOWR[D[LPDE�IOLPNLHQ�PD¶�FLSURIOR[DFLQ�JƫDl 9 LMLHP��/-JƫRWL�WD¶�LQIXĪMRQL�ƥRO-YLQL�WD¶��� PJ�NJ�
RELOWR[D[LPDE�TDEHO�O-LQIXĪMRQL�ƥRO-YLQL�WD¶�FLSURIOR[DFLQ�MHZ�O-LQƥHVWMRQL�WD¶�SLOOROD�RUDOL�WD¶�
FLSURIOR[DFLQ�GDUEWHMQ�NXOMXP��PD�ELGLO[�LO-IDUPDNRNLQHWLND�WD¶�RELOWR[D[LPDE��%O-LVWHVV�PRG��
RELOWR[D[LPDE�PD�ELGLO[�LO-IDUPDNRNLQHWLND�WD¶�FLSURIOR[DFLQ�PRJƫWL�PLOO-ƫDOT�MHZ�ƥRO-YLQL� 
 
0D�WZHWWDT�O-HEGD�VWXGMX�LHƫRU�WD¶�LQWHUD]]MRQL��3HUHVV�OL�RELOWR[D[LPDE�KXZD�DQWLNRUS�PRQRNORQDOL��LU-
ULVNMX�WD¶�LQWHUD]]MRQL�KXZD�ED[[� 
 
��� )HUWLOLWj��WTDOD�X�WUHGGLJƫ 
 
7TDOa 
 
0¶KHPP[�data GZDU�O-XĪX�WD¶�RELOWR[D[LPDE�I¶QLVD�WTDO��PDGDQNROOX��O-,J*�XPDQD�KLMD�PDJƫUXID�OL�
WDTVDP�LO-EDUULHUD�WDO-SODƛHQWD� 
6WXGML�I¶DQQLPDOL�PD�MXUX[�HIIHWWL�ƫĪLHQD�GLUHWWL�MHZ�LQGLUHWWL�IXT�LV-VLVWHPD�ULSURGXWWLYD��DUD������ 
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%ƫDOD�SUHNDZ]MRQL�KX�SUHIHULEEOL�OL�PD�MLQWXĪD[�1<;7+5$&,6 ZDTW�LW-WTDOD� 
 
7UHGGLJƫ 
 
0KXZLH[�PDJƫUXI�MHNN�RELOWR[D[LPDE�KXZLH[�HOLPLQDW�ILO-ƫDOLE�WDV-VLGHU�WDO-EQLHGHP��+XZD�PDJƫUXI�
li l-,J*�XPDQD�WLƥL�HOLPLQDWD�ILO-ƫDOLE�WDV-VLGHU�PDWXO�O-HZZHO�MLHP�ZDUD�W-WZHOLG�X�WRQTRV�JƫDl 
NRQƛHQWUD]]MRQLMLHW�ED[[L�IWLW�ZDUD��*ƫDOKHNN��ULVNMX�JƫDW-WUDEL�WD¶�WZHOLG�LPUHGGJƫD�PD�MLVWD[�MLƥL�
HVNOXĪ�ZDTW�GDQ�LO-SHUMRGX�TDVLU��:DUD�GDQ��O-XĪX�WD¶�RELOWR[D[LPDE�MLVWD¶�MLƥL�NNXQVLGUDW�ZDTW�LW-
WUHGGLJƫ��MHNN�LNXQ�KHPP�EĪRQQ�NOLQLNX�ELVV� 
 
)HUWLOLWj 
 
0D�WZHWWTX[�VWXGML�GZDU�LO-IHUWLOLWj�E¶RELOWR[D[LPDE� 
 
4.7 (IIHWWL�IXT�LO-ƫLOD�ELH[�LVVXT�X�WƫDGGHP�PDJQL 
 
2ELOWR[D[LPDE�MLVWD¶�MNROOX�HIIHWW�ĪJƫLU�IXT�LO-ƫLOD�ELH[�LVVXT�X�WƫDGGHP�PDJQL�SHUHVV�OL�MLVWJƫX�MVHƫƫX�
XƥLJƫ�WD¶�UDV��VWXUGDPHQW��JƫHMD�X�ULPHWWDU�ZDUD�O-JƫRWL�WD¶�1<;7+5$&,6 �DUD�VH]]MRQL������ 
 
4.8 (IIHWWL�PKX[�PL[WLHTD 
 
6RPPDUMX�WDO-profil WDV-VLJXUWj 
 
,V-VLJXUWj�WD¶�RELOWR[D[LPDE�ƥLHW�VWXGMDWD�ELVV�I¶LQGLYLGZL�DGXOWL�E¶VDƫƫLWKRP� 
 
,V-VLJXUWj�WD¶�RELOWR[D[LPDE�ƥLHW�HYDOZDWD�IL���� LQGLYLGZX�E¶VDƫƫLWKRP��OL�NHOOKRP�EHMQ����X����VHQD��
LWWUDWWDWL�E¶GRĪD�ZDƫGD�MHZ�WQHMQ�ƥRO-YLQL�WD¶��� PJ�NJ�IL�WOLHW�VWXGML�NOLQLƛL�� 
 
%¶PRG�ƥHQHUDOL�����PLW-��� LQGLYLGZX�UƛHYHZ�GRĪD�ZDƫGD�WD¶��� PJ�NJ�RELOWR[D[LPDE��5HD]]MRQLMLHW�
DYYHUVL�UHODWDWL�PD¶�VHQVLWWLYLWj�HƛƛHVVLYD��LQNOXĪ�UD[[��VHƫƫHZ�I¶� �����������WD¶�GDZQ�O-LQGLYLGZL��
E¶NDĪ�ZLHƫHG�WD¶�DQDILODVVL�OL�VHƫƫ�PDWXO�O-LQIXĪMRQL��/-LQIXĪMRQL�WZDTTIHW�IL�� ����������PLQƫDEED�
VHQVLWWLYLWj�HƛƛHVVLYD�MHZ�DQDILODVVL�� 
 
/-DNWDU�UHD]]MRQLMLHW�DYYHUVL�UUDSSRUWDWL�E¶PRG�IUHNZHQWL�NLHQX�XƥLJƫ�WD¶�UDV��� �����������SUXULWH�
�� �����������X�XUWLNDUMD��� ���������� 
 
/-aktar UHD]]MRQLMLHW�DYYHUVL�RVVHUYDWL�E¶PRG�NRPXQL�IO-HZZHO�WOLHW�VLJƫDW�ZDUD�O-ELGX�WDO-LQIXĪMRQL�
NLHQX�SUXULWH��Q ������ ����XUWLNDUMD��Q ������ ����XƥLJƫ�WD¶�UDV��Q ������ ����UD[[��Q ������ ����
VRJƫOD��Q ������ ����VWXUGDPHQW��Q ������ ����MLQNOXGL�VWXUGDPHQW�X�VWXUGDPHQW�LNNDƥXDW�PLOO-
SRĪL]]MRQ��� 
Ir-UHD]]MRQLMLHW�DYYHUVL�VHYHUL�OL�ƥHMMLQ�VHƫƫHZ�IO-HZZHO�WOLHW�VLJƫDW�ZDUD�O-LQIXĪMRQL��XUWLNDUMD��Q ���
��� ����SUXULWH��Q ������ ���X�XƥLJƫ�ILG-GDKDU��Q ������ ��� 
/-DNWDU�UHD]]MRQL�DYYHUVD�RVVHUYDWD�E¶PRG�NRPXQL�IL�ĪPLHQ���VD��� VLHJƫD�ZDUD�O-ELGX�WDO-LQIXĪMRQL�
kienet l-XƥLJƫ�WD¶�UDV��Q ������ ��� 
 
/LVWD�I¶WDEHOOD�WD¶�UHD]]MRQLMLHW�DYYHUVL 
 
7DEHOOD ��WLSSUHĪHQWD�UHD]]MRQLMLHW�DYYHUVL�RVVHUYDWL�E¶RELOWR[D[LPDE�ILO-��� LQGLYLGZX�XPDQL�
E¶VDƫƫLWKRP�OL�UƛHYHZ�GRĪD�ZDƫGD�ƥRO-YLQL�WD¶��� PJ�NJ�RELOWR[D[LPDE��VNRQW�LV-6LVWHPD�WDO-
.ODVVLILND�WDO-2UJDQL�X�O-IUHNZHQ]D� 
 
Il-IUHNZHQ]D�WDU-UHD]]MRQLMLHW�DYYHUVL�KLMD�GHILQLWD�NLI�ƥHM��NRPXQL�ƫDIQD����������NRPXQL���������VD�
��������X�PKX[�NRPXQL�����������VD����������)¶NXOO�NDWHJRULMD�WDO-IUHNZHQ]D��LU-UHD]]MRQLMLHW�DYYHUVL�
KXPD�SSUHĪHQWDWL�IO-RUGQL�WD¶�VHUMHWj�OL�GHMMHP�WRQTRV� 
 
7DEHOOD ���5HD]]MRQLMLHW�DYYHUVL�UUDSSRUWDWL�I¶LQGLYLGZL�DGXOWL�E¶VDƫƫLWKRP 
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6LVWHPD�WDO-.ODVVLILND�WDO-2UJDQL�
MedDRA 

.RPXQL� 0KX[�NRPXQL 

'LVWXUEL�ILV-VLVWHPD�LPPXQL  5HD]]MRQL�DQDILODWWLND� 
6HQVLWWLYLWj�HƛƛHVVLYD 

'LVWXUEL�ILV-VLVWHPD�QHUYXĪD 8ƥLJƫ�WD¶�UDV 6WXUGDPHQW 
6WXUGDPHQW�LNNDƥXQDW�PLOO-
SRĪL]]MRQL 
,SRHVWHĪLMD 

'LVWXUEL�IO-JƫDMQHMQ  )RWRIRELMD 
'LVWXUEL�ILO-ZLGQHMQ�X�ILV-VLVWHPD�
ODELULQWLND 

 6NXPGLWj�ILO-ZLGQHMQ 

'LVWXUEL�YDVNXODUL  )OHELWH 
'LVWXUEL�UHVSLUDWRUML��WRUDƛLƛL�X 
PHGMDVWLQDOL 

6RJƫOD ,UULWD]]MRQL�ILO-JULĪPHMQ� 
'LVIRQMD� 
.RQƥHVWMRQL�WDV-VLQXV� 
'LVSQHD 

'LVWXUEL�JDVWUR-LQWHVWLQDOL  8ƥLJƫ�IL[-[XIIWHMQ 
'LVWXUEL�fil-ƥLOGD�X�ILW-WHVVXWL�WD¶�
WDƫW�LO-ƥLOGD 

3UXULWH��XUWLNDUMD� 
UD[[ 

'HUPDWLWH�DOOHUƥLND� 
5D[[�ƥHQHUDOL]]DW� 
7TD[[LU�WDO-ƥLOGD 

'LVWXUEL�PXVNROX-VNHOHWULƛL�X 
tat-WHVVXWL�NRQQHWWLYL 

 8ƥLJƫ�IO-HVWUHPLWDMLHW� 
6SDĪPL�WDO-PXVNROL� 
.RQWUD]]MRQL�LQYRORQWDUMD�WDO-
PXVNROX� 
8ƥLJƫ�IL[-[HGDT� 

'LVWXUEL�ƥHQHUDOL�X 
NRQGL]]MRQLMLHW�WD¶�PQHMQ�MLQJƫDWD� 

8ƥLJƫ�ILV-VLW�WDO-
LQIXĪMRQL 

8ƥLJƫ� 
6NXPGLWj�ILV-VLGHU� 
7HUWLU�WD¶�EDUG� 
*ƫHMD� 
1HIƫD�ILV-VLW�WDO-LQIXĪMRQL� 
8ƥLJƫ�PKX[�NDUGLMDNX�ILV-VLGHU� 
6HQVLWWLYLWj� 
8ƥLJƫ�ILV-VLW�tat-WLWTLE�WDO-YDĪX 

 
'HVNUL]]MRQL�WDU-UHD]]MRQLMLHW�DYYHUVL�PDJƫĪXOD 
 
6HQVLWWLYLWj�HƛƛHVVLYD�X�DQDILODVVL 
Ir-UHD]]MRQLMLHW� DYYHUVL� UUDSSRUWDWL� ILW-� LQGLYLGZL� OL� JƫDOLKRP� O-LQIXĪMRQL� E¶RELOWR[D[LPDE� WZDTTIHW�
PLQƫDEED� VHQVLWWLYLWj� HƛƛHVVLYD� SRVVLEEOL� LQNOXGHZ� XUWLNDUMD�� UD[[�� VRJƫOD�� SUXULWH�� VWXUGDPHQW��
LUULWD]]MRQL� ILO-JULĪPHMQ�� GLVIRQMD�� GLVSQHD� X� VNXPGLWj� ILV-VLGHU�� /-LQGLYLGZL� OL� IDGDO� E¶VHQVLWWLYLWj�
HƛƛHVVLYD�NHOOKRP�VLQWRPL�SULQƛLSDOPHQW�UHODWDWL�PDO-ƥLOGD�EƫDO�SUXULWH�X�UD[[��X�� LQGLYLGZL�UUDSSRUWDZ�
VRJƫOD��/-DYYHQLPHQW�WD¶�DQDILODVVL�NLHQ�LNNDUDWWHUL]]DW�PLQQ�UD[[�WDO-XUWLNDUMD�GLIIXĪ�EL�SUXULWH�IXT�LO-
parti l-NELUD�WDO-ƥLVHP��LQNOXĪ�O-JƫRQT��LV-VLGHU�� LG-GDKDU�� O-DGGRPH��LG-GLUJƫDMQ��X�V-VDTDMQ��TWXJƫ�WD¶�
QLIV��X�VRJƫOD� 
 
0D�NLHQ�KHPP�HEGD�HYLGHQ]D�OL�U-UHD]]MRQLMLHW�WD¶�VHQVLWWLYLWj�HƛƛHVVLYD�X�U-UD[[LMLHW LQEGHZ�PLU-ULOD[[�
WDƛ-ƛLWRNLQD��PD�ƥLH�RVVHUYat l-HEGD�WLEGLO�NOLQLNDPHQW�VLQLILNDQWL�ILƛ-ƛLWRNLQL� 
 
,PPXQRƥHQLƛLWj 
/-LĪYLOXSS�WD¶�DQWLNRUSL�NRQWUD�RELOWR[D[LPDE�NLHQ�HYDOZDW�IO-LQGLYLGZL�NROOKD�OL�NLHQX�THG�MLUƛLHYX�GRĪD�
ZDƫGD�X�GRĪL�GRSSML�WD¶�RELOWR[D[LPDE�IL�WOLHW�VWXGML�NOLQLƛL��7PLHQ�LQGLYLGZL����� �����������OL�UƛHYHZ�
mill-LQTDV� GRĪD� ZDƫGD� ƥRO-YLQL� WD¶� RELOWR[D[LPDE� NLHQX� SRĪLWWLYL� JƫDO� ULVSRQV� JƫDO� DQWLNRUS�
DQWLWHUDSHZWLNX�OL�MLGKHU�PLW-WUDWWDPHQW��$7$���,W-WLWUL�NZDQWLWDWWLYL�NLHQX�ED[[L�OL�YDUMDZ�PLQQ������VD�
�������0D�NLHQ�KHPP�HEGD�HYLGHQ]D�WD¶� IDUPDNRNLQHWLND� MHZ�SURILO� WD¶� WRVVLƛLWj�PLEGXO� IO-LQGLYLGZL�
E¶ULVSRQV�JƫDO�$7$� 
 
5DSSXUWDU�WD¶�UHD]]MRQLMLHW�DYYHUVL�VXVSHWWDWL 
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+XZD�LPSRUWDQWL�OL�MLƥX�UUDSSXUWDWL�UHD]]MRQLMLHW�DYYHUVL�VXVSHWWDWL�ZDUD�O-DZWRUL]]D]]MRQL�WDO-prodott 
PHGLƛLQDOL��'DQ�MLSSHUPHWWL�PRQLWRUDƥƥ�NRQWLQZX�WDO-ELODQƛ�EHMQ�LO-EHQHILƛƛMX�X�U-ULVNMX�WDO-prodott 
PHGLƛLQDOL��,O-SURIHVVMRQLVWL�WDO-NXUD�WDV-VDƫƫD�KXPD�PLWOXED�MLUUDSSXUWDZ�NZDOXQNZH�UHD]]MRQL�
DYYHUVD�VXVSHWWDWD�SHUPH]]�WDV-VLVWHPD�WD¶�UDSSXUWDU�QD]]MRQDOL�PQLĪĪOD�I¶$SSHQGLƛL V� 
 
4.9 'RĪD�HƛƛHVVLYD 
 
)¶NDĪ�WD¶�GRĪD�HƛƛHVVLYD��LO-SD]MHQWL�JƫDQGKRP�MLƥX�PPRQLWRUMDWL�JƫDO�[L�VLQMDOL�MHZ�VLQWRPL�WD¶�HIIHWWL�
DYYHUVL� 
 
 
5. 35235-(7$-,(7�)$50$.2/2Ƥ,ƚ, 
 
5.1 3URSUMHWDMLHW�IDUPDNRGLQDPLƛL 
 
.DWHJRULMD�IDUPDNRWHUDSHZWLND��6HUL�LPPXQL�X�LPPXQRJOREXOLQL��LPPXQRJOREXOLQL�VSHƛLILƛL��.RGLƛL�
$7&��-��%%�� 
 
0HNNDQLĪPX�WD¶�D]]MRQL 
 
2ELOWR[D[LPDE�KXZD�DQWLNRUS�PRQRNORQDOL�OL�MRUERW�O-DQWLƥHQ�SURWHWWLY��3$��WD¶�B. anthracis��
2ELOWR[D[LPDE�MLQLEL[[L�O-LUELW�WD¶�3$�PDU-ULƛHWWXUL�ƛHOOXODUL�WLHJƫX��X�MLSSUHYMHQL�G-GƫXO�LQWUDƛHOOXODUL�
tal-IDWWXU�OHWDOL�WDO-DQWUDƛH�X�O-IDWWXU�WDO-HGHPD��LO-komponenti tat-WRVVLQD�HQ]LPDWLND�UHVSRQVDEEOL�
JƫDOO-HIIHWWL�SDWRƥHQLƛL�WDW-WRVVLQD�WDO-DQWUDƛH� 
 
(IIHWWL�IDUPDNRGLQDPLƛL 
 
2ELOWR[D[LPDE�MHƫHO�PD¶�3$�OLEHUX�E¶NRVWDQW�WD¶�GLVVRƛMD]]MRQL��.G��WD¶�DIILQLWj�HNZLOLEUD�WD¶����� Q0�� 
In vitro, RELOWR[D[LPDE�MHƫHO PD¶�3$�PLU-UD]H]�WD¶�$PHV��9ROOXP��X�6WHUQH�WD¶�B. anthracis��/-HSLWRSX�
IXT�3$�OL�MHƫHO�PLHJƫX�RELOWR[D[LPDE�KXZD�NRQVHUYDW�I¶UD]H]�LUUDSSRUWDWL�WD¶�B. anthracis� 
 
6WXGML�in vitro I¶DQDOLĪL�EEDĪDWD�IXT�Lƛ-ƛHOOXOL��EO-XĪX�WD¶�PDNURIDƥL�WDO-PXULQD��MLVVXƥƥHUL[[X�OL�
RELOWR[D[LPDE�MLQQHZWUDOL]]D�O-HIIHWWL�WRVVLƛL�WDW-WRVVLQD�OHWDOL��NRPELQD]]MRQL�WD¶�3$���IDWWXU�OHWDOL�� 
 
6WXGML�in vivo GZDU�O-HIILNDƛMD�IL�IQLHN�1HZ�=HDODQG�:KLWH��1=:��X�I¶PDNDNNL�F\QRPROJXV�VILGDWL�EO-
LVSRUL�WDU-UD]]D�$PHV�WD¶�B. anthracis peUPH]]�WDU-URWWD�WD¶�LQDOD]]MRQL��XUHZ�ĪLHGD�GLSHQGHQWL�IXT�LG-
GRĪD�ILV-VRSUDYLYHQ]D�ZDUD�W-WUDWWDPHQW�E¶RELOWR[D[LPDE��/-HVSRQLPHQW�JƫDO�VSRUL�WD¶�B. anthracis 
LUULĪXOWD�I¶NRQƛHQWUD]]MRQLMLHW�GHMMHP�MLĪGLHGX�WD¶�3$�ILV-VHUX�WDO-IQLHN�1=:�X�WDO-makakki 
F\QRPROJXV��:DUD�W-WUDWWDPHQW�E¶RELOWR[D[LPDE�NLHQ�KHPP�WQDTTLV�ILO-NRQƛHQWUD]]MRQLMLHW�WD¶�3$�
I¶PDƥƥRUDQ]D�WDO-DQQLPDOL�OL�EDTJƫX�ƫDMMLQ��,O-NRQƛHQWUD]]MRQLMLHW�WD¶�3$�IO-DQQLPDOL�OL�ƫDGX�SODƛHER�
ĪGLHGX�VDNHPP�PLHWX� 
 
(IILNDƛMD� 
 
0LQƫDEED�OL�PKXZLH[�IDWWLEEOL MHZ�HWLNX�OL�MLWZHWWTX�SURYL�NOLQLƛL�NNRQWUROODWL�ILO-EQHGPLQ�E¶DQWUDƛH�OL�
WLWWLHƫHG�PDQ-QLIV��O-HIILNDƛMD�WD¶�RELOWR[D[LPDE�PRJƫWL�EƫDOD�PRQRWHUDSLMD�PHWD�PTDEEOD�PD¶�SODƛHER�
JƫDW-WUDWWDPHQW�WD¶�DQWUDƛH�OL�WLWWLHƫHG�PDQ-QLIV�KLMD�EEDĪDWD�IXT�VWXGML�WDO-eIILNDƛMD�IL�IQLHN�1=:�X�
I¶PDNDNNL�F\QRPROJXV�� 
 
)¶GDZQ�O-LVWXGML��O-DQQLPDOL�ƥHZ�VILGDWL�EL�VSRUL�WD¶�B. anthracis DHURVROL]]DWL��LU-UD]]D�$PHV��
E¶PDGZDU����[/'�� X�PLQQ�KHPP�¶LO�TXGGLHP�ƥHZ�LWWUDWWDWL�E¶RELOWR[D[LPDE�I¶SXQWL�WD¶�ĪPLHQ�
GLIIHUHQWL��)L�VWXGMi tat-WUDWWDPHQW�WD¶�DQWUDƛH�OL�WLWWLHƫHG�PDQ-QLIV��O-DQQLPDOL�QJƫDWDZ�WUDWWDPHQW�ZDUD�
OL�ZUHZ�VLQMDOL�NOLQLƛL�MHZ�VLQWRPL�WD¶�DQWUDƛH�VLVWHPLND��)L�VWXGML�GZDU�LO-SURILODVVL�WD¶�ZDUD�O-
HVSRQLPHQW��O-DQQLPDOL�ƥHZ�LWWUDWWDWL�ZDUD�HVSRQLPHQW�JƫDO�B. anthracis LĪGD�TDEHO�O-LĪYLOXSS�WDV-
VLQWRPL��,O-PDNDNNL�F\QRPROJXV�ƥHZ�LWWUDWWDWL�ILO-ƫLQ�WD¶�DQDOLĪL�SRĪLWWLYD�WD¶�HOHWWURNLPLOXPLQH[[HQ]D�
�(&/��ILV-VHUX�JƫDO�3$�WD¶�B. anthracis EL�ĪPLHQ�PHGMX�WD¶�PDGZDU��� VLHJƫD�ZDUD�O-LVILGD�E¶B. 
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anthracis��)O-LVWXGML tat-trattament tal-IQLHN�1=:��O-DQQLPDOL�ƥHZ�LWWUDWWDWL�ZDUD�DQDOLĪL�SRĪLWWLYD�WD¶�
(&/�JƫDO�3$�MHZ�HOHYD]]MRQL�VRVWQXWD�WDW-WHPSHUDWXUD�WDO-ƥLVHP�¶LO�IXT�PLO-OLQMD�EDĪL��EL�ĪPLHQ�PHGMX�
WD¶�PDGZDU��� VLHJƫD�ZDUD�O-LVILGD��,V-VRSUDYLYHQ]D�ƥLHW�HYDOZDWD�ZDUD �� MXP�ZDUD�O-LVILGD�E¶B. 
anthracis fl-LVWXGML�GHVNULWWL�KDZQ�WDƫW� 
 
/-HIILNDƛMD�WD¶�GRĪD�ZDƫGD�WD¶�RELOWR[D[LPDE�ƥRO-YLQL�EƫDOD�PRQRWHUDSLMD�JƫDW-WUDWWDPHQW�WD¶�DQWUDƛH�OL�
WLWWLHƫHG�PDQ-QLIV�ƥLHW�HYDOZDWD�IL�VWXGMX�ZLHƫHG�PLOO-VWXGML�WDO-IQLHN�1=:�X�WOLHW�VWXGML�ILO-makakki 
F\QRPROJXV��$3�����$3����X�$3������O-LVWXGML�NROOKD�NLHQX�NNRQWUROODWL�ELO-SODƛHER��UDQGRPL]]DWL��X�
konformi mal-*/3��/-LVWXGML�$5�����$3����X�$3����NLHQX�EOLQGHG��O-LVWXGMX�$3����NLHQ�EOLQGHG�
JƫDOO-JUXSS�� 
 
 
7DEHOOD ���,U-UDWL�WD¶�VRSUDYLYHQ]D�IL�VWXGML�GZDU�O-HIILNDƛMD�WDO-PRQRWHUDSLMD�E¶RELOWR[D[LPDE�
��� PJ�NJ� 

 

3URSRU]MRQ�WD¶�VRSUDYLYHQ]D�IL�WPLHP�O-
LVWXGMX 
���>LVVRSUDYLYHZ�Q@� YDOXU�S2 95 ��&,3 

3ODƛHER 2ELOWR[D[LPDE��� PJ�NJ� 
7UDWWDPHQW�- IQLHN�1=:� 
6WXGMX�$5���1 0 ������ ������������� ������
 �������������� 
7UDWWDPHQW�- 0DNDNNL�F\QRPROJXV 
6WXGMX�$3���1 � �������� ���� �������� ������
 �������������� 
6WXGMX�$3���1 �������� ���� �������� ������
 ��������������� 
3URILODVVL�WD¶�ZDUD�O-HVSRQLPHQW�- Makakki F\QRPROJXV 

6WXGMX�
$3���4 

��-
il VLHJƫD 
ZDUD�O-
HVSRQLPH
nt 

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

�� VLHJƫD 
ZDUD�O-
HVSRQLPH
nt 

-- �� ������� ������
 �������������� 

�� VLHJƫD 
ZDUD�O-
HVSRQLPH
nt 

-- �� ������� ������ �-������������� 

&,��,QWHUYDOO�WD¶�.XQILGHQ]D 
1 6RSUDYLYHQ]D�YYDOXWDWD��� MXP�ZDUD�O-LVILGD�WDO-LVSRUL��O-DQQLPDOL�UDQGRPL]]DWL�NROOKD�SRĪLWWLYL�JƫDOO-
EDWWHULPMD�TDEHO�LW-WUDWWDPHQW��LW-WUDWWDPHQW�EHGD�SHUPH]]�WD¶�ĪLHGD�VLQLILNDQWL�ILW-WHPSHUDWXUD�WDO-ƥLVHP�
�O-LVWXGMX�$5�����MHZ�E¶ULĪXOWDW�SRĪLWWLY�IO-DQDOLĪL�WDO-HOHWWURNLPLOXPLQH[[HQ]D�WDO-DQWLƥHQ�SRĪLWWLY��O-
LVWXGML�$3����X�$3����� 
��Il-YDOXU�S�KXZD�PLQQ�7HVW�WD¶�%RVFKORR�E¶QDƫD�ZDƫGD��E¶PRGLILND�WD¶�%HUJHU-%RRV�WD¶�
JDPPD �������PHWD�PTDEEHO�PDO-SODƛHER 
��IQWHUYDOO�WD¶�NXQILGHQ]D�HĪDWW�WD¶��� ��WD¶�GLIIHUHQ]D�ILU-UDWL�WD¶�VRSUDYLYHQ]D 
4 6RSUDYLYHQ]D�YYDOXWDWD����ZDUD�O-LVILGD�WDO-LVSRUL�� 

x 7ILVVHU�VLQLILNDQ]D�VWDWLVWLND�ILO-OLYHOO�WD¶������ 
 
 
3RSROD]]MRQL�SHGMDWULND 
 
/-$ƥHQ]LMD�(ZURSHD�JƫDOO-0HGLƛLQL�GGLIHULHt l-REEOLJX�OL�MLƥX�SSUHĪHQWDWL�ULĪXOWDWL�WDO-LVWXGML�
E¶1<;7+5$&,6 I¶ZLHƫHG�MHZ�LNWDU�NDWHJRULML�WDO-SRSROD]]MRQL�SHGMDWULND�ILW-WUDWWDPHQW�WD¶�LQIH]]MRQL�
EDƛLOODUL��DUD�VH]]MRQL ����JƫDO�LQIRUPD]]MRQL�GZDU�O-XĪX�SHGMDWULNX�� 
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Dan il-prodott PHGLƛLQDOL�ƥLH�DZWRUL]]DW�WDƫW�µƛLUNXVWDQ]L�HƛƛH]]MRQDOL¶��'DQ�LILVVHU�OL�PLQƫDEED�OL�O-
PDUGD�KLMD�UDUL�X�JƫDO�UDƥXQLMLHW�WD¶�HWLND�PD�NLHQ[�SRVVLEEOL�OL�WLQNLVHE�LQIRUPD]]MRQL�VƫLƫD�GZDU�GDQ�
il-SURGRWW�PHGLƛLQDOL� 
/-$ƥHQ]LMD�(ZURSHD�JƫDOO-0HGLƛLQL�VHU�WLUUHYHGL�NXOO�WLS�WD¶�LQIRUPD]]MRQL�ƥGLGD�OL�WRƫURƥ�NXOO�VHQD�X�
VHU�WDƥƥRUQD�GDQ�LV-6RPPDUMX�WDO-.DUDWWHULVWLƛL�WDO-3URGRWW��VNRQW�LO-EĪRQQ� 
 
5.2 7DJƫULI�IDUPDNRNLQHWLNX 
 
$VVRUELPHQW 
 
Il-IDUPDNRNLQHWLND�WD¶�RELOWR[D[LPDE�KLMD�OLQHDUL�ILO-medda tad-GRĪD�WD¶�4 PJ�NJ������ GDUED�O-LQTDV�
GRĪD�UDNNRPDQGDWD��VD��� PJ�NJ�ZDUD�JƫRWL�ZLHƫHG�ƥRO-YLQL�I¶LQGLYLGZL�E¶VDƫƫLWKRP��:DUD�JƫRWL�
ZLHƫHG�ƥRO-YLQL�WD¶�RELOWR[D[LPDE��� PJ�NJ�I¶LQGLYLGZL�XPDQL�E¶VDƫƫLWKRP��LUƥLHO�X�QLVD��LV-&PD[ X�O-
$8&inf PHGML�NLHQX�WD¶���� ± ���� PFJ�P/�X����� ± �����PFJ MXP�P/��ULVSHWWLYDPHQW��,Q-QRIV�ƫDMMD�
WD¶�RELOWR[D[LPDE�NLHQHW�WD¶�PDGZDU��� MXP��PHGMD�� 
 
'LVWULEX]]MRQL 
 
Il-YROXP�WD¶�GLVWULEX]]MRQL�PHGMX�WD¶�RELOWR[D[LPDE�IL�VWDW�ILVV�NLHQ�WD¶����� ± ���� P/�NJ�X�DNEDU�PLOO-
YROXP�WDO-SODĪPD��X�GDQ�MLVVXƥƥHUL[[L�[L�GLVWULEX]]MRQL�WDW-WHVVXWL� 
 
%LMRWUDVIRUPD]]MRQL 
 
0D�VDU�HEGD�VWXGMX�IRUPDOL�WDO-PHWDEROLĪPX�E¶RELOWR[D[LPDE� 
0DGDQNROOX��LG-GLVSRĪL]]MRQL�WD¶�DQWLNRUSL�PRQRNORQDOL�ƥHQHUDOPHQW�WLQYROYL�G-GLVWULEX]]MRQL�OLO�KLQQ�
mill-LVSD]MX�YDVNXODUL�E¶DVVRUELPHQW�SRWHQ]MDOL�ILW-WHVVXWL��X�NDWDEROLĪPX�PLQQ�SURWHDĪL�JƫDO�SHSWLGL�
ĪJƫDU�X�DƛLGL�DPPLQLƛL�OL�VXVVHJZHQWHPHQW�MLƥX�LQNRUSRUDWL�ILU-ULĪHUYD�HQGRƥHQD�MHZ�MLƥX�HOLPLQDWL� 
 
(OLPLQD]]MRQL 
 
Il-YDOXUL�PHGML�WDW-WQHƫƫLMD�WD¶�RELOWR[D[LPDE�NLHQX�WD¶����� ± ����� P/�G�NJ�X�ƫDIQD�LĪJƫDU�PLU-rata 
WD¶�ILOWUD]]MRQL�JORPHUXODUL��OL�MLQGLNDZ�OL�SUDWWLNDPHQW�PD�KHPP�O-HEGD�WQHƫƫLMD�PLOO-NOLHZL�WD¶�
RELOWR[D[LPDE� 
 
3RSROD]]MRQLMLHW�VSHƛMDOL 
 
(IIHWWL�WDV-sess, l-etï¿½ u r -razza 
Il-3.�WD¶�RELOWR[D[LPDE�ƥLHW�HYDOZDWD�SHUPH]]�WD¶�DQDOLĪL�WDO-PK tal-SRSROD]]MRQL�EO-XĪX�WD¶�NDPSMXQL�
WDV-VHUX�PLQQ���� LQGLYLGZX�E¶VDƫƫLWKRP�OL�UƛHYHZ�GRĪD�ZDƫGD�ƥRO-YLQL�I¶� SURYL�NOLQLƛL��$EEDĪL�WD¶�
din l-DQDOLĪL��LV-VHVV��QLVD�NRQWUD�UƥLHO���LU-UD]]D��PKX[�.DZNDVL�NRQWUD�.DZNDVL�� MHZ�O-HWj��DQ]MDQL�
NRQWUD�ĪJƫDĪDJƫ��PD�NHOOKRP�HEGD�HIIHWW�VLQLILNDQWL�IXT�LO-parametri tal-3.�JƫDO�RELOWR[D[LPDE��
0DGDQNROOX��O-LVWXGML�NOLQLƛL�WD¶�RELOWR[D[LPDE�PD�LQNOXGHZ[�QXPUX�ELĪĪHMMHG�WD¶�LQGLYLGZL�OL�
JƫDQGKRP��� VHQD�X�DNWDU�ELH[�MLƥL�GGHWHUPLQDW MHNN�LO-3.�WDJƫKRP�KLMLH[�GLIIHUHQWL�PLQQ�LQGLYLGZL�
LĪJƫDU�IO-HWj��0LW-��� LQGLYLGZX�IL�VWXGML�NOLQLƛL�WD¶�RELOWR[D[LPDE����� �����������NHOOKRP��� VHQD�X�
DNWDU��ILOZDTW�OL�� ����������NHOOKRP��� VHQD�X�DNWDU� 
 
(IIHWWL�UHODWDWL�PDG-GDTV�WDO-ƥLVHP 
It-WQHƫƫLMD�I¶SLĪ�WDO-ƥLVHP�JƫROL����� NJ��NLHQHW�EHMQ�ZLHƫHG�X�LHƫRU��� ��RJƫOD�PLOOL�I¶SRSROD]]MRQL�
WD¶�UHIHUHQ]D��:DUD�GRĪDƥƥ�LEEDĪDW�IXT�LO-SLĪ���� PJ�NJ��GDQ�LZDVVDO�JƫDO�ĪLHGD�IO-$8&inf WD¶��� ���OL�
PKL[�NOLQLNDPHQW�VLQLILNDQWL� 
 
Popolazzjoni pedjatrika 
Il-fDUPDNRNLQHWLND�WD¶�RELOWR[D[LPDE�PD�ƥLHW[�HYDOZDWD�ILW-WIDO��,U-UDNNRPDQGD]]MRQLMLHW�WDG-GRĪDƥƥ�
I¶7DEHOOD ���VH]]MRQL������KXPD�GHULYDWL�PLQQ�VLPXOD]]MRQLMLHW�EO-XĪX�WD¶�DSSURƛƛ�WDO-PK tal-
SRSROD]]MRQL�PDƫVXE�ELH[�MDTEHO�PDO-HVSRQLPHQW�RVVHUYDW�WD¶�DGXOW�JƫDO�RELOWR[D[LPDE�E¶GRĪD�WD¶�
�� PJ�NJ� 
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5.3 7DJƫULI�WD¶�TDEHO�O-XĪX�NOLQLNX�GZDU�LV-VLJXUWj 
 
7DJƫULI�PKX[�NOLQLNX�LEEDĪDW�IXT�VWXGML�NRQYHQ]MRQDOL�WD¶�VLJXUWj�IDUPDNRORƥLND��HIIHWW�WRVVLNX�PLQQ�
GRĪL�ULSHWXWL�X�HIIHWW�WRVVLNX�IXT�LV-VLVWHPD�ULSURGXWWLYD�X�O-LĪYLOXSS��PD�MXUL�O-HEGD�SHULNOX�VSHƛMDOL�
JƫDOO-EQHGPLQ� 
 
/HĪMRQLMLHW�ILV-VLVWHPD�QHUYXĪD�ƛHQWUDOL��&16���EDWWHUML��LQIMDPPD]]MRQL��HPRUUDƥLMD�X�[L�NXOWDQW�
QHNURĪL��GHKUX�IL�IQLHN�1=:�LQIHWWDWL�EO-DQWUDƛH�OL�PD�EDTJƫX[�ƫDMMLQ�X�ILO-makakki F\QRPROJXV�OL�
QJƫDWDZ�RELOWR[D[LPDE�ƥRO-YLQL��� ��PJ�NJ��MHZ�NRQWUROO�PHWD�ƥLHW�LNNRQIHUPDWD�O-PDUGD��,O-ELGOLHW�
PLNURVNRSLƛL�IO-DQQLPDOL�OL�PD�EDTJƫX[�ƫDMMLQ�OL�UƛHYHZ�RELOWR[D[LPDE�NLHQX�PLQƫDEED�O-SUHĪHQ]D�WD¶�
EDWWHUML�HNVWUDYDVNXODUL�X�PKX[�O-effett tD¶�RELOWR[D[LPDE��0D�ƥLHW�LGHQWLILNDWD�O-HEGD�UHOD]]MRQL�EHMQ�
id-GRĪD�X�U-ULVSRQV�JƫDO�LVWRSDWRORƥLMD�WDO-PRƫƫ��0D�GHKUHW�O-HEGD�OHĪMRQL�ILO-PRƫƫ�UHODWDWD�PDOW-
WUDWWDPHQW�IL�IQLHN�1=:�LQIHWWDWL�EO-DQWUDƛH�OL�EDTJƫX�ƫDMMLQ��I¶MXP ����MHZ�ILO-PDNDNNL�F\QRPROJXV�
�VD�MXP�����ZDUD�JƫRWL�ZLHƫHG�WD¶�RELOWR[D[LPDE�E¶GRĪL�VD��� PJ�NJ�X�VD��� PJ�NJ�GRĪD��
ULVSHWWLYDPHQW��0D�ƥLH�RVVHUYDW�O-HEGD�HIIHWW�QHZURNRPSRUWDWWLY�UHODWDW�PD¶�RELOWR[DPDE�I¶PDNDNNL�
F\QRPROJXV�PDFDTXV�LQIHWWDWL�EO-DQWUDƛH�OL�EDTJƫX�ƫDMMLQ�ZDUD�WUDWWDPHQW�E¶RELOWR[D[LPDE� 
 
6DU�VWXGMX�ZLHƫHG�GZDU�O-LĪYLOXSS�WDO-HPEULMXQ�X�O-IHWX�IL�IQLHN�1=:�WTDO�X�E¶VDƫƫLWKRP�OL�QJƫDWDZ�
4 GRĪL�ƥRO-YLQL�WD¶�RELOWR[D[LPDE�VD��� PJ�NJ��GDUEWHMQ�LG-GRĪD�XPDQD�IXT�EDĪL�WD¶�PJ�NJ��ILO-MLHP�WDO-
ƥHVWD]]MRQL������������X�����0D�ƥLHW�RVVHUYDWD�O-HEGD�HYLGHQ]D�WD¶�ƫVDUD�OLOO-RPP�WTLOD�MHZ�OLOO-feti 
PLQƫDEED�RELOWR[D[LPDE��/-HVSRQLPHQW�NXPXODWWLYL�ILO-IQLHN�1=:�������� PFJ�MXP�P/��ILQ-12$(/�
WD¶��� PJ�NJ�GRĪD��Q � GRĪL��LEEDĪDWL�IXT�MLHP�WDO-$8&0–�� NLHQX�PDGZDU�GDUEWHMQ�O-$8&�PHGMX�
NNRPELQDW�WDO-LUƥLHO�X�Q-QLVD�XPDQL�ELG-GRĪD�NOLQLND�ƥRO-YLQL�WD¶��� PJ�NJ��,O-YDOXUL�WDV-&PD[ ZDUD�
�� PJ�NJ�GRĪD�NLHQX�WD¶����� PFJ�MXP�P/� 
 
0D�VDUX[�VWXGML�E¶RELOWR[D[LPDE�GZDU�LO-NDUƛLQRƥHQLƛLWj��O-HIIHWW�WRVVLNX�IXT�LO-ƥHQL�X�O-IHUWLOLWj� 
 
 
�� 7$*ǯ뾽5,)�)$50$ƚ(:7,.8 
 
��� /LVWD�WD¶�HƛƛLSMHQWL 
 
,VWLGLQD 
6RUELWRO��(���� 
3RO\VRUEDWH�����(���� 
+\GURFKORULF�DFLG��(�����JƫDOO-DƥƥXVWDPHQW�WDO-S+� 
6RGLXP�K\GUR[LGH��(�����JƫDOO-DƥƥXVWDPHQW�WDO-S+� 
,OPD�JƫDOO-LQMH]]MRQLMLHW 
 
��� ,QNRPSDWLEELOWDMLHW 
 
Dan il-prodott PHGLƛLQDOL�P¶JƫDQGX[�MLWƫDOODW�PD¶�SURGRWWL�PHGLƛLQDOL�RƫUDMQ�ƫOLHI�GDZN�LPVHPPLMD�
I¶VH]]MRQL ���� 
 
��� ĩPLHQ�NHPP�LGXP�WDMMHE�LO-SURGRWW�PHGLƛLQDOL 
 
.XQMHWW�PKX[�PLIWXƫ 
 
� VQLQ 
 
6ROX]]MRQL�GLOZLWD�I¶ERUĪD�WDO-LQIXĪMRQL 
 
:DUD�G-GLOZL]]MRQL�I¶ERUĪD�WDO-LQIXĪMRQL��O-LVWDELOLWj�NLPLND��ILĪLND�X�PLNURELND�ZDTW�O-XĪX�QWZHULHW�
JƫDO�� VLJƫDW�I¶WHPSHUDWXUD�WDO-NDPUD�����&�– ���&��MHZ�ILO-IULƥƥ����&�– ��&�� 
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Mil-ODW�PLNURELMRORƥLNX��LO-SURGRWW�JƫDQGX�MLQWXĪD�LPPHGMDWDPHQW��ƫOLHI�MHNN�LO-PHWRGX�WD¶�
IWXƫ�ULNRVWLWX]]MRQL�GLOZL]]MRQL�MLSSUHNOXGL�U-ULVNMX�WD¶�NRQWDPLQD]]MRQL�PLNURELND� 
 
-HNN�PD�MLQWXĪD[�LPPHGMDWDPHQW��LĪ-ĪPLHQ�WDO-ƫDĪQD�X�O-NRQGL]]MRQLMLHW�ZDTW�O-XĪX�KXPD�U-
UHVSRQVDEELOWj�WDO-XWHQW� 
 
6ROX]]MRQL�GLOZLWD�I¶VLULQJD�JƫDOO-LQIXĪMRQL� 
 
/DGDUED�WNXQ�ƥLHW�LSSUHSDUDWD VROX]]MRQL�GLOZLWD�WD¶�1<;7+5$&,6��GLQ�JƫDQGKD�WLQJƫDWD�
LPPHGMDWDPHQW�X�PD�WLQƫDĪLQ[��.ZDOXQNZH�SURGRWW�PKX[�XĪDW�JƫDQGX�MLQWUHPD� 
 
��� 3UHNDZ]MRQLMLHW�VSHƛMDOL�JƫDOO-ƫDĪQD 
 
$ƫĪHQ�IL�IULƥƥ����&�– ��&�� 
7DJƫPOX[�ILO-IULĪD� 
$ƫĪHQ�ILO-SDNNHWW�RULƥLQDOL�VDELH[�WLOTD¶�PLG-GDZO� 
 
*ƫDOO-NRQGL]]MRQLMLHW�WD¶�ƫDĪQD�ZDUD�G-GLOZL]]MRQL�WDO-SURGRWW�PHGLƛLQDOL��DUD�VH]]MRQL����� 
 
��� In-QDWXUD�WDO-NRQWHQLWXU�X�WD¶�GDN�OL�KHPP�ƥR�ILK 
 
��� PJ���P/�WD¶�NRQƛHQWUDW�I¶NXQMHWW��ƫƥLHƥ�WDW-WLS�,��E¶WDSS�WDO-ODVWLNX�X�E¶JƫDWX�WDO-SRO\SURS\OHQH�
E¶VLƥLOO�WDO-DOXPLQMX� 
3DNNHWW�ILK�NXQMHWW ZLHƫHG� 
 
��� 3UHNDZ]MRQLMLHW�VSHƛMDOL�JƫDU-ULPL�X�JƫDO�LPPDQLƥƥDU�LHƫRU 
 
6WUX]]MRQLMLHW�LPSRUWDQWL�JƫDOO-SUHSDUD]]MRQL 
 
x Il-NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQMH]]MRQL�JƫDQGX�MLƥL�VSH]]MRQDW�YLĪZDOPHQW�JƫDO�IUDN�X�

VNXOXUDPHQW�TDEHO�PD�MLQJƫDWD��1<;7+5$&,6 KXZD�VROX]]MRQL�ƛDUD�JƫDO�RSDOH[[HQWL��EOD�
NXOXU�JƫDO�VDIUD�ƛDUD�JƫDO�VDIUD�ƛDUD�ILO-NDQQHOOD�OL�MLVWD¶�MNXQ�ILKD�IWLW�IUDN�WDO-SURWHLQD�WUDVOXƛLGL�
JƫDO�ERMRG��OL�MLWQHƫƫHZ�E¶ILOWUD]]MRQL�I¶OLQMD�� 

x $UPL�O-NXQMHWW�MHNN�LV-VROX]]MRQL�WNXQ�VNXOXUDWD�MHZ�LNXQ�ILKD�SDUWLƛHOOL�EDUUDQLQ��DUD�VH]]MRQL���� 
x 7ƫDZZDG[�LO-NXQMHWW� 
 
3UHSDUD]]MRQL�X�GLOZL]]MRQL�ILO-ERUĪD�WDO-LQIXĪMRQL� 
 
�� ,NNDONXOD�O-PLOOLJUDPPL�WD¶�RELOWR[D[LPDE�PHƫWLHƥD�ELOOL�WLPPXOWLSOLND�G-GRĪD�WD¶�PJ�NJ�

UDNNRPDQGDWD�I¶WDEHOOD ���DUD�VH]]MRQL������ELO-SLĪ�WDO-ƥLVHP�WDO-SD]MHQW�LQGLYLGZDOL�
I¶NLORJUDPPL� 

�� ,NNDONXOD�O-YROXP�PHƫWLHƥ�I¶PLOOLOLWUL�WD¶�RELOWR[D[LPDE�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-
LQIXĪMRQL�X�QXPUX�WD¶�NXQMHWWL�PHƫWLHƥD�JƫDG-GRĪD�ELOOL�WLGGLYLGL�G-GRĪD�NNDONXODWD�I¶PLOOLJUDPL�
�SDVV����ELO-NRQƛHQWUD]]MRQL����� PJ�P/��.XOO�NXQMHWW�XQLNX�MLSSHUPHWWL�O-JƫRWL�WD¶�� P/�WD¶�
RELOWR[D[LPDE�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL� 

�� $JƫĪHO�ERUĪD�WD¶�LQIXĪMRQL�WD¶�GDTV�[LHUDT�WD¶�VRGLXP�FKORULGH�� PJ�P/����� ���VROX]]MRQL�
JƫDOO-LQMH]]MRQL��,ƥEHG�YROXP�WD¶�VROX]]MRQL�PLOO-ERUĪD�WDO-LQIXĪMRQL�GDTV�LO-YROXP�LNNDONXODW�
I¶PLOOLOLWUL�WD¶�RELOWR[D[LPDE�ILO-SDVV ��WD¶�KDZQ�IXT��$UPL�V-VROX]]MRQL�OL�QƥLEGHW�PLOO-ERUĪD�WDO-
LQIXĪMRQL� 

�� ,ƥEed il-YROXP�PHƫWLHƥ�WD¶�RELOWR[D[LPDE�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL��LNNDONRODW�
mill-SDVV����PLOO-NXQMHWW�L��WD¶�1<;7+5$&,6��$UPL�NZDOXQNZH�SRU]MRQ�OL�PD�MNXQ[�LQWXĪD�OL�
MLIGDO�ILO-NXQMHWW�L��WD¶�1<;7+5$&,6� 

�� ,WWUDVIHUL[[L�O-YROXP�PHƫWLHƥ�WD¶�RELOWR[D[LPDE�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL�JƫDOO-
ERUĪD�PDJƫĪXOD�WDO-LQIXĪMRQL�� 

�� $TOHE�LO-ERUĪD�WDO-LQIXĪMRQL�ELO-PRG�WD¶�WDƫW�IXT�ELH[�WƫDOODW�LV-VROX]]MRQL��7ƫDZZDGLH[� 
�� /-LQIXĪMRQL�JƫDQGKD�WLQJƫDWD�IXT�SHUMRGX�WD¶��� PLQXWD�ELU-rata tal-LQIXĪMRQL�GHVNULWWD�I¶WDEHOOD ��

�DUD�VH]]MRQL ������EO-XĪX�WD¶�ILOWUX�I¶OLQMD�WD¶����� PLNURQ�� 
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�� ,V-VROX]]MRQL�SSUHSDUDWD�KLMD�VWDEEOL�JƫDO�� VLJƫDW�PDƫĪXQD�I¶WHPSHUDWXUD�WDO-NDPUD�WD¶����&�VD�
���&�MHZ�� VLJƫDW�PDƫĪXQD�ILO-IULƥƥ�I¶WHPSHUDWXUD�WD¶�� &�VD���&� 

 
PrHSDUD]]MRQL�X�GLOZL]]MRQL�ILV-VLULQJD�JƫDOO-LQIXĪMRQL 
 
�� ,NNDONXOD�O-PLOOLJUDPPL�WD¶�RELOWR[D[LPDE�PHƫWLHƥD�ELOOL�WLPPXOWLSOLND�G-GRĪD�WD¶�PJ�NJ�

UDNNRPDQGDWD�I¶WDEHOOD ���DUD�VH]]MRQL������ELO-SLĪ�WDO-ƥLVHP�WDO-SD]MHQW�LQGLYLGZDOL�
I¶NLORJUDPPL� 

�� ,NNDONXOD�O-YROXP�PHƫWLHƥ�I¶PLOOLOLWUL�WD¶�RELOWR[D[LPDE�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-
LQIXĪMRQL�X�QXPUX�WD¶�NXQMHWWL�PHƫWLHƥD�JƫDG-GRĪD�ELOOL�WLGGLYLGL�G-GRĪD�NNDONXODWD�
I¶PLOOLJUDPPL��SDVV����ELO-NRQƛHQWUD]]MRQL����� PJ�P/��.XOO�NXQMHWW�XQLNX�MLSSHUPHtti l-JƫRWL�
WD¶�� P/�WD¶�1<;7+5$&,6 NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL� 

�� $JƫĪHO�VLULQJD�WD¶�GDTV�[LHUTD�JƫDOO-YROXP�WRWDOL�WDO-LQIXĪMRQL�OL�JƫDQGKD�WLQJƫDWD� 
�� %O-XĪX�WD¶�VLULQJD�PDJƫĪXOD�X�ILOWUX�I¶OLQMD�WD¶����� PLNURQ��LƥEHG�LO-YROXP�PHƫWLHƥ�WD¶�

RELOWR[D[LPDE�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL��LNNDONXODW�PLOO-SDVV ����$UPL�
NZDOXQNZH�SRU]MRQ�OL�MNXQ[�LQWXĪD�OL�MLIGDO�ILO-NXQMHWW�L��WD¶�1<;7+5$&,6�� 

�� ,ƥEHG�DPPRQW�[LHUDT�WD¶�VROX]]MRQL�JƫDOO-LQMH]]MRQL�WD¶�VRGLXP�FKORULGH�� PJ�P/����� ���ELH[�
tipprepara l-YROXP�WRWDOL�WD¶�LQIXĪMRQL�VSHƛLILNDW�I¶WDEHOOD �� 

�� ǯ뾽DOODW�LV-VROX]]MRQL�ELO-PRG��7ƫDZZDGLH[� 
�� /DGDUED�WNXQ�ƥLHW�LSSUHSDUDWD�VROX]]MRQL�GLOZLWD�WD¶�RELOWR[D[LPDE��DJƫWLKD�LPPHGMDWDPHQW��

7DƫĪLQ[�VROX]]MRQL�I¶VLULQJD��$UPL�O-SURGRWW�OL�PD�MNXQ[�LQWXĪD� 
 
Rimi 
 
.XOO�IGDO�WDO-SURGRWW�PHGLƛLQDOL�OL�PD�MNXQ[�LQWXĪD�MHZ�VNDUW�OL�MLETD¶�ZDUD�O-XĪX�WDO-SURGRWW�JƫDQGX�
MLQWUHPD�NLI�MLWROEX�O-OLƥLMLHW�ORNDOL� 
 
 
7. DETENTUR TAL-$:725,==$==-21,�*ǯ뾽$7-74(*ǯ뾽,'�),6-SUQ 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-&XULH-6WUDVVH�� 
������/|UUDFK 
Il-ƤHUPDQMD 
 
8. 18058�,��7$/-$:725,==$==-21,�*ǯ뾽$7-74(*ǯ뾽,'�),6-SUQ  
 
(8�������������� 
 
 
9. DATA TAL-(::(/�$:725,==$==-21,�7,Ƥ','�7$/-$:725,==$==-21, 
 
Data tal-HZZHO�DZWRUL]]D]]MRQL�����WD�¶1RYHPEUX����� 
 
 
10. '$7$�7$¶�5(9,ĩ-21,�7$7-TEST 
 
,QIRUPD]]MRQL�GHWWDOMDWD�GZDU�GDQ�LO-SURGRWW�PHGLƛLQDOL�WLQVDE�IXT�LV-VLW�HOHWWURQLNX�WDO-$ƥHQ]LMD�
(ZURSHD�JƫDOO-0HGLƛLQL�KWWS���ZZZ�HPD�HXURSD�HX���X�IXT�LV-VLW�ZHE�WDO- ^X�IXT�LV-VLW�HOHWWURQLNX�WDO-
^LVHP�WDO-,VWDW�0HPEUX��$ƥHQ]LMD��OLQN�`!� 
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ANNESS II 
 

A. 0$1,)$7785�7$6-6867$1=$�%,-2/2Ƥ,.$�$77,9$�8�
0$1,)$7785�5(63216$%%/,�*ǯ뾽$//-ǯ뾽58Ƥ�7$/-
LOTT 

 
%� .21',==-21,-,(7�-(:�5(675,==-21,-,(7�5,*:$5'�

IL-35299,67$�8�/-8ĩ8 
 

&� .21',==-21,-,(7�8�5(.:,ĩ,7,�2ǯ뾽5$�7$/-
$:725,==$==-21,�*ǯ뾽$7-74(*ǯ뾽,'�),6-SUQ 

 
D. .21',==-21,-,(7�-(:�5(675,==-21,-,(7�),5-

5,*:$5'�7$/-8ĩ8�6,*85�8�())(77,9�7$/-PRODOTT 
0(',ƚ,1$/, 

 
E. 2%%/,*8�63(ƚ,),.8�%,(;�0,ĩ85,�7$¶�:$5$�/-

$:725,==$==-21,�-,Ƥ8�.203/87,�*ǯ뾽$//-
$:725,==$==-21,�*ǯ뾽$7-74(*ǯ뾽,'�),6-684�7$ƪ7�
ƚ,5.867$1=,�(ƚƚ(==-21$/, 
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A. 0$1,)$7785�,��7$6-6867$1=$�,��%,-2/2Ƥ,.$�ƚ,�$77,9$�,�8�
0$1,)$7785�,��5(63216$%%/,�*ǯ뾽$//-ǯ뾽58Ƥ�7$/-LOTT 

 
,VHP�X�LQGLUL]]�WDO-PDQLIDWWXU�L��WDV-VXVWDQ]D�L��ELMRORƥLND�ƛL�DWWLYD�L 
 
/RQ]D�%LRORJLFV��,QF�� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
/-,VWDWL�8QLWL�WDO-$PHUND 
 
,VHP�X�LQGLUL]]�WDO-PDQLIDWWXU�L��UHVSRQVDEEOL�JƫDOO-ƫUXƥ�WDO-lott 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
/-Olanda 
 
 
%� .21',==-21,-,(7�-(:�5(675,==-21,-,(7�5,*:$5'�,/-35299,67$�8�/-

8ĩ8� 
 
3URGRWW�PHGLƛLQDOL�OL�MLQJƫDWD�ELU-ULƛHWWD�WDW-WDELE 
 
 
&� .21',==-21,-,(7�8�5(.:,ĩ,7,�2ǯ뾽5$�7$/-$:725,==$==-21,�*ǯ뾽$7-

74(*ǯ뾽,'�),6-SUQ 
 
x 5DSSRUWL�SHUMRGLƛL�DƥƥRUQDWL�GZDU�LV-VLJXUWj��3685V� 

 
Ir-UHNZLĪLWL�ELH[�MLƥX�SSUHĪHQWDWL�3685V�JƫDO�GDQ�LO-SURGRWW�PHGLƛLQDOL�KXPD�PQLĪĪOD�ILO-OLVWD�
tad-GDWL�WD¶�UHIHUHQ]D�WDO-8QMRQL��OLVWD�(85'��SUHYLVWD�VNRQW�O-$UWLNROX����F����WDG-'LUHWWLYD�
��������.(�X�NZDOXQNZH�DƥƥRUQDPHQW�VXVVHJZHQWL�SSXEEOLNDW�IXT�LO-pRUWDO�HOHWWURQLNX�
(ZURSHZ�WDO-PHGLƛLQL� 
 
 
D. .21',==-21,-,(7�-(:�5(675,==-21,-,(7�),5-5,*:$5'�7$/-8ĩ8�6,*85�8�

()),.$ƚ,�7$/-352'277�0(',ƚ,1$/,�� 
 
x 3MDQ�WD¶�ƥHVWMRQL�WDU-ULVNMX��503� 

 
Id-GHWHQWXU�WDO-DZWRUL]]D]]MRQL�JƫDW-WTHJƫLG�ILV-VXT��0$+��JƫDQGX�MZHWWDT�O-DWWLYLWDMLHW�X�O-
LQWHUYHQWL�PHƫWLHƥD�WD¶�IDUPDNRYLƥLODQ]D�GHWWDOMDWL�IO-503�PDTEXO�LSSUHĪHQWDW�ILO-0RGXOX�������
tal-DZWRUL]]D]]MRQL�JƫDW-WTHJƫLG�ILV-VXT�X�NZDOXQNZH�DƥƥRUQDPHQW�VXVVHJZHQWL�PDTEXO�WDO-
503� 
 
503�DƥƥRUQDW�JƫDQGX�MLƥL�SSUHĪHQWDW� 

x Meta l-$ƥHQ]LMD�(ZURSHD�JƫDOO-0HGLƛLQL�WLWORE�GLQ�O-LQIRUPD]]MRQL� 
x .XOO�PHWD�V-VLVWHPD�WDO-ƥHVWMRQL�WDU-ULVNMX�WLƥL�PRGLILNDWD�VSHƛMDOPHQW�PLQƫDEED�OL�WDVDO�

LQIRUPD]]MRQL�ƥGLGD�OL�WLVWD¶�WZDVVDO�JƫDO�ELGOD�VLQLILNDQWL�ILO-SURILO�EHMQ�LO-EHQHILƛƛMX�X�U-ULVNMX�
MHZ�PLQƫDEED�OL�MLQWODƫDT�JƫDQ�LPSRUWDQWL��IDUPDNRYLƥLODQ]D�MHZ�PLQLPL]]D]]MRQL�WDU-ULVNML�� 
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E. 2%%/,*8�63(ƚ,),.8�%,(;�0,ĩ85,�7$¶�:$5$�/-$:725,==$==-21,�-,Ƥ8�
.203/87,�*ǯ뾽$//-$:725,==$==-21,�*ǯ뾽$7-74(*ǯ뾽,'�),6-684�7$ƪ7�
ƚ,5.867$1=,�(ƚƚ(==-21$/, 

 
3HUHVV�OL�GLQ�KL�DSSURYD]]MRQL�WDƫW�ƛLUNXVWDQ]L�HƛƛH]]MRQDOL�X�VNRQW�O-$UWLNROX ������WDU-5HJRODPHQW�
�.(� ����������O-0$+�JƫDQGX�MZHWWDT��ILĪ-ĪPLHQ�VWLSXODW��LO-PLĪXUL�OL�ƥHMMLQ� 
 
'HVNUL]]MRQL 'DWD�PLVWHQQLMD 
 
6DELH[�MLƥL�YYDOLGDW�LO-PHWRGX�WDO-3.�WD¶�RELOWR[D[LPDE��*&/-�����
ILV-VHUX�XPDQ��O-0$+�JƫDQGX�MLVVRWWRPHWWL�U-ULĪXOWDWL�PLOO-
YDOLGD]]MRQL�WDO-DQDOLĪL�JƫDOO-DVSHWWL�OL�ƥHMMLQ�TDEHO�O-XĪX�WDO-DQDOLĪL�
JƫDOO-DQDOLĪL�WDO-NDPSMXQ�JƫDOO-LVWXGMX�NOLQLNX�$+�����LQWHUIHUHQ]D�
PLQQ�3$�����X������()��/)�X�$'$V��X�SUHVWD]]MRQL�tal-DQDOLĪL�ILV-
VHUX�HPROLWLNX�X�OLSHPLNX��,O-SDUDOOHOLĪPX�JƫDQGX�MLWZHWWDT�
E¶NDPSMXQL�PDJƫPXOD�PLOO-LVWXGMX�SSMDQDW��RSHQ-ODEHO�X�IXT�LO-SRVW�
$+���� 
 
 
 
6DELH[�MLƥL�HYDOZDW�LU-ULVSRQV�NOLQLNX��LV-VLJXUWj�X�W-WROOHUDEELOWj��
LQNOXĪ�LW-WXO�WDO-PDUGD�X�V-VRSUDYLYHQ]D�I¶LQGLYLGZL�E¶NDĪLMLHW�
VXVSHWWDWL��SUREDEEOL��MHZ�LNNRQIHUPDWL�WD¶�DQWUDƛH�OL�WLWWLHƫHG�PDQ-
QLIV�OL�ƥHZ�LWWUDWWDWL�E¶RELOWR[D[LPDE��O-0$+�JƫDQGX�MZHWWDT��VNRQW�
SURWRNROO�PDTEXO��X�MLVVRWWRPHWWL�U-ULĪXOWDWL�WDU-UDSSRUW�ILQDOL�JƫDOO-
LVWXGMX�WD¶�IDĪL ��RSHQ-ODEHO�X�IXT�LO-SRVW�$+����PDO-RNNRUUHQ]D�WD¶�
WLITLJƫD�WD¶�DQWUDƛH�ILO-SDMMLĪL�IHMQ�RELOWR[D[LPDE�KXZD�DZWRUL]]DW�X�
GLVSRQLEEOL� 
 
 
 
 

 
*ƫDQGX�MLƥL�VRWWRPHVV�
flimkien mar-rapport 
NOLQLNX�ILQDOL�WDO-LVWXGMX�
$+��� 
 
 
 
 
 
 
 
*ƫDQGKRP�MLƥX�VRWWRPHVVL�
rDSSRUWL�DQQZDOL� 
 
Ir-UDSSRUW�ILQDOL�VHMMHU�MLƥL�
SSURYGXW�PKX[�DNWDU�WDUG�
PLQQ���-il [DKDU�ZDUD�O-
DƫƫDU�JƫRWL�WD¶�
RELOWR[D[LPDE�MHZ�WDO-
DƫƫDU�ƥELU�WDG-data I¶NDĪ�
WD¶�ƥELU�WDG-data 
UHWURVSHWWLYD 
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ANNESS III 
 

TIKKETTAR U )8/-(77�7$¶�7$*ǯ뾽5,) 
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A. TIKKETTAR 
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7$*ǯ뾽5,)�/,�*ǯ뾽$1'8�-,'+(5�)84�,/-3$..(77�7$¶�%$55$ 
 
KARTUNA 
 
 
1. ISEM TAL-352'277�0(',ƚ,1$/, 
 
1<;7+5$&,6 100 PJ�P/�NRQƛHQWUDW�VWHULOL 
RELOWR[D[LPDE� 
 
 
2. ',.-$5$==-21,�7$6-6867$1=$�,��$77,9$�,� 
 
1 P/��100 PJ�WD¶�RELOWR[D[LPDE� 
 
 
3. /,67$�7$¶�(ƚƚ,3-(17, 
 
(ƛƛLSMHQWL��LVWLGLQD��VRUELWRO��(�����K\GURFKORULF�DFLG��VRGLXP�K\GUR[LGH��LOPD�JƫDOO-LQMH]]MRQLMLHW� 
 
 
4. *ǯ뾽$0/$�)$50$ƚ(:7,.$�8�.217(187 
 
.RQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL 
��� PJ�� P/ 
NXQMHWW ZLHƫHG 
 
 
5. 02'�7$¶�.,)�8�01(-1�-,1*ǯ뾽$7$ 
 
$TUD�O-IXOMHWW�WD¶�WDJƫULI�TDEHO�O-XĪX� 
,9�ZDUD�G-GLOZL]]MRQL� 
*ƫDO�XĪX�WD¶�GDUED�ELVV� 
7ƫDZGX[� 
 
.RGLƛL�45�JƫDQGKD�WLƥL�LQNOXĪD���ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� 7:,66,-$�63(ƚ-$/,�/,�/-352'277�0(',ƚ,1$/,�*ǯ뾽$1'8�-,1ĩ$00�)(-1�0$�

-,'+,5;�8�0$�-,17/$ƪ$4;�0,7-7)$/ 
 
 
7. 7:,66,-$�,(7��63(ƚ-$/,�2ǯ뾽5$��-(..�0(ǯ뾽7,(Ƥ$ 
 
 
 
8. '$7$�7$¶�6.$'(1=$ 
 
-,6 
 
 
9. .21',==-21,-,(7�63(ƚ-$/,�7$¶�.,)�-,1ǯ뾽$ĩ(1 
 
$ƫĪHQ�IL�IULƥƥ�� 
7DJƫPOX[�ILO-IULĪD�� 
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$ƫĪHQ�ILO-SDNNHWW�RULƥLQDOL�VDELH[�WLOTD¶�PLG-GDZO� 
 
 
10. 35(.$:=-21,-,(7�63(ƚ-$/,�*ǯ뾽$5-5,0,�7$¶�352'277,�0(',ƚ,1$/,�0+8;�

8ĩ$7,�-(:�6.$57�0,11�'$:1�,/-352'277,�0(',ƚ,1$/,���-(..�+(00�
%ĩ211 

 
 
11. ,6(0�8�,1',5,==�7$'-DETENTUR TAL-$:725,==$==-21,�*ǯ뾽$7-74(*ƪ,'�

),6-SUQ 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-&XULH-6WUDVVH�� 
������/|UUDFK 
Il-ƤHUPDQMD 
 
 
12. 18058�,��7$/-$:725,==$==-21,�*ǯ뾽$7-74(*ǯ뾽,'�),6-SUQ  
 
(8�������������� 
 
 
13. NUMRU TAL-LOTT 
 
/RWW 
 
 
14. ./$66,),.$==-21,�Ƥ(1(5$/,�7$¶�.,)�-,1*ǯ뾽$7$ 
 
 
15. ,6758==-21,-,(7�':$5�/-8ĩ8 
 
 
��� ,1)250$==-21,�%,/-%5$,//( 
 
Il-ƥXVWLILND]]MRQL�ELH[�PD�MNXQ[�LQNOXĪ�LO-%UDLOOH�KLMD�DƛƛHWWDWD� 
 
 
17. ,'(17,),.$785�81,.8�– %$5&2'(��' 
 
EDUFRGH��'�OL�MNROOX�O-LGHQWLILNDWXU�XQLNX�LQNOXĪ� 
 
 
18. ,'(17,),.$785�81,.8�- DATA LI TINQARA MILL-%1,('(0 
 
3&� 
61� 
NN  
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7$*ǯ뾽5,)�0,1,08�/,�*ǯ뾽$1'8�-,'+(5�)84�,/-3$..(77,�ĩ-ĩ*ǯ뾽$5�(:/(1,1 
 
7,..(77$�)84�,/-KUNJETT 
 
 
1. ISEM TAL-352'277�0(',ƚ,1$/,�8�01(-1�*ǯ뾽$1'8�-,1*ǯ뾽$7$ 
 
1<;7+5$&,6 100 PJ�P/�NRQƛHQWUDW�VWHULOL 
RELOWR[D[LPDE� 
,9�ZDUD�G-GLOZL]]MRQL� 
 
 
2. 0(72'8�7$¶�.,)�*ǯ뾽$1'8�-,1*ǯ뾽$7$ 
 
*ƫDO�XĪX�WD¶�GDUED�ELVV� 
 
3. '$7$�7$¶�6.$'(1=$ 
 
-,6 
 
 
4. NUMRU TAL-LOTT 
 
/RWW 
 
 
5. IL-KONTENUT SKONT IL-3,ĩ��,/-92/80��-(:�3$57,�,1',9,':$/, 
 
��� PJ�� P/ 
 
 
�� 2ǯ뾽5$-1 
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%� )8/-(77�7$¶�7$*ǯ뾽5,) 
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)XOMHWW�WD¶�WDJƫULI��,QIRUPD]]MRQL�JƫDOO-pazjent 
 

1<;7+5$&,6 100 PJ�P/�NRQƛHQWUDW�JƫDO�VROX]]MRQL�JƫDOO-LQIXĪMRQL 
RELOWR[D[LPDE 

 
Dan il-SURGRWW�PHGLƛLQDOL�KXZD�VXƥƥHWW�JƫDO�PRQLWRUDƥƥ�DGGL]]MRQDOL��'DQ�VHU�MLSSHUPHWWL�

LGHQWLILND]]MRQL�WD¶�PDODMU�WD¶�LQIRUPD]]MRQL�ƥGLGD�GZDU�LV-VLJXUWj��,QWL�WLVWD¶�WJƫLQ�ELOOL�tirrapporta 
NZDOXQNZH�HIIHWW�VHNRQGDUMX�OL�MLVWD¶�MNROORN��$UD�W-WPLHP�WD¶�VH]]MRQL ��ELH[�WNXQ�WDI�NLI�JƫDQGHN�
WLUUDSSRUWD�HIIHWWL�VHNRQGDUML� 
 
$TUD�VHZ�GDQ�LO-IXOMHWW�NROOX�TDEHO�WLEGD�WXĪD�GLQ�LO-PHGLƛLQD�SHUHVV�OL�ILK�LQIRUPD]]MRQL�

LPSRUWDQWL�JƫDOLN� 
- ĩRPP�GDQ�LO-IXOMHWW��-LVWD¶�MNROORN�EĪRQQ�WHUƥD¶�WDTUDK�� 
- -HNN�LNROORN�DNWDU�PLVWRTVLMLHW��VWDTVL�OLW-WDELE��OLOO-LVSLĪMDU�MHZ�OLOO-LQIHUPLHU�WLHJƫHN� 
- -HNN�LNROORN�[L�HIIHWW�VHNRQGDUMX�NHOOHP�OLW-WDELE��OLOO-LVSLĪMDU�MHZ�OLOO-LQIHUPLHU�WLHJƫHN� Dan 

MLQNOXGL�[L�HIIHWW�VHNRQGDUMX�SRVVLEEOL�OL�PKXZLH[�HOHQNDW�I¶GDQ�LO-IXOMHWW��$UD�VH]]MRQL �� 
 
)¶GDQ�LO-IXOMHWW 
 
�� ;¶LQKX�1<;7+5$&,6 X�JƫDO[LH[�MLQWXĪD� 
�� ;¶JƫDQGHN�WNXQ�WDI�TDEHO�PD�WLUƛLHYL�1<;7+5$&,6 
�� .LI�VHU�MLQJƫDWD�1<;7+5$&,6 
�� (IIHWWL�VHNRQGDUML�SRVVLEEOL� 
�� .LI�WDƫĪHQ�1<;7+5$&,6 
�� .RQWHQXW�WDO-SDNNHWW�X�LQIRUPD]]MRQL�RƫUD 
 
 
1. ;¶LQKX�1<;7+5$&,6 X�JƫDO[LH[�MLQWXĪD 
 
1<;7+5$&,6 ILK�LV-VXVWDQ]D�DWWLYD�RELOWR[D[LPDE��2ELOWR[D[LPDE�KXZD�DQWLNRUS�PRQRNORQDOL��WLS�
WD¶�SURWHLQD�OL�WHƫHO�PD¶�X�WLQDWWLYD�W-WRVVLQL�SURGRWWL�PLOO-EDWWHUML�OL�MLNNDZĪDZ�O-DQWUDƛH� 
 
1<;7+5$&,6 MLQWXĪD�PD¶�PHGLƛLQL�DQWLELMRWLƛL�ELH[�MLWWUDWWD�DGXOWL�X�WIDO�EO-DQWUDƛH�NNDZĪDWD�PLW-
WHƫLG�WDQ-QLIV�tal-EDWWHUML��DQWUDƛH�OL�WLWWLHƫHG�PDQ-QLIV��� 
 
1<;7+5$&,6 MLVWD¶�MLQWXĪD�ZNROO�MHNN�VWDMW�ƥHMW�I¶NXQWDWW�PD¶�EDWWHUML�MHZ�VSRUL�WDO-DQWUDƛH�LĪGD�
P¶JƫDQGHN�O-HEGD�VLQWRPX�WDO-PDUGD��X�MHNN�PD�MNXQ�KHPP�O-HEGD�WUDWWDPHQW�LHƫRU�GLVSRQLEEOL�X�
[LHUDT� 
 
 
2. ;¶JƫDQGHN�WNXQ�WDI�TDEHO�PD�WLUƛLHYL�1<;7+5$&,6 
 
0D�JƫDQGHN[�WLQJƫDWD�1<;7+5$&,6 
- MHNN�LQWL�DOOHUƥLNX�JƫDO�RELOWR[D[LPDE�MHZ�JƫDO�[L�VXVWDQ]D�RƫUD�WD¶�GLQ�LO-PHGLƛLQD��LPQLĪĪOD�

ILV-VH]]MRQL���� 
 
7ZLVVLMLHW�X�SUHNDZ]MRQLMLHW� 
Kellem lit-WDELE��OLOO-LVSLĪMDU�MHZ�OLOO-LQIHUPLHU�WLHJƫHN�TDEHO�WLQJƫDWD�1<;7+5$&,6� 
 
- MHNN�LQWL��MHZ�LW-WLIHO�WLIOD�WLHJƫHN��JƫDQGHN�LQWROOHUDQ]D�HUHGLWDUMD�JƫDO�IUXFWRVH��+),���GLVWXUE�

ƥHQHWLNX�UDUL��MHZ�MHNN�LW-WLIHO�WLIOD�WLHJƫHN�PD�MLVWD[�WLVWD[�MLETD¶�WLETD¶�MLHƫX�WLHƫX�LNHO�MHZ�[RUE�
ƫHOX�PLQƫDEED�OL�MƫRVVX�WƫRVVKD�PD�MLIODƫ[�WLIODƫ[��MLUUHPHWWL�WLUUHPHWWL�MHZ�LNROOX�LNROOKD�HIIHWWL�
PKX[�SMDƛHYROL�EƫDO�QHIƫD�ILĪ-ĪDTT��XƥLJƫ�IO-LVWRQNX�MHZ�GLMDUHD� 

 
;L�NXOWDQW�UHD]]MRQLMLHW�DOOHUƥLƛL�OL�MLVWJƫX�MVHƫƫX�ZDUD�W-WUDWWDPHQW�E¶1<;7+5$&,6 MLVWJƫX�MNXQX�
VHYHUL��7LVWD¶�WLQJƫDWD�DQWLVWDPLQD�TDEHO�PD�WLQJƫDWD�1<;7+5$&,6 ELH[�MLWQDTTDV�LU-ULVNMX�WD¶�
UHD]]MRQLMLHW�DOOHUƥLƛL� 
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0HGLƛLQL�RƫUD�X�1<;7+5$&,6 
*ƫLG�OLW-WDELE�MHZ�OLOO-LVSLĪMDU�WLHJƫHN�MHNN�THG�WXĪD��XĪDMW�GDn l-DƫƫDU�MHZ�WLVWD¶�WXĪD�[L�PHGLƛLQL�RƫUD� 
7LVWD¶�WLQJƫDWD�DQWLELMRWLƛL��HĪ��FLSURIOR[DFLQ��ELH[�MJƫLQX�ILW-trattament tal-DQWUDƛH�OL�WLWWLHƫHG�PDQ-QLIV� 
 
7TDOD�X�WUHGGLJƫ 
-HNN�LQWL�WTLOD�MHZ�THG�WUHGGD¶��WDƫVHE�OL�WLVWD¶�WNXQ�WTLOD�MHZ�THG�WLSSMDQD�OL�MNROORN�WDUELMD��LWORE�LO-parir 
tat-WDELE�WLHJƫHN�TDEHO�WLQJƫDWDOHN�GLQ�LO-PHGLƛLQD� 
 
0KX[�PDJƫUXI�MHNN�1<;7+5$&,6 NLVWD[�LNXQ�WD¶�ƫVDUD�JƫDW-WDUELMD�ILO-ƥXI�WLHJƫHN�� 
 
0KX[�PDJƫUXI�MHNN�1<;7+5$&,6MJƫDGGL[�ILO-ƫDOLE�WDV-VLGHU��,QWL�X�W-WDELE�WLHJƫHN�VHU�WLGGHƛLHGX�
MHNN�JƫDQGHN[�WUHGGD¶�ZDUD�OL�WLUƛLHYL�1<;7+5$&,6� 
 
6HZTDQ�X�WƫDGGLP�WD¶�PDJQL 
1<;7+5$&,6 MLVWD¶�MLNNDZĪD�HIIHWWL�VHNRQGDUML�EƫDO�XƥLJƫ�WD¶�UDV��VWXUGDPHQW��JƫHMD�X�ULPHWWDU��'DQ�
MLVWD¶�MDIIHWWZD�O-ƫLOD�WLHJƫHN�ELH[�LVVXT�MHZ�WƫDGGHP�PDJQL� 
 
1<;7+5$&,6 ILK�VRUELWRO��(���� 
6RUELWRO�KXZD�VRUV�WD¶�IUXFWRVH��WLS�WD¶�]RNNRU���-HNN�LQWL��MHZ�LEQHN�ELQWHN��JƫDQGHN�LQWROOHUDQ]D�
HUHGLWDUMD�JƫDO�IUXFWRVH��KHUHGLWDU\�IUXFWRVH�LQWROHUDQFH�- +),���GLVWXUE�ƥHQHWLNX�UDUL��LW-WDELE�WLHJƫHN�
MLVWD¶�MLGGHƛLHGL�OL��MHZ�LW-WLIHO�WLIOD�WLHJƫHN��P¶JƫDQGHN[�WLQJƫDWD�GLQ�LO-PHGLƛLQD��3D]MHQWL�E¶+),�PD�
MLVWJƫX[�LNLVVUX�O-IUXFWRVH��OL�MLVWD¶�MLNNDZĪD�HIIHWWL�VHNRQGDUML�VHUML� 
*ƫDQGHN�WJƫLG�OLW-WDELE�WLHJƫHN�TDEHO�PD�WLQJƫDWD�GLQ�LO-PHGLƛLQD�MHNN�LQWL��MHZ�LEQHN�ELQWHN��JƫDQGHN�
+),�MHZ�MHNN�LW-WLIHO�WLIOD�WLHJƫHN�PD�MLVWD[�WLVWD[�MLHƫX�WLHƫX�LNHO�MHZ�[RUE�ƫHOX�DNWDU�JƫD[�LƫRVVXKRP�
PD�MLILOƫX[��MLUUHPHWWX�MHZ�LƫRVVX�HIIHWWL�VSMDƛHYROL�EƫDO�QHIƫD��EXJƫDZZLHƥ�IO-LVWRQNX�MHZ�GLMDUHD� 
 
1<;7+5$&,6 ILK�VRGLXP 
Din il-PHGLƛLQD�ILKD DQTDV�PLQQ�� PPRO�VRGLXP���� PJ��I¶NXOO�NXQMHWW�WD¶�� P/�WD¶�1<;7+5$&,6��
MLƥLILHUL�HVVHQ]MDOPHQW�µƫLHOHV�PLV-VRGLXP¶� 
 
 
3. .LI�VHU�MLQJƫDWD�1<;7+5$&,6 
 
1<;7+5$&,6 VHU�MLQJƫDWDOHN�PLQQ�WDELE�MHZ�LQIHUPLHU��,W-WDELE�MHZ�O-LQIHUPLHU�WLHJƫHN�VHU�
MLNNDONXOD�G-GRĪD�VNRQW�LO-SLĪ�WLHJƫHN��MHZ�WDW-WLIHO�WLIOD�WLHJƫHN��� 
 
It-WDELE��O-LQIHUPLHU�MHZ�O-LVSLĪMDU�WLHJƫHN�VHU�LƫHMML�O-PHGLƛLQD�JƫDOO-LQIXĪMRQL�� 
,V-VROX]]MRQL�WD¶�1<;7+5$&,6 VHU�WLQJƫDWD�EƫDOD�LQIXĪMRQL��GULSS��IXT�SHUMRGX�WD¶��� PLQXWD�ƥR�
YLQD��ƥHQHUDOPHQW�ILd-GULHJƫ�WLHJƫHN��6HU�WLƥL�PPRQLWRUMDW�ZDTW�OL�WLQJƫDWD�1<;7+5$&,6 X�ZNROO�
JƫDO�PLOO-LQTDV�VLHJƫD�ZDUD�O-LQIXĪMRQL�� 
4DEHO�PD�WLQJƫDWD�1<;7+5$&,6��ƥHQHUDOPHQW�WLQJƫDWD�PHGLƛLQL�ELH[�MLSSUHYMHQX�MHZ�LQDTTVX�U-
UHD]]MRQLMLHW�DOOHUƥLƛL�� 
 
-HNN�JƫDQGHN�DNWDU�PLVWRTVLMLHW�GZDU�O-XĪX�WD¶�GLQ�LO-PHGLƛLQD��VWDTVL�OLW-WDELE��OLOO-LVSLĪMDU�MHZ�OLOO-
LQIHUPLHU�WLHJƫHN� 
 
 
4. (IIHWWL�VHNRQGDUML�SRVVLEEOL 
 
%ƫDO�NXOO�PHGLƛLQD�RƫUD��GLQ�LO-PHGLƛLQD�WLVWD¶�WLNNDZĪD�HIIHWWL�VHNRQGDUML��JƫDONHPP�PD�MLGKUX[�
I¶NXOƫDGG� 
 
*ƫLG�OLW-WDELE�WLHJƫHN�MHZ�OLOO-SHUVXQD�OL�WDJƫWLN�O-LQIXĪMRQL�PLQQXILK�MHNN�WLQQRWD�[L�ZLHƫHG�PLOO-
HIIHWWL�VHNRQGDUML�OL�ƥHMMLQ�� 
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ǯ뾽DNN��UD[[��TWXJƫ�WD¶�QLIV�MHZ�WƫDUƫLU�– GDZQ�MLVWJƫX�MNXQX�VLQMDOL�WD¶�UHD]]MRQL�DOOHUƥLND��VHQVLWWLYLWj�
HƛƛHVVLYD�� 
 
(IIHWWL�VHNRQGDUML�RƫUD�E¶1<;7+5$&,6 MLQNOXGX� 
 
.RPXQL��MLVWJƫX�MDIIHWWZDZ�VD�SHUVXQD���PLQQ�NXOO���� 
- 8ƥLJƫ�WD¶�UDV 
- 6RJƫOD 
- 8ƥLJƫ�ILV-VLW�WDO-LQIXĪMRQL 
- ǯ뾽DNN��UD[[�WDO-ƥLOGD��LQNOXĪ�UD[[�LPTDEEHĪ�ELO-ƫDNN��ƫRUULTLMD� 
 
0KX[�NRPXQL �MLVWJƫX�MDIIHWWZDZ�VD�SHUVXQD���PLQQ�NXOO����� 
- 5HD]]MRQLMLHW�DOOHUƥLƛL 
- 6WXUGDPHQW 
- Tnemnim 
- 6HQVLWWLYLWj�YLĪZDOL�JƫDG-GDZO��IRWRIRELMD� 
- 6NXPGLWj�ILO-ZLGQHMQ 
- ,UULWD]]MRQL�ILO-JULĪPHMQ 
- 9XƛL�ƫDU[D 
- .RQƥHVWMRQL�WDV-VLQXV 
- 4WXJƫ�WD¶�QLIV 
- 8ƥLJƫ�IL[-[XIIWHMQ 
- (NĪHPD��WTD[[LU�tal-ƥLOGD 
- .RQWUD]]MRQLMLHW�LQYRORQWDUML�WDO-PXVNROX��VSDĪPL�WDO-PXVNROX 
- *ƫHMD 
- 7HUWLU�WD¶�EDUG��VHQVD]]MRQL�WD¶�NHVƫD� 
- 6NXPGLWj�ILV-VLGHU� 
- 8ƥLJƫ�E¶PRG�ƥHQHUDOL��X�XƥLJƫ�OL�MDIIHWWZD�U-ULƥOHMQ�LG-GLUJƫDMQ��LV-VLGHU��L[-[HGDT��LO-PXVNROL��

il-OLJDPHQWL��O-JƫHUXT��MHZ�O-JƫDGDP� 
- 1HIƫD��XƥLJƫ�MHZ�IOHELWH��YLQL�LQIMDPPDWL��ILV-VLW�WDO-LQIXĪMRQL 
 
5DSSXUWDU�WDO-HIIHWWL�VHNRQGDUML 
-HNN�LNROORN�[L�HIIHWW�VHNRQGDUMX��NHOOHP�OLW-WDELE��OLOO-LVSLĪMDU�MHZ�OLOO-LQIHUPLHU�WLHJƫHN� 'DQ�MLQNOXGL�
[L�HIIHWW�VHNRQGDUMX�SRVVLEEOL�OL�PKXZLH[�HOHQNDW�I¶GDQ�LO-IXOMHWW�� 7LVWD¶�ZNROO�WLUUDSSRUWD�HIIHWWL�
VHNRQGDUML�GLUHWWDPHQW�SHUPH]]�WDV-VLVWHPD�WD¶�UDSSXUWDU�QD]]MRQDOL�PQLĪĪOD�I¶$SSHQGLƛL V��%LOOL�
tirrapporta l-HIIHWWL�VHNRQGDUML�WLVWD¶�WJƫLQ�ELH[�WLƥL�SSURYGXWD�DNWDU�LQIRUPD]]MRQL�GZDU�LV-VLJXUWj�WD¶�
din il-PHGLƛLQD� 
 
 
5. .LI�WDƫĪHQ�1<;7+5$&,6 
 
ĩRPP�din il-PHGLƛLQD�IHMQ�PD�WLGKLU[�X�PD�WLQWODƫDT[�PLW-WIDO� 
 
7XĪD[�GLQ�LO-PHGLƛLQD�ZDUD�G-GDWD�WD¶�PHWD�WLVNDGL�OL�WLGKHU�IXT�LO-NDUWXQD�X�IXT�LW-WLNNHWWD�ZDUD�-,6��,G-
GDWD�WD¶�PHWD�WLVNDGL�WLUUHIHUL�JƫDOO-DƫƫDU�ƥXUQDWD�WD¶�GDN�L[-[DKDU� 
 
$ƫĪHQ�IL�IULƥƥ����& – ��&��� 
7DJƫPOX[�ILO-IULĪD� 
$ƫĪHQ�ILO-SDNNHWW�RULƥLQDOL�VDELH[�WLOTD¶�PLG-GDZO� 
 
:DUD�G-GLOZL]]MRQL�I¶ERUĪD�WDO-LQIXĪMRQL��O-LVWDELOLWj�NLPLND��ILĪLND�X�PLNURELND�ZDTW�O-XĪX�QWZHULHW�
JƫDO�� VLJƫDW�I¶WHPSHUDWXUD�WDO-NDPUD�����&�– ���&��MHZ�ILO-IULƥƥ����&�– � &�� 
 
:DUD�G-GLOZL]]MRQL�WD¶�1<;7+5$&,6 I¶VLULQJD�JƫDOO-LQIXĪMRQL��GLQ�JƫDQGKD�WLQJƫDWD�LPPHGMDWDPHQW�
X�PD�WLQƫDĪLQ[��.ZDOXQNZH�SURGRWW�OL�PD�MNXQ[�LQWXĪD�JƫDQGX�MLQWUHPD� 
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�� .RQWHQXW�WDO-SDNNHWW�X�LQIRUPD]]MRQL�RƫUD 
 
;¶ILK�1<;7+5$&,6  
- ,V-VXVWDQ]D�DWWLYD�KL�RELOWR[D[LPDE��.XOO�P/�WD¶�NRQƛHQWUDW�ILK���� PJ�WD¶�RELOWR[D[LPDE��

.XQMHWW�ZLHƫHG�WD¶�� P/�ILK���� PJ�WD¶�RELOWR[D[LPDE� 
-  /-eƛƛLSMHQWi l-RƫUD�KXPD�LVWLGLQD��VRUELWRO��(������SRO\VRUEDWH ����(������K\GURFKORULF�DFLG�

�(�����X�VRGLXP�K\GUR[LGH��(������$UD�ZNROO�VH]]MRQL���³1<;7+5$&,6 ILK�VRUELWRO´� 
 
.LI�MLGKHU�1<;7+5$&,6 X�O-NRQWHQXW�WDO-pakkett 
1<;7+5$&,6 KXZD�NRQƛHQWUDW�JƫDO�VROX]]MRQL�ƛDU�JƫDO�RSDOH[[HQWL��EOD�NXOXU�JƫDO�LVIDU�ƛDU�JƫDO�
LVIDU�ƛDU�ILO-NDQQHOOD� 
1<;7+5$&,6 KXZD�GLVSRQLEEOL�I¶SDNNHWWL�OL�ILKRP�NXQMHWW�ZLHƫHG� 
 
'HWHQWXU�WDO-$ZWRUL]]D]]MRQL�JƫDW-7THJƫLG�ILV-6XT 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-&XULH-6WUDVVH�� 
������/|UUDFK 
Il-ƤHUPDQMD 
 
0DQLIDWWXU� 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
/-Olanda 
 
'DQ�LO-IXOMHWW�NLHQ�ULYHGXW�O-DƫƫDU�I¶ 
 
Din il-PHGLƛLQD�NLHQHW�DZWRUL]]DWD�WDƫW�µƛLUNXVWDQ]L�HƛƛH]]MRQDOL¶��'DQ�LILVVHU�OL�PLQƫDEED�OL�O-marda 
KLMD�UDUL�X�JƫDO�UDƥXQLMLHW�WD¶�HWLND�NLHQ�LPSRVVLEEOL�OL�WLQNLVHE�LQIRUPD]]MRQL�NRPSOXWD�GZDU�GLQ�il-
PHGLƛLQD� 
/-$ƥHQ]LMD�(ZURSHD�JƫDOO-0HGLƛLQL�VHU�WLUUHYHGL�NXOO�WLS�WD¶�LQIRUPD]]MRQL�ƥGLGD�GZDU�GLQ�LO-PHGLƛLQD�
NXOO�VHQD�X�GDQ�LO-IXOMHWW�VHU�MLƥL�DƥƥRUQDW�NLI�PHƫWLHƥ� 
 
6RUVL�RƫUD�WD¶�LQIRUPD]]MRQL 
 
,QIRUPD]]MRQL�GHWWDOMDWD�GZDU�GLQ�LO-PHGLƛLQD�WLQVDE IXT�LV-VLW�HOHWWURQLNX�WDO-$ƥHQ]LMD�(ZURSHD�JƫDOO-
0HGLƛLQL��KWWS���ZZZ�HPD�HXURSD�HX��+HPP�XNROO�OLQNV�JƫDO�VLWL�HOHWWURQLƛL�RƫUD�GZDU�PDUG�UDUL�X�
NXUD� 
 
Dan il-IXOMHWW�KXZD�GLVSRQLEEOL�ILO-OLQJZL�NROOKD�WDO-8(�ĩ((�ILV-VLW�HOHWWURQLNX�WDO-$ƥHQ]LMD�(ZURSHD�
JƫDOO-0HGLƛLQL� 
 
,NWDU�WDJƫULI��ZZZ�RELOWR[D[LPDE-VIO�HX .RGLƛL�45�JƫDQGX�MLƥL�LQNOXĪ� 
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