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2YDM�MH�OLMHN�SRG�GRGDWQLP�SUDüHQMHP��7LPH�VH�RPRJXüXMH�EU]R�RWNULYDQMH�QRYLK�VLJXUQRVQLK�
LQIRUPDFLMD��2G�]GUDYVWYHQLK�UDGQLND�VH�WUDåL�GD�SULMDYH�VYDNX�VXPQMX�QD�QXVSRMDYX�]D�RYDM�OLMHN��=D�
SRVWXSDN�SULMDYOMLYDQMD�QXVSRMDYD�YLGMHWL�GLR ���� 
 
 
1. 1$=,9�/,-(.$ 
 
1<;7+5$&,6 100 PJ�PO�NRQFHQWUDW�]D�RWRSLQX�]D�LQIX]LMX 
 
 
2. .9$/,7$7,91,�,�.9$17,7$7,91,�6$67$9 
 
-HGDQ�PO�NRQFHQWUDWD�VDGUåL���� PJ�RELOWRNVDNVLPDED�� 
-HGQD�ERþLFD�RG�� PO�VDGUåL���� PJ�RELOWRNVDNVLPDED� 
 
2ELOWRNVDNVLPDE�VH�SURL]YRGL�WHKQRORJLMRP�UHNRPELQDQWQH�'1.�X�VWDQLFDPD�PLãMHJ�PLMHORPD�
*6-16�� 
 
3RPRüQD�WYDU�V�SR]QDWLP�XþLQNRP 
 
Jedan ml koncentraWD�VDGUåL��� PJ�VRUELWROD� 
 
=D�FMHORYLWL�SRSLV�SRPRüQLK�WYDUL�YLGMHWL�GLR ���� 
 
 
3. )$50$&(876.,�2%/,. 
 
.RQFHQWUDW�]D�RWRSLQX�]D�LQIX]LMX��VWHULOQL�NRQFHQWUDW���� 
1<;7+5$&,6 MH�ELVWUD�GR�RSDOHVFHQWQD��EH]ERMQD�GR�EOLMHGRåXWD�GR�EOLMHGR�VPHüNDVWRåXWD�RWRSLQD�
NRMD�PRåH�VDGUåDYDWL�PDOR�SUR]LUQLK�GR�ELMHOLK�EMHODQþHYLQDVWLK�þHVWLFD��NRMH�üH�VH�XNORQLWL�OLQLMVNLP�
ILOWULUDQMHP��V�S+�����L�RVPRODOQRãüX�RG�����– ��� P2VP�NJ� 
 
 
4. ./,1,ý.,�32'$7&, 
 
4.1 7HUDSLMVNH�LQGLNDFLMH 
 
1<;7+5$&,6 MH�LQGLFLUDQ�X�NRPELQDFLML�V�RGJRYDUDMXüLP�DQWLEDNWHULMVNLP�OLMHNRYLPD�X�VYLK�GREQLK�
VNXSLQD�]D�OLMHþHQMH�LQKDODFLMVNRJ�DQWUDNVD�]ERJ�EDNWHULMH�Bacillus anthracis �YLGMHWL�GLR ����� 
 
1<;7+5$&,6 MH�LQGLFLUDQ�X�VYLK�GREQLK�VNXSLQD�]D�SURILODNVX�QDNRQ�L]ODJDQMD�LQKDODFLMVNRP�
DQWUDNVX�NDGD�GUXJH WHUDSLMH�QLVX�RGJRYDUDMXüH�LOL�QLVX�GRVWXSQH��YLGMHWL�GLR ����� 
 
4.2 'R]LUDQMH�L�QDþLQ�SULPMHQH 
 
1<;7+5$&,6 WUHED�GDWL�þLP�MH�WR�NOLQLþNL�LQGLFLUDQR� 
 
2GJRYDUDMXüH�PHGLFLQVNR�OLMHþHQMH�L�QDG]RU�XYLMHN�WUHEDMX�ELWL�GRVWXSQL�X�VOXþDMX�DQDILODNWLþNRJ�
GRJDÿDMD�QDNRQ�SULPMHQH�OLMHND�1<;7+5$&,6� 
 
'R]LUDQMH 
 
3UHSRUXþHQR�GR]LUDQMH�OLMHND�1<;7+5$&,6 X�RGUDVOLK�EROHVQLND�WHåLQH�RG�QDMPDQMH��� NJ�MH�MHGQD�
LQWUDYHQVND�LQIX]LMD�RG��� PJ�NJ�WMHOHVQH�WHåLQH��3UHSRUXþHQR�GR]LUDQMH�OLMHND�1<;7+5$&,6 X�
RGUDVOLK�EROHVQLND�WHåLQH�PDQMH�RG��� NJ�MH�MHGQD�LQWUDYHQVND�LQIX]LMD�RG��� PJ�NJ�WMHOHVQH�WHåLQH�� 
 

Lij
ek

 k
oj

i v
iÄe

 n
ije

 o
do

br
en



3 

Prije primjene lijeka 1<;7+5$&,6 SUHSRUXþXMH�VH�SUHPHGLNDFLMD�DQWLKLVWDPLQLNRP��YLGMHWL�GLMHORYH�
����L������� 
 
=D�SULODJRGEH�GR]H�X�VOXþDMX�UHDNFLMD�SRYH]DQLK�V�LQIX]LMRP�YLGMHWL�WDEOLFX �� 
 
7DEOLFD ����3ULODJRGEH�GR]H RELOWRNVDNVLPDED X�VOXþDMX�UHDNFLMD�SRYH]DQLK�V�LQIX]LMRP 
7HåLQD�UHDNFLMD�
SRYH]DQLK�V�
LQIX]LMRP� 

3ULODJRGED�GR]H 

5HDNFLMD�
SRYH]DQD�V�
LQIX]LMRP 
�� - �� VWXSnja 

,QIX]LMX�RELOWRNVDNVLPDED�SRWUHEQR�MH�privremeno SUHNLQXWL�L�SUXåLWL�SRWSRUQX�
WHUDSLMX� 

3UL�SUYRM�SRMDYL�SLVNDQMD��EURQKRVSD]PD�LOL�JHQHUDOL]LUDQH�XUWLNDULMH��� VWXSQMD��
OLMHþHQMH�RELOWRNVDNVLPDERP�SRWUHEQR�MH�WUDMQR�SUHNLQXWL� 

3UL�SRQDYOMDMXüHP�SLVNDQMX�LOL�XUWLNDULML��� VWXSQMD�LOL�SUL�SRQDYOMDQMX�ELOR�NRMLK�
VLPSWRPD��� VWXSQMD��OLMHþHQMH�RELOWRNVDNVLPDERP�SRWUHEQR�MH�WUDMQR�SUHNLQXWL��� 

8�VXSURWQRP��QDNRQ�SRWSXQRJ�SRYODþHQMD�VLPSWRPD��LQIX]LMD�VH�PRåH�QDVWDYLWL�
V��� % EU]LQH�SRVWLJQXWH�SULMH�SUHNLGD��$NR�QHPD�VLPSWRPD�SRYH]DQLK�V�
LQIX]LMRP��EU]LQD�LQIX]LMH�RSLVDQD�MH�X�WDEOLFL���� 

3RWUHEQR�MH�SULPLMHQLWL�SUHPHGLNDFLMX� 

5HDNFLMD�
SRYH]DQD�V�
LQIX]LMRP 
�� VWXSQMD 

,QIX]LMX�RELOWRNVDNVLPDED�SRWUHEQR�MH�RGPDK�SUHNLQXWL� 
3RWUHEQR�MH�SUXåLWL�SRWSRUQR�OLMHþHQMH� 
/LMHþHQMH�RELOWRNVDNVLPDERP�SRWUHEQR�MH�WUDMQR�SUHNLQXWL��� 

 
3RVHEQH�SRSXODFLMH 
 
Starije osobe 
 
1LMH�SRWUHEQR�SULODJRÿDYDQMH�GR]H�]D�EROHVQLNH�� �� JRGLQD��YLGMHWL�GLR������ 
 
Pedijatrijska populacija 
 
3UHSRUXþHQD�GR]D�]D�SHGLMDWULMVNH�EROHVQLNH�WHPHOML�VH�QD�WHåLQL�NDR�ãWR�MH�SULND]DQR�X�WDEOLFL ���X�
QDVWDYNX� 
 
7DEOLFD ����3UHSRUXþHQD�SHGLMDWULMVND�GR]D�RELOWRNVDNVLPDED��GR]LUDQMH�QD�WHPHOMX�WHåLQH� 

7MHOHVQD�WHåLQD�>NJ@ 'R]D�>PJ�NJ�
WMHOHVQH�WHåLQH@ 

> 40 �� 
!����GR��� �� 
���LOL�PDQMH �� 

 
1DþLQ�SULPMHQH� 
 
2ELOWRNVDNVLPDE�VH�PRUD�GDYDWL�LQWUDYHQVNRP�LQIX]LMRP�WLMHNRP��� PLQXWD� 
 
Mjere opreza koje je potrebno poduzeti prije rukovanja ili primjene lijeka 
 
%RþLFD�VH�QH�VPLMH�WUHVWL��2ELOWRNVDNVLPDE�VH�PRUD�UD]ULMHGLWL�X�RWRSLQL�QDWULMHYRJ�NORULGD�]D�injekcije 
RG�� PJ�PO����� ���SULMH�SULPMHQH�X�REOLNX�LQWUDYHQVNH�LQIX]LMH��YLGMHWL�GLR������� 
 
5D]ULMHÿHQD�LQWUDYHQVND�LQIX]LMD�RELOWRNVDNVLPDED�PRUD�VH�GDYDWL�WLMHNRP��� PLQXWD�EU]LQRP�LQIX]LMH�
RSLVDQRP�X�WDEOLFL ����V�SRPRüX�YUHüLFH�LOL�ãWUFDOMNH�]D�LQIX]LMX�WH�OLQLMVNRJ�ILOWUD�RG����� PLNURQD�� 
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%ROHVQLNH�MH�SRWUHEQR�SDåOMLYR�QDG]LUDWL�]ERJ�SRMDYH�]QDNRYD�L�VLPSWRPD�SUHRVMHWOMLYRVWL�WLMHNRP�
LQIX]LMH�L�QDMPDQMH�MHGDQ�VDW�QDNRQ�SULPMHQH��YLGMHWL�GLR�������1D�UHDNFLMH�SRYH]DQH�V�LQIX]LMRP�
SRWUHEQR�MH�UHDJLUDWL�NDR�ãWR�MH�QDYHGHQR�X�WDEOLFL �� 
 
/LQLMX�WUHED�LVSUDWL�RWRSLQRP�QDWULMHYRJ�NORULGD�]D�LQMHNFLMH�RG�� PJ�PO����� ���SR�]DYUãHWNX�
LQWUDYHQVNH�LQIX]LMH� 
 
7DEOLFD�����'R]D�RELOWRNVDNVLPDED��XNXSQL�YROXPHQ�LQIX]LMH�L�EU]LQD�LQIX]LMH�SUHPD�WMHOHVQRM�
WHåLQL 

7MHOHVQD�WHåLQD�>NJ@ 
�GR]LUDQMH�QD�WHPHOMX�WHåLQH� 

 

8NXSQL�YROXPHQ�LQIX]LMH�
>PO@ 

>YUHüLFD�LOL�ãWUFDOMND�]D�
LQIX]LMX@
 

%U]LQD�LQIX]LMH 
>PO�K@ 

> 40 NJ�LOL�RGUDVOL���� PJ�NJ�WMHOHVQH�WHåLQH� 
> 40 ��� ��� 

> 15 NJ�GR��� NJ���� PJ�NJ�WMHOHVQH�WHåLQH� 
RG����GR��� ��� ��� 
RG����GR��� 100 �� 

15 NJ�LOL�PDQMH���� PJ�NJ�WMHOHVQH�WHåLQH� 
RG����GR��� 100 �� 
RG���GR��� �� ���� 

RG�����GR���� �� �� 
RG�����GR�� �� ���� 
RG�����GR�� �� 10 
1 ili manje � ��� 


�8SXWH�R�UD]UMHÿLYDQMX�OLMHND�L�XSRWUHEL�YUHüLFH�LOL�ãWUFDOMNH�]D�LQIX]LMX�SULMH�SULPMHQH�YLGMHWL�X�
GLMHOX ���� 
 
4.3 .RQWUDLQGLNDFLMH 
 
3UHRVMHWOMLYRVW�QD�GMHODWQX�WYDU�LOL�QHNX�RG�SRPRüQLK�WYDUL�QDYHGHQLK�X�GLMHOX ���� 
 
4.4 3RVHEQD�XSR]RUHQMD�L�PMHUH�RSUH]D�SUL�XSRUDEL 
 
6OMHGLYRVW 
 
.DNR�EL�VH�SREROMãDOD�VOMHGLYRVW�ELRORãNLK�OLMHNRYD��QD]LY�L�EURM�VHULMH�SULPLMHQMHQRJ�OLMHND�SRWUHEQR�MH�
MDVQR�HYLGHQWLUDWL� 
 
5HDNFLMH�SRYH]DQH�V�LQIX]LMRP��SUHRVMHWOMLYRVW�L�DQDILODNVLMD 
 
5HDNFLMH�SRYH]DQH�V�LQIX]LMRP � reakcije SUHRVMHWOMLYRVWL�þHVWR�VX�VH�RSDåDOH�WLMHNRP�NOLQLþNLK�
LVSLWLYDQMD�RELOWRNVDNVLPDED�X�]GUDYLK�LVSLWDQLND��=ERJ�UL]LND�RG�WHãNLK�UHDNFLMD�LOL�DQDILODNVLMH��QXåQR�
MH�GD�RVREOMH�RVSRVREOMHQR�L�RSUHPOMHQR�]D�OLMHþHQMH�DQDILODNVLMH�SULPMHQMXMH�RELOWRNVDNVLPDE�X�
QDG]LUDQLP�XYMHWLPD��%ROHVQLNH�MH�SRWUHEQR�SDåOMLYR�QDG]LUDWL�WLMHNRP�UD]GREOMD primjene LQIX]LMH�L�
QDMPDQMH�MHGDQ�VDW�QDNRQ�SULPMHQH�� 
 
%XGXüL�GD�VX�NOLQLþND�LVSLWLYDQMD�SURYHGHQD�QD�]GUDYLP�GREURYROMFLPD��LQIX]LMH�RELOWRNVDNVLPDED�
]DXVWDYOMHQH�VX�SUL�SRMDYL�ELOR�NDNYH�UHDNFLMH��1D�WHPHOMX�LVNXVWYD�V�GUXJLP�PRQRNORQVNLP�
DQWLWLMHOLPD�NRMD�VH�SULPMHQMXMX�X�OLMHþHQMX�R]ELOMQLK�]GUDYVWYHQLK�VWDQMD��LQIX]LMH�VH�RSüHQLWR�PRJX�
GRYUãLWL�DNR�VH�NRQWUROLUDMX�QD�RGJRYDUDMXüL�QDþLQ��1D�UHDNFLMH�SRYH]DQH�V�LQIX]LMRP�SRWUHEQR�MH�
UHDJLUDWL�NDR�ãWR�MH�QDYHGHQR�X�WDEOLFL ��� 
 
3UHPHGLNDFLMD�DQWLKLVWDPLQLNRP��QSU��GLIHQKLGUDPLQRP��SUHSRUXþXMH�VH�SULMH�SULPMHQH�
RELOWRNVDNVLPDED��YLGMHWL�GLR�������'LIHQKLGUDPLQ�MH�SULPLMHQMHQ��� PLQXWD�SULMH�OLMHþHQMD�
RELOWRNVDNVLPDERP�X�NOLQLþNLP�LVSLWLYDQMLPD�SURYHGHQLP�V�RELOWRNVDNVLPDERP��3UHPHGLNDFLMD�
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DQWLKLVWDPLQLNRP�QH�VSUMHþDYD�DQDILODNVLMX�L�PRåH�SULNULWL�LOL�RGJRGLWL�SRMDYX�VLPSWRPD�
SUHRVMHWOMLYRVWL� 
 
$QWUDNVQL�PHQLQJLWLV 
 
2ELOWRNVDNVLPDE�QH�SUHOD]L�NUYQR-PRåGDQX�EDULMHUX�WH�QH�VSUMHþDYD�QLWL�OLMHþL�DQWUDNVQL�PHQLQJLWLV�� 
 
3HGLMDWULMVND�SRSXODFLMD 
 
1LMH�ELOR�LVSLWLYDQMD�VLJXUQRVWL�LOL�IDUPDNRNLQHWLNH�RELOWRNVDNVLPDED�X�SHGLMDWULMVNoj SRSXODFLMi �YLGMHWL�
GLR������ 
 
,QWHUDNFLMH�V ODERUDWRULMVNLP�WHVWLUanjima 
 
,]ORåHQRVW�OLMHNX�1<;7+5$&,6 PRåH�RPHWDWL�VHURORãNH�WHVWRYH�QD�DQWUDNV� 
 
6RUELWRO 
 
Jedan ml lijeka 1<;7+5$&,6 VDGUåL��� PJ�VRUELWROD��YLGMHWL�GLMHORYH����L������� 
/LMHNRYL�NRML�VDGUåH�VRUELWRO�PRJX�ELWL�VPUWRQRVQL�DNR�VH�GDMX�LQWUDYHQVNL�RVREDPD�V�QDVOMHGQRP�
QHWROHUDQFLMRP�QD�IUXNWR]X��HQJO��hereditary fructose intolerance��+),���2ELOWRNVDNVLPDE�VH�QH�VPLMH�
SULPMHQMLYDWL�X�RVRED�V�QDVOMHGQRP�QHWROHUDQFLMRP�QD�IUXNWR]X��RVLP�DNR�SRVWRML�]QDWQD�NOLQLþND�
SRWUHED�L�QLVX�GRVWXSQH�DOWHUQDWLYH��3ULMH�GDYDQMD�RYRJ�OLMHND�SRWUHEQR�MH�VYDNRP�EROHVQLNX�X]HWL�
GHWDOMQX�DQDPQH]X�V�RE]LURP�QD�VLPSWRPH�QDVOMHGQH�QHWROHUDQFLMH�QD�IUXNWR]X� 
 
'RMHQþDG�L�PDOD�GMHFD��PODÿD�RG�� JRGLQH��SRVHEQR�VX�L]ORåHQL�UL]LNX�MHU�LP�PRåGD�MRã�XYLMHN�QLMH�
GLMDJQRVWLFLUDQD�QDVOMHGQD�QHWROHUDQFLMD�QD�IUXNWR]X�� 
 
Natrij 
 
2YDM�OLMHN�VDGUåL�PDQMH�RG�� PPRO���� PJ��QDWULMD�po ERþLFL�RG�� ml��RGQRVQR�]DQHPDULYX�NROLþLQX�
QDWULMD� 
 
4.5 ,QWHUDNFLMH�V�GUXJLP�OLMHNRYLPD�L�GUXJL�REOLFL�LQWHUDNFLMD 
 
&LSURIORNVDFLQ 
 
8�LVSLWLYDQMX�LQWHUDNFLMD��SRMHGLQDþQD�GR]D�RELOWRNVDNVLPDED�primijenjena MH�VDPD�LOL�LVWRGREQR�V�
FLSURIORNVDFLQRP�X����LVSLWDQLND��'YDGHVHW�LVSLWDQLND�SULPDOR�MH�VDPR�RELOWRNVDNVLPDE��D����
LVSLWDQLND�SULPDOR�MH�RELOWRNVDNVLPDE L�FLSURIORNVDFLQ�WLMHNRP�� GDQD��3ULPMHQD����PJ�NJ�LQWUDYHQVNH�
LQIX]LMH�RELOWRNVDNVLPDED�SULMH�LQWUDYHQVNH�LQIX]LMH�FLSURIORNVDFLQD�LOL�FLSURIORNVDFLQD�GYD�SXWD�
GQHYQR�SHURUDOQLP�X]LPDQMHP�WDEOHWD�QLMH�SURPLMHQLOD�IDUPDNRNLQHWLNX�RELOWRNVDNVLPDED��,VWR�WDNR��
RELOWRNVDNVLPDE�QLMH�SURPLMHQLR�IDUPDNRNLQHWLNX�FLSURIORNVDFLQD�SULPLMHQMHQRJ�SHURUDOQR�LOL�
LQWUDYHQVNL� 
 
1LVX�SURYHGHQD�GUXJD�LVSLWLYDQMD�LQWHUDNFLMD��%XGXüL�GD�MH�RELOWRNVDNVLPDE�PRQRNORQVNR�DQWLWLMHOR��
UL]LN�RG�LQWHUDNFLMH�MH�QL]DN� 
 
��� 3ORGQRVW��WUXGQRüD�L�GRMHQMH 
 
7UXGQRüD 
 
1HPD�SRGDWDND�R�SULPMHQL�RELOWRNVDNVLPDED�X�WUXGQLFD��PHÿXWLP�SR]QDWR�MH�GD�OMXGVNL ,J*�SUHOD]L�
NUR]�SRVWHOMLFX� 
,VSLWLYDQMD�QD�åLYRWLQMDPD�QH�XSXüXMX�QD�L]UDYQH�LOL�QHL]UDYQH�ãWHWQH�XþLQNH�X�SRJOHGX�UHSURGXNWLYQH�
WRNVLþQRVWL��YLGMHWL�GLR������ 
.DR�PMHUD�RSUH]D��SUHSRUXþXMH�VH�L]EMHJDYDQMH�SULPMHQH�OLMHND�1<;7+5$&,6 WLMHNRP�WUXGQRüH� 
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'RMHQMH 
 
1LMH�SR]QDWR�L]OXþXMH�OL�VH�RELOWRNVDNVLPDE�X�PDMþLQR�POLMHNR��3R]QDWR�MH�GD�VH�OMXGVNL ,J*�L]OXþXMH�X�
PDMþLQR�POLMHNR�SUYLK�GDQD�QDNRQ�SRURGD��D�XEU]R�QDNRQ�WRJD�VPDQMXMH�VH�QD�QLVNH�NRQFHQWUDFLMH��
6OLMHGRP�WRJD��QH�PRåH�VH�LVNOMXþLWL�UL]LN�]D�GRMHQX�GMHFX�WLMHNRP�RYRJ�NUDWNRJ�UD]GREOMD��1DNRQ�WRJD��
XSRWUHED�RELOWRNVDNVLPDED�PRJOD�EL�VH�UD]PRWULWL�WLMHNRP�GRMHQMD�VDPR�DNR�MH�WR�NOLQLþNL�SRWUHEQR� 
 
3ORGQRVW 
 
,VSLWLYDQMD�SORGQRVWL�QLVX�SURYHGHQD�V�RELOWRNVDNVLPDERP� 
 
4.7 8WMHFDM�QD�VSRVREQRVW�XSUDYOMDQMD�YR]LOLPD�L�UDGD�VD�VWURMHYLPD 
 
2ELOWRNVDNVLPDE�PRåH�LPDWL�PDOL�XWMHFDM�QD�VSRVREQRVW�XSUDYOMDQMD�YR]LOLPD�L�UDGD�VD�VWURMHYLPD�MHU�
VH�QDNRQ�SULPMHQH�OLMHND�1<;7+5$&,6 PRJX�SRMDYLWL�JODYREROMD��RPDJOLFD��XPRU�L�SRYUDüDQMH�
�YLGMHWL�GLR������ 
 
4.8 1XVSRMDYH 
 
6DåHWDN�VLJXUQRVQRJ�SURILOD 
 
6LJXUQRVW�RELOWRNVDNVLPDED�SURXþDYDQD�MH�VDPR�X�]GUDYLK�RGUDVOLK�LVSLWDQLND� 
 
6LJXUQRVW�RELOWRNVDNVLPDED�LVSLWDQD�MH�X�����]GUDYLK�LVSLWDQLND��X�GREL�RG����GR����JRGLQD��OLMHþHQLK�
MHGQRP�LOL�GYDPD�LQWUDYHQVNLP�GR]DPD�RG��� PJ�NJ�X�WUL�NOLQLþND�LVSLWLYDQMD�� 
 
8NXSQR�����RG�����LVSLWDQLND�SULPLOR�MH�MHGQX�GR]X�RG��� PJ�NJ�RELOWRNVDNVLPDED��1XVSRMDYH�
SRYH]DQH�V�SUHRVMHWOMLYRãüX��XNOMXþXMXüL�RVLS��SRMDYLOH�VX�VH�X�� �����������WLK�LVSLWDQLND��V�MHGQLP�
VOXþDMHP�DQDILODNVLMH�NRML�VH�GRJRGLR�WLMHNRP�LQIX]LMH��,QIX]LMD�MH�SUHNLQXWD�X�� ����������LVSLWDQLND�
]ERJ�SUHRVMHWOMLYRVWL�LOL�DQDILODNVLMH�� 
 
1DMþHãüH�SULMDYOMHQH�QXVSRMDYH�ELOH�VX�JODYREROMD��� �����������SUXULWXV��� ����������L�XUWLNDULMD��� ���
������� 
 
1DMþHãüH�XRþHQH�QXVSRMDYH�X�SUYD�WUL�VDWD�QDNRQ�SRþHWND�LQIX]LMH�ELOH�VX�SUXULWXV��Q = ������ ����
XUWLNDULMD��Q = ������ ����JODYREROMD��Q = ������ ����RVLS��Q = ������ ����NDãDOM��Q = ������ ����RPDJOLFD�
�Q = ������ ����XNOMXþXMH�RPDJOLFX�L�SRVWXUDOQX�RPDJOLFX��� 
6OMHGHüH�WHãNH�QXVSRMDYH�SRMDYLOH�VX�VH�WLMHNRP�SUYD�WUL�VDWD�QDNRQ�LQIX]LMH��XUWLNDULMD��Q = 1� ��� ����
SUXULWXV��Q = 1� ��� ���L�ERORYL�X�OHÿLPD��Q = 1� ��� ��� 
1DMþHãüH�XRþHQD�QXVSRMDYD�XQXWDU���GR����VDWD�QDNRQ�SRþHWND�LQIX]LMH�ELOD�MH�JODYREROMD��Q = ���
��� ��� 
 
7DEOLþQL�SRSLV�QXVSRMDYD 
 
8�WDEOLFL����SULND]DQH�VX�QXVSRMDYH�XRþHQH�V�RELOWRNVDNVLPDERP�X�����]GUDYLK�LVSLWDQLND��NRML�VX�
SULPLOL�MHGQX�LQWUDYHQVNX�GR]X�RG����PJ�NJ�RELOWRNVDNVLPDED��SUHPD�NODVLILNDFLML�RUJDQVNLK�VXVWDYD�L�
XþHVWDORVWL� 
 
8þHVWDORVW�QXVSRMDYD�GHILQLUDQD�MH�QD�VOMHGHüL�QDþLQ��YUOR�þHVWR��� �������þHVWR��� ������L�� �������L�
PDQMH�þHVWR��� �������L�� ��������8QXWDU�VYDNH�VNXSLQH�XþHVWDORVWL�QXVSRMDYH�VX�SULND]DQH�
UHGRVOLMHGRP�SUHPD�VYH�PDQMRM�R]ELOMQRVWL� 
 
7DEOLFD ����1XVSRMDYH�SULMDYOMHQH�X�]GUDYLK�RGUDVOLK�LVSLWDQLND 
.ODVLILNDFLMD�RUJDQVNLK�VXVWDYD�
SUHPD�0HG'5$-L 

ýHVWR� 0DQMH�þHVWR 

3RUHPHüDML�LPXQRORãNRJ VXVWDYD  $QDILODNWLþND�UHDNFLMD� 
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.ODVLILNDFLMD�RUJDQVNLK�VXVWDYD�
SUHPD�0HG'5$-L 

ýHVWR� 0DQMH�þHVWR 

3UHRVMHWOMLYRVW 
3RUHPHüDML�åLYþDQRJ�VXVWDYD *ODYREROMD 2PDJOLFD 

3RVWXUDOQD�RPDJOLFD 
+LSRHVWH]LMD 

3RUHPHüDML�RND  )RWRIRELMD 
3RUHPHüDML�XKD�L�ODELULQWD  1HODJRGD�X�XKX 
.UYRåLOQL�SRUHPHüDML  )OHELWLV 
3RUHPHüDML�GLãQRJ�VXVWDYD��SUVLãWD 
L�VUHGRSUVMD 

.DãDOM ,ULWDFLMD�JUOD� 
'LVIRQLMD� 
=DþHSOMHQMH�VLQXVD� 
'LVSQHMD 

3RUHPHüDML�SUREDYQRJ�VXVWDYD  %RO�X�XVQDPD 
3RUHPHüDML�NRåH�L�SRWNRåQRJ�WNLYD 3UXULWXV��XUWLNDULMD� 

RVLS 
$OHUJLMVNL�GHUPDWLWLV� 
*HQHUDOL]LUDQL�RVLS� 
(NVIROLMDFLMD�NRåH 

3RUHPHüDML�PLãLüQR-NRãWDQRJ 
VXVWDYD�L�YH]LYQRJ�WNLYD 

 %RO�X�XGRYLPD� 
0LãLüQL�JUþHYL� 
7U]DQMH�PLãLüD� 
%RO�X�þHOMXVWL� 

2SüL�SRUHPHüDML�L 
UHDNFLMH�QD�PMHVWX�SULPMHQH 

%RO�QD�PMHVWX�
SULPMHQH�LQIX]LMH 

Bol  
1HODJRGD�X�SUVQRP�NRãX� 
=LPLFD� 
Umor  
2WLFDQMH�QD�PMHVWX�SULPMHQH�
LQIX]LMH� 
1HNDUGLMDOQD�ERO�X�SUVQRP�NRãX� 
2VMHWOMLYRVW��QD�GRGLU�� 
%RO�QD�PMHVWX XERGD�X åLOX 

 
2SLV�RGDEUDQLK�QXVSRMDYD 
 
Preosjetljivost i anafilaksija 
1XVSRMDYH�]DELOMHåHQH�X���LVSLWDQLND�X�NRMLK�MH�SUHNLQXWD�LQIX]LMD�RELOWRNVDNVLPDED�]ERJ�PRJXüH�
SUHRVMHWOMLYRVWL�REXKYDüDOH�VX�XUWLNDULMX��RVLS��NDãDOM��SUXULWXV��RPDJOLFX��LULWDFLMX�JUOD��GLVIRQLMX��
GLVSQHMX�L�QHODJRGX�X�SUVQRP�NRãX��3UHRVWDOL�LVSLWDQLFL�V�SUHRVMHWOMLYRãüX�SUHWHåQR�VX�LPDOL�VLPSWRPH�
SRYH]DQH�V�NRåRP��NDR�ãWR�VX�SUXULWXV�L�RVLS��D���LVSLWDQLND�SULMDYLOR�MH�NDãDOM��$QDILODNWLþNL�GRJDÿDM�
NDUDNWHUL]LUDOL�VX�GLIX]QL�SUXULWLþQL�XUWLNDULMVNL�RVLS�NRML�MH�]DKYDWLR�YHüLQX�WLMHOD��XNOMXþXMXüL�YUDW��
SUVQL�NRã��OHÿD��DEGRPHQ��UXNH�L�QRJH��QHGRVWDWDN�]UDND�L�NDãDOM� 
 
1LMH�ELOR�GRND]D�GD�VX�UHDNFLMH�SUHRVMHWOMLYRVWL�L�RVLSL�SRWDNQXWL�RVOREDÿDQMHP�FLWRNLQD��QLVX�
SULPLMHüHQH�NOLQLþNL�]QDþDMQH�SURPMHQH�X�FLWRNLQLPD� 
 
Imunogenost 
5D]YRM�DQWLWLMHOD�SURWLY�RELOWRNVDNVLPDED�LVSLWDQ�MH�X�VYLK�LVSLWDQLND�NRML�VX�SULPiOL�SRMHGLQDþQH�L�
GYRVWUXNH�GR]H�RELOWRNVDNVLPDED�X�WUL�NOLQLþND�LVSLWLYDQMD��2VDP�LVSLWDQLND����� �����������NRML�VX�
SULPLOL�EDUHP�MHGQX�LQWUDYHQVNX�GR]X�RELOWRNVDNVLPDED�ELOL�VX�SR]LWLYQL�QD�RGJRYRU�DQWLWLMHOa protiv 
lijeka QDVWDR�WLMHNRP�OLMHþHQMD��.YDQWLWDWLYQL�WLWUL�ELOL�VX�QLVNL��X�UDVSRQX�RG������GR��������1LMH�ELOR�
GRND]D�R�SURPMHQL�IDUPDNRNLQHWLNH�LOL�SURILOD�WRNVLþQRVWL�X�LVSLWDQLND�V�RGJRYRURP�DQWLWLMHOa protiv 
lijeka� 
 
3ULMDYOMLYDQMH�VXPQML�QD�QXVSRMDYX 
 
1DNRQ�GRELYDQMD�RGREUHQMD�OLMHND�YDåQR�MH�SULMDYOMLYDQMH�VXPQML�QD�QMHJRYH�QXVSRMDYH��7LPH�VH�
RPRJXüXMH�NRQWLQXLUDQR�SUDüHQMH�RPMHUD�NRULVWL�L�UL]LND�OLMHND��2G�]GUDYVWYHQLK�UDGQLND�VH�WUDåL�GD�
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SULMDYH�VYDNX�VXPQMX�QD�QXVSRMDYX�OLMHND�SXWHP�QDFLRQDOQRJ�VXVWDYD�SULMDYH�QXVSRMDYD� QDYHGHQRJ�X 
'RGDWNX�9� 
 
4.9 3UHGR]LUDQMH 
 
8�VOXþDMX�SUHGR]LUDQMD�EROHVQLNH�WUHED�QDG]LUDWL�]ERJ�ELOR�NDNYLK�]QDNRYD�LOL�VLPSWRPD�QXVSRMDYD� 
 
 
5. )$50$.2/2â.$�692-679$ 
 
5.1 )DUPDNRGLQDPLþND�VYRMVWYD 
 
)DUPDNRWHUDSLMVND�VNXSLQD��,PXQoVHUXPL�L�LPXQRJOREXOLQL��VSHFLILþQL�LPXQRJOREXOLQL��$7.�R]QDND��
-��%%�� 
 
0HKDQL]DP�GMHORYDQMD 
 
2ELOWRNVDNVLPDE�MH�PRQRNORQVNR�DQWLWLMHOR�NRMH�YHåH�]DãWLWQL�DQWLJHQ�EDNWHULMH�B. anthracis��
2ELOWRNVDNVLPDE�LQKLELUD�YH]LYDQMH�]DãWLWQRJ�DQWLJHQD�QD�VWDQLþQH�UHFHSWRUH��VSUHþDYDMXüL�XOD]DN�
DQWUDNVQRJ�OHWDOQRJ�IDNWRUD�L�HGHPVNRJ�IDNWRUD X�VWDQLFX��HQ]LPVNLK�NRPSRQHQDWD�WRNVLQD�RGJRYRUQLK�
]D�SDWRJHQH�XþLQNH�WRNVLQD�DQWUDNVD� 
 
)DUPDNRGLQDPLþNL�XþLQFL 
 
2ELOWRNVDNVLPDE�YHåH�VORERGQL�]DãWLWQL�DQWLJHQ�V�UDYQRWHåQRP�NRQVWDQWRP�GLVRFLMDFLMH�DILQLWHWD��.G��
RG����� Q0�� 
2ELOWRNVDNVLPDE�VH�in vitro YHåH�QD�]DãWLWQL�DQWLJHQ�L]�VRMHYD�$PHV��9ROOXP�L�6WHUQH�EDNWHULMH�B. 
anthracis��(SLWRS�QD�]DãWLWQRP�DQWLJHQX�QD�NRML�VH�RELOWRNVDNVLPDE�YHåH�RþXYDQ�MH�X�SULMDYOMHQLP�
VRMHYLPD�EDNWHULMH�B. anthracis� 
 
In vitro LVSLWLYDQMD�QD�VWDQLFDPD��XSRWUHERP�PLãMLK�PDNURIDJD��VXJHULUDMX�GD�RELOWRNVDNVLPDE�
QHXWUDOL]LUD�WRNVLþQH�XþLQNH�VPUWRQRVQRJ�WRNVLQD��NRPELQDFLMX�]DãWLWQRJ�DQWLJHQD���OHWDOQRJ�IDNWRUD�� 
 
In vivo LVSLWLYDQMD�GMHORWYRUQRVWL�QD�QRYR]HODQGVNLP�ELMHOLP��1HZ�=HDODQG�:KLWH��1=:��NXQLüLPD�L�
cynomolgus makakijima kojima VX LQKDODFLMVNLP�SXWHP�XYHGHQH�VSRUe VRMD�$PHV�EDNWHULMH�B. 
anthracis SRND]DOD�VX�SRYHüDQR�SUHåLYOMDYDQMH�RYLVQR�R�GR]L�QDNRQ�OLMHþHQMD�RELOWRNVDNVLPDERP��
,]ORåHQRVW�VSRUDPD�B. anthracis UH]XOWLUDOD�MH�SRUDVWRP�NRQFHQWUDFLMD�]DãWLWQRJ�DQWLJHQD�X�VHUXPX�
1=: NXQLüD�L�cynomolgus PDNDNLMD��1DNRQ�OLMHþHQMD�RELOWRNVDNVLPDERP�GRãOR�MH�GR�VPDQMHQMD�
NRQFHQWUDFLMH�]DãWLWQRJ�DQWLJHQD�X�YHüLQH�SUHåLYMHOLK�åLYRWLQMD��.RQFHQWUDFLMH�]DãWLWQRJ�DQWLJHQD�X�
åLYRWLQMD�NRMH�VX�SULPDOH�SODFHER�SRYHüDYDOH�VX�VH�GRN�QLVX�XJLQXOH� 
 
'MHORWYRUQRVW� 
 
%XGXüL�GD�QLMH�L]YHGLYR�QL�HWLþQR�SURYRGLWL�NRQWUROLUDQD�NOLQLþND�LVSLWLYDQMD�V�LQKDODFLMVNLP�DQWUDNVRP�
QD�OMXGLPD��GMHORWYRUQRVW�RELOWRNVDNVLPDED�SULPLMHQMHQRJ�NDR�PRQRWHUDSLMD�X�XVSRUHGEL�V�SODFHERP�]D�
OLMHþHQMH�LQKDODFLMVNRJ�DQWUDNVD�WHPHOML�VH�QD�LVSLWLYDQMLPD�GMHORWYRUQRVWL�QD�1=:�NXQLüLPD�L�
cynomolgus PDNDNLMLPD�� 
 
8�WLP�LVSLWLYDQMLPD�åLYRWLQMDPD�VX�XYHGHQH�DHURVROL]LUDQH�VSRUH�B. anthracis �VRM�$PHV��SUL�SULEOLåQR�
���[/'����D�QDNRQ�WRJD�VX�OLMHþHQH�RELOWRNVDNVLPDERP�X�UD]OLþLWLP�YUHPHQVNLP�WRþNDPD��8�
LVSLWLYDQMLPD�OLMHþHQMD�LQKDODFLMVNRJ�DQWUDNVD��X�åLYRWLQMD�MH�SULPLMHQMHQR�OLMHþHQMH�QDNRQ�ãWR�VX�
SRND]DOH�NOLQLþNH�]QDNRYH�LOL�VLPSWRPH�VLVWHPVNRJ�DQWUDNVD��8�LVSLWLYDQMLPD�SURILODNVH�QDNRQ�
L]ODJDQMD��åLYRWLQMH�VX�OLMHþHQH�QDNRQ�L]ODJDQMD�EDNWHULML�B. anthracis��DOL�SULMH�UD]YRMD�VLPSWRPD��
Cynomolgus PDNDNLML�OLMHþHQL�VX�NDG�MH�QMLKRY�VHUXP�SRVWDR�SR]LWLYDQ�QD�]DãWLWQL�DQWLJHQ�EDNWHULMH�B. 
anthracis NRML�MH�RGUHÿHQ�HOHNWURNHPLOXPLQeVFHQFLMRP��(&/���QDNRQ�VUHGQMH�YULMHGQRVWL�RG SULEOLåQR�
40 VDWL�QDNRQ�XYRÿHQMD�B. anthracis��8�LVSLWLYDQMLPD�OLMHþHQMD�1=:�NXQLüD��åLYRWLQMH�VX�OLMHþHQH�
QDNRQ�SR]LWLYQRJ�WHVWD�HOHNWURNHPLOXPLQeVFHQFLMH�QD�]DãWLWQL�DQWLJHQ�LOL�WUDMQRJ�SRYLãHQMD�WMHOHVQH�
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WHPSHUDWXUH�L]QDG�SRþHWQH�YULMHGQRVWL��QDNRQ�VUHGQMH�YULMHGQRVWL�RG SULEOLåQR��� VDWL�QDNRQ�XYRÿHQMD��
3UHåLYOMDYDQMH�MH�SURFLMHQMHQR����GDQD�QDNRQ�XYRÿHQMD�B. anthracis X�LVSLWLYDQMLPD�RSLVDQLPD�X�
QDVWDYNX� 
 
'MHORWYRUQRVW SRMHGLQDþQH�LQWUDYHQVNH�GR]H�RELOWRNVDNVLPDED�NDR�PRQRWHUDSLMH�]D�OLMHþHQMH�
LQKDODFLMVNRJ�DQWUDNVD�SURFLMHQMHQD�MH�X�MHGQRP�LVSLWLYDQMX�X�1=:�NXQLüD�L�X�WUL�LVSLWLYDQMD X 
cynomolgus PDNDNLMD��$3�����$3����L�$3������VYD�LVSLWLYDQMD�ELOD�VX�SODFHERP�NRQWUROLUDQD��
UDQGRPL]LUDQD�L�XVNODÿHQD�V�GREURP�ODERUDWRULMVNRP�SUDNVRP��,VSLWLYDQMD�$5�����$3����L�$3����
ELOD�VX�VOLMHSD��LVSLWLYDQMH�$3����ELOR�MH�]DVOLMHSOMHQR�]D�VNXSLQX�� 
 
7DEOLFD ����6WRSH�SUHåLYOMDYDQMD�X�LVSLWLYDQMLPD�GMHORWYRUQRVWL PRQRWHUDSLMH�RELOWRNVDNVLPDERP�
��� PJ�NJ� 

 

8GLR�SUHåLYOMDYDQMD�QD�NUDMX�LVSLWLYDQMD 
���>SUHåLYMHOLK�Q@� S-

YULMHGQRVW2 95 ��CI3 
3ODFHER 2ELOWRNVDNVLPDE�

�� PJ�NJ� 
/LMHþHQMH�– NZW NXQLüL 
,VSLWLYDQMH�$5���1 �������� ���� �������� ������
 ������� ������ 
/LMHþHQMH�– Cynomolgus PDNDNLML 
,VSLWLYDQMH�$3���1 � �������� ���� �������� ������
 ������� ������ 
,VSLWLYDQMH�$3���1 �������� ���� �������� ������
 ������� ������� 
3URILODNVD�QDNRQ�L]ODJDQMD�– Cynomolgus PDNDNLML 

,VSLWLYDQMH�
$3���4 

�� K 
nakon 
L]ODJDQMD 

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

�� K 
nakon 
L]ODJDQMD 

-- �� ������� ������
 ������� ������ 

�� K 
nakon 
L]ODJDQMD 

-- �� ������� ������ �-������ ������ 

&,��LQWHUYDO�SRX]GDQRVWL �HQJO��confidence interval� 
1 3UHåLYOMDYDQMH�SURFLMHQMHQR��� GDQD�QDNRQ�XYRÿHQMD�VSRUD��VYH�UDQGRPL]LUDQH�åLYRWLQMH�SR]LWLYQH�QD�
EDNWHULMHPLMX�SULMH�OLMHþHQMD��OLMHþHQMH�SRWDNQXWR�]QDþDMQLP�SRYLãHQMHP�WMHOHVQH�WHPSHUDWXUH�
�LVSLWLYDQMH�$5�����LOL�SR]LWLYQLP�UH]XOWDWRP�X�WHVWX�HOHNWURNHPLOXPLQeVFHQFLMH�QD�]DãWLWQL�DQWLJHQ�
�LVSLWLYDQMD�$3����L�$3����� 
��p-YULMHGQRVW�MH�L]�MHGQRVWUDQRJ�%RVFKORR�WHVWD��V�%HUJHU-%RRVRYRP�PRGLILNDFLMRP�JDPD� ��������X�
XVSRUHGEL�V�SODFHERP 
��(J]DNWQL ����-tni LQWHUYDO�SRX]GDQRVWL�UD]OLNH�X�VWRSDPD�SUHåLYOMDYDQMD 
4 3UHåLYOMDYDQMH�SURFLMHQMHQR��� dana QDNRQ�XYRÿHQMD�VSRUD� 
* 2]QDþDYD�VWDWLVWLþNX�]QDþDMQRVW�QD�UD]LQL������ 
 
 
3HGLMDWULMVND�SRSXODFLMD 
 
(XURSVND�DJHQFLMD�]D�OLMHNRYH�RGJRGLOD�MH�REYH]X�SRGQRãHQMD�UH]XOWDWD�LVSLWLYDQMD�OLMHND�
1<;7+5$&,6 X�MHGQRM�LOL�YLãH�SRGVNXSLQD�SHGLMDWULMVNH�SRSXODFLMH�X�OLMHþHQMX�EDFLODUQH�LQIHNFLMH�
�YLGMHWL�GLR ����]D�LQIRUPDFLMH�R�SHGLMDWULMVNRM�SULPMHQL�� 
 
Ovaj lijeN�MH�RGREUHQ�X�ÄL]QLPQLP�RNROQRVWLPD´��7R�]QDþL�GD�V�RE]LURP�QD�PDOX�XþHVWDORVW�EROHVWL�L�
]ERJ�HWLþNLK�UD]ORJD�QLMH�ELOR�PRJXüH�GRüL�GR�SRWSXQLK�LQIRUPDFLMD�R�RYRP�OLMHNX� 
(XURSVND�DJHQFLMD�]D�OLMHNRYH�VYDNH�üH�JRGLQH�SURFMHQMLYDWL�VYH�QRYH�LQIRUPDFLMH�NRMH�SRVWDQX�
GRVWXSQH�WH�üH�VH�WHNVW�VDåHWND�RSLVD�VYRMVWDYD�OLMHND�DåXULUDWL�SUHPD�SRWUHEL� 
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5.2 )DUPDNRNLQHWLþND�VYRMVWYD 
 
$SVRUSFLMD 
 
)DUPDNRNLQHWLND�RELOWRNVDNVLPDED�OLQHDUQD�MH�X�UDVSRQX�GR]D�RG�� PJ�NJ�������SXWD�QDMPDQMD�
SUHSRUXþHQD�GR]D��GR��� PJ�NJ�QDNRQ MHGQRNUDWQH�LQWUDYHQVNH�SULPMHQH�X�]GUDYLK�LVSLWDQLND��1DNRQ�
MHGQRNUDWQH�LQWUDYHQVNH�SULPMHQH�RELOWRNVDNVLPDED�RG����PJ�NJ�X�]GUDYLK�PXãNLK�L�åHQVNLK�
LVSLWDQLND��VUHGQMD�YULMHGQRVW &PD[ L�$8&inf ELOa je 400 ± ���� ï¿½J�PO��RGQRVQR����� ±  ���� ï¿½J ·GDQ�PO��
9ULMHPH�SROXåLYRWD�RELOWRNVDNVLPDED�ELOR�MH�SULEOLåQR��� GDQD��VUHGQMD�YULMHGQRVW�� 
 
'LVWULEXFLMD 
 
6UHGQMD�YULMHGQRVW�YROXPHQD�GLVWULEXFLMH�RELOWRNVDNVLPDED�X�VWDQMX�GLQDPLþNH�UDYQRWHåH�ELOD�MH�
���� ± ���� PO�NJ�L�YHüD�RG�YROXPHQD�SOD]PH��ãWR�XSXüXMH�QD�RGUHÿHQX�GLVWULEXFLMX�X�WNLYD� 
 
%LRWUDQVIRUPDFLMD 
 
1LVX�SURYHGHQD�IRUPDOQD�LVSLWLYDQMD�PHWDEROL]PD�V�RELOWRNVDNVLPDERP� 
0HÿXWLP��GLVSR]LFLMD�PRQRNORQVNLK�DQWLWLMHOD�RSüHQLWR�XNOMXþXMH�GLVWULEXFLMX�L]YDQ�YDVNXODUQRJ�
SURVWRUD�V�SRWHQFLMDOQLP�prijeQRVRP X�WNLYD�WH�NDWDEROL]DP�SURWHD]DPD�X�PDOH�SHSWLGH�L�DPLQRNLVHOLQH�
koji VH�QDNQDGQR�XJUDÿXMX�X�HQGRJHQH�SURWHLQH�LOL�VH�L]OXþXMX� 
 
Eliminacija 
 
6UHGQMH�YULMHGQRVWL�NOLUHQVD�RELOWRNVDNVLPDED�ELOH�VX����� ± ����� PO�G�NJ�L�PQRJR�PDQMH�RG�EU]LQH�
JORPHUXODUQH�ILOWUDFLMH��ãWR�XND]XMH�QD�WR�GD�EXEUHåQL�NOLUHQV�RELOWRNVDNVLPDED�SUDNWLþNL�QH�SRVWRML� 
 
3RVHEQH�SRSXODFLMH 
 
Utjecaj spola, dobi i rase 
)DUPDNRNLQHWLND�RELOWRNVDNVLPDED�RFMHQMLYDQD�MH�SRSXODFLMVNRP�IDUPDNRNLQHWLþNRP�DQDOL]RP�
XSRWUHERP�X]RUDND�VHUXPD���� ]GUDYLK�LVSLWDQLND�NRML�VX�SULPLOL�MHGQX�LQWUDYHQVNX�GR]X�X���NOLQLþND�
LVSLWLYDQMD��1D�WHPHOMX�WH�DQDOL]H��VSRO��åHQVNL�QDVSUDP�PXãNRJ���UDVD��UDVD�NRMD�QLMH�ELMHOD QDVXSURW�
ELMHORM��LOL�GRE��VWDULMD�QDVSUDP�PODGRM��QLVX�LPDOL�]QDþDMQLK�XþLQDND�QD�IDUPDNRNLQHWLþNH�SDUDPHWUH�
]D�RELOWRNVDNVLPDE��0HÿXWLP��NOLQLþND�LVSLWLYDQMD�RELOWRNVDNVLPDED�QLVX�REXKYDüDOD�GRYROMDQ�EURM�
LVSLWDQLND�X�GREL RG��� LOL�YLãH JRGLQD�GD�EL�VH�XWYUGLOR�UD]OLNXMH�OL�VH�QMLKRYD�IDUPDNRNLQHWLND�RG�
PODÿLK�LVSLWDQLND��2G�����LVSLWDQLND�X�NOLQLþNLP�LVSLWLYDQMLPD�RELOWRNVDNVLPDED����� �����������LPDOR�
MH����JRGLQD�L�YLãH��GRN�MH�� ����������LPDOR����JRGLQD�L�YLãH� 
 
Utjecaj povezan s veOLþLQRP�WLMHOD 
.OLUHQV�SUL�YHOLNRM�WMHOHVQRM�WHåLQL����� NJ��ELR�MH�SULEOLåQR��� ��YHüL�QHJR�X�UHIHUHQWQH�SRSXODFLMH��
1DNRQ�GR]LUDQMD�QD�WHPHOMX�WHåLQH���� PJ�NJ��WR�UH]XOWLUD�SRYHüDQMHP�$8&inf RG��� ���ãWR�QLMH�
NOLQLþNL�]QDþDMQR� 
 
Pedijatrijska populacija 
)DUPDNRNLQHWLND�RELOWRNVDNVLPDED�QLMH�LVSLWDQD�X�GMHFH��3UHSRUXNH�]D�GR]LUDQMH�X�WDEOLFL�����GLR������
L]YHGHQH�VX�QD�WHPHOMX�VLPXODFLMD�SULPMHQRP�SRSXODFLMVNRJ�IDUPDNRNLQHWLþNRJ�SULVWXSD�RVPLãOMHQRJ�
NDNR�EL�VH�SRGXGDUDR�V�RSDåHQRP�L]ORåHQRãüX�RGUDVOLK�RELOWRNVDNVLPDEX�X�GR]L�RG��� PJ�NJ� 
 
5.3 1HNOLQLþNL�SRGDWFL�R�VLJXUQRVWL�SULPMHQH 
 
1HNOLQLþNL�SRGDWFL�QH�XND]XMX�QD�SRVHEDQ�UL]LN�]D�OMXGH�QD�WHPHOMX�NRQYHQFLRQDOQLK�LVSLWLYDQMD�
VLJXUQRVQH�IDUPDNRORJLMH��WRNVLþQRVWL�SRQRYOMHQLK�GR]D�L�UHSURGXNWLYQH�L�UD]YRMQH�WRNVLþQRVWL� 
 
/H]LMH�VUHGLãQMHJ�åLYþDQRJ�VXVWDYD��EDNWHULMH��XSDOD��NUYDUHQMH�L�SRYUHPHQR�QHNUR]D��]DELOMHåHQH�VX�X�
QHSUHåLYMHOLK�1=:�NXQLüD�L�cynomolgus PDNDNLMD�]DUDåHQLK�DQWUDNVRP�NRML�VX�LQWUDYHQVNL�SULPLOL�
RELOWRNVDNVLPDE��� 4 PJ�NJ��LOL�SODFHER�X�YULMHPH�SRWYUGH�EROHVWL��0LNURVNRSVNH�SURPMHQH�QD�
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QHSUHåLYMHOLP�åLYRWLQMDPD�NRMH�VX�SULPLOH�RELOWRNVDNVLPDE�ELOH�VX�SRVOMHGLFD�SULVXWQRVWL�
HNVWUDYDVNXODUQLK�EDNWHULMD��D�QH�XþLQND�RELOWRNVDNVLPDED��1LMH�XWYUÿHQ�RGQRV�GR]H�L�RGJRYRUD�]D�
KLVWRSDWRORJLMX�PR]JD��1LVX�SULND]DQH�OH]LMH�PR]JD�SRYH]DQH�V�OLMHþHQMHP�X�SUHåLYMHOLK�1=:�NXQLüD�
�QD���� GDQ��LOL�cynomolgus PDNDNLMD��GR���� GDQD��]DUDåHQLK�DQWUDNVRP�QDNRQ�MHGQRNUDWQH�SULPMHQH�
RELOWRNVDNVLPDED�X�GR]DPD�GR��� PJ�NJ��RGQRVQR�GR��� PJ�NJ�SR�GR]L��1LVX�SULPLMHüHQL�
QHXURELKHYLRUDOQL�XþLQFL�SRYH]DQL�V�RELOWRNVDNVLPDERP�X�SUHåLYMHOLK�cynomolgus PDNDNLMD�]DUDåHQLK�
DQWUDNVRP�QDNRQ�OLMHþHQMD�RELOWRNVDNVLPDERP� 
 
3URYHGHQR�MH�MHGQR�LVSLWLYDQMH�HPEULR-fetalQRJ�UD]YRMD�X�VNRWQLK��]GUDYLK�1=:�NXQLüD�NRMLPD�VX�����
10�������L�����GDQ�JHVWDFLMH�GDQH���LQWUDYHQVNH�GR]H�RELOWRNVDNVLPDED�GR��� PJ�NJ����SXWD�YHüH�RG�
GR]H�X�OMXGL�QD�RVQRYL�PJ�NJ���1LVX�]DELOMHåHQL�GRND]L�R�ãWHWQRVWL�RELOWRNVDNVLPDED�]D�VNRWQX�åHQNX�LOL�
IHWXVH��.XPXODWLYQD�L]ORåHQRVW�X�1=:�NXQLüD���� 000 ï¿½J�G DQ�PO��SUL�UD]LQL�EH]�RSDåHQRJ�ãWHWQRJ�
XþLQND�RG��� PJ�NJ�SR�GR]L��Q = ��GR]H��QD�WHPHOMX�$8&0-�� GDQD�ELOD�MH�SULEOLåQR�GYRVWUXNR�YHüD�RG�
NRPELQLUDQH�VUHGQMH�YULMHGQRVWL�$8&�X�PXãNDUDFD�L�åHQD�SUL�NOLQLþNRM�LQWUDYHQVNRM�GR]L�RG��� PJ�NJ��
&PD[ YULMHGQRVWL�QDNRQ�GR]H�RG��� PJ�NJ�SR�GR]L�ELOH�VX����� ï¿½J�GDQ�PO�  
 
,VSLWLYDQMD�NDUFLQRJHQRVWL��JHQRWRNVLþQRVWL�L�SORGQRVWL�QLVX�SURYHGHQD�V�RELOWRNVDNVLPDERP� 
 
 
�� )$50$&(876.,�32'$7CI 
 
��� 3RSLV�SRPRüQLK�WYDUL 
 
+LVWLGLQ 
6RUELWRO��(���� 
3ROLVRUEDW�����(���� 
.ORridna NLVHOLQD��(�����]D�SULODJRGEX�S+�YULMHGQRVWL� 
1DWULMHY�KLGURNVLG��(�����]D�SULODJRGEX�S+�YULMHGQRVWL� 
9RGD�]D�LQMHNFLMH 
 
��� ,QNRPSDWLELOQRVWL 
 
/LMHN�VH�QH�VPLMH�PLMHãDWL�V�GUXJLP�OLMHNRYLPD��RVLP�RQLK�QDYHGHQLK�X�GLMHOX����� 
 
��� 5RN�YDOMDQRVWL 
 
1HRWYRUHQD�ERþLFD 
 
� JRGLQD 
 
5D]ULMHÿHQD�RWRSLQD�X�YUHüLFL�]D�LQIX]LMX 
 
1DNRQ�UD]UMHÿLYDQMD�X�YUHüLFL�]D�LQIX]LMX��GRND]DQD�MH�NHPLMVND��IL]LþND�L�PLNURELRORãND�VWDELOQRVW�SUL�
XSRWUHEL�WLMHNRP�� VDWL�QD�VREQRM�WHPSHUDWXUL���� �&�– �� �&��LOL�X�KODGQMDNX��� �&�– � �&�� 
 
6�PLNURELRORãNRJ�VWDMDOLãWD��OLMHN�VH�PRUD�SULPLMHQLWL�RGPDK��RVLP�X�VOXþDMX�NDGD�QDþLQ�
RWYDUDQMD�UHNRQVWLWXFLMH�UD]UMHÿLYDQMD�LVNOMXþXMH�UL]LNH�RG�PLNURELRORãNH�NRQWDPLQDFLMH� 
 
$NR�VH�SURL]YRG�QH�XSRWULMHEL�RGPDK��YULMHPH�L�XYMHWL�þXYDQMD�OLMHND�X�SULPMHQL�RGJRYRUQRVW�VX�
NRULVQLND� 
 
5D]ULMHÿHQD�RWRSLQD�X�ãWUFDOMNL�]D�LQIX]LMX� 
 
1DNRQ�ãWR�VH�SULSUHPL�UD]ULMHÿHQD�RWRSLQD�OLMHND�1<;7+5$&,6��SRWUHEQR�MX�MH�RGPDK�SULPLMHQLWL�L�QH�
VNODGLãWLWL��1HLVNRULãWHQL�lijek SRWUHEQR�MH�EDFLWL� 
 
��� 3RVHEQH�PMHUH�SUL�þXYDQMX�OLMHND 
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ýXYDWL�X�KODGQMDNX��� �& – � �&�� 
1H�]DPU]DYDWL� 
ýXYDWL�X�RULJLQDOQRP�SDNLUDQMX�UDGL�]DãWLWH�RG�VYMHWORVWL� 
 
8YMHWH�þXYDQMD�QDNRQ�UD]UMHÿLYDQMD�OLMHND�YLGMHWL�X�GLMHOX ���� 
 
��� 9UVWD�L�VDGUåDM�VSUHPQLND 
 
��� PJ�� ml NRQFHQWUDWD�X�ERþLFL��VWDNOR�WLSD ,��V�JXPHQLP�þHSRP�L�SROLSURSLOHQVNLP�SRNORSFHP�V�
DOXPLQLMVNLP�SUVWHQRP� 
3DNLUDQMH�VDGUåL���ERþLFX� 
 
��� 3RVHEQH�PMHUH�]D�]EULQMDYDQMH�L�GUXJD�UXNRYDQMD�OLMHNRP 
 
9DåQH�XSXWH�]D�SULSUHPX 
 
x .RQFHQWUDW�]D�RWRSLQX�]D�LQMHNFLMX�SRWUHEQR�MH�SULMH�SULPMHQH�YL]XDOQR�SUHJOHGDWL�]ERJ�þHVWLFD�L�

SURPMHQH�ERMH��1<;7+5$&,6 MH�ELVWUD�GR�RSDOHVFHQWQD��EH]ERMQD�GR�EOLMHGRåXWD�GR�EOLMHGR�
VPHüNDVWRåXWD�RWRSLQD�NRMD�PRåH�VDGUåDYDWL�PDOR�SUR]LUQLK�GR�ELMHOLK�EMHODQþHYLQDVWLK�þHVWLFD�
�NRMH�üH�VH�XNORQLWL�OLQLMVNLP�ILOWULUDQMHP�� 

x %DFLWH�ERþLFX�DNR�MH�RWRSLQD�SURPLMHQLOD�ERMX�LOL�VDGUåL�VWUDQH�þHVWLFH��YLGMHWL�GLR ���� 
x 1HPRMWH�WUHVWL�ERþLFX� 
 
3ULSUHPD�L�UD]UMHÿLYDQMH�X�YUHüLFL�]D�LQIX]LMX� 
 
�� ,]UDþXQDMWH�PLOLJUDPH�SRWUHEQRJ�RELOWRNVDNVLPDED�PQRåHQMHP�SUHSRUXþHQH�GR]H�X�PJ�NJ�X�

WDEOLFL ����YLGMHWL�GLR������V�WMHOHVQRP�WHåLQRP�SRMHGLQRJ�EROHVQLND�X�NLORJUDPLPD� 
�� ,]UDþXQDMWH�SRWUHEQL�YROXPHQ�NRQFHQWUDWD�RELOWRNVDNVLPDED�X�PLOLOLWULPD�]D�RWRSLQX�]D�LQIX]LMX�

L�EURM�ERþLFD�SRWUHEQLK ]D�GR]X�GLMHOMHQMHP�L]UDþXQDnH�GR]H�X�PLOLJUDPLPD�����NRUDN��V�
NRQFHQWUDFLMRP����� PJ�PO��-HGQD�SRMHGLQDþQD�ERþLFD�RPRJXüXMH�SULPMHQX�� ml koncentrata 
RELOWRNVDNVLPDED�]D�RWRSLQX�]D�LQIX]LMX� 

�� 2GDEHULWH�RGJRYDUDMXüX�YHOLþLQX�YUHüLFH�]D�LQIX]LMX�V otopinom QDWULMHYRJ�NORULGD�RG�� PJ�PO�
���� ���]D�LQMHNFLMH��,]YXFLWH�L]�YUHüLFH�]D�LQIX]LMX�NROLþLQX�RWRSLQH MHGQDNX�L]UDþXQDQRP�
YROXPHQX�RELOWRNVDNVLPDED�X�PLOLOLWULPD�L]�SUHWKRGQR�QDYHGHQRJ����NRUDND��%DFLWH�RWRSLQX�
NRMD�MH�L]YXþHQD�L]�YUHüLFH�]D�LQIX]LMX� 

�� ,]�ERþLFH��ERþLFD��OLMHND�1<;7+5$&,6 L]YXFLWH�SRWUHEQX�NROLþLQX�NRQFHQWUDWD�
RELOWRNVDNVLPDED�]D�RWRSLQX�]D�LQIX]LMX��L]UDþXQDno X ���NRUDNX���%DFLWH�VYH�QHLVNRULãWHQH�
GLMHORYH�NRML�RVWDQX�X�ERþLFL��ERþLFDPD��OLMHND�1<;7+5$&,6� 

�� 3UHQHVLWH�SRWUHEQX�NROLþLQX�NRQFHQWUDWD�RELOWRNVDNVLPDED�]D�RWRSLQX�]D�LQIX]LMX�X�RGDEUDQX�
YUHüLFX�]D�LQIX]LMX�� 

�� 3DåOMLYR�SUHRNUHQLWH�YUHüLFX�]D�LQIX]LMX�NDNR�ELVWH�SURPLMHãDOL�RWRSLQX��1HPRMWH�WUHVWL� 
�� ,QIX]LMD�VH�PRUD�GDYDWL�WLMHNRP��� PLQXWD�EU]LQRP�LQIX]LMH�RSLVDQRP�X�WDEOLFL ����YLGMHWi dio 

�����V�SRPRüX�OLQLMVNRJ�ILOWUD�RG����� PLNURQD�� 
�� 3ULSUHPOMHQD�RWRSLQD�VWDELOQD�MH���VDWL�SRKUDQMHQD�QD�VREQRM�WHPSHUDWXUL�RG��� �&�GR��� �&�LOL���

VDWL�SRKUDQMHQD�X�KODGQMDNX�QD�� �&�GR�� �&� 
 
3ULSUHPD�L�UD]UMHÿLYDQMH�X�ãWUFDOMNL�]D�LQIX]LMX 
 
�� ,]UDþXQDMWH�PLOLJUDPH�SRWUHEQRJ�RELOWRNVDNVLPDED�PQRåHQMHP�SUHSRUXþHQH�GR]H�X�PJ�NJ�X�

WDEOLFL ����YLGMHWL�GLR������V�WMHOHVQRP�WHåLQRP�SRMHGLQRJ�EROHVQLND�X�NLORJUDPLPD� 
�� ,]UDþXQDMWH�SRWUHEQL�YROXPHQ�NRQFHQWUDWD�RELOWRNVDNVLPDED�X�PLOLOLWULPD�]D�RWRSLQX�]D�LQIX]LMX 

L�EURM�ERþLFD�SRWUHEQLK�]D�GR]X�GLMHOMHQMHP�L]UDþXQDQH�GR]H�X�PLOLJUDPLPD�����NRUDN��V�
NRQFHQWUDFLMRP����� PJ�PO��-HGQD�SRMHGLQDþQD�ERþLFD�RPRJXüXMH�SULPMHQX�� ml koncentrata 
lijeka 1<;7+5$&,6 ]D�RWRSLQX�]D�LQIX]LMX� 

�� 2GDEHULWH�ãWUFDOMNX�RGJRYDUDMXüH�YHOLþLQH�]D�XNXSDQ�YROXPHQ�LQIX]LMH�NRMX�MH�SRWUHEQR�GDWL� 
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�� 6�SRPRüX�RGDEUDQH�ãWUFDOMNH�L�OLQLMVNRJ�ILOWUD�RG������PLNURQD�L]YXFLWH�SRWUHEQX�NROLþLQX�
NRQFHQWUDWD�RELOWRNVDNVLPDED�]D�RWRSLQX�]D�LQIX]LMX��L]UDþXQDno X ���NRUDNX���%DFLWH�VYH�
QHLVNRULãWHQH�GLMHORYH�NRML�RVWDQX�X�ERþLFL��ERþLFDPD��OLMHND�1<;7+5$&,6�� 

�� ,]YXFLWH�RGJRYDUDMXüX�NROLþLQX�RWRSLQH�QDWULMHYRJ�NORULGD�RG�� PJ�PO����� ���]D�LQMHNFLMH�NDNR�
ELVte pripremili XNXSQL�YROXPHQ�LQIX]LMH�QDYHGHQ�X�WDEOLFL �� 

�� /DJDQR�SURPLMHãDMWH�RWRSLQX��1HPRMWH�WUHVWL� 
�� 1DNRQ�ãWR�VH�SULSUHPL�UD]ULMHÿHQD�RWRSLQD�RELOWRNVDNVLPDED��RGPDK�MH�SULPLMHQLWH��1H�þXYDMWH�

RWRSLQX�X�ãWUFDOMNL��%DFLWH�QHLVNRULãWHQL�SURL]YRG� 
 
=EULQMDYDQMH 
 
1HLVNRULãWHQL�OLMHN�LOL�RWSDGQL�PDWHULMDO�SRWUHEQR�MH�]EULQXWL�VXNODGQR�QDFLRQDOQLP�SURSLVLPD� 
 
 
7. 126,7(/-�2'2%5(1-$�=$�67$9/-$1-(�/,-(.$�8�3520(7 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-&XULH-6WUDVVH�� 
������/|UUDFK 
1MHPDþND 
 
 
8. %52-�(9,��2'2%5(1-$�=$�67$9/-$1-(�/,-(.$�8�3520(7� 
 
(8�������������� 
 
 
9. '$780�3592*�2'2%5(1-$���'$780�2%129(�2'2%5(1-$ 
 
'DWXP�SUYRJ�RGREUHQMD������VWXGHQRJ�������JRGLQH 
 
 
10. '$780�5(9,=,-(�7(.67$ 
 
'HWDOMQLMH�LQIRUPDFLMH�R�RYRP�OLMHNX�GRVWXSQH�VX�QD�LQWHUQHWVNRM�VWUDQLFL�(XURSVNH�DJHQFLMH�]D�OLMHNRYH�
KWWS���ZZZ�HPD�HXURSD�HX���NDR�L�QD�LQWHUQHWVNRM�VWUDQLFL�^QD]LY�QDGOHåQRJ�WLMHOD�GUåDYH�þODQLFH�
�SRYH]QLFD�`!� 
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PRILOG II. 
 

A. 352,=92Ĉ$ý�,��%,2/2â.(�,+��'-(/$71(�,+��79$5,�,�
352,=92Ĉ$ý�,��2'*2925$1�1,��=$�38â7$1-(�
6(5,-(�/,-(.$�8�3520(7 

 
%� 89-(7,�,/,�2*5$1,ý(1-$�9(=$1,�8=�236.5%8�,�

35,0-(18 
 

C. 267$/,�89-(7,�,�=$+7-(9,�2'2%5(1-$�=$�
67$9/-$1-(�/,-(.$�8�3520(7 

 
'� 89-(7,�,/,�2*5$1,ý(1-$�9(=$1,�8=�6,*8518�,�

8ý,1.29,78�35,0-(18�/,-(.$ 
 

(� 326(%1(�2%9(=(�=$�3529('%(�0-(5$�1$.21�
'$9$1-$�2'2%5(1-$�.2'�2'2%5(1-$�=$�
67$9/-$1-(�/,-(.$�8�3520(7�8�,=1,01,0�
2.2/1267,0$ 
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A. 352,=92Ĉ$ý�,��%,2/2â.(�,+��'-(/$71(�,+��79$5,�,�352,=92Ĉ$ý�,��
2'*2925$1�1,��=$�38â7$1-(�6(5,-(�/,-(.$�8�3520(7 

 
1D]LY�L��L�DGUHVD�H��SURL]YRÿDþD�ELRORãNH�LK��GMHODWQH�LK��WYDUL 
 
/RQ]D�%LRORJLFV��,QF�� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
6$' 
 
1D]LY�L��L�DGUHVD�H��SURL]YRÿDþD�RGJRYRUQRJ�LK��]D�SXãWDQMH�VHULMH�OLMHND�X�SURPHW 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��Breda 
+RODQGLMD 
 
 
%� 89-(7,�,/,�2*5$1,ý(1-$�9(=$1,�8=�236.5%8�,�35,0-(18� 
 
/LMHN�VH�L]GDMH�QD�UHFHSW� 
 
 
C. 267$/,�89-(7,�,�=$+7-(9,�2'2%5(1-$�=$�67$9/-$1-(�/,-(.$�8�3520(7 
 
x 3HULRGLþND�L]YMHãüD�R�QHãNRGOMLYRVWL�OLMHND��3685-HYL� 

 
=DKWMHYL�]D�SRGQRãHQMH�3685-HYD�]D�RYDM�OLMHN�GHILQLUDQL�VX�X�SRSLVX�UHIHUHQWQLK�GDWXPD�8QLMH�
�(85'�SRSLV��SUHGYLÿHQRP�þODQNRP ����F�VWDYNRP ���'LUHNWLYH ��������(=�L�VYLP�VOMHGHüLP�
DåXULUDQLP�YHU]LMDPD�REMDYOMHQLPD�QD�HXURSVNRP�LQWHUQHWVNRP�SRUWDOX�]D�OLMHNRYH� 
 
 
'� 89-(7,�,/,�2*5$1,ý(1-$�9(=$1,�8=�6,*8518�,�8ý,1.29,78�35,0-(18�

/,-(.$�� 
 
x 3ODQ�XSUDYOMDQMD�UL]LNRP��503� 

 
1RVLWHOM�RGREUHQMD�REDYOMDW�üH�]DGDQH�IDUPDNRYLJLODQFLMVNH�DNWLYQRVWL�L�LQWHUYHQFLMH��GHWDOMQR�
REMDãQMHQH�X�GRJRYRUHQRP�PODQX�XSUDYOMDQMD�UL]LNRP��503���NRML�VH�QDOD]L�X�0RGXOX�������
2GREUHQMD�]D�VWDYOMDQMH�OLMHND�X�SURPHW��WH�VYLP�VOMHGHüLP�GRJRYRUHQLP�DåXULUDQLP�YHU]LMDPD�
503-D� 
 
$åXULUDQL�503�WUHED�GRVWDYLWL� 

x QD�]DKWMHY�(XURSVNH�DJHQFLMH�]D�OLMHNRYH� 
x SULOLNRP�VYDNH�L]PMHQH�VXVWDYD�]D�XSUDYOMDQMH�UL]LNRP��D�QDURþLWR�NDGD�MH�WD�L]PMHQD�UH]XOWDW�

SULPLWND�QRYLK�LQIRUPDFLMD�NRMH�PRJX�YRGLWL�ND�]QDþDMQLP�L]PMHQDPD�RPMHUD�NRULVW�UL]LN��
RGQRVQR�NDGD�MH�L]PMHQD�UH]XOWDW�RVWYDUHQMD�QHNRJ�YDåQRJ�FLOMD��X�VPLVOX�IDUPDNRYLJLODQFLMH�
LOL�PLQLPL]DFLMH�UL]LND�� 

 
 
(� 326(%1(�2%9(=(�=$�3529('%(�0-(5$�1$.21�'$9$1-$�2'2%5(1-$�.2'�

2'2%5(1-$�=$�67$9/-$1-(�/,-(.$�8�3520(7�8�,=1,01,0�2.2/1267,0$ 
 
%XGXüL�GD�MH�RYR�RGREUHQMH�]D�VWDYOMDQMH�OLMHND�X�SURPHW�X�L]QLPQLP�RNROQRVWLPD��VXNODGQR�þODQNX ����
VWDYNX ���8UHGEH��(=��EU� ����������QRVLWHOM�RGREUHQMD�GXåDQ�MH�XQXWDU�QDYHGHQRJ�YUHPHQVNRJ�URND�
SURYHVWL�VOMHGHüH�PMHUH� 
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2SLV 'R�GDWXPD 
 
.DNR�EL�YDOLGLUDR�IDUPDNRNLQHWLþNX�PHWRGX�]D�RELOWRNVDNVLPDE�
�*&/-�����X�OMXGVNRP VHUXPX��QXåQR�MH�GD�QRVLWHOM�RGREUHQMD�]D�
VWDYOMDQMH�X�SURPHW�GRVWDYL�UH]XOWDWH�YDOLGDFLMe WHVWD�]D�VOMHGHüH�
DVSHNWH�SULMH�SUimjene WHVWD�]D�DQDOL]X�X]RUaND�]D�NOLQLþNR�
LVSLWLYDQMH�$+�����LQWHUIHUHQFLMD�VD�]DãWLWQLP�DQWLJHQRP�����L������
()��/)�L�$'$�WH�XþLQNRYLWRVW�WHVWD�X�KHPROLWLþNRP�L�OLSHPLþQRP�
VHUXPX��3RWUHEQR�MH�L]YHVWL�SDUDOHOL]DP�V�QDVWDOLP�X]RUFLPD�L]�
SODQLUDQRJ�RWYRUHQRJ�WHUHQVNRJ�LVSLWLYDQMD�$+���� 
 
 
 
.DNR�EL�VH�SURFLMHQLR�NOLQLþNL�RGJRYRU��VLJXUQRVW�L�SRGQRãOMLYRVW��
XNOMXþXMXüL�WLMHN�EROHVWL�L�SUHåLYOMDYDQMH�X�LVSLWDQLND�VD�VXPQMRP�
QD��YMHURMDWQRãüX�LOL�SRWYUGRP�LQKDODFLMVNRJ�DQWUDNVD�OLMHþHQLK�
RELOWRNVDNVLPDERP��SRWUHEQR�MH�GD�QRVLWHOM�RGREUHQMD�]D�VWDYOMDQMH�
X�SURPHW�SURYHGH��X�VNODGX�V�GRJRYRUHQLP�SURWRNRORP��L�GRVWDYL�
UH]XOWDWH�]DYUãQRJ�L]YMHãüD�]D�RWYRUHQR�WHUHQVNR�LVSLWLYDQMH�ID]H���
$+����QDNRQ�SRMDYH�L]ELMDQMD�EROHVWL�DQWUDNVD�X�]HPOMDPD�X�
NRMLPD�MH�RELOWRNVDNVLPDE�RGREUHQ�L�GRVWXSDQ� 
 
 
 
 

 
3UHGDMH�VH�]DMHGQR�VD�
]DYUãQLP�NOLQLþNLP�
L]YMHãüHP�LVSLWLYDQMD�
$+��� 
 
 
 
 
 
 
 
3RWUHEQR�MH�predati 
JRGLãQMD�L]YMHãüD� 
 
=DYUãQR�L]YMHãüH�GRVWDYLW�
üH�VH�QDMNDVQLMH����PMHVHFL�
QDNRQ�SRVOMHGQMH�SULPMHQH�
RELOWRNVDNVLPDED�LOL�
SRVOMHGQMHJ�SULNXSOMDQMD�
SRGDWDND�X�VOXþDMX�
UHWURVSHNWLYQRJ�
SULNXSOMDQMD�SRGDWDND 
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PRILOG III. 
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32'$7&,�.2-,�6(�025$-8�1$/$=,7,�1$�9$1-6.20�3$.,5$1-8 
 
.87,-$ 
 
 
1. 1$=,9�/,-(.$ 
 
1<;7+5$&,6 100 PJ�PO�VWHULOQL�NRQFHQWUDW 
RELOWRNVDNVLPDE� 
 
 
2. 1$92Ĉ(1-(�'-(/$71(�,+��79$5, 
 
1 PO����� PJ�RELOWRNVDNVLPDED� 
 
 
3. 323,6�3202û1,+�79$5, 
 
3RPRüQH�WYDUL��KLVWLGLQ��VRUELWRO��(�����NORUidna NLVHOLQD��QDWULMHY�KLGURNVLG��YRGD�]D�LQMHNFLMH� 
 
 
4. )$50$&(876.,�2%/,.�,�6$'5ä$- 
 
.RQFHQWUDW�]D�RWRSLQX�]D�LQIX]LMX 
��� PJ�� ml 
1 ERþLFD 
 
 
5. 1$ý,1�,�387�(9,��35,0-(1(�/,-(.$ 
 
3ULMH�XSRUDEH�SURþLWDMWH�XSXWX�R�OLMHNX� 
L�Y� QDNRQ�UD]UMHÿLYDQMD� 
6DPR�]D�MHGQRNUDWQX�XSRUDEX� 
1HPRMWH�WUHVWL� 
 
45�kod NRML�WUHED�ELWL�XNOMXþHQ���ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� 326(%12�832=25(1-(�2�ý89$1-8�/,-(.$�,=9$1�32*/('$�,�'2+9$7$�

'-(&( 
 
 
7. '58*2�$��326(%12�$��832=25(1-(�$���$.2�-(�3275(%12 
 
 
 
8. 52.�9$/-$1267, 
 
EXP 
 
 
9. 326(%1(�0-(5(�ý89$1-$ 
 
ýXYDWL�X�KODGQMDNX�� 
1H�]DPU]DYDWL�� 
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ýXYDWL�X�RULJLQDOQRP�SDNLUDQMX�UDGL�]DãWLWH�RG�VYMHWORVWL� 
 
 
10. 326(%1(�0-(5(�=$�=%5,1-$9$1-(�1(,6.25,â7(12*�/,-(.$�,/,�

273$'1,+�0$7(5,-$/$�.2-,�327-(ý8�2'�/,-(.$��$.2�-(�3275(%12 
 
 
11. 1$=,9�,�$'5(6$�126,7(/-$�2'2%5(1-$�=$�67$9/-$1-(�/,-(.$�8�3520(7 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-&XULH-6WUDVVH�� 
������/|UUDFK 
1MHPDþND 
 
 
12. %52-�(9,��2'2%5(1-$�=$�67$9/-$1-(�/,-(.$�8�3520(7� 
 
(8�������������� 
 
 
13. %52-�6(5,-( 
 
%URM�VHULMH 
 
 
14. 1$ý,1�,='$9$1-$�/,-(.$ 
 
 
15. 8387(�=$�8325$%8 
 
 
��� 32'$7&,�1$�%5$,//(2920�3,608 
 
3ULKYDüHQR�REUD]ORåHQMH�]D�QHQDYRÿHQMH�%UDLOOHRYRJ�SLVPD� 
 
 
17. -(',1679(1,�,'(17,),.$725�– �'�%$5.2' 
 
6DGUåL��'�EDUNRG�V�MHGLQVWYHQLP�LGHQWLILNDWRURP� 
 
 
18. -(',1679(1,�,'(17,),.$725�– 32'$7&,�ý,7/-,9,�/-8'6.,0�2.20 
 
3&� 
61� 
NN  
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32'$7&,�.2-(�025$�1$-0$1-(�6$'5ä$9$7,�0$/2�8187$51-(�3$.,5$1-( 
 
1$/-(31,&$�1$�%2ý,&, 
 
 
1. 1$=,9�/,-(.$�,�387�(9,��35,0-(1(�/,-(.$ 
 
1<;7+5$&,6 100 PJ�PO�VWHULOQL�NRQFHQWUDW 
RELOWRNVDNVLPDE� 
L�Y� QDNRQ�UD]UMHÿLYDQMD� 
 
 
2. 1$ý,1�35,0-(1(�/,-(.$ 
 
6DPR�]D�MHGQRNUDWQX�XSRUDEX� 
 
3. 52.�9$/-$1267, 
 
EXP 
 
 
4. %52-�6(5,-( 
 
6HULMD 
 
 
5. 6$'5ä$-�32�7(ä,1,��92/80(18�,/,�'2=12-�-(',1,&,�/,-(.$ 
 
��� PJ�� ml 
 
 
�� '58*2 
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8SXWD�R�OLMHNX��,QIRUPDFLMH�]D�EROHVQLND 
 

1<;7+5$&,6 100 PJ�PO�NRQFHQWUDW�]D�RWRSLQX�]D�LQIX]LMX 
RELOWRNVDNVLPDE 

 
2YDM�MH�OLMHN�SRG�GRGDWQLP�SUDüHQMHP��7LPH�VH�RPRJXüXMH�EU]R�RWNULYDQMH�QRYLK�VLJXUQRVQLK�

LQIRUPDFLMD��3ULMDYRP�VYLK�VXPQML�QD�QXVSRMDYX�L�9L�PRåHWH�SRPRüL��=D�SRVWXSDN�SULMDYOMLYDQMD�
QXVSRMDYD��SRJOHGDMWH�GLR �� 
 
3DåOMLYR�SURþLWDMWH�FLMHOX�XSXWX�SULMH�QHJR�SRþQHWH�SULPMHQMLYDWL�RYDM�OLMHN�MHU�VDGUåL�9DPD�

YDåQH�SRGDWNH. 
- 6DþXYDMWH�RYX�XSXWX��0RåGD�üHWH�MH�WUHEDWL�SRQRYQR�SURþLWDWL�� 
- $NR�LPDWH�GRGDWQLK�SLWDQMD��REUDWLWH�VH�OLMHþQLNX��OMHNDUQLNX�LOL�PHGLFLQVNRM�VHVWUL� 
- $NR�SULPLMHWLWH�ELOR�NRMX�QXVSRMDYX��SRWUHEQR�MH�REDYLMHVWLWL�OLMHþQLND��OMHNDUQLND�LOL�PHGLFLQVNX�

VHVWUX� 7R�XNOMXþXMH�L�VYDNX�PRJXüX�QXVSRMDYX�NRMD�QLMH�QDYHGHQD�X�RYRM�XSXWL��3RJOHGDMWH�
dio �� 

 
âWR�VH�QDOD]L�X�RYRM�XSXWL� 
 
�� Što je 1<;7+5$&,6 L�]D�ãWR�VH�NRULVWL� 
�� âWR�PRUDWH�]QDWL�SULMH�QHJR�primite 1<;7+5$&,6 
�� .DNR�üH�VH�SULPMHQMLYDWL�1<;7+5$&,6 
�� 0RJXüH�QXVSRMDYH� 
�� .DNR�þXYDWL�1<;7+5$&,6 
�� 6DGUåDM�SDNLUDQMD�L�GUXJH�LQIRUPDFLMH 
 
 
1. âWR�MH�1<;7+5$&,6 L�]D�ãWR�VH�NRULVWL 
 
1<;7+5$&,6 VDGUåL�GMHODWQX�WYDU�RELOWRNVDNVLPDE��2ELOWRNVDNVLPDE�MH�PRQRNORQVNR�SURWXWLMHOR��
YUVWD�SURWHLQD�NRML�VH�YHåH�L�LQDNWLYLUD�WRNVLQH�NRMH�SURL]YRGH�EDNWHULMH�NRMH�X]URNXMX�DQWUDNV� 
 
1<;7+5$&,6 VH�SULPMHQMXMH�V�DQWLELRWVNLP�OLMHNRYLPD�]D�OLMHþHQMH�RGUDVOLK�L GMHFH�V�DQWUDNVRP�
X]URNRYDQLP�XGLVDQMHP�EDNWHULMD��LQKDODFLMVNL�DQWUDNV��� 
 
1<;7+5$&,6 VH�PRåH�SULPMHQMLYDWL�L�DNR�VWH�PRJOL�GRüL�X�NRQWDNW�V�EDNWHULMDPD�LOL�VSRUDPD�
DQWUDNVD��DOL�QHPDWH�VLPSWRPH�EROHVWL�WH�DNR�QHPD�GUXJRJ�GRVWXSQRJ�L�RGJRYDUDMXüHJ�OLMHþHQMD� 
 
 
2. âWR�PRUDWH�]QDWL�SULMH�QHJR�SULPLWH 1<;7+5$&,6 
 
1H�VPLMHWH�SULPLWL 1<;7+5$&,6 
- DNR�VWH�DOHUJLþQL�QD�RELOWRNVDNVLPDE�LOL�QHNL�GUXJL�VDVWRMDN�RYRJ�OLMHND��QDYHGHQ�X�GLMHOX ��� 
 
8SR]RUHQMD�L�PMHUH�RSUH]D� 
2EUDWLWH�VH�VYRP�OLMHþQLNX��OMHNDUQLNX�LOL�PHGLFLQVNRM�VHVWUL�SULMH�QHJR�X]PHWH�OLMHN�1<;7+5$&,6� 
 
- ako 9L��LOL�9DãH�GLMHWH��LPDWH�QDVOMHGQX�QHWROHUDQFLMX�QD�IUXNWR]X��ULMHGDN�JHQHWVNL�SRUHPHüDM� ili 

ako 9DãH�GLMHWH�YLãH�QH�PRåH�X]LPDWL�VODWNX�KUDQX�LOL�SLüH�MHU�RVMHüD�PXþQLQX��SRYUDüD�LOL�LPD�
QHXJRGQH�XþLQNH�NDR�ãWR�VX�QDGXWRVW��JUþHYL�X�åHOXFX�LOL�SUROMHY� 

 
$OHUJLMVNH�UHDNFLMH�NRMH�VH�PRJX�SRMDYLWL�QDNRQ�OLMHþHQMD�OLMHNRP�1<;7+5$&,6 SRQHNDG�PRJX�ELWL�
WHãNH��0RåGD�üHWH�SULPLWL�DQWLKLVWDPLQLN�SULMH�QHJR�ãWR�SULPLWH�1<;7+5$&,6 UDGL�VPDQMHQMD�UL]LND�
RG�DOHUJLMVNLK�UHDNFLMD� 
 
'UXJL�OLMHNRYL�L�1<;7+5$&,6 
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2EDYLMHVWLWH�VYRJ�OLMHþQLND�LOL�OMHNDUQLND�DNR�SULPMHQMXMHWH��QHGDYQR�VWH�SULPLMHQLOL�LOL�ELVWH�PRJOL�
SULPLMHQLWL�ELOR�NRMH�GUXJH�OLMHNRYH� 
0RåGD�üHWH�SULPLWL�DQWLELRWLNH��QSU��FLSURIORNVDFLQ��NDR�SRPRü�X�OLMHþHQMX�LQKDODFLMVNRJ�DQWUDNVD� 
 
7UXGQRüD�L�GRMHQMH 
$NR�VWH�WUXGQL�LOL�GRMLWH��PLVOLWH�GD�ELVWH�PRJOL�ELWL�WUXGQL�LOL�SODQLUDWH�LPDWL�GLMHWH��REUDWLWH�VH�VYRP�
OLMHþQLNX�]D�VDYMHW�SULMH�QHJR�ãWR�X]PHWH�RYDM�OLMHN� 
 
1LMH�SR]QDWR�PRåH�OL�1<;7+5$&,6 QDãWHWLWL�QHURÿHQRP�GMHWHWX�� 
 
1LMH�SR]QDWR�L]OXþXMH�OL�VH�1<;7+5$&,6 X�PDMþLQR�POLMHNR��9L�L�9Dã�OLMHþQLN�RGOXþLW�üHWH�VPLMHWH�OL�
dojiti nakon primanja lijeka 1<;7+5$&,6� 
 
8SUDYOMDQMH�YR]LOLPD�L�VWURMHYLPD 
1<;7+5$&,6 PRåH�X]URNRYDWL�QXVSRMDYH�NDR�ãWR�VX�JODYREROMD��RPDJOLFD��XPRU�L�SRYUDüDQMH��7R�
PRåH�XWMHFDWL�QD�VSRVREQRVW�XSUDYOMDQMD�YR]LOLPD�LOL�UDGD�VD�VWURMHYLPD� 
 
1<;7+5$&,6 VDGUåL�VRUELWRO��(���� 
6RUELWRO�MH�L]YRU�IUXNWR]H��YUVWD�ãHüHUD���$NR�9L��LOL�9DãH�GLMHWH��LPDWH�QDVOMHGQR�QHSRGQRãHQMH 
IUXNWR]e��ULMHGDN�JHQHWVNL�SRUHPHüDM��9Dã�OLMHþQLN�PRåH�RGOXþLWL�GD�9L��LOL�9DãH�GLMHWH��QH�VPLMHWH�
SULPLWL�RYDM�OLMHN��%ROHVQLFL�V�QDVljednLP�QHSRGQRãHQMHP IUXNWR]e QH�PRJX�UD]JUDGLWL�IUXNWR]X��ãWR�
PRåH�X]URNRYDWL�R]ELOMQH�QXVSRMDYH� 
0RUDWH�REDYLMHVWLWL�VYRJ�OLMHþQLND�SULMH�QHJR�ãWR�SULPLWH�RYDM�OLMHN�DNR�9L��LOL�9DãH�GLMHWH��LPDWH�
QDVOMHGQR�QHSRGQRãHQMH IUXNWR]e ili ako 9DãH�GLMHWH�YLãH�QH�PRåH�X]LPDWL�VODWNX�KUDQX�LOL�SLüH�]ERJ�
pojave PXþQLQe��SRYUDüDnja LOL�QHXJRGQLK�QXVSRMDYD�SRSXW QDGXWRVWi��JUþHYD�X�WUEXKX ili proljeva� 
 
1<;7+5$&,6 VDGUåL�QDWULM 
2YDM�OLMHN�VDGUåL�PDQMH�RG�� PPRO���� PJ��QDWULMD�SR�ERþLFL�RG � ml lijeka 1<;7+5$&,6��WM� 
]DQHPDULYe NROLþLQe QDWULMD� 
 
 
3. .DNR�üH�VH�SULPMHQMLYDWL�1<;7+5$&,6 
 
Lijek 1<;7+5$&,6 GDW�üH�9DP�OLMHþQLN�LOL�PHGLFLQVND�VHVWUD��9Dã�üH�OLMHþQLN�LOL�PHGLFLQVND�VHVWUD�
L]UDþXQDWL�GR]X�QD�WHPHOMX�9DãH��LOL�GMHWHWRYH��WHåLQH�� 
 
/LMHþQLN��PHGLFLQVND�VHVWUD�LOL�OMHNDUQLN�SULSUHPLW�üH�OLMHN�]D�LQIX]LMX�� 
Otopina lijeka 1<;7+5$&,6 GDMH�VH�X�REOLNX�LQIX]LMH��XNDSDYDQMH��WLMHNRP��� PLQXWD�X�YHQX��
RELþQR�X�9DãRM�UXFL��%LW�üHWH�SRG�QDG]RURP�GRN�9DP�VH�GDMH�1<;7+5$&,6 WH�QDMPDQMH�MHGDQ�VDW�
QDNRQ�LQIX]LMH�� 
3ULMH�QHJR�ãWR�GRELMHWH�1<;7+5$&,6��RELþQR�üHWH�GRELWL�OLMHNRYH�]D�VSUHþDYDQMH�LOL�VPDQMHQMH�
DOHUJLMVNLK�UHDNFLMD�� 
 
8�VOXþDMX�ELOR�NDNYLK�SLWDQMD�X�YH]L�V�SULPMHQRP�RYRJ�OLMHND��REUDWLWH�VH�OLMHþQLNX��OMHNDUQLNX�LOL 
PHGLFLQVNRM�VHVWUL� 
 
 
4. 0RJXüH�QXVSRMDYH 
 
.DR�L�VYL�OLMHNRYL��RYDM�OLMHN�PRåH�X]URNRYDWL�QXVSRMDYH�LDNR�VH�RQH�QHüH�MDYLWL�NRG�VYDNRJD� 
 
2GPDK�REDYLMHVWLWH�VYRJ�OLMHþQLND�LOL�RVREX�NRMD�9DP�GDMH�LQIX]LMX�DNR�SULPLMHWLWH�QHNX�RG�
VOMHGHüLK�QXVSRMDYD�� 
 
VYUEHå��RVLS��QHGRVWDWDN�]UDND�LOL�SLVNDQMH�– WR�PRJX�ELWL�]QDNRYL�DOHUJLMVNH�UHDNFLMH��SUHRVMHWOMLYRVWL�� 
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2VWDOH�QXVSRMDYH�OLMHND�1<;7+5$&,6 REXKYDüDMX� 
 
ýHVWR �PRJX�VH�MDYLWL�X�PDQMH�RG 1 na ���RVRED� 
- *ODYREROMD 
- .DãDOM 
- %RO�QD�PMHVWX�SULPMHQH�LQIX]LMH 
- 6YUEHå��NRåQL�RVLS��XNOMXþXMXüL�RVLS�V�X]GLJQXüLPD�QD�NRåL�SUDüHQ�VYUEHåRP��NRSULYQMDþD� 
 
0DQMH�þHVWR �PRJX�VH�MDYLWL�X�GR���QD���� RVRED� 
- $OHUJLMVNH�UHDNFLMH 
- 2PDJOLFD 
- 8WUQXORVW 
- 9L]XDOQD�RVMHWOMLYRVW�QD�VYMHWORVW��IRWRIRELMD� 
- 1HODJRGD�X�XKX 
- ,ULWDFLMD�JUOD 
- 3URPXNOL�JODV 
- =DþHSOMHQMH�VLQXVD 
- 1HGRVWDWDN�]UDND 
- %RO�X�XVQDPD 
- (NFHP��JXOMHQMH�NRåH 
- 7U]DQMH�PLãLüD��JUþHYL�PLãLüD 
- Umor 
- =LPLFD��RVMHüDM�KODGQRüH� 
- 1HODJRGD�X�SUVQRP�NRãX� 
- %RO�RSüHQLWR�L�ERO�X XGRYima��SUVQom NRãX��þHOMXVWi��PLãLüima��OLJDPHQWima��WHWLYama ili 

NRVWLma  
- 2WLFDQMH��ERO�LOL�IOHELWLV �XSDOMHQH�YHQH� QD�PMHVWX primjene LQIX]LMH 
 
3ULMDYOMLYDQMH�QXVSRMDYD 
$NR�SULPLMHWLWH�ELOR�NRMX�QXVSRMDYX��SRWUHEQR�MH�REDYLMHVWLWL OLMHþQLND��OMHNDUQLND�LOL�PHGLFLQVNX�VHVWUX� 
7R�XNOMXþXMH�L�VYDNX�PRJXüX�QXVSRMDYX�NRMD�QLMH�QDYHGHQD�X�RYRM�XSXWL��1XVSRMDYH�PRåHWH�SULMDYLWL�
L]UDYQR�SXWHP�QDFLRQDOQRJ�VXVWDYD�]D�SULMDYX�QXVSRMDYD� QDYHGHQRJ�X 'RGDWNX�9��3ULMDYOMLYDQMHP�
QXVSRMDYD�PRåHWH�SULGRQLMHWL�X�SURFMHQL�VLJXUQRVWL�RYRJ�OLMHND� 
 
 
5. .DNR�þXYDWL�1<;7+5$&,S 
 
/LMHN�þXYDMWH�L]YDQ�SRJOHGD�L�GRKYDWD�GMHFH� 
 
2YDM�OLMHN�VH�QH�VPLMH�XSRWULMHELWL�QDNRQ�LVWHND�URND�YDOMDQRVWL�QDYHGHQRJ�QD�NXWLML�L�QD�QDOMHSQLFL�L]D�
R]QDNH�(;3��5RN�YDOMDQRVWL�RGQRVL�VH�QD�]DGQML�GDQ�QDYHGHQRJ�PMHVHFD� 
 
ýXYDWL�X�KODGQMDNX��� �& – � �&��� 
1H�]DPU]DYDWL� 
ýXYDWL�X�RULJLQDOQRP�SDNLUDQMX�UDGL�]DãWLWH�RG�VYMHWORVWL� 
 
1DNRQ�UD]UMHÿLYDQMD�X�YUHüLFL�]D�LQIX]LMX��GRND]DQD�MH�NHPLMVND��IL]LþND�L�PLNURELRORãND�VWDELOQRVW�SUL�
XSRWUHEL�WLMHNRP�� VDWL�QD�VREQRM�WHPSHUDWXUL���� �&�– �� �&��LOL�X�KODGQMDNX��� �&�– � �&�� 
 
1DNRQ�UD]UMHÿLYDQMD�OLMHND�1<;7+5$&,6 X�ãWUFDOMNL�]D�LQIX]LMX��SRWUHEQR�JD�MH�RGPDK�SULPLMHQLWL�L�
QH�VNODGLãWLWL��1HLVNRULãWHQL�lijek SRWUHEQR�MH�EDFLWL� 
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�� 6DGUåDM�SDNLUDQMD�L�GUXJH�LQIRUPDFLMH 
 
âWR�1<;7+5$&,6 VDGUåL� 
- 'MHODWQD�WYDU�MH�RELOWRNVDNVLPDE��-HGDQ�PO�NRQFHQWUDWD�VDGUåL���� PJ�RELOWRNVDNVLPDED��-HGQD�

ERþLFD�RG�� PO�VDGUåL���� PJ�RELOWRNVDNVLPDED� 
- 2VWDOL�VDVWRMFL�VX�KLVWLGLQ��VRUELWRO��(������SROLVRUEDW�����(������NORUidna NLVHOLQD��(�����L�

QDWULMHY�KLGURNVLG��(������7DNRÿHU�SRJOHGDMWH�GLR ���Ä1<;7+5$&,6 VDGUåL�VRUELWRO´� 
 
.DNR�1<;7+5$&,6 L]JOHGD�L�VDGUåDM�SDNLUDQMD 
1<;7+5$&,6 MH�ELVWUL�GR�RSDOHVFHQWQL��EH]ERMQL�GR�EOLMHGR�åXWL�GR�EOLMHGR�VPHüNDVWRåXWL�NRQFHQWUDW�
]D�RWRSLQX� 
1<;7+5$&,6 MH�GRVWXSDQ�X�SDNLUDQMLPD�NRMD�VDGUåDYDMX���ERþLFX� 
 
1RVLWHOM�RGREUHQMD�]D�VWDYOMDQMH�OLMHND�X�SURPHW 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-&XULH-6WUDVVH�� 
������/|UUDFK 
1MHPDþND 
 
3URL]YRÿDþ� 
$FHUWL3KDUPD�%�9� 
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