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PRï¿½LOHA I  
 

Sï¿½HRN CHARAKTERISTICKï¿½CH VLASTNOSTï¿½ LIEKU  
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7HQWR�OLHN�MH�SUHGPHWRP�ćDOãLHKR�PRQLWRURYDQLD��7R�XPRåQt�UêFKOH�]tVNDQLH�QRYêFK�LQIRUPiFLt�
o EH]SHþQRVWL��2G�]GUDYRWQtFN\FK�SUDFRYQtNRY�VD�Y\åDGXMH��DE\�KOiVLOL�DNpNRĐYHN�SRGR]UHQLD�QD�
QHåLDGXFH�UHDNFLH��,QIRUPiFLH�R WRP��DNR�KOiVLĢ�QHåLDGXFH�UHDNFLH��QiMGHWH�Y þDVWL����� 
 
 
1. Nï¿½ZOV LIEKU  
 
1<;7+5$&,6 100 PJ�PO�NRQFHQWUiW QD�LQI~]Q\�UR]WRN 
 
 
2. KVALITATï¿½VNE A .9$17,7$7Ë91(�=/2ä(1,( 
 
.DåGê�PO�NRQFHQWUiWX�REVDKXMH�100 PJ�RELOWR[D[LPDEX� 
-HGQD�� PO�LQMHNþQi�OLHNRYND�REVDKXMH���� PJ�RELOWR[D[LPDEX� 
 
2ELOWR[D[LPDE�je SURGXNRYDQê Y EXQNiFK�P\ãLHKR�P\HOyPX�*6-16��SRPRFRX�WHFKQROyJLH�
UHNRPELQDQWQHM�'1$� 
 
3RPRFQi�OiWND�VR�]QiP\P�~þLQNRP: 
 
.DåGê�PO�NRQFHQWUiWX�REVDKXMH��� PJ�VRUELWROX� 
 
ÒSOQê�]R]QDP�SRPRFQêFK�OiWRN��SR]UL�þDVĢ����� 
 
 
3. LIEKOVï¿½ FORMA  
 
KRQFHQWUiW�QD LQI~]Q\�UR]WRN��VWHULOQê�NRQFHQWUiW�� 
1<;7+5$&,6 MH�þtU\�Då�RSDOL]XM~FL��EH]IDUHEQê�Då�VYHWORåOWê�Då�VYHWORKQHGR-åOWê�UR]WRN��NWRUê�P{åH�
REVDKRYDĢ�QLHNRĐNR�SULHKĐDGQêFK Då�ELHO\FK�ELHONRYLQRYêFK�þDVWtF��NWRUp�VD�RGVWUiQLD�LQ-line 
ILOWUiFLRX��V�S+ ����D�RVPRODOLWRX���� – ��� P2VP�NJ� 
 
 
4. KLINICKï¿½ ï¿½DAJE  
 
4.1 Terapeutickï¿½ indikï¿½cie  
 
1<;7+5$&,6 MH�LQGLNRYDQê�Y�NRPELQiFLL�V�YKRGQêPL DQWLEDNWHULiOQ\PL�OLHNPL�YãHWNêm YHNRYêm 
VNXSLQim QD�OLHþEX�LQKDODþQpKR�DQWUD[X�VS{VREHQpKR�EDNWpULRX�Bacillus anthracis �SR]UL�þDVĢ������ 
 
1<;7+5$&,6 MH�LQGLNRYDQê�YãHWNêm YHNRYêm VNXSLQim QD�SRVW-H[SR]LþQ~�SURI\OD[LX�LQKDODþQpKR�
DQWUD[X��DN�DOWHUQDWtYQD�OLHþED�QLH�MH�YKRGQi�DOHER�QLH�MH�N�GLVSR]tFLL��SR]UL�þDVĢ������ 
 
4.2 Dï¿½vkovanie a spï¿½sob podï¿½vania 
 
1<;7+5$&,6 VD�Pi�SRGDĢ�iKQHć��DNR�MH�NOLQLFN\�LQGLNRYDQê� 
 
9�SUtSDGH�DQDI\ODNWLFNHM�XGDORVWL�SR�SRGDQt�OLHNX�1<;7+5$&,6 Pi�E\Ģ�YåG\�ĐDKNR�GRVWXSQi�
SULPHUDQi�OLHþED�D�OHNiUVN\�GRKĐDG� 
 
'iYNRYDQLH 
 
2GSRU~þDQi GiYND OLHNX�1<;7+5$&,6 X�GRVSHOêFK�SDFLHQWRY�V WHOHVQRX�KPRWQRVĢRX�QDMPHQHM 
�� kg je jednRUD]RYi LQWUDYHQy]QD�LQI~]LD��� PJ�NJ�WHOHVQHM�KPRWQRVWL��2GSRU~þDQi GiYND OLHNX�
1<;7+5$&,6 X�GRVSHOêFK�SDFLHQWRY�V WHOHVQRX�KPRWQRVĢRX�PHQHM�DNR��� kg je jednRUD]RYi 
LQWUDYHQy]QD�LQI~]LD��� PJ�NJ�WHOHVQHM�KPRWQRVWL� 
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3UHG�SRGDQtP�OLHNX�1<;7+5$&,6 VD�RGSRU~þD�SUHPHGLNiFLD�DQWLKLVWDPLQLNRP��SR]UL�þDVWL�����
D ����� 
 
ÒSUDY\�GiYN\ Y�SUtSDGH�UHDNFLt�V~YLVLDFLFK�V�SRGDQtP�LQI~]LH�V~�XYHGHQp�Y�WDEXĐNH��� 
 
7DEXĐND 1: ï¿½pravy dï¿½vky obiltoxaximabu v prï¿½pade  reakciï¿½ sï¿½visiacich s podanï¿½m infï¿½zie  
=iYDåQRVĢ�
reakciï¿½ 
sï¿½visiacich s 
podanï¿½m infï¿½zie  

ï¿½prava dï¿½vky  

�� – ���VWXSHĖ 
UHDNFLt�
V~YLVLDFLFK�V�
SRGDQtP�LQI~]LH 

,QI~]LD�RELOWR[D[LPDEX�VD�Pi�SUHUXãLĢ�D�Pi�VD�SRGDĢ�SRGSRUQi�OLHþED� 

Pri SUYRP�SUtSDGH�VLSRWX��EURQFKRVSD]PX�DOHER�JHQHUDOL]RYDQHM�XUWLNiULH�
�� VWXSĖD�VD�Pi�RELOWR[D[LPDE�QDWUYDOR�Y\VDGLĢ� 

3UL�RSDNRYDQRP�VLSRWH�DOHER�XUWLNiULL��� VWXSĖD�DOHER�SUL�RSDNRYDQRP�YêVN\WH�
DNêFKNRĐYHN�SUt]QDNRY��� VWXSĖD�VD�Pi�RELOWR[D[LPDE�QDWUYDOR�Y\VDGLĢ� 

,QDN�VD�SR�~SOQRP�RG]QHQt�SUt]QDNRY�P{åH�LQI~]LD�REQRYLĢ�SUL��� ��UêFKORVWL�
GRVLDKQXWHM�SUHG�SUHUXãHQtP��9�QHSUtWRPQRVWL�SUt]QDNRY�VSRMHQêFK�V�LQI~]LRX�
MH�UêFKORVĢ�LQI~]LH�RStVDQi�Y�WDEXĐNH��� 

0i�VD�SRGDĢ�SUHPHGLNiFLD� 

���VWXSHĖ 
UHDNFLt�
V~YLVLDFLFK�V�
SRGDQtP�LQI~]LH 

,QI~]LD�RELOWR[D[LPDEX�VD�Pi�LKQHć ]DVWDYLĢ� 
0i�VD�SRGDĢ�SRGSRUQi�OLHþED� 
2ELOWR[D[LPDE�VD�Pi�QDWUYDOR�Y\VDGLĢ� 

 
2VRELWQp�VNXSLQ\�SDFLHQWRY 
 
Staršï¿½ pacienti 
 
U SDFLHQWRY�YR�YHNX�� �� URNRY�QLH�MH�SRWUHEQi�~SUDYD�GiYNRYDQLD��SR]UL�þDVĢ������ 
 
Pediatrickï¿½ populï¿½cia  
 
2GSRU~þDQi�GiYND�SUH�SHGLDWULFNêFK�SDFLHQWRY�MH�]DORåHQi�QD�WHOHVQHM�KPRWQRVWL��DNR�MH�XYHGHQp�
Y WDEXĐNH�� QLåãLH� 
 
7DEXĐND����2GSRU~þDQi�GiYND�RELOWR[D[LPDEX�v pediatrickej populï¿½cii  (dï¿½vkovanie na zï¿½klade 
telesnej hmotnosti) 

7HOHVQi�KPRWQRVĢ��NJ� 'iYND�>PJ�NJ�
telesnej hmotnosti] 

> �� �� 
> ���Då��� �� 

���DOHER�PHQHM �� 
 
6S{VRE�SRGiYDQLD 
 
2ELOWR[D[LPDE�VD�PXVt�SRGiYDĢ�LQWUDYHQy]QRX�LQI~]LRX�SRþDV��� PLQ~W� 
 
Opatrenia pred zaobchï¿½dzanï¿½m alebo podanï¿½m lieku 
 
,QMHNþQi�OLHNRYND�VD QHPi�SUHWUHSiYDĢ��3UHG�SRGDQtP�IRUPRX�LQWUDYHQy]QHM�LQI~]LH�VD�RELOWR[D[LPDE�
PXVt�]ULHGLĢ�Y�LQMHNþQRP�UR]WRNX�FKORULGX�VRGQpKR�V NRQFHQWUiFLRX�� PJ�PO����� ����SR]UL�þDVĢ������ 
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=ULHGHQi�LQWUDYHQy]QD�LQI~]LD�RELOWR[D[LPDEX�VD�PXVt�SRGiYDĢ�SRþDV��� PLQ~W�UêFKORVĢRX�LQI~]LH�
XYHGHQRX Y�WDEXĐNH��� V�SRXåLWtP LQI~]QHKR�YDNX�DOHER�LQI~]QHM�VWULHNDþN\�D�����-PLNUyQRYpKR�LQ-
OLQH�ILOWUD� 
 
3DFLHQWL�PXVLD�E\Ģ�SRþDV�FHOHM�GRE\�SRGiYDQLD�LQI~]LH�D�QDMPHQHM�MHGQX�KRGLQX�SR�SRGDQt�SR]RUQH�
VOHGRYDQt�QD�SUHMDY\�D�SUt]QDN\�SUHFLWOLYHQRVWL��SR]UL�þDVĢ�������5HDNFLH�VSRMHQp�V�LQI~]LRX�VD�PDM~�
PDQDåRYDĢ�WDN��DNR�MH�XYHGHQp�Y�WDEXĐNH��� 
 
1D�NRQFL�LQWUDYHQy]QHM�LQI~]LH�VD�Pi�KDGLþND�SUHSOiFKQXĢ�LQMHNþQêP�UR]WRNRP�FKORULGX�VRGQpKR�
V NRQFHQWUiFLRX�� PJ�PO����� ��� 
 
7DEXĐND����'iYND�RELOWR[D[LPDEX��FHONRYê�REMHP�LQI~]LH�D�UêFKORVĢ�LQI~]LH�SRGĐD�WHOHVQHM�
hmotnosti 

7HOHVQi�KPRWQRVĢ��NJ� 
(dï¿½vkovanie na zï¿½klade telesnej 

hmotnosti) 
 

&HONRYê�REMHP�LQI~]LH�
[ml] 

[infï¿½zny vak alebo 
LQI~]QD�VWULHNDþND@
 

5êFKORVĢ�LQI~]LH 
>PO�K@ 

> 40 NJ�DOHER�GRVSHOê���� PJ�NJ�WHOHVQHM�KPRWQRVWL� 
> �� ��� ��� 

> 15 NJ�Då��� NJ���� PJ�NJ�WHOHVQHM�KPRWQRVWL� 
���Då��� ��� ��� 
���Då��� 100 �� 

15 NJ�DOHER�PHQHM���� PJ�NJ�WHOHVQHM�KPRWQRVWL� 
���Då��� 100 �� 
��Då��� 50 ���� 

����Då���� �� �� 
����Då�� �� ���� 
����Då�� 15 10 

��DOHER�PHQHM � ��� 

3RN\Q\�QD�ULHGHQLH�OLHNX�D�SRXåLWLH�LQI~]QHKR�YDNX�DOHER�LQI~]QHM VWULHNDþN\�SUHG�SRGDQtP��
SR]UL þDVĢ����� 
 
4.3 Kontraindikï¿½cie  
 
3UHFLWOLYHQRVĢ�QD�OLHþLYR�DOHER�QD�NWRU~NRĐYHN�] SRPRFQêFK�OiWRN�XYHGHQêFK�Y þDVWL����� 
 
4.4 Osobitnï¿½ upozornenia a  RSDWUHQLD�SUL�SRXåtYDQt 
 
6OHGRYDWHĐQRVĢ 
 
$E\�VD�]OHSãLOD��GR�VOHGRYDWHĐQRVĢ�ELRORJLFNpKR�OLHNX��Pi�VD�]UR]XPLWHĐQH�]D]QDPHQDĢ�Qi]RY�D þtVOR�
ãDUåH�SRGDQpKR�OLHNX� 
 
5HDNFLH�V~YLVLDFH�V�SRGDQtP�LQI~]LH��SUHFLWOLYHQRVĢ�D�DQDI\OD[LD 
 
3RþDV�NOLQLFNêFK�VN~ãDQt�V�RELOWR[D[LPDERP�X�]GUDYêFK�~þDVWQtNRY�VD�þDVWR�SR]RURYDOL�UHDNFLH�
VSRMHQp�V SRGDQtP�LQI~]LH�]�SUHFLWOLYHQRVWL��=�G{YRGX�UL]LND�]iYDåQêFK�UHDNFLt�DOHER�DQDI\OD[LH�Pi�
RELOWR[D[LPDE�SRGiYDĢ�Y\ãNROHQê�SHUVRQiO�Y�PRQLWRURYDQRP�SURVWUHGt�Y\EDYHQRP�QD�OLHþEX�
DQDI\OD[LH��3RþDV�SRGiYDQLD�LQI~]LH�D�QDMPHQHM�MHGQX�KRGLQX�SR�MHM�SRGDQt�MH�SRWUHEQp�SDFLHQWRY�
SR]RUQH�VOHGRYDĢ� 
 
.HćåH�VD�NOLQLFNp�VN~ãDQLD�Y\NRQiYDOL�X�]GUDYêFK�GREURYRĐQtNRY��LQI~]LH�RELOWR[D[LPDEX�VD�]DVWDYLOL�
SUL�QiVWXSH�DNHMNRĐYHN�UHDNFLH��1D�]iNODGH�VN~VHQRVWt�V�LQêPL�PRQRNORQiOQ\PL�SURWLOiWNDPL�
SRXåtYDQêPL�QD OLHþEX ]iYDåQêFK�]GUDYRWQêFK�VWDYRY�MH�REY\NOH�PRåQp�LQI~]LH�GRNRQþLĢ��DN�VD�
NRQWUROXM~�YKRGQêP�VS{VRERP��5HDNFLH�V~YLVLDFH�V�SRGDQtP�LQI~]LH�VD�PDM~�OLHþLĢ�WDN��DNR�MH�
XYHGHQp�Y�WDEXĐNH��� 
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3UHG�SRGDQtP�RELOWR[D[LPDEX�VD�RGSRU~þD�SUHPHGLNiFLD�DQWLKLVWDPLQLNRP��QDSU��GLIHQK\GUDPtQRP�
�SR]UL�þDVĢ�������9�NOLQLFNêFK�VN~ãDQLDFK�V�RELOWR[D[LPDERP�VD�GLIHQK\GUDPtQ�SRGiYDO��� PLQ~W�SUHG�
OLHþERX�RELOWR[D[LPDERP��3UHPHGLNiFLD�DQWLKLVWDPLQLNRP�QH]DEUiQL�DQDI\OD[LL�D�P{åH�PDVNRYDĢ�
DOHER�RGGLDOLĢ�QiVWXS�SUt]QDNRY�SUHFLWOLYHQRVWL� 
 
$QWUD[RYi�PHQLQJLWtGD 
 
2ELOWR[D[LPDE�QHSUHFKiG]D�KHPDWRHQFHIDOLFNRX�EDULpURX�D�QH]DEUiQL�DQWUD[RYHM�PHQLQJLWtGH��DQL�MX�
QHOLHþL� 
 
3HGLDWULFNi�SRSXOiFLD 
 
V SHGLDWULFNHM�SRSXOiFLi VD�QHXVNXWRþQLOL�åLDGQH�ãW~GLH�EH]SHþQRVWL�DQL�IDUPDNRNLQHWLN\�
RELOWR[D[LPDEX��SR]UL�þDVĢ������ 
 
,QWHUDNFLH�V�ODERUDWyUQ\PL�WHVWDPL 
 
9\VWDYHQLH�OLHNX�1<;7+5$&,6 P{åH�LQWHUIHURYDĢ�VR�VpURORJLFNêPL�WHVWDPL�QD�DQWUD[� 
 
6RUELWRO 
 
.DåGê�PO�OLHNX�1<;7+5$&,6 REVDKXMH��� PJ�VRUELWROX��SR]UL�þDVWL���D������ 
/LHN\�REVDKXM~FH�VRUELWRO�P{åX�E\Ģ�åLYRW�RKUR]XM~FH��DN�VD�SRGiYDM~�LQWUDYHQy]QH�SDFLHQWRP 
V KHUHGLWiUQRX�LQWROHUDQFLRX�IUXNWy]\��+),���2ELOWRWR[D[LPDE�VD�QHPi�SRXåtYDĢ�X SDFLHQWRY�V�+),�
RNUHP�SUtSDGRY�MHGQR]QDþQHM�NOLQLFNHM�LQGLNiFLH��DN�QLH�V~�GRVWXSQp�LQp�DOWHUQDWtY\��0XVt�VD�Y\NRQDĢ�
GHWDLOQi�DQDPQp]D�NDåGpKR�SDFLHQWD�V�RKĐDGRP�QD�V\PSWyP\�+),�SUHG�SRGDQtP�WRKWR�OLHNX� 
 
'RMþDWi�D�PDOp�GHWL��YR�YHNX�PHQHM�DNR���URN\��V~�PLPRULDGQH�UL]LNRYi�SRSXOiFLD��SUHWRåH�HãWH�
QHPXVLD�PDĢ�GLDJQRVWLNRYDQ~�KHUHGLWiUQX�LQWROHUDQFLX�IUXNWy]\��+),�� 
 
6RGtN 
 
7HQWR�OLHN�REVDKXMH�PHQHM�DNR�� PPRO�VRGtND���� PJ��Y�NDåGHM�� PO�LQMHNþQHM�OLHNRYNH��W� M��
Y SRGVWDWH�]DQHGEDWHĐQp�PQRåVWYR�VRGtND� 
 
4.5 Liekovï¿½ a inï¿½ interakcie  
 
&LSURIOR[DFtQ 
 
9�LQWHUDNþQHM�ãW~GLL�VD��� ~þDVWQtNRP�SRGDOD�MHGQRUD]RYi�GiYND�RELOWR[D[LPDEX�VDPRVWDWQH�DOHER�
V~EHåQH�V�FLSURIOR[DFtQRP��3RþDV���GQt�GRVWiYDOR����~þDVWQtNRY�VDPRWQê�RELOWR[D[LPDE�
D �� ~þDVWQtNRY�GRVWiYDOR�RELOWR[D[LPDE�V~EHåQH�V FLSURIOR[DFtQom��3RGDQLH�LQWUDYHQy]QHM�LQI~]LH�
RELOWR[D[LPDEX�Y GiYNH��� PJ�NJ�SUHG�LQWUDYHQy]QRX�LQI~]LRX�FLSURIOR[DFtQX�DOHER�SHURUiOQ\P�
SRGDQtP�WDEOiHW�FLSURIOR[DFtQX�GYDNUiW�GHQQH�QH]PHQLOR�IDUPDNRNLQHWLNX�RELOWR[D[LPDEX��
2ELOWR[D[LPDE�WDNLVWR�QH]PHQLO�IDUPDNRNLQHWLNX�FLSURIOR[DFtQX�SRGiYDQpKR�SHURUiOQH�DOHER�
LQWUDYHQy]QH� 
 
1HXVNXWRþQLOL�VD�åLDGQH�ćDOãLH�LQWHUDNþQp�ãW~GLH��.HćåH�RELOWR[D[LPDE�MH�PRQRNORQiOQD�SURWLOiWND��
UL]LNR�LQWHUDNFLH�MH�Qt]NH� 
 
��� )HUWLOLWD��JUDYLGLWD�D laktï¿½cia  
 
*UDYLGLWD 
 
1LH�V~�N�GLVSR]tFLL�~GDMH�R�SRXåLWt�RELOWR[D[LPDEX�X�JUDYLGQêFK�åLHQ��MH�YãDN�]QiPH��åH�ĐXGVNê�,J*�
SUHFKiG]D�SODFHQWiUQRX�EDULpURX� 
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âW~GLH�QD�]YLHUDWiFK�QHSUHXNi]DOL�SULDPH�DOHER�QHSULDPH�ãNRGOLYp�~þLQN\�]�KĐDGLVND�UHSURGXNþQHM�
WR[LFLW\��SR]UL�þDVĢ������ 
Ako SUHYHQWtYQH�RSDWUHQLH�MH�YKRGQHMãLH�Y\KQ~Ģ�VD�XåtYDQLX�OLHNX�1<;7+5$&,6 SRþDV�JUDYLGLW\� 
 
'RMþHQLH 
 
1LH�MH�]QiPH��þL�VD�RELOWR[D[LPDE�Y\OXþXMH�GR�ĐXGVNpKR�POLHND��-H�]QiPH��åH�VD�ĐXGVNê�,J*�Y\OXþXMH�
GR�PDWHUVNpKR�POLHND�SRþDV�SUYêFK�GQt�SR�S{URGH�D ]DNUiWNR potom kOHVQH�QD�Qt]NH�NRQFHQWUiFLH��
3UHWR�QLH�MH�PRåQp�SRþDV�WRKWR�NUiWNHKR�REGRELD�Y\O~þLĢ�UL]LNR�SUH�GRMþHQp�GHWL��3RXåLWLH�
RELOWR[D[LPDEX�VD�P{åH ]YiåLĢ�SRþDV�GRMþHQLD��LED�DN�MH�WR�NOLQLFN\�SRWUHEQp� 
 
)HUWLOLWD 
 
6�RELOWR[D[LPDERP�VD�QHXVNXWRþQLOL�ãW~GLH�IHUWLOLW\� 
 
4.7 2YSO\YQHQLH�VFKRSQRVWL�YLHVĢ�YR]LGOi�D REVOXKRYDĢ�VWURMH 
 
2ELOWR[D[LPDE�P{åH�PDĢ�PDOê�YSO\Y�QD�VFKRSQRVĢ�YLHVĢ�YR]LGOi�D�REVOXKRYDĢ�VWURMH��SUHWRåH�SR�
SRGDQt�OLHNX�1<;7+5$&,6 VD�P{åX�Y\VN\WQ~Ģ�EROHVWL�KODY\��]iYUDW\��~QDYD�D�YUDFDQLH��SR]UL�þDVĢ�
����� 
 
4.8 1HåLDGXFH�~þLQN\ 
 
6~KUQ�EH]SHþQRVWQpKR�SURILOX 
 
%H]SHþQRVĢ�RELOWR[D[LPDEX�VD�VN~PDOD�LED�X�]GUDYêFK�GRVSHOêFK�MHGLQFRY� 
 
%H]SHþQRVĢ�RELOWR[D[LPDEX�VD�KRGQRWLOD�Y� WURFK�NOLQLFNêFK�ãW~GLiFK�X���� ]GUDYêFK�~þDVWQtNRY� �YR�
YHNX�RG����GR��� URNRY��OLHþHQêFK�MHGQRX�DOHER�GYRPD�LQWUDYHQy]Q\PL�GiYNDPL��� PJ�NJ� 
 
&HONRYR�����]���� ~þDVWQtNRY�GRVWDOR�MHGQRUD]RY~ GiYNX��� PJ�NJ�RELOWR[D[LPDEX��1HåLDGXFH�
UHDNFLH�VSRMHQp�V�SUHFLWOLYHQRVĢRX��YUiWDQH�Y\UiåN\��VD�Y\VN\WOL�X�� �����������WêFKWR�~þDVWQtNRY��
V MHGQêP�SUtSDGRP�DQDI\OD[LH��NWRUi�VD�Y\VN\WOD�SRþDV�SRGiYDQLD�LQI~]LH��,QI~]LD�EROD�SUHUXãHQi�
X � ����������~þDVWQtNRY�]�G{YRGX�SUHFLWOLYHQRVWL�DOHER�DQDI\OD[LH� 
 
1DMþDVWHMãLH�KOiVHQêPL�QHåLDGXFLPL�UHDNFLDPL�EROL�EROHVWL�KODY\��� �����������SUXULWXV��� ����������
D XUWLNiULD��� ���������� 
 
1DMþDVWHMãLH�SR]RURYDQp�QHåLDGXFH�UHDNFLH�SRþDV�SUYêFK�WURFK�KRGtQ�SR�]DþDWt SRGiYDQLD�LQI~]LH�EROL�
SUXULWXV��Q� ������� ����XUWLNiULD��Q� ������� ����EROHVĢ�KODY\��Q� ������� ����Y\UiåND��Q� ������� ����
NDãHĐ��Q�  ������ ����]iYUDW\��Q� ������� ����]DKĚĖD�]iYUDW\�D�SRVWXUiOQH�]iYUDW\�� 
7LHWR�]iYDåQp�QHåLDGXFH�UHDNFLH�VD�Y\VN\WOL�SRþDV�SUYêFK�WURFK�KRGtQ�SR�SRGDQt�LQI~]Le��XUWLNiULD��Q� �
������ ����SUXULWXV��Q� ������� ���D�EROHVĢ�FKUEWD��Q� ������� ��� 
1DMþDVWHMãLH SR]RURYDQRX�QHåLDGXFRX�UHDNFLRX�GR�� Då��� KRGtQ�SR�]DþDWt SRGiYDQLD�LQI~]LH�EROD�
EROHVĢ�KODY\��Q� ������� ��� 
 
7DEXĐNRYê�SUHKĐDG QHåLDGXFLFK�UHDNFLt 
 
9�WDEXĐNH���V~�XYHGHQp�QHåLDGXFH�UHDNFLH� UR]GHOHQp�SRGĐD�WULHG\�RUJiQRYêFK�V\VWpPRY�D�IUHNYHQFLH�
YêVN\WX��SR]RURYDQp�SUL�SRXåLWt�RELOWR[D[LPDEX�X���� ]GUDYêFK�RV{E��NWRUp�GRVWDOL�MHGQRUD]RY~ 
LQWUDYHQy]QX�GiYNX��� PJ�NJ�RELOWR[D[LPDEX� 
 
)UHNYHQFLD�QHåLDGXFLFK�UHDNFLt�MH�GHILQRYDQi�QDVOHGRYQH��YHĐPL�þDVWp��� �������þDVWp��� ������Då�
< ������D PHQHM�þDVWp��� 1/1 ����Då�� ��������9 UiPFL�MHGQRWOLYêFK�VNXStQ�IUHNYHQFLt�V~�QHåLDGXFH�
UHDNFLH�XYHGHQp�Y SRUDGt�NOHVDM~FHM�]iYDåQRVWL� 
 
7DEXĐND����1HåLDGXFH�UHDNFLH�KOiVHQp�X�]GUDYêFK�GRVSHOêFK�osï¿½b 
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7ULHGD�RUJiQRYêFK�V\VWpPRY�
SRGĐD�GDWDEi]\�0HG'5$ 

ýDVWp 0HQHM�þDVWp 

3RUXFK\�LPXQLWQpKR�V\VWpPX  DQDI\ODNWLFNi�UHDNFLD 
SUHFLWOLYHQRVĢ 

3RUXFK\�QHUYRYpKR�V\VWpPX EROHVĢ�KODY\ ]iYUDW\ 
SRVWXUiOQH�]iYUDW\ 
K\SRHVWp]LD 

3RUXFK\�RND  IRWRIyELD 
3RUXFK\�XFKD�D ODE\ULQWX  GLVNRPIRUW�Y�XFKX 
3RUXFK\�FLHY  IOHELWtGD 
3RUXFK\�GêFKDFHM�V~VWDY\��KUXGQtND�
D PHGLDVWtQD 

NDãHĐ SRGUiåGHQLH�KUGOD 
G\VIyQLD 
NRQJHVFLD�VtQXVRY 
G\VSQRH 

3RUXFK\�JDVWURLQWHVWLQiOQHKR�WUDNWX  EROHVĢ�SLHU 
3RUXFK\�NRåH�D SRGNRåQpKR�
WNDQLYD 

SUXULWXV��XUWLNiULD 
Y\UiåND 

DOHUJLFNi�GHUPDWLWtGD 
JHQHUDOL]RYDQi�Y\UiåND 
H[IROLiFLD�NRåH 

3RUXFK\�NRVWURYHM�D VYDORYHM�
V~VWDY\ 
D VSRMLYRYpKR�WNDQLYD 

 EROHVĢ�Y�NRQþDWLQH 
VYDORYp�NĚþH� 
VYDORYp�]iãNOE\ 
EROHVĢ�þHĐXVWH� 

&HONRYp�SRUXFK\�D 
UHDNFLH�Y�PLHVWH�SRGDQLD 

EROHVĢ�Y�PLHVWH�
SRGDQLD�LQI~]LH 

EROHVĢ 
GLVNRPIRUW�Y�KUXGQtNX 
]LPQLFD 
~QDYD 
RSXFK�Y�PLHVWH�SRGDQLD�LQI~]LH 
EROHVĢ�Y�KUXGQtNX�QHNDUGLiOQHKR�
S{YRGX 
FLWOLYRVĢ 
EROHVĢ�Y�PLHVWH�SUHSLFKQXWLD�FLHY\ 

 
2SLV�Y\EUDQêFK�QHåLDGXFLFK�UHDNFLt 
 
3UHFLWOLYHQRVĢ�D�DQDI\OD[LD 
1HåLDGXFH� UHDNFLH� KOiVHQp� X� � RV{E�� X� NWRUêFK� EROD� LQI~]LD� RELOWR[D[LPDEX� SUHUXãHQi� SUH� PRåQ~�
SUHFLWOLYHQRVĢ�� ]DKĚĖDOL� XUWLNiULX�� Y\UiåNX�� NDãHĐ�� SUXULWXV�� ]iYUDW\�� SRGUiåGHQLH� KUGOD�� G\VIyQLX��
G\VSQRH�D�GLVNRPIRUW�Y�KUXGQtNX��2VWDWQp�RVRE\�V�SUHFLWOLYHQRVĢRX�PDOL�SUHYDåQH�NRåQp�SUt]QDN\��DNR�
V~� SUXULWXV� D� Y\UiåND�� D� � RV{E� KOiVLOR� NDãHĐ�� 8GDORVĢ� DQDI\OD[LH� EROD� FKDUDNWHUL]RYDQi GLI~]QRX�
VYUELDFRX� XUWLNDULiOQRX� Y\UiåNRX�QD� YlþãLQH� WHOD� YUiWDQH� NUNX�� KUXGQtND�� FKUEWD�� EUXFKD�� U~N� D� Q{K��
GêFKDYLþQRVĢRX�D�NDãĐRP� 
 
1HH[LVWXM~�G{ND]\�R�WRP��åH�UHDNFLH�]�SUHFLWOLYHQRVWL�D�Y\UiåN\�EROL�Y\YRODQp�XYRĐQHQtP�F\WRNtQRY��
QHEROL�SR]RURYDQp�NOLQLFN\�Yê]QDPQp�]PHQ\�Y�F\WRNtQRFK� 
 
Imunogenita 
9]QLN�SURWLOiWRN�SURWL�RELOWR[D[LPDEX�VD�KRGQRWLO�Y�WURFK�NOLQLFNêFK�ãW~GLiFK�X�YãHWNêFK�~þDVWQtNRY��
NWRUt� GRVWDOL� MHGQRUD]RY~� D� GYRMLW~� GiYNX� RELOWR[D[LPDEX�� 2VHP� ~þDVWQtNRY� >��� �� �������@�� NWRUt�
GRVWDOL� QDMPHQHM� MHGQX� LQWUDYHQy]QX� GiYNX� RELOWR[D[LPDEX�� PDOR� SR]LWtYQX� RGSRYHć� QD�
DQWLWHUDSHXWLFNp�SURWLOiWN\��$7$� DQWL-WKHUDSHXWLF�DQWLERG\��SRþDV�OLHþE\��.YDQWLWDWtYQH�WLWUH�EROL�Qt]NH�
Y� UR]PHG]t� RG� ����� GR� ������� 8� ~þDVWQtNRY� V� RGSRYHćRX� QD� $7$� VD� QH]LVWLOL� G{ND]\� ]PHQHQHM�
IDUPDNRNLQHWLN\�DOHER�SURILOX�WR[LFLW\� 
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+OiVHQLH�SRGR]UHQt�QD�QHåLDGXFH�UHDNFLH 
 
+OiVHQLH�SRGR]UHQt�QD�QHåLDGXFH�UHDNFLH�SR�UHJLVWUiFLL�OLHNX�MH�G{OHåLWp��8PRåĖXMH�SULHEHåQp�
PRQLWRURYDQLH�SRPHUX�SUtQRVX�D UL]LND�OLHNX��2G�]GUDYRWQtFN\FK�SUDFRYQtNRY�VD�Y\åDGXMH��DE\�KOiVLOL�
DNpNRĐYHN�SRGR]UHQLD�QD QHåLDGXFH�UHDNFLH�QD�QiURGQp�FHQWUXP�KOiVHQLD�XYHGHQp�Y 3UtORKH�9� 
 
4.9 Predï¿½vkovanie  
 
9�SUtSDGH�SUHGiYNRYDQLD�MH�SRWUHEQp�SDFLHQWRY�VOHGRYDĢ��þL�VD�X�QLFK�QHY\VN\WXM~�DNpNRĐYHN�SUHMDY\�
DOHER�SUt]QDN\�QHåLDGXFLFK�~þLQNRY� 
 
 
5. FARMAKOLOGICKï¿½ VLASTNOSTI  
 
5.1 Farmakodynamickï¿½ vlastnosti  
 
)DUPDNRWHUDSHXWLFNi�VNXSLQD��,PXQoVpUD�D�LPXQRJOREXOtQ\��ãSHFLILFNp�LPXQRJOREXOtQ\��$7&�NyG��
-��%%�� 
 
0HFKDQL]PXV�~þLQNX 
 
2ELOWR[D[LPDE�MH�PRQRNORQiOQD�SURWLOiWND��NWRUi�YLDåH�RFKUDQQê�DQWLJpQ�EDNWpULH�B. anthracis��
2ELOWR[D[LPDE�LQKLEXMH�QDYLD]DQLH�RFKUDQQpKR�DQWLJpQX�QD�MHKR�EXQNRYp�UHFHSWRU\�D WêP�EUiQL�
LQWUDFHOXOiUQHPX�YVWXSX�VPUWHĐQpKR�IDNWRUD�DQWUD[X�D�IDNWRUD�HGpPX��þR V~�]ORåN\�HQ]\PDWLFNpKR�
WR[tQX�]RGSRYHGQp�]D�SDWRJpQQH�~þLQN\�WR[tQX�DQWUD[X� 
 
)DUPDNRG\QDPLFNp�~þLQN\ 
 
2ELOWR[D[LPDE�YLDåH�YRĐQê�RFKUDQQê�DQWLJpQ�V�URYQRYiåQRX�GLVRFLDþQRX�NRQãWDQWRX�DILQLW\��.G��
���� Q0� 
In vitro VD�RELOWR[D[LPDE�YLDåH�QD�RFKUDQQê�DQWLJpQ�]�NPHĖRY�$PHV��9ROOXP�D�6WHUQH�EDNWpULH�B. 
anthracis��(SLWRS�QD�RFKUDQQRP�DQWLJpQH��QD�NWRUê�VD�YLDåH�RELOWR[D[LPDE��MH�X�KOiVHQêFK�NPHĖRY�B. 
anthracis ]DFKRYDQê� 
 
âW~GLH�in vitro Y�EXQNRYHM�DQDOê]H�V�SRXåLWtP�P\ãDFtFK�PDNURIiJRY�QD]QDþXM~��åH�RELOWR[D[LPDE�
QHXWUDOL]XMH�WR[LFNp�~þLQN\�VPUWHĐQpKR�WR[tQX��þR�MH�NRPELQiFLD RFKUDQQpKR�DQWLJpQX�D�VPUWHĐQpKR�
IDNWRUD� 
 
âW~GLH�~þLQQRVWL�in vivo QD�QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRFK�D�PDNDNRFK�GOKRFKYRVWêFK�
Y\VWDYHQêFK�VSyUDP�B. anthracis NPHĖD�$PHV�LQKDODþQRX�FHVWRX�SUHXNi]DOL�SUHGĎåHQLH�SUHåLWLD�SR�
OLHþEH�RELOWR[D[LPDERP�]iYLVOp�RG�GiYN\��([SR]tFLD�VSyUDP�B. anthracis YLHGOD�N�]YêãHQLX�
NRQFHQWUiFLt�RFKUDQQpKR�DQWLJpQX�Y�VpUH�QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRY�D�PDNDNRY�GOKRFKYRVWêFK��
Po liHþEH�RELOWR[D[LPDERP�GRãOR�N�SRNOHVX�NRQFHQWUiFLt�RFKUDQQpKR�DQWLJpQX�X�YlþãLQ\�]YLHUDW��þR�
SUHåLOL��.RQFHQWUiFLH�RFKUDQQpKR�DQWLJpQX�X�]YLHUDW��NWRUêP�EROR�SRGiYDQp�SODFHER��VD�]Y\ãRYDOL�Då�
GR�VPUWL� 
 
ÒþLQQRVĢ 
 
3UHWRåH�QLH�MH�XVNXWRþQLWHĐQp�DOHER�HWLFNp�Y\NRQiYDĢ NRQWURORYDQp�NOLQLFNp�VN~ãDQLD�X�ĐXGt�
V LQKDODþQêP�DQWUD[RP��~þLQQRVĢ�RELOWR[D[LPDEX�SRGiYDQpKR�Y�PRQRWHUDSLL�Y�SRURYQDQt�V�SODFHERP�
SUL�OLHþEH�LQKDODþQpKR�DQWUD[X�MH�]DORåHQi�QD�ãW~GLiFK�~þLQQRVWL�QD QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRFK 
D PDNDNRFK dOKRFKYRVWêFK� 
 
9�WêFKWR�ãW~GLiFK�EROL�]YLHUDWi�Y\VWDYHQp�DHURVyOX�VSyU�B. anthracis �NPHĖ�$PHV��Y�SULEOLåQH�����[�
/'50 D�QiVOHGQH EROL�Y�U{]Q\FK�þDVRYêFK�ERGRFK�OLHþHQp�RELOWR[D[LPDERP��9�ãW~GLiFK�OLHþE\�
LQKDODþQpKR�DQWUD[X�VD�]YLHUDWiP�SRGiYDOD�OLHþED�SRWRP��DNR�VD�X�QLFK�SUHMDYLOL�NOLQLFNp�SUHMDY\�DOHER�
SUt]QDN\�V\VWpPRYpKR�DQWUD[X��9 SRVW-H[SR]LþQêFK�SURI\ODNWLFNêFK�ãW~GLiFK�EROL�]YLHUDWi�OLHþHQp�SR�
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H[SR]tFLL�EDNWpULL�B. anthracis��DOH�SUHG�UR]YLQXWtP V\PSWyPRY��0DNDN\�GOKRFKYRVWp�EROL�OLHþHQp�
Y þDVH�SR]LWtYQHKR�WHVWX�HOHNWURFKHPLOXPLQLVFHQFLH��(&/��Y�VpUH�QD�RFKUDQQê�DQWLJpQ�EDNWpULH�B. 
anthracis V SULHPHUQêP�þDVRP�SULEOLåQH��� KRGtQ�SR�Y\VWDYHQt�EDNWpULL�B. anthracis��9�ãW~GLiFK�OLHþE\�
QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRY�EROL�]YLHUDWi�OLHþHQp�SR�SR]LWtYQRP WHVWH�(&/�QD�RFKUDQQê�DQWLJpQ�
DOHER�SR�SUHWUYiYDM~FRP�]YêãHQt�WHOHVQHM�WHSORW\�QDG�YêFKRGLVNRY~�KRGQRWX��V�SULHPHUQêP�þDVRP�
SULEOLåQH��� KRGtQ�SR�Y\VWDYHQt��9�QLåãLH�RStVDQêFK�ãW~GLiFK�VD�SUHåLWLH�KRGQRWLOR��� GQt�SR�LQILNRYDQt�
EDNWpULRX�B. anthracis� 
 
ÒþLQQRVĢ�MHGQRUD]RYHM�LQWUDYHQy]QHM�GiYN\�RELOWR[D[LPDEX�Y�PRQRWHUDSLL�QD�OLHþEX�LQKDODþQpKR�
DQWUD[X�VD�KRGQRWLOD�Y�MHGQHM�ãW~GLL�]R ãW~GLt QD�QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRFK�D�Y�WURFK�ãW~GLiFK�
QD�PDNDNRFK�GOKRFKYRVWêFK��$3�����$3����D�$3������YãHWN\�ãW~GLH�EROL�SODFHERP�NRQWURORYDQp��
UDQGRPL]RYDQp�D�VSĎĖDOL�SRåLDGDYN\�VSUiYQHM�ODERUDWyUQHM�SUD[H��âW~GLH�$5�����$3����D�$3����EROL�
]DVOHSHQp��ãW~GLD�$3����EROD�]DVOHSHQi�Y]KĐDGRP�QD�VNXSLQX� 
 
7DEXĐND ���0LHUD�SUHå ï¿½vania  Y�ãW~GLiFK�~þLQQRVWL�RELOWR[D[LPDEu v monoterapii ��� PJ�NJ� 

 
3RGLHO�SUHå ï¿½vania  na konci štï¿½die  
���>SUHåLYãtFK�Q@� Hodnota p2 95 % IS3 
Placebo 2ELOWR[D[LPDE��� PJ�NJ 

/LHþED�– Novozï¿½landskï¿½ biele krï¿½liky  
âW~GLD�$5���1 �������� ���� �������� ������
 �������������� 
/LHþED�– Makaky dlhochvostï¿½  
âW~GLD�$3���1 � �������� ���� �������� ������
 �������������� 
âW~GLD�$3���1 �������� ���� �������� ������
 ��������������� 
Post-H[SR]LþQi�Srofylaxia – Makaky dlhochovostï¿½  

âW~GLD�
$3���� 

���K 
po 
H[SR]tFLL 

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

���K 
po 
H[SR]tFLL 

-- �� ������� ������
 �������������� 

���K 
po 
H[SR]tFLL 

-- 50 ������� ������ (-������������� 

,6��,QWHUYDO�VSRĐDKOLYRVWL 
1 3UHåtYDQLH KRGQRWHQp��� GQt�SR�Y\VWDYHQt�VSyUDP��YãHWN\�UDQGRPL]RYDQp�]YLHUDWi�SR]LWtYQH�QD�

EDNWHULpPLX�SUHG�OLHþERX��OLHþED�Y\YRODQi�Yê]QDPQêP�]YêãHQtP�WHOHVQHM�WHSORW\��ãW~GLD�$5�����
DOHER�SR]LWtYQ\P�YêVOHGNRP�Y�WHVWH�HOHNWURFKHPLOXPLQLVFHQFLH�RFKUDQQpKR�DQWLJpQX��ãW~GLH�$3����
D $3����� 

� p-KRGQRWD�MH�]�MHGQRVWUDQQpKR�%RVFKORRYKR�WHVWX��V�%HUJHU-%RRVRYRX�PRGLILNiFLRX�JDPD� ��������
Y SRURYQDQt�V�SODFHERP 

� 3UHVQê��� ��LQWHUYDO�VSRĐDKOLYRVWL�UR]GLHOX�Y�PLHUH�SUHåLWLD 
� 3UHåLWLH�VD�KRGQRWLOR��� GQt�SR�Y\VWDYHQt�VSyUDP 
* 2]QDþXMH�ãWDWLVWLFN~�Yê]QDPQRVĢ�QD�~URYQL������ 
 
3HGLDWULFNi�SRSXOiFLD 
 
(XUySVND�DJHQW~UD�SUH�OLHN\�XGHOLOD�RGNODG�] SRYLQQRVWL�SUHGORåLĢ�YêVOHGN\�ãW~GLt�V liekom 
1<;7+5$&,6 Y MHGQHM�DOHER�YR�YLDFHUêFK�SRGVNXSLQiFK�SHGLDWULFNHM�SRSXOiFLH SUH�OLHþEX�
EDNWHULiOQHM�LQIHNFLH��LQIRUPiFLH�R SRXåLWt�Y SHGLDWULFNHM�SRSXOiFLL��SR]UL�þDVĢ������ 
 
7HQWR�OLHN�ERO�UHJLVWURYDQê�]D�W]Y��PLPRULDGQ\FK�RNROQRVWt��7R�]QDPHQi��åH�SUH�]ULHGNDYRVĢ�YêVN\WX�
WRKWR�RFKRUHQLD�D�] HWLFNêFK�G{YRGRY�QHEROR�PRåQp�]tVNDĢ�YãHWN\�LQIRUPiFLH�R�WRPWR�OLHNX� 
(XUySVND�DJHQW~UD�SUH�OLHN\�NDåGê�URN�SRV~GL�QRYp�GRVWXSQp�LQIRUPiFLH�R WRPWR�OLHNX�D WHQWR�V~KUQ�
FKDUDNWHULVWLFNêFK�YODVWQRVWt�OLHNX�EXGH�SRGĐD�SRWUHE\�DNWXDOL]RYDĢ� 

Lie
k 

s 
uk

on
Äe

no
u 

pl
at

no
sÅ

ou
 re

gi
st

rÇ
cie



10 

 
5.2 Farmakokinetickï¿½ vlastnosti  
 
$EVRUSFLD 
 
)DUPDNRNLQHWLND�RELOWR[D[LPDEX�MH�OLQHiUQD�Y�UR]PHG]t�GiYRN�RG�� PJ�NJ������-QiVRERN�QDMQLåãHM�
RGSRU~þDQHM�GiYN\��GR��� PJ�NJ�SR�MHGQRUD]RYRP�LQWUDYHQy]QRP�SRGDQt�]GUDYêP�RVREiP��3R�
MHGQRUD]RYRP�LQWUDYHQy]QRP�SRGDQt�RELOWR[D[LPDEX��� PJ�NJ�]GUDYêP�RVREiP mXåVNpKR 
D åHQVNpKR�SRKODYLD EROL�SULHPHUQp�KRGQRW\�&PD[ ���������� �J�PO�D�$8&LQI 5 ������� ��� �JāGHĖ�PO��
3ROþDV�RELOWR[D[LPDEX�ERO�SULEOLåQH��� GQt��SULHPHU�� 
 
'LVWULE~FLD 
 
3ULHPHUQê�GLVWULEXþQê�REMHP�RELOWR[D[LPDEX�Y�URYQRYiåQRP�VWDYH�ERO������������ ml�NJ�D�Ylþãt�DNR�
SOD]PDWLFNê�REMHP��þR�QD]QDþXMH�XUþLW~�GLVWULE~FLX�Y�WNDQLYiFK� 
 
%LRWUDQVIRUPiFLD 
 
6�RELOWR[D[LPDERP�VD�QHXVNXWRþQLOL�åLDGQH�IRUPiOQH�ãW~GLH�PHWDEROL]PX� 
'LVSR]tFLD�PRQRNORQiOQ\FK�SURWLOiWRN�YãDN�]Y\þDMQH�]DKĚĖD�GLVWULE~FLX�PLPR�YDVNXOiUQHKR�SULHVWRUX�
V�SRWHQFLiOQ\P�YVWXSRP�GR�WNDQtY�D�NDWDEROL]PXV�SURWHi]DPL�QD�PDOp�SHSWLG\�D�DPLQRN\VHOLQ\��NWRUp�
VD�QiVOHGQH�]DþOHQLD�GR�HQGRJpQQHKR�]GURMD�DOHER�VD�Y\O~þLD� 
 
(OLPLQiFLD 
 
3ULHPHUQp�KRGQRW\�NOtUHQVX�RELOWR[D[LPDEX�EROL������������� PO�G�NJ�D�RYHĐD�QLåãLH DNR�UêFKORVĢ�
JORPHUXOiUQHM�ILOWUiFLH��þR�QD]QDþXMH��åH�UHQiOQ\�NOtUHQV�RELOWR[D[LPDEX�QLH�MH�SUDNWLFN\�åLDGQ\� 
 
2VRELWQp�VNXSLQ\�SDFLHQWRY 
 
9SO\Y�SRKODYLD��YHNX�D�UDV\ 
)DUPDNRNLQHWLND�RELOWR[D[LPDEX�VD�KRGQRWLOD�QD�]iNODGH�SRSXODþQHM�IDUPDNRNLQHWLFNHM�DQDOê]\�
V SRXåLWtP�Y]RULHN�VpUD�RG���� ]GUDYêFK�~þDVWQtNRY��NWRUt�GRVWDOL�MHGQRUD]RY~ LQWUDYHQy]QX�GiYNX�
Y � NOLQLFNêFK�VN~ãDQLDFK��1D�]iNODGH�WHMWR�DQDOê]\�QHPDOo SRKODYLH��åHQVNp�oproti PXåVNpPX���UDVD�
�QHNDXND]VNi�oproti NDXND]VNej��DQL�YHN��VWDUãt�oproti PODGêP��Yê]QDPQê�YSO\Y�QD�IDUPDNRNLQHWLFNp�
SDUDPHWUH�RELOWR[D[LPDEX��.OLQLFNp�ãW~GLH�V�RELOWR[D[LPDERP�YãDN�QH]DKĚĖDOL�GRVWDWRþQê�SRþHW�
~þDVWQtNRY�YR�YHNX��� URNRY�D�VWDUãtFK�QD�XUþHQLH��þL�VD�LFK�IDUPDNRNLQHWLND�OtãL�RG�PODGãtFK�
~þDVWQtNRY��=���� ~þDVWQtNRY�Y�NOLQLFNêFK�ãW~GLiFK�V�RELOWR[D[LPDERP�PDOR���� �����������
~þDVWQtNRY��� URNRY�D�YLDF��]DWLDĐ�þR�� ����������~þDVWQtNRY�PDOR��� URNRY�D�YLDF� 
 
ÒþLQN\�V~YLVLDFH�V�WHOHVQRX�KPRWQRVĢRX 
.OtUHQV�SUL�Y\VRNHM�WHOHVQHM�KPRWQRVWL����� NJ��ERO�SULEOLåQH�R��� ��Y\ããt�DNR�Y�UHIHUHQþQHM�SRSXOiFLL��
3R�SRGDQt�GiYN\�QD�]iNODGH�WHOHVQHM�KPRWQRVWL���� PJ�NJ��WR�YHGLH�N�]YêãHQLX�$8&LQI R��� ���þR�QLH�
MH�NOLQLFN\�Yê]QDPQp� 
 
Pediatrickï¿½ populï¿½cia  
U GHWt�VD�IDUPDNRNLQHWLND�RELOWR[D[LPDEX�QHKRGQRWLOD��2GSRU~þDQLD�SUH�GiYNRYDQLH�XYHGHQp�
Y WDEXĐNH����þDVĢ������V~�RGYRGHQp�]R�VLPXOiFLt�Y\XåtYDM~FLFK�SRSXODþQê�IDUPDNRNLQHWLFNê�SUtVWXS�
QDYUKQXWê�WDN��DE\�]RGSRYHGDO�SR]RURYDQHM�H[SR]tFLL�GRVSHOêFK�RELOWR[D[LPDEX�SUL�GiYNH��� PJ�NJ� 
 
5.3 Predklinickï¿½ ï¿½daje o EH]SHþQRVWL  
 
3UHGNOLQLFNp�~GDMH�]tVNDQp�QD�]iNODGH�REY\NOêFK�IDUPDNRORJLFNêFK�ãW~GLt�EH]SHþQRVWL��WR[LFLW\�SR�
RSDNRYDQRP�SRGiYDQt�D UHSURGXNþQHM�WR[LFLW\�D YêYLQX�QHRGKDOLOL�åLDGQH�RVRELWQp�UL]LNR�SUH ĐXGt� 
 
/p]LH�FHQWUiOQHKR�QHUYRYpKR�V\VWpPX��EDNWpULH� ]iSDO\��NUYiFDQLH�D�SUtOHåLWRVWQH�QHNUy]D��VD�
SR]RURYDOL�X�QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRY�D�X�PDNDNRY�GOKRFKYRVWêFK�LQILNRYDQêFK�DQWUD[RP��
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NWRUp�QHSUHåLOL�D�NWRUêP�ERO�Y�þDVH�SRWYUGHQLD�RFKRUHQLD�LQWUDYHQy]QH�SRGDQê�RELOWR[D[LPDE�
�� � PJ�NJ��DOHER�NRQWUROQi�OiWND��SODFHER���0LNURVNRSLFNp�]PHQ\�X�]YLHUDW��NWRUp�QHSUHåLOL�D�NWRUp�
GRVWiYDOL�RELOWR[D[LPDE��EROL�VS{VREHQp�SUtWRPQRVĢRX�H[WUDYDVNXOiUQ\FK�EDNWpULt��D�QLH�~þLQNRP�
RELOWR[D[LPDEX��3UL�KLVWRSDWROyJLL�PR]JX�VD�QH]LVWLO�Y]ĢDK�RGSRYHGH�D�GiYN\��U DQWUD[RP�
LQILNRYDQêFK�QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRY��NWRUp�SUHåLOL��QD���� GHĖ���DQL�X�PDNDNRY�
GOKRFKYRVWêFK��GR���� GĖD� VD�SR�MHGQRUD]RYRP�SRGDQt�RELOWR[D[LPDEX�Y�GiYNH�Då�GR��� mg/kg 
�NUiOLN\��D Då�GR��� mg/kg �PDNDN\� QH]LVWLOL�Op]LH�Y�PR]JX�V~YLVLDFH�V�OLHþERX��8�PDNDNRY�
GOKRFKYRVWêFK�LQILNRYDQêFK�DQWUD[RP��NWRUp�SUHåLOL��VD�SR�OLHþEH�RELOWR[D[LPDERP�QHSR]RURYDOL�
åLDGQH�QHXUREHKDYLRUiOQH�~þLQN\�V~YLVLDFH�V�RELOWR[D[LPDERP� 
 
-HGQD�ãW~GLD�HPEU\RQiOQHKR�IHWiOQHKR�YêYRMD�VD�Y\NRQDOD�X�JUDYLGQêFK��]GUDYêFK�QRYR]pODQGVNêFK�
ELHO\FK�NUiOLNRY��NWRUêP�VD�SRGiYDOL�� LQWUDYHQy]QH�GiYN\�RELOWR[D[LPDEX�Då�GR��� mg/kg 
�GYRMQiVRERN�GiYN\�X�ĐXGt��Y\MDGUHQp�Y�PJ�NJ��QD��������������D���� JHVWDþQê�GHĖ��1HSR]RURYDOL�VD�
åLDGQH�G{ND]\�SRãNRGHQLD�VS{VREHQp�RELOWR[D[LPDERP�X�JUDYLGQHM�PDWN\�DQL�X�SORGX��.XPXODWtYQH�
H[SR]tFLH�X�QRYR]pODQGVNêFK�ELHO\FK�NUiOLNRY���� 000 ȝJ�GHĖ�PO��SUL�12$(/��� PJ�NJ�GiYND��Q� �
� GiYN\��QD�]iNODGH�$8&0 – 15 GQt�EROL�SULEOLåQH�GYRMQiVREQp�Y�SRURYQDQt�V�NRPELQRYDQRX�SULHPHUQRX�
$8&�X�PXåRY�D�åLHQ�SUL�NOLQLFNHM�LQWUDYHQy]QHM�GiYNH��� PJ�NJ��+RGQRW\�&PD[ SR�SRGDQt�
�� PJ�NJ�GiYND�EROL�� ��� ȝJ�GHĖ�PO� 
 
6�RELOWR[D[LPDERP�VD�QHXVNXWRþQLOL�ãW~GLH�NDUFLQRJHQLW\��JHQRWR[LFLW\�D�IHUWLOLW\� 
 
 
�� FARMACEUTICKï¿½ INFORMï¿½CIE  
 
��� =R]QDP�SRPRFQêFK�OiWRN 
 
KLVWLGtQ 
VRUELWRO �( ���� 
SRO\VRUEiW�����( ���� 
N\VHOLQD�FKORURYRGtNRYi��( �����QD�~SUDYX�S+� 
K\GUR[LG�VRGQê��( �����QD�~SUDYX�S+� 
YRGD�QD�LQMHNFLH 
 
��� Inkompatibility 
 
7HQWR�OLHN�VD�QHVPLH�PLHãDĢ�V LQêPL�OLHNPL�RNUHP�WêFK��NWRUp�V~�XYHGHQp�Y þDVWL����� 
 
��� ýDV�SRXåLWHĐQRVWL 
 
1HRWYRUHQi�LQMHNþQi�OLHNRYND 
 
� URNRY 
 
=ULHGHQê�UR]WRN�Y�LQI~]QRP�YDNX 
 
PR�]ULHGHQt�Y�LQI~]QRP�YDNX�EROD FKHPLFNi��I\]LNiOQD�D�PLNURELiOQD�VWDELOLWD�SUL�SRXåtYDQt�
SUHXNi]DQi�SR�GREX�� KRGtQ�SUL�L]ERYHM�WHSORWH���� °C – �� �&��DOHER�Y�FKODGQLþNH��� °C – � �&�� 
 
=�PLNURELRORJLFNpKR�KĐDGLVND�VD�Pi�OLHN�SRXåLĢ�RNDPåLWH��DN�PHWyGD�RWYiUDQLD�UHNRQãWLW~FLH�ULHGHQLD�
QHY\OXþXMH�UL]LNR�PLNURELiOQHM�NRQWDPLQiFLH� 
 
$N�VD�OLHN�QHSRXåLMH�RNDPåLWH��]D�þDV�D�SRGPLHQN\�XFKRYiYDQLD�SRþDV�SRXåtYDQLD�]RGSRYHGi�
SRXåtYDWHĐ� 
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=ULHGHQê�UR]WRN�Y�LQI~]QHM�VWULHNDþNH 
 
=ULHGHQê�UR]WRN�OLHNX�1<;7+5$&,6 VD�Pi�SR�SUtSUDYH�RNDPåLWH�SRGDĢ�D�QHXFKRYiYDĢ��$NêNRĐYHN�
QHSRXåLWê�OLHN�VD�Pi�]OLNYLGRYDĢ� 
 
��� Špeciï¿½lne upozornenia na uchovï¿½vanie  
 
8FKRYiYDMWH�Y�FKODGQLþNH��� °C – � �&�� 
1HXFKRYiYDMWH�Y PUD]QLþNH� 
8FKRYiYDMWH�Y S{YRGQRP�REDOH�QD�RFKUDQX�SUHG�VYHWORP� 
 
3RGPLHQN\�XFKRYiYDQLD SR�ULHGHQt�OLHNX��SR]UL�þDVĢ����� 
 
��� Druh obalu a obsah balenia 
 
��� PJ�� PO�NRQFHQWUiWX�Y�LQMHNþQHM�OLHNRYNH��VNOR�W\SX�,��V�JXPRYRX�]iWNRX�D�SRO\SURS\OpQRYêP�
YLHþNRP�V�KOLQtNRYêP�X]iYHURP� 
%DOHQLH�REVDKXMH�� LQMHNþQ~�OLHNRYNX� 
 
��� Špeciï¿½lne opatrenia na likvidï¿½ciu a  inï¿½ zaobchï¿½dzanie s  liekom 
 
'{OHåLWp�SRN\Q\�QD�SUtSUDYX 
 
x 3UHG�SRGDQtP�MH�SRWUHEQp�LQI~]Q\�NRQFHQWUiW�YL]XiOQH�VNRQWURORYDĢ�QD�SUtWRPQRVĢ�þDVWtF�

D ]PHQX�IDUE\��1<;7+5$&,6 MH�þtU\�Då�RSDOL]XM~FL��EH]IDUHEQê�Då�VYHWORåOWê Då VYHWORKQHGR-
åOWê�UR]WRN��NWRUê�P{åH�REVDKRYDĢ�QLHNRĐNR�prieKĐDGQêFK Då�ELHO\FK�ELHONRYLQRYêFK�þDVWtF�
�NWRUp�VD�RGVWUiQLD�LQ-OLQH�ILOWUiFLRX�� 

x ,QMHNþQ~�OLHNRYNX�]OLNYLGXMWH��DN�Pi�UR]WRN�]PHQHQ~�IDUEX�DOHER�REVDKXMH�FXG]RURGp þDVWLFH�
�SR]UL�þDVĢ���� 

x ,QMHNþQ~�OLHNRYNX�QHSUHWUHSiYDMWH� 
 
3UtSUDYD�D�]ULHGHQLH�Y�LQI~]QRP�YDNX 
 
�� 9\SRþtWDMWH�SRWUHEQp�PQRåVWYR�RELOWR[D[LPDEX�Y�PLOLJUDPRFK�Y\QiVREHQtP�RGSRU~þDQHM�

GiYN\�Y�PJ�NJ�Y�WDEXĐNH����SR]UL�þDVĢ������WHOHVQRX�KPRWQRVĢRX�LQGLYLGXiOQHKR�SDFLHQWD�
Y NLORJUDPRFK� 

�� 9\SRþtWDMWH�SRåDGRYDQê�REMHP�NRQFHQWUiWX�RELOWR[D[LPDEX�QD�LQI~]Q\�UR]WRN�Y�PLOLOLWURFK�
D SRþHW�LQMHNþQêFK�OLHNRYLHN�SRWUHEQêFK�QD�GiYNX�Y\GHOHQtP�Y\SRþtWDQHM�GiYN\�Y�PLOLJUDPRFK�
����NURN��NRQFHQWUiFLRX���� PJ�PO��.DåGi�LQMHNþQi�OLHNRYND�XPRåĖXMH�pRGDQLH�� ml 
NRQFHQWUiWX�RELOWR[D[LPDEX QD�LQI~]Q\ UR]WRN� 

�� =YRĐWH LQI~]Q\�YDN�YKRGQHM�YHĐNRVWL�V�LQMHNþQêP�UR]WRNRP�FKORULGX�VRGQpKR�V NRQFHQWUiFLRX�
� PJ�PO����� ����2GREHUWH�]�LQI~]QHKR�YDNX�WDNê�REMHP�UR]WRNX��NWRUê�VD�URYQi�Y\SRþtWDQpPX�
REMHPX�RELOWR[D[LPDEX�Y�PLOLOLWURFK�Y����NURNX�XYHGHQRP�Y\ããLH��=OLNYLGXMWH�UR]WRN��NWRUê�ERO�
RGREUDWê�]�LQI~]QHKR�YDNX� 

�� =�LQMHNþQHM�OLHNRYN\��OLHNRYLHN��OLHNX�1<;7+5$&,6 RGREHUWH�SRåDGRYDQê�REMHP�NRQFHQWUiWX�
QD�LQI~]Q\�UR]WRN �Y\SRþtWDQê�Y����NURNX���=OLNYLGXMWH�YãHWNX QHSRXåLW~�þDVĢ��NWRUi�]RVWDOD�Y�
LQMHNþQHM�OLHNRYNH��OLHNRYNiFK��OLHNX�1<;7+5$&,6� 

�� 3RåDGRYDQê�REMHP�NRQFHQWUiWX�RELOWR[D[LPDEX�QD�LQI~]Q\�UR]WRN SUHQHVWH�GR�Y\EUDQpKR�
LQI~]QHKR�YDNX� 

�� ,QI~]Q\�YDN�MHPQH�SUHYUiĢWH��DE\�VD�UR]WRN�SUHPLHãDO��1HSUHWUHSiYDMWH� 
�� ,QI~]LD�VD�PXVt�SRGiYDĢ�SR�GREX��� PLQ~W�V�UêFKORVĢRX�LQI~]LH�XYHGHQRX Y�WDEXĐNH����SR]UL�

þDVĢ�������V�SRXåLWtP�����-PLNUyQRYpKR�LQ-OLQH�ILOWUD� 
�� 3ULSUDYHQê�UR]WRN�MH�VWDELOQê�SRþDV�� KRGtQ��DN�VD�XFKRYiYD�SUL�L]ERYHM�WHSORWH��� °C – �� °C 

DOHER�� KRGtQ��DN�VD�XFKRYiYD�Y�FKODGQLþNH�SUL�WHSORWH�� °C – � �&� 
 

Lie
k 

s 
uk

on
Äe

no
u 

pl
at

no
sÅ

ou
 re

gi
st

rÇ
cie



13 

3UtSUDYD�D�]ULHGHQLH�Y�LQI~]QHM�VWULHNDþNH 
 
�� 9\SRþtWDMWH�SRWUHEQp�PQRåVWYR�RELOWR[D[LPDEX�Y�PLOLJUDPRFK�Y\QiVREHQtP�RGSRU~þDQHM�

GiYN\�Y�PJ�NJ�Y�WDEXĐNH����SR]UL�þDVĢ������WHOHVQRX�KPRWQRVĢRX�LQGLYLGXiOQHKR�SDFLHQWD�
Y NLORJUDPRFK� 

�� 9\SRþtWDMWH�SRåDGRYDQê�REMHP�NRQFHQWUiWX�RELOWR[D[LPDEX�QD�LQI~]Q\�UR]WRN�Y�PLOLOLWURFK�
D SRþHW�LQMHNþQêFK�OLHNRYLHN�SRWUHEQêFK�QD�GiYNX�Y\GHOHQtP�Y\SRþtWDQHM�GiYN\�Y�PLOLJUDPRFK�
����NURN��NRQFHQWUiFLRX���� PJ�PO��.DåGi�LQMHNþQi�OLHNRYND�XPRåĖXMH�pRGDQLH�� ml 
NRQFHQWUiWX 1<;7+5$&,6 QD�LQI~]Q\�UR]WRN� 

�� =YRĐWH VWULHNDþNX�YKRGQHM�YHĐNRVWL�SUH�FHONRYê�REMHP�LQI~]LH��NWRUi�VD�Pi�SRGDĢ� 
�� 6�SRXåLWtP�Y\EUDQHM�VWULHNDþN\�D�����-PLNUyQRYpKR�LQ-OLQH�ILOWUD�odoberte SRåDGRYDQê�REMHP�

NRQFHQWUiWX�RELOWR[D[LPDEX�QD�LQI~]Q\�UR]WRN �Y\SRþtWDQê�Y����NURNX���=OLNYLGXMWH�YãHWNX 
QHSRXåLW~�þDVĢ��NWRUi�]RVWDOD�Y�LQMHNþQHM�OLHNRYNH��OLHNRYNiFK��OLHNX�1<;7+5$&,6� 

�� 2GREHUWH SUtVOXãQp�PQRåVWYR�LQMHNþQpKR�UR]WRNX�FKORULGX�VRGQpKR�V NRQFHQWUiFLRX�� mg/ml 
���� ���QD�SUtSUDYX�FHONRYpKR�REMHPX�LQI~]LH�XYHGHQpKR�Y�WDEXĐNH��� 

�� 5R]WRN�MHPQH�SUHPLHãDMWH��1HSUHWUHSiYDMWH� 
�� =ULHGHQê�UR]WRN�RELOWR[D[LPDEX�SRGDMWH�LKQHć�SR�MHKR�SUtSUDYH��5R]WRN�QHXFKRYiYDMWH�

Y VWULHNDþNH��1HSRXåLWê�OLHN�]OLNYLGXMWH� 
 
/LNYLGiFLD 
 
9ãHWRN�QHSRXåLWê�OLHN�DOHER�RGSDG�Y]QLNQXWê�] OLHNX VD�Pi�]OLNYLGRYDĢ�Y V~ODGH�V QiURGQêPL�
SRåLDGDYNDPL� 
 
 
7. '5ä,7(ď�52=+2'187,$�2 REGISTRï¿½CII  
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
����� /|UUDFK 
1HPHFNR 
 
 
8. 5(*,675$ý1e�ýË6/2��ýË6/$� 
 
(8����������/001 
 
 
9. Dï¿½TUM PRVEJ 5(*,675È&,(�35('čä(1,$�5(*,675È&,(  
 
'iWXP�SUYHM�UHJLVWUiFLH������QRYHPEUD����� 
 
 
10. Dï¿½TUM REVï¿½ZIE TEXTU 
 
3RGUREQp�LQIRUPiFLH�R�WRPWR�OLHNX�V~�GRVWXSQp�QD�LQWHUQHWRYHM�VWUiQNH�(XUySVNHM�DJHQW~U\�SUH�OLHN\�
KWWS���ZZZ�HPD�HXURSD�HX�D�QD�LQWHUQHWRYHM�VWUiQNH�âWiWQHKR�~VWDYX�SUH�NRQWUROX�OLHþLY�
KWWS���ZZZ�VXNO�VN!� 
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PRï¿½LOHA II  
 

A. 9é52%&$�%,2/2*,&.e+2�/,(ý,9$�$�9é52%&$�
=2'329('1é�=$�892ď1(1,(�â$5ä( 

 
B. PODMIENKY ALEBO OBMEDZENIA Tï¿½KAJï¿½CE SA 

Vï¿½DAJA A 328ä,7,$  
 

C. Ć$/â,(�32'0,(1.<�$ 32ä,$'$9.<�5(*,675È&,( 
 

D. PODMIENKY ALEBO OBMEDZENIA Tï¿½KAJï¿½CE SA 
%(=3(ý1e+2�$ Òý,11e+2�328äË9$1,$�/,(.8 

 
E. 262%,71e�32ä,$'$9.<�1$�63/1(1,(�

32675(*,675$ý1é&+�23$75(1Ë�35,�5(*,675È&,,�
ZA MIMORIADNYCH OKOLNOSTï¿½ 
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A. 9é52%&$��9é52%&29,$��%,2/2*,&.e+2�/,(ý,9$��%,2/2*,&.é&+�
/,(ý,9��$ Vï¿½ROBCA (Vï¿½ROBCOVIA) ZODPOVEDNï¿½ (ZODPOVEDNï¿½) 
ZA 892ď1(1,(�â$5ä( 

 
1i]RY�D DGUHVD�YêUREFX��YêUREFRY��ELRORJLFNpKR�OLHþLYD��ELRORJLFNêFK�OLHþLY� 
 
/RQ]D�%LRORJLFV��,QF� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������ 
86$ 
 
1i]RY�D DGUHVD�YêUREFX��YêUREFRY��]RGSRYHGQpKR��]RGSRYHGQêFK��]D XYRĐQHQLH�ãDUåH 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
+RODQGVNR 
 
 
B. PODMIENKY ALEBO OBMEDZENIA Tï¿½KAJï¿½CE SA Vï¿½DAJA A 328ä,7,$  
 
9êGDM�OLHNX�MH�YLD]DQê�QD�OHNiUVN\�SUHGSLV 
 
 
C. Ć$/â,(�32'0,(1.<�$ 32ä,$'$9.<�5(*,675È&,( 
 
x Periodicky aktualizovanï¿½ sprï¿½vy o EH]SHþQRVWL��3HULRGLF�VDIHW\�XSGDWH�UHSRUWV��3685�  

 
3RåLDGDYN\�QD�SUHGORåHQLH�3685�WRKWR�OLHNX�V~�VWDQRYHQp�Y ]R]QDPH�UHIHUHQþQêFK�GiWXPRY�
ÒQLH��]R]QDP�(85'��Y V~ODGH�V þOiQNRP����F�RGV����VPHUQLFH���������(6�D YãHWNêFK�
QiVOHGQêFK�DNWXDOL]iFLt�XYHUHMQHQêFK�QD�HXUySVNRP�LQWHUQHWRYRP�SRUWiOL�SUH�OLHN\� 
 
 
D. 32'0,(1.<�$/(%2�2%0('=(1,$�7é.$-Ò&(�6$�%(=3(ý1e+2�$ Òý,11e+2�

328äË9$1,$�/,(.8 
 
x Plï¿½n riadenia rizï¿½k (RMP)  

 
'UåLWHĐ�UR]KRGQXWLD�R UHJLVWUiFLL�Y\NRQi�SRåDGRYDQp�þLQQRVWL�D ]iVDK\�Y UiPFL�GRKĐDGX�QDG�
OLHNPL��NWRUp�V~�SRGUREQH�RStVDQp�Y RGV~KODVHQRP�503�SUHGORåHQRP�Y PRGXOH�������
UHJLVWUDþQHM�GRNXPHQWiFLH�D YR YãHWNêFK�ćDOãtFK�RGV~KODVHQêFK�DNWXDOL]iFLiFK�503� 
 
$NWXDOL]RYDQê�503�MH�SRWUHEQp�SUHGORåLĢ� 

x QD�åLDGRVĢ�(XUySVNHM�DJHQW~U\�SUH�OLHN\� 
x YåG\�Y SUtSDGH�]PHQ\�V\VWpPX�ULDGHQLD�UL]tN��SUHGRYãHWNêP�Y G{VOHGNX�]tVNDQLD�QRYêFK�

LQIRUPiFLt��NWRUp�P{åX�YLHVĢ�N YêUD]QHM�]PHQH�SRPHUX�SUtQRVX�D UL]LND��DOHER�Y G{VOHGNX�
GRVLDKQXWLD�G{OHåLWpKR�PHG]QtND��Y UiPFL�GRKĐDGX�QDG�OLHNPL�DOHER�PLQLPDOL]iFLH�UL]LND�� 

 
 
E. 262%,71e�32ä,$'$9.<�1$�63/1(1,(�32675(*,675$ý1é&+�23$75(1Ë�35,�

REGISTRï¿½CII ZA MIMORIADNYCH OKOLNOSTï¿½  
 
7iWR�UHJLVWUiFLD�EROD�VFKYiOHQi�]D�PLPRULDGQ\FK�RNROQRVWt��D�SUHWR�Pi�SRGĐD�þOiQNX����RGV����
QDULDGHQLD��(6��þ� ���������GUåLWHĐ�UR]KRGQXWLD�R�UHJLVWUiFLL�GR XUþHQpKR�WHUPtQX�Y\NRQDĢ�
QDVOHGXM~FH�RSDWUHQLD� 
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Popis Termï¿½n vykonania  
 
1D�~þHO\�YDOLGiFLH�IDUPDNRNLQHWLFNHM�PHWyG\�RELOWR[D[LPDEX�
�*&/-�����Y�ĐXGVNRP�VpUH�Pi�GUåLWHĐ�UR]KRGQXWLD�R�UHJLVWUiFLL�
SUHG�SRXåLWtP�WHVWX�QD�DQDOê]X�Y]RULHN�SUH�NOLQLFN~�ãW~GLX�$+��� 
SUHGORåLĢ YêVOHGN\�YDOLGiFLH�WHVWX�SUH�QDVOHGXM~FH�DVSHNW\��
LQWHUIHUHQFLD�RFKUDQQêP�DQWLJpQRP�����D������()��/)�D�SURWLOiWN\�
SURWL�OLHNX��D�~þLQQRVĢ�WHVWX�Y�KHPRO\WLFNRP�D�OLSHPLFNRP�VpUH��
3DUDOHOQp�WHVW\�VD�Y\NRQDM~�V�YêVOHGQêPL�Y]RUNDPL�]�SOiQRYDQHM�
RWYRUHQHM�WHUpQQHM�ãW~GLH�$+���� 
 
 
 
6�FLHĐRP�Y\KRGQRWLĢ�NOLQLFN~�RGSRYHć��EH]SHþQRVĢ�D�]QiãDQOLYRVĢ�
YUiWDQH�SULHEHKX�RFKRUHQLD�D�SUHåLWLD�X�~þDVWQtNRY�V�SRGR]UHQtP�QD�
LQKDODþQê�DQWUD[��V SUDYGHSRGREQRVĢRX�LQKDODþQpKR�DQWUD[X DOHER�
V SRWYUGHQêP LQKDODþQêP DQWUD[om OLHþHQêFK RELOWR[D[LPDERP�
Pi GUåLWHĐ�UR]KRGQXWLD�R�UHJLVWUiFLL�XVNXWRþQLĢ SRGĐD�VFKYiOHQpKR�
SURWRNROX�RWYRUHQ~�WHUpQQX�ãW~GLX�$+����Ii]\���SR�Y\SXNQXWt�
DQWUD[X�Y�NUDMLQiFK��Y�NWRUêFK�MH�RELOWR[D[LPDE�SRYROHQê�D�
GRVWXSQê��D�SUHGORåLĢ YêVOHGN\�]iYHUHþQHM�VSUiY\�R�ãW~GLL� 
 
 
 
 

 
0DM~�E\Ģ�pUHGORåHQp�VSROX�
VR�]iYHUHþQRX�NOLQLFNRX�
VSUiYRX�]R�ãW~GLH�$+��� 
 
 
 
 
 
 
 
.DåGRURþQH�SUHGNODGDQp 
VSUiY\ 
 
=iYHUHþQi�VSUiYD�EXGH�
SUHGORåHQi�QDMQHVN{U�
�� PHVLDFRY�SR�SRVOHGQRP�
SRGDQt�RELOWR[D[LPDEX�
DOHER�SRVOHGQRP�]EHUH�
~GDMRY�Y�SUtSDGH�
UHWURVSHNWtYQHKR�]EHUX�
~GDMRY 
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PRï¿½LOHA III  
 

2=1$ý(1,(�2%$/8�$ Pï¿½SOMNï¿½ INFORMï¿½CIA PRE  328äË9$7(ď$ 
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A. 2=1$ý(1,(�2%$/8 
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Ò'$-(��.725e�0$-Ò�%<ġ�89('(1e�1$�921.$-â20�2%$/( 
 
â.$78ď.$ 
 
 
1. Nï¿½ZOV LIEKU  
 
1<;7+5$&,6 100 PJ�PO�VWHULOQê�NRQFHQWUiW 
RELOWR[D[LPDE 
 
 
2. /,(ý,92��/,(ý,9È� 
 
1 ml: 100 PJ�RELOWR[D[LPDEX� 
 
 
3. ZOZNAM POMOCNï¿½CH Lï¿½TOK  
 
3RPRFQp�OiWN\��KLVWLGtQ��VRUELWRO��( �����N\VHOLQD�FKORURYRGtNRYi��K\GUR[LG�VRGQê��YRGD�QD�LQMHNFLH� 
 
 
4. LIEKOVï¿½ FORMA A OBSAH 
 
KRQFHQWUiW QD�LQI~]Q\�UR]WRN 
��� PJ�� ml 
1 LQMHNþQi�OLHNRYND 
 
 
5. SPï¿½SOB A  CESTA (CESTY) PODï¿½VANIA  
 
3UHG�SRXåLWtP�VL�SUHþtWDMWH�StVRPQ~�LQIRUPiFLX�SUH�SRXåtYDWHĐD� 
,QWUDYHQy]QH SR�]ULHGHQt� 
/HQ�QD�MHGQRUD]RYp SRXåLWLH� 
1HSUHWUHSiYDMWH� 
 
45�NyG��NWRUê�EXGH XYHGHQê + ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� â3(&,È/1(�832=251(1,(��ä(�/,(.�6$�086Ë�8&+29È9$ġ�0,02�'2+ď$'8�

A DOSAHU DETï¿½  
 
 
 
7. ,1e�â3(&,È/1(�832=251(1,(��832=251(1,$���$.�-(�72�3275(%1e 
 
 
 
8. Dï¿½TUM EXSPIRï¿½CIE  
 
(;3 
 
 
9. ŠPECIï¿½LNE PODMIENKY NA UCHOVï¿½VANIE  
 
8FKRYiYDMWH�Y FKODGQLþNH� 
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1HXFKRYiYDMWH�Y PUD]QLþNH� 
8FKRYiYDMWH�Y S{YRGQRP�REDOH�QD�RFKUDQX�SUHG�VYHWORP� 
 
 
10. â3(&,È/1(�832=251(1,$�1$�/,.9,'È&,8�1(328ä,7é&+�/,(.29�$/(%2�

ODPADOV Z 1,&+�9=1,.187é&+��$.�-(�72�9+2'1e 
 
 
 
11. Nï¿½ZOV A $'5(6$�'5ä,7(ď$�52 ZHODNUTIA O REGISTRï¿½CII  
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
����� /|UUDFK 
1HPHFNR 
 
 
12. 5(*,675$ý1e�ýË6/2��ýË6/$� 
 
(8����������/001 
 
 
13. ýË6/2�9é52%1(-�â$5ä( 
 
ý��ãDUåH 
 
 
14. =$75,('(1,(�/,(.8�32'ď$�63Ð62%8�9é'$-$ 
 
 
 
15. 32.<1<�1$�328ä,7,( 
 
 
 
��� INFORMï¿½CIE V  BRAILLOVOM Pï¿½SME  
 
=G{YRGQHQLH�QHXYiG]DĢ�LQIRUPiFLX�Y %UDLOORYRP�StVPH�VD�DNFHSWXMH� 
 
 
17. ŠPECIFICKï¿½ IDENTIFIKï¿½TOR – '92-52=0(51é�ý,$529é�.Ï'  
 
'YRMUR]PHUQê�þLDURYê�NyG�VR�ãSHFLILFNêP�LGHQWLILNiWRURP� 
 
 
18. ŠPECIFICKï¿½ IDENTIFIKï¿½TOR – ï¿½DAJE ý,7$7(ď1e�ď8'6.é0�2.20  
 
PC 
61 
NN 
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0,1,0È/1(�Ò'$-(��.725e�0$-Ò�%<ġ�89('(1e�1$ MALOM VNï¿½TORNOM OBALE  
 
â7Ë72.�1$�,1-(.ý1(-�/,(.29.( 
 
 
1. Nï¿½ZOV LIEKU A CESTA (CESTY) PODï¿½VANIA 
 
1<;7+5$&,6 100 PJ�PO�VWHULOQê�NRQFHQWUiW 
RELOWR[D[LPDE 
L�Y� SR�]ULHGHQt� 
 
 
2. SPï¿½SOB PODï¿½VANIA  
 
/HQ�QD�MHGQRUD]RYp SRXåLWLH� 
 
 
3. Dï¿½TUM EXSPIRï¿½CIE  
 
(;3 
 
 
4. ýË6/2�9é52%1(-�â$5ä( 
 
ý��ãDUåH 
 
 
5. OBSAH V +02712671é&+��2%-(029é&+�$/(%2�.8629é&+�-('127.È&+ 
 
��� PJ�� ml 
 
 
�� INï¿½  
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B. 3Ë6201È�,1)250È&,$�35(�328äË9$7(ď$ 
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3tVRPQi�LQIRUPiFLD�SUH�SRXåtYDWHĐD 
 

NYXTHRACIS 100 PJ�PO�NRQFHQWUiW na infï¿½zny roztok  
RELOWR[D[LPDE 

 
7HQWR�OLHN�MH�SUHGPHWRP�ćDOãLHKR�PRQLWRURYDQLD��7R�XPRåQt�UêFKOH�]tVNDQLH�QRYêFK�LQIRUPiFLt�

o EH]SHþQRVWL��0{åHWH�SULVSLHĢ�WêP��åH�QDKOiVLWH�DNpNRĐYHN�YHGĐDMãLH�~þLQN\��DN�VD�X YiV�Y\VN\WQ~��
,QIRUPiFLH�R WRP��DNR�KOiVLĢ�YHGĐDMãLH�~þLQN\��QiMGHWH�QD�NRQFL�þDVWL��� 
 
3R]RUQH�VL�SUHþtWDMWH�FHO~�StVRPQ~�LQIRUPiFLX�SUHGWêP��DNR�]DþQHWH�SRXåtYDĢ�WHQWR�OLHN��SUHWRåH�
REVDKXMH�SUH�YiV�G{OHåLWp�LQIRUPiFLH. 
- 7~WR�StVRPQ~�LQIRUPiFLX�VL�XVFKRYDMWH��0RåQR�EXGH�SRWUHEQp��DE\�VWH�VL�MX�]QRYX�SUHþtWDOL� 
- $N�PiWH�DNpNRĐYHN�ćDOãLH�RWi]N\��REUiĢWH�VD�QD�VYRMKR�OHNiUD��OHNiUQLND�DOHER�]GUDYRWQ~�VHVWUX� 
- $N�VD�X YiV�Y\VN\WQH�DNêNRĐYHN�YHGĐDMãt�~þLQRN��REUiĢWH�VD�QD�VYRMKR�OHNiUD��OHNiUQLND�DOHER�

]GUDYRWQ~�VHVWUX� To VD�WêND�DM�DNêFKNRĐYHN�YHGĐDMãtFK�~þLQNRY��NWRUp�QLH�V~�XYHGHQp�Y tejto 
StVRPQHM�LQIRUPiFLL��3R]UL�þDVĢ��� 

 
V tejto pï¿½somnej informï¿½cii sa dozviete:  
 
�� ýR�MH�1<;7+5$&,6 D QD�þR�VD�SRXåtYD 
�� ýR�SRWUHEXMHWH�YHGLHĢ�SUHGWêP��DNR�YiP�EXGH�SRGDQê 1<;7+5$&,6 
�� Ako YiP�EXGH�SRGDQê�1<;7+5$&,6 
�� 0RåQp�YHGĐDMãLH�~þLQN\� 
�� $NR�XFKRYiYDĢ�1<;7+5$&,6 
�� 2EVDK�EDOHQLD�D ćDOãLH�LQIRUPiFLH 
 
 
1. ýR�MH�NYXTHRACIS a QD�þR�VD�SRXåtYD 
 
1<;7+5$&,6 REVDKXMH�OLHþLYR�RELOWR[D[LPDE��2ELOWR[D[LPDE�MH�PRQRNORQiOQD�SURWLOiWND��W\S�
ELHONRYLQ\��NWRUi VD�YLDåH�QD�WR[tQ\�SURGXNRYDQp�EDNWpULDPL��NWRUp�VS{VREXM~�DQWUD[��D�LQDNWLYXMH�LFK� 
 
1<;7+5$&,6 VD�SRXåtYD�VSROX�V�DQWLELRWLNDPL�QD�OLHþEX�GRVSHOêFK�D�GHWt�V�DQWUD[RP�VS{VREHQêP�
YGêFKQXWtP�EDNWpULt��LQKDODþQê�DQWUD[�� 
 
1<;7+5$&,6 VD�P{åH�SRXåLĢ�DM�Y SUtSDGH��DN�VWH�PRKOL�SUtVĢ�GR�NRQWDNWX�V�EDNWpULDPL�DOHER�
VSyUDPL�DQWUD[X��DOH�QHPiWH�åLDGQH�SUt]QDN\�oFKRUHQLD��D�DN�QLH�MH�N�GLVSR]tFLL�DOHER�QLH�MH�YKRGQi�
åLDGQD�LQi�OLHþED� 
 
 
2. ýR�SRWUHEXMHWH�YHGLHĢ�SUHGWêP��DNR�YiP�EXGH�SRGDQê NYXTHRACIS 
 
NYXTHRACIS YiP�QHPi�E\Ģ�SRGDQê 
- DN�VWH�DOHUJLFNê�QD�RELOWR[D[LPDE�DOHER�QD�NWRU~NRĐYHN�] ćDOãtFK�]ORåLHN�WRKWR�OLHNX�

�XYHGHQêFK�Y þDVWL���� 
 
Upozornenia a opatrenia 
3UHGWêP��DNR�YiP�EXGH�SRGDQê�1<;7+5$&,6��REUiĢWH�VD�QD�VYRMKR�OHNiUD��OHNiUQLND�DOHER�
]GUDYRWQ~�VHVWUX� 
 
- DN�Y\��DOHER�YDãH��GLHĢD�PiWH�GHGLþQ~�QH]QiãDQOLYRVĢ�IUXNWy]\��VNUDWND�+),��]�DQJOLFNpKR�

KHUHGLWDU\�IUXFWRVH�LQWROHUDQFH��DOHER�YDãH�GLHĢD�Xå�YLDF�QHP{åH�SULMtPDĢ�VODGNp�MHGOi�DOHER�
QiSRMH��SUHWRåH�SRFLĢXMH�QHYRĐQRVĢ��YUDFLD��DOHER�Pi�QHSUtMHPQp�SRFLW\�DNR�QDSUtNODG�
QDIXNRYDQLH��åDO~GRþQp�NĚþH��DOHER�KQDþNX� 
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$OHUJLFNp�UHDNFLH��NWRUp�VD�P{åX�Y\VN\WQ~Ģ�SR�OLHþEH�1<;7+5$&,6��P{åX�E\Ģ�QLHNHG\�]iYDåQp��
PUHG�SRGDQtP�OLHNX 1<;7+5$&,6 YiP�P{åH�E\Ģ�SRGDQp�DQWLKLVWDPLQLNXP��DE\�VD�]QtåLOR�UL]LNR�
DOHUJLFNêFK�UHDNFLt� 
 
Inï¿½ lieky a  NYXTHRACIS 
$N�WHUD]�SRXåtYDWH�DOHER�VWH�Y SRVOHGQRP�þDVH�SRXåtYDOL��þL�SUiYH�EXGHWH�SRXåtYDĢ�ćDOãLH�OLHN\��
SRYHG]WH�WR�VYRMPX�OHNiURYL�DOHER�OHNiUQLNRYL� 
$NR�SRPRF�SUL�OLHþEH�LQKDODþQpKR�DQWUD[X�YiP�P{åX�E\Ģ�SRGDQp�DQWLELRWLNi��QDSU��FLSURIOR[DFtQ�� 
 
Tehotenstvo a GRMþHQLH 
$N�VWH�WHKRWQi�DOHER�GRMþtWH��DN�VL�P\VOtWH��åH�VWH�WHKRWQi�DOHER�DN�SOiQXMHWH�RWHKRWQLHĢ��SRUDćWH�VD�VR�
VYRMtP�OHNiURP�SUHGWêP��DNR�YiP�EXGH�SRGDQê�WHQWR�OLHN� 
 
1LH�MH�]QiPH��þL�1<;7+5$&,6 P{åH�SRãNRGLĢ YDãH QHQDURGHQp�GLHĢD� 
 
1LH�MH�]QiPH��þL�1<;7+5$&,6 SUHFKiG]D�GR�PDWHUVNpKR�POLHND��9\�D�Yiã�OHNiU�UR]KRGQHWH��þL�PiWH�
GRMþLĢ�SR�SRGDQt�1<;7+5$&,6� 
 
Vedenie vozidiel a obsluha strojov 
1<;7+5$&,6 P{åH�VS{VRERYDĢ�YHGĐDMãLH�~þLQN\��DNR�V~�EROHVWL�KODY\��]iYUDW\��~QDYD�D YUDFDQLH��
0{åH�WR�RYSO\YQLĢ�YDãX�VFKRSQRVĢ�YLHVĢ�YR]LGOi�DOHER�REVOXKRYDĢ�VWURMH� 
 
NYXTHRACIS obsahuje sorbitol (E 420) 
6RUELWRO�MH�]GURMom IUXNWy]\��W\S�FXNUX���$N�Y\��DOHER�YDãH�GLHĢD��PiWH�GHGLþQ~�LQWROHUDQFLX�IUXNWy]\�
�+),���]ULHGNDYp JHQHWLFNp RFKRUHQLH��Yiã�OHNiU�P{åH�UR]KRGQ~Ģ��åH�Y\��DOHER�YDãH�GLHĢD��QHVPLHWH�
GRVWDĢ�WHQWR�OLHN��3DFLHQWL�V�+),�QHYHGLD�UR]ORåLĢ��VSUDFRYDĢ��IUXNWy]X��þR P{åH�VS{VRELĢ�]iYDåQp�
YHGĐDMãLH�~þLQN\� 
$N�Y\��DOHER�YDãH�GLHĢD��PiWH�+),��DOHER�YDãH�GLHĢD�Xå�YLDF�QHP{åH�SULMtPDĢ�VODGNp�MHGOi�DOHER�
QiSRMH��SUHWRåH�SRFLĢXMH�QHYRĐQRVĢ��YUDFLD��DOHER�Pi�QHSUtMHPQp�SRFLW\�DNR�QDSUtNODG�QDIXNRYDQLH��
åDO~GRþQp�NĚþH�DOHER�KQDþNX��PXVtWH�WR�R]QiPLĢ�VYRMPX�OHNiURYL�SUHGWêP��DNR�GRVWDQHWH�WHQWR�OLHN� 
 
NYXTHRACIS obsahuje sodï¿½k  
7HQWR�OLHN�REVDKXMH�PHQHM�DNR�� PPRO�VRGtND���� PJ��Y�NDåGHM�� PO�LQMHNþQHM�OLHNRYNH�
1<;7+5$&,6��W� M� Y SRGVWDWH�]DQHGEDWHĐQp�PQRåVWYR�VRGtND� 
 
 
3. Ako vï¿½m bude SRGDQê� NYXTHRACIS 
 
1<;7+5$&,6 YiP�SRGi�OHNiU�DOHER�]GUDYRWQi�VHVWUD��9iã�OHNiU�DOHER�]GUDYRWQi�VHVWUD�Y\SRþtWDM~�
GiYNX�QD�]iNODGH�YDãHM�WHOHVQHM�KPRWQRVWL��DOHER�WHOHVQHM�KPRWQRVWL�YiãKR�GLHĢDĢD�� 
 
9iã�OHNiU��]GUDYRWQi�VHVWUD�DOHER�OHNiUQLN�SULSUDYLD LQI~]Q\�UR]WRN� 
5R]WRN�1<;7+5$&,6VD�EXGH�SRGiYDĢ�DNR�LQI~]LD��NYDSNDQtP��SR�GREX��� PLQ~W�GR�åLO\��]Y\þDMQH�
GR�UXN\��3RþDV�SRGiYDQLD�1<;7+5$&,6 D�QDMPHQHM�MHGQX�KRGLQX�SR�LQI~]LL�EXGHWH�VOHGRYDQt� 
3UHGWêP��DNR�GRVWDQHWH�1<;7+5$&,6��YiP�]Y\þDMQH�EXG~�SRGDQp�OLHN\�QD�SUHYHQFLX�DOHER�
]PLHUQHQLH�DOHUJLFNêFK�UHDNFLt� 
 
$N�PiWH�DNpNRĐYHN�ćDOãLH�RWi]N\�WêNDM~FH�VD�SRXåLWLD�WRKWR�OLHNX��RSêWDMWH�VD�VYRMKR�OHNiUD��OHNiUQLND�
DOHER�]GUDYRWQHM�VHVWU\� 
 
 
4. 0RåQp�YHGĐDMãLH�~þLQN\ 
 
7DN�DNR�YãHWN\�OLHN\��DM�WHQWR�OLHN�P{åH�VS{VRERYDĢ�YHGĐDMãLH�~þLQN\��KRFL�VD�QHSUHMDYLD�X NDåGpKR� 
 
,KQHć R]QiPWH�VYRMPX�OHNiURYL�DOHER�RVREH��NWRUi�YiP�SRGiYD�LQI~]LX��DN�VSR]RUXMHWH�
NWRUêNRĐYHN�]�QDVOHGRYQêFK YHGĐDMãtFK�~þLQNRY� 
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6YUEHQLH��Y\UiåND��GêFKDYLþQRVĢ�DOHER�VLSRW�SUL�GêFKDQt�– P{åH�tVĢ�R�SUHMDY\ DOHUJLFNHM�UHDNFLH�
�SUHFLWOLYHQRVWL�� 
 
0HG]L�ćDOãLH�YHGĐDMãLH�~þLQN\�NYXTHRACIS patria: 
 
ýDVWp �P{åX�SRVWLKRYDĢ Då���RVREX�] ���� 
- EROHVĢ�KODY\� 
- NDãHĐ� 
- EROHVĢ�Y�PLHVWH�SRGDQLD�LQI~]LH� 
- VYUEHQLH��NRåQi�Y\UiåND�YUiWDQH�VYUELDFHM�Y\VW~SHQHM�Y\UiåN\��åLKĐDYND�� 
 
0HQHM�þDVWp �P{åX�SRVWLKRYDĢ Då���RVREX�]R������ 
- DOHUJLFNp�UHDNFLH� 
- ]iYUDW\� 
- QHFLWOLYRVĢ� 
- ]UDNRYi FLWOLYRVĢ�QD�VYHWOR��IRWRIyELD�� 
- QHSUtMHPQê�SRFLW Y�XFKX� 
- SRGUiåGHQLH�KUGOD� 
- ]DFKUtSQXWê�KODV� 
- XSFKDWLH�SULQRVRYêFK�GXWtQ� 
- GêFKDYLþQRVĢ� 
- EROHVĢ�SLHU� 
- HN]pP��ROXSRYDQLH�NRåH� 
- VYDORYp�]iãNOE\�D�NĚþH� 
- ~QDYD� 
- ]LPQLFD��SRFLW�FKODGX�� 
- QHSUtMHPQê�SRFLW Y�KUXGQtNX� 
- EROHVĢ�YãHREHFQH�D�EROHVĢ�SRVWLKXM~FD�NRQþDWLQ\��KUXGQtN��þHĐXVĢ��VYDO\��Yl]\��ãĐDFK\�DOHER�

NRVWL� 
- RSXFK��EROHVĢ�DOHER�IOHELWtGD��]iSDO�åtO��Y�PLHVWH�SRGDQLD�LQI~]LH� 
 
+OiVHQLH�YHGĐDMãtFK�~þLQNRY 
$N�VD�X YiV�Y\VN\WQH�DNêNRĐYHN�YHGĐDMãt�~þLQRN��REUiĢWH�VD�QD�VYRMKR�OHNiUD��OHNiUQLND�DOHER�
]GUDYRWQ~�VHVWUX� To VD�WêND�DM�DNêFKNRĐYHN�YHGĐDMãtFK�~þLQNRY��NWRUp�QLH�V~�XYHGHQp�Y WHMWR�StVRPQHM�
LQIRUPiFLL��9HGĐDMãLH�~þLQN\�P{åHWH�KOiVLĢ�DM�SULDPR�QD�QiURGQp�FHQWUXP�KOiVHQLD�XYHGHQp�
Y 3UtORKH V��+OiVHQtP�YHGĐDMãtFK�~þLQNRY�P{åHWH�SULVSLHĢ�N ]tVNDQLX�ćDOãtFK�LQIRUPiFLt�R EH]SHþQRVWL�
WRKWR�OLHNX� 
 
 
5. $NR�XFKRYiYDĢ�NYXTHRACIS 
 
7HQWR�OLHN�XFKRYiYDMWH�PLPR�GRKĐDGX�D GRVDKX�GHWt� 
 
1HSRXåtYDMWH�WHQWR�OLHN�SR�GiWXPH�H[VSLUiFLH��NWRUê�MH�XYHGHQê�QD�ãNDWXĐNH�D�QD�ãWtWNX�SR�(;3��'iWXP�
H[VSLUiFLH�VD Y]ĢDKXMH�QD�SRVOHGQê�GHĖ�Y GDQRP�PHVLDFL� 
 
8FKRYiYDMWH�Y�FKODGQLþNH��� °C – � �&�� 
1HXFKRYiYDMWH�Y PUD]QLþNH� 
8FKRYiYDMWH�Y S{YRGQRP�REDOH�QD�RFKUDQX�SUHG�VYHWORP� 
 
PR�]ULHGHQt�Y�LQI~]QRP�YDNX�EROD FKHPLFNi��I\]LNiOQD�D�PLNURELiOQD�VWDELOLWD�SUL�SRXåtYDQt�
SUHXNi]DQi�SR�GREX�� KRGtQ�SUL�L]ERYHM�WHSORWH���� °C – �� �&��DOHER�Y�FKODGQLþNH��� °C – � �&�� 
 
1<;7+5$&,6 VD�Pi�SR�]ULHGHQt�Y�LQI~]QHM�VWULHNDþNH�RNDPåLWH�SRGDĢ�D�QHXFKRYiYDĢ��$NêNRĐYHN�
QHSRXåLWê�OLHN�VD�Pi�]OLNYLGRYDĢ� 
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�� Obsah balenia a ćDOãLH�LQIRUPiFLH 
 
ýR�NYXTHRACIS obsahuje  
- /LHþLYR�MH�RELOWR[D[LPDE��.DåGê�PO�NRQFHQWUiWX�REVDKXMH���� PJ�RELOWR[D[LPDEX��-HGQD�� ml 

LQMHNþQi�OLHNRYND�REVDKXMH���� PJ�RELOWR[D[LPDEX� 
- ĆDOãLH�]ORåN\�V~�KLVWLGtQ��VRUELWRO��( ������SRO\VRUEiW�����( ������N\VHOLQD�FKORURYRGtNRYi�

�( �����D�K\GUR[LG�VRGQê��( ������3R]UL�WLHå�þDVĢ���Ä1<;7+5$&,6 REVDKXMH�VRUELWRO³� 
 
Ako vyzerï¿½ NYXTHRACIS  a obsah balenia 
1<;7+5$&,6 MH�þtU\�Då�RSDOL]XM~FL��EH]IDUHEQê�Då�VYHWORåOWê�Då�VYHWORKQHGR-åOWê NRQFHQWUiW�QD 
LQI~]Q\ UR]WRN� 
1<;7+5$&,6 MH�GRVWXSQê�Y�EDOHQLDFK�REVDKXM~FLFK���LQMHNþQ~ OLHNRYNX� 
 
'UåLWHĐ�UR]KRGQXWLD�R�UHJLVWUiFLL 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
����� /|UUDFK 
1HPHFNR 
 
9êUREFD 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
+RODQGVNR 
 
Tï¿½to pï¿½somnï¿½ informï¿½cia bola naposledy aktualizovanï¿½ v 
 
7HQWR�OLHN�ERO�UHJLVWURYDQê�]D�W]Y��PLPRULDGQ\FK�RNROQRVWt��7R�]QDPHQi��åH�SUH�]ULHGNDYRVĢ�YêVN\WX�
WRKWR�RFKRUHQLD�D�]�HWLFNêFK�G{YRGRY�QHEROR�PRåQp�]tVNDĢ�YãHWN\�LQIRUPiFLH�R�WRPWR�OLHNX� 
(XUySVND�DJHQW~UD�SUH�OLHN\�NDåGê�URN�SRV~GL�QRYp�LQIRUPiFLH�R WRPWR�OLHNX�D W~WR�StVRPQ~�
LQIRUPiFLX�EXGH�SRGĐD�SRWUHE\�DNWXDOL]RYDĢ� 
 
ĆDOãLH�]GURMH�LQIRUPiFLt 
 
3RGUREQp�LQIRUPiFLH�R WRPWR�OLHNX�V~�GRVWXSQp�QD�LQWHUQHWRYHM�VWUiQNH�(XUySVNHM�DJHQW~U\�SUH�OLHN\��
KWWS���ZZZ�HPD�HXURSD�HX��1iMGHWH�WDP�DM�RGND]\�QD�ćDOãLH�ZHERYp�VWUiQN\�R�]ULHGNDYêFK�
RFKRUHQLDFK�D LFK�OLHþEH� 
 
7iWR�StVRPQi�LQIRUPiFLD�MH�GRVWXSQi�YR�YãHWNêFK�MD]\NRFK�(Ò�(+3�QD ZHERYHM�VWUiQNH�(XUySVNHM�
DJHQW~U\�SUH�OLHN\� 
 
ĆDOãLH�LQIRUPiFLH��ZZZ�RELOWR[D[LPDE-VIO�HX EXGH�YORåHQê�45�NyG� 
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