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(]�D�J\yJ\V]HU�IRNR]RWW�IHO�J\HOHW�DODWW�iOO��PHO\�OHKHWĘYp�WHV]L�D]�~M�J\yJ\V]HUEL]WRQViJL�
LQIRUPiFLyN�J\RUV�D]RQRVtWiViW��$]�HJpV]VpJ�J\L�V]DNHPEHUHNHW�DUUD�NpUM�N��KRJ\�MHOHQWVHQHN�
EiUPLO\HQ�IHOWpWHOH]HWW�PHOOpNKDWiVW��$�PHOOpNKDWiVRN�MHOHQWpVpQHN�PyGMDLUyO�D���� SRQWEDQ�NDSKDWQDN�
WRYiEEL�WiMpNR]WDWiVW� 
 
 
1. $�*<Ï*<6=(5�1(9( 
 
1<;7+5$&,6 100 PJ�PO�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR] 
 
 
2. 0,1ė6e*,�e6�0(11<,6e*,�g66=(7e7(/ 
 
100 PJ�RELOWR[D[LPDERW WDUWDOPD]�PLOOLOLWHUHQNpQW a NRQFHQWUiWXP�� 
600 PJ�RELOWR[D[LPDERW�WDUWDOPD]�� ml-HV�LQMHNFLyV��YHJHQNpQW� 
 
$]�RELOWR[D[LPDERW�HJpU�*6-16��P\HORPD-VHMWHNEHQ�iOOtWMiN�HOĘ�UHNRPELQiQV�'16-WHFKQROyJLiYDO� 
 
,VPHUW�KDWiV~�VHJpGDQ\DJ 
 
36 PJ�V]RUELWRW�WDUWDOPD]�PLOOLOLWHUHQNpQW�a NRQFHQWUiWXP� 
 
$�VHJpGDQ\DJRN�WHOMHV�OLVWiMiW�OiVG�D���� SRQWEDQ� 
 
 
3. *<Ï*<6=(5)250$ 
 
.RQFHQWUiWXP�ROGDWRV�LQI~]LyKR]��VWHULO�NRQFHQWUiWXP�� 
$]�1<;7+5$&,6 iWOiWV]y�YDJ\�RSDOHV]NiOy��V]tQWHOHQ YDJ\ KDOYiQ\ViUJa, YDJ\�KDOYiQ\�EDUQiVViUJa 
V]tQĦ�ROGDW��DPHO\�QpKiQ\�iWWHWV]Ę�YDJ\�IHKpU�V]tQĦ��IHKpUMHV]HUĦ�UpV]HFVNpW�WDUWDOPD]KDW��H]HNHW�D�
EHpStWHWW�V]ĦUĘ�HOWiYROtWMD���$]�ROGDW�NpPKDWiVD������R]PRODOLWiVD����–��� P2VP�NJ� 
 
 
4. ./,1,.$,�-(//(0=ė. 
 
4.1 Terï¿½piï¿½s javallatok  
 
$]�1<;7+5$&,6 Bacillus anthracis okozta LQKDOiFLyV��W�GĘ-��DQWKUD[�NH]HOpVpUH�MDYDOORWW�PHJIHOHOĘ�
DQWLEDNWHULiOLV�V]HUHNNHO�NRPELQiFLyEDQ��YDODPHQQ\L�NRURV]WiO\EDQ��OiVG���� SRQW�� 
 
$]�1<;7+5$&,6 az LQKDOiFLyV��W�GĘ-��DQWKUD[�posztH[SR]tFLys SURSK\OD[LViUD�MDYDOOotW�PLQGHQ�
NRURV]WiO\EDQ��DPHQQ\LEHQ�PiV�NH]HOpVHN�QHP�PHJIHOHOĘHN YDJ\�QHP�iOOQDN�UHQGHONH]pVUH��OiVG�
��� SRQW�� 
 
4.2 Adagolï¿½s ï¿½s alkalmazï¿½s  
 
$]�1<;7+5$&,6-t D�OHKHWĘ�OHJKDPDUDEE EH�NHOO�DGQL��DPLQW�DONDOPD]iVD�NOLQLNDLODJ�MDYDOORWW� 
 
MHJIHOHOĘ�RUYRVL�HV]N|]|NQHN pV�IHO�J\HOHWQHN mLQGLJ�UHQGHONH]pVUH�NHOO�iOOQLD�arra az esetre, ha az 
1<;7+5$&,6 EHDGiVD�XWiQ�DQDSK\OD[LiV�UHDNFLy�N|YHWNH]QH�EH� 
 
$GDJROiV 
 
$]�1<;7+5$&,6 DMiQORWW�DGDJMD OHJDOiEE��� kg-RV�IHOQĘWW�EHWHJHNQpO��� PJ�WHVWW|PHJNLOogramm 
�WWNJ��HJ\V]HUL�LQWUDYpQiV�LQI~]LyEDQ��$]�1<;7+5$&,6 DMiQORWW�DGDJROiVD��� NJ�DODWWL�IHOQĘWW�
EHWHJHNQpO��� PJ�WWNJ�HJ\V]HUL�LQWUDYpQiV�LQI~]LyEDQ�� 
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$]�1<;7+5$&,6 EHDGiVD�HOĘWW�DQWLKLV]WDPLQQDO�YpJ]HWW�SUHPHGLNiFLy�MDYDVROW��OiVG�����pV�
��� SRQW��� 
 
$]�LQI~]LyYDO�|VV]HI�JJĘ UHDNFLy��LQIXVLRQ-UHODWHG�UHDFWLRQ��,55��HVHWpQ�DONDOPD]DQGy�
Gy]LVPyGRVtWiVRNDW�D]��� WiEOi]DW�LVPHUWHWL� 
 
1. tï¿½blï¿½zat: Az obiltoxaximab javasolt dï¿½zismï¿½dosï¿½tï¿½sai infï¿½ziï¿½s reakciï¿½k esetï¿½n 
$]�,55�
sï¿½lyossï¿½ga  

Dï¿½zismï¿½dosï¿½tï¿½s  

1–�� fokR]DW~�
,55 

0HJ�NHOO�V]DNtWDQL�D]�RELOWR[D[LPDE�LQI~]LyW�pV�WiPRJDWy�NH]HOpVW�NHOO�
DONDOPD]QL� 

3-DV�V~O\RVViJL�IRN~�]LKiOiV��EURQFKRVSDVPXV�YDJ\�JHQHUDOL]iOW�XUWLFDULD�HOVĘ�
HOĘIRUGXOiVDNRU�YpJOHJ OH�NHOO�iOOtWDQL D]�RELOWR[D[LPDE-NH]HOpVW� 

9LVV]DWpUĘ��-HV�V~O\RVViJL�IRN~�]LKiOiV YDJ\�XUWLFDULD��LOOHWYH�EiUPHO\�3-as 
V~O\RVViJL�IRN~�W�QHW�NL~MXOiVD�HVHWpQ�YpJOHJ OH�NHOO�iOOtWDQL D]�RELOWR[D[LPDE-
NH]HOpVW� 

(J\pE�HVHWEHQ�– KD�D�W�QHWHN�WHOMHVHQ�HOP~OWDN�– D]�LQI~]Ly�IRO\WDWKDWy�D�
PHJV]DNtWiV�HOĘWWL�VHEHVVpJ����-iYDO��$PHQQ\LEHQ�QHP�DODNXO�NL�LQI~]LyV�
UHDNFLy��D��� WiEOi]DWEDQ�EHPXWDWRWW�VHEHVVpJJHO�NHOO�EHDGQL�D]�LQI~]LyW�� 

3UHPHGLNiFLy�DONDOPD]iVD�V]�NVpJHV� 

�� fokR]DW~�,55 $]RQQDO�OH�NHOO�iOOtWDQL�D]�RELOWR[D[LPDE�LQI~]LyW� 
7iPRJDWy�NH]HOpVW�NHOO�DONDOPD]QL� 
9pJOHJ OH�NHOO�iOOtWDQL D]�RELOWR[D[LPDE-NH]HOpVW� 

 
.�O|QOHJHV�EHWHJFVRSRUWRN 
 
,GĘVHN 
 
1LQFV�V]�NVpJ�Gy]LVPyGRVtWiVUD��� pYHV�pV�LGĘVHEE�EHWHJHNQpO��OiVG���� SRQW�� 
 
*\HUPHNHN�pV�VHUG�OĘN 
 
*\HUPHNHNQpO�pV�VHUG�OĘNQpO�D�WHVWW|PHJHQ�DODSXO�D]�DONDOPD]DQGy�Gy]LV��amelyet a �� WiEOi]DW�
LVPHUWHW� 
 
2. tï¿½blï¿½zat: Az obiltoxaximab javasolt dï¿½zisa  J\HUPHNHNQpO�pV�VHUG�OĘNQpO��WHVWW|PHJHQ�DODSXOy�
adagolï¿½s) 

7HVWW|PHJ��NJ� 'y]LV��PJ�WWNJ� 
!�� 16 

!�� – �� �� 
���YDJ\�NHYHVHEE �� 

 
$]�DONDOPD]iV�PyGMD� 
 
$]�RELOWR[D[LPDERW�LQWUDYpQiV�LQI~]LyEDQ�NHOO�EHDGQL��� SHUF�DODWW� 
 
ÏYLQWp]NHGpVHN�D�J\yJ\V]HU�HOĘNpV]tWpVH YDJ\�DONDOPD]iVD�HOĘWW 
 
$]�LQMHNFLyV��YHJHW�QHP�V]DEDG�IHOUi]QL��$]�RELOWR[D[LPDERW�LQWUDYpQiV�LQI~]LyEDQ�W|UWpQĘ�EHDGiV�
HOĘWW�� PJ�PO������-RV��QiWULXP-NORULG�ROGDWWDO�NHOO�KtJtWDQL��OiVG���� SRQW��� 
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HtJtWiVW�N|YHWĘHQ az RELOWR[D[LPDE�LQWUDYpQiV�LQI~]LyW��� SHUF�DODWW�NHOO�EHDGQL�D��� WiEOi]DWEDQ�
EHPXWDWRWW�VHEHVVpJJHO��LQI~]LyV�]ViNRW�YDJ\�LQI~]LyV�IHFVNHQGĘW�pV����� PLNURQRV�EHpStWHWW�V]ĦUĘW�
DONDOPD]YD�� 
 
$]�LQI~]Ly�VRUiQ�V]RURV�PHJILJ\HOpV�DODWW�NHOO�WDUWDQL�D�EHWHJHNHW��QHP�DODNXOQDN-H�NL�QiOXN�
W~OpU]pNHQ\VpJUH�XWDOy�MHOHN�pV�W�QHWHN��$�PHJILJ\HOpVW�D�EHDGiV�XWiQ�LV�IRO\WDWQL�NHOO�PpJ�OHJDOiEE�
HJ\�yUiQ�NHUHV]W�O��OiVG���� SRQW���$]�LQI~]LyV�UHDNFLyNDW�D]��� WiEOi]DWEDQ�OHtUWDN�V]HULQW NHOO�NH]HOQL� 
 
$]�LQWUDYpQiV�LQI~]Ly�YpJpQ�D�V]HUHOpNHW�iW�NHOO�|EOtWHQL�� PJ�PO������-RV��QiWULXP-NORULG�ROGDWWDO� 
 
3. tï¿½blï¿½zat: Az obiltoxaximab dï¿½zisa, az infï¿½ziï¿½ teljes tï¿½rfogata ï¿½s az infï¿½ziï¿½ sebessï¿½ge a 
WHVWW|PHJ�fï¿½ggvï¿½ nyï¿½ben  

7HVWW|PHJ��NJ� 
�WHVWW|PHJHQ�DODSXOy�DGDJROiV� 

 

Teljes infï¿½ziï¿½tï¿½rfogat 
�PO� 

�LQI~]LyV�]ViN�YDJ\�
IHFVNHQGĘ�
 

Infï¿½ziï¿½sebessï¿½g  
�PO� ï¿½ra ) 

> 40 NJ�YDJ\�IHOQĘWW���� PJ�WWNJ� 
!�� ��� ��� 

> 15 kg – 40 NJ���� PJ�WWNJ� 
31 – �� ��� ��� 
16 – 30 100 �� 

15 NJ�YDJ\�DQQiO�NHYHVHEE���� PJ�WWNJ� 
11 – �� 100 �� 
� – 10 �� 33,3 

3,1 – ��� �� �� 
��� – 3 �� 13,3 
1,1 – � �� 10 

��YDJ\�DQQiO�NLVHEE � ��� 

�$�J\yJ\V]HU�DONDOPD]iV�HOĘWWL�KtJtWiViUD��YDODPLQW�D]�LQI~]LyV�]ViN�YDJ\�IHFVNHQGĘ�KDV]QiODWiUD�
YRQDWNR]y�XWDVtWiVRNDW�OiVG�D���� SRQWEDQ� 
 
4.3 Ellenjavallatok 
 
$�NpV]tWPpQ\�KDWyDQ\DJiYDO�YDJ\�D���� SRQWEDQ�IHOVRUROW�EiUPHO\�VHJpGDQ\DJiYDO�V]HPEHQL�
W~OpU]pNHQ\VpJ� 
 
4.4 .�O|QOHJHV�ILJ\HOPH]WHWpVHN�pV�D]�DONDOPD]iVVDO�NDSFVRODWRV�yYLQWp]NHGpVHN 
 
N\RPRQN|YHWKHWĘVpJ 
 
$�ELROyJLDL�NpV]tWPpQ\HN�Q\RPRQN|YHWKHWĘVpJpQHN�MDYtWiVD�pUGHNpEHQ�D]�DONDOPD]RWW�NpV]tWPpQ\�
QHYpW�pV�J\iUWiVL�WpWHOV]iPiW�HJ\pUWHOPĦHQ�NHOO�IHOW�QWHWQL� 
 
,QI~]LyV�UHDNFLyN��W~OpU]pNHQ\VpJ�pV�DQDSK\OD[LD 
 
$]�RELOWR[D[LPDE�HJpV]VpJHV�UpV]WYHYĘNNHO�YpJ]HWW�NOLQLNDL�YL]VJiODWDLEDQ�J\DNUDQ�ILJ\HOWHN�PHJ�
LQI~]LyV�W~OpU]pNHQ\VpJL�UHDNFLyNDW��$�V~O\RV�UHDNFLyN�YDJ\�D]�DQDSK\OD[LD�NRFNi]DWD�PLDWW�D]�
RELOWR[D[LPDERW�PHJILJ\HOpV�PHOOHWW�NHOO�EHDGQLD�RO\DQ�V]DNV]HPpO\]HWQHN��DPHO\�WXGiVVDO pV�
HV]N|]|NNHO�UHQGHONH]LN D]�DQDSK\OD[LD�HOOiWiVihoz��$�EHWHJHNHW�V]RURV�PHJILJ\HOpV�DODWW�NHOO�WDUWDQL�
D]�LQI~]Ly�EHDGiVD�N|]EHQ��YDODPLQW�D�EHDGiV�XWiQ�PpJ�OHJDOiEE�HJ\�yUiQ�NHUHV]W�O�� 
 
$�NOLQLNDL�YL]VJiODWRNDW�HJpV]VpJHV�|QNpQWHVHNNHO�YpJH]WpN��H]pUW�D]�RELOWR[D[LPDE�LQI~]LyW�
EiUPLO\HQ�UHDNFLy�NLDODNXOiVD�HVHWpQ�OHiOOtWRWWiN��$]�RUYRVL�NH]HOpVW�LJpQ\OĘ�V~O\RV�iOODSRWRN�
NH]HOpVpEHQ�DONDOPD]RWW�HJ\pE�PRQRNORQiOLV�DQWLWHVWHNNHO�V]HU]HWW�WDSDV]WDODWRN�DODSMiQ�D]�LQI~]LyNDW�
UHQGV]HULQW�WHOMHVHQ�EH�OHKHW�DGQL��KD�PHJIHOHOĘ�HOOiWiVW�Q\~MWDQDN��$]�LQI~]LyV�UHDNFLyNDW�D]�
�� WiEOi]DWEDQ�EHPXWDWRWW�HOMiUiVRNQDN�PHJIHOHOĘHQ�NHOO�NH]HOQL�� 
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$QWLKLV]WDPLQQDO��SO��GLIHQKLGUDPLQQDO�YpJ]HWW�SUHPHGLNiFLy�MDYDVROW�a]�RELOWR[D[LPDE�EHDGiVD�HOĘWW�
�OiVG���� SRQW���$]�RELOWR[D[LPDEEDO�YpJ]HWW�NOLQLNDL�YL]VJiODWRNEDQ�D�GLIHQKLGUDPLQW��� SHUFFHO�D]�
RELOWR[D[LPDE-NH]HOpV�HOĘWW�DGWiN�EH��$]�DQWLKLV]WDPLQQDO�YpJ]HWW�SUHPHGLNiFLyYDO�QHP�HOĘ]KHWĘ�PHJ�
D]�DQDSK\OD[LD��WRYiEEi�HOIHGKHWL�YDJ\�NpVOHOWHWKHWL�D�W~OpU]pNHQ\VpJ�W�QHWHLQHN�NLDODNXOiViW� 
 
$QWKUD[�RNR]WD�PHQLQJLWLV 
 
$]�RELOWR[D[LPDE�QHP�MXW�iW�D�YpU-DJ\�JiWRQ��tJ\�QHP�DONDOPDV�D]�DQWKUD[�RNR]WD�PHQLQJLWLV�
PHJHOĘ]pVpUH�YDJ\�NH]HOpVpUH�� 
 
*\HUPHNHN�pV�VHUG�OĘN 
 
$]�RELOWR[D[LPDEEDO�QHP�YpJH]WHN�EL]WRQViJRVViJL YDJ\�IDUPDNRNLQHWLNDL�YL]VJiODWRNDW�
J\HUPHNHNQpO�pV�VHUG�OĘNQpO��OiVG���� SRQW�� 
 
,QWHUDNFLyN�ODERUDWyULXPL�YL]VJiODWRNNDO 
 
$]�1<;7+5$&,6 H[SR]tFLyMD�PHJ]DYDUKDWMD�D]�DQWKUD[�NLPXWDWiViUD�LUiQ\XOy�V]HUROyJLDL�
YL]VJiODWRNDW� 
 
6]RUELW 
 
$]�1<;7+5$&,6 36 PJ�V]RUELWRW�WDUWDOPD]�PLOOLOLWHUHQNpQW��OiVG����pV���� SRQW��� 
$�V]RUELWWDUWDOP~�J\yJ\V]HUHN�LQWUDYpQiV�DONDOPD]iVD�|U|NOHWHV�IUXNWy]LQWROHUDQFLiEDQ��KHUHGLWDU\�
IUXFWRVH�LQWROHUDQFH��+),��V]HQYHGĘ�HPEHUHN�V]iPiUD�YpJ]HWHV�NLPHQHWHOĦ�OHKHW��$]�RELOWR[D[LPDE�
NL]iUyODJ�DNNRU�DONDOPD]KDWy�|U|NOHWHV�IUXNWy]LQWROHUDQFLD�IHQQiOOiVD�HVHWpQ��KD�DONDOPD]iVD�
NOLQLNDLODJ�IHOWpWOHQ�O�V]�NVpJHV�pV�QHP�iOO�UHQGHONH]pVUH�PiV�J\yJ\V]HU��$�J\yJ\V]HU�DONDOPD]iVD�
HOĘWW�PLQGHQ�HJ\HV�EHWHJ�HVHWpEHQ�PHJ�NHOO�LVPHUQL�D�UpV]OHWHV�NyUW|UWpQHWHW��N�O|Q|V�WHNLQWHWWHO�D]�
|U|NOHWHV�IUXNWy]LQWROHUDQFLD�W�QHWHLQHN�MHOHQWNH]pVpUH� 
 
$�FVHFVHPĘN�pV�� pYHVQpO�ILDWDODEE�NLVJ\HUPHNHN�N�O|Q|VHQ�YHV]pO\H]WHWHWWHN��QiOXN�XJ\DQLV�PpJ�
GLDJQRV]WL]iODWODQ�|U|NOHWHV�IUXNWy]LQWROHUDQFLD�iOOKDW�IHQQ�� 
 
1iWULXP 
 
$�NpV]tWPpQ\�NHYHVHEE�PLQW�� PPRO���� PJ��QiWULXPRW�WDUWDOPD]�� ml-HV�LQMHNFLyV��YHJHQNpQW��D]D]�
J\DNRUODWLODJ�ÄQiWULXPPHQWHV´� 
 
4.5 *\yJ\V]HUN|OFV|QKDWiVRN�pV�HJ\pE�LQWHUDNFLyN 
 
&LSURIOR[DFLQ 
 
(J\�LQWHUDNFLyV�YL]VJiODWEDQ�D]�RELOWR[D[LPDE�HJ\V]HUL�Gy]LViW�DONDOPD]WiN�|QPDJiEDQ�YDJ\�
FLSURIOR[DFLQQDO�HJ\�WW����UpV]WYHYĘQpO��+~V]�UpV]WYHYĘ�FVDN RELOWR[D[LPDERW�����UpV]WYHYĘ�SHGLJ�
RELOWR[D[LPDERW�pV�FLSURIOR[DFLQW�NDSRWW�� QDSLJ��$�FLSURIOR[DFLQ�LQWUDYpQiV�LQI~]Ly�EHDGiVD�YDJ\�D�
QDSL�NpWV]HUL�FLSURIOR[DFLQ�WDEOHWWD�EHYpWHOH�HOĘWW�DONDOPD]RWW��� PJ�WWNJ�RELOWR[D[LPDE�LQWUDYpQiV�
LQI~]Ly�HVHWpQ�QHP�YiOWR]RWW�PHJ�D]�RELOWR[D[LPDE�IDUPDNRNLQHWLNiMD��+DVRQOyNpSSHQ�D]�RUiOLVDQ�
YDJ\�LQWUDYpQiVDQ�EHDGRWW�FLSURIOR[DFLQ�IDUPDNRNLQHWLNiMiW�VHP�EHIRO\iVROWD�D]�RELOWR[D[LPDE� 
 
7RYiEEL�LQWHUDNFLyV�YL]VJiODWRNDW�QHP�YpJH]WHN��$]�RELOWR[D[LPDE�PRQRNORQiOLV�DQWLWHVW��H]pUW�D]�
LQWHUDNFLyN�NRFNi]DWD�FVHNpO\� 
 
��� 7HUPpNHQ\VpJ��WHUKHVVpJ�pV�V]RSWDWiV 
 
7HUKHVVpJ 
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$]�RELOWR[D[LPDE�WHUKHV�QĘNQpO�W|UWpQĘ�DONDOPD]iVD�WHNLQWHWpEHQ�QHP�iOO�UHQGHONH]pVUH�LQIRUPiFLy��
PLQGD]RQiOWDO�LVPHUW��KRJ\�D�KXPiQ�,J*�iWMXW�D�SODFHQWiQ� 
ÈOODWNtVpUOHWHN�QHP�LJD]ROWDN�GLUHNW�YDJ\�LQGLUHNW�NiURV�KDWiVRNDW�D�UHSURGXNWtY�WR[LFLWiV�WHNLQWHWpEHQ�
�OiVG���� SRQW�� 
$]�1<;7+5$&,6 DONDOPD]iVD�HOĘYLJ\i]DWRVViJEyO�NHU�OHQGĘ�D�WHUKHVVpJ�DODWW� 
 
6]RSWDWiV 
 
1HP�LVPHUW��KRJ\�D]�RELOWR[D[LPDE�NLYiODV]WyGLN-H�D�KXPiQ�DQ\DWHMEH��,VPHUW��KRJ\�D�KXPiQ�,J*�D�
V]�OHWpV�XWiQL�HOVĘ�QpKiQ\�QDSEDQ�NLYiODV]WyGLN�D]�DQ\DWHMEH��PDMG�NHYpVVHO�XWiQD�OHFV|NNHQ�D�
NRQFHQWUiFLyMD��.|YHWNH]pVNpSSHQ�QHP�]iUKDWy�NL�D�V]RSWDWRWW�FVHFVHPĘNHW�pULQWĘ�NRFNi]DW�HEEHQ�D�
U|YLG�LGĘV]DNEDQ��$]�RELOWR[D[LPDE�DONDOPD]iViW�H]�XWiQ�D�SHULyGXV�XWiQ�LV�FVDN akkor lehet 
PHJIRQWROQL�D�V]optatï¿½s LGĘV]DNiEDQ, ha az NOLQLNDLODJ�IHOWpWOHQ�O�V]�NVpJHV� 
 
7HUPpNHQ\VpJ 
 
$]�RELOWR[D[LPDEEDO�QHP�YpJH]WHN�WHUPpNHQ\VpJL�YL]VJiODWRNDW� 
 
4.7 $�NpV]tWPpQ\�KDWiVDL�D�JpSMiUPĦYH]HWpVKH]�pV�D�JpSHN�NH]HOpVpKH]�V]�NVpJHV�NpSHVVpJHNUH 
 
$]�RELOWR[D[LPDE�NLV�PpUWpNEHQ�EHIRO\iVROKDWMD�D�JpSMiUPĦYH]HWpVKH]�pV�D�JpSHN�NH]HOpVpKH]�
V]�NVpJHV�NpSHVVpJHNHW��XJ\DQLV�D]�1<;7+5$&,6 DONDOPD]iVD�XWiQ�HOĘIRUGXOKDW�IHMIiMiV��V]pG�OpV��
IiUDGWViJ�pV�KiQ\iV��OiVG���� SRQW�� 
 
4.8 1HPNtYiQDWRV�KDWiVRN��PHOOpNKDWï¿½sok 
 
$�EL]WRQViJRVViJL�SURILO�|VV]HIRJODOiVD 
 
$]�RELOWR[D[LPDE�EL]WRQViJRVViJiW�NL]iUyODJ�HJpV]VpJHV�IHOQĘWWHNQpO�YL]VJiOWiN� 
 
$]�RELOWR[D[LPDE�EL]WRQViJRVViJiW�����HJpV]VpJHV�YL]VJiODWL�UpV]WYHYĘQpO�WDQXOPiQ\R]WiN��pOHWNRUXN��
�� – �� pY���DNLNHW�HJ\�YDJ\�NHWWĘ��� mg/kg-RV�LQWUDYpQiV�Gy]LVVDO�NH]HOWHN�KiURP�NOLQLNDL�YL]VJiODWEDQ�� 
 
gVV]HVVpJpEHQ�D�����UpV]WYHYĘ�N|]�O����-HQ�NDSWDN��� PJ�NJ�RELOWR[D[LPDERW�HJ\V]HUL�Gy]LVEDQ��
7~OpU]pNHQ\VpJJHO�|VV]HI�JJĘ�PHOOpNKDWiVRN��EHOHpUWYH�D�EĘUNL�WpVW��H]HQ�UpV]WYHYĘN���-iQiO�
���������IRUGXOWDN�HOĘ��(J\�DQDSK\OD[LiV�HVHW�N|YHWNH]HWW�EH�D]�LQI~]Ly�EHDGiVD�N|]EHQ��$]�LQI~]Ly 
EHDGiViW�D�UpV]WYHYĘN���-iQiO���������NHOOHWW�PHJV]DNtWDQL�W~OpU]pNHQ\VpJ�YDJ\�DQDSK\OD[LD�PLDWW�� 
 
$�OHJJ\DNUDEEDQ�MHOHQWHWW PHOOpNKDWiVRN�D�IHMIiMiV��������������D�SUXULWXV�������������pV�D]�XUWLFDULD�
�����6/�����YROWDN� 
 
$�OHJJ\DNUDEEDQ�PHJILJ\HOW�QHPNtYiQDWRV�UHDNFLyN�D]�LQI~]Ly�PHJNH]GpVH�XWiQL�HOVĘ�KiURP�yUiEDQ�D�
N|YHWNH]ĘN�YROWDN��SUXULWXV��Q = ����������XUWLFDULD��Q = �� �������IHMIiMiV��Q = ����������EĘUNL�WpV�
�Q = ����������N|K|JpV��Q = ����������V]pG�OpV��Q = ����������EHOHpUWYH�D�V]pG�OpVW�pV�D�SRVWXUDOLV�
V]pG�OpVW��� 
$�V~O\RV�QHPNtYiQDWRV�UHDNFLyN�D]�LQI~]Ly�EHDGiVD�XWiQL�HOVĘ�KiURP�yUiEDQ�D�N|YHWNH]ĘN�YROWDN��
XUWLFDULD��Q = ����������SUXULWXV��Q = ���������pV�KiWIiMiV��Q = ��������� 
$�leggyakRULEE�QHPNtYiQDWRV�UHDNFLy�D]�LQI~]Ly�PHJNH]GpVH�XWiQL 3 – �� ï¿½rï¿½ EDQ�D�IHMIiMiV�YROW��Q = ���
������ 
 
$�PHOOpNKDWiVRN�WiEOi]DWRV�IHOVRUROiVD 
 
$��� WiEOi]DW�D]�RELOWR[D[LPDE�D]RQ�PHOOpNKDWiVDLW�LVPHUWHWL�V]HUYUHQGV]HUL�NDWHJyULiN�pV�J\DNRULViJ�
V]HULQW��DPHO\HNHW�����HJpV]VpJHV�V]HPpO\QpO�ILJ\HOWHN�PHJ��� PJ�NJ�RELOWR[D[LPDE�HJ\V]HUL��
LQWUDYpQiV�DGDJMiQDN�EHDGiViW�N|YHWĘHQ� 
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$�PHOOpNKDWiVRN�J\DNRULViJL�NDWHJyULiL�D�N|YHWNH]ĘN��QDJ\RQ�J\DNRUL��� �������J\DNRUL��� 1/100 – 
< ������pV�QHP�J\DNRUL��� 1/1000 – < ��������$]�HJ\HV�J\DNRULViJL�NDWHJyULiNRQ�EHO�O�D�
PHOOpNKDWiVRN�FV|NNHQĘ�V~O\RVViJ�V]HULQW�NHU�OQHN�PHJDGiVUD� 
 
4. WiEOi]DW��(JpV]VpJHV�IHOQĘWWHNQpO�MHOHQWHWW�PHOOpNKDWiVRN 
0HG'5$�V]HUYUHQGV]HUL�
kategï¿½ria  

Gyakori  1HP�J\DNRUL 

,PPXQUHQGV]HUL�EHWHJVpJHN�pV�
W�QHWHN 

 $QDSK\OD[LiV�UHDNFLy� 
7~OpU]pNHQ\VpJ 

,GHJUHQGV]HUL�EHWHJVpJHN�pV�W�QHWHN )HMIiMiV 6]pG�OpV 
3RVWXUDOLV�V]pG�OpV 
+\SRDHVWKHVLD 

6]HPEHWHJVpJHN�pV�V]HPpV]HWL�
W�QHWHN 

 3KRWRSKRELD 

$�I�O�pV�D]�HJ\HQV~O\-pU]pNHOĘ�
V]HUY�EHWHJVpJHL�pV�W�QHWHL 

 .HOOHPHWOHQ�pU]pV D�I�OEHQ 

eUEHWHJVpJHN�pV�W�QHWHN  3KOHELWLV 
/pJ]ĘUHQGV]HUL��PHOONDVL�pV 
PHGLDVWLQDOLV�EHWHJVpJHN�pV�W�QHWHN 

.|K|JpV 7RURNLUULWiFLy� 
'\VSKRQLD� 
6LQXV�FRQJHVWLR� 
'\VSQRHD 

(PpV]WĘUHQGV]HUL�EHWHJVpJHN�pV�
W�QHWHN 

 $MDNIiMGDORP 

$�EĘU�pV�D�EĘU�DODWWL�V]|YHW�
EHWHJVpJHL�pV�W�QHWHL 

3UXULWXV��XUWLFDULD� 
EĘUNL�WpV 

$OOHUJLiV�GHUPDWLWLV� 
*HQHUDOL]iOW�NL�WpV� 
%ĘUKiPOiV 

$�FVRQW-L]RPUHQGV]HU�pV a 
N|WĘV]|YHW�EHWHJVpJHL�pV�W�QHWHL 

 9pJWDJIiMGDORP� 
,]RPVSD]PXV� 
,]RPUiQJiV� 
ÈOONDSRFVIiMGDORP� 

ÈOWDOiQRV�W�QHWHN� az alkalmazï¿½s 
KHO\pQ�IHOOpSĘ�UHDNFLyN 

$]�LQI~]Ly�EHDGiViQDN�
KHO\pQ�IHOOpSĘ�
IiMGDORP 

)iMGDORP� 
0HOONDVL�GLV]NRPIRUWpU]pV  
+LGHJUi]iV� 
)iUDGWViJ� 
'X]]DQDW�a]�LQI~]Ly�EHDGiViQDN�
KHO\pQ� 
1HP�FDUGLDOLV�HUHGHWĦ�PHOONDVL�
IiMGDORP� 
eU]pNHQ\VpJ� 
)iMGDORP�D�WĦV]~UiV�KHO\pQ 

 
(J\HV�NLYiODV]WRWW�PHOOpNKDWiVRN�OHtUiVD 
 
7~OpU]pNHQ\VpJ�pV�anaphylaxia 
$]RN�D�QHPNtYiQDWRV�UHDNFLyN��DPHO\HNHW�DQQiO�D�� UpV]WYHYĘQpO ILJ\HOWHN�PHJ��DNLNQpO�OHKHWVpJHV�
W~OpU]pNHQ\VpJ�PLDWW�IHOI�JJHV]WHWWpN D]�RELOWR[D[LPDE�LQI~]Ly�DONDOPD]iViW��D�N|YHWNH]ĘN�YROWDN��
XUWLFDULD��EĘUNL�WpV��N|K|JpV��SUXULWXV��V]pG�OpV��WRURNLUULWiFLy��G\VSKRQLD��G\VSQRH�pV�PHOONDVL�
GLV]NRPIRUWpU]pV��$�W~OpU]pNHQ\VpJ�a W|EEL�pULQWHWWQpO�HOVĘVRUEDQ�EĘUUHO�NDSFVRODWRV�W�QHWHNEHQ�
Q\LOYiQXOW�PHJ��SpOGiXO�YLV]NHWpVVHO pV�EĘUNL�WpVVHO�MiUW, 6 UpV]WYHYĘ�SHGLJ�N|K|JpVUĘO�V]iPROW�EH��$]�
DQDSK\OD[LiV�HVHPpQ\�VRUiQ�NLWHUMHGW��SUXULWXVV]DO�MiUy��XUWLFDULiV�MHOOHJĦ�NL�WpV�MHOHQWNH]HWW�D�WHVW�
OHJW|EE�UpV]pQ��EHOHpUWYH�D�Q\DNDW��D�PHOONDVW��D�KiWDW��D�KDVDW��D�NDUW�pV�D�OiEDW��H]HQ�NtY�O�OpJV]RPM�pV�
kï¿½K|JpV�IRUGXOW�HOĘ�  
 
1HP� PXWDWNR]RWW� DUUD� XWDOy� EL]RQ\tWpN�� KRJ\� D� W~OpU]pNHQ\VpJL� UHDNFLyNDW� pV� EĘUNL�WpVHNHW�
FLWRNLQIHOV]DEDGXOiV�YiOWRWWD�YROQD�NL��QHP�pV]OHOWpN�D�FLWRNLQHN�NOLQLNDLODJ�MHOHQWĘV�YiOWR]iVDLW� 
 
,PPXQRJHQLWiV 
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$]�RELOWR[D[LPDE�HOOHQL�DQWLWHVWHN�NLDODNXOiViW�PLQGHQ�UpV]WYHYĘQpO�YL]VJiOWiN��DNLN�HJ\V]HUL�YDJ\�
NpWV]HUHV�Gy]LV~�RELOWR[D[LPDERW�NDSWDN�KiURP�NOLQLNDL�YL]VJiODWEDQ��$�OHJDOiEE�HJ\�DGDJ�LQWUDYpQiV�
RELOWR[D[LPDERW�NDSy�UpV]WYHYĘN�N|]�O�� IĘ����������������DGRWW�SR]LWtY�HUHGPpQ\W D�NH]HOpV�KDWiViUD�
NLDODNXOW�WHUiSLDHOOHQHV�DQWLWHVWHN��DQWL-WKHUDSHXWLF�DQWLERG\��$7$��YL]VJiODWDNRU��$�NYDQWLWDWtY�WLWHU�
DODFVRQ\�YROW�������pV�������N|]|WW�YiOWR]RWW��$7$-YiODV]W�DGy�UpV]WYHYĘNQpO�QHP�PXWDWNR]RWW�D�
IDUPDNRNLQHWLND�YDJ\�D�WR[LFLWiVSURILO�PHJYiOWR]iViUD�XWDOy�EL]RQ\tWpN� 
 
)HOWpWHOH]HWW�PHOOpNKDWiVRN�EHMHOHQWpVH 
 
$�J\yJ\V]HU�HQJHGpO\H]pVpW�N|YHWĘHQ�OpQ\HJHV�D�IHOWpWHOH]HWW�PHOOpNKDWiVRN�EHMHOHQWpVH��PHUW�H]�
IRQWRV�HV]N|]H�DQQDN��KRJ\�D�J\yJ\V]HU�HOĘQ\�NRFNi]DW�SURILOMiW�IRO\DPDWRVDQ�ILJ\HOHPPHO�OHKHVVHQ�
NtVpUQL��$]�HJpV]VpJ�J\L�V]DNHPEHUHNHW�NpUM�N��KRJ\�MHOHQWVpN�EH�D�IHOWpWHOH]HWW�PHOOpNKDWiVRNDW�D�
KDWyViJ�UpV]pUH�D]�9��I�JJHOpNEHQ WDOiOKDWy�HOpUKHWĘVpJHN�YDODPHO\LNpQ�NHUHV]W�O� 
 
4.9 Tï¿½ladagolï¿½s  
 
7~ODGDJROiV�HVHWpQ�PRQLWRUR]QL�NHOO�D�EHWHJHW��QHP�MHOHQWNH]QHN-H�QiOD�PHOOpNKDWiVRNUD�XWDOy�MHOHN�pV�
W�QHWHN� 
 
 
5. )$50$.2/Ï*,$,�78/$-'216È*2. 
 
5.1 )DUPDNRGLQiPLiV�WXODMGRQViJRN 
 
)DUPDNRWHUiSLiV�FVRSRUW��,PPXQV]pUXPRN�pV�LPPXQJOREXOLQRN��VSHFLILNXV�LPPXQJOREXOLQRN��$7&�
NyG��-��%%�� 
 
+DWiVPHFKDQL]PXV 
 
$]�RELOWR[D[LPDE�D�B. anthracis SURWHNWtY�DQWLJpQMpKH]��3$��NDSFVROyGy�PRQRNORQiOLV�DQWLWHVW��$]�
RELOWR[D[LPDE�PHJJiWROMD��KRJ\�D�3$�KR]]iNDSFVROyGMRQ�D�FHOOXOiULV�UHFHSWRUDLKR]��tJ\�
PHJDNDGiO\R]]D�D]�DQWKUD[�OHWiOLV�IDNWRUiQDN�pV�|GpPDIDNWRUiQDN��D]�DQWKUD[�WR[LQ�SDWRJpQ�KDWiVDLpUW�
IHOHOĘV�HQ]LPDWLNXV�WR[LQNRPSRQHQVHN��EHMXWiViW�D�VHMW�EHOVHMpEH� 
 
)DUPDNRGLQiPLiV�KDWiVRN 
 
$]�RELOWR[D[LPDE�V]DEDG�3$�LUiQWL�DIILQLWiViQDN�HJ\HQV~O\L�GLVV]RFLiFLyV�iOODQGyMD��.G������ Q0�� 
,Q�YLWUR D]�RELOWR[D[LPDE�D�B. anthracis $PHV��9ROOXP�pV�6WHUQH�W|U]VHLWĘO�V]iUPD]y�SURWHNWtY�
DQWLJpQHNKH]�NDSFVROyGLN��$�B. anthracis LVPHUW�W|U]VHLEHQ�YiOWR]DWODQ�D�3$�D]RQ�HSLWySMD��DPHO\KH]�
KR]]iNDSFVROyGLN�D]�RELOWR[D[LPDE� 
 
(J\�VHMWDODS~�WHV]WHQ��HJpU�HUHGHWĦ�PDNURIiJRNNDO�YpJ]HWW�LQ�YLWUR YL]VJiODWRN�DODSMiQ�D]�
RELOWR[D[LPDE�VHPOHJHVtWL�D�OHWiOLV�WR[LQ�– D�3$���OHWiOLV�IDNWRU�NRPELQiFLy – WR[LNXV�KDWiVDLW�� 
 
,Q�YLYR KDWiVRVViJL�YL]VJiODWRNEDQ�D�B. anthracis $PHV�W|U]VpQHN�VSyUiLYDO�LQKDOiFLyV�~WRQ�YpJ]HWW�
SURYRNiFLyW�N|YHWĘHQ�1=:��1HZ�=HDODQG�:KLWH��Q\XODNQiO�pV�PDNiNyPDMPRNQiO�Gy]LVI�JJĘHQ�QĘWW�
D�W~OpOpV�RELOWR[D[LPDE-NH]HOpVW�N|YHWĘHQ� $�B. anthracis VSyUiLYDO�V]HPEHQL�H[SR]tFLy�
HUHGPpQ\HNpQW�PHJQĘWW�D�3$�NRQFHQWUiFLyMD�1=:�Q\XODN�pV�PDNiNyPDMPRN�V]pUXPiEDQ��$]�
RELOWR[D[LPDE-NH]HOpV�XWiQ�D�W~OpOĘ�iOODWRN�W|EEVpJpQpO�FV|NNHQW�D�3$�NRQFHQWUiFLyMD��$�SODFHEyW�
NDSRWW�iOODWRNQiO�D]�HOKXOOiVXNLJ�QĘWW�D�3$�NRQFHQWUiFLyMD� 
 
Hatï¿½sossï¿½g  
 
0LYHO�QHP�OHKHWVpJHV��pV�QHP�LV�OHQQH�HWLNXV��NRQWUROORV�NOLQLNDL�YL]VJiODWRNDW�YpJH]QL�LQKDOiFLyV�
�W�GĘ-��DQWKUD[V]DO�IHUWĘ]|WW�HPEHUHNQpO��D�PRQRWHUiSLiEDQ�DONDOPD]RWW�RELOWR[D[LPDE�W�GĘDQWKUD[�
NH]HOpVpEHQ�YDOy KDWiVRVViJD�SODFHEyYDO�|VV]HKDVRQOtWYD�1=:�Q\XODNNDO�pV�PDNiNyPDMPRNNDO�
YpJ]HWW�KDWiVRVViJL�YL]VJiODWRNRQ�DODSV]LN�� 
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(]HNEHQ�D�YL]VJiODWRNEDQ�D]�iOODWRNDW�B. anthracis �$PHV�W|U]V��VSyUiLEyO�NpS]HWW�DHURV]ROODO�
SURYRNiOWiN�D]�/'��-DW�N|U�OEHO�O����-V]RURVDQ�PHJKDODGy�PHQQ\LVpJEHQ��PDMG�N�O|QE|]Ę�
LGĘSRQWRNEDQ�RELOWR[D[LPDE-NH]HOpVW�DONDOPD]WDN��$]�LQKDOiFLyV��W�GĘ-��DQWKUD[�NH]HOpVpW�
WDQXOPiQ\R]y�YL]VJiODWRNEDQ�D�V]LV]WpPiV�DQWKUD[�NOLQLNDL�MHOHLW�YDJ\�W�QHWHLW�PXWDWy�iOODWRNDW�
NH]HOWHN��$]�H[SR]tFLy�XWiQL�SURILOD[LVUD�LUiQ\XOy�YL]VJiODWRNEDQ�D]�iOODWRNDW�D�B. anthracis 
H[SR]tFLyMD�XWiQ��D]RQEDQ�D�W�QHWHN�MHOHQWNH]pVH�HOĘWW�NH]HOWpN��$�PDNiNyPDMPRNDW�DNNRU�NH]HOWpN��
DPLNRU�D�B. anthracis SURWHNWtY�DQWLJpQMpUH�LUiQ\XOy�V]pUXP�HOHNWURNHPLOXPLQHV]HQFLiV��(&/��
YL]VJiODW�SR]LWtY�HUHGPpQ\W�DGRWW��iWODJRVDQ�N|U�OEHO�O��� yUiYDO�D�B. anthracis-SURYRNiFLyW�N|YHWĘHQ��
1=:�Q\XODNNDO�YpJ]HWW�NH]HOpVHV�YL]VJiODWRNEDQ�D]�iOODWRNDW�DNNRU�NH]HOWpN��DPLNRU�D�3$-UD�LUiQ\XOy�
(&/�YL]VJiODW�SR]LWtY�HUHGPpQ\W�DGRWW��YDJ\�D�WHVWKĘPpUVpNOHW�KX]DPRVDEE�LGHLJ�D�NLLQGXOiVL�pUWpN�
I|Op�HPHONHGHWW��iWODJRVDQ�N|U�OEHO�O��� yUiYDO�D�SURYRNiFLyW�N|YHWĘHQ��$]�DOiEE�LVPHUWHWHWW�
YL]VJiODWRNEDQ�D�W~OpOpVW�D�B. anthracis-SURYRNiFLy�XWiQ��� QDSSDO�pUWpNHOWpN� 
 
$]�LQKDOiFLyV��W�GĘ-��DQWKUD[ NH]HOpVpUH�PRQRWHUiSLiEDQ�DONDOPD]RWW�RELOWR[D[LPDE�HJ\V]HUL�
LQWUDYpQiV�DGDJMiQDN�KDWiVRVViJiW�HJ\�1=:�Q\XODNNDO�YpJ]HWW�YL]VJiODWEDQ��YDODPLQW�KiURP�
PDNiNyPDMPRNNDO�YpJ]HWW�YL]VJiODWEDQ��$3�����$3����pV�$3�����pUWpNHOWpN��PLQGHJ\LN�
SODFHERNRQWUROORV��UDQGRPL]iOW�pV�D�*/3�V]HULQW�YpJ]HWW�YL]VJiODW�YROW��$]�$5�����$3����pV�$3����
YL]VJiODW�YDN�HOUHQGH]pVĦ��PtJ�D]�$3����FVRSRUW�V]HULQWL�YDN�HOUHQGH]pVĦ�YROW�� 
 
5. WiEOi]DW��7~OpOpVL�DUiQ\RN�D]�RELOWR[D[LPDE�PRQRWHUiSLiYDO���� PJ�NJ��YpJ]HWW�KDWiVRVViJL�
vizsgï¿½latokban 

 
Tï¿½lï¿½lï¿½si arï¿½ny a vizsgï¿½lat vï¿½gï¿½n  
���>W~OpOĘ�Q@� p-ï¿½rtï¿½k 2 ���-os CI3 
Placebo 2ELOWR[D[LPDE��� PJ�NJ� 

Kezelï¿½s – 1=:�Q\Xlak 
$5����YL]VJiODW1 �������� ������������ 0,0013* �������������� 
Kezelï¿½s – Makï¿½kï¿½majmok  
$3����YL]VJiODW1 ��������� ������������ ������
 �������������� 
$3����YL]VJiODW1 �������� ������������ ������
 ��������������� 
([SR]tFLy�XWiQL�SURSK\OD[LV�– Makï¿½kï¿½majmok  

$3����
YL]VJiODW� 

�� ï¿½ra  
az 
H[SR]tFLy�
XWiQ 

������� ���������� ������
 �������������� 

�� ï¿½ra  
az 
H[SR]tFLy�
XWiQ 

-- ��������� ������
 �������������� 

36 ï¿½ra  
az 
H[SR]tFLy�
XWiQ 

-- ��������� ������ �-������������� 

&,��PHJEt]KDWyViJL�WDUWRPiQ\ 
1 $�W~OpOpVW��� QDSSDO�D�VSyUiYDO�YpJ]HWW�SURYRNiFLy�XWiQ�pUWpNHOWpN��D]�|VV]HV�UDQGRPL]iOW�iOODW�
EDNWHUpPLiUD�SR]LWtY�YROW�D�NH]HOpV�HOĘWW��D�NH]HOpVW�D�WHVWKĘPpUVpNOHW�V]LJQLILNiQV�PHJHPHONHGpVH�
�$5����YL]VJiODW��YDJ\�D�SURWHNWtY�DQWLJpQ�HOHNWURNHPLOXPLQHV]HQFLiV�YL]VJiODWiQDN�SR]LWtY�
HUHGPpQ\H��$3����pV�$3����YL]VJiODW��HVHWpQ�NH]GWpN�HO� 
��$�S-pUWpk 1 ROGDO~�%RVFKORR-WHV]W��%HUJHU–Boos-PyGRVtWiVVDO��PLV]HULQW�JDPPD = �������HUHGPpQ\H�
SODFHEyYDO�YDOy�|VV]HKDVRQOtWiVVDO 
3 $�W~OpOpVL�DUiQ\RN�N�O|QEVpJpQHN�HJ]DNW����-RV�PHJEt]KDWyViJL�WDUWRPiQ\D 
��$�W~OpOpVW��� QDSSDO�D�VSyUiYDO�YpJ]HWW�SURYRNiFLy�XWiQ�pUWpNHOWpN� 

x 6WDWLV]WLNDL�V]LJQLILNDQFLiQDN�IHOHO�PHJ�D������-|V�V]LQWHQ 
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*\HUPHNHN�pV�VHUG�OĘN 
 
$]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�D�J\HUPHNHN�HVHWpQ�HJ\�YDJ\�W|EE�NRURV]WiO\QiO�KDODV]WiVW�
HQJHGpO\H]�D]�1<;7+5$&,6 YL]VJiODWL�HUHGPpQ\HLQHN�EHQ\~MWiVL�N|WHOH]HWWVpJpW�LOOHWĘHQ�%DFLOOXV�
RNR]WD�IHUWĘ]pV�NH]HOpVpEHQ��OiVG���� SRQW��J\HUPHNJ\yJ\iV]DWL�DONDOPD]iVUD�YRQDWNR]y�
LQIRUPiFLyN��! 
 
(]W�D�J\yJ\V]HUW�ÄNLYpWHOHV�N|U�OPpQ\HN´�N|]|WW�HQJHGpO\H]WpN��DPL�D]W�MHOHQWL��KRJy a gyï¿½gyszer 
DONDOPD]iViUD�YRQDWNR]yDQ�– D�EHWHJVpJ�ULWND�HOĘIRUGXOiVD�PLDWW�pV�HWLNDL�RNRNEyO�NLIRO\yODJ�– QHP�
OHKHWHWW�WHOMHV�N|UĦ�LQIRUPiFLyW�J\ĦMWHQL� 
$]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�PLQGHQ�UHQGHONH]pVpUH�ERFViWRWW�~M�LQIRUPiFLyW�pYHQWH�IHO�OYL]VJiO��
pV V]�NVpJ�HVHWpQ�PyGRVtWMD�D]�DONDOPD]iVL�HOĘtUiVW� 
 
5.2 )DUPDNRNLQHWLNDL�WXODMGRQViJRN 
 
)HOV]tYyGiV 
 
$]�RELOWR[D[LPDE�IDUPDNRNLQHWLNiMD�OLQHiULV�D�� PJ�NJ��D�OHJNLVHEE�MDYDVROW�DGDJ�����-V]|U|VH��pV�D�
16 PJ�NJ�N|]|WWL�Gy]LVWDUWRPiQ\EDQ�HJ\V]HUL�LQWUDYpQiV�EHDGiVW�N|YHWĘHQ��HJpV]VpJHV�YL]VJiODWL�
DODQ\RNQiO��$]�RELOWR[D[LPDE��� mg/kg-RV�DGDJMiQDN�HJ\V]HUL�LQWUDYpQiV�EHDGiViW�N|YHWĘHQ�
HJpV]VpJHV�IpUILDNQiO�pV�QĘNQpO�D�&PD[ pV�D]�$8&LQI iWODJD���� ± ���� PLNURJUDPP�PO��LOOHWYH�
���� ± 1360 PLNURJUDPPāQDS�PO�YROW��$]�RELOWR[D[LPDE�IHOH]pVL�LGHMH�N|U�OEHO�O��� QDS�YROW��iWODJ�� 
 
Eloszlï¿½s  
 
$]�RELOWR[D[LPDE�iWODJRV�PHJRV]OiVL�WpUIRJDWD�GLQDPLNXV�HJ\HQV~O\L�iOODSRWEDQ����� ± ���� ml/kg 
YROW�pV�PHJKDODGWD�D�SOD]PDYROXPHQW��DPL�DUUD�XWDO��KRJ\�EHN|YHWNH]LN�EL]RQ\RV�PpUWpNĦ�V]|YHWL�
HORV]OiV� 
 
%LRWUDQV]IRUPiFLy 
 
$]�RELOWR[D[LPDEEDO�QHP�YpJH]WHN�IRUPiOLV�DQ\DJFVHUH-YL]VJiODWRNDW� 
$�PRQRNORQiOLV�DQWLWHVWHN�GLV]SR]tFLyMD�D]RQEDQ�UHQGV]HULQW�D�YDVFXODULV�IRO\DGpNWpUHQ�NtY�OL�
HORV]OiVVDO�pV�DNiU�D�V]|YHWHNEH�W|UWpQĘ�IHOYpWHOOHO�MiU��YDODPLQW�SURWHi]RN�iOWDOL�NDWDEROL]PXV�UpYpQ�
NLV�SHSWLGHN�pV�DPLQRVDYDN�M|QQHN�OpWUH��DPHO\HN�H]W�N|YHWĘHQ�D]�HQGRJpQ�NpV]OHWHN�UpV]pYp�YiOQDN�
YDJ\�NL�U�OQHN� 
 
(OLPLQiFLy 
 
$]�RELOWR[D[LPDE�iWODJRV�FOHDUDQFH-pUWpNH����� ± ����� PO�QDS�NJ�YROW�pV�V]iPRWWHYĘHQ�HOPDUDGW�D�
JORPHUXOiULV�ILOWUiFLyV�UiWiWyO��DPL�DUUD�XWDO��KRJ\�D]�RELOWR[D[LPDE�J\DNRUODWLODJ�QHP��U�O�D�YHVpQ�
NHUHV]W�O� 
 
.�O|QOHJHV�EHWHJFVRSRUWRN 
 
$�QHP��D]�pOHWNRU�pV�D�UDVV]�KDWiVDL 
$]�RELOWR[D[LPDE�IDUPDNRNLQHWLNiMiW�HJ\�SRSXOiFLyV�IDUPDNRNLQHWLNDL�HOHP]pVEHQ�pUWpNHOWpN�����
RO\DQ�HJpV]VpJHV�YL]VJiODWL�DODQ\�V]pUXPPLQWiLYDO��DNLN�HJ\V]HUL�LQWUDYpQiV�Gy]LVW�NDSWDN���NOLQLNDL�
YL]VJiODWEDQ��(]HQ�HOHP]pV�DODSMiQ�D�QHP��QĘ�YDJ\�IpUIL���D�UDVV]��QHP�IHKpU�EĘUĦ�YDJ\�IHKpU�EĘUĦ��
YDJ\�D]�pOHWNRU��LGĘVHN�YDJ\�ILDWDORN��QHP�IHMWHWW�NL�MHOHQWpNHQ\�KDWiVRNDW�D]�RELOWR[D[LPDE�
IDUPDNRNLQHWLNDL�SDUDPpWHUHLUH��$]�RELOWR[D[LPDE�NOLQLNDL�YL]VJiODWDLEDQ�D]RQEDQ�QHP�YHWW�UpV]W�
HOHJHQGĘ�V]iP~��� pYHV�pV�LGĘVHEE�V]HPpO\�DQQDN�PHJiOODStWiViKR]��KRJ\�D]�Ę�IDUPDNRNLQHWLNiMXN�
HOWpU-H�D�ILDWDODEE�UpV]WYHYĘNpWĘO��$]�RELOWR[D[LPDE�NOLQLNDL�YL]VJiODWDLEDQ�UpV]W�YHWW�����IĘ�N|]�O�
��������������YROW��� pYHV�pV�LGĘVHEE��PtJ������������YROW��� pYHV�pV�LGĘVHEE� 
 
$�WHVWPpUHWWHO�|VV]HI�JJĘ�KDWiVRN 
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$�FOHDUDQFH�QDJ\�WHVWW|PHJ����� NJ��HVHWpQ�N|U�OEHO�O����-NDO�YROW�PDJDVDEE��PLQW�D�UHIHUHQFLD�
SRSXOiFLyEDQ��7HVWW|PHJHQ�DODSXOy�DGDJROiV���� PJ�NJ��HUHGPpQ\HNpQW�D]�$8&LQI ���-kal 
HPHONHGLN��DPL�NOLQLNDLODJ�QHP�MHOHQWĘV� 
 
*\HUPHNHN�pV�VHUG�OĘN 
$]�RELOWR[D[LPDE�IDUPDNRNLQHWLNiMiW�J\HUPHNHNQpO�QHP�YL]VJiOWiN��$��� WiEOi]DWEDQ����� SRQW��
PHJDGRWW�DGDJROiVL�DMiQOiVRN�SRSXOiFLyV�IDUPDNRNLQHWLNDL�PHJN|]HOtWpVVHO�YpJ]HWW�V]LPXOiFLyNEyO�
V]iUPD]QDN��DPHO\HNHW�~J\�WHUYH]WHN��KRJ\�PHJIHOHOMHQHN�D]�RELOWR[D[LPDE��� PJ�NJ�DGDJMiQDN�
DONDOPD]iVDNRU�IHOQĘWWHNQpO�NLDODNXOy�H[SR]tFLyQDN� 
 
5.3 A preklinikai biztonsï¿½gossï¿½gi vizsgï¿½latok eredmï¿½nyei  
 
$�KDJ\RPiQ\RV�– IDUPDNROyJLDL�EL]WRQViJRVViJL��LVPpWHOW�DGDJROiV~�Gy]LVWR[LFLWiVL��UHSURGXNFLyUD�pV�
IHMOĘGpVUH�NLIHMWHWW�WR[LFLWiVL�– YL]VJiODWRNEyO�V]iUPD]y�QHP-NOLQLNDL�MHOOHJĦ�DGDWRN�D]W�LJD]ROWiN��KRJ\�
D�NpV]tWPpQ\�DONDOPD]iVDNRU�KXPiQ�YRQDWNR]iVEDQ�N�O|QOHJHV�NRFNi]DW�QHP�YiUKDWy� 
 
.|]SRQWL�LGHJUHQGV]HUL��.,5��Op]LyNDW��EDNWpULXPRN��J\XOODGiV��YpU]pV�pV�DONDOPDQNpQW�QHFURVLV��
pV]OHOWHN�RO\DQ�DQWKUD[V]DO�IHUWĘ]|WW�pV�D]W�W~O�QHP�pOĘ�1=:�Q\XODNQiO�pV�PDNiNyPDMPRNQiO��
DPHO\HN�RELOWR[D[LPDERW���� PJ�NJ��YDJ\�NRQWUROO�NpV]tWPpQ\W�NDSWDN�LQWUDYpQiVDQ�D�EHWHJVpJ�
LJD]ROiVDNRU��$]�RELOWR[D[LPDEEDO�NH]HOW��D�IHUWĘ]pVW�W~O�QHP�pOĘ�iOODWRNQiO�pV]OHOW�PLNURV]NySRV�
HOYiOWR]iVRNDW�D]�H[WUDYDVFXODULV�EDNWpULXPRN�RNR]WiN��QHP�SHGLJ�D]�RELOWR[D[LPDE�KDWiVD�PLDWW�
M|WWHN�OpWUH��$]�DJ\�NyUV]|YHWWDQiW�LOOHWĘHQ�QHP�D]RQRVtWRWWDN�Gy]LV-UHDNFLy�|VV]HI�JJpVW��1HP�
PXWDWWDN�NL�D�NH]HOpVVHO |VV]HI�JJĘ�DJ\L�Op]LyNDW�DQWKUD[V]DO�IHUWĘ]|WW�pV�D]W�W~OpOW�1=:�Q\XODNQiO��D�
��� QDSRQ��YDJ\�PDNiNyPDMPRNQiO��D]���� QDSLJ��D]�RELOWR[D[LPDE��� mg/kg-LJ�LOO���� mg/kg-LJ�
WHUMHGĘ�Gy]LVDLQDN�HJ\V]HUL�DONDOPD]iViW�N|YHWĘHQ��$QWKUD[V]DO�IHUWĘ]|WW�pV�D]W�W~OpOĘ�
PDNiNyPDMPRNQiO�D]�RELOWR[D[LPDEEDO�|VV]HI�JJpVEHQ�iOOy�YLVHONHGpVQHXUROyJLDL�KDWiVRNDW�QHP�
pV]OHOWHN�D]�RELOWR[D[LPDE-NH]HOpVW�N|YHWĘHQ� 
 
$]�HPEU\RIRHWDOLV�IHMOĘGpVUH�NLIHMWHWW�KDWiV�HJ\HWOHQ�YL]VJiODWiW�YHPKHV��HJpV]VpJHV�1=:�Q\XODNNDO�
YpJH]WpN��DPHO\HN���LQWUDYpQiV���� mg/kg-LJ�WHUMHGĘ�Gy]LVEDQ�NDSWDN�RELOWR[D[LPDERW��H]�PJ�NJ�
DODSMiQ�D]�HPEHUL�DGDJ�NpWV]HUHVH��D�����D������D�����pV�D���� JHV]WiFLyV�QDSRQ��1HP�ILJ\HOWHN�PHJ�
RO\DQ�EL]RQ\tWpNRW��DPHO\�D�YHPKHV�QĘVWpQ\�YDJ\�D�PDJ]DWRN�RELOWR[D[LPDE�PLDWW EHN|YHWNH]Ę�
NiURVRGiViUD�XWDOW�YROQD��$�NXPXODWtY�H[SR]tFLy�1=:�Q\XODNQiO���� 000 PLNURJUDPP×QDS�PO��D]�
DGDJRQNpQW��� PJ�NJ�12$(/�V]LQWHQ��Q = ��DGDJ���$8&0-�� QDS�DODSMiQ�KR]]iYHWĘOHJHVHQ�
NpWV]HUHVHQ�PHJKDODGWD�D��� mg/kg-RV�NOLQLNDL�LQWUDYpQiV�Gy]LV�HVHWpQ�NLDODNXOy�IpUIL�pV�QĘL�NRPELQiOW�
KXPiQ�$8&-W��$�&PD[-pUWpNH��� PJ�NJ�Gy]LVW�N|YHWĘHQ����� PLNURJUDPP×QDS�PO�YROW� 
 
$]�RELOWR[D[LPDEEDO�NDUFLQRJHQLWiVL��JHQRWR[LFLWiVL�pV�WHUPpNHQ\VpJL�YL]VJiODWRNDW�QHP�YpJH]WHN� 
 
 
�� *<Ï*<6=(5e6=(7,�-(//(0=ė. 
 
��� Segï¿½danyagok felsorolï¿½sa  
 
hLV]WLGLQ 
s]RUELW��(���� 
pROLV]RUEiW�����(���� 
syVDY��(�����D�S+�EHiOOtWiViKR]� 
QiWULXP-KLGUR[LG��(�����D�S+�EHiOOtWiViKR]� 
LQMHNFLyKR]�YDOy�Yt] 
 
��� Inkompatibilitï¿½sok  
 
(]�D�J\yJ\V]HU�NL]iUyODJ�D���� SRQWEDQ�IHOVRUROW�J\yJ\V]HUHNNHO�NHYHUKHWĘ� 
 
��� )HOKDV]QiOKDWyViJL�LGĘWDUWDP 
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%RQWDWODQ�LQMHNFLyV��YHJ 
 
� pY 
 
+tJtWRWW�ROGDW�LQI~]LyV�]ViNEDQ 
 
$]�LQI~]LyV�]ViNEDQ�YpJ]HWW�KtJtWiVW�N|YHWĘHQ�D]�DONDOPD]iV�HOĘWWL�NpPLDL��IL]LNDL�pV�PLNURELiOLV�
VWDELOLWiV�� yUiQ�NHUHV]W�O�LJD]ROWDQ�IHQQPDUDG�V]REDKĘPpUVpNOHWHQ���� �& – �� �&��YDJ\�
KĦWĘV]HNUpQ\EHQ��� �& – � �&�� 
 
0LNURELROyJLDL�V]HPSRQWEyO��NLYpYH��KD�D�IHOQ\LWiVL�IHOROGiVL�KtJtWiVL�PyGV]HU�NL]iUMD�D�PLNURELROyJLDL�
V]HQQ\H]ĘGpV�NRFNi]DWiW��D�WHUPpNHW�D]RQQDO�IHO�NHOO�KDV]QiOQL� 
 
+D�D�NpV]tWPpQ\�QHP�NHU�O�D]RQQDO�IHOKDV]QiOiVUD��D]�DONDOPD]iV�HOĘWWL�WiUROiVL�LGĘpUW�pV�
N|U�OPpQ\HNpUW�D�IHOKDV]QiOy�D�IHOHOĘV� 
 
+tJtWRWW�ROGDW�LQI~]LyV�IHFVNHQGĘEHQ� 
 
$�KtJtWRWW�1<;7+5$&,6 ROGDWRW�HONpV]tWpVH�XWiQ�D]RQQDO�EH�NHOO�DGQL��QHP�V]DEDG�WiUROQL��$�IHO�QHP�
KDV]QiOW�NpV]tWPpQ\W�NL�NHOO�GREQL� 
 
��� .�O|QOHJHV�WiUROiVL�HOĘtUiVRN 
 
+ĦWĘV]HNUpQ\EHQ��� �& – � �&��WiURODQGy� 
Nem fagyaszthatï¿½!  
$�IpQ\WĘO�YDOy�YpGHOHP�pUGHNpEHQ�D]�HUHGHWL�FVRPDJROiVEDQ�WiURODQGy� 
 
$�J\yJ\V]HU�KtJtWiV�XWiQL�WiUROiViUD�YRQDWNR]y�HOĘtUiVRNDW�OiVG�D���� SRQWEDQ� 
 
��� &VRPDJROiV�WtSXVD�pV�NLV]HUHOpVH 
 
600 mg/6 PO�NRQFHQWUiWXP�LQMHNFLyV��YHJEHQ��,-HV�WtSXV~��YHJ��JXPLGXJyYDO�pV�DOXPtQLXP�OH]iUiVVDO�
HOOiWRWW�SROLSURSLOpQ�NXSDNNDO� 
$�FVRPDJ���LQMHNFLyV��YHJHW�WDUWDOPD]� 
 
��� A megsemmLVtWpVUH�YRQDWNR]y�N�O|QOHJHV�yYLQWp]NHGpVHN�pV�HJ\pE��D�NpV]tWPpQ\�
kezelï¿½sï¿½vel kapcsolatos informï¿½ciï¿½k  
 
$]�HONpV]tWpVUH�YRQDWNR]y�IRQWRV�XWDVtWiVRN 
 
x $�NRQFHQWUiWXP�ROGDWRV�LQMHNFLyKR]�NpV]tWPpQ\W�D�EHDGiV�HOĘWW�V]HPUHYpWHOH]pVVHO�PHJ�NHOO�

YL]VJiOQL��KRJ\�QLQFV-H�HOV]tQH]ĘGYH��LOOHWYH�QHP�WDUWDOPD]-H�V]HPFVpNHW��$]�1<;7+5$&,6 
iWOiWV]y�YDJ\�RSDOHV]NiOy��V]tQWHOHQWĘO�KDOYiQ\ViUJiLJ�YDJ\�KDOYiQ\�EDUQiVViUJiLJ�WHUMHGĘ�V]tQĦ�
ROGDW��DPHO\�QpKiQ\�iWWHWV]Ę�YDJ\�IHKpU�V]tQĦ��IHKpUMHV]HUĦ�UpV]HFVNpW�WDUWDOPD]KDW��H]Hket a 
EHpStWHWW�V]ĦUĘ�HOWiYROtWMD�� 

x 'REMD�NL�D]�LQMHNFLyV��YHJHW��KD�D]�ROGDW�HOV]tQH]ĘG|WW�YDJ\�LGHJHQ�UpV]HFVNpNHW�WDUWDOPD]��OiVG�
�� SRQW�� 

x 1H�Ui]]D�IHO�D]�LQMHNFLyV��YHJHW� 
 
(OĘNpV]tWpV�pV�KtJtWiV�LQI~]LyV�]ViNEDQ� 
 
�� 6]iPROMD�NL�D]�RELOWR[D[LPDE�V]�NVpJHV�PHQQ\LVpJpW�~J\��KRJ\�PHJV]RUR]]D�D��� WiEOi]DWEDQ�

�OiVG���� SRQW��MDYDVROW��PJ�NJ-EDQ�NLIHMH]HWW�Gy]LVW�D]�DGRWW�EHWHJ�NLORJUDPPEDQ�NLIHMH]HWW�
WHVWW|PHJpYHO� 

�� 6]iPROMD�NL�D]�RELOWR[D[LPDE�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�PLOOLOLWHUEHQ�NLIHMH]HWW�
V]�NVpJHV�WpUIRJDWiW�pV�D]�DGDJ�EHDGiViKR]�V]�NVpJHV�LQMHNFLyV��YHJHN�V]iPiW��(KKH]�RVV]D�HO�D�
NLV]iPROW��PLOOLJUDPPEDQ�NLIHMH]HWW�DGDJRW���� OpSpV��D�NRQFHQWUiFLyYDO��DPL���� PJ�PO��
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0LQGHQ�HJ\HV�LQMHNFLyV��YHJ�� PO�RELOWR[D[LPDE�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�EHDGiViW�
WHV]L�OHKHWĘYp� 

�� 9iODVV]RQ�NL�HJ\�� PJ�PO��������QiWULXP-NORULG�ROGDWRV�LQMHNFLyW�WDUWDOPD]y��PHJIHOHOĘ�PpUHWĦ�
LQI~]LyV�]ViNRW��9HJ\HQ�NL�D]�LQI~]LyV�]ViNEyO�DNNRUD�WpUIRJDW~�ROGDWRW��DPHQQ\LW�NLV]iPROW�
PLOOLOLWHUEHQ�D]�RELOWR[D[LPDEUD�YRQDWNR]yDQ�D�IHQWL��� OpSpV�VRUiQ��'REMD�NL�D]�LQI~]LyV�]ViNEyO�
NLYHWW�ROGDWRW� 

�� 9HJ\H�NL�D]�RELOWR[D[LPDE�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�V]�NVpJHV�WpUIRJDWiW��DPHO\HW�D�
�� OpSpVEHQ�V]iPROW�NL��D]�1<;7+5$&,6 LQMHNFLyV��YHJpEĘO�YDJ\��YHJHLEĘO��'REMD�NL�D]�
1<;7+5$&,6 LQMHNFLyV��YHJ�HN�EHQ�PDUDGW�ROGDWRW� 

�� 9LJ\H�iW�D]�RELOWR[D[LPDE�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�V]�NVpJHV�PHQQ\LVpJpW�D�
NLYiODV]WRWW�LQI~]LyV�]ViNED�� 

�� ÏYDWRVDQ�IRUJDVVD�iW�D]�LQI~]LyV�]ViNRW��KRJ\�D]�ROGDW�|VV]HNHYHUHGMHQ��1H�Ui]]D�IHO� 
�� $]�LQI~]LyW��� SHUF�DODWW�NHOO�EHDGQL�D��� WiEOi]DWEDQ�EHPXWDWRWW�VHEHVVpJJHO��OiVG���� SRQW���

���� PLNURQRV�EHpStWHWW�V]ĦUĘW�DONDOPD]YD�� 
�� $]�HONpV]tWHWW�ROGDW�� yUiQ�iW�VWDELO�V]REDKĘPpUVpNOHWHQ���� �&�pV��� �&�N|]|WW��YDJ\�

KĦWĘV]HNUpQ\EHQ��� �&�pV�� �&�N|]|WW��WiUROYD�HJ\DUiQW� 
 
(OĘNpV]tWpV�pV�KtJtWiV�LQI~]LyV�IHFVNHQGĘEHQ 
 
�� 6]iPROMD�NL�D]�RELOWR[D[LPDE�V]�NVpJHV�PHQQ\LVpJpW�~J\��KRJ\�PHJV]RUR]]D�D��� WiEOi]DWEDQ�

�OiVG���� SRQW��MDYDVROW��PJ�NJ-EDQ�NLIHMH]HWW�Gy]LVW�D]�DGRWW�EHWHJ�NLORJUDPPEDQ�NLIHMH]HWW�
WHVWW|PHJpYHO� 

�� 6]iPROMD�NL�D]�RELOWR[D[LPDE�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�PLOOLOLWHUEHQ�NLIHMH]HWW�
V]�NVpJHV�WpUIRJDWiW�pV�D]�DGDJ�EHDGiViKR]�V]�NVpJHV�LQMHNFLyV��YHJHN�V]iPiW��(KKH]�RVV]D�HO�D�
NLV]iPROW��PLOOLJUDPPEDQ�NLIHMH]HWW�DGDJRW���� OpSpV��D�NRQFHQWUiFLyYDO��DPL���� PJ�PO��
0LQGHQ�HJ\HV�LQMHNFLyV��YHJ�� ml 1<;7+5$&,6 NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�EHDGiViW�
WHV]L�OHKHWĘYp� 

�� 9iODVV]RQ�D�EHDGDQGy�LQI~]Ly�|VV]HVtWHWW�PHQQ\LVpJpQHN�PHJIHOHOĘ�PpUHWĦ�IHFVNHQGĘW� 
�� $�NLYiODV]WRWW�IHFVNHQGĘ�pV�HJ\����� PLNURQRV�EHpStWHWW�V]ĦUĘ�VHJtWVpJpYHO�YHJ\H�NL�D]�

RELOWR[D[LPDE�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR]�V]�NVpJHV�PHQQ\LVpJpW��DPHO\HW�D��� OpSpVEHQ�
V]iPROW�NL���'REMD�NL�D]�1<;7+5$&,6 LQMHNFLyV��YHJ�HN�EHQ�PDUDGW�ROGDWRW�� 

�� 9HJ\HQ�NL�D��� WiEOi]DWEDQ�PHJKDWiUR]RWW�WHOMHV�LQI~]LyV�WpUIRJDWQDN�PHJIHOHOĘ�PHQQ\LVpJĦ�
� PJ�PO��������QiWULXP-NORULG�ROGDWRV�LQMHNFLyW� 

�� ÏYDWRVDQ�HOHJ\tWVH�D]�ROGDWRW��1H�Ui]]D�IHO� 
�� $]RQQDO�DGMD�EH�D]�HONpV]�OW�KtJtWRWW�RELOWR[D[LPDE�ROGDWRW��1H WiUROMD�D]�ROGDWRW�D�

IHFVNHQGĘEHQ��$�IHO�QHP�KDV]QiOW�NpV]tWPpQ\W�VHPPLVtWVH�PHJ� 
 
0HJVHPPLVtWpV 
 
%iUPLO\HQ�IHO�QHP�KDV]QiOW�J\yJ\V]HU��LOOHWYH�KXOODGpNDQ\DJ�PHJVHPPLVtWpVpW�D�J\yJ\V]HUHNUH�
YRQDWNR]y�HOĘtUiVRN�V]HULQW�NHOO�YpJUHKDMWDQL� 
 
 
7. A )25*$/20%$+2=$7$/,�(1*('e/<�-2*268/7-$ 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
����� /|UUDFK 
1pPHWRUV]iJ 
 
8. $�)25*$/20%$+2=$7$/,�(1*('e/<�6=È0$�,�� 
 
(8����������/001 
 
 
9. $�)25*$/20%$+2=$7$/,�(1*('e/<�(/6ė�.,$'È6È1$.��
0(*Ò-Ë7È6È1$.�'È780$ 
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$�IRUJDORPEDKR]DWDOL�HQJHGpO\�HOVĘ�NLDGiViQDN�GiWXPD��������QRYHPEHU��� 
 
 
10. $�6=g9(*�(//(1ė5=e6e1(.�'È780$ 
 
$�J\yJ\V]HUUĘO�UpV]OHWHV�LQIRUPiFLy�D]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�LQWHUQHWHV�KRQODSMiQ�
�KWWS���ZZZ�HPD�HXURSD�HX���pV�D]�DGRWW�WDJiOODP�J\yJ\V]HUKDWyViJiQDN�LQWHUQHWHV�KRQODSMiQ��OLQN�!�
WDOiOKDWy� 
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II. MELLï¿½KLET  
 

A. $�%,2/Ï*,$,�(5('(7ĥ�+$7Ï$1<$*�*<È57Ï-$�e6�$�
*<È57È6,�7e7(/(.�9e*)(/6=$%$'Ë7È6Èe57�
)(/(/ė6�*<È57Ï 

 
%� )(/7e7(/(.�9$*<�.25/È72=È62.�$=�(//È7È6�e6�

+$6=1È/$7�.$3&6È1 
 

C. $�)25*$/20%$+2=$7$/,�(1*('e/<�(*<e%�
)(/7e7(/(,�e6�.g9(7(/0e1<(, 

 
D. )(/7e7(/(.�9$*<�.25/È72=È62.�$�*<Ï*<6=(5�

%,=7216È*26�e6�+$7e.21<�$/.$/0$=È6È5$�
921$7.2=Ï$1 

 
E. )25*$/20%$�+2=$7$/7�.g9(7ė�,17e=.('e6(.�

7(/-(6Ë7e6e5(�921$7.2=Ï�63(&,È/,6�
.g7(/(=(776e*�$�.,9e7(/(6�.g5h/0e1<(.�
.g=g77�0(*$'277�)25*$/20%$+2=$7$/,�
(1*('e/<�(6(7e%(1 
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A. $�%,2/Ï*,$,�(5('(7ĥ�+$7Ï$1<$*�2.��*<È57Ï-$�*<È57Ï,�e6�$�
*<È57È6,�7e7(/(.�9e*)(/6=$%$'Ë7È6Èe57�)(/(/ė6�*<È57Ï�.� 

 
$�ELROyJLDL�HUHGHWĦ�KDWyDQ\DJ�RN��J\iUWyMiQDN�J\iUWyLQDN�QHYH�pV�FtPH 
 
/RQ]D�%LRORJLFV��,QF�� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
$PHULNDL�(J\HV�OW�ÈOODPRN 
 
$�J\iUWiVL�WpWHOHN�YpJIHOV]DEDGtWiVipUW�IHOHOĘV�J\iUWy�N��QHYH�pV�FtPH 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
+ROODQGLD 
 
 
%� )(/7e7(/(.�9$*<�.25/È72=È62.�$=�(//È7È6�e6�+$6=1È/$7�.$3&6È1� 
 
2UYRVL�UHQGHOYpQ\KH]�N|W|WW�J\yJ\V]HU� 
 
 
C. A )25*$/20%$+2=$7$/,�(1*('e/<�(*<e%�)(/7e7(/(,�e6�

.g9(7(/0e1<(, 
 
x ,GĘV]DNRV�J\yJ\V]HUEL]WRQViJL�MHOHQWpVHN��3HULRGLF�VDIHW\�XSGDWH�UHSRUW��3685� 

 
(UUH�D�NpV]tWPpQ\UH�D�3685-RNDW�D���������(.�LUiQ\HOY����F��FLNNpQHN�����EHNH]GpVpEHQ�
PHJiOODStWRWW�pV�D]�HXUySDL LQWHUQHWHV�J\yJ\V]HUSRUWiORQ�Q\LOYiQRVViJUD�KR]RWW�XQLyV�UHIHUHQFLD�
LGĘSRQWRN�OLVWiMD��(85'�OLVWD���LOOHWYH�DQQDN�EiUPHO\�NpVĘEEL�IULVVtWHWW�YiOWR]DWD�V]HULQWL�
N|YHWHOPpQ\HNQHN�PHJIHOHOĘHQ�NHOO�EHQ\~MWDQL� 
 
 
D. )(/7e7(/(.�9$*<�.25/È72=È62.�$�*<Ï*<6=(5�%,=7216È*26�e6�

+$7e.21<�$/.$/0$=È6È5$�921$7.2=Ï$1�� 
 
x Kockï¿½zatkezelï¿½si terv  

 
$�IRUJDORPEDKR]DWDOL�HQJHGpO\�MRJRVXOWMD��0$+��N|WHOH]L�PDJiW��KRJ\�D�IRUJDORPEDKR]DWDOL�
HQJHGpO\������ PRGXOMiEDQ�OHtUW��MyYiKDJ\RWW�NRFNi]DWNH]HOpVL�WHUYEHQ��LOOHWYH�DQQDN�
MyYiKDJ\RWW�IULVVtWHWW�YHU]LyLEDQ�UpV]OHWH]HWW��N|WHOH]Ę�IDUPDNRYLJLODQFLDL�WHYpNHQ\VpJHNHW�pV�
EHDYDWNR]iVRNDW�HOYpJ]L� 
 
$�IULVVtWHWW�NRFNi]DWNH]HOpVL�WHUY�EHQ\~MWDQGy�D�N|YHWNH]Ę�HVHWHNEHQ� 

x KD�D]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�H]W�LQGtWYiQ\R]]D� 
x KD�D�NRFNi]DWNH]HOpVL�UHQGV]HUEHQ�YiOWR]iV�W|UWpQLN��IĘNpQW�D]W�N|YHWĘHQ��KRJ\�RO\DQ�~M�

LQIRUPiFLy�pUNH]LN��DPHO\�D]�HOĘQ\�NRFNi]DW�SURILO�MHOHQWĘV�YiOWR]iViKR]�YH]HWKHW��LOOHWYH��D�
EL]WRQViJRV�J\yJ\V]HUDONDOPD]iVUD�YDJ\�NRFNi]DW-PLQLPDOL]iOiVUD�LUiQ\XOy��~MDEE��
PHJKDWiUR]y�HUHGPpQ\HN�V]�OHWQHN� 
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E. )25*$/20%$�+2=$7$/7�.g9(7ė�,17e=.('e6(.�7(/-(6Ë7e6e5(�

921$7.2=Ï�63(&,È/,6�.g7(/(=(776e*�$�.,9e7(/(6�.g5h/0e1<(.�
.g=g77�0(*$'277�)25*$/20%$+2=$7$/,�(1*('e/<�(6(7e%(1 

 
0LXWiQ�H]W�D�J\yJ\V]HUW D�NLYpWHOHV�N|U�OPpQ\HN�IHQQiOOiVD�PLDWW�KDJ\WiN�MyYi�D����������(.�
UHQGHOHW�����FLNNpQHN�����EHNH]GpVH�V]HULQW�D�IRUJDORPEDKR]DWDOL�HQJHGpO\�MRJRVXOWMiQDN�D�PHJDGRWW�
KDWiULGĘQ�EHO�O�PHJ�NHOO�WHQQLH�D]�DOiEEL�LQWp]NHGpVHNHW� 
 
Leï¿½rï¿½s  Lejï¿½rat napja  
 
$]�RELOWR[D[LPDE�3.-MiQDN�KXPiQ�V]pUXPEDQ�W|UWpQĘ�
PHJKDWiUR]iViUD�V]ROJiOy�PyGV]HU��*&/-�����YDOLGiOiViKR]�D�
IRUJDORPEDKR]DWDOL�HQJHGpO\�MRJRVXOWMiQDN�EH�NHOO�Q\~MWDQLD�D�
YL]VJiODWL�PyGV]HU�YDOLGiOiViQDN�HUHGPpQ\HLW�D�N|YHWNH]ĘNUH�
YRQDWNR]yDQ��PLHOĘWW�HOYpJH]QpN�D]�$+����NOLQLNDL�YL]VJiODW�
PLQWiLQDN�HOHP]pVpW�H]]HO�D�PyGV]HUUHO��3$�iOWDOL�LQWHUIHUHQFLD�����
pV������()��/)�pV�$'$-N��YDODPLQW�D�YL]VJiODWL�PyGV]HU�
WHOMHVtWPpQ\H�KDHPRO\WLFXV�pV�OLSHPLiV�V]pUXPEDQ��3iUKX]DPRVViJL�
YL]VJiODWRW�NHOO�YpJH]QL�D]�WHUYH]HWW��Q\tOW�HOUHQGH]pVĦ�$+����
WHUHSL�YL]VJiODWEyO�V]iUPD]y�PLQWiNNDO� 
 
 
 
$�NOLQLNDL�YiODV]��EL]WRQViJRVViJ�pV�WROHUiOKDWyViJ��EHOHpUWYH�D�
EHWHJVpJ�OHIRO\iViW�pV�D�W~OpOpVW�LQKDOiFLyV��W�GĘ-��DQWKUD[V]DO�
J\DQtWKDWyODJ��YDOyV]tQĦOHJ�YDJ\�LJD]ROWDQ�IHUWĘ]|WW�pV�
RELOWR[D[LPDEEDO�NH]HOW�YL]VJiODWL�DODQ\RNQiO��pUWpNHOpVpKH]�D�
IRUJDORPEDKR]DWDOL�HQJHGpO\�MRJRVXOWMiQDN�HJ\�PHJEHV]pOW�
YL]VJiODWL�WHUY�V]HULQW�HO�NHOO�YpJH]QLH�D�,9� Ii]LV~��Q\tOW�
HOUHQGH]pVĦ�$+����WHUHSL�YL]VJiODWRW�DNNRU��DPLNRU�OpSIHQHMiUYiQ\�
�WL�IHO�D IHMpW�D]RNEDQ�D]�RUV]iJRNEDQ��DPHO\HNEHQ�D]�
RELOWR[D[LPDE�HQJHGpO\H]HWW�pV�HOpUKHWĘ��PDMG�EH�NHOO�Q\~MWDQLD�D�
YL]VJiODWRW�OH]iUy�MHOHQWpVW� 
 
 
 
 

 
$]�$+����YL]VJiODW�]iUy�
NOLQLNDL�MHOHQWpVpYHO�HJ\�WW�
NHOO�EHQ\~MWDQL 
 
 
 
 
 
 
 
%HQ\~MWDQGy�pYHV�
MHOHQWpVHN� 
 
$�OH]iUy�MHOHQWpVW�
OHJIHOMHEE��� KyQDSSDO�D]�
RELOWR[D[LPDE�XWROVy�
EHDGiViW��YLVV]DPHQĘOHJHV�
DGDWJ\ĦMWpV�HVHWpQ�SHGLJ�D]�
XWROVy�DGDWJ\ĦMWpVW��
N|YHWĘHQ�NHOO�EHQ\~MWDQL 
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III. MELLï¿½KLET 
 

&Ë0.(6=g9(*�e6�%(7(*7È-e.2=7$7Ï 
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A. &Ë0.(6=g9(* 
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$�.h/6ė�&620$*2/È621�)(/7h17(7(1'ė�$'$72. 
 
'2%2= 
 
 
1. $�*<Ï*<6=(5�1(9( 
 
1<;7+5$&,6 100 PJ�PO�VWHULO�NRQFHQWUiWXP 
RELOWR[D[LPDE� 
 
 
2. +$7Ï$1<$*�2.��0(*1(9(=e6( 
 
1 PO����� mg RELOWR[D[LPDE� 
 
 
3. 6(*e'$1<$*2.�)(/6252/È6$ 
 
6HJpGDQ\DJRN��KLV]WLGLQ��V]RUELW��(�����VyVDY��QiWULXP-KLGUR[LG��LQMHNFLyKR]�YDOy�Yt]� 
 
 
4. *<Ï*<6=(5)250$�e6�7$57$/20 
 
.RQFHQWUiWXP�ROGDWRV�LQI~]LyKR] 
600 mg/6 ml 
1 GE�LQMHNFLyV��YHJ 
 
 
5. $=�$/.$/0$=È66$/�.$3&62/$726�78'1,9$/Ï.�e6�$=�$/.$/0$=È6�

0Ï'-$�,� 
 
+DV]QiODW�HOĘWW�ROYDVVD�HO�D�PHOOpNHOW�EHWHJWiMpNR]WDWyW� 
,Y��KtJtWiV�XWiQ� 
.L]iUyODJ�HJ\V]HUL�DONDOPD]iVUD� 
Ne rï¿½zza fel!  
 
45�NyG�EHLOOHV]WHQGĘ���ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� .h/g1�),*<(/0(=7(7e6��0(/<�6=(5,17�$�*<Ï*<6=(57�

*<(50(.(.7ė/�(/=È59$�.(//�7$57$1, 
 
 
7. 729È%%,�),*<(/0(=7(7e6�(.���$0(11<,%(1�6=h.6e*(6 
 
 
 
8. /(-È5$7,�,'ė 
 
EXP 
 
 
9. .h/g1/(*(6�7È52/È6,�(/ėË5È62. 
 
+ĦWĘV]HNUpQ\EHQ�WiURODQGy�� 
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Nem fagyaszthatï¿½!  
$�IpQ\WĘO�YDOy�YpGHOHP�pUGHNpEHQ�D]�HUHGHWL�FVRPDJROiVEDQ�WiURODQGy� 
 
 
10. .h/g1/(*(6�Ï9,17e=.('e6(.�$�)(/�1(0�+$6=1È/7�*<Ï*<6=(5(.�

9$*<�$=�,/<(1�7(50e.(.%ė/�.(/(7.(=(77�+8//$'e.$1<$*2.�
È57$/0$7/$11È�7e7(/e5(��+$�,/<(1(.5(�6=h.6e*�9$1 

 
 
11. $�)25*$/20%$+2=$7$/,�(1*('e/<�-2*268/7-È1$.�1(9(�e6�&Ë0( 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
����� /|UUDFK 
1pPHWRUV]iJ 
 
 
12. $�)25*$/20%$+2=$7$/,�(1*('e/<�6=È0$�,�� 
 
(8����������/001 
 
 
13. $�*<È57È6,�7e7(/�6=È0$ 
 
*\�V]�� 
 
 
14. $�*<Ï*<6=(5�5(1'(/+(7ė6e*( 
 
 
15. $=�$/.$/0$=È65$�921$7.2=Ï�87$6Ë7È62. 
 
 
��� %5$,//(�Ë5È66$/�)(/7h17(7(77�,1)250È&,Ï. 
 
%UDLOOH-tUiV�IHOW�QWHWpVH�DOyO�IHOPHQWYH� 
 
 
17. (*<(',�$=2126Ë7Ï�– �'�921$/.Ï' 
 
(J\HGL�D]RQRVtWyM~��'�YRQDONyGGDO�HOOiWYD� 
 
 
18. (*<(',�$=2126Ë7Ï�2/9$6+$7Ï�)250È780$ 
 
3&� 
61� 
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$�.,6�.g=9(7/(1�&620$*2/È6,�(*<6e*(.(1�0,1,0È/,6$1�)(/7h17(7(1'ė�
$'$72. 
 
,1-(.&,Ï6�h9(*�&Ë0.( 
 
 
1. $�*<Ï*<6=(5�1(9(�e6�$=�$/.$/0$=È6�0Ï'-$�,� 
 
1<;7+5$&,6 100 PJ�PO�VWHULO�NRQFHQWUiWXP 
RELOWR[D[LPDE� 
LY� EHDGiVUD� KtJtWiV�XWiQ� 
 
 
2. $=�$/.$/0$=È66$/�.$3&62/$726�78'1,9$/Ï. 
 
.L]iUyODJ�HJ\V]HUL�DONDOPD]iVUD� 
 
3. /(-È5$7,�,'ė 
 
EXP 
 
 
4. $�*<È57È6,�7e7(/�6=È0$ 
 
*\�V]�� 
 
 
5. $�7$57$/20�6Ò/<5$��7e5)2*$75$��9$*<�(*<6e*5(�921$7.2=7$79$ 
 
600 mg/6 ml 
 
 
�� (*<e%�,1)250È&,Ï. 
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%� %(7(*7È-e.2=7$7Ï 
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%HWHJWiMpNR]WDWy��,QIRUPiFLyN�D�EHWHJ�szï¿½mï¿½ra  
 

1<;7+5$&,6 100 PJ�PO�NRQFHQWUiWXP�ROGDWRV�LQI~]LyKR] 
 

RELOWR[D[LPDE 
 

(]�D�J\yJ\V]HU�IRNR]RWW�IHO�J\HOHW�DODWW�iOO��PHO\�OHKHWĘYp�WHV]L�D]�~M�J\yJ\V]HUEL]WRQViJL�
LQIRUPiFLyN�J\RUV�D]RQRVtWiViW��(KKH]�gQ�LV�KR]]iMiUXOKDW�D�WXGRPiViUD�MXWy�EiUPLO\HQ�PHOOpNKDWiV�
EHMHOHQWpVpYHO��$�PHOOpNKDWiVRN�MHOHQWpVpQHN�PyGMDLUyO�D��� SRQW�YpJpQ��0HOOpNKDWiVRN�EHMHOHQWpVH��
WDOiO�WRYiEEL�WiMpNR]WDWiVW� 
 
0LHOĘWW�HONH]GL�DONDOPD]QL�H]W�D�J\yJ\V]HUW��ROYDVVD�HO�ILJ\HOPHVHQ�D]�DOiEEL�EHWHJWiMpNR]WDWyW��

mert az gQ�V]iPiUD�IRQWRV�LQIRUPiFLyNDW�WDUWDOPD]� 
- 7DUWVD�PHJ�D�EHWHJWiMpNR]WDWyW��PHUW�D�EHQQH�V]HUHSOĘ�LQIRUPiFLyNUD�D�NpVĘEELHNEHQ�LV�V]�NVpJH�

OHKHW�� 
- 7RYiEEL�NpUGpVHLYHO�IRUGXOMRQ�NH]HOĘRUYRViKR]��J\yJ\V]HUpV]pKH]�YDJ\�D�JRQGR]iViW�YpJ]Ę�

HJpV]VpJ�J\L�V]DNHPEHUKH]� 
- +D�gQQpO�EiUPLO\HQ�PHOOpNKDWiV�MHOHQWNH]LN��WiMpNR]WDVVD�HUUĘO�NH]HOĘRUYRViW��J\yJ\V]HUpV]pW�

YDJ\�D�JRQGR]iViW�YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHUW� (]�D�EHWHJWiMpNR]WDWyEDQ�IHO�QHP�VRUROW�
EiUPLO\HQ�OHKHWVpJHV�PHOOpNKDWiVUD�LV�YRQDWNR]LN��/iVG��� SRQW� 

 
A betegtï¿½jï¿½koztatï¿½ tartalma:  
 
�� 0LO\HQ�WtSXV~�J\yJ\V]HU�D]�1<;7+5$&,6 pV�PLO\HQ�EHWHJVpJHN�HVHWpQ�DONDOPD]KDWy"� 
�� 7XGQLYDOyN�D]�1<;7+5$&,6 DONDOPD]iVD�HOĘWW 
�� +RJ\DQ�NHOO�DONDOPD]QL�D]�1<;7+5$&,6-W" 
�� /HKHWVpJHV�PHOOpNKDWiVRN� 
�� +RJ\DQ�NHOO�D]�1<;7+5$&,6-t WiUROQL" 
�� $�FVRPDJROiV�WDUWDOPD�pV�HJ\pE�LQIRUPiFLyN 
 
 
1. 0LO\HQ�WtSXV~�J\yJ\V]HU�D]�1<;7+5$&,6 pV�PLO\HQ�EHWHJVpJHN�HVHWpQ�DONDOPD]KDWy" 
 
$]�1<;7+5$&,6 KDWyDQ\DJD�D]�RELOWR[D[LPDE��$]�RELOWR[D[LPDE�PRQRNORQiOLV�DQWLWHVW��YDJ\LV�HJ\�
RO\DQ�IHKpUMH��DPHO\�KR]]iNDSFVROyGLN�D�OpSIHQpW�RNR]y�EDNWpULXPRN�iOWDO�WHUPHOW�PpUHJDQ\DJRNKR]�
�WR[LQRNKR]��pV�KDWiVWDODQtWMD��LQDNWLYiOMD��D]RNDW� 
 
$]�1<;7+5$&,6-W�DQWLELRWLNXPRNNDO�HJ\�WW�DONDOPD]]iN�IHOQĘWWHN�pV�J\HUPHNHN�NH]HOpVpUH�RO\DQ�
OpSIHQH�HVHWpQ��DPHO\HW�D�EDNWpULXP�EHOpJ]pVH�RNR]RWW��W�GĘDQWUD[��� 
 
$]�1<;7+5$&,6 DNNRU�LV�DONDOPD]KDWy��KD�gQ�pULQWNH]KHWHWW�D�OpSIHQpW�RNR]y�EDNWpULXPPDO�YDJ\�
DQQDN�VSyUiLYDO��GH�QLQFVHQHN W�QHWHL��YDODPLQW�KD�QHP�iOO�UHQGHONH]pVUH�YDJ\�QHP�DONDOPD]KDWy�
PiVLN�NH]HOpV� 
 
 
2. 7XGQLYDOyN�D]�1<;7+5$&,6 DONDOPD]iVD�HOĘWW 
 
1HP�NDSKDW�1<;7+5$&,6-t 
- KD�DOOHUJLiV�D]�RELOWR[D[LPDEUD�YDJ\�D�J\yJ\V]HU���� SRQWEDQ�IHOVRUROW��HJ\pE�|VV]HWHYĘMpUH� 
 
)LJ\HOPH]WHWpVHN�pV�yYLQWp]NHGpVHN� 
$]�1<;7+5$&,6 alkalmazï¿½sa HOĘWW�EHV]pOMHQ�NH]HOĘRUYRViYDO��J\yJ\V]HUpV]pYHO�YDJ\�D�JRQGR]iViW�
YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHUUHO� 
 
- ha D�EHWHJ��WHKiW gQ�YDJ\�J\HUPHNH��|U|NOHWHV�IUXNWy]LQWROHUDQFLiQDN�QHYH]HWW�ULWND�JHQHWLNDL�

EHWHJVpJEHQ�V]HQYHG��YDJ\�KD�QHP�IRJ\DV]WKDW�FXNURV�pWHOHNHW�YDJ\�LWDORNDW��PHUW�URVV]XO�pU]L�
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PDJiW��KiQ\�YDJ\�RO\DQ�NHOOHPHWOHQ�W�QHWHN�MHOHQWNH]QHN�QiOD��PLQW�D�KDVSXIIDGiV��
J\RPRUJ|UFV�YDJ\�KDVPHQpV� 

 
$]�1<;7+5$&,6-NH]HOpV�XWiQL�HVHWOHJHV�DOOHUJLiV�UHDNFLyN�QpKD�V~O\RVDN�OHKHWQHN��/HKHWVpJHV��
KRJ\�D]�DOOHUJLiV�UHDNFLyN�NRFNi]DWiQDN�FV|NNHQWpVH�pUGHNpEHQ�DQWLKLV]WDPLQW�NDS�D]�1<;7+5$&,6 
EHDGiVD�HOĘWW� 
 
Egyï¿½b gyï¿½gyszerek ï¿½s az 1<;7+5$&,6 
)HOWpWOHQ�O�WiMpNR]WDVVD�NH]HOĘRUYRViW�YDJ\�J\yJ\V]HUpV]pW�D�MHOHQOHJ�YDJ\�QHPUpJLEHQ�V]HGHWW��
YDODPLQW�V]HGQL�WHUYH]HWW�HJ\pE�J\yJ\V]HUHLUĘO� 
/HKHWVpJHV��KRJ\�DQWLELRWLNXPRNDW��SO��FLSURIOR[DFLQW��NDS��DPHO\HN�VHJtWLN�D�W�GĘDQWUD[�NH]HOpVpW� 
 
7HUKHVVpJ�pV�V]RSWDWiV 
+D�gQ�WHUKHV�YDJ\�V]RSWDW��LOOHWYH�KD�IHQQiOO�gQQpO�D�WHUKHVVpJ�OHKHWĘVpJH�YDJ\�J\HUPHNHW�V]HUHWQH��D�
J\yJ\V]HU�EHDGiVD�HOĘWW�EHV]pOMHQ�NH]HOĘRUYRViYDO� 
 
1HP�LVPHUW��KRJ\�D]�1<;7+5$&,6 NiURVtWKDWMD-H�D�PDJ]DWRW�� 
 
1HP�LVPHUW��KRJ\�D]�1<;7+5$&,6 iWMXW-H�D]�DQ\DWHMEH��gQ�pV�NH]HOĘRUYRVD�N|]|VHQ�HOG|QWLN��KRJ\�
IRO\WDWKDWMD-e a szoptatï¿½st az 1<;7+5$&,6  EHDGiViW�N|YHWĘHQ� 
 
$�NpV]tWPpQ\�KDWiVDL�D�JpSMiUPĦYH]HWpVKH]�pV�D�JpSHN�NH]HOpVpKH]�V]�NVpJHV�NpSHVVpJHNUH 
$]�1<;7+5$&,6 PHOOpNKDWiVRNDW��SpOGiXO�IHMIiMiVW��V]pG�OpVW��IiUDGWViJRW�pV�KiQ\iVW�RNR]KDW��(]�
KDWiVVDO�OHKHW�D�JpSMiUPĦYH]HWpVKH]�YDJ\�D�JpSHN�NH]HOpVpKH]�V]�NVpJHV�NpSHVVpJHLUH� 
 
Az 1<;7+5$&,6 V]RUELWRW��(�����WDUWDOPD] 
$�V]RUELW�D�IUXNWy]��HJ\�FXNRUIDMWD��IRUUiVD��+D�gQ��YDJ\�J\HUPHNH��D]�|U|NOHWHV�
IUXNWy]LQWROHUDQFLiQDN�QHYH]HWW�ULWND�JHQHWLNDL�EHWHJVpJEHQ�V]HQYHG��OHKHWVpJHV��KRJ\�NH]HOĘRUYRVD�
~J\�G|QW��KRJ\�gQQpO��YDJ\�J\HUPHNpQpO��QHP�DONDOPD]KDWMiN�H]W�D�J\yJ\V]HUW��$]�|U|NOHWHV�
IUXNWy]LQWROHUDQFLiEDQ�V]HQYHGĘ�EHWHJHN�QHP�WXGMiN�OHERQWDQL�D�IUXNWy]W��DPL�V~O\RV�
PHOOpNKDWiVRNKR]�YH]HWKHW� 
$�J\yJ\V]HU�alkalmazï¿½sa HOĘWW�WiMpNR]WDVVD�NH]HOĘRUYRViW�DUUyO��KRJ\�D�EHWHJ��WHKiW�gQ�YDJ\�
J\HUPHNH��|U|NOHWHV�IUXNWy]LQWROHUDQFLiEDQ�V]HQYHG��YDJ\�KD�QHP�IRJ\DV]WKDW�FXNURV�pWHOHNHW�YDJ\�
LWDORNDW��PHUW�URVV]XO�pU]L�PDJiW��KiQ\�YDJ\�RO\DQ�NHOOHPHWOHQ�W�QHWHN�MHOHQWNH]QHN�QiOD��PLQW�D�
KDVSXIIDGiV��J\RPRUJ|UFV�YDJ\�KDVPHQpV� 
 
Az 1<;7+5$&,6 QiWULXPRW�WDUWDOPD] 
$�NpV]tWPpQ\�NHYHVHEE�PLQW�� PPRO���� PJ��QiWULXPRW�WDUWDOPD]�D]�1<;7+5$&,6 egy-egy 6 ml-es 
LQMHNFLyV��YHJMpEHQ��D]D]�J\DNRUODWLODJ�ÄQiWULXPPHQWHV´� 
 
 
3. +RJ\DQ�NHOO�DONDOPD]QL�D]�1<;7+5$&,6-W" 
 
$]�1<;7+5$&,6-W�NH]HOĘRUYRVD�YDJ\�D�JRQGR]iViW�YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHU�IRJMD�gQQHN�
EHDGQL��.H]HOĘRUYRVD�YDJ\�D�JRQGR]iViW�YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHU�D]�gQ��YDJ\�J\HUPHNH��
WHVWW|PHJH�DODSMiQ�V]iPtWMD�NL�D�Gy]LVW�� 
 
.H]HOĘRUYRVD��D�JRQGR]iViW�YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHU�YDJ\�J\yJ\V]HUpV]H�NpV]tWL�HOĘ�D�
J\yJ\V]HUW�D�EHDGiVKR]�� 
$]�1<;7+5$&,6 ROGDWRW�FVHSSLQI~]LyEDQ�DGMiN�EH��� SHUF�OHIRUJiVD�DODWW��MHOOHP]ĘHQ�a kar HJ\LN 
YpQiMiED��)RO\DPDWRV�PHJILJ\HOpV�DODWW�WDUWMiN�gQW�D]�1<;7+5$&,6 EHDGiVD�N|]EHQ��YDODPLQW�
OHJDOiEE�HJ\�yUiQ�iW�D]�LQI~]Ly�EHDGiViW�N|YHWĘHQ�� 
$]�1<;7+5$&,6 EHDGiVD�HOĘWW�UHQGV]HULQW�J\yJ\V]HUHNHW�IRJ�NDSQL�D]�DOOHUJLiV�UHDNFLyN�
PHJHOĘ]pVpUH�YDJ\�HQ\KtWpVpUH�� 
 
+D�EiUPLO\HQ�WRYiEEL�NpUGpVH�YDQ�D�J\yJ\V]HU�DONDOPD]iViYDO�NDSFVRODWEDQ��NpUGH]]H�PHJ�
NH]HOĘRUYRViW��J\yJ\V]HUpV]pW�YDJ\�D�JRQGR]iViW�YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHUW� 
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4. /HKHWVpJHV�PHOOpNKDWiVRN 
 
0LQW�PLQGHQ�J\yJ\V]HU��tJ\�H]�D�J\yJ\V]HU�LV�RNR]KDW�PHOOpNKDWiVRNDW��DPHO\HN�D]RQEDQ�QHP�
PLQGHQNLQpO�MHOHQWNH]QHN� 
 
$]RQQDO�V]yOMRQ�NH]HOĘRUYRViQDN�YDJ\�D]�LQI~]LyW�gQQHN�EHDGy�V]HPpO\QHN��KD�D�N|YHWNH]Ę�
PHOOpNKDWiVRN�EiUPHO\LNpW�WDSDV]WDOMD�� 
 
9LV]NHWpV��NL�WpV��OpJV]RPM�YDJ\�VtSROy�OpJ]pV�– H]HN�DOOHUJLiV�UHDNFLy��W~OpU]pNHQ\VpJ��MHOHL�OHKHWQHN� 
 
Az 1<;7+5$&,6 WRYiEEL�PHOOpNKDWiVDL�N|]p�WDUWR]QDN� 
 
Gyakori ���-EĘO�OHJIHOMHEE�� EHWHJHW�pULQWKHW� 
- )HMIiMiV 
- .|K|JpV 
- )iMGDORP�D]�LQI~]Ly�EHDGiVL�KHO\pQ 
- 9LV]NHWpV��EĘUNL�WpV��EHOHpUWYH�D�YLV]NHWĘ��NLHPHONHGĘ�NL�WpVHNHW��FVDOiQNL�WpV� 
 
1HP�J\DNRUL ����-EyO�OHJIHOMHEE�1 EHWHJHW�pULQWKHW� 
- $OOHUJLiV�UHDNFLyN 
- 6]pG�OpV 
- =VLEEDGiV 
- $�V]HP�IpQ\pU]pNHQ\VpJH��IRWRIyELD� 
- .HOOHPHWOHQ�pU]HW�D�I�OEHQ 
- 7RURNLUULWiFLy 
- 5HNHGW�KDQJ 
- 0HOOpN�UHJ-GXJXOiV 
- /pJV]RPM 
- $MDNIiMGDORP 
- (NFpPD��KiPOy�EĘU 
- ,]RPUiQJiV��L]RPJ|UFV|N 
- )iUDGWViJ 
- +LGHJOHOpV��KLGHJpU]HW� 
- 0HOONDVL�NHOOHPHWOHQ�pU]pV  
- ÈOWDOiQRV�IiMGDORP��YDODPLQW�D�YpJWDJRNDW��D�PHOONDVW��D]�iOONDSFVRW��D]�L]PRNDW��D�V]DODJRNDW��

az LQDNDW�YDJ\�D�FVRQWRNDW�pULQWĘ�IiMGDORP� 
- $]�LQI~]Ly�EHDGiViQDN�KHO\pQ�NLDODNXOW�GX]]DQDW��IiMGDORP�YDJ\�pUJ\XOODGiV��IOHELWLV]� 
 
0HOOpNKDWiVRN�EHMHOHQWpVH 
+D�gQQpO�EiUPLO\HQ�PHOOpNKDWiV�MHOHQWNH]LN��WiMpNR]WDVVD�NH]HOĘRUYRViW��J\yJ\V]HUpV]pW�YDJ\�D�
JRQGR]iViW�YpJ]Ę�HJpV]VpJ�J\L�V]DNHPEHUW� (]�D�EHWHJWiMpNR]WDWyEDQ�IHO�QHP�VRUROW�EiUPLO\HQ�
OHKHWVpJHV�PHOOpNKDWiVUD�LV�YRQDWNR]LN��$�PHOOpNKDWiVRNDW�N|]YHWOHQ�O�D�KDWyViJ�UpV]pUH�LV�
EHMHOHQWKHWL�D]�9� I�JJHOpNEHQWDOiOKDWy�HOpUKHWĘVpJHNHQ�NHUHV]W�O��$�PHOOpNKDWiVRN�EHMHOHQWpVpYHO�gQ�
LV�KR]]iMiUXOKDW�DKKR]��KRJ\�PLQpO�W|EE�LQIRUPiFLy�iOOMRQ�UHQGHONH]pVUH�D�J\yJ\V]HU�EL]WRQViJRV�
DONDOPD]iViYDO�NDSFVRODWEDQ� 
 
 
5. +RJ\DQ�NHOO�D]�1<;7+5$&,6-W�WiUROQL" 
 
$�J\yJ\V]HU�J\HUPHNHNWĘO�HO]iUYD�WDUWDQGy� 
 
$�GRER]RQ�pV�D�FtPNpQ�IHOW�QWHWHWW�OHMiUDWL�LGĘ��(;3��XWiQ�QH�DONDOPD]]D�H]W�D�J\yJ\V]HUW��$�OHMiUDWL�
LGĘ�D]�DGRWW�KyQDS�XWROVy�QDSMiUD�YRQDWNR]LN� 
 
+ĦWĘV]HNUpQ\EHQ���� & – �� &��WiURODQGy�� 
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Nem fagyaszthatï¿½!  
$�IpQ\WĘO�YDOy�YpGHOHP�pUGHNpEHQ�D]�HUHGHWL�FVRPDJROiVEDQ�WiURODQGy� 
 
$]�LQI~]LyV�]ViNEDQ�YpJ]HWW�KtJtWiVW�N|YHWĘHQ�D]�DONDOPD]iV�HOĘWWL�NpPLDL��IL]LNDL�pV�PLNURELiOLV�
VWDELOLWiV�� yUiQ�NHUHV]W�O�LJD]ROWDQ�IHQQPDUDG�V]REDKĘPpUVpNOHWHQ���� �& – �� �&��YDJ\�
KĦWĘV]HNUpQ\EHQ��� �& – � �&�� 
 
$]�1<;7+5$&,6 LQI~]LyV�IHFVNHQGĘEHQ�W|UWpQĘ�KtJtWiVD�XWiQ�D]RQQDO�EH�NHOO�DGQL�D�NpV]tWPpQ\W��
QHP�V]DEDG�HOUDNWiUR]QL��$�IHO�QHP�KDV]QiOW�NpV]tWPpQ\W�NL�NHOO�GREQL� 
 
 
�� A csomagolï¿½s tartalma ï¿½s egyï¿½b informï¿½ciï¿½k  
 
Mit tartalmaz az 1<;7+5$&,6"� 
- $�NpV]tWPpQ\�KDWyDQ\DJD�D]�RELOWR[D[LPDE��$�NRQFHQWUiWXP�PLOOLOLWHUHQNpQW���� mg 

RELOWR[D[LPDERW�WDUWDOPD]��(J\�� ml-HV�LQMHNFLyV��YHJ���� PJ�RELOWR[D[LPDERW�WDUWDOPD]� 
- (J\pE�|VV]HWHYĘN�D�KLV]WLGLQ��D�V]RUELW��(������D�SROLV]RUEiW�����(������D�VyVDY��(�����pV�D�

QiWULXP-KLGUR[LG��(������/iVG�PpJ�D��� SRQWEDQ��Ä$]�1<;7+5$&,6 V]RUELWRW�WDUWDOPD]´�� 
 
Milyen az 1<;7+5$&,6 N�OOHPH�pV�PLW�WDUWDOPD]�D�FVRPDJROiV" 
$]�1<;7+5$&,6 ï¿½t OiWV]y�YDJ\�RSDOHV]NiOy��V]tQWHOHQ YDJ\ KDOYiQ\ViUJa YDJ\�KDOYiQ\�EDUQiVViUJa 
V]tQĦ�NRQFHQWUiWXP�ROGDW�NpV]tWpVpKH]� 
$]�1<;7+5$&,6 1 GE�LQMHNFLyV��YHJHW�WDUWDOPD]y�FVRPDJRNEDQ�NHU�O�IRUJDORPED� 
 
$�IRUJDORPEDKR]DWDOL�HQJHGpO\�MRJRVXOWMD 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
����� /|UUDFK 
1pPHWRUV]iJ 
 
Gyï¿½rtï¿½  
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
+ROODQGLD 
 
$�EHWHJWiMpNR]WDWy�OHJXWyEEL�IHO�OYL]VJiODWiQDN�GiWXPD 
 
(]W�D�J\yJ\V]HUW�ÄNLYpWHOHV�N|U�OPpQ\HN´�N|]|WW�HQJHGpO\H]WpN��DPL�D]W�MHOHQWL��KRJ\�D�J\yJ\V]HU�
DONDOPD]iViUD�YRQDWNR]yDQ�– D�EHWHJVpJ�ULWND�HOĘIRUGXOiVD�PLDWW�pV�HWLNDL�RNRNEyO�NLIRO\yODJ�– QHP�
OHKHWHWW�WHOMHV�N|UĦ�LQIRUPiFLyW�J\ĦMWHQL� 
$]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�pYHQWH�IHO�OYL]VJiO�PLQGHQ��HUUH�D�J\yJ\V]HUUH�YRQDWNR]y�~M�
LQIRUPiFLyW��pV�V]�NVpJ�HVHWpQ�H]W�D�EHWHJWiMpNR]WDWyW�LV�PyGRVtWMD� 
 
Egyï¿½b informï¿½ciï¿½forrï¿½sok 
 
$�J\yJ\V]HUUĘO�UpV]OHWHV�LQIRUPiFLy�D]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�LQWHUQHWHV�KRQODSMiQ�WDOiOKDWy��
KWWS���ZZZ�HPD�HXURSD�HX��8J\DQLWW�PiV��D�ULWND�EHWHJVpJHNUH�pV�NH]HOpV�NUH�YRQDWNR]y�LQIRUPiFLyW�
WDUWDOPD]y�KRQODSRN�FtPHL�LV�PHJWDOiOKDWyN� 
 
$�EHWHJWiMpNR]WDWy�D]�(8�(*7�|VV]HV�KLYDWDORV�Q\HOYpQ�HOpUKHWĘ�D]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�
LQWHUQHWHV�KRQODSMiQ� 
 
7RYiEEL�LQIRUPiFLyN��ZZZ�RELOWR[D[LPDE-VIO�HX 45�NyG�EHLOOHV]WHQGĘ� 
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