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1. 1È=(9�9(7(5,1È51Ë+2�/eý,9e+2�3ěË35$9.8 
 
AFTOVAXPUR DOE LQMHNþQt�HPXO]H pro skot, ovce a prasata 
 
 
2. KVALITATIVNï¿½ A KVANTITATIVNï¿½ SLOŽENï¿½ 
 
Každï¿½ dï¿½vka 2 ml emulze obsahuje: 
 
/pþLYp�OiWN\� 
Max. 3 z nï¿½sledujï¿½cï¿½ch purifikovanï¿½ch, inaktivovanï¿½ch NPHQĤ�YLUX�VOLQWDYN\�D�NXOKDYN\�� 
O1 Manisa  ................................................................................................................................. ��� PD50* 
O1 BFS ....................................................................................................................................... ��� PD50* 
O Taiwan 3/97 ...........................................................................................................................  ��� PD50* 
A22 Iraq .....................................................................................................................................  ��� PD50* 
A24 Cruzeiro .............................................................................................................................  ��� PD50* 
A Turkey 14/98 .........................................................................................................................  ��� PD50* 
Asia 1 Shamir ............................................................................................................................. ��� PD50* 
SAT2 Saudi ArabLD�������������������������������������������������������������������������������������������������������������������������3'50* 
 
* PD50 - 50% protektivnï¿½ dï¿½vka u skotu jak je popsï¿½na v monografii Evropskï¿½ho lï¿½kopisu 0063. 
 
3RþHW�D�W\S�NPHQĤ�REVDåHQêFK�Y kRQHþQpP�SĜtSUDYNX bude SĜL]SĤVREHQ�DNWXiOQt�HSLGHPLRORJLFNp�
situaci v GREČ�IRUPXODFH�NRQHþQpKR�SĜtSUDYNX�a bude uveden na HWLNHWČ. 
 
Adjuvans: 
Tekutï¿½ parafin  ..............................................................................................................................537 mg.  
 
Excipiens: 
ï¿½plnï¿½ seznam pomocnï¿½ch lï¿½tek viz bod 6.1. 
 
 
3. Lï¿½KOVï¿½ FORMA 
 
,QMHNþQt�HPXO]H� 
3R�SURWĜHSiQt�EtOi�HPXO]H� 
 
 
4. KLINICKï¿½ ï¿½DAJE 
 
4.1 &tORYp�GUXK\�]YtĜDW 
 
Skot, ovce a prasata. 
 
4.2 ,QGLNDFH�V�XSĜHVQČQtP�SUR�FtORYê�GUXK�]YtĜDW 
 
Aktivnï¿½ imunizace skotu, ovcï¿½ a prasat od 2 WêGQĤ YČNX�SURWL�VOLQWDYFH�D�NXOKDYFH��NH�]PtUQČQt�
NOLQLFNêFK�SĜt]QDNĤ� 
 
Nï¿½stup imunity:  
Skot a ovce: 7 dnï¿½ po vakcinaci. 
Prasata: 4 tï¿½dny po vakcinaci. 
 
Trvï¿½nï¿½ imunity: vakcinace VNRWX��RYFt�D�SUDVDW�QDYRGLOD�WYRUEX�QHXWUDOL]DþQtFK�SURWLOiWHN��NWHUp�
SĜHWUYiYDOy SR�GREX�QHMPpQČ���PČVtFĤ��8�VNRWX�E\O\�QDPČĜHQp�Kladiny protilï¿½tek vyššï¿½, než hladiny 
protilï¿½tek, kterï¿½ byly prokï¿½zï¿½ny jako protektivnï¿½. 
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4.3 Kontraindikace 
 
Nejsou. 
 
4.4 =YOiãWQt�XSR]RUQČQt pro každï¿½ cï¿½lovï¿½ druh 
 
9DNFLQXMWH�SRX]H�]GUDYi�]YtĜDWD� 
0DWHĜVNp�SURWLOiWN\�PRKRX�LQWHUIHURYDW�V vakcinacï¿½��9DNFLQDþQt�SOin by proto PČO�EêW�QDVWDYHQ�
RGSRYtGDMtFtP�]SĤVREHP��YL]�ERG������ 
V SĜtSDGČ��åH�PXVt�EêW�YDNFLQRYiQD�PODGi�VHODWD��YH�YČNX���WêGQĤ���MH�GRSRUXþHQD�UHYDNFLQDFH�YH�
YČNX��-���WêGQĤ� 
 
4.5 =YOiãWQt�RSDWĜHQt�SUR�SRXåLWt 
 
=YOiãWQt�RSDWĜHQt�SUR�SRXåLWt�X�]YtĜDW 
 
Nejsou. 
 
=YOiãWQt�RSDWĜHQt�XUþHQp�RVREiP��NWHUp�SRGiYDMt�YHWHULQiUQt�OpþLYê�SĜtSUDYHN�]YtĜDWĤP 
 
Pro uživatele: 
Tento YHWHULQiUQt�OpþLYê�SĜtSUDYHN�REVDKXMH�PLQHUiOQt�ROHM��1iKRGQi�LQMHNFH�QiKRGQp�VHEHSRãNR]HQt�
LQMHNþQČ�DSOLNRYDQêP�SĜtSUDYNHP�PĤåH�]SĤVRELW�VLOQp�EROHVWL�D�RWRN��]YOiãWČ�SR�LQMHNþQtP�SRGiQt�
do kloubu nebo prstu, a ve Y]iFQêFK�SĜtSDGHFK�PĤåH�YpVW�N�]WUiWČ�SRVWLåHQpKR�SUVWX��SRNXG�QHQt�
SRVN\WQXWD�U\FKOi�OpNDĜVNi�SpþH� 
Pokud u vï¿½s došlo k nï¿½hodnï¿½ injekci YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX��Y\KOHGHMWH OpNDĜVNRX�SRPRF��
i když šlo jen o PDOp�PQRåVWYt��D�YH]PČWH�SĜtEDORYRX�LQIRUPDFL�V sebou. 
3RNXG�EROHVW�SĜHWUYiYi�YtFH�QHå����KRGLQ�SR�OpNDĜVNp�SURKOtGFH��REUDĢWH�VH�QD�OpNDĜH�]QRYX� 
 
3UR�OpNDĜH: 
Tento YHWHULQiUQt�OpþLYê�SĜtSUDYHN�REVDKXMH�PLQHUiOQt�ROHM��, NG\å�E\OR�LQMHNþQČ�DSOLNRYDQp�PDOp�
množstvï¿½, nï¿½hodnï¿½ LQMHNFH�WRKRWR�SĜtSUDYNX�PĤåH�Y\YRODW�LQWHQ]LYQt�RWRN��NWHUê�PĤåH�QDSĜ��NRQþLW�
ischemickou nekrï¿½zu a dokonce i ztrï¿½toX�SUVWX��2GERUQi��5<&+/È�FKLUXUJLFNi�SpþH�MH�QXWQi�D�PĤåH�
Y\åDGRYDW�YþDVQp�FKLUXUJLFNp�RWHYĜHQt�D�YêSODFK�PtVWD��NDP�E\OD�LQMHNFH�SRGiQD��]YOiãWČ�WDP��NGH�MH�
zasažena pulpa prstu nebo šlacha. 
 
4.6 1HåiGRXFt�~þLQN\��IUHNYHQFH�D�]iYDåQRVW� 
 
9HOPL�þDVWR�VH�SR�SRGiQt�GiYN\�YDNFtQ\ X�YČWãLQ\�]YtĜDW�Y\VN\WO\�RWRN\��R�SUĤPČUX�Då����FP�
u SĜHåYêNDYFĤ�D���FP�X�prasat). Tyto lokï¿½lnï¿½ reakce obvykle vymizï¿½ v SUĤEČKX�þW\Ĝ�WêGQĤ�SR�
vakcinaci, ale u malï¿½ho SRþWX�]YtĜDW�PRKRX�SĜHWUYiYDW�GpOH.  
ýDVWR�je pozorovï¿½no mï¿½rnï¿½ zvï¿½šenï¿½ rektï¿½lnï¿½ teploty až o 1,2 °C po dobu 4 GQĤ�SR�YDNFLQDFL�EH]�GDOãtFK�
celkovï¿½ch kliQLFNêFK�SĜt]QDNĤ�  
 
ýHWQRVW�QHåiGRXFtFK�~þLQNĤ�MH�FKDUDNWHUL]RYiQD�SRGOH�QiVOHGXMtFtFK�SUDYLGHO� 
-  YHOPL�þDVWp��QHåiGRXFt�~þLQHN�QN\��VH�SURMHYLO�\��X�YtFH�QHå���]����RãHWĜHQêFK�]YtĜDW� 
-  þDVWp��X�YtFH�QHå����DOH�PpQČ�QHå����]H�����RãHWĜHQêFK�]YtĜDW� 
-  QHREY\NOp��X�YtFH�QHå����DOH�PpQČ�QHå����] �����RãHWĜHQêFK�]YtĜDW� 
-  Y]iFQp��X�YtFH�QHå����DOH�PpQČ�QHå����]  ������RãHWĜHQêFK�]YtĜDW� 
-  YHOPL�Y]iFQp��X�PpQČ�QHå���] ������RãHWĜHQêFK�]YtĜDW��YþHWQČ�RMHGLQČOêFK�KOiãHQt�� 
 
4.7 3RXåLWt�Y�SUĤEČKX�EĜH]RVWL��Oaktace nebo snï¿½šky 
 
%ĜH]RVW� 
/]H�SRXåtW�EČKHP�EĜH]RVWL� 
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Laktace: 
1HE\OD�VWDQRYHQD�EH]SHþQRVW�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�SUR�SRXåLWt�EČKHP�ODNWDFH��Použï¿½t 
SRX]H�SR�]YiåHQt�WHUDSHXWLFNpKR�SURVSČFKX�D�UL]LND�SĜtVOXãQêP�YHWHULQiUQtP�OpNDĜHP� 
 
4.8 InteraNFH�V�GDOãtPL�OpþLYêPL�SĜtSUDYN\�D�GDOãt�IRUP\�LQWHUDNFH 
 
1HMVRX�GRVWXSQp�LQIRUPDFH�R�EH]SHþQRVWL�D�~þLQQRVWL�WpWR�YDNFtQ\��SRNXG�MH�SRGiYiQD�]iURYHĖ�V jinï¿½m 
YHWHULQiUQtP�OpþLYêP�SĜtSUDYNHP��5R]KRGQXWt�R�SRXåLWt�WpWR�YDNFtQ\�SĜHG�QHER�SR jakï¿½mkoliv jinï¿½m 
vHWHULQiUQtP�OpþLYpP�SĜtSUDYNX�PXVt�EêW�SURYHGHQR�QD�]iNODGČ�]YiåHQt�MHGQRWOLYêFK�SĜtSDGĤ� 
 
4.9 3RGiYDQp�PQRåVWYt�D�]SĤVRE�SRGiQt 
 
3ĜHG�]DVXQXWtP�MHKO\�KRPRJHQL]XMWH�REVDK LQMHNþQt ODKYLþN\�PtUQêP�SURPtFKiQtP. Nejlï¿½pe toho lze 
dosï¿½hnout obrï¿½cenï¿½m LQMHNþQt lDKYLþN\�QČNROLNUiW�GQHP�Y]KĤUX� Nemï¿½chejte vakcï¿½nu intenzivnï¿½m 
WĜHSiQtP��SURWRåH�WR�YHGH�NH�Y]QLNX�Y]GXFKRYêFK�EXEOLQ�� 
3ĜHG�SRXåLWtP�SĜtSUDYHN�QH]DKĜtYHMWH� 
Použï¿½vejte obvyklï¿½ aseptLFNp�SRVWXS\��=DEUDĖWH�QiKRGQp kontaminaci vakcï¿½ny po prvnï¿½m RWHYĜHQt�a 
EČhem použï¿½vï¿½nï¿½. 
 
Primï¿½rnï¿½ vakcinace: 
Skot od 2 WêGQĤ�YČNX: jedna dï¿½vka (2 ml), subkutï¿½nnï¿½ podï¿½nï¿½. 
Ovce od 2 WêGQĤ�YČNX� jedna dï¿½vka (2 ml), subkutï¿½nnï¿½ podï¿½nï¿½. 
Prasata od 2 WêGQĤ�YČNX: jedna dï¿½vka (2 ml), intramuskulï¿½rnï¿½ podï¿½nï¿½. 
-H�GRSRUXþHQR�SRXåLWt�LQMHNþQï¿½ho dï¿½vkovacï¿½ho automatu. 
 
Revakcinace: NDåGêFK���PČVtFĤ. 
 
3RNXG�PXVt�EêW�]YtĜDWD�vakcinovï¿½na v GREČ��NG\�MVRX�SĜtWRPQ\�PDWHĜVNp protilï¿½tky, je GRSRUXþena 
revakcinace v 8-10 tï¿½dnech. 
 
4.10 3ĜHGiYNRYiQt��V\PSWRP\��SUYQt�SRPRF��DQWLGRWD���SRNXG�MH�WR�QXWQp 
 
äiGQp�QHåiGRXFt�~þLQN\�V YêMLPNRX�WČFK��NWHUp�MVRX�SRSViQ\�Y�ERGX 4.6, nebyly pozorovï¿½ny po 
podï¿½nï¿½ dvojnï¿½sobnp�GiYN\�WHODWĤP��MHKĖDWĤP�D�VHODWĤP�� 
V QČNWHUêFK�SĜtSDGHFK�VH�PĤåH�Y\VN\WQRXW�XOFHUDFH�Y�PtVWČ�YSLFKX. Po opakovanï¿½m podï¿½nï¿½ 
v krï¿½tkï¿½ch intervalech VH�PĤåH�]Y\ãRYDW�LQWHQ]LWD�WČFKWR�UHDNFt�� 
 
4.11 Ochrannï¿½(ï¿½) OKĤWa(y) 
 
%H]�RFKUDQQêFK�OKĤW� 
 
 
5. IMUNOLOGICKï¿½ VLASTNOSTI 
 
Farmakoterapeutickï¿½ skupina: Inaktivovanï¿½ virovï¿½ vakcï¿½ny, virus slintavky a kulhavky.  
ATCvet kï¿½d: QI02AA04. 
 
K navozenï¿½ aktivnï¿½ imunLW\�VNRWX��RYFt�D�SUDVDW�SURWL�SXULILNRYDQêP��LQDNWLYRYDQêP�DQWLJHQĤP�NPHQĤ�
YLUX�VOLQWDYN\�D�NXOKDYN\�REVDåHQêP�YH�YDNFtQČ�� 
 
Ve studiï¿½ch bylo prokï¿½zï¿½no nï¿½sledujï¿½cï¿½: 
Vakcinace skotu kmeny O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, Asia1 Shamir 
a SAT2 Saudi Arabia YHGOD�NH�]PtUQČQt�NOLQLFNêFK�SĜt]QDNĤ�X�]YtĜDW�Y\VWDYHQêFK�LQIHNFL� 
Vakcinace ovcï¿½ kmenem O1 Manisa vedla ke zPtUQČQt�NOLQLFNêFK�SĜt]QDNĤ X�]YtĜDW�
vystavenï¿½ch infekci. 
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9DNFLQDFH�SUDVDW�NPHQHP�$VLD��6KDPLU�YHGOD�NH�]PtUQČQt�NOLQLFNêFK�SĜt]QDNĤ�D Y\OXþRYiQt�YLUX�X�
]YtĜDW�Y\VWDYHQêFK�LQIHNFL��9DNFLQDFH�SUDVDW�NPHQ\�2�7DLZDQ������D�$���,UDT�YHGOD�NH�]PtUQČQt�
NOLQLFNêFK�SĜt]QDNĤ�X�]YtĜDW�Y\VWDYHQêFK�LQIHNFL�  
 
Inaktivovanï¿½ antigeny slintavky a kulhavky jsou purifikovanï¿½ a neobsahujï¿½ dostaWHþQp�PQRåVWYt�QRQ-
VWUXNWXUiOQtFK�SURWHLQĤ (NSP) k QDYR]HQt�SURWLOiWNRYp�RGSRYČGL�SR�SRGiQt�WULYDOHQWQt�YDNFtQ\�
obsahujï¿½cï¿½ množstvï¿½ antigenu odpovï¿½dajï¿½cï¿½ min 15 PD50 na kmen a dï¿½vku 2 ml. 
 
3ĜL�SRXåLWt�testovacï¿½ho kitu PrioCHECK® FMDV NS, QHE\O\�]MLãWČQ\�åidnï¿½ protilï¿½tky proti NSP: 
 
- u skotu po podï¿½nï¿½ dvojnï¿½sobnï¿½ dï¿½vky, nï¿½sledovanï¿½ samostatnou dï¿½vkou po 7 tï¿½dnech D�WĜHWt 

VDPRVWDWQRX�GiYNRX�SRGDQRX����WêGQĤ�SR�GUXKp�GiYFH�  
- u ovcï¿½ po podï¿½nï¿½ dvojnï¿½sobnï¿½ dï¿½vky, nï¿½sledovanï¿½ samostatnou dï¿½vkou po 5 WêGQHFK�D�WĜHWt 

samostatnou dï¿½vkou podanou 7 WêGQĤ�SR�GUXKp�GiYFH, 
- u prasat po podï¿½nï¿½ dvojnï¿½sobnï¿½ dï¿½vky, nï¿½sledovanï¿½ samostatnou dï¿½vkou po 3 WêGQHFK�D�WĜHWt�

samostatnou dï¿½vkou podanou 7 WêGQĤ�SR�GUXKp�GiYFH. 
 
 
6. FARMACEUTICKï¿½ ï¿½DAJE 
 
6.1 Seznam pomocnï¿½ch lï¿½tek 
 
Tekutï¿½ parafin 
Oleomannid 
Polysorbï¿½t 80 
Trometamol 
Chlorid sodnï¿½ 
Dih\GURJHQIRVIRUHþQDQ�GUDVHOQê 
Chlorid draselnï¿½ 
HydrogenfRVIRUHþQDQ�VRGQê 
Hydroxid draselnï¿½ 
Voda na injekci. 
 
6.2 Hlavnï¿½ inkompatibility 
 
1HPtVLW�V�MLQêP�YHWHULQiUQtP�OpþLYêP�SĜtSUDYNHP. 
 
6.3 Doba použitelnosti 
 
'RED�SRXåLWHOQRVWL�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX neobsahujï¿½cï¿½ho kmen Asia1 Shamir v neporušenï¿½m 
obalu: 6 PČVtFĤ.  
'RED�SRXåLWHOQRVWL�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�obsahujï¿½cï¿½ho kmen Asia1 Shamir v neporušenï¿½m 
REDOX����PČVtFH�� 
Doba použiteOQRVWL�SR�SUYQtP�RWHYĜHQt�YQLWĜQtKR�REDOX: VSRWĜHEXMWH ihned. 
 
6.4 =YOiãWQt�RSDWĜHQt�SUR�XFKRYiYiQt 
 
8FKRYiYHMWH�D�SĜHSUDYXMWH�FKOD]HQp��� °C – 8 °C). 
&KUDĖWH�SĜHG�PUD]HP. 
&KUDĖWH�SĜHG�VYČWOHP� 
 
6.5 'UXK�D�VORåHQt�YQLWĜQtKR�REDOX 
 
3RO\SURS\OHQRYi�ODKYLþND�s nitril-elastomerovRX�]iWNRX�RSDWĜHQRX hlinï¿½kovou pertlï¿½.  
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Velikosti balenï¿½: 
- 3DStURYi�NUDELþND�V�� ODKYLþNou po 10, 25, 50, 100 nebo 150 dï¿½vkï¿½ch; 
- 3DStURYi�NUDELþND�V����ODKYLþNDPL po 10, 25, 50, 100 nebo 150 dï¿½vkï¿½ch. 
 
Na trhu nemusï¿½ bï¿½t všechny velikosti balenï¿½. 
 
6.6 =YOiãWQt�RSDWĜHQt�SUR�]QHãNRGĖRYiQt�QHSRXåLWpKR�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�QHER�

odpadu, kterï¿½ pochï¿½zï¿½ z WRKRWR�SĜtSUDYNX� 
 
9ãHFKHQ�QHSRXåLWê�YHWHULQiUQt�OpþLYê�SĜtSUDYHN�QHER�RGSDG��NWHUê�SRFKi]t�]�WRKRWR�SĜtSUDYNX��PXVt 
bï¿½t likvidovï¿½n SRGOH�PtVWQtFK�SUiYQtFK�SĜHGSLVĤ� 
 
 
7. DRŽITEL ROZHODNUTï¿½ O REGISTRACI  
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
1ċ0(&.2 
 
 
8. 5(*,675$ý1Ë�ýË6/2�$� 
 
EU/2/13/153/001-850 
 
 
9. DATUM REGISTRACE/ PRODLOUŽENï¿½ REGISTRACE 
 
Datum registrace: 15/07/2013 
Datum poslednï¿½ho prodlouženï¿½: 14/06/2018 
 
 
10.  DATUM REVIZE TEXTU 
 
 
 
Podrobnï¿½ informace o tomto YHWHULQiUQtP�OpþLYpP�SĜtSUDYNX�MVRX�N dispozici na webovï¿½ch strï¿½nkï¿½ch 
(YURSVNp�DJHQWXU\�SUR�OpþLYp�SĜtSUDYN\ (http://www.ema.europa.eu/). 
 
 
Zï¿½KAZ PRODEJE, Vï¿½DEJE A/NEBO POUŽITï¿½ 
 
Osoba, kterï¿½ mï¿½ v ~P\VOX�Y\UiEČW��GRYiåHW��GUåHW��SURGiYDW��Y\GiYDW�D�SRXåtYDW�WHQWR�YHWHULQiUQt�
OpþLYê�SĜtSUDYHN�VH�PXVt�QD�SUYQtP�PtVWČ�LQIRUPRYDW�X�SĜtVOXãQpKR�~ĜDGX�þOHQVNpKR�VWiWX�R�DNtuï¿½lnï¿½ch 
YDNFLQDþQtFK�SRVWXSHFK��SURWRåH�W\WR�DNWLYLW\�PRKRX�EêW�Y þOHQVNpP�VWiWČ�]DNi]iQ\�QD�FHOpP�~]HPt�
QHER�MHKR�þiVWL�Y souladu s nï¿½rodnï¿½ legislativou. 
3RXåLWt�WRKRWR�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�MH�SRYROHQR�SRX]H�]D�]YOiãWQtFK�SRGPtQHN�
stanovenï¿½ch OHJLVODWLYRX�(YURSVNpKR�VSROHþHQVWYt�R�WOXPHQt�VOLQWDYN\�D�NXOKDYN\. 
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3ěË/2+$�,, 
 
A. Vï¿½ROBCE BIOLOGI&.<�Òý,11é&+ Lï¿½TEK A Vï¿½ROBCE 2'329ċ'1é 

ZA 892/1ċ1Ë�â$5ä( 
 
B. PODMï¿½NKY NEBO OMEZENï¿½ Tï¿½KAJï¿½Cï¿½ SE Vï¿½DEJE A POUŽITï¿½ 
 
C. DEKLARACE HODNOT MRL 
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A. 9é52%&(�%,2/2*,&.<�Òý,11é&+ Lï¿½TEK A Vï¿½ROBCE 2'329ċ'1é 
ZA 892/1ċ1Ë�â$5ä( 

 
-PpQR�D�DGUHVD�YêUREFH�ELRORJLFN\�~þLQQêFK�OiWHN 
 
BOEHRINGER INGELHEIM ANIMAL HEALTH Netherlands B.V.  
Houtribweg 39 
8221 RA Lelystad 
NIZOZEMSKO 
 
-PpQR�D�DGUHVD�YêUREFH�RGSRYČGnï¿½ho ]D�XYROQČQt�ãDUåH 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’aviation 
69800 Saint Priest 
FRANCIE 
 
 
B. PODMï¿½NKY REGISTRACE NEBO OMEZENï¿½ Tï¿½KAJï¿½Cï¿½ SE Vï¿½DEJE A POUŽITï¿½ 
 
9HWHULQiUQt�OpþLYê�SĜtSUDYek je vydï¿½vï¿½n pouze QD�SĜHGSLV. 
 
3RGOH�þOiQNX����VPČUQLFH�(YURSVNpKR�SDUODPHQWX�D�5DG\���������(6��YH�]QČQt�SR]GČMãtFK�SĜHGSLVĤ�
þOHQVNê�VWiW�PĤåH��Y�VRXODGX�V�QiURGQt�OHJLVODWLYRX��]DNi]DW�YêUREX��GUåHQt��GRYR]��SURGHM��YêGHM�
D�QHER�SRXåLWt�LPXQRORJLFNêFK�YHWHULQiUQtFK�OpþLYêFK�SĜtSUDYNĤ�QD�FHOpP�VYpP�~]HPt�QHER�MHKR�þiVWL��
je-li prokï¿½zï¿½no, že: 
 
a) SRGiQt�SĜtSUDYNX�]YtĜDWĤP�QDUXãt�SURYiGČQt�QiURGQtKR�SURJUDPX�SUR�GLDJQRVWLNX��RFKUDQX�þL�

]GROiYiQt�QiND]�]YtĜDW��QHER�]SĤVREt�SRWtåH�SĜL�SRWYU]RYiQt�QHSĜtWRPQRVWL�LQIHNFH�X�åLYêFK 
]YtĜDW��Y�SRWUDYLQiFK�QHER�MLQêFK�SURGXNWHFK�]tVNDQêFK�] OpþHQêFK�]YtĜDW� 

 
b) FKRURED��SURWL�Qtå�Pi�SĜtSUDYHN�]DMLVWLW�QiVWXS�LPXQLW\��VH�QD�GDQpP�~]HPt�QHY\VN\WXMH� 
 
3RXåLWt�WRKRWR�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�MH�SRYROHQR�SRX]H�]D�]YOiãWQtFK�SRGPtQHN 
VWDQRYHQêFK�OHJLVODWLYRX�(YURSVNpKR�VSROHþHQVWYt�R�WOXPHQt�VOLQWDYN\�D�NXOKDYN\� 
 
 
C. DEKLARACE HODNOT MRL 
 
/pþLYp�OiWN\�ELRORJLFNpKR�SĤYRGX�XUþHQp k Y\WYRĜHQt�DNWLYQt�LPXnity nespadajï¿½ GR�SĤVREQRVWL�QDĜt]HQt�
(ES��þ� 470/2009. 
 
Pomocnï¿½ lï¿½tky �YþHWQČ�DGMXYanciï¿½) uvedenï¿½ v 63&�Y�ERGČ�����MVRX�SRYROHQêPL�OiWNDPL��SUR�NWHUp�EXć�
WDEXOND���SĜtORK\�QDĜt]HQt�.RPLVH��(8��þ����������XYiGt��åH�QHMVRX�SRåDGRYiQ\�05/��QHER�QHVSDGDMt�
GR�SĤVREQRVWL�QDĜt]HQt��(S��þ������������SRNXG�MVRX�SRXåLW\�SUR�WHQWR�YHWHULQiUQt�OpþLYê�SĜtSUDYHN� 
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3ěË/2+$ III 
 

2=1$ý(1Ë�1$�2%$/8�$�3ěË%$/29È�,1)250$&( 
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A. 2=1$ý(1Ë�1$�2%$/8 
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32'52%1e�Ò'$-(�89È'ċ1e�1$�91ċ-âË0�2%$/8 
 
3DStURYi�NUDELþND 

 
 
1. 1È=(9�9(7(5,1È51Ë+2�/eý,9e+2�3ěË35$9.8 
 
AFTOVAXPUR DOE LQMHNþQt�HPXO]H pro skot, ovce a prasata 
 
 
2. 2%6$+�/eý,9é&+�/È7(. 
 
Inaktivovanï¿½ FMD antigen ��6 PD50 pro skot na kmen.  
 
 
3. Lï¿½KOVï¿½ FORMA 
 
,QMHNþQt�HPXO]H� 
 
 
4. VELIKOST BALENï¿½ 
 
10 dï¿½vek 
25 dï¿½vek 
50 dï¿½vek 
100 dï¿½vek 
150 dï¿½vek 
10 x 10 dï¿½vek 
10 x 25 dï¿½vek 
10 x 50 dï¿½vek 
10 x 100 dï¿½vek 
10 x 150 dï¿½vek 
 
 
5. &Ë/29é�'58+�=9Ëě$7 
 
Skot, ovce a prasata 

 
 
6. INDIKACE 
 
 
7. =3ģ62%�$�&(67Y PODï¿½Nï¿½ 
 
Skot a ovce: subkutï¿½nnï¿½ podï¿½nï¿½. 
Prasata: intramuskulï¿½rnï¿½ podï¿½nï¿½. 
 
3ĜHG�SRXåLWtP�þWČWH�SĜtEDORYRX�LQIRUPDFL� 
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8. OCHRANNï¿½(ï¿½) /+ģ7$(Y) 
 
2FKUDQQi�OKĤWD: %H]�RFKUDQQêFK�OKĤW� 
 
 
9. =9/Èâ71Ë�832=251ċ1Ë��32.8'�-(��-628��1871e�È� 
 
1iKRGQp�SRGiQt�MH�QHEH]SHþQp.  
 
 
10. DATUM EXSPIRACE 
 
(;3��^PČVtF�URN` 
3R�RWHYĜHQt�VSRWĜHEXMWH ihned. 
 
 
11. ZVLï¿½ŠTNï¿½ PODMï¿½NKY PRO UCHOVï¿½Vï¿½Nï¿½ 
 
Uchovï¿½vejte D�SĜHSUDYXMWH�FKOD]HQp�(2 °C – 8 °C). 
&KUDĖWH�SĜHG�PUD]HP� 
&KUDĖWH�SĜHG�VYČWOHP� 
 
 
12. =9/Èâ71Ë�23$7ě(1Ë�352�=1(â.2'ĕ29È1Ë�1(328ä,7é&+�3ěË35$9.ģ�

1(%2�2'3$'8��32.8'�-(�-,&+�7ě(%$ 
 
=QHãNRGĖRYiQt�RGSDGX��þWČWH�SĜtEDORYRX�LQIRUPDFL� 
 
 
13. 2=1$ý(1Ë�Ä328=(�352�=9Ëě$7$³�$�32'0Ë1.<�1(%2�20(=(1Ë�7é.$-Ë&Ë�

6(�9é'(-(�$�328ä,7Ë��32.8'�-(�-,&+�7ě(%$ 
 
3RX]H�SUR�]YtĜDWD. 9HWHULQiUQt�OpþLYê�SĜtSUDYHN�MH�Y\GiYiQ�SRX]H�QD�SĜHGSLV�� 
 
'RYR]��GUåHQt��SURGHM��YêGHM�D�QHER�SRXåLWt�WRKRWR�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�PRKRX�EêW 
v þOHQVNpP�VWiWČ�]DNi]iQ\��QD�FHOpP ~]HPt�QHER�MHKR�þiVWL��GDOãt�LQIRUPDFH�YL]�SĜtEDORYi�LQIRUPDFH� 
 
 
14. 2=1$ý(1Ë�Ä8&+29È9$7�0,02�DOHLED A '26$+�'ċ7Ë³ 
 
Uchovï¿½vat mimo dohled a GRVDK�GČWt� 
 
 
15. JMï¿½NO A ADRESA DRŽITELE ROZHODNUTï¿½ O REGISTRACI 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
1ċ0(&.2 
 
 
16. 5(*,675$ý1Ë�ýË6/2�$� 
 
EU/2/13/153/001-850 
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17. ýË6/2�â$5ä(�2'�9é52%&( 
 
Lot: ^þtVOR` 
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32'52%1e�Ò'$-(�89È'ċ1e�1$�91,7ě1Ë0�2%$/8� 
 
LahvLþND�SR�����100 a 150 dï¿½vkï¿½ch 

 
 
1. 1È=(9�9(7(5,1È51Ë+2�/eý,9e+2�3ěË35$9.8 
 
AFTOVAXPUR DOE  
IQMHNþQt�HPXO]H pro skot, ovce a prasata 
 
 
2. 2%6$+�/eý,9é&+�/È7(. 
 
Inaktivovanï¿½ FMD antigen ��6 PD50 pro skot na kmen.  
 
 
3. Lï¿½KOVï¿½ FORMA 
 
,QMHNþQt�HPXO]H� 
 
 
4. VELIKOST BALENï¿½ 
 
50 dï¿½vek  
100 dï¿½vek 
150 dï¿½vek 
 
 
5. Cï¿½LOVï¿½ DRUH =9Ëě$7 
 
Skot, ovce a prasata. 

 
 
6. INDIKACE 
 
 
7. =3ģ62%�$�&(67Y PODï¿½Nï¿½ 
 
Skot a ovce: s.c. 
Prasata: i.m. 
3ĜHG�SRXåLWtP�þWČWH�SĜtEDORYRX�LQIRUPDFL� 
 
 
8. OCHRANNï¿½(ï¿½) /+ģ7$(Y) 
 
2FKUDQQi�OKĤWD: %H]�RFKUDQQêFK�OKĤW� 
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9. =9/Èâ71Ë�832=251ċ1Ë��32.8'�-(��-628��NUTNï¿½(ï¿½) 
 
1iKRGQp�SRGiQt�MH�QHEH]SHþQp.   
 
 
10. DATUM EXSPIRACE 
 
EXP: {PČVtF�URN} 
3R�RWHYĜHQt�VSRWĜHEXMWH ihned. 
 
 
11. ZVLï¿½ŠTNï¿½ PODMï¿½NKY PRO UCHOVï¿½Vï¿½Nï¿½ 
 
8FKRYiYHMWH�D�SĜHSUDYXMWH�FKOD]HQp. 
&KUDĖWH�SĜHG�PUD]HP� 
&KUDĖWH�SĜHG�VYČWOHP� 
 
 
12. =9/Èâ71Ë�23$7ě(1Ë�352�=1(â.2'ĕ29È1Ë�1(328ä,7é&+�3ěË35$9.ģ�

1(%2�2'3$'8��32.8'�-(�-,&+�7ě(%$ 
 
 
13. 2=1$ý(1Ë�Ä328=(�352�=9Ëě$7$³�$�32'0Ë1.<�1(%2�20(=(1Ë�7é.$-Ë&Ë�

6(�9é'(-(�$�328ä,7Ë��32.8'�-(�-,&+�7ě(%$ 
 
3RX]H�SUR�]YtĜDWD� 9HWHULQiUQt�OpþLYê�SĜtSUDYHN�MH�Y\GiYiQ�SRX]H�QD�SĜHGSis.  
 
 
14. 2=1$ý(1Ë�Ä8&+29È9$7�0,02�DOHLED A '26$+�'ċ7Ë³ 
 
 
15. JMï¿½NO A ADRESA DRŽITELE ROZHODNUTï¿½ O REGISTRACI 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
1ċ0(&.2 
 
 
16. 5(*,675$ý1Ë�ýË6/2�$� 
 
EU/2/13/153/001-850 
 
 
17. ýË6/2�â$5ä(�2'�9é52%&( 
 
Lot: ^þtVOR` 
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0,1,0È/1Ë�Ò'$-(�89È'ċ1e�1$�91,7ě1Ë0�2%$/8�0$/e�9(/,.267, 
 
/DKYLþND�SR����QHER 25 dï¿½vkï¿½ch 
 
 
1. 1È=(9�9(7(5,1È51Ë+2�/eý,9e+2�3ěË35$9.8 
 
AFTOVAXPUR DOE  
IQMHNþQt�HPXO]H�pro skot, ovce a prasata 

 
 
2. 012ä679Ë�/eý,9e�é&+��/È7.<�(.� 
 
FMD antigen ����3'50 na kmen 
 
 
3. 2%6$+�9<-È'ě(1é�+0271267Ë��2%-(0(0�1(%2�32ý7(0�'È9(. 
 
10 dï¿½vek 
25 dï¿½vek  
 
 
4. CESTY PODï¿½Nï¿½ 
 
Skot, ovce: s.c. 
Prasata: i.m. 
 
 
5. OCHRANNï¿½(ï¿½) /+ģ7$(Y) 
 
2FKUDQQi�OKĤWD��%H]�RFKUDQQêFK�OKĤW 
 
 
6. ýË6/2�â$5ä( 
 
Lot ^þtVOR` 
 
 
7. DATUM EXSPIRACE 
 
EXP: ^PČVtF�URN` 
3R�RWHYĜHQt�VSRWĜHEXMWH ihned. 
 
 
8. 2=1$ý(1Ë�Ä328=(�352�=9Ëě$7$³ 
 
3RX]H�SUR�]YtĜDWD� 
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B. 3ěË%$/29È�,1)250$&( 
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3ěË%$/29È�,1)250$&(: 
 

AFTOVAXPUR DOE LQMHNþQt�HPXO]H�pro skot, ovce a prasata 
 
 
1. JMï¿½NO A ADRESA DRŽITELE ROZHODNUTï¿½ O REGISTRACI A DRŽITELE 

3292/(1Ë�.�9é52%ċ�2'329ċ'1e+2�=$�892/1ċ1Ë�â$5ä(��32.8'�6(�
NESHODUJE 

 
Držitel rozhodnutï¿½ o registraci: 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
1ċ0(&.2 
 
9êUREFH�RGSRYČGQê�]D�XYROQČQt�ãDUåH: 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’Aviation  
69800 Saint Priest 
FRANCIE 
 
 
2. 1È=(9�9(7(5,1È51Ë+2�/eý,9e+2�3ěË35$9.8 
 
AFTOVAXPUR DOE LQMHNþQt�HPXO]H pro skot, ovce a prasata 
 
 
3. 2%6$+�/eý,9é&+�$�267$71Ë&+�/È7(. 
 
Každï¿½ dï¿½vka 2 ml emulze obsahuje: 
 
/pþLYp�OiWN\: 
Purifikovanï¿½, inaktivovanï¿½ DQWLJHQ\�NPHQĤ�YLUX�VOLQWDYN\�D�NXOKDYN\, QHMPpQČ 6 PD50* na kmen.  
 
*PD50 - 50% protektivnï¿½ dï¿½vka u skotu jak je popsï¿½na v monografii Evropskï¿½ho lï¿½kopisu 0063. 
 
3RþHW�D�W\S�NPHQĤ�REVDåHQêFK�Y�NRQHþQpP�SĜtSUDYNX EXGH�SĜL]SĤVREHQ�VWiYDMtFt�HSLGHPLRORJLFNp�
VLWXDFL�Y�GREČ�IRUPXODFH�NRQHþQpKR SĜtSUDYNX D�EXGH�XYHGHQ�QD�HWLNHWČ�� 
 
Adjuvans: 
Tekutï¿½ parafin 537 mg. 
 
3R�SURWĜHSiQt�EtOi�HPXO]H� 
 
 
4. INDIKACE 
 
Aktivnï¿½ imunizace skotu, ovcï¿½ a prasat od 2 WêGQĤ�YČNX�SURWL�VOLQWDYFH�D�NXOKDYFH��NH�]PtUQČQt�
NOLQLFNêFK�SĜt]QDNĤ� 
 
Nï¿½stup imunity:  
Skot a ovce: 7 dnï¿½ po vakcinaci. 
Prasata: 4 tï¿½dny po vakcinaci. 
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Trvï¿½nï¿½ imunity: vDNFLQDFH�VNRWX��RYFt�D�SUDVDW�QDYRGLOD�WYRUEX�QHXWUDOL]DþQtFK�SURWLOiWHN, kterï¿½ 
SĜHWUYiYDOy SR�GREX�QHMPpQČ���PČVtFĤ��8�VNRWX�E\O\�QDPČĜHQp�hladiny protilï¿½tek vyššï¿½, než hladiny 
protilï¿½tek, kterï¿½ byly prokï¿½zï¿½ny jako protektivnï¿½. 
 
 
5. KONTRAINDIKACE 
 
Nejsou. 
 
 
6. 1(äÈ'28&Ë�Òý,1.< 
 
9HOPL�þDVWR�VH�SR�SRGiQt�GiYN\�YDNFtQ\�X�YČWãLQ\�]YtĜDW�Y\VN\WO\�RWRN\��R�SUĤPČUX�Då����FP�X�
SĜHåYêNDYFĤ�D���FP�X�SUDVDW�. Tyto lokï¿½lnï¿½ reakce obvykle vymizï¿½ v SUĤEČKX�þW\Ĝ�WêGQĤ�SR�YDNFLQDFL��
DOH�X�PDOpKR�SRþWX�]YtĜDW�PRKRX�SĜHWUYiYDW�GpOH�� 
ýDVWR�je pozorovï¿½no mï¿½rnï¿½ zvï¿½šenï¿½ rektï¿½lnï¿½ teploty až o 1,2 �&�SR�GREX���GQĤ�SR�YDNFLQDFL�EH]�GDOãtFK�
FHONRYêFK�NOLQLFNêFK�SĜt]QDNĤ�� 
 
ýHWQRVW�QHåiGRXFtFK�~þLQNĤ�MH�FKDUDNWHUL]RYiQD�SRGOH�QiVOHGXMtFtFK�SUDYLGHO� 
-  YHOPL�þDVWp��QHåiGRXFt�~þLQHN�QN\��VH�SURMHYLO�\��X�YtFH�QHå���]����RãHWĜHQêFK�]YtĜDW� 
-  þDVWp��X�YtFH�QHå����DOH�PpQČ�QHå����]H�����RãHWĜHQêFK�]YtĜDW� 
-  QHREY\NOp��X�YtFH�QHå����DOH�PpQČ�QHå����] �����RãHWĜHQêFK�]YtĜDW� 
-  Y]iFQp��X�YtFH�QHå����DOH�PpQČ�QHå����]  ������RãHWĜHQêFK�]YtĜDW� 
-  YHOPL�Y]iFQp��X�PpQČ�QHå���] ������RãHWĜHQêFK�]YtĜDW��YþHWQČ�RMHGLQČOêFK�KOiãHQt�� 
 
-HVWOLåH�]D]QDPHQiWH�NWHUêNROLY�]�QHåiGRXFtFK�~þLQNĤ�D�WR�L�WDNRYp��NWHUp�QHMVRX�XYHGHQ\�Y tï¿½to 
SĜtEDORYp�LQIRUPDFL��QHER�VL�P\VOtWH��åH�OpþLYR�QHIXQJXMH��R]QDPWH�WR��SURVtP��YDãHPX�YHWHULQiUQtPX�
OpNDĜL� 
 
 
7. &Ë/29é�'58+�=9Ëě$7 
 
Skot, ovce a prasata.  
 
 
8. 'È9.29È1Ë�352�.$ä'é�'58+��&(67$�<��$�=3ģ62%�32'È1Ë 
 
Primï¿½rnï¿½ vakcinace: 
Skot od 2 WêGQĤ�YČNX: jedna dï¿½vka (2 ml), subkutï¿½nnï¿½ podï¿½nï¿½. 
Ovce od 2 WêGQĤ�YČNX: jedna dï¿½vka (2 ml), subkutï¿½nnï¿½ podï¿½nï¿½. 
Prasata od 2 WêGQĤ�YČNX: jedna dï¿½vka (2 ml), intramuskulï¿½rnï¿½ podï¿½nï¿½. 
-H�GRSRUXþHQR�SRXåLWt�LQMHNþQtKR�GiYNRYDFtKR�DXWRPDWX� 
 
Revakcinace: NDåGêFK���PČVtFĤ� 
 
3RNXG�PXVt�EêW�]YtĜDWD�YDNFLQRYiQD�Y GREČ��NG\�MVRX�SĜtWRPQ\�PDWHĜVNp�SURWLOiWN\��MH�GRSRUXþHQD�
revakcinace v 8-10 tï¿½dnech. 
 
 
9. POKYNY PRO SPRï¿½VNï¿½ PODï¿½Nï¿½ 
 
3ĜHG�]DVXQXWtP�MHKO\�KRPRJHQL]XMWH�REVDK�LQMHNþQt�ODKYLþN\�PtUQêP�SURPtFKiQtP��1HMOpSH�WRKR�lze 
dosï¿½hnout obrï¿½cenï¿½m LQMHNþQt ODKYLþN\�QČNROLNUiW�GQHP�Y]KĤUX�� 
1HPtFKHMWH�YDNFtQX�LQWHQ]LYQtP�WĜHSiQtP��SURWRåH�WR�YHGH�NH�Y]QLNX�Y]GXFKRYêFK�bublin.  
 
3ĜHG�SRXåLWtP�SĜtSUDYHN�QH]DKĜtYHMWH� 
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3RXåtYHMWH�REY\NOp�DVHSWLFNp�SRVWXS\��=DEUDĖWH�QiKRGQp�NRQWDPLQDFL�YDNFtQ\�SR�SUYQtP�RWHYĜHQt�D�
EČKHP�SRXåtYiQt� 
 
 
10. OCHRANNï¿½(ï¿½) /+ģ7$(Y) 
 
%H]�RFKUDQQêFK�OKĤW� 
 
 
11. =9/Èâ71Ë�23$7ě(1Ë�352�8&+29È9È1Ë 
 
Uchovï¿½vat mimo dohled a GRVDK�GČWt� 
 
8FKRYiYHMWH�D�SĜHSUDYXMWH�FKOD]HQp�(2 °C – 8 °C). 
&KUDĖWH�SĜHG�PUD]HP. 
&KUDĖWH�SĜHG�VYČWOHP. 
1HSRXåtYHMWH�WHQWR�YHWHULQiUQt�OpþLYê�SĜtSUDYHN SR�XSO\QXWt�GRE\�SRXåLWHOQRVWL�XYHGHQp�QD�HWLNHWČ 
po EXP. 
Doba použitelnosti po prvQtP�RWHYĜHQt�YQLWĜQtKR�REDOX: VSRWĜHEXMWH ihned. 
 
 
12. =9/Èâ71Ë�832=251ċ1Ë 
 
=YOiãWQt�XSR]RUQČQt�SUR�NDåGê�FtORYê�GUXK� 
9DNFLQXMWH�SRX]H�]GUDYi�]YtĜDWD� 
0DWHĜVNp�SURWLOiWN\�PRKRX�LQWHUIHURYDW�V vakcinacï¿½��9DNFLQDþQt�SOiQ�E\�proto PČO�EêW�QDVWDYHQ�
odpovï¿½dajï¿½FtP�]SĤVREHP��YL]�ERG�ÄGiYNRYiQt³�� 
V SĜtSDGČ��åH�PXVt�EêW�YDNFLQRYiQD�PODGi�VHODWD��YH�YČNX���WêGQĤ���MH�GRSRUXþHQD�UHYDNFLQDFH�YH�
YČNX��-���WêGQĤ� 
 
=YOiãWQt�RSDWĜHQt�XUþHQp�RVREiP��NWHUp�SRGiYDMt�YHWHULQiUQt�OpþLYê�SĜtSUDYHN�]YtĜDWĤP: 
Pro uživatele: 
TentR�YHWHULQiUQt�OpþLYê�SĜtSUDYHN�REVDKXMH�PLQHUiOQt�ROHM��1iKRGQi�LQMHNFH�QiKRGQp�VHEHSRãNR]HQt�
LQMHNþQČ�DSOLNRYDQêP�SĜtSUDYNHP�PĤåH�]SĤVRELW�VLOQp�EROHVWL�D�RWRN��]YOiãWČ�SR�LQMHNþQtP�SRGiQt�
do kloubu nebo prstu, a ve Y]iFQêFK�SĜtSDGHFK�PĤåH�YpVW�N�]WUiWČ�Sostiženï¿½ho prstu, pokud nenï¿½ 
SRVN\WQXWD�U\FKOi�OpNDĜVNi�SpþH� 
3RNXG�X�YiV�GRãOR�N�QiKRGQp�LQMHNFL�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX��Y\KOHGHMWH�OpNDĜVNRX�SRPRF��L�
když šlo jen o PDOp�PQRåVWYt��D�YH]PČWH�SĜtEDORYRX�LQIRUPDFL�V sebou. 
3RNXG�EROHVW�SĜHWUYiYi�YtFH�QHå����KRGLQ�SR�OpNDĜVNp�SURKOtGFH��REUDĢWH�VH�QD�OpNDĜH�]QRYX� 
 
3UR�OpNDĜH� 
7HQWR�YHWHULQiUQt�OpþLYê�SĜtSUDYHN�REVDKXMH�PLQHUiOQt�ROHM��,�NG\å�E\OR�LQMHNþQČ�DSOLNRYDQp�PDOp�
PQRåVWYt��QiKRGQi�LQMHNFH�WRKRWR�SĜtSUDYNX�PĤåH�Y\YRODW�LQWHQ]LYQt�RWRN��NWHUê PĤåH�QDSĜ��NRQþLW�
LVFKHPLFNRX�QHNUy]X�D�GRNRQFH�L�]WUiWRX�SUVWX��2GERUQi��5<&+/È�FKLUXUJLFNi�SpþH�MH�QXWQi�D�PĤåH�
Y\åDGRYDW�YþDVQp�FKLUXUJLFNp�RWHYĜHQt�D�YêSODFK�PtVWD��NDP�E\OD�LQMHNFH�SRGiQD��]YOiãWČ�WDP��NGH�MH�
zasažena pulpa prstu nebo šlacha. 
 
%ĜH]RVt: 
/]H�SRXåtW�EČKHP�EĜH]RVWL� 
 
Laktace: 
1HE\OD�VWDQRYHQD�EH]SHþQRVW�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�SUR�SRXåLWt�EČKHP�ODNWDFH��3RXåtW�
SRX]H�SR�]YiåHQt�WHUDSHXWLFNpKR�SURVSČFKX�D�UL]LND�SĜtVOXãQêP�YHWHULQiUQtP�OpNDĜHP� 
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,QWHUDNFH�V�GDOãtPL�OpþLYêPL�SĜtSUDYky a dalšï¿½ formy interakce: 
1HMVRX�GRVWXSQp�LQIRUPDFH�R�EH]SHþQRVWL�D�~þLQQRVWL�WpWR�YDNFtQ\��SRNXG�MH�SRGiYiQD�]iURYHĖ�V jinï¿½m 
YHWHULQiUQtP�OpþLYêP�SĜtSUDYNHP��5R]KRGQXWt�R�SRXåLWt�WpWR�YDNFtQ\�SĜHG�QHER�SR jakï¿½mkoliv jinï¿½m 
YHWHULQiUQtP�OpþLYpP�SĜtSUDYNX�PXVt�EêW�SURYHGHQR�QD�]iNODGČ�]YiåHQt�MHGQRWOLYêFK�SĜtSDGĤ� 
 
3ĜHGiYNRYiQt��V\PSWRP\��SUYQt�SRPRF��DQWLGRWD�� 
äiGQp�QHåiGRXFt�~þLQN\�V YêMLPNRX�WČFK��NWHUp�MVRX�SRSViQ\�Y�ERGX�ÄQHåiGRXFt�~þLQN\³��QHE\O\�
pozorovï¿½ny po podï¿½nï¿½ dvojnï¿½sobnp�GiYN\�WHODWĤP��MHKĖDWĤP�D�VHODWĤP��9�QČNWHUêFK�SĜtSDGHFK�VH�
PĤåH�Y\VN\WQRXW�XOFHUDFH�Y�PtVWČ�YSLFKX��3R�RSDNRYDQpP�SRGiQt�Y NUiWNêFK�LQWHUYDOHFK�VH�PĤåH�
]Y\ãRYDW�LQWHQ]LWD�D�þHWQRVW�WČFKWR�UHDNFt�� 
 
Inkompatibility: 
1HPtVLW�V�MLQêP�YHWHULQiUQtP�OpþLYêP�SĜtSUDYNHP� 
 
 
13. ZVLï¿½ŠT1Ë�23$7ě(1Ë�352�=1(â.2'ĕ29È1Ë�1(328ä,7é&+�3ěË35$9.ģ�

NEBO ODPADU, POKUD -(�-,&+�7ě(%$ 
 
9ãHFKHQ�QHSRXåLWê�YHWHULQiUQt�OpþLYê�SĜtSUDYHN�QHER�RGSDG��NWHUê�SRFKi]t�]�WRKRWR�SĜtSUDYNX��PXVt�
EêW�OLNYLGRYiQ�SRGOH�PtVWQtFK�SUiYQtFK�SĜHGSLVĤ� 
 
 
14. DATUM POSLEDNï¿½ RE9,=(�3ěË%$/29e�,1)250$&( 
 
 
 
Podrobnï¿½ informace o tomto YHWHULQiUQtP�OpþLYpP�SĜtSUDYNX�MVRX�N�GLVSR]LFL�QD�webovï¿½ch strï¿½nkï¿½ch 
(YURSVNp�DJHQWXU\�SUR�OpþLYp�SĜtSUDYN\ http://www.ema.europa.eu/. 
 
 
15. DALŠï¿½ INFORMACE 
 
K QDYR]HQt�DNWLYQt�LPXQLW\�VNRWX��RYFt�D�SUDVDW�SURWL�SXULILNRYDQêP��LQDNWLYRYDQêP�DQWLJHQĤP�NPHQĤ�
YLUX�VOLQWDYN\�D�NXOKDYN\�REVDåHQêP�YH�YDNFtQČ�  
 
Ve studiï¿½ch bylo prokï¿½zï¿½no nï¿½sledujï¿½cï¿½: 
Vakcinace skotu kmeny O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, Asia1 Shamir 
a SAT2 Saudi Arabia YHGOD�NH�]PtUQČQt�NOLQLFNêFK�SĜt]QDNĤ�X�]YtĜDW�Y\VWDYHQêFK�LQIHNFL� 
9DNFLQDFH�RYFt�NPHQHP�2��0DQLVD�YHGOD�NH�]PtUQČQt�NOLQLFNêFK�SĜt]QDNĤ�X�]YtĜDW�
vystavenï¿½ch infekci. 
Vakcinace prasat kmenem Asia1 Shamir vedlD�NH�]PtUQČQt�NOLQLFNêFK�SĜt]QDNĤ�D�Y\OXþRYiQt�YLUX�X�
]YtĜDW�Y\VWDYHQêFK�LQIHNFL��9DNFLQDFH�SUDVDW�NPHQ\�2�7DLZDQ������D�$���,UDT�YHGOD�NH�]PtUQČQt�
NOLQLFNêFK�SĜt]QDNĤ�X�]YtĜDW�Y\VWDYHQêFK�LQIHNFL�� 
 
Inaktivovanï¿½ antigeny slintavky a kulhavky jsou purifikovanï¿½ a neobsahujï¿½ GRVWDWHþQp�PQRåVWYt�QRQ-
VWUXNWXUiOQtFK�SURWHLQĤ��163��N QDYR]HQt�SURWLOiWNRYp�RGSRYČGL�SR�SRGiQt�WULYDOHQWQt�YDNFtQ\�
obsahujï¿½cï¿½ množstvï¿½ antigenu odpovï¿½dajï¿½cï¿½ min 15 PD50 na kmen a dï¿½vku 2 ml. 
 
3ĜL�SRXåLWt�WHVWRYDFtKR�NLWX�3ULR&+(&.® FMDV 16��QHE\O\�]MLãWČQ\�åiGQp protilï¿½tky proti NSP: 
 
- u skotu po podï¿½nï¿½ dvojnï¿½sobnï¿½ GiYN\��QiVOHGRYDQp�VDPRVWDWQRX�GiYNRX�SR���WêGQHFK�D�WĜHWt�

VDPRVWDWQRX�GiYNRX�SRGDQRX����WêGQĤ�SR�GUXKp�GiYFH�  
- u ovcï¿½ po podï¿½nï¿½ dvojnï¿½sobnï¿½ dï¿½vky, nï¿½sledovanï¿½ samostatnou dï¿½vkRX�SR���WêGQHFK�D�WĜHWt�

VDPRVWDWQRX�GiYNRX�SRGDQRX���WêGQĤ�SR�GUXKp�GiYFH� 
- u prasat po podï¿½nï¿½ dvojnï¿½sobnï¿½ GiYN\��QiVOHGRYDQp�VDPRVWDWQRX�GiYNRX�SR���WêGQHFK�D�WĜHWt�

VDPRVWDWQRX�GiYNRX�SRGDQRX���WêGQĤ�SR�GUXKp�GiYFH� 
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Velikosti balenï¿½: 
3DStURYi�NUDELþND�V�� ODKYLþNRX po 10, 25, 50, 100 nebo 150 dï¿½vkï¿½ch 
3DStURYi�NUDELþND�V����ODKYLþNDPL po 10, 25, 50, 100 nebo 150 dï¿½vkï¿½ch 
 
Na trhu nemusï¿½ bï¿½t všechny velikosti balenï¿½. 
 
3RXåLWt�WRKRWR�YHWHULQiUQtKR�OpþLYpKR�SĜtSUDYNX�MH�SRYROHQR�SRX]H�]D�]YOiãWQtFK�SRGPtQHN�
staQRYHQêFK�OHJLVODWLYRX�(YURSVNpKR�VSROHþHQVWYt�R�WOXPHQt�VOLQWDYN\�D�NXOKDYN\� 
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