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ANEXA I 
 

REZUMATUL CARACTERISTICILOR PRODUSULUI 
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1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR 
 
AFTOVAXPUR DOE emulsie inMHFWDELOă SHQWUX�ERYLQH��RYLQH�úL�suine. 
 
 
2. &2032=,ğ,$�&$/,7$7,9Ă�ù,�&$17,7$7,9Ă  
 
)LHFDUH�GR]ă�GH�� ml emulsie FRQĠLQH� 
 
6XEVWDQĠH�DFWLYH� 
MD[LPXP�WUHL�GLQ�XUPăWRULL�DQWLJHQL�SXULILFDĠL��LQDFWLYDĠL�DL�IHEUHL�DIWRDVH� 
O1 Manisa  ................................................................................................................................. ����3'50* 
O1 BFS ....................................................................................................................................... ����3'50* 
O1 Taiwan 3/97  ......................................................................................................................... ����3'50* 

A22 Iraq ...................................................................................................................................... ����3'50* 
A24 Cruzeiro  ............................................................................................................................. ����3'50* 

A Turkey 14/98 .......................................................................................................................... ����3'50* 

Asia 1 Shamir ............................................................................................................................. ����PD50* 
SAT2 Saudi Arabia .................................................................................................................... ����3'50* 
 
*PD50: 50 % GR]ă�SURWHFWRDUH�OD�ERYLQH�FRQIRUP�)DUPDFRSHHL�(XURSHQH�PRQRJUDILD������ 
 
1XPăUXO�úL�WLSXO�WXOSLQLORU�GH�YLUXV�LQFOXVH�vQ�SURGXVXO�ILQDO�YRU�IL�DGDSWDWH�VLWXDĠLHL�HSLGHPLRORJLFH�
H[LVWHQWH�OD�PRPHQWXO�IRUPXOăULL�ILQDOH�D�SURGXVXOXL�ILQDO�úL�YRU�IL�PHQĠLRQDWH�SH�HWLFKHWă�  
 
Adjuvant: 
3DUDILQă�OLFKLGă  ............................................................................................................................. 537 mg 
 
([FLSLHQĠL� 
3HQWUX�OLVWD�FRPSOHWă�D�H[FLSLHQĠLORU��YH]L�VHFĠLXQHD����� 
 
 
3. )250$�)$50$&(87,&Ă 
 
Emulsie injecWDELOă. 
Dupa agitare, ePXOVLH�GH�FXORDUH�DOEă�� 
 
 
4. 3$57,&8/$5,7Ăğ,�&/,1,&( 
 
4.1 6SHFLL�ĠLQWă 
 
%RYLQH��RYLQH�úL�VXLQH� 
 
4.2 ,QGLFDĠLL�SHQWUX�XWLOL]DUH��FX�VSHFLILFDUHD�VSHFLLORU�ĠLQWă 
 
,PXQL]DUHD�DFWLYă�D�ERYLQHORU, ovinelor ܈L�D�VXLQHORU ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL�ï¿½mpotriva 
IHEUHL�DIWRDVH�úL�Sentru reducerea semnelor clinice. 
 
,QVWDODUHD�LPXQLWăĠLL: 
%RYLQH܈�L�RYLQH����]LOH�GXSă�YDFFLQDUH� 
6XLQH����VăSWăPkQL�GXSă�YDFFLQDUH� 
  
'XUDWD�LPXQLWă܊LL�YDFFLQDUHD�OD�ERYLQH��RYLQH�úL�VXLQH�LQGXFH�SURGXFĠLD�GH�DQWLFRUSL�QHXWUDOL]DQĠL�FDUH�
SHUVLVWă�WLPS�GH�FHO�SXĠLQ���OXQL��Nivelurile anticorpilor QHXWUDOL]DQĠL�PăVXUDWH la bovine au fost peste 
cele demonstrate ca fiind protectoare.  
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4.3 &RQWUDLQGLFDĠLL 
 
1X�H[LVWă 
 
4.4 $WHQĠLRQăUL�VSHFLDle SHQWUX�ILHFDUH�VSHFLH�ĠLQWă 
 
$�VH�YDFFLQD�QXPDL�DQLPDOHOH�VăQăWRDVH� 
Anticorpii maternali pot interfera cu vaccinarea��6FKHPD�GH�YDFFLQDUH�WUHEXLH�DMXVWDWă�vQ�PRG�
FRUHVSXQ]ăWRU� �YH]L�VHF܊LXQHD����� 
ï¿½n cazul ï¿½n care porci foarte tineri �FX�YkUVWD�GH���VăSWăPkQL��WUHEXLH�YDFFLQD܊L�VH�UHFRPDQGă�
revaccinarea la 8-����VăSWăPkQL. 
 
4.5 3UHFDXĠLL�VSHFLDOH�SHQWUX�XWLOL]DUH 
 
3UHFDXĠLL�VSHFLDOH�SHQWUX�XWLOL]DUH�OD�DQLPDOH 
 
1X�H[LVWă� 
 
3UHFDXĠLL�VSHFLDOH�FDUH�WUHEXLH�OXDWH�GH�SHUVRDQD�FDUH�DGPLQLVWUHD]ă�SURGXVXO�PHGLFLQDO�YHWHULQDU�
la animale 
 
Pentru utilizator: 
Acest produs medicinal veterinar FRQĠLQH�XOHL�PLQHUDO��$XWR-LQMHFWDUHD�LQMHFWDUHD�DFFLGHQWDOă�SRDWH�
SURYRFD�GXUHUL�SXWHUQLFH�úL�LQIODPaĠLL��vQ�VSHFLDO�GDFă�LQMHFWDUHD�VH�IDFH�vQ�DUWLFXODĠLH�VDX�vQ�GHJHW��LDU�
vQ�FD]XUL�UDUH�SRDWH�GXFH�OD�SLHUGHUHD�GHJHWXOXL�DIHFWDW��GDFă�QX�VXQW�acordate ï¿½ngrijiri 
medicale imediat. 
ÌQ�FD]XO�XQHL�LQMHFWăUL�DFFLGHQWDOH�FX�DFHVW�SURGXV��VROLFLWDĠL�LPHGLDW�VIDWXO�PHGLFXOXL�úL�SUH]HQWDĠL�
SURVSHFWXO�SURGXVXOXL��FKLDU�GDFă�D�IRVW�LQMHFWDWă�R�FDQWLWDWH�UHGXVă�GH�SURGXV� 
'DFă�GXUHUHD�SHUVLVWă�PDL�PXOW�GH����RUH�GXSă�H[DPLQDUHD�PHGLFDOă��VROLFLWDĠL�GLQ�QRX�
sfatul medicului. 
 
Pentru medic: 
Acest produs medicinal veterinar FRQĠLQH�XOHL�PLQHUDO��&KLDU�GDFă�DX�IRVW�LQMHFWDWH�FDQWLWăĠL�PLFL�GH�
SURGXV��LQMHFWDUHD�DFFLGHQWDOă�FX�DFHVW�SURGXV�SRDWH�SURYRFD�LQIODPDĠLH�DFFHQWXDWă��FDUH�SRDWH�
FRQGXFH��GH�H[HPSOX��OD�QHFUR]ă�LVFKHPLFă�úL�FKLDU�SLHUGHUHD�XQXL�GHJHW��(VWH�QHFHVDUă�LQWHUYHQĠLD�
FKLUXUJLFDOă�LPHGLDWă��FDOLILFDWă��FDUH�SRDWH�QHFHVLWD�R�LQFL]LH�LPHGLDWă�úL�VSăODUHD�]RQHL�LQMHFWDWH��vQ�
special ï¿½n cazul ï¿½n care eVWH�LPSOLFDWă�SXOSD degetului sau tendonul. 
 
4.6 5HDFĠLL�DGYHUVH��IUHFYHQĠă�úL�JUDYLWDWH� 
 
)RDUWH�IUHFYHQW��GXSă�DGPLQLVWUDUHD�XQHL�GR]H�GH�YDFFLQ�DX�DSăUXW�LQIODPDĠLL (cu diametrul GH�SkQă�OD�
12 cm OD�UXPHJăWRDUH܈�L���FP�OD�VXLQH) la cele mai multe animelH��$FHVWH�UHDFĠLL�ORFDOH�GLVSDU�GH�RELFHL�
pe durata unei perioade de 4 VăSWăPkQL GXSă�YDFFLQDUH, dar pot persista úL�mai mult OD�XQ�QXPăU�PLF�GH�
animale. 
ï¿½n mod frecvent, VH�REVHUYă�R�XúRDUă�FUHúWHUH�D�WHPSHUDWXULL�UHFWDOH�GH�SkQă�OD�1.2 °C timp de 4 zile 
GXSă�YDFFLQDUH��IăUă�DOWH UHDFĠLL clinice generalizate. 
)UHFYHQĠD�UHDFĠLLORU�DGYHUVH�HVWH�GHILQLWă�XWLOL]kQG�XUPăWRDUHD�FRQYHQĠLH� 
-  Foarte frecvente (mai mult de 1 din 10 animale tratate care prezintă reacĠii adverse) 
-  Frecvente (mai mult de 1 dar mai puĠin de 10 animale din 100 animale tratate) 
-  Mai putin frecvente (mai mult de 1 GDU�PDL�SXĠin de 10 animale din 1000 animale tratate) 
-  Rare (mai mult de 1 dar mai puĠin de 10 animale din 10 000 animale tratate) 
-  Foarte rare (mai puĠin de 1 animal din �������DQLPDOH�WUDWDWH��LQFOXVLY�UDSRUWăULOH�L]RODWH) 
 
4.7 8WLOL]DUH�vQ�SHULRDGD�GH�JHVWDĠLH��ODFWDĠLH�VDX�vQ�SHULRDGD�GH�RXDW 
 
*HVWDĠLH� 
3RDWH�IL�XWLOL]DW�vQ�SHULRDGD�GH�JHVWDĠLH� 
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/DFWDĠLH� 
6LJXUDQ܊D�SURGXVXOXL�PHGLFLQDO�YHWHULQDU�QX�D�IRVW�VWDELOLWă�vQ�SHULRDGD�ODFWD܊LHL��$�VH�XWLOL]D�vQ�
FRQIRUPLWDWH�FX�HYDOXDUHD�UDSRUWXOXL�EHQHILFLX�ULVF�HIHFWXDWă�GH�PHGLFXO�YHWHULQDU�UHVSRQVDELO�  
 
4.8 ,QWHUDFĠLXQL�FX�DOWH�SURGXVH�PHGLFLQDOH�VDX�DOWH�IRUPH�GH�LQWHUDFĠLXQH 
 
1X�H[LVWă�LQIRUPDĠLL�GLVSonibile referitoare OD�VLJXUDQĠD úL�HILFDFLWDWHD�DFHVWXL�YDFFLQ�Fï¿½nd este utilizat 
cu alt produs medicinal veterinar. Decizia utilizării acestui vaccin ï¿½nainte VDX�GXSă oricare alt produs 
medicinal veterinar va fi stabilită de la caz la caz. 
 
4.9 &DQWLWăĠL�GH�DGPLQLVWUDW�úL�calea de administrare 
 
Se omRJHQL]HD]ă�FRQĠLQXWXO DJLWkQG�XúRU�flaconul ï¿½nainte de introducerea acului. Omogenizarea se 
UHDOL]HD]ă�FHO�PDL�ELQH�SULQ�vQWRDUFHUHD�UHSHWDWă�D�IODFRQXOXL�FX�FDSXO�vQ�MRV. Nu amestHFDĠL�YDFFLQXO�
agitï¿½nd puternic flaconul FD�Vă�Qu se formeze bule de aer. 
$�QX�VH�vQFăO]L�SURGXVXO�vQDLQWH�GH�XWLOL]DUH� 
$�VH�XWLOL]D�SURFHGXULOH�DVHSWLFH�REL܈QXLWH��$�VH�HYLWD�FRQWDPLQDUHD�DFFLGHQWDOă�D�YDFFLQXOXL�GXSă�
desigilare ܈L�SH�GXUDWD�DGPLQLVWUăULL� 
 
9DFFLQDUHD�SULPDUă� 
Bovine ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL: ��GR]ă�GH�� ml DGPLQLVWUDWă�VXEFXWDQDW 
Ovine ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL: ��GR]ă�GH�2 ml DGPLQLVWUDWă�VXEFXWDQDW 
Suine ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL� ��GR]ă�GH�� ml DGPLQLVWUDWă�LQWUDPXVFXODU 
6H�UHFRPDQGă�Xtilizarea unui echipamHQW�GH�LQMHFWDUH�PXOWLSOă� 
 
Revaccinarea: la fiecare 6 luni 
 
$WXQFL�FkQG�DQLPDOHOH�WUHEXLH�YDFFLQDWH�vQ�SUH]HQ܊D�DQWLFRUSLORU�PDWHUQDOL��VH�UHFRPDQGă�UHYDFFLQDUHD�
la 8-���VăSWăPkQL� 
 
4.10 6XSUDGR]DUH��VLPSWRPH��SURFHGXUL�GH�XUJHQĠă��DQWLGRWXUL���GXSă�FD] 
 
ÌQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�OD�YLĠHL��PLHL�úL�SXUFHL�QX�DX�IRVW�REVHUYDWH�DOWH�UHDFĠLL�DGYHUVH��
FX�H[FHSĠLD�FHORU�PHQĠLRQDWH�vQ�VHFĠLXQHD����� 
ï¿½n unele FD]XUL�SRW�DSăUHD�XOFHUDĠLL�OD�ORFXO�DGPLQLVWUăULL��,QWHQVLWDWHD�DFHVWRU�UHDFĠLL�SRDWH�FUHúWH�ï¿½n 
urPD�DGPLQLVWUăULL�UHSHWDWH�la intervale mici de timp.  
 
4.11 Timpi GH�DúWHSWDUH 
 
Zero zile. 
 
 
5. 35235,(7Ăğ,�,0812/2*,&( 
 
*UXSD�IDUPDFRWHUDSHXWLFă: vaccin viral inactivat - virusul febrei aftoase. 
Codul veterinar ATC: QI02AA04 
 
ï¿½n YHGHUHD�VWLPXOăULL�LPXQLWăĠLL�DFWLYH�OD�ERYLQH��RYLQH�úL�VXLQH�vPSRWULYD�WXOSLQLORU�GH�YLUXúL�DL�IHEUHL�
DIWRDVH�FRUHVSXQ]ăWRU�DFHORUD�FRQĠLQXWH�GH�YDFFLQ� 
 
7HVWHOH�DX�GHPRQVWUDW�XUPăWRDUHOH� 
Vaccinarea la bovine cu tulpinile de virus O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 
14/98, Asia 1 Shamir ܈L�6$7��Saudi Arabia a dus la reducerea semnelor clinice la animalele expuse 
LQIHFĠLHL� 
Vaccinarea la ovine cu tulpina de virus O1 Manisa a dus la reducerea semnelor clinice la animalele 
H[SXVH�LQIHFĠLHL� 
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Vaccinarea la suine cu tulpina de virus Asia1 Shamir a dus la reducerea semnelor clinice úL�WUDQVPLVLD�
virusului OD�DQLPDOHOH�H[SXVH�LQIHFĠLHL� Vaccinarea la suine cu tulpinile de virus O1 Taiwan 3/97 úL�
$���,UDT�D�GXV�OD�UHGXFHUHD�VHPQHORU�FOLQLFH�OD�DQLPDOHOH�H[SXVH�LQIHFĠLHi. 
 
Antigenii inactivaĠL ai febrei aftoase VXQW�SXULILFDĠL�úL�QX�FRQĠLQ�R�FDQWLWDWH�VXILFLHQWă�GH�SURWHLQH�
nestructurale (NSP) pentru a induce UăVSXQVXO�DQWLFRUSLORU�vQ�XUPD�DGPLQLVWUăULL�XQXL�YDFFLQ�WULYDOHQW�
FDUH�FRQĠLQH�R�FDQWLWDWH�GH�DQWLJHQ�FRUHVSXQ]ăWRU�FX�FHO�SXĠLQ����3'50 /tulpină/GR]ă�GH�� ml. 
 
1X�DX�IRVW�GHWHFWDĠL�DQWLFRUSL�FRQWUD�SURWHLQHORU�QHVWUXFWXUDOH��163��XWLOL]kQGX-se kit-ul de test 
PrioCHECK FMDV NS: 
 
- OD�ERYLQH�vQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�XUPDWă�GH administrarea unei singure doze 

7 VăSWăPkQL mai tï¿½rziu úL�GH�R�D�WUHLD�YDFFLQDUH�cu o singură doză 13 VăSWăPkQL GXSă�FHD�GH�D�
doua administrare, 

- OD�RYLQH�vQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�XUPDWă�GH�DGPLQLVWUDUHD�XQHL�VLQJXUH�GR]H�
5 VăSWăPkQL PDL�WkU]LX�úL�GH�R�D�WUHLD�YDFFLQDUH FX�R�VLQJXUă�GR]ă�7 VăSWăPkQL GXSă�FHD�GH�D�
doua administrare, 

- OD�VXLQH�vQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�XUPDWă�GH�DGPLQLVWUDUHD�XQHL�VLQJXUH�GR]H�
3 VăSWăPkQL PDL�WkU]LX�úL�GH�R�D�WUHLD�YDFFLQDUH�FX�R�VLQJXUă�GR]ă�7 VăSWăPkQL GXSă�FHD�GH�D�
doua administrare. 

 
 
6. 3$57,&8/$5,7Ăğ,�)$50$&(87,&( 
 
6.1 /LVWD�H[FLSLHQĠLORU 
 
3DUDILQă�OLFKLGă 
0DQLGă�PRQR-oleat 
Polisorbat 80 
Trometamol 
&ORUXUă�GH�VRGLX 
Fosfat dihidrogenat de potasiu 
&ORUXUă�GH�SRWDVLX 
Fosfat disodic anhidru 
Hidroxid de potasiu 
$Să�SHQWUX�LQMHFĠLL 
 
6.2 ,QFRPSDWLELOLWăĠL majore 
 
A nu se amesteca cu alte produse medicinale veterinare. 
 
6.3 3HULRDGă�GH�YDODELOLWDWH� 
 
Perioada de valabilitate a produsului medicinal veterinar FDUH�QX�FRQĠLQH�WXOSLQD�$VLD���6KDPLU�DúD�
cum este ambalat pentru vï¿½nzare: 6 luni 
3HULRDGD�GH�YDODELOLWDWH�D�SURGXVXOXL�PHGLFLQDO�YHWHULQDU�FDUH�FRQĠLQH�WXOSLQD�$VLD���6KDPLU�DúD�FXP�
este ambalat pentru vï¿½nzare: 2 luni 
3HULRDGD�GH�YDODELOLWDWH�GXSă�SULPD�GHVFKLGHUH�D�DPEDODMXOXL�SULPDU: a se utiliza imediat 
 
6.4 3UHFDXĠLL�VSHFLDle pentru depozitare 
 
$�VH�SăVWUD�úL�WUDQVSRUWD�vQ�FRQGLĠLL�GH�UHIULJHUDUH��� °C – 8 °C). 
A nu se congela. 
$�VH�SURWHMD�GH�OXPLQă� 
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6.5 1DWXUD�úL�FRPSR]LĠLD�DPEDODMXOXL�SULPDU 
 
)ODFRQ�GH�SROLSURSLOHQă�FX�vQFKLGHUH�FX�nitril HODVWRPHU�úL�VLJLODW�FX�FDSVă�GH aluminiu 
 
Dimensiunile ambalajului: 
- cutie de carton cu 1 flacon a 10, 25, 50, 100 sau 150 de doze; 
- cutie de carton cu 10 flacoane a 10, 25, 50, 100 sau 150 de doze. 
 
Nu toate dimensiunile de ambalaj pot fi comercializate. 
 
6.6 3UHFDXĠLL�VSHFLDOH�SHQWUu eliminarea produselor medicinale veterinare neutilizate sau a 

GHúHXULORU�SURYHQLWH�GLQ�XWLOL]DUHD�XQRU�DVWIHO�GH�SURGXVH 
 
2ULFH�SURGXV�PHGLFLQDO�YHWHULQDU�QHXWLOL]DW�VDX�GHúHX�SURYHQLW�GLQ�XWLOL]DUHD�XQRU�DVWIHO�GH�SURGXVH�
trebuie eliminate ï¿½n conformitaWH�FX�FHULQĠHOH�ORFDOH� 
 
 
7. '(ğ,1Ă7258/�$8725,=$ğ,(,�'(�&20(5&,$/,=$5( 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
GERMANIA 
 
 
8. 180Ă58/��180(5(/(��$8725,=$ğ,(,�'(�&20(5&,$/,=$5( 
 
EU/2/13/153/001– 850 
 
 
9. '$7$�35,0(,�$8725,=Ă5,�5(Ì112,5,,�$8725,=$ğ,(,� 
 
'DWD�SULPHL�DXWRUL]ăUL��15/07/2013 
Data ultimei reï¿½nnoiri: 14/06/2018 
 
 
10. DATA REVIZUIRII TEXTULUI 
 
DD/LL/AAAA 
 
,QIRUPDĠLL�GHWDOLDWH�UHIHULWRDUH�OD�DFHVW�SURGXV�PHGLFLQDO�YHWHULQDU�VXQW�GLVSRQLELOH�SH�ZHEVLWH-ul 
$JHQĠLHL�(XURSHQH�D�0HGLFDPentelor http://www.ema.europa.eu/. 
 
 
,17(5',&ğ,,�3(1758�9Æ1=$5(��(/,%(5$5(�ù,�6$8�87,/,=$5( 
 
2ULFH�SHUVRDQă�FDUH�LQWHQĠLRQHD]ă�Vă�IDEULFH��LPSRUWH��GH܊ină��YkQGă��Vă�HOLEHUH]H�úL�VDX�Vă�XWLOL]H]H�
acest produs mediFLQDO�YHWHULQDU�WUHEXLH�Vă�FRQVXOWH�PDL�ï¿½ntï¿½L�DXWRULWDWHD�FRPSHWHQWă�vQ�GRPHQLX�D�
6WDWXOXL�0HPEUX�UHVSHFWLY�UHIHULWRU�OD�SROLWLFLOH�GH�YDFFLQDUH�H[LVWHQWH��GHRDUHFH�DFHVWH�DFWLYLWă܊L�SRW�IL�
interzise ï¿½ntr-un Stat Membru, pe ï¿½ntregul sau o parte a teritoriuOXL�VăX�vQ�FRQIRUPLWDWH�FX�OHJLVOD܊LD�
QD܊LRQDOă. 
8WLOL]DUHD�DFHVWXL�SURGXV�PHGLFLQDO�YHWHULQDU�HVWH�SHUPLVă�QXPDL�vQ�DQXPLWH�FRQGLĠLL�VWDELOLWH�SULQ�
OHJLVODĠLD�&RPXQLWăĠLL�Europene cu privire la controlul febrei aftoase. 
 

Pr
od

us
ul

 m
ed

ici
na

l n
u 

m
ai

 e
st

e 
au

to
riz

at

http://www.emea.europa.eu/


7 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

ANEXA II 
 

A. 352'8&Ă7258/�68%67$1ğ(/25 %,2/2*,&�$&7,9(�ù, 
352'8&Ă7258/�5(63216$%,/�PENTRU ELIBERAREA SERIILOR 
DE PRODUS 

 
B. &21',ğ,,�6$8�5(675,&ğ,,�$/(�$8725,=$ğ,(,�'(�&20(5&,$/,=$5(�

PRIVIND ELIBERAREA SAU UTILIZAREA 
 
C. '(&/$5$ğ,(�5()(5,72$5(�/$�/,0,7(/(�0$;,0(�'(�REZIDUURI 
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A. 352'8&Ă7258/�68%67$1ğ(/25�%,2/2*,&�$&7,9(�352'8&Ă7258/�
RESPONSABI PENTRU ELIBERAREA SERIILOR DE PRODUS 

 
1XPHOH�úL�DGUHVD�SURGXFăWRUXOXL�VXEVWDQĠHORU�ELRORJLF�DFWLYH 
 
BOEHRINGER INGELHEIM ANIMAL HEALTH Netherlands B.V.  
Houtribweg 39 
8221 RA Lelystad 
Olanda 
 
1XPHOH�úL�DGUHVD�SURGXFăWRUXOXL�UHVSRQVDELO�SHQWUX�HOLEHUDUHD�VHULLORU�GH�SURGXV 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’aviation  
69800 Saint Priest 
FRANğ$ 
 
 
B. &21',ğ,,�6$8�5(675,&ğ,,�$/(�$8725,=$ğ,(,�'(�&20(5&,$/,=$5(�

PRIVIND ELIBERAREA SAU UTILIZAREA 
 
Produs medicinal veterinar supus eliberării cu reĠeta veterinară. 
 
ÌQ�FRQIRUPLWDWH�FX�SUHYHGHULOH�DUW����GLQ�'LUHFWLYD���������&(�D�3DUODPHQWXOXL�(XURSHDQ�úL�D�
&RQVLOLXOXL��FX�PRGLILFăULOH ulterioare, un Stat MembrX��vQ�FRQIRUPLWDWH�FX�OHJLVODĠLD�QDĠLRQDOă�poate 
interzice SURGXFĠLD��LPSRUWXO��YkQ]DUHD��HOLEHUDUHD�úL�VDX�XWLOL]DUHD�SURGXVXOXL�PHGLFLQDO�YHWHULQDU�
respectiv, pe ï¿½ntregul teritoriu sau pentru anumite zone ale teritoriului acestuia��GDFă�VH�VWDELOHúWH�Fă� 
 
a) administrarea produsului medicinal veterinar la animale va interfera cu implementarea 

SURJUDPHORU�QDĠLRQDOH�SHQWUX�GLDJQRVWLF��FRQWURO�úL�HUDGLFDUH�D�EROLORU�OD�DQLPDOH�VDX�YD�SURYRFD�
GLILFXOWăĠL�vQ�FHUWLILFDUHD�DEVHQĠHL�FRQWDPLQăULL�OD�DQLPDOHOH�YLL�VDX�vQ�DOLPHQWH�RUL�DOWH�SURGXVH�
REĠLQXWH�GH�OD�DQLPDOHOH�WUDWDWH� 

 
b) boala pentru care produsul medicinal veterinar este destinat a conferi imunitate este ï¿½n mare 

PăVXUă��DEVHQWă�vQ�WHULWRULX� 
 
Utilizarea acestui produs medicinaO�YHWHULQDU�HVWH�SHUPLVă�QXPDL�vQ�DQXPLWH�FRQGLĠLL�VWDELOLWH�SULQ�
OHJLVODĠLD�&RPXQLWăĠLL�Europene cu privire la controlul febrei aftoase. 
 
 
C. '(&/$5$ğ,(�5()(5,72$5(�/$�/,0,7(/(�0$;,0(�'(�5(=,'885, 
 
SubstanĠa activă fiind un principiu de origine biologică destinată pentru a determina o stare de 
imunitate activă nu intra ï¿½n sfera de aplicare al Regulamentului (CE) nr. 470/2009. 
 
ExcipienĠii (inclusiv adjuvanĠii) enumeraĠi ï¿½n secĠLXQHD�����GLQ�63&�VXQW�fie substanĠe permise pentru 
care tabelul 1 al anexei la Regulamentul Comisiei (UE) nr. 37/2010 indicï¿½nd faptul că nu sunt 
necesare LMR sau sunt considerate a nu intra ï¿½n sfera de aplicare a Regulamentului (CE) nr. 470/2009 
atunci cï¿½nd sunt utilizaĠi ca ï¿½n acest produs medicinal veterinar. 
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ANEXA III 
 

ETI&+(7$5(�ù,�35263(&7 
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,1)250$ğ,,�&$5(�75(%8,( ï¿½NSCRISE PE AMBALAJUL SECUNDAR 
 
Cutie de carton 

 
 
1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR 
 
AFTOVAXPUR DOE emulsie injectabilă SHQWUX�ERYLQH��RYLQH�úL�Vuine. 
 
 
2. '(&/$5$5($�68%67$1ğ(/25�$&7,9(� 
 
Antigen inactivat FMD �6 PD50 �WXOSLQă (la bovine). 
 
 
3. )250$�)$50$&(87,&Ă 
 
Emulsie injectabilă. 
 
 
4. DIMENSIUNEA AMBALAJULUI 
 
10 doze 
25 doze 
50 doze 
100 doze 
150 doze 
10 x 10 doze 
10 x 25 doze  
10 x 50 doze 
10 x 100 doze 
10 x 150 doze 
 
 
5. 63(&,,�ğ,17Ă 
 
%RYLQH��RYLQH�úL�VXLQH 
 

 
 
6. ,1',&$ğ,(��,1',&$ğ,,� 
 
 
 
7. 02'�ù,�&$/(�'(�$'0,1,675$5( 
 
%RYLQH�úL�RYLQH��DGPLQLVWUDUH�VXEFXWDQDWă� 
6XLQH��DGPLQLVWUDUH�LQWUDPXVFXODUă� 
 
&LWLĠL�SURVSHFWXO�vQDLnte de utilizare. 
 
 

Pr
od

us
ul

 m
ed

ici
na

l n
u 

m
ai

 e
st

e 
au

to
riz

at



12 

8. TIMPI '(�$ù7(37$5( 
 
7LPS�GH�DúWHSWDUH��]HUR�]LOH 
 
 
9. $7(1ğ,21$5(��$7(1ğ,21Ă5,��63(&,$/Ă��63(&,$/(���'83Ă�&$= 
 
,QMHFWDUHD�DFFLGHQWDOă�HVWH�SHULFXORDVă�. 
 
 
10. '$7$�(;3,5Ă5,, 
 
(;3�^OXQă�DQ` 
'XSă�GHVLJLODUH�VH�YD utiliza imediat. 
 
 
11. &21',ğ,,�63(&,$/(�'(�'(32=,7$5( 
 
$�VH�SăVWUD�úL�WUDQVSRUWD�vQ�FRQGLĠLL�GH�UHIULJHUDUH�(2 °C – 8 °C) 
A nu se congela 
$�VH�SURWHMD�GH�OXPLQă 
 
 
12. 35(&$8ğ,,�63(&,$/(�3(1758�(/,0,1$5($�352'86(/25�1(87,/,=$7(�

6$8�$�'(ù(85,/25��'83Ă�&$= 
 
(OLPLQDUHD��&LWLĠL�SURspectul. 
 
 
13. 0(1ğ,81($�Ä180$,�3(1758�8=�9(7(5,1$5´�ù,�&21',ğ,,�6$8�5(675,&ğ,,�

35,9,1'�(/,%(5$5($�ù,�87,/,=$5(��GXSă�FD] 
 
Numai pentru uz veterinar. SH�HOLEHUHD]ă�QXPDL�SH�ED]ă�GH�UHĠHWă�YHWHULQDUă� 
 
,PSRUWXO��YkQ]DUHD��HOLEHUDUHD�úL�VDX�XWLOL]DUHD�DFHVWXL�SURGXV�PHGLFLQDO�YHWHULQDU�SRDWH�IL�LQWHU]LVă�
ï¿½ntr-un Stat Membru, pe ï¿½ntreg teritoriul sau numai pentru anumite zone ale teritoriului acestuia, vezi 
SURVSHFWXO�SHQWUX�LQIRUPDĠLL�VXSOLPHQWDUH� 
 
 
14. 0(1ğ,81($�Ä$�18�6(�/Ă6$�/$�9('(5($܇�,�ï¿½NDEMï¿½NA COPIILOR” 
 
$�QX�VH�OăVD�OD�YHGHUHD܈�L�ï¿½ndemï¿½na copiilor. 
 
 
15. 180(/(�ù,�$'5(6$�'(ğ,1Ă7258/8,�$8725,=$ğ,(,�'(�&20(5&,$/,=$5( 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
GERMANIA 
 
 
16. 180Ă58/��180(5(/(��$8725,=$ğ,(,�'(�&20(5&,$/,=$5( 
 
EU/2/13/153/001-850 
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17. 180Ă58/�'(�)$%5,&$ğ,(�$/�6(5,(,�'(�352'86 
 
Lot {QXPăU` 
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,1)250$ğ,,�&$5(�75(%8,(�Ì16&5,6(�3(�AMBALAJUL PRIMAR 
 
)ODFRQ�GH���������úL�����GH�GR]H 
 
 
1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR 
 
AFTOVAXPUR DOE 
Emulsie injectabilă pentru bovine, ovLQH�úL�VXLQH� 
 
 
2. '(&/$5$5($�68%67$1ğ(/25�$&7,9( 
 
Antigen inactivat )0'�� 6 PD50 �WXOSLQă (la bovine). 
 
 
3. )250$�)$50$&(87,&Ă 
 
Emulsie injectabilă. 
 
 
4. DIMENSIUNEA AMBALAJULUI 
 
50 doze 
100 doze 
150 doze 
 
 
5. 63(&,,�ğ,17Ă 
 
Bovine, ovLQH�úL�VXLQH 
 

 
 
6. ,1',&$ğ,(��,1',&$ğ,,� 
 
 
 
7. 02'�ù,�&$/(�'(�$'0,1,675$5( 
 
%RYLQH�úL�RYLQH��V�F� 
Suine: i.m. 
&LWLĠL�SURVSHFWXO�vQDLQWH�GH�XWLOL]DUH� 
 
 
8. TIMPI '(�$ù7(37$5( 
 
7LPS�GH�DúWHSWDUH��]HUR�]LOH 
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9. $7(1ğ,21$5(��$7(1ğ,21Ă5,��63(&,$/Ă��63(&,$/(���'83Ă�&$= 
 
,QMHFWDUHD�DFFLGHQWDOă�HVWH�SHULFXORDVă� 
 
 
10. '$7$�(;3,5Ă5,, 
 
(;3�^OXQă�DQ` 
'XSă�GHVLJLODUH�VH�YD�utiliza imediat. 
 
 
11. &21',ğ,,�63(&,$/(�'(�'(32=,7$5( 
 
$�VH�SăVWUD�úL�WUDQVSRUWD�vQ�FRQGLĠLL�GH�UHIULJHUDUH. 
A nu se congela 
A se proteja de luPLQă 
 
 
12. 35(&$8ğ,,�63(&,$/(�3(1758�(/,0,1$5($�352'86(/25�1(87,/,=$7(�

6$8�$�'(ù(85,/25��'83Ă�&$= 
 
 
 
13. 0(1ğ,81($�Ä180$,�3(1758�8=�9(7(5,1$5´�ù,�&21',ğ,,�6$8�5(675,&ğ,,�

35,9,1'�(/,%(5$5($�ù,�87,/,=$5(��GXSă�FD] 
 
1XPDL�SHQWUX�X]�YHWHULQDU��6H�HOLEHUHD]ă�QXPDL�SH�ED]ă�GH�UHĠHWă�YHWHULQDUă� 
 
 
14. 0(1ğ,81($�Ä$�18�6(�/Ă6$�/$�9('(5($܇�,�ï¿½NDEMï¿½NA COPIILOR” 
 
 
 
15. 180(/(�ù,�$'5(6$�'(ğ,1Ă7258/8,�$8725,=$ğ,(,�'(�&20(5&,$/,=$5( 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
GERMANIA 
 
 
16. 180Ă58/��180(5(/(��$8725,=$ğ,(,�'(�&20(5&,$/,=$5( 
 
EU/2/13/153/001-850 
 
 
17. 180Ă58/�'(�)$%5,&$ğ,(�$/�6(5,(,�'(�352'86 
 
/RW�^QXPăU` Pr
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,1)250$ğ,,�0,1,0(�&$5(�75(%8,(�Ì16&5,6(�3(�81,7Ăğ,/(�0,&,�'(�
AMBALAJ PRIMAR  
 
Flacon de 10 sau 25 de doze 
 
 
1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR 
 
AFTOVAXPUR DOE 
Emulsie LQMHFWDELOă SHQWUX�ERYLQH��RYLQH�úL�VXLQH. 

 
 
 
2. &$17,7$7($�'(�68%67$1ğĂ��68%67$1ğ(��$&7,9Ă��$&7,9(� 
 
Antigen FMD ����3'50 / WXOSLQă  
 
 
3. &21ğ,187�3(�81,7$7(�'(�*5(87$7(��92/80�6$8�180Ă5�'(�'2=( 
 
10 doze 
25 doze 
 
 
4. &$/(��&Ă,��'(�$'0,1,675$5( 
 
Bovine, ovine: s.c. 
Suine: i.m. 
 
 
5. TIMPI '(�$ù7(37$5( 
 
7LPS�GH�DúWHSWDUH: zero zile 
 
 
6. 180Ă58/�6(5,(, 
 
Lot ^QXPăU` 
 
 
7. '$7$�(;3,5Ă5,, 
 
(;3�^OXQă�DQ` 
'XSă�deschidere, se va utiliza imediat. 
 
 
8. 0(1ğ,81($�Ä180$,�3(1758�8Z VETERINAR” 
 
Numai pentru uz veterinar. 
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PROSPECT  
 

AFTOVAXPUR DOE emulsie LQMHFWDELOă SHQWUX�ERYLQH��RYLQH�úL�VXLQH 
 
 
1. 180(/(�ù,�$'5(6$�'(ğ,1Ă7258/8,�$8725,=$ğ,(,�'(�&20(5&,$/,=$5(�

ù,�$�'(ğ,1Ă7258/8,�$8725,=$ğ,(,�'( FABRICAğ,(, RESPONSABIL PENTRU 
(/,%(5$5($�6(5,,/25�'(�352'86��'$&Ă�6817�',)(5,7(� 

 
'HĠLQăWRUXO�DXWRUL]DĠLHL�GH�FRPHUFLDOL]DUH: 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
GERMANIA 
 
3URGXFăWRU�responsabil pentru eliberarea seriei:  
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’Aviation  
69800 Saint Priest 
)UDQĠD 
 
 
2. DENUMIREA PRODUSULUI MEDICINAL VETERINAR 
 
AFTOVAXPUR DOE emulsie injectabilă SHQWUX�ERYLQH��RYLQH�úL�VXLQH� 
 
 
3. '(&/$5$5($��68%67$1ğ(,��68%67$1ğ(/25�$&7,9(�ù,�$�$/725�

,1*5(',(17(��,1*5(',(1ğ,� 
 
)LHFDUH�GR]ă�GH�� ml HPXOVLH�FRQĠLQH� 
 
6XEVWDQĠH�DFWLYH� 
$QWLJHQL�SXULILFDĠL��LQDFWLYDĠL�DL�IHEUHL�DIWRDVH��FHO�SXĠLQ���3'50* ��WXOSLQă� 
 
*PD50: 50 % GR]ă�SURWHFWRDUH�OD�ERYLQH�FRQIRUP�)DUPDFRSHei Europene monografia 0063. 
 
1XPăUXO�úL�WLSXO�WXOSLQLORU�GH�YLUXV�LQFOXVH�vQ�SURGXVXO�ILQDO�YRU�IL�DGDSWDWH�VLWXDĠLHL�HSLGHPLRORJLFH�
H[LVWHQWH�OD�PRPHQWXO�IRUPXOăULL�ILQDOH�D�SURGXVXOXL�ILQDO�úL�YRU�IL�PHQĠLRQDWH�SH�HWLFKHWă�  
 
Adjuvant: 
3DUDILQă�OLFKLGă�537 mg. 
 
(PXOVLH�GH�FXORDUH�DOEă��GXSă�DJLWDUH� 
 
 
4. ,1',&$ğ,(��,1',&$ğ,,� 
 
,PXQL]DUHD�DFWLYă�D�ERYLQHORU, ovinelor úL�D�VXLQHORU�ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL�ï¿½mpotriva 
IHEUHL�DIWRDVH�úL�SHQWUX�UHGXFHUHD�VHPQHORU�FOLQLFH� 
 
,QVWDODUHD�LPXQLWăĠLL:  
BoviQH܈�L�RYLQH����]LOH�GXSă�YDFFLQDUH� 
6XLQH����VăSWăPkQL�GXSă�YDFFLQDUH� 
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'XUDWD�LPXQLWă܊LL��YDFFLQDUHD�OD�ERYLQH��RYLQH�úL�VXLQH�LQGXFH�SURGXFĠLD�GH�DQWLFRUSL�QHXWUDOL]DQĠL�FDUH�
SHUVLVWă�WLPS�GH�FHO�SXĠLQ���OXQL��NiveluriOH�GH�DQWLFRUSL�QHXWUDOL]DQĠL�PăVXUDWe la bovine au fost peste 
cele demonstrate ca fiind protectoare.  
 
 
5. &2175$,1',&$ğ,,� 
 
1X�H[LVWă� 
 
 
6. 5($&ğ,,�$'9(56(� 
 
)RDUWH�IUHFYHQW��GXSă�DGPLQLVWUDUHD�XQHL�GR]H�GH�YDFFLQ�DX�DSăUXW�LQIODPDĠLL��FX�GLDPHWUXO�GH�SkQă�OD�
12 FP�OD�UXPHJăWRDUH܈�L���FP�OD VXLQH��OD�FHOH�PDL�PXOWH�DQLPHOH��$FHVWH�UHDFĠLL�ORFDOH�GLVSDU�GH�RELFHL�
pe durata unei perioade de 4 VăSWăPkQL�GXSă�YDFFLQDUH��GDU�SRW�SHUVLVWD�úL�PDL�PXOW�OD�XQ�QXPăU�PLF�GH�
animale. 
ÌQ�PRG�IUHFYHQW��VH�REVHUYă�R�XúRDUă�FUHúWHUH�D�WHPSHUDWXULL�UHFWDOH�GH�SkQă�OD���� °C timp de 4 zile 
GXSă�YDFFLQDUH��IăUă�DOWH�UHDFĠLL�FOLQLFH�JHQHUDOL]DWH� 
)UHFYHQĠD�UHDFĠLLORU�DGYHUVH�HVWH�GHILQLWă�XWLOL]kQG�XUPăWRDUHD�FRQYHQĠLH� 
-  Foarte frecvente (mai mult de 1 din 10 animale tratate care prezintă reacĠii adverse) 
-  Frecvente (mai mult de 1 dar mai puĠin de 10 animale din 100 animale tratate) 
-  Mai putin frecvente (mai mult de 1 GDU�PDL�SXĠin de 10 animale din 1000 animale tratate) 
-  Rare (mai mult de 1 dar mai puĠin de 10 animale din 10 000 animale tratate) 
-  Foarte rare (mai puĠin de 1 animal din �������DQLPDOH�WUDWDWH��LQFOXVLY�UDSRUWăULOH�L]RODWH) 
 
'DFă�REVHUYD܊L�RULFH�UHDF܊LH�DGYHUVă��FKLDU܈�L�FHOH�FDUH�QX�VXQW�GHMD�LQFOXVH�vQ�DFHVW�SURVSHFW�VDX�
FUHGH܊L�Fă�PHGLFDPHQWXO�QX�D�DYXW�HIHFW�Yă�UXJăP�Vă�LQIRUPD܊L�PHGLFul veterinar. 
 
 
7. 63(&,,�ğ,17Ă 
 
%RYLQH��RYLQH�úL�VXLQH� 
 
 
8. 3262/2*,(�3(1758�),(&$5(�63(&,(��&$/(��&Ă,��'(�$'0,1,675$5(�ù,�

MOD DE ADMINISTRARE 
 
9DFFLQDUHD�SULPDUă� 
Bovine ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL: ��GR]ă�GH�� ml DGPLQLVWUDWă�VXEFXWDQDW 
Ovine ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL: ��GR]ă�GH�� ml DGPLQLVWUDWă�VXEFXWDQDW 
Suine ï¿½ncepï¿½nd cu vï¿½rsta de 2 VăSWăPkQL: ��GR]ă�GH�� ml DGPLQLVWUDWă�LQWUDPXVFXODU 
6H�UHFRPDQGă�XLOL]DUHD�XQXL�HFKLSDPHQW�GH�LQMHFWDUH�PXOWLSOă� 
 
Revaccinarea: la fiecare úDVH luni 
 
AtuQFL�FkQG�DQLPDOHOH�WUHEXLH�YDFFLQDWH�vQ�SUH]HQ܊D�DQWLFRUSLORU�PDWHUQDOL��VH�UHFRPDQGă�UHYDFFLQDUHD�
la 8-���VăSWăPkQL� 
 
 
9. 5(&20$1'Ă5,�35,9,1'�$'0,1,675$5($�&25(&7Ă 
 
6H�RPRJHQL]HD]ă�FRQĠLQXWXO�DJLWkQG�XúRU�IODFRQXO�vQDLQWH�GH�LQWURGXFHUHD�DFXOXL��2PRJHQL]Drea se 
UHDOL]HD]ă�FHO�PDL�ELQH�SULQ�vQWRDUFHUHD�UHSHWDWă�D�IODFRQXOXL�FX�FDSXO�vQ�MRV��1X�DPHVWHFDĠL�YDFFLQXO�
DJLWkQG�SXWHUQLF�IODFRQXO�FD�Vă�QX�VH�IRUPH]H�EXOH�GH�DHU� 
 
$�QX�VH�vQFăO]L�SURGXVXO�vQDLQWH�GH�XWLOL]DUH� 
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$�VH�XWLOL]D�SURFHGXULOH�DVHSWLFH�REL܈QXLWH��$�VH�HYLWD�FRQWDPLQDUHD�DFFLGHQWDOă�D�YDFFLQXOXL�GXSă�
GHVLJLODUH܈�L�SH�GXUDWD�DGPLQLVWUăULL� 
 
 
10. TIMPI '(�$ù7(37$5( 
 
Zero zile 
 
 
11. 35(&$8ğ,,�63(&,$/(�3(1758�'(32=,7$5( 
 
$�QX�VH�OăVD�OD YHGHUHD܈�L ï¿½ndemï¿½na copiilor. 
 
$�VH�SăVWUD�úL�WUDQVSRUWD�vQ�FRQGLĠLL�GH�UHIULJHUDUH��� °C – 8 °C)  
A nu se congela. 
$�VH�SURWHMD�GH�OXPLQă� 
$�QX�VH�XWLOL]D�GXSă�GDWD�H[SLUăULL�PDUFDWă�SH�HWLFKHWă GXSă�EXP. 
Perioada de valabLOLWDWH�GXSă�SULPD�GHVFKLGHUH�D�DPEDODMXOXL�SULPDU��D�VH�XWLOL]D�LPHGLDW� 
 
 
12. $7(1ğ,21$5(��$7(1ğ,21Ă5,��63(&,$/Ă��63(&,$/(�� 
 
Precau܊ii speciale pentru fiecare specie ܊intă:$�VH�YDFFLQD�QXPDL�DQLPDOHOH�VăQăWRDVH� 
$QWLFRUSLL�PDWHUQDOL�SRW�LQWHUIHUD�FX�YDFFLQDUHD��6FKHPD�GH�YDFFLQDUH�WUHEXLH�DMXVWDWă�vQ�PRG�
FRUHVSXQ]ăWRU���YH]L�VHF܊LXQHD�“dozaj”) 
ÌQ�FD]XO�vQ�FDUH�SRUFL�IRDUWH�WLQHUL��FX�YkUVWD�GH���VăSWăPkQL��WUHEXLH�YDFFLQD܊L�VH�UHFRPDQGă�
revaccinarea la 8-����VăSWăPkQL�  
 
3UHFDXĠLL�VSHFLDOH�FDUH�WUHEXLH�OXDWH�GH�SHUVRDQD�FDUH�DGPLQLVWUHD]ă�SURGXVXO�PHGLFLQDO�YHWHULQDU�
la animale: 
 
Pentru utilizator: 
$FHVW�SURGXV�PHGLFLQDO�YHWHULQDU�FRQĠLQH�XOHL�PLQHUDO��$XWR-LQMHFWDUHD�LQMHFWDUHD�DFFLGHQWDOă�SRDWH�
SURYRFD�GXUHUL�SXWHUQLFH�úL�LQIODPDĠLL��vQ�VSHFLDO�GDFă�LQMHFWDUHD�VH�IDFH�vQ�DUWLFXODĠLH�VDX�vQ�GHJHW��
iar ï¿½n cazuri rare poate duce la pierderea degetXOXL�DIHFWDW��GDFă�QX�VXQW�DFRUGDWH�vQJULMLUL�
medicale imediat. 
ÌQ�FD]XO�XQHL�LQMHFWăUL�DFFLGHQWDOH�FX�DFHVW�SURGXV��VROLFLWDĠL�LPHGLDW�VIDWXO�PHGLFXOXL�úL�SUH]HQWDĠL�
SURVSHFWXO�SURGXVXOXL��FKLDU�GDFă�D�IRVW�LQMHFWDWă�R�FDQWLWDWH�UHGXVă�GH�SURGXV� 
'DFă�GXUHUHD�SHUVLVWă�PDL�PXOW�GH����RUH�GXSă�H[DPLQDUHD�PHGLFDOă��VROLFLWDĠL�GLQ�QRX�
sfatul medicului. 
 
Pentru medic: 
$FHVW�SURGXV�PHGLFLQDO�YHWHULQDU�FRQĠLQH�XOHL�PLQHUDO��&KLDU�GDFă�DX�IRVW�LQMHFWDWH�FDQWLWăĠL�PLFL�GH�
SURGXV��LQMHFWDUHD�DFFLGHQWDOă�FX�DFHVW�SURGXV�SRDWH�SURYRFD�LQIODPDĠLH�DFFHQWXDWă��FDUH�SRDWH�
FRQGXFH��GH�H[HPSOX��OD�QHFUR]ă�LVFKHPLFă�úL�FKLDU�SLHUGHUHD�XQXL�GHJHW��(VWH�QHFHVDUă�LQWHUYHQĠLD�
FKLUXUJLFDOă�LPHGLDWă��FDOLILFDWă��FDUH�SRDWH�QHFHVLWD�R�LQFL]LH�LPHGLDWă�úL�VSăODUHD�]RQHL�LQMHFWDWH��vQ 
VSHFLDO�vQ�FD]XO�vQ�FDUH�HVWH�LPSOLFDWă�SXOSD degetului sau tendonul. 
 
*HVWDĠLH� 
3RDWH�IL�XWLOL]DW�vQ�SHULRDGD�GH�JHVWDĠLH� 
 
/DFWDĠLH� 
6LJXUDQ܊D�SURGXVXOXL�PHGLFLQDO�YHWHULQDU�QX�D�IRVW�VWDELOLWă�vQ�SHULRDGD�ODFWD܊LHL��$�VH�XWLOL]D�vQ�
conformitate cu evalXDUHD�UDSRUWXOXL�EHQHILFLX�ULVF�HIHFWXDWă�GH�PHGLFXO�YHWHULQDU�UHVSRQVDELO�  
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,QWHUDFĠLXQL�FX�DOWH�SURGXVH�PHGLFLQDOH�VDX�DOWH�IRUPH�GH�LQWHUDFĠLXQH: 
1X�H[LVWă�LQIRUPDĠLL�GLVSRQLELOH�UHIHULWRDUH�OD�VLJXUDQĠD�úL�HILFDFLWDWHD�DFHVWXL�YDFFLQ�FkQG�HVWH�XWLOL]Dt 
FX�DOW�SURGXV�PHGLFLQDO�YHWHULQDU��'HFL]LD�XWLOL]ăULL�DFHVWXL�YDFFLQ�vQDLQWH�VDX�GXSă�RULFDUH�DOW�SURGXV�
PHGLFLQDO�YHWHULQDU�YD�IL�VWDELOLWă�GH�OD�FD]�OD�FD]� 
 
6XSUDGR]DUH��VLPSWRPH��SURFHGXUL�GH�XUJHQĠă��DQWLGRWXUL���GXSă�FD]: 
ÌQ�XUPD�DGPLQLVWUăULL�XQHL GR]H�GXEOH�OD�YLĠHL��PLHL�úL�SXUFHL�QX�DX�IRVW�REVHUYDWH�DOWH�UHDFĠLL�DGYHUVH��
FX�H[FHSĠLD�FHORU�PHQĠLRQDWH�vQ�VHFĠLXQHD�" reacĠii adverse". ÌQ�XQHOH�FD]XUL�SRW�DSăUHD�XOFHUDĠLL�OD�ORFXO�
DGPLQLVWUăULL��,QWHQVLWDWHD�DFHVWRU�UHDFĠLL�SRDWH�FUHúWH�vQ�XUPD�DGPLQLVWUăULL�UHSHWDWH�OD�LQWHUYDOH�PLFL�
de timp.  
 
,QFRPSDWLELOLWăĠL majore: 
A nu se amesteca cu alte produse medicinale veterinare. 
 
 
13. 35(&$8ğ,,�63(&,$/(�3(1758�(/,0,1$5($�352'868/8,�1(87,/,=$7�6$8�

$�'(ù(85,/25��'83Ă�&$= 
 
Orice produs medicinal veterinar QHXWLOL]DW�VDX�GHúHX�SURYHQLW�GLQ�XWLOL]DUHD�XQRU�DVWIHO�GH�SURGXVH�
WUHEXLH�HOLPLQDWH�vQ�FRQIRUPLWDWH�FX�FHULQĠHOH�ORFDOH� 
 
 
14. '$7(�Ì1�%$=$�&Ă525$�$�)267�$352%$7�8/7,0$�'$7Ă�35263(&78/� 
 
 
 
,QIRUPDĠLL�GHWDOLDWH�UHIHULWRDUH�OD�DFHVW�SURGXV�medicinal veterinar sunt disponibile pe website-ul 
$JHQĠLHi Europene a Medicamentelor: http://www.ema.europa.eu/. 
 
 
15. $/7(�,1)250$ğ,, 
 
ï¿½n YHGHUHD�VWLPXOăULL�LPXQLWăĠLL�DFWLYH�OD�ERYLQH��RYLQH�úL�VXLQH�vPSRWULYD�WXOSLQLORU�GH�YLUXúL�DL�IHEUHL�
DIWRDVH�FRUHVSXQ]ăWRU�DFHORUD�FRQĠLQXWH�GH�YDFFLQ� 
 
7HVWHOH�DX�GHPRQVWUDW�XUPăWRDUHOH� 
Vaccinarea la bovine cu tulpinile de virus O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 
14/98, Asia 1 Shamir ܈L�6$7��Saudi Arabia a dus la reducerea semnelor clinice la animalele expuse 
LQIHFĠLHL� 
Vaccinarea la ovine cu tulpina de virus O1 Manisa a dus la reducerea semnelor clinice la animalele 
H[SXVH�LQIHFĠLHL� 
Vaccinarea la suine cu tulpina de virus Asia1 Shamir a dus la reducerea semnelor clinicH�úL�WUDQVPLVLD�
YLUXVXOXL�OD�DQLPDOHOH�H[SXVH�LQIHFĠLHL��9DFFLQDUHD�OD�VXLQH�FX�WXOSLQLOH�GH�YLUXV�2��7DLZDQ��/97 úL�
$���,UDT�D�GXV�OD�UHGXFHUHD�VHPQHORU�FOLQLFH�OD�DQLPDOHOH�H[SXVH�LQIHFĠLHL� 
 
$QWLJHQLL�LQDFWLYDĠL�DL�IHEUHL�DIWRDVH�VXQW�SXULILFDĠL�úL�QX�FRQĠLQ�R�FDQWLWDWH�VXILFLHQWă�GH�SURWHLQH�
QHVWUXFWXUDOH��163��SHQWUX�D�LQGXFH�UăVSXQVXO�DQWLFRUSLORU�vQ�XUPD�DGPLQLVWUăULL�XQXL�YDFFLQ�WULYDOHQW�
FDUH�FRQĠLQH�R�FDQWLWDWH�GH�DQWLJHQ�FRUHVSXQ]ăWRU�FX�FHO�SXĠLQ��� PD50 /tulpină/GR]ă�GH�� ml. 
 
Nu au fost detectDĠL�DQWLFRUSL�FRQWUD�SURWHLQHORU�QHVWUXFWXUDOH��163��XWLOL]kQGX-se kit-ul de test 
PrioCHECK FMDV NS: 
 
- OD�ERYLQH�vQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�XUPDWă�GH�DGPLQLVWUDUHD�XQHL�VLQJXUH�GR]H�

7 VăSWăPkQL PDL�WkU]LX�úL�GH�R�D�WUHLD�YDFFLQDUH�FX�R�VLQJXUă�GR]ă��� VăSWăPkQL GXSă�FHD�GH�D�
doua administrare, 
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- OD�RYLQH�vQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�XUPDWă�GH�DGPLQLVWUDUHD�XQHL�VLQJXUH�GR]H�
5 VăSWăPkQL PDL�WkU]LX�úL�GH�R�D�WUHLD�YDFFLQDUH�FX�R�VLQJXUă�GR]ă�� VăSWăPkQL GXSă�FHD�GH�D�
doua administrare, 

- OD�VXLQH�vQ�XUPD�DGPLQLVWUăULL�XQHL�GR]H�GXEOH�XUPDWă�GH�DGPLQLVWUDUHD�XQHL�VLQJXUH�GR]H�
3 VăSWăPkQL PDL�WkU]LX�úL�GH�R�D�WUHLD�YDFFLQDUH�FX�R�VLQJXUă�GR]ă�� VăSWăPkQL GXSă�FHD�GH�D�
doua administrare, 

 
Dimensiunile ambalajului: 
Cutie de carton cu 1 flacon a 10, 25, 50, 100 sau 150 de doze; 
Cutie de carton cu 10 flacoane a 10, 25, 50, 100 sau 150 de doze. 
 
Nu toate dimensiunile de ambalaje pot fi comercializate. 
 
8WLOL]DUHD�DFHVWXL�SURGXV�PHGLFLQDO�YHWHULQDU�HVWH�SHUPLVă�QXPDL�vQ�DQXPLWH�FRQGLĠLL�VWDELOLWH�Srin 
OHJLVODĠLD�&RPXQLWăĠLL�Europene cu privire la controlul febrei aftoase. 
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