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1. AZ ï¿½LLATGYï¿½GYï¿½SZATI Kï¿½SZï¿½TMï¿½NY NEVE 
 
AFTOVAXPUR DOE emulziï¿½s injekciï¿½ szarvasmarha, juh ï¿½s sertï¿½s rï¿½szï¿½re 
 
 
2. 0,1ė6e*,�e6�0(11<,6e*,�g66=(7e7(/ 
 
Minden adag (2 ml) emulziï¿½ tartalmaz: 
 
Hatï¿½anyagok: 
A N|YHWNH]Ę�WLV]WtWRWW��LQDNWLYiOW�UDJDGyV�V]iM- ï¿½s kï¿½rï¿½mfï¿½jï¿½s vï¿½rustï¿½rzsHNEĘO kivï¿½lasztott maximum 
3 tï¿½rzs:  
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 Arabia ...................................................................................................................  ��� PD50* 
 
*PD50 - Az Eurï¿½pai Gyï¿½gyszerkï¿½nyv 0063 monogrï¿½fiï¿½ja szerint meghatï¿½rozott 50 %-os protektï¿½v 
dï¿½zis szarvasmarhï¿½ban. 
 
$�YpJWHUPpNEH�NHU�OĘ�W|U]VHN�V]iPiW�pV�WtSXViW�D�YpJWHUPpN�J\iUWiVDNRU aktuï¿½lis jï¿½rvï¿½nyï¿½gyi 
helyzethez igazï¿½tjï¿½k, ï¿½s feltï¿½ntetik a cï¿½mkï¿½n. 
 
Adjuvï¿½ns: 
Folyï¿½kony paraffin  ....................................................................................................................... 537 mg 
 
Segï¿½danyagok: 
A segï¿½danyagok teljes felsorolï¿½sï¿½t lï¿½sd: 6.1 szakasz. 
 
 
3. GYï¿½GYSZERFORMA 
 
Emulziï¿½s injekciï¿½. 
Felrï¿½zï¿½s utï¿½n fehï¿½r emulziï¿½. 
 
 
4. KLINIK$,�-(//(0=ė. 
 
4.1 Cï¿½lï¿½llat faj(ok) 
 
Szarvasmarha, juh ï¿½s sertï¿½s. 
 
4.2 Terï¿½piï¿½s javallatok cï¿½lï¿½llat fajonkï¿½nt  
 
Ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s elleni aktï¿½v immunizï¿½lï¿½s a klinikai tï¿½netek csï¿½kkentï¿½sï¿½re szarvasmarha, 
juh ï¿½s sertï¿½s esetï¿½ben 2 hetes kortï¿½l.  
 
A vï¿½dettsï¿½g kezdete:  
Szarvasmarha ï¿½s juh: 7 nap a vakcinï¿½zï¿½s utï¿½n. 
Sertï¿½sek: 4 hï¿½t a vakcinï¿½zï¿½s utï¿½n. 
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Immunitï¿½startï¿½ssï¿½g: szarvasmarha, juh ï¿½s sertï¿½s oltï¿½sa neutralizï¿½lï¿½ ellenanyagok NpS]ĘGï¿½sï¿½t vï¿½ltja ki, 
amelyek legalï¿½bb 6 hï¿½napon ï¿½t perzisztï¿½lnak. Szarvasmarhï¿½ban a protektï¿½v szint feletti ellenanyag 
szinteket mï¿½rtek. 
 
4.3 Ellenjavallatok 
 
Nincs. 
 
4.4 Kï¿½lï¿½nleges figyelmeztetï¿½sek minden cï¿½lï¿½llat fajra vonatkozï¿½an 
 
Kizï¿½rï¿½lag egï¿½szsï¿½ges ï¿½llatok vakcinï¿½zhatï¿½k.  
$]�DQ\DL�HUHGHWĦ�HOOHQDQ\DJRN�MHOHQOpWH�PHJ]DYDUKDWja a vakcinï¿½zï¿½st, ezï¿½rt a vakcinï¿½zï¿½si programot 
eszerint kell kialakï¿½tani (lï¿½sd 4.9 szakasz). 
Amikor nagyon fiatal (2 hetes korï¿½) malacokat kell oltani, 8-10 hetes korban ï¿½jraoltï¿½suk javasolt. 
 
4.5 Az alkalmazï¿½ssal kapcsolatos kï¿½lï¿½nleges ï¿½vintï¿½zkedï¿½sek 
 
A kezelt ï¿½llatokra vonatkozï¿½ kï¿½lï¿½nleges ï¿½vintï¿½zkedï¿½sek  
1HP�pUWHOPH]KHWĘ� 
 
$]�iOODWRN�NH]HOpVpW�YpJ]Ę�V]HPpO\UH�YRQDWNR]y�N�O|QOHJHV�yYLQWp]NHGpVHN� 
 
A felhasznï¿½lï¿½ figyelmï¿½be: 
Az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny ï¿½svï¿½nyi olajat tartalmaz. A vï¿½letlen befecskendezï¿½s/ï¿½ninjekciï¿½zï¿½s 
rï¿½vï¿½n a szervezetbe jutott kï¿½szï¿½tmï¿½ny eUĘV�IiMGDOPDW��GX]]DQDWRW�RNR]KDW��N�O|Q|VHQ��KD�a beadï¿½s 
ï¿½zï¿½letet vagy ujjat ï¿½rint, ï¿½s ha nem tï¿½rtï¿½nik azonnali orvosi beavatkozï¿½s, ritkï¿½n az ï¿½rintett ujj 
elvesztï¿½se is bekï¿½vetkezhet. 
Ha befecskendezï¿½s ï¿½tjï¿½n az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nynek akï¿½r csekï¿½ly mennyisï¿½ge is bejut a 
EHDGiVW�YpJ]Ę�V]HPpO\�V]HUYH]HWpEH��haladï¿½ktalanul orvoshoz kell fordulni, bemutatva a kï¿½szï¿½tmï¿½ny 
hasznï¿½lati utasï¿½tï¿½sï¿½t. 
Ismï¿½telten orvoshoz kell fordulni, ha a fï¿½jdalom 12 ï¿½rï¿½val az orvosi vizsgï¿½lat utï¿½n mï¿½g 
mindig fennï¿½ll! 
 
Az orvos figyelmï¿½be: 
Az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny ï¿½svï¿½nyi olajat tartalmaz. Vï¿½letlen befecskendezï¿½s rï¿½vï¿½n a szervezetbe 
jutva, a kï¿½szï¿½tmï¿½nynek akï¿½r csekï¿½ly mennyisï¿½ge is nagyfokï¿½ duzzanatot okozhat, amely akï¿½r isï¿½miï¿½s 
nekrï¿½zishoz��VĘW�D]�pULQWHWW�XMM�HOYHV]WpVpKH]�YH]HWKHW��$]�HVHW�$=211$/,�V]DNV]HUĦ�VHEpV]L�HOOiWiVW�
LJpQ\HO��DPHO\�VRUiQ�V]�NVpJ�OHKHW�D]�LQMHNWiOW�WHU�OHW�PLHOĘEEL�IHOWiUiViUD�pV�iW|EOtWpVpUH��N�O|Q|VHQ��
ha ujjbegy vagy ï¿½n is ï¿½rintett. 
 
4.6 Mellï¿½khatï¿½sok (gyakorisï¿½ga ï¿½s sï¿½lyossï¿½ga) 
 
A legtï¿½bb ï¿½llatban egy adag vakcina beadï¿½sa utï¿½n nagyon gyakran duzzanat alakult ki (legfeljebb 
12 FP�iWPpUĘMĦ�NpUĘG]ĘNEHQ�pV���FP�iWPpUĘMĦ�VHUWpVHNEHQ�� Ez a helyi reakciï¿½ az oltï¿½s utï¿½ni 
nï¿½gyhetes LGĘV]DN�DODWW rendszerint elmï¿½lik, de kisszï¿½mï¿½ ï¿½llatban fennmaradhat tovï¿½bb is. 
Az oltï¿½s utï¿½n 4 napig g\DNUDQ�PHJILJ\HOKHWĘ�D�UHNWiOLV�KĘPpUVpNOHW�HQ\KH, legfeljebb 1,2 °C-os 
emelkedï¿½se mï¿½s generalizï¿½lt klinikai tï¿½net nï¿½lkï¿½l. 
 
A mellï¿½khatï¿½sok gyakorisï¿½gï¿½t az alï¿½bbi ï¿½tmutatï¿½s szerint kell meghatï¿½rozni: 
-  nagyon gyakori (10 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l jelentkezik) 
-  gyakori (100 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l, de kevesebb mint 10-nï¿½l jelentkezik)  
-  nem gyakori (1000 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l, de kevesebb mint 10-nï¿½l jelentkezik) 
-  ritka (10000 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l, de kevesebb mint 10-nï¿½l jelentkezik) 
-  nagyon ritka (10000 kezelt ï¿½llatbï¿½l kevesebb mint 1-nï¿½l jelentkezik, beleï¿½rtve az izolï¿½lt eseteket 

is). 
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4.7 9HPKHVVpJ��ODNWiFLy�YDJ\�WRMiVUDNiV�LGHMpQ�W|UWpQĘ�DONDOPD]iV 
 
Vemhessï¿½g: 
A vemhessï¿½g ideje alatt alkalmazhatï¿½. 
 
Laktï¿½ciï¿½: 
Az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny ï¿½rtalmatlansï¿½ga nem igazolt laktï¿½ciï¿½ idejï¿½n. .L]iUyODJ�D�IHOHOĘV�
iOODWRUYRV�HOĘQ\�NRFNi]DW�pUWpNHOï¿½se szerint alkalmazhatï¿½.  
 
4.8 Gyï¿½gyszerkï¿½lcsï¿½nhatï¿½sok ï¿½s egyï¿½b interakciï¿½k 
 
Nem ï¿½ll rendelkezï¿½sre informï¿½ciï¿½ a vakcina PiV�iOODWJ\yJ\iV]DWL�NpV]tWPpQQ\HO�W|UWpQĘ�HJ\LGHMĦ�
alkalmazï¿½sï¿½nak hatï¿½konysï¿½gï¿½ra ï¿½s ï¿½rtalmatlansï¿½gra vonatkozï¿½an. A vakcina hasznï¿½lata HOĘWW�YDJ\�
utï¿½n mï¿½s ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny alkalmazï¿½sï¿½t az eset egyedi PHJtWpOpVpWĘO�I�JJĘHQ�
szï¿½ksï¿½ges eldï¿½nteni. 
 
4.9 Adagolï¿½s ï¿½s alkalmazï¿½si mï¿½d 
 
Az injekciï¿½s ï¿½veg tartalmï¿½t D]�LQMHNFLyVWĦ�EHV]~UiVD�HOĘWW�enyhe keverï¿½ssel homogenizï¿½lni kell. Ezt a 
OHJFpOV]HUĦEE�D]�LQMekciï¿½s ï¿½veg IHMMHO�OHIHOp�W|UWpQĘ�W|EEV]|UL ï¿½tfordï¿½tï¿½sï¿½val elvï¿½gezni. A vakcina nem 
NHYHUKHWĘ�pOpQN�Ui]iVVDO��PHUW az lï¿½gbuborï¿½kok beszorulï¿½sï¿½hoz vezet. 
FHOKDV]QiOiV�HOĘWW D�NpV]tWPpQ\�QHP�PHOHJtWKHWĘ� 
Alkalmazza a szokï¿½sos aszeptikus myGV]HUHNHW��.HU�OMH�HO�D�YDNFLQD�V]HQQ\H]pVpW�D]�HOVĘ�IHOQ\LWiVNRU�
ï¿½s a hasznï¿½lat sorï¿½n. 
 
Alapimmunizï¿½lï¿½s: 
Szarvasmarha 2 hetes kortï¿½l: egy adag (2 ml), subcutan. 
Juh 2 hetes kortï¿½l:  egy adag (2 ml), subcutan. 
Sertï¿½s 2 hetes kortï¿½l: egy adag (2 ml), intramuscularisan. 
6RUR]DWROWy�IHFVNHQGĘ�KDV]QiODWD�DMiQORWW� 
 
(POpNH]WHWĘ�ROWiV: hathavonta. 
 
Amikor anyai ellenanyagok jelenlï¿½tï¿½ben kell az ï¿½llatokat oltani, 8-10 hetes korban ï¿½jraoltï¿½suk 
javasolt. 
 
4.10 7~ODGDJROiV��W�QHWHN��V�UJĘVVpJL�LQWp]NHGpVHN��DQWLGRWXmok), ha szï¿½ksï¿½ges 
 
Borjï¿½ban, bï¿½rï¿½nyban ï¿½s malacban kï¿½tszeres adag beadï¿½sa utï¿½n a 4.6 pontban emlï¿½tetteken kï¿½vï¿½l nem 
figyeltek meg semmilyen mellï¿½khatï¿½st. 
Nï¿½hï¿½ny esetben HOĘIRUGXOKDW�IHNpO\NpS]ĘGpV�D]�LQMHNFLy�EHDGiVL�KHO\pQ��Rï¿½vid idĘN|]|NNHO�LVPpWHOW�
adagolï¿½st N|YHWĘHQ�H]HQ�UHDNFLyN�LQWHQ]LWiVD�Q|YHNHGKHW� 
 
4.11 ï¿½lelmezï¿½s-HJpV]VpJ�J\L�YiUDNR]iVL�LGĘ�N� 
 
Nulla nap. 
 
 
5. IMMUNOLï¿½GIAI TULAJDONSï¿½GOK 
 
Farmakoterï¿½piï¿½s csoport: inaktivï¿½lt vï¿½rusvakcina, ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s vï¿½rus. 
ï¿½llatgyï¿½gyï¿½szati ATC kï¿½d: QI02AA04. 
 
6]DUYDVPDUKD��MXK�pV�VHUWpV�DNWtY�LPPXQLWiViQDN�NLYiOWiViUD�D�YDNFLQiEDQ�OHYĘ�WLV]WtWRWW��LQDNWLYiOW 
ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s vï¿½rustï¿½rzs antigï¿½nek ellen. 
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.tVpUOHWHNNHO�D�N|YHWNH]ĘNHW�EL]RQ\tWRWWiN� 
Szarvasmarha O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, Asia1 Shamir ï¿½s SAT2 
Saudi Arabia W|U]VHNNHO�W|UWpQĘ�YDNFLQi]iVD D�IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWH�D�NOLQLNDL�
tï¿½neteket. 
-XK�2��0DQLVD�W|U]]VHO�W|UWpQĘ�YDNFLQi]iVD�D�IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWH�D�
klinikai tï¿½neteket. 
Sertï¿½s Asia1 Shamir tï¿½rzzseO�W|UWpQĘ�YDNFLQi]iVD�D�IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FVï¿½kkentette a klinikai 
tï¿½neteket ï¿½s a vï¿½rusï¿½rï¿½tï¿½st. 6HUWpV�2�7DLZDQ������pV�$���,UDT�W|U]VHNNHO�W|UWpQĘ�YDNFLQi]iVD�D�
IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWe a klinikai tï¿½neteket. 
 
Az inaktivï¿½lt ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s antigï¿½nek tisztï¿½tottak, ï¿½s ahhoz nem tartalmaznak HOHJHQGĘ�
PHQQ\LVpJĦ�QHP-strukturï¿½lis fehï¿½rjï¿½t (NSF), hogy ellenanyag vï¿½laszt indukï¿½ljanak egy legalï¿½bb 
15 PD50/tï¿½rzs/2 ml-es adagnak megfelHOĘ�PHQQ\LVpJĦ�DQWLJpQW�WDUWDOPD]y�WULYDOHQV�YDNFLQD�
beadï¿½sï¿½t N|YHWĘHQ. 
 
NSF elleni ellenanyagokat nem mutattak ki PrioCHECK FMDV NS test kittel: 
 
- V]DUYDVPDUKiEDQ�NpWV]HUHV�DGDJ�EHDGiViW�N|YHWĘHQ, amit egyetlen adag kï¿½vetett ��KpWWHO�NpVĘEE�

ï¿½s egy harmadik oltï¿½s egyetlen adaggal 13 hï¿½ttel a mï¿½sodik adag utï¿½n, 
- juhEDQ�NpWV]HUHV�DGDJ�EHDGiViW�N|YHWĘHQ��DPLW�HJ\HWOHQ�DGDJ�N|YHWHWW 5 KpWWHO�NpVĘEE�pV�HJ\�

harmadik oltï¿½s egyetlen adaggal 7 hï¿½ttel a mï¿½sodik adag utï¿½n, 
- sertï¿½sbeQ�NpWV]HUHV�DGDJ�EHDGiViW�N|YHWĘHQ��DPLt egyetlen adag kï¿½vetett 3 KpWWHO�NpVĘEE�pV�HJ\�

harmadik oltï¿½s egyetlen adaggal 7 hï¿½ttel a mï¿½sodik adag utï¿½n. 
 
 
6. GYï¿½GYSZERï¿½SZETI -(//(0=ė. 
 
6.1 Segï¿½danyagok felsorolï¿½sa 
 
Paraffin, folyï¿½kony 
Mannid-monooleï¿½t 
Poliszorbï¿½t 80 
Trometamol 
Nï¿½trium-klorid 
Kï¿½lium-dihidrogï¿½n-foszfï¿½t 
Kï¿½lium-klorid 
Vï¿½zmentes dinï¿½trium-foszfï¿½t 
Kï¿½lium-hidroxid 
Vï¿½z injekciï¿½s cï¿½lra. 
 
6.2 )ĘEE�inkompatibilitï¿½sok 
 
1HP�NHYHUKHWĘ mï¿½s ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nnyel. 
 
6.3 )HOKDV]QiOKDWyViJL�LGĘWDUWDP� 
 
A kereskedelmi csomagolï¿½sï¿½ Asia1 Shamir tï¿½rzset nem tartalmazï¿½ ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny 
felhasznï¿½lhatï¿½: 6 hï¿½nap. 
A kereskedelmi csomagolï¿½sï¿½ Asia1 Shamir tï¿½rzset tartalmazï¿½ ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny 
felhasznï¿½lhatï¿½: 2 hï¿½nap. 
$�N|]YHWOHQ�FVRPDJROiV�HOVĘ�felbontï¿½sa utï¿½n felhasznï¿½lhatï¿½: azonnal felhasznï¿½landï¿½. 
 
6.4 .�O|QOHJHV�WiUROiVL�HOĘtUiVRN 
 
+ĦWYH�(2 °C – 8 °C) tï¿½rolandï¿½ ï¿½s szï¿½llï¿½tandï¿½. 
Nem fagyaszthatï¿½. 
)pQ\WĘO�YpGYH�WDUWDQGy� 
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6.5 A kï¿½zvetlen csomagolï¿½s jellege ï¿½s elemei 
 
Polipropilï¿½n palack nitril-elasztomer zï¿½rral ï¿½s alumï¿½nium kupakkal lezï¿½rva. 
 
Kiszerelï¿½sek: 
- 1 x 10, 25, 50, 100 vagy 150 adagos palack, papï¿½rdobozban. 
- 10 x 10, 25, 50, 100 vagy 150 adagos palack, papï¿½rdobozban. 
 
(OĘIRUGXOKDW��KRJ\�QHP�PLQGHQ�NLV]HUHOpV kerï¿½l kereskedelmi forgalomba. 
 
6.6 A fel nem hasznï¿½lt ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny vagy a kï¿½szï¿½tmï¿½ny felhasznï¿½lï¿½sï¿½bï¿½l 

szï¿½rmazï¿½ hulladï¿½kok megsemmisï¿½tï¿½sï¿½re vonatkozï¿½ kï¿½lï¿½nleges utasï¿½tï¿½sok 
 
$�IHO�QHP�KDV]QiOW�iOODWJ\yJ\iV]DWL�NpV]tWPpQ\W��YDODPLQW�D�NHOHWNH]Ę�KXOODGpNRNDW�D�KHO\L�
kï¿½vetelmï¿½nyeknek mHJIHOHOĘHQ�NHOO�PHJVHPPLVtWHQL� 
 
 
7. A FORGALOMBA HOZATALI ENGEDï¿½LY JOGOSULTJA 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
Nï¿½METORSZï¿½G 
 
 
8. A FORGALOMBA HOZATALI ENGEDï¿½LY SZï¿½MA(I) 
 
EU/2/13/153/001– 850 
 
 
9. $�)25*$/20%$�+2=$7$/,�(1*('e/<�(/6ė�

KIADï¿½Sï¿½NAK/MEGï¿½Jï¿½Tï¿½Sï¿½NAK Dï¿½TUMA  
 
$�IRUJDORPED�KR]DWDOL�HQJHGpO\�HOVĘ�NLDGiViQDN�dï¿½tuma: 2013/07/15 
A forgalomba hozatali engedï¿½ly megï¿½jï¿½tï¿½sï¿½nak dï¿½tuma: 14/06/2018 
 
 
10. A SZï¿½VEG FELï¿½LVIZSGï¿½LATï¿½NAK Dï¿½TUMA 
 
ï¿½ï¿½ï¿½ï¿½/HH/NN 
 
(UUĘO�D]�iOODWJ\yJ\iV]DWL�NpV]tWPpQ\UĘO�UpV]OHWHV�LQIRUPiFLy�WDOiOKDWy az Eurï¿½pai 
Gyï¿½gyszerï¿½gynï¿½ksï¿½g honlapjï¿½n (http://www.ema.europa.eu). 
 
 
A FORGALMAZï¿½SRA, KIADï¿½SRA ï¿½S/VAGY FELHASZNï¿½Lï¿½SRA VONATKOZï¿½ 
TILALMAK 
 
Mindenkinek, aki ennek az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nynek a gyï¿½rtï¿½sï¿½val, behozatalï¿½val, 
birtoklï¿½sï¿½val, forgalmazï¿½sï¿½val, kiadï¿½sï¿½val ï¿½s felhasznï¿½lï¿½sï¿½val kï¿½vï¿½n foglalkozni, HOĘV]|U�konzultï¿½lnia 
NHOO�D]�LOOHWĘ�WDJiOODP�LOOHWpNHV�KDWyViJiYDO�D]�DNWXiOLV�YDNFLQi]iVL�VWUDWpJLiYDO�NDSFVRODWEDQ, mivel a 
nemzeti MRJL�V]DEiO\R]iVQDN�PHJIHOHOĘHQ�H]HN�D�WHYpNHQ\VpJHN�tiltva lehetnek a tagï¿½llam teljes 
terï¿½letï¿½n vagy annak egy rï¿½szï¿½n. 
Ezen ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny felhasznï¿½lï¿½sa csak az eurï¿½pai kï¿½zï¿½ssï¿½gi jog ï¿½ltal a ragadï¿½s szï¿½j- ï¿½s 
kï¿½rï¿½mfï¿½jï¿½s elleni vï¿½dekezï¿½sre vonatkozï¿½an meghatï¿½rozott kï¿½lï¿½nleges kï¿½rï¿½lmï¿½nyek kï¿½zï¿½tt 
engedï¿½lyezett. 
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II. sz. MELLï¿½KLET 
 
A. A BIOLï¿½G,$,�+$7Ï$1<$*2.�(/ėÈ//Ë7Ï-$�e6 A GYï¿½RTï¿½SI Tï¿½TELEK 

)(/6=$%$'Ë7È6Èe57�)(/(/ė6�*<È57Ï� 
 
B. A FORGALOMBA HOZATALI ENGEDï¿½LYNEK A KIADï¿½SRA ï¿½S A 

FELHASZNï¿½Lï¿½SRA VONATKOZï¿½ FELTï¿½TELEI ï¿½S KORLï¿½TOZï¿½SAI  
 
C. A MAXIMï¿½LIS MARADï¿½KANYAG HATï¿½Rï¿½RTï¿½KEK (MRL) 

MEGï¿½LLAPï¿½Tï¿½SA 
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A. A BIOLï¿½GIAI HATï¿½ANYAG2.�(/ėÈ//Ë7Ï-$�ï¿½S A GYï¿½RTï¿½SI Tï¿½TELEK 
)(/6=$%$'Ë7È6Èe57�)(/(/ė6�*<È57Ï� 

 
$�ELROyJLDL�KDWyDQ\DJRN�HOĘiOOtWyMiQDN neve ï¿½s cï¿½me 
 
BOEHRINGER INGELHEIM ANIMAL HEALTH Netherlands B.V.  
Houtribweg 39 
8221 RA Lelystad 
HOLLANDIA 
 
A gyï¿½rtï¿½si tï¿½WHOHN�IHOV]DEDGtWiVipUW�IHOHOĘV�J\iUWy�QHYH�pV�FtPH 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’aviation  
69800 Saint Priest 
FRANCIAORSZï¿½G 
 
 
B. A FORGALOMBA HOZATALI ENGEDï¿½LYNEK A KIADï¿½SRA ï¿½S A 

FELHASZNï¿½Lï¿½SRA VONATKOZï¿½ FELTï¿½TELEI ï¿½S KORLï¿½TOZï¿½SAI 
 
Kizï¿½rï¿½lag ï¿½llatorvosi vï¿½nyre adhatï¿½ ki. 
 
$]�(XUySDL�3DUODPHQW�pV�7DQiFV���������(.�LUiQ\HOYH�����FLNNpQHN�PHJIHOHOĘHQ��D�WDJiOODPRN, 
nemzeti szabï¿½lyozï¿½sukkal ï¿½sszhangban, megtilthatjï¿½k terï¿½letï¿½k egï¿½szï¿½re vagy egy rï¿½szï¿½re 
vonatkozï¿½an az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny gyï¿½rtï¿½sï¿½t, behozatalï¿½t, birtoklï¿½sï¿½t, forgalmazï¿½sï¿½t, 
NLDGiViW�pV�YDJ\�IHOKDV]QiOiViW��DPHQQ\LEHQ�YDOyV]tQĦVtWKHWĘ��KRJ\� 
 
a) a kï¿½szï¿½tmï¿½ny alkalmazï¿½sa az ï¿½llatbetegsï¿½gek diagnosztikï¿½jï¿½t, az azok elleni vï¿½dekezï¿½st vagy a 

IHOV]iPROiVXNDW�pULQWĘ�QHP]HWL�SURJUDPRN�YpJUHKDMWiViW�JiWROMD��LOOHWYH�QHKp]VpJHNHW�IRJ�
RNR]QL�DQQDN�LJD]ROiViEDQ��KRJ\�D]�pOĘiOODWRN, az ï¿½lelmiszerek vagy mï¿½s, a kezelt ï¿½llatoktï¿½l 
V]iUPD]y�WHUPpNHN�IHUWĘ]pVPHQWHVHN� 

 
b) az a betegsï¿½g, amellyel szemben a kï¿½szï¿½tmï¿½ny immunitï¿½st biztosï¿½t, az adott terï¿½let nagy rï¿½szï¿½n 

QHP�IRUGXO�HOĘ� 
 
Ezen ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny felhasznï¿½lï¿½sa csak az eurï¿½pai kï¿½zï¿½ssï¿½gi jog ï¿½ltal a ragadï¿½s szï¿½j- ï¿½s 
kï¿½rï¿½mfï¿½jï¿½s elleni vï¿½dekezï¿½sre vonatkozï¿½an meghatï¿½rozott kï¿½lï¿½nleges kï¿½rï¿½lmï¿½nyek kï¿½zï¿½tt 
engedï¿½lyezett. 
 
 
C. A MAXIMï¿½LIS MARADï¿½KANYAG HATï¿½Rï¿½RTï¿½KEK (MRL) MEGï¿½LLAPï¿½Tï¿½SA 
 
$�ELROyJLDL�HUHGHWĦ�KDWyDQ\DJ��DPLW�DNWtY immunizï¿½lï¿½sra hasznï¿½lnak, nem esik a 470/2009 sz. 
Bizottsï¿½gi Rendelet hatï¿½lya alï¿½. 
 
Az SPC 6.1 bekezdï¿½sï¿½ben felsorolï¿½sra kerï¿½lt segï¿½danyagok (az adjuvï¿½nsokat is beleï¿½rtve) vagy olyan 
engedï¿½lyezett vegyï¿½letek, amelyekre a 37/2010 sz. Bizottsï¿½gi Rendelet mellï¿½kletï¿½nek 1. tï¿½blï¿½zata 
szerint nem szï¿½ksï¿½ges meghatï¿½rozni MRL ï¿½rtï¿½ket, vagy nem tartoznak a 470/2009 sz. Bizottsï¿½gi 
Rendelet hatï¿½lya alï¿½, amikor az adott ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nyben felhasznï¿½lï¿½sra kerï¿½lnek. 
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III. sz. MELLï¿½KLET 
 

Cï¿½MKESZï¿½VEG ï¿½S HASZNï¿½LATI UTASï¿½Tï¿½S 
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A. Cï¿½MKESZï¿½VEG 
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$�.h/6ė�&620$*2/È621 )(/7h17(7(1'ė�$'$72. 
 
Karton doboz 
 
1. AZ ï¿½LLATGYï¿½GYï¿½SZATI Kï¿½SZï¿½TMï¿½NY NEVE 
 
AFTOVAXPUR DOE emulziï¿½s injekciï¿½ szarvasmarha, juh ï¿½s sertï¿½s rï¿½szï¿½re 
 
 
2. HATï¿½ANYAGOK MEGNEVEZï¿½SE 
 
Inaktivï¿½lt RSZKF antigï¿½n ��6 szarvasmarha PD50 tï¿½rzsenkï¿½nt 
 
 
3. GYï¿½GYSZERFORMA 
 
Emulziï¿½s injekciï¿½. 
 
 
4. KISZERELï¿½SI EGYSï¿½G 
 
10 adag 
25 adag 
50 adag 
100 adag 
150 adag 
10 x 10 adag 
10 x 25 adag 
10 x 50 adag 
10 x 100 adag 
10 x 150 adag 
 
 
5.  Cï¿½Lï¿½LLAT FAJOK 
 
Szarvasmarha, juh ï¿½s sertï¿½s 
 

 
 
6. JAVALLAT(OK) 
 
 
 
7. ADAGOLï¿½S ï¿½S AZ ALKALMAZï¿½S Mï¿½DJA  
 
Szarvasmarha ï¿½s juh: subcutan. 
Sertï¿½s: intramuscularisan. 
 
$ONDOPD]iV�HOĘWW�ROYDVVD�HO�D�KDV]QiODWL�XWDVtWiVW� 
 
 

A g
yÄ

gy
sz

er
kÅ

sz
Çtm

Ån
y 

fo
rg

al
om

ba
 h

oz
at

al
i e

ng
ed

Ål
ye

 m
eg

sz
Én

t



12 

8. ï¿½LELMEZï¿½S-(*e6=6e*h*<,�9È5$.2=È6,�,'ė(K)  
 
ï¿½lelmezï¿½s-egï¿½szsï¿½gï¿½gyi vï¿½rakoziVL�LGĘ��1XOOD�QDS� 
 
 
9. Kï¿½Lï¿½NLEGES FIGYELMEZTETï¿½S(EK) HA SZï¿½KSï¿½GESEK 
 
A vï¿½letlen befecskendezï¿½s veszï¿½lyes . 
 
 
10. LEJï¿½RATI IDė 
 
EXP {hï¿½nap/ï¿½v} 
Felbontï¿½s utï¿½n azonnal felhasznï¿½landï¿½. 
 
 
11. .h/g1/(*(6�7È52/È6,�(/ėË5È62. 
 
+ĦWYH��� °C – 8 °C) tï¿½rolandï¿½ ï¿½s szï¿½llï¿½tandï¿½. 
Nem fagyaszthatï¿½. 
)pQ\WĘO�YpGYH�WDUWDQGy� 
 
 
12. Kï¿½Lï¿½NLEGES ï¿½VINTï¿½ZKEDï¿½SEK A FEL NEM HASZNï¿½LT Kï¿½SZï¿½TMï¿½NYEK 

VAGY HULLADï¿½KAIK ï¿½RTALMATLANNï¿½ Tï¿½TELï¿½RE, HA SZï¿½KSï¿½GES 
 
ï¿½rtalmatlannï¿½ tï¿½tel: olvassa el a hasznï¿½lati utasï¿½tï¿½st. 
 
 
13. „KIZï¿½Rï¿½LAG ï¿½LLATGYï¿½GYï¿½SZATI ALKALMAZï¿½SRA” SZAVAK ï¿½S A 

KIADHATï¿½Sï¿½GRA ï¿½S FELHASZNï¿½Lï¿½SRA VONATKOZï¿½ FELTï¿½TELEK ï¿½S 
KORLï¿½TOZï¿½SOK, AMENNYIBEN ALKALMAZHATï¿½  

 
Kizï¿½rï¿½lag ï¿½llatgyï¿½gyï¿½szati alkalmazï¿½sra. Kizï¿½rï¿½lag ï¿½llatorvosi vï¿½nyre adhatï¿½ ki. 
 
Az AFTOVAXPUR DOE gyï¿½rtï¿½sa, behozatala, birtoklï¿½sa, forgalmazï¿½sa, kiadï¿½sa ï¿½s/vagy 
felhasznï¿½lï¿½sa az egyes tagï¿½llamok teljes terï¿½letï¿½n vagy annak egy rï¿½szï¿½n tiltva lehet, tovï¿½bbi 
informï¿½ciï¿½ï¿½rt lï¿½sd a hasznï¿½lati utasï¿½tï¿½st. 
 
 
14. Ä*<(50(.(.�(/ė/�*21'26$1�(/�.(//�=È51,�´�6=$9$. 
 
*\HUPHNHN�HOĘO�JRQGRVDQ�HO�NHOO�]iUQL�� 
 
 
15. A FORGALOMBA HOZATALI ENGEDï¿½LY JOGOSULTJï¿½NAK NEVE ï¿½S Cï¿½ME 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
Nï¿½METORSZï¿½G 
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16. A FORGALOMBA HOZATALI ENGEDï¿½LY SZï¿½MA(I) 
 
EU/2/13/153/001-850 
 
 
17. A GYï¿½RTï¿½SI Tï¿½TEL SZï¿½MA 
 
Lot {szï¿½m} 
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A Kï¿½ZVETLEN CSOMAGOLï¿½SON )(/7h17(7(1'ė�$'$72. 
 
50, 100 ï¿½s 150 adagos palack 
 
 
1. AZ ï¿½LLATGYï¿½GYï¿½SZATI Kï¿½SZï¿½TMï¿½NY NEVE 
 
AFTOVAXPUR DOE  
Emulziï¿½s injekciï¿½ szarvasmarha, juh ï¿½s sertï¿½s rï¿½szï¿½re 
 
 
2. HATï¿½ANYAGOK MEGNEVEZï¿½SE  
 
Tisztï¿½tott, inaktivï¿½lt RSZKF antigï¿½n ��6 szarvasmarha PD50 tï¿½rzsenkï¿½nt 
 
 
3. GYï¿½GYSZERFORMA 
 
Emulziï¿½s injekciï¿½. 
 
 
4. KISZERELï¿½SI EGYSï¿½G 
 
50 adag  
100 adag 
150 adag 
 
 
5. Cï¿½Lï¿½LLAT FAJOK 
 
Szarvasmarha, juh ï¿½s sertï¿½s 

 
 
 
6. JAVALLAT(OK) 
 
 
 
7. ADAGOLï¿½S ï¿½S AZ ALKALMAZï¿½S Mï¿½DJA  
 
Szarvasmarha ï¿½s juh: SC. 
Sertï¿½s: IM. 
$ONDOPD]iV�HOĘWW�ROYDVVD�HO�D�KDV]QiODWL�XWDVtWiVW� 
 
 
8. ï¿½LELMEZï¿½S-(*e6=6e*h*<,�9È5$.2=È6,�,'ė(K)  
 
ï¿½lelmezï¿½s-HJpV]VpJ�J\L�YiUDNR]iVL�LGĘ��1XOOD�QDS� 
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9. Kï¿½Lï¿½NLEGES FIGYELMEZTETï¿½S(EK) HA SZï¿½KSï¿½GESEK 
 
A vï¿½letlen befecskendezï¿½s veszï¿½lyes.  
 
 
10. /(-È5$7,�,'ė 
 
EXP {hï¿½nap/ï¿½v} 
Felbontï¿½s utï¿½n azonnal felhasznï¿½landï¿½. 
 
 
11. .h/g1/(*(6�7È52/È6,�(/ėË5È62. 
 
+ĦWYH�WiURODQGï¿½ ï¿½s szï¿½llï¿½tandï¿½. 
Nem fagyaszthatï¿½. 
)pQ\WĘO�YpGYH�WDUWDQGy� 
 
 
12. Kï¿½Lï¿½NLEGES ï¿½VINTï¿½ZKEDï¿½SEK A FEL NEM HASZNï¿½LT Kï¿½SZï¿½TMï¿½NYEK 

VAGY HULLADï¿½KAIK ï¿½RTALMATLANNï¿½ Tï¿½TELï¿½RE, HA SZï¿½KSï¿½GES 
 
 
 
13. „KIZï¿½Rï¿½LAG ï¿½LLATGYï¿½GYï¿½SZATI ALKALMAZï¿½SRA” SZAVAK ï¿½S A 

KIADHATï¿½Sï¿½GRA ï¿½S FELHASZNï¿½Lï¿½SRA VONATKOZï¿½ FELTï¿½TELEK ï¿½S 
KORLï¿½TOZï¿½SOK, AMENNYIBEN ALKALMAZHATï¿½  

 
Kizï¿½rï¿½lag ï¿½llatgyï¿½gyï¿½szati alkalmazï¿½sra - kizï¿½rï¿½lag ï¿½llatorvosi vï¿½nyre adhatï¿½ ki 
 
 
14. Ä*<(50(.(.�(/ė/�*21'26$1�(/�.(//�=È51,�´�6=$9$. 
 
 
 
15. A FORGALOMBA HOZATALI ENGEDï¿½LY JOGOSULTJï¿½NAK NEVE ï¿½S Cï¿½ME 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
Nï¿½METORSZï¿½G 
 
 
16. A FORGALOMBA HOZATALI ENGEDï¿½LY SZï¿½MA(I) 
 
EU/2/13/153/001-850 
 
 
17. A GYï¿½RTï¿½SI Tï¿½TEL SZï¿½MA 
 
Lot {szï¿½m} A g
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$�.,60e5(7ĥ�.g=9(7/(1�&620$*2/È6,�(*<6e*(.(1�0,1,0È/ISAN 
)(/7h17(7(1'ė�$'$72. 
 
10 vagy 25 adagos palack 
 
 
1. AZ ï¿½LLATGYï¿½GYï¿½SZATI Kï¿½SZï¿½TMï¿½NY NEVE  
 
AFTOVAXPUR DOE  
Emulziï¿½s injekciï¿½ szarvasmarha, juh ï¿½s sertï¿½s rï¿½szï¿½re 

 
 
2. A HATï¿½ANYAG(OK) MENNYISï¿½GE 
 
RSZKF antigï¿½n ����PD50 tï¿½rzsenkï¿½nt 
 
 
3. A TARTALOM Tï¿½MEGE, Tï¿½RFOGATA VAGY ADAGSZï¿½MA 
 
10 adag 
25 adag 
 
 
4. ALKALMAZï¿½SI Mï¿½D(OK)  
 
Szarvasmarha, juh: SC. 
Sertï¿½s: IM. 
 
 
5. ï¿½LELMEZï¿½S-(*e6=6e*h*<,�9È5$.2=È6,�,'ė�K) 
 
ï¿½lelmezï¿½s-HJpV]VpJ�J\L�YiUDNR]iVL�LGĘ��1XOOD�QDS� 
 
 
6. A GYï¿½RTï¿½SI Tï¿½TEL SZï¿½MA 
 
Lot {szï¿½m} 
 
 
7. LEJï¿½RA7,�,'ė 
 
EXP {hï¿½nap/ï¿½v} 
Felbontï¿½s utï¿½n azonnal felhasznï¿½landï¿½. 
 
 
8. „KIZï¿½Rï¿½LAG ï¿½LLATGYï¿½GYï¿½SZATI ALKALMAZï¿½SRA” SZAVAK 
 
Kizï¿½rï¿½lag ï¿½llatgyï¿½gyï¿½szati alkalmazï¿½sra. 
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B. HASZNï¿½LATI UTASï¿½Tï¿½S 
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HASZNï¿½LATI UTASï¿½Tï¿½S 
 

AFTOVAXPUR DOE emulziï¿½s injekciï¿½ szarvasmarha, juh ï¿½s sertï¿½s rï¿½szï¿½re 
 
 
1. A FORGALOMBA HOZATALI ENGEDï¿½LY JOGOSULTJï¿½NAK, TOVï¿½BBï¿½ 

$0(11<,%(1�(77ė/�(/7e5��$�*<È57È6,�7e7(/(.�)(/6=$%$'Ë7È6Èe57�
)(/(/ė6�*<È57ÏNAK A NEVE ï¿½S Cï¿½ME 

 
A forgalomba hozatali engedï¿½ly jogosultja: 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
Nï¿½METORSZï¿½G 
 
$�J\iUWiVL�WpWHOHN�IHOV]DEDGtWiVipUW�IHOHOĘV�J\iUWy: 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’Aviation  
69800 Saint Priest 
FRANCIAORSZï¿½G 
 
 
2. AZ ï¿½LLATGYï¿½GYï¿½SZATI Kï¿½SZï¿½TMï¿½NY NEVE 
 
AFTOVAXPUR DOE emulziï¿½s injekciï¿½ szarvasmarha, juh ï¿½s sertï¿½s rï¿½szï¿½re 
 
 
3. HATï¿½ANYAGOK ï¿½S EGYï¿½%�g66=(7(9ė.�0(*1(9(Zï¿½SE  
 
Minden adag (2 ml) emulziï¿½ tartalmaz: 
 
Hatï¿½anyagok: 
Tisztï¿½tott, inaktivï¿½lt ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s vï¿½rustï¿½rzs antigï¿½nek, legalï¿½bb 6 PD50* tï¿½rzsenkï¿½nt. 
 
*PD50 - Az Eurï¿½pai Gyï¿½gyszerkï¿½nyv 0063 monogrï¿½fiï¿½ja szerint meghatï¿½rozott 50 %-os protektï¿½v 
dï¿½zis szarvasmarhï¿½ban. 
 
$�YpJWHUPpNEH�NHU�OĘ�W|U]VHN�V]iPiW�pV�WtSXViW�D�YpJWHUPpN�J\iUWiVDNRU�DNWXiOLV�MiUYiQ\�J\L�
helyzethez igazï¿½tjï¿½k, ï¿½s feltï¿½ntetik a cï¿½mkï¿½n. 
 
Adjuvï¿½ns: 
Folyï¿½kony paraffin 537 mg. 
Felrï¿½zï¿½s utï¿½n fehï¿½r emulziï¿½. 
 
 
4. JAVALLAT(OK) 
 
Ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s elleni aktï¿½v immunizï¿½lï¿½s a klinikai tï¿½netek csï¿½kkentï¿½sï¿½re szarvasmarha, 
juh ï¿½s sertï¿½s esetï¿½ben 2 hetes kortï¿½l.  
 
A vï¿½dettsï¿½g kezdete:  
Szarvasmarha ï¿½s juh: 7 nap a vakcinï¿½zï¿½s utï¿½n. 
Sertï¿½sek: 4 hï¿½t a vakcinï¿½zï¿½s utï¿½n. 
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Immunitï¿½startï¿½ssï¿½g: szarvasmarha, juh ï¿½s sertï¿½s ROWiVD�QHXWUDOL]iOy�HOOHQDQ\DJRN�NpS]ĘGpVpW�YiOWMD�NL��
amelyek legalï¿½bb 6 hï¿½napon ï¿½t perzisztï¿½lnak. Szarvasmarhï¿½ban a protektï¿½v szint feletti ellenanyag 
szinteket mï¿½rtek. 
 
 
5. ELLENJAVALLATOK 
 
Nincs. 
 
 
6. MELLï¿½KHATï¿½SOK 
 
A legtï¿½bb ï¿½llatban egy adag vakcina beadï¿½sa utï¿½n nagyon gyakran duzzanat alakult ki (legfeljebb 
12 FP�iWPpUĘMĦ�NpUĘG]ĘNEHQ�pV���FP�iWPpUĘMĦ�VHUWpVHNEHQ�� Ez a helyi reakciï¿½ az oltï¿½s utï¿½ni 
QpJ\KHWHV�LGĘV]DN�DODWW�UHQGV]HULQW�HOP~OLN��GH�NLVV]iP~�iOODWEDQ�IHQQPDUDGKDW�WRYiEE�LV� 
$]�ROWiV�XWiQ���QDSLJ�J\DNUDQ�PHJILJ\HOKHWĘ�D�UHNWiOLV�KĘPpUVpNOHW�HQ\KH��OHJIHOMHEE���� °C-os 
emelkedï¿½se mï¿½s generalizï¿½lt klinikai tï¿½net nï¿½lkï¿½l. 
 
A mellï¿½khatï¿½sok gyakorisï¿½gï¿½t az alï¿½bbi ï¿½tmutatï¿½s szerint kell meghatï¿½rozni: 
-  nagyon gyakori (10 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l jelentkezik) 
- gyakori (100 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l, de kevesebb mint 10-nï¿½l jelentkezik)  
-  nem gyakori (1000 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l, de kevesebb mint 10-nï¿½l jelentkezik) 
-  ritka (10000 kezelt ï¿½llatbï¿½l tï¿½bb mint 1-nï¿½l, de kevesebb mint 10-nï¿½l jelentkezik) 
- nagyon ritka (10000 kezelt ï¿½llatbï¿½l kevesebb mint 1-nï¿½l jelentkezik, beleï¿½rtve az izolï¿½lt eseteket 

is). 
 
Ha bï¿½rmilyen mellï¿½khatï¿½st ï¿½szlel, mï¿½g ha az nem is szerepel ebben a hasznï¿½lati utasï¿½tï¿½sban, vagy ï¿½gy 
JRQGROMD��KRJ\�D�NpV]tWPpQ\�QHP�KDWRWW��pUWHVtWVH�HUUĘO�D�NH]HOĘ�iOODWRUYRVW� 
 
 
7. Cï¿½Lï¿½LLAT FAJ(OK) 
 
Szarvasmarha, juh ï¿½s sertï¿½s.  
 
 
8. ADAGOLï¿½S, ALKALMAZï¿½SI Mï¿½D(OK) Cï¿½Lï¿½LLAT FAJONKï¿½NT 
 
Alapimmunizï¿½lï¿½s: 
Szarvasmarha 2 hetes kortï¿½l: egy adag (2 ml), subcutan. 
Juh 2 hetes kortï¿½l:  egy adag (2 ml), subcutan. 
Sertï¿½s 2 hetes kortï¿½l: egy adag (2 ml), intramuscularisan. 
SorozaWROWy�IHFVNHQGĘ�KDV]QiODWD�DMiQORWW� 
 
(POpNH]WHWĘ�ROWiV: hathavonta. 
 
Amikor anyai ellenanyagok jelenlï¿½tï¿½ben kell az ï¿½llatokat oltani, 8-10 hetes korban ï¿½jraoltï¿½suk 
javasolt. 
 
 
9. A HELYES ALKALMAZï¿½SRA VONATKOZï¿½ JAVASLAT 
 
Az injekciï¿½s ï¿½veg tartalmï¿½t az injekciï¿½s WĦ�EHV]~UiVD�HOĘWW�HQ\KH�NHYHUpVVHO�KRPRJHQL]iOQL�NHOO��(]W�D�
OHJFpOV]HUĦEE�D]�LQMHNFLyV��YHJ�IHMMHO�OHIHOp�W|UWpQĘ�W|EEV]|UL�iWIRUGtWiViYDO�HOYpJH]QL� 
$�YDNFLQD�QHP�NHYHUKHWĘ�pOpQN�Ui]iVVDO��PHUW�D]�OpJEXERUpNRN�EHV]RUXOiViKR]�YH]HW� 
 
Felhasznï¿½lï¿½s HOĘWW�D�NpV]tWPpQ\�QHP�PHOHJtWKHWĘ� 
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$ONDOPD]]D�D�V]RNiVRV�DV]HSWLNXV�PyGV]HUHNHW��.HU�OMH�HO�D�YDNFLQD�V]HQQ\H]pVpW�D]�HOVĘ�IHOQ\LWiVNRU�
ï¿½s a hasznï¿½lat sorï¿½n. 
 
 
10. ï¿½LELMEZï¿½S-(*e6=6e*h*<,�9È5$.2=È6,�,'ė(K) 
 
Nulla nap. 
 
 
11. .h/g1/(*(6�7È52/È6,�(/ėË5È62. 
 
*\HUPHNHN�HOĘO�JRQGRVDQ�HO�NHOO�]iUQL� 
 
+ĦWYH��� °C – 8 °C) tï¿½rolandï¿½ ï¿½s szï¿½llï¿½tandï¿½. 
Nem fagyaszthatï¿½. 
)pQ\WĘO�YpGYH�WDUWDQGy� 
Ezt az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nyt csak a cï¿½mkï¿½n IHOW�QWHWHWW�OHMiUDWL�LGĘQ�EHO�O�V]DEDG�IHOKDV]QiOQL� 
EXP. 
$�WDUWiO\�HOVĘ�felbontï¿½sa utï¿½n felhasznï¿½lhatï¿½: azonnal felhasznï¿½landï¿½. 
 
 
12. Kï¿½Lï¿½NLEGES FIGYELMEZTETï¿½S(EK) 
 
Kï¿½lï¿½nleges figyelmeztetï¿½sek minden cï¿½lï¿½llat fajra vonatkozï¿½an: 
Csak egï¿½szsï¿½ges ï¿½llatok vakcinï¿½zhatï¿½k. 
$]�DQ\DL�HUHGHWĦ�HOOHQDQ\DJRN�MHOHQOpWH�PHJ]DYDUKDWMD�D�YDNFLQi]ist, ezï¿½rt a vakcinï¿½zï¿½si programot 
eszerint kell kialakï¿½tani (lï¿½sd "Adagolï¿½s" szakasz). 
Amikor nagyon fiatal (2 hetes korï¿½) malacokat kell oltani, 8-10 hetes korban ï¿½jraoltï¿½suk javasolt. 
 
 
$]�iOODWRN�NH]HOpVpW�YpJ]Ę�V]HPpO\UH�YRQDWNR]y�N�O|QOHJHV�yYLQWp]NHGï¿½sek: 
 
A felhasznï¿½lï¿½ figyelmï¿½be: 
Az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny ï¿½svï¿½nyi olajat tartalmaz. A vï¿½letlen befecskendezï¿½s/ï¿½ninjekciï¿½zï¿½s 
UpYpQ�D�V]HUYH]HWEH�MXWRWW�NpV]tWPpQ\�HUĘV�IiMGDOPDW��GX]]DQDWRW�RNR]KDW��N�O|Q|VHQ��KD�D�EHDGiV�
ï¿½zï¿½letet vagy ujjat ï¿½rint, ï¿½s ha nem tï¿½rtï¿½nik azonnali orvosi beavatkozï¿½s, ritkï¿½n az ï¿½rintett ujj 
elvesztï¿½se is bekï¿½vetkezhet. 
Ha befecskendezï¿½s ï¿½tjï¿½n az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nynek akï¿½r csekï¿½ly mennyisï¿½ge is bejut a 
EHDGiVW�YpJ]Ę�V]HPpO\�V]HUYH]HWpEH��KDODGpNWDODQXO�RUYRVKR]�NHOO�fordulni, bemutatva a kï¿½szï¿½tmï¿½ny 
hasznï¿½lati utasï¿½tï¿½sï¿½t. Ismï¿½telten orvoshoz kell fordulni, ha a fï¿½jdalom 12 ï¿½rï¿½val az orvosi vizsgï¿½lat 
utï¿½n mï¿½g mindig fennï¿½ll! 
 
Az orvos figyelmï¿½be: 
Az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny ï¿½svï¿½nyi olajat tartalmaz. Vï¿½letlen befecskendezï¿½s rï¿½vï¿½n a szervezetbe 
jutva, a kï¿½szï¿½tmï¿½nynek akï¿½r csekï¿½ly mennyisï¿½ge is nagyfokï¿½ duzzanatot okozhat, amely akï¿½r isï¿½miï¿½s 
QHNUy]LVKR]��VĘW�D]�pULQWHWW�XMM�HOYHV]WpVpKH]�YH]HWKHW��$]�HVHW�$=211$/,�V]DNV]HUĦ�VHEpV]L�HOOiWiVW�
igï¿½nyel, amely sorï¿½n szï¿½ksï¿½g lHKHW�D]�LQMHNWiOW�WHU�OHW�PLHOĘEEL�IHOWiUiViUD�pV�iW|EOtWpVpUH��N�O|Q|VHQ��
ha ujjbegy vagy ï¿½n is ï¿½rintett. 
 
Vemhessï¿½g: 
A vemhessï¿½g ideje alatt alkalmazhatï¿½. 
 
Laktï¿½ciï¿½: 
Az ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny ï¿½rtalmatlansï¿½ga nem igazolt laktï¿½ciï¿½ idejï¿½n. Kizï¿½rï¿½lag a IHOHOĘV�
iOODWRUYRV�HOĘQ\�NRFNi]DW�pUWpNHOpVH�V]HULQW�DONDOPD]KDWy�� 
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Gyï¿½gyszerkï¿½lcsï¿½nhatï¿½sok ï¿½s egyï¿½b interakciï¿½k: 
1HP�iOO�UHQGHONH]pVUH�LQIRUPiFLy�D�YDNFLQD�PiV�iOODWJ\yJ\iV]DWL�NpV]tWPpQQ\HO�W|UWpQĘ�HJ\LGHMĦ�
alkalmazï¿½sï¿½nak hatï¿½konysï¿½gï¿½ra ï¿½s ï¿½rtalmatlansï¿½JUD�YRQDWNR]yDQ��$�YDNFLQD�KDV]QiODWD�HOĘWW�YDJ\�
XWiQ�PiV�iOODWJ\yJ\iV]DWL�NpV]tWPpQ\�DONDOPD]iViW�D]�HVHW�HJ\HGL�PHJtWpOpVpWĘO�I�JJĘHQ�
szï¿½ksï¿½ges eldï¿½nteni. 
 
7~ODGDJROiV��W�QHWHN��V�UJĘVVpJL�LQWp]NHGpVHN��DQWLGRWXPRN�: 
Borjï¿½ban, bï¿½rï¿½nyban ï¿½s malacban kï¿½tszeres adag beadï¿½sa utï¿½n a „mellï¿½khatï¿½sok” pontban 
emlï¿½tetteken kï¿½vï¿½l nem figyeltek meg semmilyen mellï¿½khatï¿½st. Nï¿½hï¿½ny esetben HOĘIRUGXOKDW�
IHNpO\NpS]ĘGpV�D]�LQMHNFLy�EHDGiVL�KHO\pQ��5|YLG�LGĘN|]|NNHO�LVPpWHOW�adagolï¿½st N|YHWĘHQ�H]HQ�
reakciï¿½k intenzitï¿½sa nï¿½vekedhet. 
 
)ĘEE�Lnkompatibilitï¿½sok: 
1HP�NHYHUKHWĘ�PiV�iOODWJ\yJ\iV]DWL�NpV]tWPpQQ\HO� 
 
 
13. A FEL NEM HASZNï¿½LT Kï¿½SZï¿½TMï¿½NY VAGY HULLADï¿½KAINAK 

ï¿½RTALMATLANNï¿½ Tï¿½TELï¿½RE VONATKOZï¿½ UTASï¿½Tï¿½SOK (AMENNYIBEN 
SZï¿½KSï¿½GESEK) 

 
A fel nem hasznï¿½lt ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½nyW��YDODPLQW�D�NHOHWNH]Ę�KXOODGpNRNDW�D�KHO\L�
N|YHWHOPpQ\HNQHN�PHJIHOHOĘHQ�NHOO�PHJVHPPLVtWHQL� 
 
 
14. A +$6=1È/$7,�87$6Ë7È6�872/6Ï�-Ï9È+$*<È6È1$.�,'ė3217-$ 
 
 
 
(UUĘO�D]�iOODWJ\yJ\iV]DWL�NpV]tWPpQ\UĘO�rï¿½szletes informï¿½ciï¿½ talï¿½lhatï¿½ az Eurï¿½pai 
Gyï¿½gyszerï¿½gynï¿½ksï¿½g honlapjï¿½n http://www.ema.europa.eu/. 
 
 
15. TOVï¿½BBI INFORMï¿½CIï¿½K 
 
Szarvasmarha, juh ï¿½s sertï¿½s aktï¿½v immunitï¿½sï¿½nak kivï¿½ltï¿½sï¿½ra D�YDNFLQiEDQ�OHYĘ tisztï¿½tott, inaktivï¿½lt 
ragadï¿½s szï¿½j- ï¿½s kï¿½rï¿½mfï¿½jï¿½s vï¿½rustï¿½rzs antigï¿½nek ellen. 
 
.tVpUOHWHNNHO�D�N|YHWNH]ĘNHW�EL]RQ\tWRWWiN� 
Szarvasmarha O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, Asia1 Shamir ï¿½s SAT2 
Saudi Arabia W|U]VHNNHO�W|UWpQĘ�YDNFLQi]iVD�D�IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWH�D�NOLQLNDL�
tï¿½neteket. 
-XK�2��0DQLVD�W|U]]VHO�W|UWpQĘ�YDNFLQi]iVD�D�IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWH�D�
klinikai tï¿½neteket. 
6HUWpV�$VLD��6KDPLU�W|U]]VHO�W|UWpQĘ�YDNFLQi]iVD�D�IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWH�D�NOLQLNDL�
tï¿½neteket ï¿½s a vï¿½rusï¿½rï¿½tï¿½st. Sertï¿½s O TDLZDQ������pV�$���,UDT�W|U]VHNNHO�W|UWpQĘ�YDNFLQi]iVD�D�
IHUWĘ]pVQHN�NLWHWW�iOODWRNEDQ�FV|NNHQWHWWH�D�NOLQLNDL�W�QHWHNHW� 
 
Az inaktivï¿½lt ragadï¿½s szï¿½j- pV�N|U|PIiMiV�DQWLJpQHN�WLV]WtWRWWDN��pV�DKKR]�QHP�WDUWDOPD]QDN�HOHJHQGĘ�
PHQQ\LVpJĦ�QHP-strukturï¿½lis fehï¿½rjï¿½t (NSF), hogy ellenanyag vï¿½laszt indukï¿½ljanak egy legalï¿½bb 
15 PD50/tï¿½rzs/2 ml-HV�DGDJQDN�PHJIHOHOĘ�PHQQ\LVpJĦ�DQWLJpQW�WDUWDOPD]y�WULYDOHQV�YDNFLQD�
beadï¿½sï¿½t N|YHWĘHQ� 
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NSF elleni ellenanyagokat nem mutattak ki PrioCHECK FMDV NS test kittel: 
 
- szarvasmarhï¿½EDQ�NpWV]HUHV�DGDJ�EHDGiViW�N|YHWĘHQ��DPLW�HJ\HWOHQ�DGDJ�N|YHWHWW���KpWWHO�NpVĘEE�

ï¿½s egy harmadik oltï¿½s egyetlen adaggal 13 hï¿½ttel a mï¿½sodik adag utï¿½n, 
- MXKEDQ�NpWV]HUHV�DGDJ�EHDGiViW�N|YHWĘHQ��DPLW�HJ\HWOHQ�DGDJ�N|YHWHWW���KpWWHO�NpVĘEE�pV�HJ\�

harmadik oltï¿½s egyetlen adaggal 7 hï¿½ttel a mï¿½sodik adag utï¿½n, 
- VHUWpVEHQ�NpWV]HUHV�DGDJ�EHDGiViW�N|YHWĘHQ��DPLW�HJ\HWOHQ�DGDJ�N|YHWHWW���KpWWHO�NpVĘEE�pV�HJ\�

harmadik oltï¿½s egyetlen adaggal 7 hï¿½ttel a mï¿½sodik adag utï¿½n. 
 
Kiszerelï¿½sek: 
1 x 10, 25, 50, 100 vagy 150 adagos palack, papï¿½rdobozban. 
10 x 10, 25, 50, 100 vagy 150 adagos palack, papï¿½rdobozban. 
 
(OĘIRUGXOKDW��KRJ\�QHP�PLQGHQ�NLV]HUHOpV kerï¿½l kereskedelmi forgalomba. 
 
Ezen ï¿½llatgyï¿½gyï¿½szati kï¿½szï¿½tmï¿½ny felhasznï¿½lï¿½sa csak az eurï¿½pai kï¿½zï¿½ssï¿½gi jog ï¿½ltal a ragadï¿½s szï¿½j- ï¿½s 
kï¿½rï¿½mfï¿½jï¿½s elleni vï¿½dekezï¿½sre vonatkozï¿½an meghatï¿½rozott kï¿½lï¿½nleges kï¿½rï¿½lmï¿½nyek kï¿½zï¿½tt 
engedï¿½lyezett. 
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