NPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

AFTOVAXPUR DOE nnxekunoHHa eMyJICHS 3a TOBEa, OBLIE U IIpaceTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bcesika no3a ot 2 ml ot emysicusita chabpika:

AKTHBHH CyOCTaHIUM:
MakcumyM TpH OT CIIeTHUTE MPEYNCTEHH, MHAKTUBHPAHU aHTUTEHH Ha BUpYca Ha IIall, IaMoBe:

(O Y L7 R R > 6 PDsp*
(7 02 7 0 YR > 6 PDsp*
O TAIWAT 3/97 oottt e e e e st e e e e e s e s bbb et e e e e e s s e bbb b e e e e e e e e s sesbareees > 6 PDsp*
A22 TFAQ ..o e > 6 PDso*
N B O 7711 o NS > 6 PDsp*
A TUFKCY 14/98 .o > 6 PDso*
B Ry B BN /1777777 > 6 PDsp*
N W AN 117 . N e o) T > 6 PDso*

* PDsp: 50% npoTexTHBHA J103a 3a ToBeaa, nocoueHa B MoHorpadus 0063 Ha Esponeiickata
®dapmaxomnes.

Bpost v BUABT Ha [IaMOBe, BKJIFOUCHU B KPaHUS IPOAYKT, Iie ObAaT aAanTHPaHU KbM HACTOSIIATA

eMUIEMHOJIOTHYHA CUTYAIMs TI0 BpeMe Ha GOpMyITUpaHeTO Ha KpallHHUS MPOJYKT U 1ie Obaat
II0OKA3aHU Ha €TUKETA.

AKyBaHT:
TEUCH TTAPAMIH .....veeuvetieteete sttt etee ettt be bt estesbesse et e abe et e sbe et e e s besbeebeenbesbees e e beabeeneenbeabeeneesbeenes 537 mg

ExcuunueHnTu:

3a IBIHUSA CIIMCHK Ha €KCIUITNEHTHTE, BIDK T. 6.1,

3. DOAPMAINEBTUYHA ®OPMA

MHxekinmoHHa eMyJICHsL.

bsina emyncus crnen paskiamiase.

4, KIMHUYHU JAHHHA

4.1 BwupoBe XKUBOTHH, 32 KOUTO € nmpeaHazHayed BMII

T'oBena, oBue u npacera.

4.2 TepaneBTUYHHU MOKA3AHUS, ONIPEIEJICHH 32 OT/IEJTHUTE BHI0BE }KHBOTHH

AKTHBHA HUMYHH3alMsd Ha roBe/1a, OBLC U CBUHC OT 2 CCAMUYHA BB3pacT CPCILy HIall 3a peAYyHHUPaHC
Ha KIIMHUYHUTC IPpHU3HALIN.

Hauano Ha umynurera:
l'oBena u oBue: 7 AHM cliel BAKCHHALIUATA.
IIpacera: 4 ceqmuIy ciesl BaKCHHAIIHATA.



IIpoabHKUTETHOCT HA UMYHUTETA: BAKCHHAIIMATA HA TOBE/A, OBIIC M CBHHE HHIYIMPA MIPOTyIIHPaHE
Ha HEYTpaIM3UPAIIH aHTUTENA 3a Hal-Maiko 6 Mecemna. [1pu roegara, n3MepeHUTE HUBA HA aHTHUTEIA
ca OWiIM HaJ Te3U HEOOXOIMMHU 3a Ja ca 3alllUTEHHU.

4.3 IIporuBomokazanus

Hsama.

4.4 CpneuuajHu MpeaNa3Hu MEPKH 32 BCEKH BH/ ;KHBOTHH, 32 KOUTO e npeaHazHayen BMII
Ja ce BakcHHHUpAT caMO 3APaBH KUBOTHH.

HannuneTo Ha MailumHM aHTUTETIAa MOJKE Jla TTOBIIMsIEC HA BaKCHHAIMATA. BakcnHanmonHara cxema
TpsiOBa 11a ce chobpasu ¢ ToBa (BK Touka 4.9)

Koraro Tpsi0Ba 1a ce BAKCHHUpAT MaJIKH npaceTa (Ha 2 ceJMUYHa Bb3pacT) ce IpernopbyuBa
peBakcHHalus Ha Bb3pact §8-10 cenmury.

4.5 CrpeuuajJHu MpeANa3sHUd MePKH NMpH ynorTpeda

CHGHI/IaJ'IHI/I Opeanasiy MCPKH 34 ) KUBOTHUTEC MIPHU VHOTDC6aTa Ha IpOAYKTA

He e npuiioxxumo.

CHeHI/IaHHI/I OpearnasHy MCpPKHU 3a JIUIiaTa, Impujaaraiy BETCPpUHAPHOMCANIIMHCKHUA ITPOAYKT
Ha )KUBOTHHUTC

3a norpedurenure:

To3u BeTepuHapHOMEANIIMHCKH MIPOAYKT ChIbpka MUHEpasHO Macio. CirydaifHOTO
WH)KEKTHpaHe/CaMOWHKEKTHpaHe MOXKe Ja TPeJ3BUKa CHITHA 0OJIKa M TIOyBaHe, OCOOCHO MPH
HWH)XEKTUPAHE B CTaBa WU NIPHCT U B PEAKH CIIydaH € Bb3MOXKHO Ja C€ 3aryOH 3acCerHaThs IPBCT, aKo
HE € OKa3aHa HaBpeMe JIEKapcKa IOMOIIL.

AKO 10 CITy4aifHOCT CT€ MHXEKTHPAHU C TO3U BETEPUHAPHOMEIUIIMHCKH MTPOAYKT, TOTHPCETE CIEIIHO
CBBET OT JIEKap ¥ HOceTe JIMCTOBKaTa ¢ Bac, 1opu fa € HH)XXEKTUPaHO ChbBCEM MAJIKO KOJIMYECTBO.

Axo OoskaTa npob/DKaBa 1oseue oT 12 yaca ciell MEAULIMHCKYS IIPEryIe]l, IOThPCETe OTHOBO ChBET
OT JIeKaps.

3a nekapure:

To3u BeTeprHAPHOMEIHMIIMHCKH MTPOIYKT ChABbPKa MUHEPATHO Macio. JlopH 1a ca MHKEKTUpaHH
MaJIK{ KOJIMYECTBa, CIy4allHOTO WH)KEKTHPAHE C TO3M BETCPUHAPHOMEIUIIMHCKH TIPOAYKT MOXKE J1a
Mp€aAn3BHUKa I0sABa HAa CUJICH OTOK. HpI/I HWHKXCKTHUPAHEC B IPHCTA € Bb3MOXKHO PA3BUTUC HA UICXCMUYHA
HEKpo3a u JopH 3aryba Ha mpbcra. Heo6xoquma e HezabaBHa, KOMIIETEHTHA XUPYprudecka Hameca.
BB3MOXHO € 112 ce HaJI0K1 WHIM3US U MPUTaLsl Ha MHKEKTHPAHOTO MACTO, 0COOEHO, ako ca
3acerHaTH IMyJjnara Ha MPbCTa WIH CYXO0XKHIHETO.

4.6 HeOnaronpuaTHH peakuuu (4€CTOTA H BAXKHOCT)

Otoxk (muametsp 10 12 CM mpu npexuBHU 1 4 M TpH MpaceTa) ce HabI1aBa MHOTO YE€CTO TPH
MOBEYETO KUBOTHHU CIIE/I IPUIIATaHe Ha eJlHA JI03a OT BAaKCHHATA. Ta3M JIOKaJIHA peaKIus HOPMAITHO
M34Y€3Ba 3a ICPUO OT YETUPU CCAMUIIU CJIC BaKCHMHAIUATA, HO IIPHU MAJIBK 6pOI>'I JKUBOTHH MOXE 11a
MPOABIDKH MO-ABITO.

Jlexo moBuIlIaBaHe Ha pekTaiHaTa Temieparypa a0 1.2 °C 3a 4 nHu ciie] BAKCHHALUS TP OTChCTBHE
Ha JPYTy reHepaTu3upaHy IPU3HAIH € YeCTO HAaOJI01aBaHo.

YecroTaTa Ha HEOJArONPUATHUTE PEAKIIUU CE OIPEIeIIs upe3 claeqHaTa Kiacu(ukarums:

- MHoOro uectu (mosede oT 1 Ha 10 TpeTupaHH KUBOTHH, MPOSBABAIIN HEOIArONPUSITHU
peaKIim)

- yectn (IoBeye oT 1, Ho mo-manko ot 10 xuBoTHU Ha 100 TpeTrpaHu KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTaM Ha 1,000 TpeTHpaHu ;KUBOTHH)



- penxu (oBede ot 1, Ho mo-manko oT 10 kuBoTHU Ha 10,000 TpeTHpaHu KUBOTHH )
- MHOTO peakH (rmo-manko ot 1 xuBotHO Ha 10,000 TpeTHpaHu )XKUBOTHH, BKIFOYUTEITHO
W30JIMPAHU CHOOIICHHS).

4.7  Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JJaKTAalUsl WM sliilleHOCeHe

BbpemenHocrt:
Mosxe n1a ce mpuiiara 1o Bpeme Ha OpeMeHHOCT.

JlakTanms:
bezomacHocTTa Ha BeTepHHAPHOMEIUIIMHCKUS TIPOIYKT HE € JIOKa3aHa 110 BpeMe Ha JIaKTaIlusl.
[Ipunara ce camo ciies MpereHKa MoJi3a/pUcK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

4.8 B3auMmopneiicTBHe ¢ APYrd BeTePUHAPHOMEAUIMHCKH MPOAYKTH U APYru (opmMu Ha
B3auMojeiicTBue

Hsma Hannyna nadopmanus 3a 6e30macHOCTTa ¥ e(UKAaCHOCTTa OT ChbBMECTHOTO U3IIOJI3BAHE HA Ta3H
BAaKCHHA C IPYT'H BETEPUHAPHOMEIUIIMHCKH MPOoAYyKTH. [lopaayu Ta3u npuunHa, MpUIaraHeTo Ha Ta3u
BaKCHHA IIpeIy WK cliesl ynorpedara Ha APYT BeTepUHAPHOMEAUIIMHCKY POAYKT TPsIOBa Aa MpeLieHn
CIIOpE/ MHAMBUTyaJTHUS CITydail.

49 Jlo3a u HAYMH HA MPUJIOKEHHE

XoMoreHu3npaiTe ChabpKaHUETO Ha (JIaKoHa Ype3 BHUMATEITHO CMECBaHe MpeaH /1a ce BKapa
nriata. ToBa ce moctura Hail-oOpe upe3 oOpbiaHe Ha ¢rakoHa HSIKOIKO ITBTH C BPXa HAOIy.
He cmecBaiite BakcrHaTa, 4pe3 EHEPTUYHO pa3KiamlaHe, 3al[0TO TOBA BOIH JI0 MOsIBA HAa BB3YITHI
MeXxypueTa.

He 3aronnsiite npoaykra npenu ynotpeoa.

IIpunaraiite oOnualiHUTE aCENITUYHU NPOIEAYpH. M30sSTBaiiTe MHIIMICHTHO 3aMbpCSIBaHE HA
BaKCHHATA cJie]l ITbPBO OTBapsHE U 110 BpeMe Ha yrnoTpeoa.

Havayina BakcuHanusi:

ToBena ot 2 ceqMuyHa BH3PACT: enHa 7103a oT 2 M, ¥pe3 MoAKOKHO MPHUI0KEHHE.
Ogrie 0T 2 ceIMUYHA Bb3PAcT: enHa 103a ot 2 Ml, upe3 moaK0KHO MPUITOKEHHE.
[pacera ot 2 cemMuYHa BB3PACT: enHa 7103a ot 2 Ml, ¥pe3 HHTPaMyCKYITHO TPHIOKEHHE.

IIpenoppuBa ce U3MOI3BAHETO HA MYJITH HHKEKTOP.
PeBakcuHanys: BCEKH IIECT MECENA.

Koraro xuBoTHHTE TpsIOBa /1a Ce BAKCHHHUPAT MPH HATMYHE Ha MAallUWHU aHTUTEIA CE MPEopbhuBa
peBakcuHanus Ha 8-10 ceqMUyYHa Bb3pacT.

410 IIpeno3upane (CHMITOMHU, CIIEIIHA MEPKHU, AHTHI0TH), AKO € HEOOX0TUMO

He ca nHaGmroiaBaHu HEOIAroNPHUATHA PEAKIIMU, OCBEH T€3U OTOENs13aHu B T. 4.6 cien nmpuiaraHe Ha
JIBOW{HA J103a Ha TelleTa, arHeTa 1 MpaceHIa.

B HsKkou cityuan € Bb3MOXKHA MOSIBATA HA Pa3sI3BsIBAHE B MACTOTO Ha MHXKeKTHpaHe. Ciel TOBTOPHO
BaKCHHHMpaHE B KPaTbK MHTEPBaJI OT BpeMe, HHTEH3UBHOCTTA HA TE3HM PEAKLIUU MOJKE J1a CE YBEIUYH.

4.11 KapeHTeH Cpox

Hyna ngan.



5. NUMYHOJIOI'MYHU OCOBEHOCTH

dapMakoTepaneBTHYHA Tpyla: HHAKTHBHPaHa BUPYCHA BaKCHHA, BUPYC Ha IIarl.
Berepunapnomenumnmacku Anatomo-Tepanesruuer Koa: QI02AA04

3a cTuMyJIMpaHe Ha aKTUBEH UMYHHUTET IPU TOBEa, OBIIE U IpaceTa Cpelly aMOBe Ha BUpyca Ha
11a1l, CBbP3aHHU C TE3U ChABPIKALIHN CC BbB BAKCHHATA.

IIpu npoyuBanust € IEMOHCTPUPAHO Y€:

Bakcunanus na rosena ¢ mam O Manisa, Ol BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, Asial
Shamir n SAT2 Saudi Arabia Bonu 110 peaynupane Ha KIMHAIHATE TPU3HAIN TIPH KUBOTHU
W3JI0’)KEHU Ha WHEKIHUS.

Bakcunanusirta Ha oBIie cbe maM O Manisa By 10 peylipaHe Ha KIMHUYHUTE PU3HAIN TPU
JKUBOTHHU U3JI0KCHH HAa MH(EKIIHS.

Bakcunupaneto Ha cBuHe ¢ miam Asial Shamir Bogu o peaylyipaHe Ha KIMHUYHUTE MPU3HALM TTPH
YKUBOTHH U3JI0KCHHU HA HH(DEKIIHSL.

Bakcunupanero Ha cBune ¢ miaMm O Taiwan 3/97 n A22 Iraq Bogu 10 peaylnypane Ha KIMHUIHUTE
MPU3HAIM MTPU )KUBOTHU M3JIOKEHU HA UH(EKIIHS.

MHakTUBUpaHUTE aHTUTEHU HA ATl Ca [IPEYUCTEHU U HE ChABPXKAT JOCTATBYHO HECTPYKTYPHU
nporernu (HCII) 3a uHayMpaHe Ha aHTUTEJICH OTTOBOP, CJIS] MPUIaraHe Ha TPUBAJICHTHA BAKCUHA
ChIbpPIKAIIA KOJTMIECTBO aHTUTEH ChOTBETCTRAII HA Hai-Maiko 15 PDsg 3a mam Ha qo3a ot 2 ml.
He ca ycranosenu antutena cperry HCII, upes nsnonssane Ha Tect PrioCHECK® FMDV NS:

- IIpY TOBEJIA, CIIEN pHUJIaraHe Ha JBOWHA /1032, IOC/IeIBaHa OT €JHOKpaTHA /1032 7 CEIMUIIH I10-
KBCHO U TPeTa BaKCHHAIIWS C €THOKpATHA 032 13 ceqMuIy ciex BropaTa 103a;

- IIpH OBIIE, CJIE]] IPUJIaraHe Ha JIBOMHA J103a, ITOCJIeABaHA OT €HOKPAaTHA 7033 5 CeMMIIU T10-
KbCHO Y TPETa BAKCUHAIIMS C €IHOKPATHA J103a / CEIMUIIH CJIe/ BTOpaTa J103a;

- IIPH [IpaceTa, ClIe Mpuiaraie Ha JBOMHA 1034, IOoCIeIBaHa OT €IHOKpaTHA 103a 3 CEIMUIIH I10-
KBCHO Y TPETa BAKCHHAIIMS C €IHOKPATHA J103a / CEIMUIIM CJIe/l BTOpaTa J103a.

6. ODAPMAIIEBTHYHU OCOBEHOCTH
6.1 ChnucbK HA eKCHUITHEHTHUTE

Paraffin, liquid

Mannide mono-oleate
Polysorbate 80

Trometamol

Sodium chloride

Potassium dihydrogen phosphate
Potassium chloride

Disodium phosphate anhydrous
Potassium hydroxide

Water for injections

6.2 OcHOBHM HECHLBMECTHMOCTH

He cmecBaiite ¢ apyr BeTepUHAPHOMETUIIUHCKN MTPOTYKT.

6.3 Cpok Ha rogHoct

CpoK Ha TOTHOCT Ha KpaitHUS BETEPUHAPHOMEIUIIMHCKH IPOAYKT, KOUTO HE ChIabpKa IaM Asial Shamir:
6 Mecera.

Cpok Ha TOIHOCT Ha KpailHUs BETEPUHAPHOMEIUIIMHCKY TIPOAYKT, ChAbpKal mam Asial Shamir: 2
Mecela.



Cpox Ha TOZHOCT CJIe IbPBO OTBApsHE Ha MbPBUYHATA OMAKOBKA: M3MOJI3BaiiTe HE3a0aBHO.

6.4 CneuuajJiHu ycjI0BHUS 32 CbXpaHeHHE HA MPOIYKTa

Jla ce chxpaHsABa U TPAHCIIOPTUPA B oxJianeHo cherosiHue (2 °C — 8 °C).

[a He ce 3ampassBa.

Jla ce ma3u OT CBETJIMHA.

6.5 BwuawucbcTaB HAa THPBUYHATA ONMAKOBKA

[Monmumpornunenosa OyTIIKa ¢ HUTPWII eJaCTOMEPHA 3aITylIajiKa 3anedaTaHa ¢ alyMHHHEeBa Karadka.
Pa3smep Ha onmakoBkaTa:

- Kapronena xytus ¢ 1 ¢nakon ¢ mo 10, 25, 50, 100 unu 150 no3u

- Kapronena kytus ¢ 10 ¢paakona ¢ mo 10, 25, 50, 100 unu 150 go3u

He Bcuuku pa3mepu Ha ollakoBKaTa Morar Jia ObJaT MpeAiaraHy Ha rasapa.

6.6 ChenmaJnu MepKH 3a YHHI0:KABaHEe HA HEN3MOA3BAH MPOAYKT WJIH OCTATHIU OT HEro
Bceku Hen3no3BaH BeTepHHAPHOMEIUIIMHCKY TIPOAYKT MITM OCTaThIM OT HETo, TpsOBa 1a Obaar
VHUIIOXEHH, B CbOTBETCTBHE C N3UCKBAaHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

7. MNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

I'EPMAHUA

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/13/153/001- 850
9. JATA HA ITBPBOTO U3JJABAHE/IIOJHOBSBAHE HA JIMIIEH3A 3A YIIOTPEBA
Jlata Ha TBPBOTO M3/[aBaHEe Ha JIMIIEH3 3a yrmoTpeda:15/07/2013

JlaTa Ha MOCJEAHOTO MOIHOBSBAHE Ha JIUICH3 3a yroTpeba: 14/06/2018

10. JATA HA NOCJIEJHATA PEJAKIUS HA TEKCTA

IMoapoOHa uHbopMaIUs 3a TO3H MPOJAYKT MOXKE Jla HAMEPUTE Ha HHTEPHET CTPAHHUIIATA Ha
Erponeiickata Arenus mo Jlekapctsata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJASIBAHE U/NJIN YIIOTPEBA

Bcsiko nmie, koeTo Bb3HAMEPSIBA J1a MPOM3BEXK A, BHACS, IPUTEKaBa, MPo1aBa, CHAOIsIBa U
ynoTpeOsBa TO3M BETEPUHAPHOMEIUIIMHCKY POIYKT TPSIOBA THPBO Ja C€ KOHCYJITHUPA C
KOMITETCHTHUTE BJIACTH Ha CHOTBETHATA IbpKaBa WICHKA, OTHOCHO JACHCTBAIINTE BaKCHHAIMOHHH
MOJIUTHKH, KaTO T€3H JCHHOCTH MOTaT 1a ObJaT 3a0paHeHH B IbprKaBa WICHKA — Ha 1s/1aTa WIKA 4acT
OT HEMHATa TEPUTOPHS, B CbOTBETCTBUE C HALMOHATHOTO 3aKOHOJATENICTBO.


http://www.ema.europa.eu/

VYnorpebara Ha TO3H BETEPUHAPHOMEIUIIMHCKH TIPOAYKT € pa3pelieHa caMo Mpyu KOHKPETHUTE YCIIOBHS,
YCTaHOBEHH OT 3aKOHOAATEICTBOTO Ha EBporelickara o0mHoCT 3a 6opba ¢ GoJiecTTa Imarl.



NPUJIOKEHUE 11

MMPOU3BOJUTEJ HA BUOJIOT'NYHO AKTUBHUTE CYBCTAHIIUM U
MNPOU3BOJUTEJI OTTOBOPEH 3A OCBOBOKJABAHE HA TAPTUIATA

YCJIOBUSA NI OTPAHUYEHMNS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIHA CE 10 NTPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A.  NPOU3BOIAUTEJ HA BUOJIOI'MYHO AKTUBHUTE CYBCTAHIIUU U
MMPOU3BOJAUTEJ OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTUIAATA

Hme n aJpeC HA MPOU3BOAUTECIIA HA OHOJIOTHYHO AKTUBHHUTE CV6CTaHHI/II/I

BOEHRINGER INGELHEIM ANIMAL HEALTH Netherlands B.V.
Houtribweg 39

8221 RA Lelystad

The NETHERLANDS

Hme m agpec HA MPOW3BOAMTENS, OTTOBOPEH 3a 0CBO60)K,Z[aBaHCTO Ha NapTHAMTC 3a npo;(a>K6a

Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes

Rue de I’aviation

69800 Saint Priest

OPAHLIUS

b. YCJI0OBUA NWJIN OI'PAHUYEHUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIHA CE 10 ITPEJJIATAHETO NJIA YIIOTPEBATA MY

I[a CC OTITYCKa CaMO II0 JICKApCKO IMpEAIIMCaHue.

B crotBercTBue ¢ wi. 71 na {upextusa 2001/82/EC na EBponeiickus mapnameHT 1 ChBeTa KakTo €

M3MEHEHa, TbP’KaBUTE WICHKN MOTaT B ChOTBETCTBHE C HAIIMOHAIHOTO 3aKOHO/ATEJICTBO /1a 3a0paHsT
NPOM3BOACTBOTO, BHOCA, ChXpaHEHHE, MPoAaxdaTa, JOCTaBKaTa W/WIK yrnoTpedara Ha UMyHOJIOTHIHN
BETCPUHAPHOMEIUIIMHCKY MIPOAYKTH Ha LsJIaTa CH TEPUTOPHS WM Ha YacT OT Hesl, aKO YCTaHOBST, Ue:

a) MIPIJIATAHETO HA BETCPUHAPHOMETUITMHCKUS MMPOYKT Ha )KHBOTHH IIIE MONPEYH HA
M3ITBIHCHUETO HA HAIIMOHAIHA MPOoTrpaMa 3a JMarHOCTHKA, KOHTPOJI WIH eTMMUHUPAHE Ha
3a00JIIBaHUsATA 110 )KUBOTHHUTE, WJIH 1€ Ch3/aJIe TPYIHOCTH MPH YCTAHOBSBAHE OTCHCTBUETO HA
KOHTaMHHAIIUS TIPU JKUBH KUBOTHH, IIPH XPAHUTEIIHN WK APYTH MPOIYKTH, OJYYCHH OT
TpPEeTHPaHH KUBOTHHU.

0)  3abosisBaHUATA, 32 KOUTO € MPeIHA3HAYCH MPO/IYKTA C LeJT IOBUIIIABAaHE Ha HIMYHHUTETA JI0
roJisiMa CTETNEH OTCHCTBAT HA TEPUTOPUSITA 3a KOSITO CE OTHACH.

VYnorpebara Ha TO3U BETEPUHAPHOMEAUIIMHCKN IPOIYKT € pa3pelieH caMo IPYU KOHKPETHUTE
yCJIOBHS, YCTAaHOBEHH OT 3aKOHOJATENICTBOTO Ha EBponelickara oOmHocT 3a 6opba ¢ GonecTTa mar.

B. CTATYC HA MJICOK

AxTHBHATa CyOCTaHITHS € C OMOJIOTHYEH MTPOU3XO0]] U € TIPeIHA3HAUYCHA 32 M3TPaXKTaHe Ha aKTHBCH
MMYHHTET, KaTo He momaja B ooxsarta Ha Permament (EC) No 470/2009.

Excuunuenture (BKIIOYUTETHO a/PKyBAaHTUTE), TTocoueHH B T. 6.1 Ha Kparkara xapakTepucTuka, ca
paspelnienu cyOcTanuy, 3a kouto B Tabnuna 1 Ha [Ipunoxenuero keM Pernmament (EC) No 37/2010
He ce muckBaT MJICOK wmnu ce pasriexaat kato Henonagamy B ooxsara Ha Permament (EC)

No 470/2009, xorarto ca BKJIIOYEHH B TO3M BeTEpUHAPHOMEIUIIMHCKU IPOIYKT.



NNPUJIOKEHUE II1

ETUKET U JIMCTOBKA
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A. ETUKET
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HHOOPMAILMS, KOATO CE N3IINCBA BbPXY BBbHIIHATA OITAKOBKA

Kapronena kyrus

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA ITIPOAYKT

AFTOVAXPUR DOE uHXeKIIMOHHA eMYJICUS 33 TOBE/a, OBIIC U IpaceTa

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIMA

Wnakrtusupan FMD anturen > 6 rosexnu PDsg 3a mam

3. OPAPMAINEBTUYHA ®OPMA

I/IH)KGKI_II/IOHHa CMYIJICHUS.

4. PASMEP HA OITAKOBKATA

10 no3u

25 nos3u

50 mo3u

100 mo3m

150 nos3m

10 x 10 go3m
10 x 25 go3u
10 x 50 mo3m
10 x 100 go3u
10 x 150 go3mu

‘ 5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

T'oBena, oBue u npacera.

™ o e

‘ 6. TEPAIIEBTUYHU IOKA3AHUA

7. METOJ 1 HAYUH HA ITPUJIOKEHUE

I'oBena u oBILIE: TOAKOXKHO MPUIOKEHUE
[Ipacera: MHTpaMyCKyJIHO NPHIIOKEHUE

[Ipenu ymorpeba mpovyeT JMCTOBKATA.

12



8. KAPEHTEH CPOK

KapeHnteH cpok: Hysa THH.

9. CIHHEHUAJIHU ITPEAYHPEXJIEHUS, AKO E HEOBXOINUMO

Ciy4aifHOTO MHXKEKTHpaHE € OIacHO - MPEAH yrnoTpeda MpoveTH JTMUCTOBKATA.

10. CPOK HA TOAHOCT

lonen mo: {mecer/roauna}
Cren oTBapsiHE M3MOJI3BalTe HE3a0aBHO.

‘ 11. CHELHWAJIHM YCJOBUS 3A CbXPAHEHHUE

Ja ce cpxpaHsBa 1 TPaHCHIOPTHPA B OXJIAJICHO ChCTOSHUE.
[a He ce 3ampassBa.
Ja ce masu oT cBeTIHHA.

12. CHELUWAJIHU MEPKWU 3A YHULIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

VHumoxapaHe: IIPpOYE€TH JINCTOBKATA.

13. HAINUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA”
YCJIOBUA NJIM OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepHHApHOMEAMITUHCKA yrioTpeba. Jla ce oTIycka camo 1o JIeKapcKo MpeAnvcaHue.

BHocwT, mpuTekaBaneTo, npojaxxdara, CHaOAsIBaHETO W/WIM yrioTpeda Ha TO3U
BETEpUHAPHOMEIUIIMHCKU MMPOAYKT MOTaT J1a ObIaT 3a0paHeHy B Ibp)KaBa WiCHKA Ha IsU1aTa Win
YacT OT HelHaTta. Bk micToBKarta 3a JIOMbJIHUTENHA HH(OpMAIIHSI.

14, HAIAINUCDHT “JA CE CbXPAHABA JAJIEY OT IIOI'VIEAA U HA HEJOCTBITHU
3A JEIDA MECTA”

Ja ce cpxpaHsBa Jaed OT MMOTJie/ia U Ha HEJAOCTHITHH 3a JIella MecTa.

15. HMME U INIOCTOSAHEH A/IPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMAHUA

13



16. HOMEP HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/13/153/001-850

| 17. MAPTHMJEH HOMEP

Lot {Homep}

14



HHOOPMAILUS, KOATO CE N3IIMCBA BbPXY I'bPBUYHATA OITAKOBKA

daakoH ¢ 50, 100 u 150 go3m

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA ITIPOAYKT

AFTOVAXPUR DOE uHXeKIIMOHHA €MYJICUS 33 TOBE/a, OBIIC U IpaceTa

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIMA

Wnakrtusupan FMD anturen > 6 roeexau PDsg 3a mam

3. OPAPMAINEBTUYHA ®OPMA

I/IH)KGKI_II/IOHHa CMYJICHS.

4. PASMEP HA OITAKOBKATA

50 no3u
100 mo3u
150 no3u

‘ 5. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJJHAZHAYEH BMII

T'oBena, oBIle, ipaceTa

o L

‘ 6. TEPAIIEBTUYHU IIOKA3AHUA

‘ 7. METOJA 1 HAYH HA TPUJIOKEHUE

T'oBena u oBue: SC
[Ipacera: IM
[Ipenu ymoTpeda nMpoyeTH JINCTOBKATA.

8. KAPEHTEH CPOK

KapeHTCH CPOK: HYyJIa IHU.

9. CHHEHUAJIHU MPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

CJ'Iy‘iafIHOTO HUHKCKTHUPAHE € OITaCHO Mpeau YHOTpC6a Mpo4YCTH JIUCTOBKATA
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10. CPOK HATOJHOCT

T'onen no:
Crnen oTBapsiHe M3MON3BaliTe HE3a0aBHO.

‘ 11. CHELOUWAJIHMU YCJIOBUS 3A CbXPAHEHHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIQJIEHO CHCTOSHUE.
[a He ce 3ampassBa.
Jla ce mas3u OT CBETJIMHA.

12. CIHELNHWAJIHA MEPKH 3A YHUILIO’)KABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

13. HAIMNUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PASIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [a ce oTimycka camo 10 JIeKapcKo MpericaHume.

14. HAIIUCBHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA U HA HEJIOCTBITHA
3A JIELA MECTA”

‘ 15. HMME U IIOCTOSAHEH AJIPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
I'EPMAHUA

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/13/153/001-850

‘ 17. TMAPTHUJIEH HOMEP

Lot {Homep}
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MHUHHUMYM UHO®OPMALIUSA, KOATO TPABBA JJA BbJE U3IIMCAHA BBPXY
MAJIKHM OITAKOBKHW BMII, KOUTO CBABPXKAT EJAUHUYHA J103A

dyakoH ¢ 10 wiau 25 no3m

1. HAMMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA TPOAYKT

AFTOVAXPUR DOE
HWH)XEKLIMOHHA eMYJICHs 3a TOBEJa, OBLIE U IIpaceTa

W e

‘ 2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLIUA

FMD anmuzcen > 6 PDs 3a mam

3. CBIABbPXKAHUE CIIPSIMO MACA, OGEM WX BPOM HA EJJMHUYHUTE 103U

10 no3u
25 nosu

4, HAYYHU HA TPUJIOKEHUE

T'osena, osre: SC.
[Ipacera: IM.

5. KAPEHTEH CPOK

KapenTteHn cpok: Hyna nHU.

‘ 6. IMAPTUJIEH HOMEP

Lot {Homep}

‘ 7. CPOK HA T'OJHOCT

I'onen no:
Crnen oTBapsiHe M3MON3BaliTe HE3a0aBHO.

‘ 8. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEJIUNIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHAPHOMEIUITHHCKA yIoTpeoa.
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B. INCTOBKA
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JIMCTOBKA :

AFTOVAXPUR DOE unnixekuuoOHHA eMyJIcHs 32 TOBeJla, OBLIEe U IIpaceTa

1. HUME U ITIOCTOSAHEH AJIPEC HA IIPUTEXATEJISI HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJIA, AKO TE CA PA3JIMYHHU

IIpurexaTen Ha JIUIICH3a 3a VHOTDC621:

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMAHUA

IIpouszBoauTEn, OTTOBOPEH 3a OCBO60>K,H3B3HC Ha nmapTrujara.

Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 Saint Priest

Dpa"uus

2. HAMMEHOBAHUWE HA BETEPUHAPHOMEIUIIMHCKUSA MTPOAYKT

AFTOVAXPUR DOE nHXeKIIMOHHA eMYJICHS 3a TOBE/a, OBIIE U TIpaceTa

g CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCHUIIMEHTUTE
Bcesika no3a ot 2 ml ot emysicusita chabpika:

AKTHBHU CyOCTAHIHM:
IpeuricTeH, MHAKTUBUPAH aHTHIEH Ha [[aM Ha BUpYyca Ha man Hai-Manko 6 PDsg 3a mam.

* PDsp :50% npoTexTrBHA 103a 3a ToBeaa, nocoueHa B MoHorpadus 0063 Ha EsponeiickaTta
®dapmakomnes.

bpost 1 THIa Ha ImaMoBeTe BKIIOYSHH B KpaltHHUS POIYKT IIe ObAaT aJanTHPaHu KbM

€NMIEMHOJIOTHYHA CUTYallMsl B MOMEHTA Ha GOpMyTUpaHe Ha KpaliHUS NPOIYKT M 1ie Obaar
0TOeNsI3aHN Ha €THKETA.

AKyBaHT:
Teuen nmapadun 537 mg.

bsana CMYJICHUA CJIC] pa3KIalllaHe.

4. TEPAIIEBTUYHU IOKA3AHUA

AKTHBHA UMYHHU3allMs Ha FOBEJIA, OBIIE M IIPAceTa OT 2 CeAMHUYHA Bb3PacT CPEILLy 1Al 3a peaylupaHe
Ha KJIMHHYHUTE TPHU3HAIIY.

Hauaino Ha umyHurera:

T'oBena u oB1IE: 7 QHU CiIe]l BAKCUHAIIASA
[Ipacera: 4 ceqmuny ciie; BAKCHHAIIHSA.
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IIpoabmKUTETHOCT HA UMYHUTETA: BAKCHHAIAATA HA TOBE/IA, OBIIC M IIpaceTa MHIYIHPA PO TyIIHpaHe
Ha HEYTpaIM3UPAIIH aHTUTENA 3a Ha-Mainko 6 Mecemna. [1pu roegara, n3MepeHUTE HUBA HA aHTUTEIA
ca OwiIM HaJ Te3U, HEOOXOIUMH 3a 14 ca 3all[UTEeHH.

5. INPOTUBOIIOKA3AHUSA

Hsawma.

6. HEBJIATOITPUATHHN PEAKIIMN

Orok (auameTsp 10 12 CM npu IpeKUBHU U 4 CM MPH MpaceTa) ce HabIoaaBa MHOTO Ye€CTO MPU
MIOBEYETO KUBOTHH CJIEJ IPHJIaraHe Ha ejHa /1032 OT BaKCHHATA. Ta3M JIOKaJHa peaKknusi HOPMaIHO
M34e3Ba 3a NEePHO OT YETUPH CEMHULM CJie]l BAKCHHAIMATA, HO IPU MaTbK Opoii >KUBOTHU MOJKE J1a
MIPOABIIKH MO-ABJITO.

Jlexo nmoBuIIaBaHe Ha peKkTanHara Temneparypa 10 1.2 °C 3a 4 1uu cre BaKCHHAIMS IPH OTCHCTBHE
Ha JIpyTy TeHepalln3upaHy MPHU3HALM € YeCTO HabJII0AaBaHo.

UecroraTa Ha HEOIATOMIPUATHUTE PEAKIMN CE OTIPEIEIIs Upe3 cieqHaTa Kiachu(puKaus:

- MHOro uectr (roBede oT 1 Ha 10 TpeTupaHu KUBOTHH, MPOSIBSBAIIN HEONArONPUSTHU PEaKIH
10 BpeMe Ha Kypca Ha €JHO JICYCHHE)

- yecTH (TioBeye oT 1, Ho mo-manko oT 10 xuBoTHU Ha 100 TpeTHpaHH KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-mainko oT 10 skuBoTHU Ha 1,000 TpeTHpaHU KUBOTHH)

- peaxu (moBeue ot 1, Ho mo-manko ot 10 xuBoTHH Ha 10,000 TpeTHpaHU )KUBOTHH)

- MHOTO penku (mo-maiko ot 1 xuBoTHO Ha 10,000 TpeTHpaHw KUBOTHH, BKITIOUYUTEITHO
M30JIMPaHY CHOOIICHHUS).

Ako 3a0eJeKnTe HIKaKBH He6HaFOHpI/I5ITHI/I PCaKru, BKIIFOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCaHU B

Ta3u JIUCTOBKA WX MUCIHUTE, Y€ BETCPUHAPHOMCIUITUHCKHA IPOAYKT HE pa6OTI/I, MOJIA Aa YBEJOMUTC
Bamms BCTCPUHAPCH JICKAP.

7. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

T'oBena, oBlle U mpacera.

8. JO3UPOBKA 3A BCEKH BUJI "/KUBOTHO, METOJ{ 1 HAYUHMU HA ITPUJIAT'AHE

Havanna BaKCHUHAaINA:

Tl'oBena oT 2 cegMUYHA BB3pACT: enHa mo3a ot 2 Ml, upes MoKOKHO TPUITOKEHHE
OgIie OT 2 ceaMUYHA Bb3PACT: enHa mo3a ot 2 Ml, upes MoKOKHO TPUITOKEHHE
[Ipacera ot 2 ceqmuyHa BB3pAacCT: emHa 7103a oT 2 M, Ype3 HHTPaMyCKYITHO IPUIOKEHHE

[IpenopbuBa ce U3MOI3BAHETO HA MYJITH HHXKEKTOP.
PeBakcuHanus: BCEKH IIECT MECELa.

Koraro xuBoTHHTE TpsIOBa J1a CE BAKCHHHUPAT P HATMYUE Ha MAaUMHU aHTUTEIIA CE MPEIopbhyBa
peBakcuHarms Ha 8-10 cenMuyHa BB3pacT.
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2] CBBET 3A IIPABUJIHO IIPUJIOKEHUE

XoMoreHusnpamnTe CbabpKaHUeTo Ha (IIakoHa Ype3 BHUMATEIHO CMECBaHe Npeau /1a Ce BKapa
urnara. ToBa ce moctura Haid-noOpe upe3 oOpblIaHe Ha (IIaKOHA HAKOJIKO IBTH C BbpXa HaJOMy.
He cmecBaiite BakcuHaTa, 4pe3 eHEPrUUHO pa3KiiallaHe, 3ali0To TOBa BOJH /10 MOSBA Ha BB3LYIIHU
MexypyeTa.

He 3aTomnsiite mpoaykra npeau ynorpeoda.

[Ipunaraiite oOMdaiiHUTE aceNTHYHH npouenypu. V30srBaiiTe MHIMISHTHO 3aMbpCsBaHe Ha
BaKCHHATa CJie/l IbPBO OTBApsHE U II0 BpeMe Ha yHoTpeba.

10. KAPEHTEH CPOK

Hyna quu.

11. CIIEHUAJIHUA YCJIOBUS 3A CbXPAHEHUE HA MTPOAYKTA
Ja ce masu maned oT norie[ia 1 Ha HEJOCTBIIHM 32 Je1la MECTa.

Jla ce chxpaHsiBa U TPaHCIIOPTHPA B oxJaneHo cherosiHue (2 °C — 8 °C).

Jla He ce 3ampa3siBa.

Jla ce ma3u OT CBETJIMHA.

Ja He ce U3M0I3Ba TO3W BETEPHHAPHOMEAMIIMHCKH MTPOAYKT CJIe] M3THYaHEe CPOKA Ha TOIHOCT,
MIOCOYEH BHPXY €THKETa.

Cpok Ha TOAHOCT Clie/i IBPBOTO OTBApSHE HA OMAKOBKATA: M3MOJI3BaliTe HE3a0aBHO.

12. CIELOUAJIHA NPEAYINPEXIEHUSA

Crennanay IpeaynpexIeHns 3a BCEKHA BHJI JKUBOTHH, 32 KOUTO € npeaHa3zHaded BMIT:
_Jla ce BakcmHHMpAT camo 3IpaBy KUBOTHH.

HanmuueTo Ha MaliuyiHM aHTHTEIA MOXKE Jia TTOBJIMSC HA BaKCUHANMATA. BakcMHAaIMOHHATA cXeMa
TpsiOBa 11a ce choOpasu ¢ ToBa (BMIK TOUKA JO3UPOBKA)

Koraro Tps6Ba 1a ce BAKCHHUPAT MaJIKU rpacerta (Ha 2 ceZIMHYHA Bb3PacCT) Ce MPernophyuBa
peBakcuHaius Ha Bh3pact §-10 cenmury.

CrienmanHy npeanasHi MEPKU 3a JIMIaTa, TpyUjaraiy BeTepUHapHOMEINIIMHCKUS TPOAYKT Ha
KUBOTHHTE!

3a norpedurenure:

To3u BeTepuHapHOMEAUIIMHCKH MIPOAYKT ChIbpka MUHEpaTHO Macio. CirydaitHOTO
HWH)XEKTUPaHe/CaMOWH)KEKTUPAHE MOKe Jla MPEeaIU3BUKa CUIIHA 00JIKa U MTOJyBaHE, OCOOCHO MPH
HWH)XEKTUPAHE B CTaBa WU NIPBCT, B PEAKH CIIydau € Bb3MOXKHO J1a ce 3ary0H 3acerHaTvs IphbCT, ako
HE € OKa3aHa HaBpeMe JIEKapCcKa OMOLL.

AKO 10 CITy4aifHOCT CT€ HHXEKTHPAHU C TO3U BETEPUHAPHOMEIUIIMHCKH MPOAYKT, IOTHPCETE CIEIIHO
CBBET OT JIEKap ¥ HOCEeTe JIMCTOBKaTa ¢ Bac, 1opu 1a € HH)XXEKTUPaHO ChbBCEM MAJIKO KOJIMYECTBO.
Axko OoJKaTa mpoIbJbKaBa moBeye oT 12 yaca ciel MeAMLMHCKUS TIPEriie]l, IOThPCeTe OTHOBO ChBET
OT JIeKaps.

3a nekapure:

To3u BeTeprHAPHOMEIUIIMHCKY TIPOAYKT ChIIbpKa MUHEPATHO Macio. Jlopu 1a ca HHXXEeKTHPaHH
MaJIKH KOJIMYCCTBA, CHy‘IafIHOTO HWHKXCKTHUPAHE C TO3HU BETCPUHAPHOMECIUIIUHCKHA ITPOAYKT MOXKE Ia
Mp€aAn3BHUKa I0ABa HAa CUJICH OTOK. HpI/I HWHXCKTHUPAHEC B IPBHCTA € Bb3MOXXHO Pa3BUTUC HAa UCXEMUYHA
HEKpo3a ¥ JopH 3aryda Ha npbcra. HeoOxomuma e He3abaBHa, KOMIIETEHTHA XUPYyprHYecKa HaMmeca.
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BB3MOXHO € J1a ce HaJ0K1 UHITU3US U upurangus Ha HHXCKTHPAHOTO MACTO, OCO6CHO, akKo ca
3aCCrHaTu myJinara Ha MpbCTa NI CYXOXKUIIUETO.

BpemenHocT:
Mosxe n1a ce mpuiiara 1o Bpeme Ha OpeMeHHOCT.

JlakTamus.
be3onacHocTTa Ha BETEPHHAPHOMEAUIIMHCKUS IIPOIYKT HE € JOKA3aHa [0 BpeMe Ha JaKTaIlusl.

[punara ce camo ciex mpereHKa Mmoia3a/puck OT OTTOBOPHHSI BETEPUHAPEH JIEKap.

BsaumoneiicTBue ¢ Apyru BeTepUHAPHOMEINIMHCKY IPOAYKTH U APYTH HOPMH Ha B3aUMOJCHCTBUE:
Hsma nannyna nadopmanms 3a 6e30macHOCTTa 1 ehUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IPYT'H BETEPUHAPHOMEIULIMHCKY NIPOoAyKTH. [lopaau Tasu nmpuduHa, NpuaaraHeTo Ha Ta3u
BaKCHHa IIpey WK el ynorpebdara Ha APYr BeTEPUHAPHOMEAUIIMHCKY IPOIYKT TPsIOBa Aa MpeLeHn
CIIOpE/ MHANBUTyaTTHUS CITydail.

H[gegoanpaHe (CMMIITOMU, CIEIITHNA MEPKH, aHTHUIOTH).

He ca Ha6J'HOI[aBaHI/I He6HaFOHpI/I$ITHI/I pCaKnuun, OCBCH TC31 0oTOENISI3aHN B pasaci ,,He6HaFOHpI/I$ITHI/I
peaKHI/II/I” KOHTO Ca Ha6J'IIO)IaBaHI/I CJIC MTpUjIaraHe Ha Z[BOlea [03a Ha TCJICTa, arHeTa U MpacCcHIA.
B maxon CjIydyau € Bb3MOXXHA I10ABaTa Ha pa3A3BiABaHE B MsACTOTO Ha MHXXCKTUPAHE. CJIC,ZI IIOBTOPHO
BAaKCHMHHPAHE B KPAaTbK UHTEPBAJI OT BpEMC, MHTCH3MBHOCTTA Ha TE3U PCAKIIMM MOXKE a CC YBCIINYU.

OCHOBHH HECHBMECTUMOCTH:
He cMecBaiite ¢ qpyr BeTepUHAPHOMEIULIMHCKH IIPOIYKT.

13. CHELUWAJIHU MEPKWU 3A YHULIO)KABAHE HA HEN3IIOJI3BAH ITPOAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKUBA

ITonmuraiite Bamus BeTepuHapeH Jekap KakBo Aa npasute ¢ HeHykHuTe BMII. Te3u mepku 1mie nomorsar
3a OIIa3BaHE HA OKOJIHATA CPeJa.

14. JATATA HA MOCJIEJHATA PEJAKIUSI HA TEKCTA

[Moapo6Ha nH(poOpMALHs 32 TO3H BETEPUHAPHOMETUIIMHCKH MPOILYKT MOXKE J]a HAMEPUTE HAa HHTEPHET
crpanunara Ha EBponeiickara Arenims o Jlekapctsara http://www.ema.europa.eu/.

15. JAONBJHUTEJHA UHO®OPMALIUS

3a CTUMYJIMPAHE Ha aKTUBECH UMYHUTET IIPU I'OBEJIA, OBLEC U IIpac€Ta CPpEUly IaMOBE Ha BUPYCa Ha
mari, CBbp3aHU C TE3U ChbAbPIKAIIN CE€ BbB BAKCUHATA.

[Tpu mpoy4uBaHus € AEMOHCTPUPAHO Ye:

Bakcunanms va rosena ¢ mam O Manisa, Ol BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, Asial
Shamir u SAT2 Saudi Arabia Bomn 1o penyuupaHe Ha KIMHUYHUTE MPU3HALN HA )KUBOTHU M3JI0KEHH
Ha WHOEKITUS.

BakcunanusTa Ha oBle ¢be maM O Manisa Boay 10 peaynypaHe Ha KIMHUYHATE TPU3HALM [IPU
KUBOTHH U3JI0’KEHU HA MHPEKIHSL.

Bakcunupanero Ha cBuHe ¢ mwaM Asial Shamir Bonu 10 pelyluupaHe Ha KIMHUYHUTE IPU3HALM TIPH
KUBOTHH U3JI0KEHU HA HHPEKITHSL.

Bakcunupanero Ha cBuHe ¢ mam O Taiwan 3/97 n A22 Iraq Bogu 10 peaylrpane Ha KIMHUIHUTE
MPU3HALY [IPU KUBOTHHU W3JI0KEHH Ha HH(PEKIINS.
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MHakTUBUpaHUTE AaHTUTCHU HA LAl Ca IPEYUCTEHU U HE ChABPKAT JOCTATPYHO HECTPYKTYPHU
nporernu (HCII) 3a uHayIMpaHe Ha aHTUTEJICH OTTOBOP, ClIe] MPHUIaraHe Ha TPUBAJCHTHA BAKCHHA
ChIbpIKalla KOJMYECTBO aHTUT€H ChOTBETCTBAIL HA Hail-Maiko 15 PDsp 3a mam Ha no3a ot 2 ml.

Hsima anturena 3a HCIT otkputu upe3 usnonssanero Ha PrioCHECK FMDV Ttect kut:

- IIpH TOBEJIA CIIe/ IIPHIIIaraHe Ha JBOMHA [03a, ocIeIBaHa OT €IMHUYHA 1032 7 CeAMHMIIN T10-
KbCHO M TpeTa BaKCHHAIIMSI C THOKpaTHA 032 13 ceaMuiiu cies BTopaTa J103a;

- IIpU OBIIE CJIe] MpUjlarane Ha ABOMHA /1032, MOCIEABAHO OT €IMHUYHA /1032 5 CEIMUIIU TT0-
KBCHO W TPeTaTa BaKCHHAIIMS C €IWHUYHA 1032 7 CEAMMIIN CIIE]] BTOpAaTa /1034,

- [IpY CBHHE CJIeJ] IPUIaraHe Ha IBOIHA 1034, II0C/eABaHa OT ¢ANHUYHA 1033 3 CEAMMIIU I10-
KBCHO U TpeTaTa BaKCHUHAIIMS C €IMHUYHA 1032 7 CEIMULIM CJe/l BTOpaTa J103a.

Pa3mep Ha omakoBKkara:
Kapronena xytus ¢ 1 ¢pnakon ¢ mo 10, 25, 50, 100 wnu 150 no3m.
Kapronena xytus ¢ 10 ¢pnakona ¢ no 10, 25, 50, 100 miu 150 no3w.

He Bcuukn pasMEpu Ha OIMaKOBKATa MOrart aa 6’L,Z[aT npeajiaranv Ha masapa.

VYnorpebara Ha TO3W BETEPUHAPHOMEAUITMHCKY TIPOIYKT € pa3perieH caMo Py KOHKPETHUTE
YCIIOBHS, YCTAHOBEHH OT 3aKOHOATEICTBOTO Ha EBporetickara o0mHocT 3a 6opba ¢ OoJiecTTa mar.
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