INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rabitec nepopaiHa CyClriCH3us, IpUMaMKa 3a JIMCUIU U MUCIIIU MCUKHU

2. KAUYECTBEH U KOJIMMECTBEH CbCTAB

Besika no3a (1,7 ml) chabpixa:

AKTHBHO BeleCTBO:

JKuBa areHroupana npoTUBOOsACHA BakCcHHa, IaMm Ha Bupyca SPBN GASGAS: 108 FFU* - 103! FFU*

(* Focus Forming Units - ®okyc ¢opMupariy e 1mHHILN)

ITomo1Hu BemiecTBa:

KauecTBeH ¢hCTaB HA MOMOLIHHUTE
BelleCTBA U JIPYIUTE€ CbCTABKH

Bakcuna:

Bopa 3a nrkexmn

3axaposa

YKenatun (CBUHCKH)

Hunatpues gocdar auxugpat

Kaneur nuxuaporen docdar

Heomunun cyndar

Ipumamka:

XpaHa Ha OCHOBaTa Ha puda

KoxocoBo macno

[Mapadpun

Oxytetracycline hydrochloride (Moxe na ce
JI006aBH KaTo OMOMapKep, ako C€ U3HUCKBA OT
BJIACTHUTE)

CycneHsusTa € ¢ JKBJIT IBAT B 3aMPa3€HO ChCTOSHNE U YEPBEHUKAB LIBAT B TEUHO CHCTOSHUE.
[TpumamkuTe ca MPaBOBI'BIHH, KaQEHHKABO OLBETEHH U ¢ HHTCH3UBHA MUPH3MA.

3. KIMHUYHA UHOPOPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIIT

Jlncuim, MUeITH MEUKH.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BHJ }KMBOTHH, 32 KOITO e NpeJHa3HAYEH NMPOAYKTHT

3a akTMBHA UMYHH3AIIMs HA JINCUIIM U MUEIIIA MEUYKH cpenly Osc, 3a MpeA0TBpaTsIBaHE Ha MH(EKIINS 1
CMBPTHOCT.

Hauano Ha uMyHUTETa: HE € YCTAHOBEHO.
IIpoabMmKUTENHOCT HA UMYHUTETA: Hal-Manko 12 Mecena.



3.3 IIporuBomoka3zanus

Hswma.

3.4 CheunajHu nmpeaynpeskaeHus

Bakcunnaunre IMpUMaMKH HE Ca IPCIHA3HAYCHU 3a BAKCMHHUPAHE HAa JOMAIIHU )KXUBOTHH.

CTOMaIHHO—‘lpeBHI/I npu3Han (B’L3MO)KHO € J1a C€ AbJDKAT Ha HCCMUJIACMUsL 6J'H/ICTepCH MaTCpI/IaJ'I) ca
JAOKJIaIBAHU IIPH Ky4d€Ta CIIC cnyqaﬁﬂo MOrIbIAHC HA TpUMaMKaTa.

3.5 ChnenuajHy NpeANasHH MePKH NIPH ynoTpeda
CroenunanHy npeana3Hi MepKy 3a 6e3omacHa ynorpeda Ipu BUAOBETE XKUBOTHH, 32 KOUTO €

npenHaszHaveH BJIIT:
He e npunoxxumo.

CrenyaiHy npearna3Hd MepKH 3a JIUIaTa, IpUIaraiiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHMBOTHHUTC!

Paborere ¢ MPpUMAaMKHUTC C TIOBUIIICHO BHUMAHUC. HpI/I pa60Ta " pas3npbCKBAHC HA IPUMAMKHUTC €
MMPCIOPBUYUTCIIHO Aa HOCUTC PBbKABUIIU 3a CITHOKpAaTHA yHOTpe6a. HpI/I KOHTaKT C BaKCHMHAJIHATa
TCYHOCT, HE3a0aBHO OTCTPAHCTC YPEC3 MATCIIHO U3MHUBAHEC C BOJA U CAIlyH. He3zabaBno Ja Cce
IMOTHPCU MEANITMHCKHN CHBET, KATO HA JICKaps CC€ MPEA0CTaBy JIMCTOBKATa UJIM €TUKETA HAa IIPOAYKTA.

Tbif KaTo Ta3u BaKCHHA € M3TOTBEHA OT KUBH, aTCHYHPaHU MUKPOOPTaHU3MH, TpIOBa 1a ObJaT B3eTH
ChOTBETHUTE MEPKHU 3a MpeJilia3BaHe 0T KOHTAMUHAIMs Ha TIePCOHAJIa U JJPYTH X0pa, y4acTBAIIH B
mporeca.

Coenyanny npeAna3sHyl MEpKH 3a 3aliuTa Ha OKOJIHATa cpesia:
He e npunoxumo.

3.6 HeOnaronpusiTHH peaknun

Bunose xuBOTHH, 3a KOUTO € ipeaHazHaueH BJIIT: Jlucuiy, Muemm Meuku.

He ca nabnronaBaHu HeOIArOMPUSATHH PEAKITHH.

Cpo011aBaHeTO Ha HEOJATONPUATHH PEaKIIMU € BayKHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NpoayKT. ChoOlIeHusITa TpsIOBa 1a ce M3Mpallar, 3a
MPeIOYUTAHE Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEKATENs Ha Pa3pellieHHeTOo 32 ThProBUs, W Ha
HaIlMOHAJHHSI KOMIIETEHTEH OpPTaH 4Ype3 HallMOHAIHATA CUCTEMA 3a ChoOIIaBane. 3a ChOTBETHHUTE
JIAHHM 32 BPh3Ka BUXKTE CHILO MOCIICIHATA TOYKA OT JINCTOBKATA.

3.7 Ymnorpe6a mo BpeMe Ha OpeMEeHHOCT, JJAKTAIUS WM sIiileHOCeHe

BbpeMeHHOCT U JIaKTaIUs:
Moske aa ce mpuara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIvsl.

3.8 Bs3aumogaeiicTBHe ¢ APYrd BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auUMOJeHcTBHE

He ca usBecTHH.
3.9 HayuH Ha NpPUIOKEHUE U JO3MPOBKA

IIepopanHo npunoxxeHue.



[IpuemMbT Ha eHa IPUMAMKa € JOCTaTh4€EH, 33 1a OCUTYpU UMYHH3aLMs 32 IPEAOTBpaTsIBaHE HA
uH}ekus ¢ Bupyca Ha Oeca. [[pumaMkuTe ce pa3npbCKBAT Ha pPbKa MO 3eMSTa U OT Bb3yXa B
paMKuUTe Ha BAKCHHALIMOHHUTE KaMITaHUH cpelty Osic.

CrenieHTa Ha pa3NpbCKBaHE 3aBUCH OT TOMOrpadusITa, ITTTHOCTTA Ha MOITYJIAINsATA Ha IIeJICBUTE
BUJIOBETE U OT CMU300THYHATA CUTYyalus. [lopaau ToBa ce ClieABAT MPEMOPHKUTES/U3NCKBAHHUSATA HA
KOMIICTCHTHUTE BJIACTH 110 OTHOIIICHHUE Ha CTEIICHTA Ha pa3lpbCKBaHEe, 30HaTa HAa BAKCHHHUPAHE,
METO/1a Ha Pa3NpbCKBaHe/TIPUMAaMKHU M JPYTH MECTHU/PETHOHAITHH YCIOBUS, Je(pUHUpaHH OT
KOMITETEHTHUTE BIAaCTH. [IpenopbuBa ce Mo-BUCOKA MIIBTHOCT HA Pa3NphCKBAHE B 30HU ¢ BUCOKA
TUTBTHOCT Ha MOMYJIAIMATA Ha JIMCUIIUTES/MUCIIUTE MEUKU. BB3IyITHOTO pa3nphCKBaHEe HA
MPUMAMKHTE € TTOIXOIAIIO JIETATEITHO CPENICTBO (CaMOJIET, XEIUKONTEP, APOHOBE UITH TIOT00HM) €
MPEMOPBUYUTEIHO MPU OTKPUTH WM CJTa00 HACEICHH PETHOHH, @ PHPUHOTO PA3MPbCKBAHE B 30HHU C
BHCOKA TUTbTHOCT Ha YOBEIIIKATA MOy JIAIHS.

Bb3ay1iHo pasnpbCcKBaHe Ha IPUMAMKHUTE HE C€ MPENOPbUBa B OJU30CT 10 BOJOM3TOYHHMIIN (€3epa,
PEKH, BOJHHU Pe3epPBOapH), KAKTO U B IUIbTHO HACEJCHH PETHOHM. 3a PENophUBaHEe ¢ BAKCUHAIIAATA
Jia ce TIPaBH JiBa MHTU TOJUINHO (HAIP. TPOJIET U €CeH), B HAKOJKO MOCIICIOBATEIIHY [OIMHH, Hali-
MAJIKO JIBE TOJIMHU CJIS] MOCJICAHUS TTOTBBPJICH Cliyuaii Ha 0siC B pernoHa; He TpsOBa obaue j1a ce
IIpaBy pasnpbCKBAHEC HA IPUMAMKHUTE B CC30HU, KOTaTO TEMIICPATYPHUTE I/I/I/IHI/I KIIMMAaTH4YHHA YCJIOBU
Ce OYaKBa J1a KOMITPOMETHUPAT NPUMAMKHTE U CTAOMITHOCTTA HA BAKCHHATA . 3a Jla Ce MpeInas3siT
PETHOHUTE, B KOUTO HIMAa 05C, MOKE JIa C€ TIOCTABAT MPHUMAMKH 32 Ch3/]aBaHE Ha BAKCHHAIUOHEH
MOSIC WJTH TTOJT JOpMaTa Ha BAKCHHAIMY Ha OTIpPEelICHH MecTa.

3.10 CumnrToMu Ha npeno3upaHe (U KOraTo e NpUJI0KUMO — NPOLEAYPH HA JeiicTBHe IPH
CTIeIHYU CJIy4Yau M AHTHIO0TH)

IIpunaranero Ha 10 nbTH npenopbUUTEIHATA 1032 HA BAKCHHATA HE € JOBEJIO JI0 M0sBA Ha
HeOJIaronpusTHH PEaKLUH.

3.11 Cneuuajnu orpaHuYeHUs 32 ynoTpeda u cnenuaJHi YCJIOBHUS 32 yNOTpeda, BKJIIOYUTETHO
OrpaHUYEHMS 32 YIOTpedaTa HA AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHHU
JIeKapCTBeHH NMPOAYKTH, C IeJ Ja ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Besko nure, koeTo Bb3HaAMEpsIBa Aa MPOU3BEXKAA, BHACS, IPUTEKABA, Pa3NpOCTpaHsBa, Ipo1aBa,
cHa0zs1Ba 1 ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH IPOLYKT, TPsIOBa IbPBO /1A CE KOHCYJITHpPA C
KOMIIETEHTHUTE BJIACTH Ha ChOTBETHATA JbPKaBa WICHKA OTHOCHO JIeHiCTBAIINTE BAKCHHALIMOHHU
MIOJIUTUKH, KaTO TE3U ICHHOCTH MOTaT Ja ObJIaT 3a0paHeHu B Jbp)KaBa WieHKa Ha Is1aTa WK YacT OT
HeHaTa TEPUTOPHS, B ChOTBETCTBHE C HALIMOHAIHOTO 3aKOHOAATEINICTBO.

[Ipunaranero e orpaHUYEHO 0 HAUIEKHO ONPEEIEHOTO OT KOMIIETEHTHUTE aIMUHUCTPATHBHI
OpraHu.

3a TO3U MPOIYKT Ce M3UCKBA OCBOOOXKIaBaHE HA MAPTH/IA OT O(hHUIIMATIEH KOHTPOIIEH OpraH.
3.12 KapeHTHH CpOKOBe

He e mpuinoxumo.

4. NMYHOJIOTHYHA THOOPMAIUA

Rabitec e xuBa MoauduIpaHa MPOTUBOOSICHA BAKCHHA 32 MEPOPAITHO MIPHIIOKEHUE MPU JTUCUITH U
MUEIN MEUKH.

NMyHU3UpaHUTE )KUBOTHU Ca 3aIUTEHU OT WH(MEKIUS C BUpyca Ha Oeca B IMOJICBH YCIOBUS U HE
mpeHacsT 0sc.

3a paznuka ot m3xomuus mam SAD B19, akTuBHOTO BemecTBO Ha BakcuHaTa Rabitec e mokazano
anaToreHHO 33 UMYHOKOMIIETEHTHH MHUIIIKH, Hali-9yBCTBUTECITHHUAT Ha MHQEKIHATA C BUpyca Ha Oeca
BUJI.



AKTHUBHOTO BEILIECTBO € YCTUPUKPATEH OTCIa0CH TeHeTHYHO MOAN(UIPaH KOHCTPYKT Ha BUpyca Ha
0sic, momydeH oT SAD B19 Bakcunanen mam. ['eHoMbT HOcH MyTaunu Ha G-IpOTenH (TITUKOMIPOTEHH )
JIOKaJM3UpaHU B 2 HE3aBUCHMHU MecTa Ha reHoMa (B ozutuu 194 u 333 na amuHokucenunara B G-
MPOTEHHA), KBACTO CE€ OOMEHSAT ¥ TPUTE OCHOBHHM HYKJICOTHIN “KOJOHM , KOSTO BOJHU A0 MTPOMEHH Ha
AMHMHOKHCEJIMHATA U B J1BeTe no3ului. OCBEH TOBAa F€HOMBT HOCH TOYHO KOIIME HA MOAU(UIIMPAHUS
UMyHO-peneBaHTeH G-IIPOTenHOB (TIIMKOIPOTENHOB) I'eH, KOETO BOJH 0 3HAYNUTEIHO I10-BUCOKA
excnpecust Ha G-poTeMHOBHA TeH. T'hil KaTo BCsKa OT Te3W MOAN(UKAILIMK Ha TEHOMA JI0Ka3aHO
JOIIBIIHUTEIHO aTeHyunpa BupycHus maM SAD B19, TexHusT MHOKECTBEH e(eKT ImoMara aa ce
n30erHe peBepcusiTa KbM 3XOIHUS aM. M Hakpasi, ICeBAOTEeHbT, pa3nonokeH Mexny G- u L-reHa, e
npeMaxHar.

Br3moxHa e audepeHanys Ha TO3M BaKCHHAIECH BUPYC OT BCUYKH APYTH IIaMOBE Ha BUpyca Ha
Occa, BKITIOYUTETHO U HETOBUS U3XO/IeH maM, Harpumep upe3 PCR metou.

Rabitec ce nzmon3sa 3a HHAYLHMpaHE HA 3aIUTEH UMYHHUTET MPH JTUCUIHM U MUEIIA MEYKH Upe3
HEepOpaIHO NPUWIOKEHHE, XapaKTEePU3UPAaLI0 ce C MHAYLIMPAHETO Ha cnennUIHY 3a BUpyca Ha Oeca
(HeyTpanm3upanii) aHTUTeNa, HHAYIUPAH! OCHOBHO OT G-TIpoTenHa (TITUKOIPOTENHA).

He ca npoBexaanu mpoy4yBaHus C BUPYCH Ha TEPEH.

EdukacHocTTa Ha BakcHHaTa € JEeMOHCTpHpaHa B 1JaOOpaTOPHU MPOYYBaHHUS.

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):

Betepunapen nekapctBeH anaroMmo-tepaneBTudeH kox (ATCvet Code): QI07BD.

3a cTUMyTUpaHe Ha UIMYHUTET TP JJUCULIU U MUEIIH MEYKH Cpely Osic.

5. DOAPMALNEBTUYHU JAHHHU

5.1 OcHOBHH HECbBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha roaHOCT

Cpok Ha FOZHOCT Ha KpaiHus BeTepUHApEH JICKapCTBEH NPOAYKT: 2 roauHH mpu/mof -15 °C.
YcToifunBOCTTa Cliell pa3NpbCKBaHE B OKOJIHATA CPE/ia € JIoKa3aHa 3a 7 JIHU NMPU TeMIepaTypu J0
25 °C.

5.3 CrhenuanaHu yca0BHA 32 CbXpaHeHHe

[a ce cpxpaHsBa 1 TpaHCIIOPTHPA B 3aMpa3eHO ChCcTosgHUE, of -15 °C.

[a He ce 3ampa3siBa OBTOPHO.

[MpumamkuTe TpsiOBa 1a ce pa3npbCcHAT BeJHAra ciell pa3mMpassBaHe. PazmpaseHara BakCHHHA
puMaMKa MOXKe J1a ce ChXpaHsaBa 7 nHu mpu Temmepatypa 2 °C — 8 °C npenu ynotpebda; HO
NpUMaMKH, IPY KOUTO OXJIaAuTeTHATa Bepura € Oujia NpeKbCHaTa, Thil KaTO HE ca ChbXPaHsIBaHH B
XJIAIUITHUK, TPOBa 1a ObJaT YHHUILOKEHU.

5.4 Buawu cbCcTaB HAa MBPBUYHATA ONIAKOBKA

Bakcunannara cycrnieH3us ce OCTaBsl B OJIMMEp/aTyMHUHUEBH OJIMCTEPH, KOUTO CE pa3moiarar B

MaTpulia 3a IpuMaMKa, IIpUBJINYaliad OEJICBUTC BUAOBEC JKUBOTHHU. HpI/IMaMKI/ITe CC OIIaKOBAaT B
IIJIMKOBEC MJIM CaKOBC OT IIJIACTMACOBO q)OHI/IO B KapTOHCHU OINIAKOBKH, KaTO:



1 x 800 6post
4 x 200 6pos
40 x 20 Opos
He Bcuuku pazmepu Ha onmakoBKaTa MOTaT Jia ObJIaT pesiaraHy Ha masapa.

5.5 ChenuajaHu MepKH 32 YHHUINO0KABAHE HA HEM3MOJI3BaH MPOAYKT WJIH OCTATHIU OT HEro

BetepunapHuTe JIeKapCTBEHH MPOIYKTH HE TPsiOBa 11a ObIaT M3XBBHPIISTHA UPE3 OTIATHU BOIH WU
OHWTOBH OTITAABIIH.

M3non3BaiiTe mporpaMu 3a BpbIlaHE IPU YHUII0KABAHETO HA HEWU3IOJI3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NMPOAYKTHU WUJIM OCTaThUM OT TSIX B CbOTBETCTBHUE C U3UCKBAHUATA HA MECTHOTO

3aKOHO/ATENICTBO ¥ C BCUYKH HAIIMOHATHU CUCTEMH 33 ChOUpaHe, MPUI0KUMH 32 ChOTBETHUS
BETCPUHAPCH JIEKAPCTBEH MIPOYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Ceva Santé Animale

7. HOMEP HA PABPEHIEHUETO 3A THPI'OBUSA

EU/2/17/219/001-003

8. JATA HA ITbPBOTO U3JABAHE HA PAZPEHIEHUETO 3A ThPI'OBHUSA

[ara Ha mepBOTO M3aBaHe Ha pa3peuieHneTo 3a Topro.us: 01/12/2017.

9.  JIATA HA NOCJEJHATA PEJAKLIUSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

20/12/2022

10. KIJACH®UKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOJAYKTU
Ja ce oTmycka caMo 1O JIKapCKO MPEIICaHue.

[Tonpo6Ha nH(pOpManUs 32 TO3U BETEPUHAPEH JIEKApCTBEH MPOIYKT MOXKE J]a HaMepHTe B 6a3aTa JaHHU
Ha CbI03a OTHOCHO MPOJIYKTHUTE.



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rabitec nepopanHa cycnensus, npuMaMKa 3a Ky4deTa

2. KAUYECTBEH U KOJIMMECTBEH CbCTAB

Bcesika no3a (3 ml), mocraBeHa B puMaMKa ChIbpKa:

AKTHBHO BeleCTBO:

JKus arenyupan Bupyc Ha Geca, miam SPBN GASGAS: 103%°FFU* - 10*° FFU*

(* Focus Forming Units - ®okyc ¢opMupariy e 1mHHULN)

ITomo1Hu BemiecTBa:

KauecTBeH ¢hCTaB HA MOMOLIHUTE
BelleCTBA U JIPYIUTE€ CbCTABKH

Bakcuna:

Bopa 3a nrkexmn

3axaposa

Kenatun

Hunatpues gocdar auxugpat

Kammer nuxuaporen docdar

Heomunun cyndar

Ipumamka:

SliiueH npax

Kenatun

KoxocoBo macno

I'muuepun

Bona

[TpumamkuTe ca MpaBOBIBIHH, KBITO-KA(PESHUKABO OLBETCHHU.

BakcunamHaTa CyCIIeH3HS € ¢ YepPBEHUKABO-0sIT IIBAT B 3aMPa3eHO CHCTOSHHUE M C PO30B 110
YEpPBEHUKAB I[BAT B TEYHO ChCTOSHHUE.

[TakeTyeTo € OT TPUCIOCH JIAMUHAT, KOWTO CE ChCTOU OT XapTHEHA OCHOBA, AlyMUHHEBO (DOJINO U
MOJINETHUJIEH.

3. KIMHNYHA UHOOPMALUA

3.1 BupaoBe :kMBOTHH, 32 KOUTO e npeanaznayed BJIII

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOHTO e NpeJHa3HAYEH NMPOAYKTHT

3a aKTMBHA UMYHH3AIIMs HAa KydeTa cpelry Osic, 3a IpenoTBparsBaHe Ha HH(OEKIUSI U CMBPTHOCT.



Hauaino Ha umyHuteTa: ot 15-us ieH cie BakCUHaIusI.

[IpoabIKUTETHOCT HA UMYHHTETA: 26 CEAMUIIN, KAaKTO € IOKa3aHO Ype3 MPOBOKAIM MIPH KydeTa.
Ceponornunute nanuu (ELISA) ot kydera, BAKCHHHpaHU Ha TepeHa MOKa3BaT NPUCHCTBHE HA
cneun(UYHU aHTHUTENa cpely Osic, MOKa3Balll HATMYME Ha 3allMTeH UIMYHHUTET 3a Haii-Manko 30
Mecerna.

3.3 IIporuBomoka3zaHus

Hswma.

3.4 ChoeuunajHu mpeaynpeskIeHus

Hswma.

3.5 CroeuuajHu npeana3sHu MepKH NMpu ynorpeda

CrienmaiHy Ipena3Hu MEepKH 3a 6e3omacHa ynorpeda npu BUIOBETE dKUBOTHH, 32 KOUTO €

npenHaszHaveH BJIIT:
He e npunoxxumo.

CrenmainHy Ipena3Hu MEPKH 3a JIMIATa, IPUJIaraiii BeTepHHAPHIS JEKapCTBEH NPOAYKT Ha
JKUBOTHUTE:

Paborere ¢ mpuMaMKHTe C TOBUIIICHO BHUMaHUE. [Ipy KOHTAKT ¢ BAKCUHAITHATA TEYHOCT, HE3a0aBHO 5
OTCTpaHEeTe Ype3 IATSTHO U3MHUBAHE C BoJIa U canyH. He3a0aBHO n1a ce MOThPCU MEIUIIMHCKH ChBET,
KaTo Ha JIeKaps ce MPeJIOCTaBH JIMCTOBKATA MM €TUKETa Ha MPOAYKTa. B cirydai, ue MMa yCTaHOBEH
coOCTBEHUK /MK TJead, ce MPenopbyuBa JAa HAMaTe JUPEKTeH KOHTAKT ¢ KydeTo My rmoHe 12 gaca,
CJIeIl KaTo CTe MY IPEIOKIIH TPUMaMKa.

Toii KaTO Ta3K BAaKCHHA € U3TOTBEHA OT JKUBH, ATCHYHPAHU MUKPOOPTraHU3MH, TpIOBa a ObIaT B3eTH
CHOTBETHUTE MEPKH 3a MPE/Na3BaHe OT KOHTAMUHAIIMS HAa PAOOTEIUs U APYTH X0pa, y4acTBAIIX B
npoiieca, HalpuMep ¢ HOCEHETO Ha €JJHOKPATHH PhKABUIIH.

CrenmanHy npeanasHy MEpPKU 3a 3allliTa Ha OKOJIHATa cpefia:
He e npunoxxumo.

3.6 HeOnaronpusiTHu peaKkuuu

Bunose xuBOTHH, 3a KOUTO € ipeaHa3HaueH BJIIT: kyuera.
He ca nabnronaBaHu HeOIarONPUsATHH PEAKIUH.

Cro01maBaHeTo Ha HEONIArOMPHUATHY PEAKIIMU € BaKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NPoayKT. ChoOImeHusTa TpsiOBa 1a ce u3npaniar, 3a
MpeANoYNTaHe Ype3 BETEPHUHAPCH JIeKap, TN Ha TPUTEXKATENSI Ha Pa3pelIeHHETO 3a ThPTOBUS, WX Ha
HAI[MOHATHNAA KOMIIETEHTEH OpPraH Ype3 HallMOHAJTHATA CUCTeMa 3a ChOoOIaBaHe. 3a ChOTBETHUTE
JIaHHU 32 Bpbh3Ka BHXKTE CHUIO MOCJIEIHATA TOYKA OT JINCTOBKATA.

3.7 VYnorpeda mo Bpeme Ha OPeMEHHOCT, JAKTAI[US UJIU sTiilEeHOCEeHe

BpeMeHHOCT 1 naKTanms:

Moske ma ce mpuiara 1mo BpeMe Ha OpeMEHHOCT U JIaKTaIlHsl.

besomacHocTTa HE € yCTaHOBEHA 10 BpeMe Ha OpeMEHHOCT U JIAKTaIus IPU KydeTa 1o BpeMe Ha
EKCIICPUMEHTATHUTE TIPOYYBAHUS, HO yIIOTpedaTa mpH TEPESHHU OMUTH HE TIOKa3Ba HEXKEIIaH!
peaKuuy Ipy KydeTa, BKIIFOUUTEITHO

KbpMemu 1 OpemeHnHu Kydeta. [Ipu nqpyru Bugose ot pog Kyuera e mokazano, 4e € IpoAyKThT €
Oe3ormaceH 1o BpeMe Ha OPEeMEHHOCT U JIAKTAIUS KaKTO ITPU MalKHUTE, TaKa U TIPU MAIIKHTE.




3.8 B3zaumopaeiicTBHe ¢ Ipyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYru popmMu Ha
B3anMojieiicTBHe

He ca u3BectHm.
3.9 HayuH Ha NpUJIOKeHHE U T03UPOBKA
IIepopanHo npunoxeHue.

IIpuemMbT Ha eqHA MpUMaMKa € JOCTaThUEH, 32 Jja OCUTYpH UMYHHU3alus 3a IPEAOTBPATsABaHE Ha
uH(eKHs ¢ BUpyca Ha Oeca.

Morar na ce U3MoI3BaT pa3INyHU CUCTEMH 3a MPEAOCTaBsIHE HA MPUMAaMKUTE Ha [EJIEBUTE KUBOTHH.
Haii-mmpoko u3non3BaHaTa cHCTEMa € Taka HApEYEHUAT MOJEN Ha pa3faBaHe U u3Bnu4aHe. [1o To3u
HAYMH Ha Ky4JeTaTa, KOUTO He ca JIECHO JOCTHIIHU 3a IapEeHTEpalHa BaKCHHALUS U C€ CPEIIHAT 10
BpEME Ha CUCTEMHO ITOKPUTHE HA palioOHa UM ce IIpeasiarat IpuMaMkHy. B ciydaii, ye )KUBOTHOTO
U3XBHPIH (NephOopUpaHoOTO) cale, TO ce Mproupa (ako € Bb3MOXKHO) OT BAKCHHATOPHTE U CE
U3XBBPJISl B CbOTBETCTBUE C IIPOLIEAYPUTE 32 ONIACHH OTHAIBLIM. AKO KyYEeTO HE MpHeMe MPUMaMKaTa,
TS CBHIIO ce MPUOMpPa OT BAKCHHATOPA U C€ M3IIOJI3BA 3a IpYro Kydye. [Ipu onpezieneHu ycioBus,
NpENUCaHd OT KOMIIETEHTHHTE OPraHu, MPUMaMKH MOTAT Jia c€ TIPEIOCTaBsAT U Ha COOCTBEHUIINTE Ha
KydeTa, KOWTO 1€ TY IpeajiaraT Ha CBOUTe Kydera. Y Hakpasi, KOMIIETEHTHUTE OpraHu Morar aa
pasperiaT OCTaBIHETO Ha IPUMaMKH Ha U30paHu MeCTa, B CIy4ail ue KyderaTa He MoraT Ja Obaar
JIOCTUTHATU (MOJIET Ha TMBaTa MPUPOJIA).

3.10 CumnrToMu Ha npeno3upaHe (U KOraTo e NpHJI0KUMO — NPOLEeAYPH HA JeiicTBHe IPH
CIIeIIHHU CJIy4Yau U AHTHIO0TH)

[Ipunaranero Ha BakcuHaTa mpu 10 mbTH Hax MUHUMAaNTHATa e(DEKTHBHA /1032 HE € JOBEJO JIO T0sBa
Ha HEOJIATOTPUATHH PEaKIIHH.

3.11 Cneuuajnu orpaHuYeHUs 32 ynoTpeda U crnenuaJHi YCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHUYEHM 32 YOTpPedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHHU
JIeKapCTBeHHU NMPOAYKTH, C IeJ Ja ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Besko nune, koeTo Bb3HaAMEpsiBa Aa MPOU3BEKAA, BHACS, IPUTEKABA, Pa3NpOCTpaHsBa, Ipo1aBa,
cHa0zs1Ba 1 ynoTpeOsiBa TO3M BETEPUHAPEH JIEKAPCTBEH IPOLYKT, TPsIOBa IbPBO /1a CE KOHCYJITHpPA C
KOMIIETEHTHUTE BJIACTH Ha CHOTBETHATA JbPKaBa WIEHKA OTHOCHO JIeHiCTBAIINTE BAKCHHALIMOHHU
MIOJIUTUKH, KaTO TE3U JISHHOCTH MOTaT Jia ObJIaT 3a0paHeHu B Ibp)KaBa WieHKa Ha Is1aTa WK YacT OT
HeHaTa TEpPUTOPHS, B ChOTBETCTBUE C HALIMOHAIIHOTO 3aKOHOAATENICTBO.

[IpunaraneTo € OrpaHU4eHo A0 HAIJICKHO ONPENEIICHOTO OT KOMIETEHTHUTE aAMUHUCTPATUBHU
OpraHu.

3a TO3U MPOIYKT ce M3UCKBA OCBOOOXKIaBaHE HA MAPTH/IA OT O(hHUIIMATIEH KOHTPOIIEH OpTaH.
3.12 KapeHTHH CpOKOBe

He e mpunoxumo.

4. NMYHOJIOTHYHA THOOPMAIIUA

Rabitec e xuBa MoguduIpaHa MPOTUBOOSICHA BAKCHHA 32 MEPOPATHO MPHIIOKEHUE.
HMyHW3UpaHuTe )KUBOTHU ca 3aIMTEHN OT HHEKIHI ¢ BUpYyca Ha Oeca B MOJICBH YCIIOBUS U HE
mpeHacsT 0sc.

JlokazaHo e, ye aKTMBHOTO BEIIECTBO — IlIaM Ha BakcuHarta Rabitec e anarorexnen 3a
UMYHOKOMIIETCHTHH MHUIIIKY, JIOPH CIIC] UHTpanepeOpaTHa NHOKYJIAIHsL.



AKTHBHOTO BEIIECTBO € MHOT'O OTCIIA0CH T€HETUYHO MOIU(UITPaH KOHCTPYKT Ha BUpyca Ha Osic,
noayueH oT SAD B19 BakcunaneH mam. ['eHoMbT HOcH MyTanmu Ha G-TIpoTerH (TTTUKONPOTEHH)
JIOKaJM3UpaHy B 2 HE3aBUCHMHU MecTa Ha reHoMa (B o3uuu 194 u 333 Ha amuHokucenunara B G-
NpOTEnHa), KbETO c€ OOMEHST U TPUTE OCHOBHU HYKJICOTUAM “‘KOJOHHU’, KOETO BOJIHU 10 IPOMEHH Ha
aMHMHOKHCEIMHATA U B J1BeTe no3ului. OCBEH TOBAa F€HOMBT HOCH TOYHO KOIIME HAa MOAU(UIMPAHUS
UMyHO-peneBaHTeH G-IIPOTenHOB (TIIMKOIPOTENHOB) I'eH, KOETO BOJY 0 3HAYNUTEIHO I10-BUCOKA
excnpecust Ha G-poTerMHOBUA T'eH. T'hil KaTo BCsKa OT Te3U MOAN(UKALIMK Ha TEHOMA JI0Ka3aHO
JOIBJIHUTEHO aTeHyunpa BupycHus mamM SAD B19, TexHusT MHOKECTBEH e(eKT rmoMara aa ce
n30eTHe peBepcrsiTa KbM H3XOJHHS [IaM.

Bb3MorkHa e audepeHuanyisi Ha TO3M BaKCHHAJIEH BUPYC OT BCHYKH APYTH IIaMOBE Ha BUpYyca Ha
Oeca, BKJIFOYMTEIIHO U HETOBUS U3XOJIeH 11aM, Hanpumep upe3 PCR metoau.

Rabitec ce n3mon3Ba 3a HHAYIMpaHe Ha 3aIMUTEH IMYHHUTET TPH IEJIEBUTE BUIOBE Ype3 IIEPOPATHO
NPUIOKEHUE, XapaKTepU3nUpallo ce ¢ MHAYLHPaHeTo Ha cnenn(UYHH 3a BUpyca Ha Oeca
(HeyTpanu3upaIiy) aHTUTeNa, HHAYIHUPaHH OCHOBHO OT G-MIpoTerHa (TITUKOIPOTENHA).
EdwukacHocTTa Ha BakCHHATA € IEMOHCTpHUpaHa B 1a00paTOPHH MPOYIBAHMUS.

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4eH koa (ATCvet Code):

Betepunapen nekapctBed anaromo-tepaneBtudeH kox (ATCvet Code): QI07AD.

3a cTuMynMpaHe Ha UMYHHTET NP Ky4eTa cpenry Osic.

5. DOAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He e npunoxumo.

5.2 Cpoxk Ha roaHoCT

Cpok Ha FOZHOCT Ha KpaiHUs BeTepUHAPEH JIEKapCTBEH MPOAYKT: 2 TOAWHH MIPU TEMIIEpaTypH MOA
wiu paBHu Ha -20 + 5°C.

CraburHOoCTTa Ciien MOCTaBsHE B OKOJIHATA Cpelia € JJoKa3aHa 3a 5 THU Ipu TeMrepaTypu a0 25°C.
5.3 CrhenuajanHu yci0BHA 32 CbXpaHeHHe

[a ce cexpaHsIBa U TpaHCIIOPTHPA B 3aMPa3eHO CheTosiHUE, o -20 £ 5°C.

Jla He ce 3ampa3zsiBa MOBTOPHO.

[IpumamkuTe TpsiOBa a ce pa3NpbCHAT BeHATA Ciell pa3MpassBaHe. PazMpa3eHara BakcHHHA
nmpuMaMKa MOJXKe Ja ce chxpaHsaBa 28 nuu npu Temneparypa 2°C — 8°C npenu ynotpeda uim 3a He
roBede OT 5 JHU NpH Temneparypa no 25°C.

5.4 Buau cbcTaB HA MBPBUYHATA ONAKOBKA

BakcunanmHara cycrieH3us € HalrbJTHeHa B TakeTdeTa. [lakeTdeTo € oT TpucIoeH TaMuHaT, KOHTO ce
CHCTOH OT XapTHUEHA OCHOBA, ATlYMHHUEBO (OJTMO U MOITHETHIICH.

[MakeTueTo ce pasmonara B MaTpuIla 3a IpUMaMKa, IPUBINYAIIA [[EJIEBUTE BHIOBE )KUBOTHH.
[IpumamMKuTE ce OmmaKkoBaT B IUTMKOBE U B KAPTOHEHH OITAKOBKH, KaTO:

25x20 opos

36x20 Opost

4x120 6pos

He Bcuuku pa3Mepu Ha OlakoBKaTa Morar jia ObJIaT NpejJiarany Ha masapa.
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5.5 CnenuajHu MEPKH 32 YHUII0KAaBAaHE HA HEU3IT0JI3BAaH NMPOAYKT WJIH OCTATBIH OT HEIro

BerepunapuuTe nekapcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomspaiite porpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MCCTHOTO

3aKOHO/ATEJICTBO M C BCHYKH HAIMOHATIHH CUCTEMH 33 ChOMpaHe, IPUIIOKIMH 32 ChOTBETHUS
BETEPHHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThbPI'OBUSA

Ceva Santé Animale

7. HOMEP HA PAPEHIEHUETO 3A THPT'OBUSA

EU/2/17/219/004-006

8. JATA HA ITbPBOTO U3JABAHE HA PAZPEIHIEHUETO 3A ThbPI'OBUA

{JUYMM/TTIT}

9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

{JUUMM/TTIT}

10. KIIACUPUKAIUS HA BETEPUHAPHUTE JIEKAPCTBEHU NTPOJAYKTHU
Ja ce oTmycka caMo MO JISKapCKO MPEeIICcaHue.

[TonpoOHa nuH(pOpMaNKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHTE B Oa3aTa JaHHH
Ha Cpbro3a otHocHO nponykTute (https:/medicines.health.europa.eu/veterinary).
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IMPNJIOKEHHUE I1

APYI'N YCJIIOBUA U UBUCKBAHUA KBbM PASPEIHIEHUETO 3A ThPI'OBUs

Hsama.
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IMPUJIOKEHUE 111

ETUKET U JINCTOBKA
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A. ETUKETH
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

Kapronena onakoBka, csabp:kama 800 npumamku (1 x 800 Opost, 4 x 200 6post nnu
40 x 20 6pos)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rabitec nepopanna cycren3usi, mpuMaMKa 3a JIMCUIN U MUETIId MEUKH

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Bceska go3a (1,7 ml) ceabpika:

AKTHBHO BelIECTBO:

ATeHyHpaHa )kK1MBa IPOTUBOOSICHA BAaKCHHA OT JKUB BHUPYC, maMm SPBN GASGAS

10%¥ FFU*/no3a - 10! FFU*/no03a (* Focus Forming Units - ®okyc popMUpaiy e1iuHuIm)

3. PASMEP HA OITAKOBKATA

1 x 800 6post
4 x 200 6pos
40 x 20 Opost

4. BUJIOBE )KNBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

JIncumnuy, MUEI MEUKH

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

IIepopanHo npunoxeHue.
PasnpbckBaHe Ha MPUMaMKUTE PHYHO HIIH OT Bb3AyXa.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}
[IpumamkuTe TpsiOBa 1a ce pa3npbcHAT HE3a0aBHO Ciie]] pa3MpassiBaHe.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce chxpaHsBa ¥ TPAHCIIOPTHPA B 3aMPA3CHO CHCTOSIHHUE.
Jla He ce 3ampa3siBa MOBTOPHO.
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ITo m3KIIOUeHME, pa3Mpa3zeHaTa BaKCHHA MOXe J1a ce chxpaHsaBa o 7 aam mnpu 2 °C — 8 °C npeau
ynoTpeba.

10. HAJIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynotpebda npoyereTe JIMCTOBKATA.

11. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIIUCBHT “JA CE CbXPAHSABA JAJIEY OT NIOTVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT NorjicaAa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Ceva Santé Animale

14. HOMEPA HA PASBPEHIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/17/219/001
EU/2/17/219/002
EU/2/17/219/003

15. HAPTHUJIEH HOMEP

Lot {nomep}
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

Kapronena kytus, cbabpaxama 25x20 oposi, 36x20 oposi, 4x120 opost

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rabitec mepopanna cycrieH3us1, mpuMaMKa 3a KydeTa

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Besika no3a (3.0 ml), moctaBena B mpuMaMKa ChIbPIKa:

AKTHBHO BellleCTBO:
AteHyunpan uB BUpyc Ha Oeca, mam SPBN GASGAS:  10%° FFU* - 10°° FFU*
(*Focus Forming Units - ®oxyc ¢opMupaniy eIuHUIH)

‘ 3. PABMEP HA OITAKOBKATA

25x20 6pos
36x20 6post
4x120 Opos

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

[IepopanHo npunoxeHue.
PpuHO pa3npbckBaHe Ha IPUMAMKHUTE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mmn/mMmm/rT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[la ce cpxpaHsBa U TPaHCIIOPTHpPA B 3aMPA3E€HO CHCTOSAHUE MpH TeMmeparypa < -20°C + 5°C.
Jla He ce 3ampassiBa HOBTOPHO.
[TpumamkuTe TpsiOBa 1a ce mpeuIokaT Ha )KUBOTHHUTE CIIE/ pa3Mpa3siBaHe.
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Pa3MpazeHara BakCMHHA IMpuMaMKa MOYXKE Ja ce ChXpaHsaBa 28 mau mpu temiepartypa 2°C — 8°C
npean yrnorpeda Wiiv 3a He TIoBede OT 5 aHH mpu Temneparypa mo 25°C.

10. HAJAIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

11. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YITOTpeoa.

12. HAJAIIUCBHT “JA CE CbXPAHSABA JAJIEY OT NIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjied OT Norjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Ceva Santé Animale

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/17/219/004
EU/2/17/219/005
EU/2/17/219/006

15. HAPTHUJIEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

PVC/AnymunueB 0ucTep

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rabitec

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {an/mm/rr}

‘ NPEAYINIPEKJAEHUE 3A PUCK

Rabies vaccine.
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

ITakerue (Mexo ¢o1H0)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rabitec

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {an/mm/rr}

‘ NPEAYINPEKJAEHUE 3A PUCK

Rabies vaccine. Do not touch!
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

IIpumamka

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rabitec

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {an/mm/rr}

‘ NPEAYINIPEKJAEHUE 3A PUCK

IIporuBoGsicHa BakcuHa. /[a He ce JoKocBa!

QR code - https:\\www.ceva.de\service\rabitec

30
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B. IMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Rabitec mepopanna cycreH3usi, mpuMamKa 3a JINCUITN 1 MUEIIH MEYKH.

2. CnbcraB

Besika no3a (1,7 ml) B npumamka cbIrbpxa:

AKTHBHO BelIECTBO:

Artenyupan BakcuHasieH Bupyc Ha 0sc, mam SPBN GASGAS: 10%* FFU* - 10%! FFU*

(* Focus Forming Units - ®okyc ¢opMupariy e 1mHHILN)

CycrnieH3usTa uMa XbJIT BT B 3aMPa3eHO ChCTOSHUE U YEPBEHUKAB LIBAT B TEYHO CHCTOSHHUE.
[TpumamkuTe ca MPaBOBI'bIHH, Ka(sBH HA IBAT U C UHTCH3UBHA MUPU3MA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

.HI/ICI/ILII/I 1 MUCIIU MCUYKH

4. IToxa3zanus 3a ynorpeoda

3a akTHBHA UMYHHU3aIMs Ha JINCHUIN U MHUCIITA MEUKH Cpelry Osc, 3a Mpea0TBpaTABaHe Ha MHMEKIHS 1
CMBPTHOCT.

Hauano Ha uMyHUTETa: HE € YCTAHOBEHO.

IIpoabmKUTENIHOCT HA UMYHUTETA: Hal-Masko 12 Mecena.

5. IIporuBonokazanus
Hswma.
6. CnenuaJ Hu mpexynpexaeHus

CHCLII/IaJ'IHI/I OpEAYNPEKIACHUA:
Bakcunnure IMpUMaMKH HC Ca IPCAHA3HAYCHU 3a BAKCUHUPAHC HA JOMAIIIHU )KUBOTHH.

CroMantHo-4peBHH MPU3HAIM (BB3MOXKHO € J1a Ce JB/DKAT Ha HeCMUJIaeMusl OJINCTEPeH MaTeprai) ca
JTIOKJIAJIBAHU TP Ky4eTa CJe]l CIIy9aifHO MOTIThIIaHe Ha IPUMaMKaTa.

CrenanaHy Opeaa3sHyu MEpKY 3a Oe3omnacHa yrnorpeda IIpy BUIOBETE JKUBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:
He e npunoxxumo.

CrielmaiHy Ipena3Hi MePKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPIIIATAII0 BETEPUHAPHUS JICKAPCTBEH
IPOAYKT HA )KUBOTHHTE!

PaGotere ¢ mpuMaMKkuTe C TOBUIIEHO BHUMaHKe. [Ipu paboTa 1 pa3npbhCKBaHe Ha MPAMAMKHUTE €
MPETIOPHYUTEITHO J1a HOCUTE PBKABHUITH 3a €IHOKpaTHA yrorpeda. [Ipy KOHTaKT ¢ BakCHHAITHATA
TEYHOCT, He3a0aBHO 51 OTCTPaHETE Upe3 MATeTHO U3MUBAHE C BoJia U canyH. He3a0aBHO 1a ce
MOTHPCU MEAUIIMHCKU CHBET, KATO Ha JIEKaps CE MPEJOCTaBU JIMCTOBKATA MIIM €TUKETa HA MPOIYKTA.
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TBif KaTo Ta3u BaKCHHA € M3TOTBEHA OT KUBH, aTCHYHPAHU MUKPOOPTaHU3MH, TPAOBa 1a OBIaT B3eTH
CHOTBETHUTE MEPKHU 3a Mpe/Ia3BaHe 0T KOHTaMUHAIMS Ha TIEPCOHANIa U IPYTH X0pa, Y4acTBAIIH B
npoleca.

CrienmatHy Ipeina3Hu MEPKU 3a 3allliTa Ha OKOJIHATA Cpeia:
He e npunoxumo.

bpemenHocT U nakTaIus:
Moske ma ce mpuiara 1mo BpeMe Ha OpeMEHHOCT U JIaKTaIlHsl.

BsauMoselicTBre ¢ Ipyru BeTeprHAPHU JIEKAPCTBEHU IPOAYKTH U APYrA GOPMH HA B3aMMOJIEHCTBHE:
He ca usBectHH.

IIpenosupane:
IIpunaranero Ha 10 mbTH npenopbUUTEIHATA 1032 HA BAKCHHATA HE € JOBEJIO JI0 MOsBA Ha

HeOIaroNpUATHU PEeaKIny.

7. HeOnaronpusiTHu peakuuu
Bupose xuBOTHH, 32 KouTo € npennasHaueH BJIIL: Jlucuim, Muemuy Meuku.
He ca u3BecTHU.

Cro0miaBaHeTo Ha HEOIATONPUATHHU PEaKIIMU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HAKAKBU HEOIATONPUATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKApPCTBEH MPOIYKT
HE JIeliCTBa, CBBPIKETE ce MbPBO ¢ Baius BeTepuHapeH jiekap. MoKeTe ChIIIo 1a ChOOIIaBaTe
HeOIaronprsATHU peakllny Ha IPUTEKATENS Ha Pa3pelIeHUETO 32 ThPrOBUs, KaTO U3ITOJI3BAaTe JAHHNUTE
3a KOHTAKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Bamara HanoHanHa cucreMa 3a ChoOIaBaHe.

8.  Jlo3upoBka 3a BceKH BH/ ’KHBOTHO, HAYUMHHN M MeTO/ Ha NIPUJIOKEHHE
[IepopanHo npunoxeHue.

[IpuembT Ha eAHA TPUMAaMKa € JOCTaTh4EeH, 3a Aa OCUTYPU UMYHH3aLUs 3a IPEAOTBpaTsIBaHE HA
uH}eknus ¢ Bupyca Ha Oeca. [[pumaMKkuTe ce pa3npbCKBAT Ha pbKa MO 3eMITa U OT Bb3yXa B
paMKHUTE Ha BAKCUHALMOHHUTE KaMIIaHUU Cpellty Osic.

CrerneHTa Ha pa3MpbhCKBAHE 3aBUCH OT TOMOrpadusITa, MITHTHOCTTA HA MOMYJIAIMATA HA IIEJICBUTE
BUIOBECTE U OT €IM300TUYHATA CUTYyallUA. Hopajm TOBA C€ cJIcaBar HpeHOp’bKI/ITe/I/ISI/ICKBaHI/ISITa Ha
KOMITETEHTHHUTE BJIACTH IO OTHOIIIEHNE HA CTENIEHTa HA pa3pbhCKBaHe, 30HATa Ha BAKCUHUPAHE,
METO/1a Ha Pa3NpPbCKBaHEe/TIPUMAMKHU U JPYTH MECTHU/PETHOHAITHY YCIOBUS, Ae(UHUpAHH OT
KOMITIETEHTHUTE BIACTH. [IpenopbuBa ce Mo-BUCOKA MITBTHOCT HA Pa3MpbhCKBAHE B 30HU ¢ BUCOKA
IUTBTHOCT Ha IIoIyJIaluATa Ha JII/ICI/IHI/ITC/MI/ICHII/ITC MCYKHU. BBSI[yHIHOTO pasnpbCKBAHE HA
MPUMAMKHTE C MOJXOAIIO JIETATEIHO CPEACTRO (CaMOJIET, XEIUKONTED, IPOHOBE HITH MOI00HH) €
MPENOPBYUTEIHO MPU OTKPUTH WM CJTa00 HACEICHH PETHOHH, @ PPYHOTO Pa3MPbCKBAHE B 30HHU C
BHCOKA IUTBTHOCT Ha YOBEIIIKATA MOy JIAIIHSL.

BB3ayiiHo pasnpbcKBaHe Ha MPUMAMKHUTE HE Ce IPEmopbyBa B OJIM30CT 10 BOJAOM3TOUHUIIHN (e3epa,
PEKH, BOJTHU PE3ePBOAPH), KAKTO U B MIIBTHO HACETICHH PETHOHU. 32 PENOPhYBAHE € BAKCHHAIIUATA
Jla ce MpaBH JBa MbTH TOAMIIHO (HATp. MIPOJIET U €CEeH), B HAKOJIKO MTOCIE0BATEIHN TOANHH, Hal-
MAJIKO JIBE TOJIMHU CJISI MOCJICAHUS TTOTBBPJICH Cliyuaii Ha 0siC B pernoHa; He TpsOBa obaue j1a ce
IpaBH pa3snpbCKBaHE HA IPUMAMKHUTE B CE30HH, KOraTO TEMIIEPATYPHHUTE U/ KIMMATHYHH yCIOBHSI
Ce OYaKBa J1a KOMIIPOMETHPAT PUMAMKHTE U CTAOMITHOCTTa Ha BAKCHHATA. 3a J1a Ce TPeInasst
PEruOHUTE, B KOUTO HAMA 6$1C, MOIKE a C€ IMOCTAaBAT IIPpUMAaMKH 3a Cbh3/JaBaHC HAa BAKCUHAIIMUOHCH
nosic Wi 1moj opmara Ha BAKCHHAIMU Ha OTPEICIICH MECTa.
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9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

[MpumamkuTe TpsIOBa Ja ce pa3npbcKBaT He3abaBHO Clie/l pa3MpassiBaHe.

He ce npenopwuBa pa3npbckBaHe Ha TPUMAMKHTE B TIEPUOJIH C TIOBUINIEHA TEMIIEPaTypa.
10. KapeHTHHU cpokoBe

He e npunoxxumo.

11. ChenunaJiHu yCJIOBHS 32 CbXpaHEeHHe
Jla ce cpxpaHsBa faned OT IOIJIeAa U Ha HEJOCTBIIHMU 32 JIela MeCTa.

Ja ce cbxpaHsIBa ¥ TPAHCIIOPTHPA B 3aMPa3CHO ChCTOsTHUE, TIo1 -15 °C.

[a He ce 3ampaszsiBa MOBTOPHO.

Pa3smMpasenarta BakcuHa MOXe Jia ce chXpaHsaBa 7 AHU npu Temmeparypa 2 °C — 8 °C npeau ynorpe6a;
HO MIPUMAaMKH, ITPH KOUTO OXJIaJUTETHATa BepHUra e Omia npekbCHaTa, Thil KaTO HE ca ChXpaHsIBaHU B
XJTaIWITHUK, TPSAOBa 1a Ob1aT YHUIIOKCHH.

[la He ce u3Moa3Ba TO3HM BETEPUHAPHOMEIULIMHCKY TPOAYKT Clie] U3THYaHe CPOKa Ha TOJTHOCT,
MMOCOYEH BHPXY €THKETa B KapToHa ciieq “Exp”.

12. ChnenmnajHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTITATHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomssaiite porpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C UBUCKBAHUATA HA MECTHOTO
3aKOHOJATCJICTBO U C BCUYKHU IPUIIOKUMH HAITUOHATIHU CUCTEMHU 3a C’LGI/IpaHC. Tesu MECPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IrcaHue.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKH
EU/2/17/219/001-003

HpI/IMaMKI/ITC CC OIIaKOBAT B IIJIMKOBE UJIHN CaAKOBEC OT IIaCTMAaCOBO (I)OJ'II/IO B KapTOHCHU OIIAKOBKH,
KaTo:

1 x 800 Opos
4 x 200 6post
40 x 20 6post

He Bcuukn PasMEpu Ha OITAaKOBKATa MOrat Ja 6’L,I[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
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03/06/2025

[MonpoOHa nHbopMaIKs 3a TO3M BeTepUHAPEH JEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nanHd Ha ChrO3a OTHOCHO MPOAYKTHTE.

16. /lanHwu 3a Bpb3Ka

[IpurekaTen Ha pa3pelIcHUETO 3a ThPrOBHUS M JTaHHM 33 BPb3Ka 33 ChOOIIaBaHe HA IPeaIoIaracMu
HEOJIarONpUITHHA PEAKIIUHN:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne

®paHuus

Tenedonen Homep: 00 800 3522 11 51
E-mail: pharmacovigilance@ceva.com

IIpown3BoanTen, OTroBapsIl 3a 0CBOOOKIABAHETO HA MMAPTUIU:

IDT Biologika GmbH
Am Pharmapark
06861 Dessau-Rosslau
I'epmanus

Ceva Tiergesundheit (Riems) GmbH
An der Wiek 7

17493 Greifswald - Insel Riems
T'epmanus

17. JlombanuTeana nHGopManus

TeuHa BakcHHA B TIOJIMMEP/ATYMHHUEBH OJIMCTEPH, KOUTO CE Pa3IoyiaraT B MaTpHIIa 3a IPUMAaMKa,
MIPUBIINYAIIA [IETIEBUTE BUOBE KUBOTHH.
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Rabitec mepopainHa cycreH3us, mpuMaMKa 3a KyJera.

A Cnbcras
Bcesika no3a (3.0 ml) B npumamka cbIrbpxa:

AKTHBHO BelIECTBO:
Artenyupan BakcuHasieH BUpyc Ha 0sc, mam SPBN GASGAS: 10%° FFU* - 10°° FFU*
(* Focus Forming Units - ®okyc ¢popMupariy e 1mHHILN)

ITpuMaMKHUTE ca MPABOBI'BIHHU, KBITO-KaPCHUKABO OIIBETCHH.

BakcunaiHata CycrieH3Hs € ¢ YepPBEHUKABO-0sT BT B 3aMPa3eHO ChCTOSIHUE M C PO30B JI0
YEepBEHHUKAB I[BSAT B TEYHO CHCTOSIHUE.

[TakeTueTo € OT TPUCIIOCH JJAMHHAT, KOMTO Ce ChCTOM OT XapTHEHAa OCHOBA, ATyMUHHEBO (oo 1
MOJTUECTHIICH.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kyuera.
4. IToxa3zanus 3a ynorpeoda

3a aKTHBHA HMYHH3allUd Ha Kyde€Ta CPCILy 6$IC, 3a IpCaAOTBpATABaHC HA I/IH(i)CKI_II/IH U CMBPTHOCT.

Hauano na umynutera: ot 15-ust 1eH ciaen BakCHHAIUS.

[IpoabIKUTETHOCT HA UMYHHTETA: 26 CEIMHUIIN, KAaKTO € TIOKa3aHO Ype3 MPOBOKAIHS MTPH KydeTa.
Ceponornunante ganau (ELISA) ot kydeTa, BaKCHHUpaHU HAa TepeHa TOKa3BaT MPUCHCTBUE HA
crienm(pIHN aHTUTENA Cperry OsiC, TOKa3BaIly HAJTMINE Ha 3alIUTEH UMYyHHUTET 3a Haii-Mainko 30
Meceria.

5. IIporuBonokazanus
Hswma.
6. CnenuaJHu mpexynpexaeHus

CroenuanHy NpeaynpeskIcHNs
Hsama.

CrenuaaHny Opeana3iu MEPKH 3a Oe3omacHa ynoTpe0a py BUIOBETE JKUBOTHH, 34 KOUTO €
npendasHauexn BJIIT:
He e npunoxumo.

CrenuanaHy Opeana3sHi MEPKH, KOUTO TpsOBa Jia B3eMe JULIETO, IPUIaraiio BeTepUHAPHMS JICKapCTBEH
HNPOAYKT Ha YKUBOTHHUTE:

Paborere ¢ mpuMaMKuTe C IOBUIICHO BHUMAaHUE. [Ipy KOHTAKT ¢ BaKCUHATHATA TEYHOCT, HE3a0aBHO 5
OTCTpaHEeTe Ype3 MATEITHO U3MHUBAHE C BOJa M carmyH. He3abaBHO n1a ce MOTHPCH MEIUIIMHCKH CHBET,
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KaTo Ha JIeKaps ce MPeIOCTaBH JMCTOBKATA MM €TUKETa Ha MPOAyKTa. B cirydai, ue mMa yCTaHOBEH
cOOCTBEHUK W/WIK TJIeay, Ce MPEnopbuBa Ja HIMATe TUPESKTCH KOHTAKT ¢ Ky4eTo My rmoHe 12 Jaca,
cJe/ KaTo CTe My MPEAJIOKUIN IPUMaMKa.

TBif KaTo Ta3u BaKCHHA € M3TOTBEHA OT KUBH, aTEHYNPAHU MUKPOOPTaHU3MH, TPAOBA 1a ObJaT B3ETH
CHOTBETHUTE MEPKH 3a MpeNIa3Bane 0T KOHTAMHUHAIKS Ha pabOTen s 1 JPYTH X0pa, yJIacTBaIIH B
Mporieca, HaIpruMep ¢ HOCEHETO Ha €THOKPATHU PHKABHUIIH.

CrenmanHy npeanasHu MEpPKU 3a 3alliTa Ha OKOJIHATa Cpesia:
He e npunoxxumo.

bpeMeHHOCT U JaKTaIus:

Mosxe nma ce mpuiiara 1mo Bpeme Ha OpeMEHHOCT U JTaKTaITusl.

BezomacHocTTa HE € yCTaHOBEHA 0 BpeMe Ha OPEMEHHOCT U JIAKTAIUS IIPH Ky4eTa 110 BpeMe Ha
EKCIICPUMEHTATHUTE TIPOYYBAHUS, HO yIIOTpedaTa mpH TEPESHHU OMUTH HE TIOKa3Ba HEXKEIIaH!
peakIuy MpH Ky4eTa, BKIIFOUUTEITHO KbpMeTy U OpeMeHHH Kydeta. [Ipu npyru Bugose ot pox Kydera
€ JIOKa3aHo, 4e € MPOAYKTHT € Oe30IaceH 1Mo BpeMe Ha OPEMEHHOCT U JIaKTaIl¥sl KaKTO MPH MaHKuUTe,
TaKa 1 Mpu MaJKUTE.

BsaumoeiicTBre ¢ Apyru BeTepHHAPHY JIEKAPCTBEHN OPOAYKTH U APYTH (GOPMHU HA B3aUMOJIEHCTBHE:
He ca usBectHH.

IIpenosupane:
[Ipunaranero Ha BakcuHaTa ripu 10 mbTH HaJ MUHUMAaNTHATA €(DEKTHBHA 71032 HE € JOBEJIO JI0 MOsIBa

Ha He6J'IaFOHpI/I}ITHI/I pCaKknuuu.

CrenuaigHy OrpaHUMYEeHHUs 33 YOOTpeOa U clielMalHy YCIOBHsI 3a yroTpeoba:

Bcesixo nune, koeTo Bb3HaMepsBa Aa MPOU3BEXK A, BHACH, IPUTEkKaBa, pa3lpoCTpaHsIBa, IPo/IaBa,
cHa0zsBa M ynoTpeOsiBa TO3M BETEPHHAPEH JIEKApPCTBEH MPOIYKT, TPsIOBa IBPBO /1a CE KOHCYJITHpa C
KOMIIETCHTHHUTE BJIACTH Ha ChOTBETHATA JbPKaBa WIEHKA OTHOCHO JIefiCTBAIINTE BAKCUHALIMOHHU
HOJIUTUKY, KaTO TE3U JEHHOCTH MOTaT fa ObJaT 3a0paHeH! B Jbp)KaBa WiICHKA Ha IsU1aTa WIK YacT OT
HeHaTa TepUTOPHS, B CbOTBETCTBUE C HALIMOHAIHOTO 3aKOHOAATEIICTBO.

[Ipunaranero € orpaHUYeHO 10 HAJUIEXKHO ONPEAETIEHOTO OT KOMIETEHTHUTE a]MUHUCTPATUBHU
OpraHy.

3a To3u IMPOAYKT CC U3UCKBaA OCBO60)K,I[aBaHG Ha napTtuia oT O(l)I/II_[I/IaJ'IeH KOHTPOJICH OpraH.

OCHOBHY HECHBMECTUMOCTH:
He e npunoxxumo.

7/ HebsiaronpusiTHu peakumun
Bunose xuBOTHH, 3a KOUTO € ipeaHa3HaueH BJIIT: kyuera.
He ca nabmronaBany HeGIAroNpUsITHU PEaKLHH.

Cpo011aBaHeTO Ha HEOJATONPUATHH PEakiliy € BaykHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha MPOAYKTa. AKO 3a0€/IeKUTE HAKAKBH HEOIArONMPHATHA PEAKIIMU, BKIOYUTEIHO U
TaKHBa, KOMTO HE Ca OMMCAHM B Ta3U JINCTOBKA MJIM MHUCIIUTE, Y€ BETEPHHAPHHMS JICKApPCTBEH HPOIYKT
HE JICHCTBa, CBBPIKETE Ce MbPBO C Bamus BeTepuHapeH ekap. MoxeTe ChIIo /1a ChoOIaBaTe
HEOJIarONpHUSTHU PEaKIiy Ha MIPUTEkKATEIs Ha Pa3pelIeHUETO 3a ThProBUsl, KATO U3IOJI3BATE JTAHHUTE
3a KOHTAKT B Kpasi Ha Ta3W JUCTOBKA WK Ype3 Barara HaloHanHa ciucreMa 3a ChoOIaBaHe:
https://kvmp.bfsa.bg.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE
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TlepopanHo npusioxeHue.

[IpuembT Ha eAHA TPUMAaMKa € JOCTaThuEeH, 3a Aa OCUTYPU UMYHH3aLUs 3a IPEAOTBpaTsIBaHE HA
uH(EeKIUs ¢ BUpyca Ha Oeca.

Morar aa ce U3I03BaT pa3jInuHU CUCTEMH 3a IIPEJIOCTaBsIHE Ha IPUMaMKUTE Ha LEJIEBUTE )KUBOTHHU.
Haii-mmpoko u3non3BanaTa cucTeMa € Taka HapeueHHUAT MOJeN Ha pa3faBaHe U u3Bnunvane. [lo To3n
HAYWH Ha Ky4eTaTa, KOMTO He ca JIECHO JIOCTHITHY 3a MapeHTepaTHa BAKCUHAIIUS U CE CPEIIHAT T10
BpEME Ha CUCTEMHO ITOKPUTHE HA paliOHa UM ce IIpeasiarat IpuMaMkHy. B ciydaii, ye )KUBOTHOTO
U3XBBPIH (1epHOpUpPaHOTO) callie, TO ce MprOupa (aKo € Bb3MOXKHO) OT BAKCHHATOPUTE U CE
U3XBBPJISl B CbOTBETCTBUE € IIPOLIEAYPUTE 32 ONIACHH OTHAIBLIM. AKO Ky4eTO HE MpHeMe pUMaMKaTa,
TS CBHIIIO ce IPUOMpPa OT BAKCHHATOPA U C€ M3IIOJI3BA 3a IpYyro Kyde. [Ipu onpeeneHu ycioBus,
NpeANrUCaHd OT KOMIIETEHTHUTE OPraHy, MPUMaMKX MOTAT Jla C€ IPEIOCTaBsAT U Ha COOCTBEHUIIUTE Ha
KydeTa, KOWTO 1€ TY IpeajaraT Ha CBOUTe Kydera. Y Hakpasi, KOMIIETEHTHUTE OpraHu MOorat aa
paspeniat OCTaBsSHETO Ha MPUMaMKH Ha U30paHu MecTa, B CIy4ail ue KyderaTa He MoraT Ja Objar
JIOCTUTHATH (MOJIET Ha TMBATa MPUPOJIA).

9. CbBeTH 32 IPAaBUJHOTO MPUJIATAHE HA MPOAYKTA

HpI/IMaMKI/ITC Tp}16Ba Aa CC MPEJIOKAT Ha HCJICBUTEC JXUBOTHU CJICA pasMpassiBaHC.

10. KapenTHu cpokoBe

He e npunoxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe
Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEJAOCTHITHY 3a Jiella MecTa.
Jla ce cpxpaHsIBa ¥ TPAHCIIOPTHPA B 3aMPa3eHO ChCTOSTHUE, IpU TeMmepaTypa < -20°C £ 5°C.

[a He ce 3ampa3siBa MOBTOPHO.

Pa3mpasenarta BakcuHa MOXKe Ja ce chxpaHsBa 28 auu npu Temneparypa 2°C — 8°C npenu ynoTtpeda
WM 3a He moBeue oT 5 auu mpu 1o 25°C.

Jla He ce M3M0JI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT CJIe]] U3TUYaHEe CPOKA Ha TOJIHOCT,
MOCOYEH BBPXY KapToHa cien “Exp”.
12. ChnenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPSOBA 1a ObJAaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nomssaiite IIporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C UBUCKBAHUATA HA MECCTHOTO
3aKOHOATCJICTBO U C BCUYKHU IPUIIOKUMHU HAITUOHATIHU CUCTEMU 3a C’LGI/IpaHC. Tes3u MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.
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IMToxpo6Ha nHpOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HaMepuTe B 6azaTa JaHHH
Ha Cpro3a otHocHO nponykrute (https://medicines.health.europa.eu/veterinary).

14. Homepa Ha pa3peleHHETO 32 THPrOBHUs H Pa3MepPH ONIAKOBKH
EU/2/17/219/004-006

ITnuKoBe B KAPTOHEHU KYTHH OT:

25x20 6pos

36x20 Opost

4x120 6post

He Bcuukn PasMEpu Ha OITaKOBKATa MOrat Ja 6’B,Z[aT npeajiaranv Ha 1mmasapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
03/06/2025

[MonpoOHa nHpOpMaNKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B 0a3ara JaHHU
Ha Crro3a otHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

[purekaTen Ha pa3penIcHUETO 3a ThPrOBHUS M JTaHHM 33 BPh3Ka 33 ChOOIIaBaHEe HA IPEAIoIaracMu
HEOJIarONpUITHHA PEAKIIUHN:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne

®paHuus

Tenedonen Homep: 00 800 3522 11 51
E-mail: pharmacovigilance@ceva.com

HDOI/IBBOI[I/ITCJL OTTroBap4II 3a 0CB060)KZ[aBaHeTO Ha IMapTHUaM:

Ceva Tiergesundheit (Riems) GmbH
An der Wiek 7

17493 Greifswald - Insel Riems
I'epmanus

17. JdombjanuTteaHa HH(poOpMAIUs

Teuna BakcuHa B IJIMKYCTA, KOUTO CC pa3nojiaraTt B MaTpulia 3a IpuMaMKa, IpuBJInYaIia HeJICBUTE
BHJIOBC )XMBOTHH.
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