KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA
KBM PA3ZPEHIEHHUE 3A THPI'OBUS Ne 0022-3018

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

LEPTOVAC BIO
VMH)KEKLIMOHHA CYCIICH3US

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcesika (equanuHa) no3a (2 ml) ceabpixka:

AKTHBHH CyOCTAHIIMH:

Wnaktusupanu Leptospira pomona, Leptospira canicola, Leptospira icterohaemorrhagiae;
Leptospira hardjo, Leptospira grippotyphosa,; Leptospira tarassovi; Leptospira australis, Leptospira
wolffi - 2x10° — 2x10%°/03a 3a Bceku cepotun - THTpU Ha anTHTena 1:200-1:3 200 (MALT Tect*)

*MALT rect: micro-agglutination lysate test.

AJKYBAHT:

Aluminium hydroxide 5.6 —6.8 mg
ExcuunuenrTu:

Sodium mertiolate 0.2 mg

3a IBJIHUS CITUCHK HA SKCIIMITUEHTHUTE, BIK T. 6.1.

3. ODAPMALNEBTUYHA ®OPMA

WHxeKknoHHa CyCeH3Hsl.

4. KJINMHUYHU JAHHU

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaveH BMII

I'oBena, KOHE, CBUHE U OBIIC.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIeHH 32 OTIeJHUTE BUTOBE > KUBOTHHU

3a akTUBHA, TpOoQUIAKTHYHA UIMYHU3ALUS cpelty Leptospira spp. IpH roBesia, KOHE, CBUHE U OBIIE.
[IponyKTHT € IpeAHa3HaueH 3a aKTUBHA UMYHHU3AIM U 32 IPEJOTBpaTsIBaHe Ha HH(EKIHA.



IIpu cBuHere:

- Hepesu: mnanute Hepes3u ce BAKCHHUPAT MbPBOHAYAHO JBYKpaTHO npe3 14-21 nHu, ciex KoeTo Ha
BcekHu 6 Mecena.

BpemeHnHM cBUHe-MaliKK: MTbpBaTa BAKCUHAIMS € HA 55 JIeH OT OpeMEeHHOCTTa, BTopata - Ha 70 aeH
OT OpEMEHHOCTTA.

[IpoabmxUTETHOCT Ha UMYHUTETA: Hail-Manko 6 Mecena. [[acHBHUAT UMYHUTET Ha MaJIKUTE IIpacera
NpOIbIDKaBa Hal-Mallko 2 Mecela.

[Ipu myaau npacera Hax 2 Mecela, ABYKpaTHO BakCUHUpaHe npe3 14-21 qHu, cien KoeTo Ha BCeKu 6
Mecela.

IIpu roeena u xkoue:

[IpeBanTHBHO

- BpemMennu KUBOTHH: ABYKpaTHO Tipe3 14-21 nHU mpe3 mbpBaTa MOJIOBHHA HA OPEMEHHOCTTA.
[TacuBHUAT UMYHHUTET Ha MAJIKUTE NPOABIDKaBa Hall-Malko 1 mecen.

- XKpebum n Oukose: nBykpaTHO mpe3 14-21 q1HU U clien TOBa HA TOJIOBHH T'OIWHA.

- Mnaau xMBOTHH: HaJ 1 Mecel ABYKpaTHO BaKCHHUpaHe npe3 14-21 nHu | cied ToBa MOJAbprKalia
BAaKCHHAIMS Ha [TOJIOBUH TOJNHA.

Osue:

- BpemMennu UBOTHU: ABYKpaTHO Tipe3 14-21 nHU mpe3 mbpBaTa NOJIOBHHA HA OPEMEHHOCTTA.
[TacuBHUAT UMYHHUTET Ha MAJIKUTE MPOABIDKAaBa Hal-MaJIko 2,5 Mecela.

- Mnaau *kMBOTHM Haj 2,5 Mecenia: ABYKpaTHO nipe3 14-21 nHu W cien ToBa moaabpIKalia
BAaKCHHAIMS Ha [TOJIOBUH TOJNHA.

- OBHH: Ha NOJIOBMH TOIMHA. MIaau OBHH U HOBOBBBEIEHU B CTAJI0TO: IBYKPAaTHO BAKCHUPAHE NPE3
14-21 nHU W cien ToBa MOJAbpPIKalla BAKCHHALIMS Ha MTOJIOBUH TOJUHA.

4.3 I[MporuBonmOKa3aHus

Jla He ce n3nosn3ea npu:

- CTpecUpaHH KUBOTHU;

- )KUBOTHH C MH()EKIMO3HU U apa3uTHU 3200 sBaHUSL

- )KHBOTHH B JIOIIO 3/IpaBOCIOBHO ChCTOSHHUE.

4.4 CnenuajaHM MpeaNa3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHa3HaveH BMII
Bakcunata ce npuiara BHUMATeIHO, 3a J1a ce n30ernat HebaaronpuaTHu epeKTH Mpu OpeMeHHH
KEHCKH JKUBOTHU MOPAAX PUCK OT HACTHIIBAHE HA BE3MOXHH MEXaHHUYHH a0OPTH.

[Ipeam ynotpeba, BakcuHaTa TpsOBa Aa ce OCTaBH Jla IOCTUTHE cTaiiHa TemiiepaTypa (18 °C - 22 °C).
Pasknatere OyTuikaTa MHOTO 100pe, TIPeI U 10 BpeMe Ha yrnorpeda, ¢ el XOMOreHU3UPaHe.

4.5 Crnenmna/iHu NpeAnasHU MePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I nopeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPpOAYKTa

Jla ce mpunara BakCHHaTa KaTo C€ U3M0I3BAT CTEPHIIHA KOHCYMATHBH.
Bakcunara, npunarana npu JakTHpAIIX KUBOTHU, MOXKE /1a IPUYMHH NTPEXOTHO HaMaJsiBaHe Ha
KOJINYECTBOTO Ha MIIIKOTO Ipe3 MbpBUTeE 24 - 48 yaca.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUlaTra, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNW S MPOAYKT HAa YKHBOTHUTC

HpI/I cnyqaﬁﬂo CaMOMHIKCKTUPAHC, He3a0aBHO Ja CC MOThbpPCHU MCAUIIMHCKHA CHBCT, KATO HA JICKApA CC
npeaoCcTaBu JIMCTOBKATa WK CTUKCTA Ha IMPOAYKTA.



4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

B penku ciaydan B MACTOTO Ha MH)KEKTHPAHE MOJKE /1a CE MOSBSAT: OTOK, 3a€IHO C JIEKa XUIEPTEPMHUS
(0,5 °C), xouto n3uesBar cief 24 yaca 1 MallbK, TBBPA U IBJITOTPACH BAKCUHALIMOHEH HOIYIN, KOUTO
M3ue3Ba B cieBauTe 14 1HU; Npy JIaKTUpAIl >KUBOTHH ITPOU3BOACTBOTO Ha MIIIKO HaAMaJIsiBa C 4 110
10% u ce BpbIlla KbM HOpMAaTa cH 3a 2-3 IHHU.

B mMHOro penku ciyyan BAKCHHHPaHOTO KUBOTHO MOXKE J1a TIPOSBY aHa(pUIaKTH4HA peakius. B
TaKWBa CIydau TpsAOBa Ja ce mpujlara aHTHXHUCTAMHHOB MIPOAYKT (HApuMep, enuHeQpuH).
CrenpakCHHAJIHUATE PEAKLUU HE OKa3BaT ChLIECTBEHO BIUSHHUE BHPXY 00IIOTO CHCTOSIHHE HA
KUBOTHUTE.

YecroTata Ha HEOIATONPUATHUTE PEAKLIUU CE ONPEeNs Ype3 clieAHaTa Kiacu(puKaus:

- MHOTO YecTH (moBeye oT 1 Ha 10 TpeTrpaHu )KUBOTHH, MPOSIBSBAILN HEOIArOMPHUATHU PEAKILINH )

- yectH (oBede ot 1, Ho mo-manko ot 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeue ot 1, Ho mo-Manko ot 10 xuBotHU Ha 1,000 TpeTupaHu >KUBOTHH)

- penku (moBeue ot 1, HO mo-Manko ot 10 xuBotHU Ha 10,000 TpeTpaHu KUBOTHN)

- MHOTO peaku (mo-manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOUUTEITHO U30IUPaHU
CHOOIICHYS).

4.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe
BpemeHHOCT ¥ nakTanus:

Moske Aa ce mpujara 1o BpeMe Ha OpeMeHHOCT W JakTanus. He BakcuHupaiTe )KeHCKUTE KUBOTHH
mpe3 IbpBUs Mecell 0T OpeMEHHOCTTa.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

Hsama namiuna I/IH(l)OpMaLII/IH 3a 0€30MacHOCTTa U e(l)I/IKaCHOCTTa OT CBbBMCCTHOTO M3II0JI3BAHC HA Ta3Hu
BaKCHHa C APYIru BETCPUHAPHOMCIAUIIMHCKHA IMTPOAYKTH. Hopazu/l Ta3u MpUYrHaA, IPpUIaraHneTo Ha Ta3u
BaKCHHa MpEaun WU CJICOA yHOTpe6aTa Ha JpyTr BETCPUHAPHOMCANIUHCKU MMPOAYKT TpSI6Ba Ja ce
npeucHu Criopea MHAUBUAYAJITHUA cnyqaﬁ. Bakcunara ce npujara camo CJicq Hali-mManko 12 JHU CJIICT
AHTUIIAPA3UTHO JICUCHUC.

4.9 032 1 HAYMH HA IPWJIOKEHHE

Bakcunarta ce npujara moAgKOXHO, B 103a OT 2 ml Ha KHUBOTHO, B 3aJJHAaTa 4aCT Ha JJAKbTA UJIM B
OCHOBAaTa Ha oIlaliKara. HpI/I CBUHCTC UHTPAMYCKYJIHO B obOmacTra Ha Bparta.

4.10 IIpemo3dupane (CHMIITOMM, CIIEIIHA MEPKH, AaHTU/IOTH), AKO € HeOOXOTUMO

Crnen mpuiaraHe Ha JIBOMHA J03a HE ca 3a0els3aHU HEOJIATONMPHUATHH PEaKIMU, Pa3IHYHU OT Te3H,
MOCOUYEHH B TouKa 4.6.

4.11 KapeHnTen cpok

Hyna gan.



S. UMYHOJIOTUYHHU OCOBEHOCTH

dapmakoTepaneBTHYHA Ipya: HHAKTUBUPAHHU OaKTepUaIHU BAKCHHU.
Berepunapromenuunnacku Anatomo-TepanestiueH Koa: QI02AB03, QI09AB, QI04AB, QIOSAB.

Bakcunara cb31aBa UMYHUTET cpenly WHMEKINU, TPUIMHEHH OT Leptospira Spp. Ipy SKUBOTHHTE.
Hauanoro Ha uMyHuTETa HACTHIIBA B paMKUTe Ha 14 - 21 1HU ciel BTOPOTO MPUIIOKEHUE U
MpOIbJKaBa Hal-MaJIKo IIECT Mecella.

6. OAPMAIEBTUYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIINEHTHTE

Hatpues meptuonar

AnyMUHUEB XUAPOKCHU

Bona 3a umxeknuu

6.2 OcHOBHH HECHBMECTHMOCTH

He cmecBaiite ¢ apyr BeTepuHapHOMETUIIUHCKH MPOAYKT.

Baxkcunata He ce npunara Hail-mManko 14 nHu cien Apyru BakCUHAUWU U 12 AHU cliel aHTUNAPa3UTHO
JIEUEHUE.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha KpaﬁHHH BCTCPUHAPHOMCIAUIIMHCKA IPOAYKT: 2 TOONHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: 9 yaca.

6.4. CrnenuanHu yCJI0BHA 32 CbXpPaHEHHe HA MPOAYKTA

Ja ce cexpansBa B xnaquiHuK (2 °C— 8 °C).
Ja ce ma3u oT 3aMpBb3BaHe.

Jla ce cbxpaHsiBa B OpUTHHAJIHATA OMAKOBKA.
Jla ce masu oT npsKa CTbHYCBA CBETIIMHA.

6.5 Bwuau cbcTaB HAa MBPBHYHATA ONTAKOBKA

Bytunku ot monumnponuieH win or 6opocunukaTHo cTbkio tun Il mo 10 mo3u (20 ml), 25 no3u (50
ml), 50 mo3u (100 ml) u 125 ngosm (250 ml), 3aTBOpeHU CBbC 3amylIaKd OT CHIMKOHOBA T'yMa,
3areyaTaHy ¢ aTyMHHUEBH KallauKH.

BropuuHa omakoBka: KapTOHEHA KyTHSI.

He Bcnukm pazmepu Ha omakoBKaTa MoraT a ObJat IpeiiaraHy Ha rasapa.

6.6 CrenuajaHu MepKH 3a YHHI0KaBaHe HA HEM3I0JI3BAaH NMPOAYKT MJIH OCTATHIM OT HEro
Bcekn HemsnonsBaH BerepuHapHOMenuIMHCKA NponykT (BMII) mam ocraThuu OT Hero TpsOBa na
OBbAaT YHUILOKEHU B CHOTBETCTBUE C U3MCKBAHMITA HA MECTHOTO 3aKOHOJATEJICTBO.

BMII He TpsibBa Aa ObAaT M3XBBPISHU 4pe3 OMTOBM OTHAABLM WM oTnagHu Boau. [lomuraiite
Bamms BerepuHapeH Jiekap KakBo J1a IpaBUTe ¢ HeHyxHuTe BMIT.



7. NNPUTEXKATEJ HA PASPEIHIEHHUETO 3A ThbPI'OBUS
BUOCDEPA ®APM EOO/]

yiL. ,,Xpucto bores* Nel, c. [lerbpy,

Codus obmact

bovarapus

0885917017

biospherapharm@abv.bg

8. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUS
0022-3018

9. JATA HA IbPBOTO U3JIABAHE HA PASPEIIEHUETO 3A ThPIOBUS
Jlata Ha TBPBO M3AaBaHE Ha pa3pelieHnero 3a Teprosus: 15/10/2020

10. JATA HA IIOCJIEJHATA PEJAKIIUS HA TEKCTA

06/2020

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

JI-P AHTOHHO PAJIOEB
3AMECTHHK H3ITBJIHUTEJEH JUPEKTOP



