KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2052
1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT
BIO THYPHOID BHUO TUDOUI

Macnena CMYJICU Ha MHAKTUBHUPAHA BAKCHHA 3a MHKCKTUBHO MPUIJIOKCHUC ITPU NITHULH.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

CBCTAB 3A 1 1O3A (0,5 ml)

AKTHBHA cy0cTaHIMA:

Bucoko umynorenen miam Ha Salmonella gallinarum  musEMYyM TUTBDP Tipen
MHAKTHBAIUS >3,5x108 CFU

AKYBaHT:

Macied neiauten 10 0,5 ml
ExcuunueHr:

Tuomepcan Hall MHOT'O 0,050 mg

3a MBIHUS CIIUCHK HA EKCLHUIUEHTUTE, BIK T. 6.1.

3. DAPMALEBTHYHA ®OPMA

Macnena emyncusi HA MHAKTUBHPaHa BAaKCHHA 33 MHKEKLIMOHHO NMPHJIOKEHUE TP NTHLH.
4. KJIMHUYHHU JAHHHU

4.1 Bunaose :KMBOTHH, 32 KOUTO e npeana3Hayen BMII

[ToxgpacTBailid CTOKOBH HOCAUKH.

4.2 TepaneBTHYHU NMOKA3AHUS, ONpeeIeHH 32 OT/AeJTHUTE BUI0BE )KUBOTHH

AxTHBHA HMYHH3alUs Ha IMoJApacTBalld CTOKOBU HOCAYKHU CPCIY I/IH(i)eK]_[I/ISI,
npuunaeHa ot Salmonella gallinarum.

4.3 TIlpoTuBomoOKa3aHHUsA

Hswma.

44 ChneuuaJHu NpeIna3Hu MePKH 32 BCEKH BMJ KMBOTHM, 32 KOUTO e npeaHazHayeH BMII
Hswma.

45 CheuuajHu npeana3Hu MepKH NpPH ynoTpeda

CrenyaiHy npearna3Hi MepKH 3a KUBOTHHTE MPH yIoTpedaTa Ha IPOayKTa
ﬂa CC BAKCHMHHPAT CaMO 3ApaBy NTUILIHU.
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Ponutenure TpsOBa Aa ObAAT M3CIEABAHH IIPeay BakcHHauaT 3a S. Enteridis, Twit karo Bakcuna BIO
THYPHOID mosxe na qane mojaoKUTeICHa CEPOIOrHYHa PEaKIIus.

CHCHHaﬂHH Opeanasiy MCPKH 3a JUIiaTa, Ipujaraimy BETCPUHAPHOMCANIIMHCKHA IIPOAYKT Ha X XUBOTHHUTC

3a moTpebuTenure:

To3u  BETEPUHAPHOMEIUIIMHCKA  OPOAYKT  ChAbPKA  MuHepanHo  wmacio.  CiydaiHOTO
HHKEKTUPaHe/CaMOUHKEKTUpaHe MOXKe Ja Mpeau3BHKa CHIHA OOJKa W IMOAyBaHE, OCOOCHO MpH
HHKEKTHUpPAHe B CTaBa WM MIPBCT U B PEJIKM CITyYad € Bb3MOXKHO Ja ce 3ary0H 3acerHaTus MPbhCT, aKo
HE ¢ OKa3aHa HaBpeMe JIeKapCcKa MOMOIII.

AKO M0 CIIy9JaifHOCT CTe MHXEKTHPAHHU C TO3HM BETCPUHAPHOMETUIIMHCKH TPOJYKT, MOTHPCETE CIECITHO
CHBET OT JIeKap M HOCETE JMCTOBKaTa ¢ Bac, mopu Ja € HHKEKTHPAaHO ChBCEM MAJIKO KOJHUYECTBO.

Axo OoJKata mpoabDKaBa moeve oT 12 yaca ciies MEAUIIMHCKUS TPETJIe]l, MOThPCETe OTHOBO ChBET
OT JICKapsi.

3a nekapure:

To3u BeTepHHApPHOMEAWIMHCKU NPOAYKT ChIbpKa MUHEpasHO Macio. Jlopu Oa ca MHXEKTHpaHU
MaJIKH KOJIMYCCTBA, CHy‘IaI\/'IHOTO HWHKXCKTHUPAHE C TO3W BCTCPHUHAPHOMCOUIIMHCKU IMPOAYKT MOXKE Oa
MMpeaAn3BHUKa MOosABa Ha CUJICH OTOK. HpI/I HHXCKTHPAHC B IPHCTA € Bb3MOXKXHO Pa3sBUTHUC HAa UCXECMUYHA
HEKpo3a W JopH 3aryba Ha mphrcTa. HE0Oxoamma e HezabaBHa, KOMIIETEHTHA XHPYypTrAYecKa HaMmeca.
BB3MOXKHO € Ja ce HalloXKM WHIM3HMS W HMPHUralus Ha WHKEKTHPAaHOTO MSCTO, OCOOCHO, ako ca
3aceTHATH MyJIaTa Ha MPBCTa WK CYyXO0XKUIAETO.

4.6 HebaaronpusiTHU peakuuy (4€CTOTA U BAKHOCT)

JlokanHa pe€aKkuyd Ipu NpaBUIHO U3BBPIICHA BaKCUHAIIUA HE CE Ha6J'IIOI[aBa, HO CJICAW OT Ma3HHUHA
MOXKE J1a C€ NOABAT Ha MACTOTO HAa MHXKXCKTHPAHCTO, 3a U3BECTHO BPEME.

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siileHOCeHe

be3zomacHocTTa Ha BETEpUHAPHOMEIUITUHCKUS MPOIYKT HE € I0Ka3aHa Mo BpeMe Ha SIMIIeHOCHUS
HIepUO/I, TIOPAJM Ta3u NPHUYNHA HE ce MpernopbyBa MpuiaraHeto Ha BakcuHa Bio Thyphoid npeaun nnu
110 BpeMe Ha TO3HU MEPHOI.

4.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHOMEIUIITMHCKH MPOAYKTH U IPYyru popmMu Ha
B3auUMoOJeHcTBHE

Hsima Hanmuyna nHbOpMaiys 3a 6e30MacHOCTTa U €(PUKACHOCTTa OT CbBMECTHOTO M3IOJI3BAHE HA Ta3U
BaKCHHA C JPYTH BETEPUHAPHOMEIUIIMHCKY MPOoAYKTH. [lopaan Ta3u npuyumHa, NpUiaraHeTo Ha Ta3u
BaKCHHa MIPeIy WM Ciiel] ynoTpebaTta Ha APYT BEeTEpUHAPHOMEAUIIMHCKY MPOILYKT TpsIOBa a peLeHn
CIIOpE MHAVBHIyaTHUS CITydail.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

[MompacTBamuTe CTOKOBM HOCAa4YKH C€ BaKCHHUpPAT Ha 6-8 ceqmuuHa Bbh3pacT. PeBakcuHamumsiTa ce
u3BbpmBa Ha 12-14 ceamuuHa BB3pacT. Beska moza ot 0,5 ml tpsdBa na Obie WHKEKTHpaHaA
HOJIKOXKHO (JJOp3aHaTa YacT Ha IIUSITA) WK HHTPAMYCKYITHO (TPBAHUTE MYCKYJIH).

B MoMmeHTa Ha npuilarane BakcuHara TpsioBa s1a Ob/ie cbe craiiHa Temneparypa (+20 °C).
Pasknamaiite BakcuHaTa mpead W Mo BpeMme Ha ynorpeba. [lpu amnuuumpane aa ce H3MON3BaT
acenTU4HU MeTo M. Jla ce M304rBa HHTPABEHO3HO WHKEKTHPaHE.

4.10 Ilpeno3upaHe (CHMNTOMHU, CIIEIIHA MEPKHU, AHTHAOTH), AKO € He00X0TUMO

4.11 KapeHTeH CpoOK
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Hyna gau.

5. UMYHOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHYHA IPyMa; HHAKTHBHUpPAHa BAKCHHA.
Berepunapuomenuinacku Anatomo-Tepanesruyen Koa: QI01ABOL.

Bio Thyphoid ce mpumara 3a akTHBHa WMYHONPOQHIAKTHKA HAa IMOJPACTBAIIM CTOKOBH HOCAYKU

cpyury uHdexmnus, npuunrena ot Salmonella gallinarum.

6. DOAPMAIIEBTUYHHU OCOBEHOCTH

6.1 CnuchbK Ha eKCHUNTHEHTUTE

Bsn teuen mapadun

Ectepu Ha MaclieHH KUCEITMHU M MTOJTUMACIIO

Ectepu Ha MaclieHH KUCEITUHN U €TOKCHIIMPAHU TTOJIMMAaciia
6.2 OcHOBHH HECHLBMECTHMOCTH

He ca u3zBecTHm.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUs BeTEpUHAPHOMEAUIMHCKY IPOAYKT: 2 TOJUHH.
Cpok Ha rOJIHOCT CJIe/l TbPBO OTBapsHE HAa IbPBUYHATA OMAKOBKA: M3IOJ3BaliTe He3a0aBHO.

6.4. CroenuajaHu yCJIOBHS 32 ChbXpaHeHHEe HA MPOAYKTA

Ia ce cpxpansiBa B xiaauinHuk (2 °C — 8 °C).
Jla He ce 3ampa3sBa.
Jla ce ma3u OT CBETJIMHA.

6.5 BI/I}] U CbCTAaB HA MbPBHYHATA OIIAKOBKaA

Ty | wnm Tan |l cThKIIEHU, TOMTPONUIIEHOBH WITH TTOJMETUICHOBH (DIIaKOHH
Enacromepna Tamna.
AJyMHHHEBa Karayka.

@nakonu x 500 no3u (250 ml)
®nakonu x 1000 mo3u (500 ml)

6.6 Cnelma.mm MEPKHU 32 YHUIIOKABAHE HA HEU3ITOJI3BAH NMPOAYKT WIHM OCTATHIM OT HEro

Bceku Hensnon3Ban BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HECTO TpSI6Ba Ja 6’BZ[aT
YHUIIOKCHU B CHbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Igelheim Animal Health Italia S.p.A.
Via Vezza d’Oglio 3,

Milan 20139

Italy
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8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-2052
9. JATA HA ITBPBOTO U3JABAHE/IIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

[laTa Ha TBPBOTO M3AaBaHe Ha JUIeH3 3a yrnorpeba: 05.08.2008
JlaTa Ha OCIeTHOTO MOJHOBSBaHE Ha JUIICH3a 3a ynorpeba: 13.06.2013

10. JATA HA MMOCJIEJHATA PEJAKIMSI HA TEKCTA
12/2022
3ABPAHA 3A ITPOJIA'KBA, CHABJSIBAHE W/WJIU YIIOTPEBA

He e npunoxumo.

A-P UBAH HIUKOB
HU3IIBJIHUTEJIEH JIUPEKTOP
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