KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEIHIEHHUE 3A ThbPI'OBUS Ne 0022-2926

1. HAUMEHOBAHHUE HA BETEPUHAPHUSI JTEKAPCTBEH ITPOJAYKT
MULTIVAC PSG uHXeKITMOHHA €MYJICHS 32 CBUHE
2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Beska (equamuna) mosa (0,5 ml) ceaspixka:

AKTHBHH CyOCTAHIIUM:

NuaktuBupana Oaktepuanna cycrnensus Pasteurella multocida mam Nel231 u mam Ne9  naii-manko 2
MIJTHAP/Ia UHAKTUBUPAHHU KJIETKU OT BCEKH IIaM

Salmonella choleraesuis mam Ne370 u Salmonella typhimurium mam Ne371 Haif-Manko 2
MIJTHAp/Ia UHAKTHUBUPAHHU KJICTKU OT BCEKH IIaM

Haemophilus parasuis mam «JI-1 Ne-IEIT» Hali-MaJIko 2 MUJTHap/ia NHAKTUBUPAHHU KIICTKH.

AJI’KYBAHT:

Montanide ISA 70 VG 0,35 ml
Excuunuentn:

hopmanmexu 0,25 mg
M30TOHWYEH Pa3TBOP Ha HATPUEB XIIOPU 0,2 mg

3a IBJIHUS CIIUCHK HA eKCHUIIUEHTHTE, BUXK T. 6.1.

3. OPAPMALEBTUYHA ®OPMA

WmxexkunonHa emyscus. MieqHo-0s1a 10 CHBO-XbITEHUKaBa EMYJICHSI.

4. KJIMHHUYHHU JAHHHU

4.1 Bunose :kuBOTHH, 32 KOUTO € npeaHaznaven BJIII

IIpacera u cBuHe.

4.2 TepaneBTHYHU MOKA3aHUsI, ONIPE/IEJIEHH 32 OTAEJITHUTE BUI0BE KUBOTHH

3a axkTHMBHA, NPO(MIAKTUYHA MMYHH3alMs Ha MpaceTa W CBHUHE CpeIly MacThOPeo3a, CaJMOHelo3a M
xeMo(HIIyCeH Mmomcepo3uT, npeausBukanu ot Pasteurella multocida ceporpymu A u D, Salmonella
choleraesuis, Salmonella typhimurium u Haemophilus parasuis.

Hauano na umynurera: 20 — 25 nHu cie BTopaTa BaKCUHALUSL.

4.3 IpoTuBonokazanus

Ja He ce U3M03Ba NPH )KUBOTHH, MPOSBSABAIIN KIMHUYHNA CUMITOMH (TIpU3HALM) Ha 3a00JsBaHe, KAKTO U
MIPY J)KUBOTHH C TOBHIICHA TEJECHA TeMIlepaTypa u OpeMeHHH >KUBOTHH 2 CEJMHIM Mpead OYaKBaHAaTa
JiaTa 3a onpacBaHe.

4.4 Cnelma.mm npeamnasii MEPKHU 3a BCEKH BH/I )KUBOTHH, 324 KOUTO € MpeaHasHA4YCH BJIII

I[a CC BAKCHHHUPAT CaMO 3IpaBU )KUBOTHH.
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4.5 CnenuaJilHu mpeana3Hu MepKH NMpu ynorpeda

CrnenmaiHy NpeAna3Hi MEpKH 3a >KHBOTHUTE IPU yHoTpebaTa Ha MPOAYKTa
He e npunoxxumo.

Crenuaniay npeana3Hy MEPKH 3a JIMIATA, IPUIArailyd BETEpUHAPHOMEQUIIMHCKUS IPOAYKT HA YKUBOTHUTE

3a norpeduTenuTe:

To3u  BeTepUHAPHOMEAMIMHCKHA  TMPOAYKT  ChIbpXKAa  MHHepadHo  Macio.  CiydyaiiHOTO
MHXEKTHPaHE/CAMOMHKEKTUPAHE MOXKE Ja MpeAu3BHKa CHJIHA OOJKa W MOJyBaHe, OCOOCHO IIpH
MHKCKTHPAHE B CTaBa WM MPBCT U B PEJKU CIIyYau € Bb3MOXHO JIa ce 3ary0OH 3acerHatusi MpbCT, ako He €
OKa3aHa HaBpPEMeE JICKapcKa MOMOLI.

AKO 1O CIy4aifHOCT CT€ WHXKEKTHUpPAaHH C TO3U BETEPUHAPHOMEIMIIMHCKU MPOIYKT, HOTHPCETE CIICIIHO
CBBET OT JICKap U HOCETE JIMCTOBKATa ¢ Bac, 1opu 1a € MHXEKTHPaHO ChbBCEM MAaJIKO KOJUYECTBO.

Axo GonkaTa mpobiDKaBa moBeue OT 12 yaca cliei MEJUIUHCKUS TPErJie]l, MOThPCETe OTHOBO CHBET OT
JeKapsi.

3a nekapure:

To3u BeTepUHAPHOMETUIIMHCKH TPOIYKT ChABPKA MUHEPATHO Macyo. JIopH Ja ca WHXEKTUPAHU MAaJKH
KOJINYECTBA, CIyYalHOTO WHXKEKTHPAHE C TO3W BETCPHHAPHOMEIUIIMHCKY MPOAYKT MOXKE Ja MPeIr3BHKA
MosiBa Ha CWJICH OTOK. [Ipu MHXEKTUpaHe B IPBHCTa € Bh3MOXKHO Pa3BUTHE HAa MCXEMUYHA HEKPO3a M JIOpU
3ary0a Ha mpbcra. HeoOxoquma e He3abaBHA, KOMIIETEHTHAa XUpyprudecka Hameca. Bb3MokHO € na ce
HAJIOXKW WHIM3MS U MPUTALUS Ha WHXXCKTHPAHOTO MACTO, OCOOCHO, aKO ca 3aCEerHATH IMyJnara Ha MpbcTa
WM CyXOXKUJIUETO.

4.6 HebnarompusiTHu peaknuu (4eCTOTa U BAsKHOCT)

B penxu ciayyau 1-2 yaca ciies] BAKCHHAIUATA, IPU OTACIHU )KHUBOTHU MOXKe HAOJI0/[aBa KPaTKOBPEMEHHO
nmoBuInaBaHe Ha Temreparypara ¢ 0,5-1,0 °C, kakTo 1 He3HaYNTETHO YIUITHSIBAHE HAa THKAHUTE B MSICTOTO
Ha BaKCHMHUpPaHE, KOETO M34e3Ba B paMKuTe Ha 1-2 qHM 6e3 HeoOXOAUMOCT OT Tepanusl. 3a 00JeKYaBaHe Ha
O6HII/ITC HC6H3FOHpI/I$1THI/I pCaKknuu Ce npernopbyBa CUMIITOMATHYHO UM JICKYBaHC.

YecroraTa Ha HEOIArONMPUATHUTE PEaKIMU CE ONPENEIIs Upe3 cileqHaTa Kiacu(pukaus:

- MHOTO uecTH (mmoseue oT 1 Ha 10 TpeTHpaHu )KUBOTHH, TIPOSIBSIBAIIM HEOIATOMIPUSTHH PEAKIINH )

- yecTH (moBeye oT 1, HO mo-manko ot 10 xuBoTHU Ha 100 TpeTHpaHu )KUBOTHHU)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaxu (moBeue ot 1, Ho mo-maunko ot 10 skxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (rmo-Maiko ot 1 xxuBoTHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIFOUUTEITHO N30JIUPAHH
CHOOIIIECHU).

4.7  Ynorpeda mo BpeMe Ha OpeMeHHOCT, JJAKTAIUSA WM siiilleHOCeHe

BbpemeHHOCT:
Moske ia ce mpuiara 1o BpeMe Ha OpeMeHHOCT.

Hopam/l OHOJIOTHYIHO HaTOBapBaHC U NON'BJIHHUTECIIHU, CTPECUPAIIN MAHUITYJIAlIUN BBPXY JKUBOTHUTC HE €
NpENnOPBUYNUTCIHO BaKCHUHAMATA a C€ U3BBPIIBA B ITOCIICAHUTC 2 CCAMUIU ITPEAN OYAKBAHOTO OIIpaCBaHC.

JlakTanms:
Moske n1a ce mpujiara 1o BpeMe Ha JTaKTaIus.

4.8 BzaumopeiicTBHEe ¢ [JpPYrH BeTEPHMHAPHH JIEKAPCTBEHM NPOAYKTH M ApPyru ¢GopMH Ha
B3auUMoOJelcTBHE

Hsma nannuna mHopmMamms 3a Ge3omacHoOCTTa M €(UKACHOCTTa OT ChbBMECTHOTO M3IIOJI3BaHE HA Ta3u
BAKCUHA C JIPYyIrM BETEPUHAPHOMEIMLMHCKU NPOAYKTH. Ilopagu Tasu npudyuHa, NPUWIATaHETO HAa Tas3u
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BaKCHHA TIPeJ WM Ciell yrmorpebara Ha APYr BETEPUHAPHOMEIUIIMHCKH MPOAYKT TPsIOBa Aa ce MpereHn
CIIOpE/ MHANBUTyaTHUS CITydail.

4.9 Jl03a ¥ HAYMH HA NPUJIOKEHUe

IIpaceraTa ce BakCHMHHpAT OT 25 AHEBHA BB3pacT, ABYKpaTHO ¢ mHTepBan oT 25 - 30 muu. [lo3ara 3a
MMyHH3aIMs Ha eHo skuBoTHO ¢ 0,5 ml, He3aBucHMO OT mosa u TeroTo.

Bakcunata TpsibBa 1a Obj1e moctaBeHa qbI00K0 HHTpamycKystHo (i.M.) Ha BpaTa, 381 yXOTO Ha )KHBOTHOTO.

Ipenn ymorpeba, BakcuHata TpsiOBa Jia ce OCTaBH Ja JOCTHTHE TeMIIepaTypara Ha OKOJHATa Cpeia, W
HETMOCPEICTBEHO pen yroTpedba TpsiOBa Aa Ob/le pa3KiiaTeHa.

HO3&T3 3a BaKCHUHaIusa Tpﬂ6Ba Ja C€ U3TCTJIN OT q)HaKOHa C BaKCHHA M [1a CC IMMPUJIOKHU HA )KUBOTHOTO IIPH
CIIa3BaHC Ha IIpaBHJIaTa 3a aCCIITHUKA.

H’LpBaTa BaKCHUHaIIUsA Ha 6p€M€HHI/I MJ1Iaan CBUHEC N CBUHE M&IﬁKI/I, KOUTO HC Ca BaKCHMHHpAHU IpEaAu, CC
npaBu oT 55 mo 60 AHM mpend OYAaKBAaHOTO OIpacBaHe, ¢ MOCeABaIla peBakcuHauusa ot 25 no 30 gHu
Ipeau OYaKBaHaTa JaTa 3a onpacBaHe. IIpu cBUHETe MaliKu ce MOJAbpKa NOCTOSIHHO HMBO HA UMYHHUTETa
Yype3 peOBHU peBakcHHAIUM oT 25 10 30 AHM mpeau JataTa Ha BCAKO CIIEABAIO0 OYaKBAaHO orpacBaHe. B
cilyyail, 4e TMepHoABTHT MEXIy JBE IIOCIEAOBATEeIHMA ONpacBaHus ¢ NOo-AbIsr oT 10 Mecema, e
MPEMNOPBUYUTENHO Ja C€ U3BBPILIY BAKCUHALNS M PEBAKCHHALINS CIIOPEA [IOCOYEHATa MO-Tope cXeMa.

[Ipu HepesuTe 3a pasmioa ce MOAIbpIKA MOCTOSIHHO HUBO Ha MMYHHUTETa Ype3 PEAOBHH PEBaKCHHALIMU Ha
BCEKH 6 Mecela.

CBuHETE MallKi M HEPE3UTe Ce BaKCHHHpAT ¢ g03a ot 1,0 ml.

410 Ilpeno3upaHe (CHMOTOMHU, CHEIIHN MEPKH, AHTHI0TH), AKO € HE0OX0TUMO

Crnen mocTaBSHETO Ha IBOMHA /1032 HE ca 3a0ems3aHu HeOMaronpusITHA PEaKIIHH.
411 KapeHnrteH cpok

Hyna nxu.

5. HUMYHOJOI'NMYHU OCOBEHOCTHU

dapmakoTepaneBTuuHa rpyna: HakTHBUpaHa OakTepraiHa BaKCHHA.
Berepunapnomeaununacku Anatomo-Tepanesruden Koa: QI09AB.

MuakTvBHpaHa BaKCHMHA 3a aKTHBHA NPO(UIAKTHYHA MMYHH3aIlMs Ha Tpacerta OT 25 JHEBHA BB3PACT
Cpellly macThopeno3a, CaIMOHEN03a U XeMOPHIyCeH Morcepo3uT npeaussukanu ot Pasteurella multocida
ceporpyrn A u D, Salmonella choleraesuis, Salmonella typhimurium u Haemophilus parasuis.
[TpoayKThT CTUMYJIHpA MACMBEH UMYHHUTET HA MMOTOMCTBOTO CJIE]] BAKCHHAIIMS HA OPEMEHHHU CBHHE.

6. OAPMAIEBTUYHHU OCOBEHOCTH

6.1 CHnucbk Ha eKCHHUITHEHTHTE

Montanide ISA 70 VG

dopmanaexuy

Hatpues xyopun

6.2 OCHOBHH HECHBMECTHMOCTH
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He cmecBaiiTe ¢ apyr BeTepUHAPHOMEIUIIMHCKA MPOAYKT.
6.3 Cpok Ha rogHocT

Cpok Ha TOOHOCT Ha KpailHus BETEpUHAPHOMEIUIIMHCKY POoayKT: 18 mecerna.
Cpok Ha TOAHOCT CJIe/ IbPBO OTBApSIHE Ha IMbPBUYHATA onakoBka: 10 Jaca.

6.4. CnenuaJiHu yCJI0BHS 3a ChbXpaHeHHE HA MPOIYKTA
Ia ce cexpanssa B xnaamwiauk (2 °C — 8 °C).

Ja ce masu oT 3aMpb3BaHe.

Ja ce cbxpaHsiBa B OpUTHHATHATA OMAKOBKA.

Jla ce masu OT mpsika CITbHYEBA CBETIIMHA.

6.5 Bwuawu cbcTaB HAa TBPBUYHATA OMAKOBKA

50 ml (100 mo3m), B mmactmacoB ¢uakon (HDPE) wiu crhkieHn (GIakoHH, 3aTBOPEHH C TI'yMeHa
3alymiajka 1 ailyMHUHHCB IIPBCTCH, C €ETUKET, MMOCTAaBCHHU B KaPTOHCHA KYyTHA, IPUAPYIKCHA C JIMUCTOBKA,

100 ml (200 nosu), B mwactmacoB ¢uiakon (HDPE) wiu cThkieHH (IIaKOHH, 3aTBOPEHH C T'yMeHa
3alymiajka 1 alilyMHUHHUCB IIPBCTCH, C €ETUKET, MMOCTAaBCHHU B KaPTOHCHA KYyTHA, IPUAPYIKCHA C JIUCTOBKA,

200 ml (400 mo3m), B miactmacoB ¢uiakon (HDPE) winu crbkieHH (uiakoHH, 3aTBOPEHH C T'yMEHa
3aryIanKa u aTyMHHHEB IPBCTEH, C CTHKET, MOCTABCHH B KAPTOHEHA KYTHsI, IPHIPYKEHA C JIUCTOBKA.

He Bcuuku pa3mepu Ha OnakOBKaTa MOTat Ja ObJaT MpeajiaraHy Ha masapa.

6.6 Cl'leIII/IaJ'IHI/I MEPKH 32 YHUII0KABAHE HA HEU3ITI0JI3BAH IPOAYKT WIH OCTATHBIM OT HEIro

Bcexn memsnonsBaH BerepuHapeH JiekapcTBeH npoaykt (BJIII) wmu octarsim ot Hero tpsOBa ma Obaar
YHUIIO)KEHU B ChOTBETCTBHE ¢ M3UCKBAaHUATA Ha MECTHOTO 3akoHojaTescTBo. BJIII He TpsOBa na Obaar
U3XBBPJISIHU Upe3 OUTOBU OTMAAbLU WK oTnaaHu Boau. [lonuraiite Bamus BeTepuHapeH Jiekap KakBo Ja
npaBute ¢ HeHykHuTe BJIIL.

7. MNPUTEXKATEJ HA PASPEHIEHUETO 3A ThPTOBUSI
MUHTEX KO EOO/]

rp. Codus 1434

paiioH p-H Buroma

kB. CMeoHOBO, yin1."80" No 12

ten.: 02 9612182, dakc: 02 9612182

Enexrponna noma: k.mihnev@mintechco.bg

boarapus

8. HOMEP HA PABPEHIEHUETO 3A ThPT'OBUA

0022-2926

9. JATA HA II'bPBOTO U3JJABAHE PASPEIIEHUETO 3A ThbPI'OBUSL

JlaTa Ha TBPBOTO M3aBaHe Ha pa3pemeHueTo 3a Thproeus 09/10/2019
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10. JATA HA NOCJIEJHATA PEJAKIIUS HA TEKCTA

07/2019

3ABPAHA 3A ITPOJAKBA, CHAB/IIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

J-P NBAH HLIMKOB
H3IBJIHUTEJIEH /THPEKTOP
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