INPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Porcilis ColiClos, nHXeKIIMOHHA CYCIICH3HS 32 CBUHE

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika no3a ot 2 ml ceappka:

AKTHBHH BellleCcTBA:
Escherichia coli KOMIIOHEHTH:

- F4ab fimbrial adhesin >9,7 logy Ab titre!
- F4ac fimbrial adhesin > 8,1 logy Ab titre!
- F5 fimbrial adhesin > 8,4 logy Ab titre!
- F6 fimbrial adhesin > 7,8 logy Ab titre!
- LT toxoid > 10,9 logs Ab titre!

Clostridium perfringens KOMITIOHEHT:
- Type C (mam 578) beta toxoid >20 [U?

! Cpenen tursp Ha antutena (Ab), moayden cieq BakcuHanus Ha MULIKY ¢ 1/20 unu 1/40 no3a 3a cBuHE
2 MexayHapoHH eIMHMIM Ha beta antitoxin ceroacuo Ph. Eur.

AJIKYBaHT:
dl-a-tocopheryl acetate 150 mg

IlomouHu BemecTBa:

KauecTBeH ¢cheTaB Ha MOMOIIHUTE BeIeCTBA U APYIUTE CHbCTAaBKHU

Polysorbate 80

Simethicone

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate

Disodium hydrogen phosphate

Water for injections

Bopna, 0s1a 10 ouTH 0s1a CyCIIEH3US.

3. KIMHNYHA UTHOOPMALIUA

3.1 BupgoBe :KMBOTHH, 32 KOUTO € npeanaznayed BJIII

CsuHe (OCHOBHH Y PEMOHTHU CBUHE-MalKH).

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ *KUBOTHH, 32 KOMTO € MpeJHA3HAYEH MPOAYKTHLT

3a macuBHA UMYHHU3alMs HAa MOTOMCTBOTO Ype3 aKTUBHA UMYHHU3aLMs1 HA OCHOBHU U PEMOHTHU CBUHE-
MalKH, 3a OrpaHUYaBaHe Ha CMBPTHOCTTA U KJIMHUYHUTE NpPU3HAIM IMPE3 MBbPBUTE IHU OT >KUBOTA,

npuuuHeHn oT mamoBere Ha E. Coli, ekcripecupamu angxesunnte F4ab (K88ab), F4ac (K88ac), F5
(K99) v F6 (987P) u npuunnenu ot C. perfringens type C.



3.3 IIporuBomoka3zanus

Hsma.

3.4 CheunajHu nmpeaynpeskaeHus

Jla ce BAKCHHUPAT caMO 37]paBH KUBOTHH.

3.5 ChnenuajHy NpeANasHH MEPKH IPH ynoTpeda

CrenpanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUIOBETE JKUBOTHH, 38 KOUTO €
npennasHauen BJII:

3ammraTa Ha IpaceTara ce IOCTHIa Ype3 MpueM Ha Konactpa. ETo 3amo TpsOBa a1a ce ocurypu npuem
Ha JIOCTATHYHO KOJIMYECTBO KOJACTPa OT BCSKO Tpace.

CrenyaiHy npearna3Hd MepKH 3a JUIaTa, IpUIaraiiy BeTepUHAPHUS JeKapCTBEH MIPOAYKT Ha
KHUBOTHUTC!

HpI/I CHy‘laﬁHO CaMOUWHKCKTHUPAHC, He3a0aBHO Ja €€ MOThbpPCU MECAUIMHCKHU CBBET, KATO HA JICKApPA CC
IpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTaA.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKHU 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxumo.
3.6 HeOnaronpusiTHu peaknun

CBuHe (OCHOBHU M PEMOHTHH CBUHE-MaiKH):

MHoro 4ectn INosumena Temneparypa', OTOK B MSCTOTO
2

(moBede ot 1 Ha 10 TpeTupaHu JKHBOTHU): Ha MHXKCKTHPAaHE™.

Yectn INoHwkeHa akTHBHOCT®, 3aryba Ha aneTur’.

(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH):

MHoro peaku Peakuus Ha CBpbX4YyBCTBUTEIHOCT.

(mo-manko ot 1 Ha 10 000 TpeTUpaHu KUBOTHH,
BKJTFOUHTEITHO M30JIMPaHU CHOOIIICHHUS ):

! 10 2 °C B 1eHS HAa BAKCHHAIUATA.
2 monsikora 60JIe3HEH ¥ TBEPA, 10 10 cm B 1uaMeThp, 3a 10 25 JIHH.
3 B JIeHs Ha BaKCHHAIIUATA.

C’L06H_IaBaH€T0 Ha He6J’IaFOHpI/I}ITHI/I PpCaKkIun € BaKHO. ToBa no3BosBa HCIMIPCKBCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT. C’LO6H_ICHI/I$IT3 TpSI6Ba Jda CcC€ u3npaniar, 3a
IpECANIOYUTAHC UPE3 BETCPUHAPCH JICKAP, UJIW HAa IPUTCKATCIIA HAa PA3PCHICHUCTO 3a ThbpTrOBUsA, UJIU HA
HallMOHAJIHUA KOMIICTCHTCH OpTraH YpE3 HAllMOHAJIHATa CUCTEMaA 3a C'bO6IlIaBaHe. 3a ChbOTBETHUTE JaHHHU
34 Bpb3Ka BHXKTC JIMCTOBKATA.

3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEeHHOCT, JJAKTAIMS WM sIHIleHOCEHe
Mosxe fa ce mpuiiara o BpemMe Ha OpEeMEHHOCT.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMojelicTBHe



Hsima manwana nadopMarus 3a 6e30macHOCTTa U e(PUKACHOCTTa OT ChBMECTHOTO M3ITOJI3BAHE HA Ta3H
BaKCHHA C J[PYTH BETCPUHAPHU JICKAPCTBEHU MPOAyKTH. [lopamu Ta3u nmpuyuHa, MpuiIaraHeTo Ha Ta3u
BaKCHHA MPEJX WIH Clie]] yoTpedara Ha JpyT BETEPUHAPCH JICKAPCTBCH MPOIYKT TPOBa Ja MpeleHU
CTIOpe]] MHAMBUYTHUS CIy4ai.

3.9 HavuH Ha NpPUJIOKEHUE U JO3MPOBKA

MHTpaMyCKyJIHO IPUJIOKEHNE.
[punoxere 1 no3a (2 ml) oT BakcHHaTa Ha KUBOTHO BHB BpaTa, B 00JIACTTa 3a]1 YXOTO.

IIpeau ynorpeba ocTaBeTe BakCHHATa /1a IOCTUTHE CTaifHa TeMIepaTypa.
PaskiiaTere eHepruyHo npenu ynorpeda u Ha MHTEpBalIU 10 BpeMe Ha yHnorpeoa.

Bakcunanna cxema:

TTvpsuuna saxcunayusi: OCHOBHA/PEMOHTHH CBUHE MaiiK1, KOUTO HE ca OMJIM BAKCHHUPAHU C POYyKTa
MIpeIr TOBa, TPSAOBA Ja ObIAT BAKCHHUPAHH ITBPBUYHO 6 0 8 CEAMUITY IIPEan MpeAriojaraeMara 1ara
Ha OTpacBaHe M BTOPA WHKEKIHUS 4 CeIMUIH MTO-KBCHO.

Pesaxcunayus: EnHokpaTHa peBakCcHHAIMS C€ WU3BBpIIBA 2 10 4 CEIMHIM NpEeau IMperoiaracmara
JlaTa 3a OnpacBaHe.

3.10 CumnToMu Ha npeno3upaHe (A KOraTo € NPUI0KHUMO — MPOLIEAYPH HA JielicTBHE MpH
CIIEIIHH CYyYau ¥ AaHTHIO0TH)

[IpexomHO NIeKO 3aUepBsIBAHE W/UIU IPAlaBOCT MOXKE JIa Ce TIOSBU CJIC]] BAKCUHAIIWS C IBOMHA J103a.
He ca nabmronaBany HeOIATONPUSITHU PEAKIMU, PA3IMYHU OT MIOCOYECHUTE B T. 3.06.

3.11 CneunuajHM OrpaHUYeHHs 32 yNoTpeda U crenMaJIHU yCJIOBHS 32 yNOTpe0da, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedéaTa HA AHTUMHUKPOOHHM ¥ MPOTHBONAPA3ZUTHU BeTePUHAPHH
JIeKapCcTBeHHU NMPOIYKTH, C IieJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpuioxumo.

3.12 KapeHTHH CpOKOBe

Hyna quu.

4. UMYHOJIOIT'NYHA UTH®OPMALMSA

4.1 BerepunapeH JiekapcTBeH aHaTOMO-TepaneBTH4eH KoJ (ATCvet Code): QI09ABOS.

3a cTHMyJUpaHe Ha aKTUBEH UMYHHTET C 1[eJl OCUTYpsIBaHE Ha MACHBEH UMYHHUTET Ha TOTOMCTBOTO
Cpellly eHTePOTOKCHKO3a, puunHeHa ot E. Coli, ekcnipecupaiiu GpuMOpuanau aaxe3unu F4ab
(K88ab), F4ac (K88ac), F5 (K99), F6 (987P) u cperty (HeKpOTHYEH) EHTEPUT, IprauHeH oT C.
perfringens tTun C. BakcuHanuysTa BOJU 10 OTTOBOP Ha aHTHUTENA C HEYTPAIM3UpAIla aKTHBHOCT
cpemy LT Tokcuna.

5. DAPMAIEBTUYHHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ Ipyr BeTEpUHAPEH JIEKAPCTBEH MPOAYKT.

5.2 Cpoxk Ha rogHoCT



Cpok Ha rOJIHOCT Ha KpaifH!s BeTepUHAPEH JICKAPCTBEH MPOJYKT: 2 TOAWHH.
Cpok Ha TOTHOCT CJIeM ITHPBO OTBApsHE Ha MbpBUYHATA orakoBka: 10 gaca.

5.3 CrhenuanaHu yca10BHSA 32 CbXpaHeHHe

Ha ce cexpanssa B xmammwiauK (2 °C — 8 °C).
[la He ce 3ampa3ssBa.
Jla ce ma3u OT CBETJIMHA.

5.4 Bwuau cbCTaB Ha MBPBHYHATA ONMAKOBKA

Kapronena xytus ¢ PET ¢nakon ot 20 ml, 50 ml, 100 ml, 200 ml umu 250 ml.
Kapronena xytus cse crbkiieH (aakoH tun [ ot 20 ml, 50 ml, 100 ml unu 250 ml.
dnakoHUTE ca 3aTBOPEHH € XaJIOreHOYTHII T'yMeHa Talla | 3arieyaTaHy ¢ AlyMUHHEBa Kaladka.

He Bcuuku pazMepu Ha omakoBKaTa Morar Ja ObJIaT NpeAsiaraHy Ha masapa.
5.5 ChoenuajaHu MepKH 32 YHUIIOKABAHE HA HEM3MOJ3BAHU MPOAYKTH WUJIH OCTATBHIM OT TAX

BerepuHapHuTE NEeKapCTBEHH MPOAYKTH HE TpsOBa Ja ObJAT U3XBBPISHHU Ype3 OTHAJHU BOIU WIN
OUTOBH OTHAABIIH.

M3nosn3BaiiTe nporpamMu 3a BpbIIAHE P YHUILIOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU JIEKAPCTBEHU
MPOAYKTH WM OCTaThIM OT TSIX B CbOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH HAIMOHAIHU CHCTEMH 32 CHOMpaHe, MPIJIOKUMHU 32 CHOTBETHHS BETEPUHAPEH JIEKapCTBEH
MPOAYKT.

6. NME HA ITPUTEKATEJISAA HA PASPEIIEHUETO 3A ThPT'OBUA

Intervet International B.V.

7. HOMEP(A) HA PASPEHHIEHUETO 3A ThPI'OBUSA

EU/2/12/141/001
EU/2/12/141/002
EU/2/12/141/003
EU/2/12/141/004
EU/2/12/141/005
EU/2/12/141/006
EU/2/12/141/007
EU/2/12/141/008
EU/2/12/141/009

8. JATA HA TbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha TEPBOTO M3/IaBaHE HA pa3peIICHUETO 3a Thpropus: 14/06/2012

9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
NPOAYKTA

(MM/ITIT}



10. KJACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHunC.

[TonpoOHa uHOpMaLKs 3a TO3M BETCPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHTE B 0a3ara JaHHU
Ha Crro3a otHOCHO nmpoayktute (https://medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary

IMPNJIOKEHHUE I1

APYI'U YCJIOBUA U UBNCKBAHUSA KbM PASPELHIEHUETO 3A ThPI'OBUS

Hawma.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

KAPTOHEHA KYTHUS ¢ ¢paakon ot 20, 50, 100, 200 man 250 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Porcilis ColiClos, mHXEKITMOHHA CYCIICH3US

2. KOJMNYECTBO HA AKTUBHUTE BEIIECTBA

Ha no3a ot 2 ml:

E. coli: F4ab fimbrial adhesin > 9.7 logy Ab titre
F4ac fimbrial adhesin > 8.1 logy Ab titre
F5 fimbrial adhesin > 8.4 logy Ab titre
F6 fimbrial adhesin > 7.8 logy Ab titre
LT toxoid >10.9 logz Ab titre
C. perfringens type C beta toxoid >201U

‘ 3. PASMEP HA OITAKOBKATA

20 ml (10 mo3n)
50 ml (25 mo3u)
100 ml (50 mo3m)
200 ml (100 go3m)
250 ml (125 mo3m)

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

CBuHe (OCHOBHH M PEMOHTHH CBUHE MaiiKn).

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyITHO MIPHIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
Crnen mpoOuBaHe M3MONI3Bal B pamkuTe Ha 10 daca.
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‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.
Ja He ce 3ampassiBa.
Ja ce ma3u ot cBeTIMHA.

‘ 10. HAJNMUCHT ,JIPEIU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JJEIJA MECTA”

I[a CC ChbXpaHsBa AaJjied OT 1orjicaa U Ha HCAOCTBIIHU 3a IC1a MCCTaA.

13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUS

Intervet International B.V.

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

EU/2/12/141/001
EU/2/12/141/002
EU/2/12/141/003
EU/2/12/141/004
EU/2/12/141/005
EU/2/12/141/006
EU/2/12/141/007
EU/2/12/141/008
EU/2/12/141/009

15. MAPTUJAEH HOMEP

Lot {Homep}

11



NHOOPMAILIUSA, KOATO TPABBA JJA BBJIE N3TIMCAHA BBPXY ITBPBUYHATA
OITAKOBKA

ETHKET HA CTBKJIEH wuin PET ®JIAKOH (100, 200 1 250 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Porcilis ColiClos, MHXEKITHOHHA CYCIICH3US

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Ha no3a ot 2 ml:

E. coli: F4ab fimbrial adhesin > 9.7 logy Ab titre
F4ac fimbrial adhesin > 8.1 logy Ab titre
F5 fimbrial adhesin > 8.4 logy Ab titre
F6 fimbrial adhesin > 7.8 logy Ab titre
LT toxoid >10.9 logz Ab titre

C. perfringens type C beta toxoid >201U

100 ml (50 mo3u)

200 ml (100 mo3m)

250 ml (125 mo3m)

‘ 3. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

CBuHe (OCHOBHU M PEMOHTHH CBUHE MaiKH).

‘ 4. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyJIHO IPUIIOKEHHE.
[Ipenn ynotpeba npoyereTe IMCTOBKATA.

5. KAPEHTHUM CPOKOBE

KapenTeH cpok: HyJa JHU.

| 6. CPOK HA FOJIHOCT

Exp. {mm/rTIT}
Crnen mpoOuBaHe m3non3Bail B pamkute Ha 10 gaca.

‘ 7. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.
Jla He ce 3ampa3siBa.
Ha ce ma3u ot cBeTIMHA.

12



8. NME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Intervet International B.V.

‘ 9. ITAPTUJIEH HOMEP

Lot {Homep}

13



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

ETUKET HA CTBKJIEH wuin PET ®JIAKOH (20, 50 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Porcilis ColiClos

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

E. coli: fimbrial adhesins, LT toxoid
C. perfringens beta toxoid

20 ml (10 mo3n)
50 ml (25 mo3m )

‘ 3. INAPTUJAEH HOMEP

Lot{nomep}

|4 CPOK HA FOJIHOCT

Exp. {mm/rTIT}
Cren mpoOuBaHe m3on3Bail B pamkute Ha 10 gaca.
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B. IMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Porcilis ColiClos, nmxeKnnoHHa CYCIICH3HS 3a CBUHE

2% CbcraB
Besika mo3a ot 2 ml ceappxa:

AKTHBHH BellleCTBA:
Escherichia coli xoMIIOHEHTH:

- F4ab fimbrial adhesin >9,7 logy Ab titre!
- F4ac fimbrial adhesin > 8,1 logy Ab titre!
- F5 fimbrial adhesin > 8,4 logy Ab titre!
- F6 fimbrial adhesin > 7,8 logy Ab titre!
- LT toxoid > 10,9 logs Ab titre!

Clostridium perfringens KOMITIOHEHT:
- Type C (mam 578) beta toxoid >20 [U?

! Cpenen tursp Ha antutena (Ab) momyuen cien Bakcunanus Ha Mumku ¢ 1/20 umu 1/40 no3a 3a cBune
2 MexIyHapOoJHH eMHHIHN Ha beta antitoxin cerioacuo Ph. Eur.

AJIKYBaHT:
dl-a-tocopheryl acetate 150 mg

BonHa, 6suta 10 modTH 051718 CYCITEH3HS.

3. Bunose :XnBOTHH, 32 KONTO e npegHazHayed BJIII

CeuHe (OCHOBHH U PEMOHTHU CBUHE-MaHKH).

4. Iloka3anus 3a ynorpeda

3a macMBHA UMYHU3AIUs Ha IIOTOMCTBOTO Ype3 aKTHBHA UMYHHU3AIlMs HA OCHOBHH U PEMOHTHH CBHUHE-
MaiKH, 32 OrpaHMYaBaHE HA CMBPTHOCTTA W KIIMHUYHHUTE MPU3HAIM TPe3 MbPBUTE JHHU OT KHBOTA,
mpUaIuHEeHH OT ImamoBete Ha E. Coli, excripecupamu anxesuante F4ab (K88ab), F4ac (K88ac), F5
(K99) mwmm F6 (987P) u mpuannenu ot C. perfringens type C.

5. IIporuBonokazanus
Hsama.
6. CrnenmaJHu npegynpexIeHus

CrermaiaHy Ipeana3sHy MEPKHU 3a 0e30lacHa ynoTpebda IIpyU BUAOBETE )KUBOTHH, 32 KOUTO €
npennasHauen BJIII:
Jla ce BakcHHHMpAT camMo 3IpaBU KUBOTHH.
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3amuraTa Ha IpaceTara ce TOCTHTa Ype3 MpueM Ha Konactpa. ETo 3amo TpsOBa aa ce ocurypu npuem
Ha JIOCTATHYHO KOJIMYECTBO KOJACTPA OT BCSKO Tpace.

CrieluaiHy Ipena3Hi MEPKHU, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIJIATAIIO BETEPUHAPHUS JICKAPCTBEH
IPOAYKT Ha JKHBOTHHTE!

[Ipu cnyuaitHO caMOMH)KEeKTHpaHe, He3a0aBHO /1a CE€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MPEI0OCTaBU JINCTOBKATA WM €TUKETA Ha MPOAYKTA.

CrenmanHy npeanasHi MEPKU 3a 3allliTa Ha OKOJIHATa Cpefia:
He e npunoxxumo.

BpemeHHOCT:
Moske aa ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.

BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JIEKAPCTBEHU NPOAYKTH B ApyTH (DOPMHU Ha B3aMMOCHCTBUE!
Hsama HanwuHa uH(poOpMaIms 3a 6€30MacHOCTTa U €PUKACHOCTTa OT ChBMECTHOTO M3ITOJI3BAHE HA Ta3U
BaKCHHA C J[PYTH BETCPUHAPHU JICKAPCTBEHU MPOIyKTH. [lopamy Ta3u nmpuyuHa, MpUIaraHeTo Ha Ta3u
BaKCHHA MPeIX WK Clief] yroTpebara Ha JpyT BETEPHHAPEH JIEKAPCTBEH MPOIYKT TPAOBa Ja TpereHn
CIIOpE/ MHANBHUTYyaTHUS CITydaii.

IIpenosupane:
[IpexoaHo JieKo 3auepBsiBaHE W/UJIH IPAlaBOCT MOJXKE Ja Ce TOSABHU CJIe] BAKCHHAIIMS C IBOMHA J103a.

He ca nabmronaBany HeOIaronpusITHU peakiiy, Pa3IMIHU OT IIOCOYEHUTE B TOUKa ,,HeOnmaronpustau
peakuun®.

OCHOBHY HECHBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepuHapeH J€KapCTBEH MPOAYKT.

7/ HebsaronpusiTHu peakumun

CBuHe (OCHOBHH M PEMOHTHH CBUHE-MAMKN):

MHoro gectu (moBeue ot 1 Ha 10 TpeTHpaHu KUBOTHH):

TMosumiena Temmneparypa’, OTOK B MSCTOTO Ha HHKEKTHPaHE?,

Yectu (1 mo 10 ma 100 TpeTupanm )KUBOTHH):

IMoHwkeHa akTHBHOCT®, 3aryba Ha aneTur’,

MpHuoro penku (mo-manko ot 1 Ha 10 000 TpeTupanu )KUBOTHH, BKIIOYUTEITHO U30JIMPAHT
CHOOIICHHUS):

Peakuust Ha CBpBXYyBCTBHTEITHOCT.

! 10 2 °C B 1eHS HAa BAKCHHAIUATA.
2 moHsKOTa 6OJIC3HEH U TBBPA, 10 10 cm B quameTsp, 3a 40 25 JHU.
3 B JIeHS Ha BaKCHHAIIMSATA.

Cro0maBaHeTo Ha HEONATONPHUATHU PEaKIMU € BAXKHO. TOBa IMO3BOJISIBA HEITPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha MPOMYKTa. AKO 3a0€NIeKUTE HAKAKBU HEOIArompUsATHU PEaKIUU, BKIFOYUTEITHO U
TaKHWBa, KOUTO HE Ca OMHMCAaHU B Ta3W JINCTOBKA WJIM MHCIHUTE, Y€ BETEPHHAPHIS JICKAPCTBEH MPOAYKT
HE JIeHCTBa, CBBPXKETE C€ MBbpPBO ¢ Bamms BeTepmHapeH jekap. MokeTe ChINO Ja choOIaBare
HeOIAaroNprATHU PEeakly Ha IPUTEKATEINS Ha Pa3pelIeHneTo 32 ThPTrOBH, KaTO M3MOJI3BATEe TaHHUTE
3a KOHTakT B Kpas Ha Ta3u JINCTOBKAa WM 4pe3 Bamara HaluoHamHa cCUCTeMa 3a ChOOIIaBaHE:
{moapoOHOCTH 32 HAIMOHATHATA CUCTEMA } .

8. I[03I/IPOBK3 3a BCCKHU BU/I )KUBOTHO, HAYUHHU U ME€TO/1 HA MPUJI0KCHUE
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HHTpamMycKyITHO IPUITOKEHHE.
IIpunoxere 1 mo3a (2 ml) oT BakcuHATa Ha )KMBOTHO BBB BpaTa, B 00J1acTTa 3a]1 yXOTO.

BakcunanHa cxema:

ITvpsuuna eaxcunayusi: OCHOBHU/PEMOHTHH CBHHE MalKH, KOMTO HE ca OWJIM BAKCHHUPAHH C TPOAYKTa
TpeIu TOBa, TPsiOBa /ja ObJaT BAKCUHUPAHHU ITHPBUYHO 6 IO 8 CeMUIIM MTPEeaU Mpe/rnojiaragMara 1ata
Ha OMPACBaHE U BTOPA UHXKEKIMUS 4 CEAMUIIM MO-KBCHO.

Pesaxcunayus: EnqHokpaTHa peBakCHUHAIUS Ce€ M3BBHpIIBA 2 A0 4 CeIMUILM Ipeau MpeAroiaraemara
JlaTa 3a OTpacBaHe.

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOIYKTA

[penu ynoTpebda ocTaBeTe BAKCHHATA Ja JOCTUTHE CTaliHa TeMIIepaTypa.
PasknaTere eHepriuyHo npeny ynorpeda U Ha MHTEPBaIH 10 BpeMe Ha ynoTpeoa.
10. KapeHTHHU cpokoBe

Hyna gan.

11. ChenmnaJiHu yCJOBHS 32 CbXpaHEeHHe

Ja ce cpxpansBa Jajed OT MOTJie/ia ¥ Ha HEAOCTHITHY 3a JIella MecTa.

Ja ce cpxpansBa B xnaguiHuk (2 °C — 8 °C).

[a He ce 3ampassiBa.

[la ce ma3u ot cBETINHA.

[la He ce M3M0I3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIEA N3TUYaHE CPOKa Ha TOJTHOCT,
MOCOYEH BHPXY KapToHa U eTukeTa Ha (hiakona cieq Exp. CpokbT Ha TOJHOCT OTroBaps Ha

NOCJICAHHUA IC€H OT TO3U MECCII.

Cpok Ha TOJHOCT ciie/l MBPBOTO OTBApsHE Ha MbpBUYHATA omakoBka: 10 gaca.

12. ChnenmnajHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTe nekapcTBEeHU MPOAYKTH HE TpAOBa Na OBbJAT M3XBBPISHU Upe3 OTIMATHU BOAH WA
OUTOBHU OTIIAIBIIH.

Msnon3paiite mporpamMu 3a BpbIIAHE NPU YHUILOKABAHETO HA HEU3MNOJ3BAHM BETEPUHAPHU
JIEKApPCTBEHU MPOAYKTH WM OCTaThIUM OT TSIX B CHOTBETCTBUE C M3UCKBAHHUATA HA MECTHOTO
3aKOHOJIATEJICTBO W C BCHYKH TNPWIOKHMHU HAIMOHATHH CUCTEMH 3a chOupane. Te3m Mepku 1ie
MTOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA CPEJIa.

[MonmTaiite Bamus BerepuHapeH jekap wiH GapManeBT Kak Ja YHHIIOKHTE HEHYKHU BETEPUHAPHU
JIEKApCTBEHU MPOIYKTH.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo TI0 JIEKapCKO Mpe/IIrcaHue.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU
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Pa3mepu Ha onakoBkaTa:
Kapronena xytus cbvc crbkieH ¢aakon tun [ ot 20, 50, 100 wau 250 ml.

Kapronena kytus ¢ PET ¢uakon ot 20, 50, 100, 200 mmu 250 ml.

He Bcuukn PasMEpu Ha OITAKOBKATa MOrat Ja 6’B,I[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
{MM/ITIT}

[MonpoOHa wHbopMaIKs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Jia HAMepuTe B 0a3ara JJaHHH
Ha Crro3a otHOcHO npoayktute (https://medicines.health.europa.cu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpurekaTen Ha pa3pelIeHUETO 3a ThPrOBHS, IPOU3BOAUTE, OTTOBAPSIIL 32 OCBOOOKIABAHETO Ha
NnapTuau U JaHHU 3a BPH3Ka 3a C’bO6maBaHe Ha npeanojaracMmn HCGHaI‘OHQI/I}ITHI/I pCaKIUu:

Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bnarapust Luxembourg/Luxemburg
Tem: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: +420 233 010 242

Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

E)ArGoa
TnA: +30 210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 38516611339

Ireland
Tel: +353 (0) 12970220

Tel.: +36 1439 4597

Malta
Tel: +39 02 516861

Nederland
Tel: + 32 (0)2 370 94 01

Norge
TIf: +47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Roménia
Tel: +4021 3118311

Slovenija
Tel: +3851 6611339
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island Slovenska republika

Simi: + 354 535 7000 Tel: +420 233 010 242

Italia Suomi/Finland

Tel: +39 02 516861 Puh/Tel: + 358 10 2310 750

Kvnpog Sverige

TnA: + 30210 989 7452 Tel: + 46 (0)8 522 216 60

Latvija United Kingdom (Northern Ireland)
Tel: + 37052196111 Tel: + 353 (0) 1 2970220

17. [JdombjaHuTteaHa HH(pOpMAIUSA

NMyHONIOTMYHN CBOKCTBA HA MIPOAYKTA: 32 CTUMYJIUpPAHE Ha aKTUBEH UMYHUTET C 1€ OCUTYPsIBaHE
HA MMACUBEH UMYHHUTET Ha TIOTOMCTBOTO CPEILy EHTEPOTOKCUKO03a, npuunHeHa oT E. Coli,
ekcripecupamy pumopuanau anxesunu F4ab (K88ab), F4ac (K88ac), F5 (K99), F6 (987P) u cpenty
(HexpoTuueH) eHTeput, npuanHeH ot C. perfringens tum C.

BakcuHanusTa BoJu 10 OTTOBOP Ha aHTUTEJIA C HeyTpaiu3upaiia akTuBHOCT cpenty LT Tokcuna.

20



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A. ЕТИКЕТИ
	B. ЛИСТОВКА

