MNPUJIOKEHHME 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUA JIEKAPCTBEH ITPOAYKT

Ecoporc SHIGA uH>xeKIMOHHA CyCIIeH3HUs 3a TpaceTa

2. KAUYECTBEH U KOJIMYECTBEH CHCTAB

Besika 103a ot 1 ml chabpika:

AKTHBHO BellleCTBO:

Escherichia coli, pekombunanten I1lura Tokcun 2€: > 3.2 x 10° ELISA equaumm
AJIUKYBaHT:

AnyMUHHH (KaTo XUAPOKCU) Makc. 3,5 mg

ITomoinu BemecTBa:

KosnuecTBen CbCTaB, AKO Ta3H PlHq)OpMalII/Iﬂ €
Ba’KHA C OrJieA Ha IIPAaBU/IHOTO IMpUJIaraHe Ha
BETEPHHAPHHUSA JIEKAPCTBEH MPOAYKT
Thiomersal makc. 0.115 mg

Water for injections
Bupa cnep paskiaiase: KbJITEHUKaBa 10 Ka(i)eHI/IKaBa XOMOI'€HHA CYCIIEH3HS.

KauvecTBeH chCTAB HA MIOMOIIIHUTE
BelieCTBa U IPYyruTe CbCTaBKH

3. KJIMHUYHA HHOOPMAILINA

3.1 BunoBe :KMBOTHM, 32 KOUTO e npeaHa3sHadeH BJITI

[Ipacera.

3.2 Tloka3anus 3a ynorpeda 3a BceKH BW/I KMBOTHH, 32 KOITO € MpeJHAZHAYEH MPOAYKTHT

AKTHBHA IMYHH3AIIHs HA TIPACCHI[a OT 4-IHEBHA Bh3PACT 3a HAMAISIBAHE CMBPTHOCTTA M KIIHHUYHUTE
Oeresu Ha eleMHaTa 00JIeCT, PUUMHEHA 0T Stx2e-TokcuHa, cunTesupad ot E. coli (STEC).

Havarno Ha umyHuTera: 3 ceIMUI CI€eJ BAaKCUHAIUA
[TpoabmKUTETHOCT HA UMYHUTETa: 15 ceaMUIM ciesl BaKCHHAIIHSL.

3.3 IIporuBomoka3aHusi

Ja He ce u3nos3Ba Npu CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BELIECTBO, aJ[>KYBaHTa WK KbM HSIKOE
OT ITIOMOIIHUTE BEIIECTBA.

34 CpoenuajHu npexynpexieHust
Ja ce BakcHUpAT caMO 37paBH KUBOTHH.
3.5 CnenuajHu nmpeanasHu MePKH NMPH yoTpeda

Crenyainiy npeanasHu MEpPKH 3a O0e3omnacHa yrnorpe0da Mpyu BUIOBETE JKUBOTHH, 38 KOUTO €
npeanazHauexn BJIIT:




He e npuioxumo.

CHCHI/IaIIHI/I Opeana3siyd MCPKH 3a JuiaTra, npujiaaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHUTEC

[Mpu cay4aiiHO caMOWHKEKTUPAHE VT TIOTIThIIaHe, He3a0aBHO Ja ce TOThPCH METUIIMHCKHU CHBET, KaTo
Ha JieKapsi ce MPeA0CTaBH JUCTOBKATA WM €TUKETA Ha MPOYyKTa.

CrenyanHy npeAna3Hy MEPKH 3a 3aIlliTa Ha OKOJIHATa cpefa:
He e nprnoxumo.

3.6 HeOJaronpusiTHH peakuuu

IIpacera:

Yectu OTOK B MSCTOTO HA MHKEKTHpaHe *
(1 10 10 Ha 100 TpeTupany xuBoTHK): | [loBUImIABAaHE HA TelECHATA TEMIIEPATYPA 2
Heuectn IoBeneHyecKy HapyIIeHKs °
(1 no 10 ma 1 000 Tperupanu
JKUBOTHH):
! Jlexa noxanHa peakiums (MAKCHMyM 5 mm), OT3By4aBa 3a KpaTKO BpeMe (10 cefieM JHH) 6e3
JIeueHHe.
2 Jlexo TIOBHMIIIABaHE HA TellecHAaTa TeMieparypa (MakcuMmyM ¢ 1,7 °C), 0T3BydaBa 3a KpaTko BpeMe
(MakcuMyM /1Ba THW) Oe3 JieueHue.
3 BpeMeHHHM JIeKU TIOBEICHUECKH HAPYIIEHHS.

CrpoOmraBaneTo Ha HEOMArOMPUATHH PEAKIIMH € BayKHO. TOBa MO3BOIISIBAa HEMPEKHCHAT MOHUTOPUHT HA
0€30MacHOCTTa Ha BETEpUHApPHUS JIeKapcTBeH NpoAyKT. ChoOiieHusaTa TpsOBa Ja ce u3Iparuar, 3a
MIpeANOYnTaHe Ype3 BETEpUHAPEH JIeKap, WK Ha MPUTEXKATeNsl Ha pa3pelIeHneTo 3a ThPTrOBUs, WK Ha
HAIlMOHAJIHMS KOMIIETEHTEH OpraH 4pe3 HallMOHAJIHATa CHUCTEMa 3a ChOoOILIaBaHe. 3a CHOTBETHHUTE
JIaHHU 33 BpB3Ka BUKTE CHILO JIMCTOBKATA.

3.7 Ynorpeba mo BpeMe Ha 6peMEHHOCT, JIAKTAIMS HJIH sTiilleHOCeHe

BesonacHocTTa Ha BeTEpUHAPHUS JICKAPCTBEH MPOJIYKT HE € J0Ka3aHa 10 BpeMe Ha OPEeMEHHOCT U
JIaKTaIus.

BpeMeHHOCT M TaKTalusl:
He ce mpenoppuBa npuiraraneTo 1Mo BpeMe Ha OpEMEHHOCT U JIaKTaIusl.

3.8 B3aumopeiicTBHe ¢ JPYTd BeTePUHAPHU JIeKAPCTBEHU
NPOAYKTH U APYru GopMu Ha B3aUMO/eiicTBHE

Hsma nanmyna nadopmanns 3a 6€30MacHOCTTa U e(UKACHOCTTa OT ChbBMECTHOTO M3IIOJI3BaHE HA Ta31
BaKCHHA C IpyTH BeTEpHHAPHHU JIEKapCTBEHN NPOAyKTH. [Topamy Ta3u npuymHa, IpuiiaraHeTo Ha Ta3u
BaKCHHA IIPeU UJIM cief] ynoTpebara Ha Ipyr BeTepHHAPEH JIEKapCTBEH MPOIYKT TpsiOBa 1a ce
IpeLeH! CIIopel MHUBUTYaTHUS CITydai.

3.9 HauuH Ha NpPUJIOKeHHE U T03MPOBKA
NuTpamyckynHo npuitoskeHue. [IpeanountaHoTo MsCTO 3a MpuilaraHe € B MyCKyJIMTE Ha Bpata 33
yxoro. [IpenoppuBa ce 1a ce U3MoII3Ba IMOIX0IAIIA 32 Bb3pAcTTa Ha MpaceHIara uria (pearnoynTan

pasmep 21G ¢ abpkuHa 16 mm).

Baumarenno Pa3KiIaTeTe BaKCUHaTa Mnpcaun rnmpuIoKCHUC.



Enunnana uatpamyckynHa urkekiws (1 ml) Ha npacera ot 4-1HEBHA BB3PACT.

3.10 CumMnToMHM Ha npeao3upaHe (M KOraTo e MPHJI0KHUMO — MPOLEIYPH Ha eiicTBHe MPU
CTIELIHN CJIy4al H AaHTHI0TH)

Crnen npuiiarate Ha JIBOMHA J103a BaKCHMHA HE ca HAOMI0IaBaH! IPYTH HEONaronpusiTHA Peakini,
OCBEH OITMCaHHTE B TOUKa 3.6.

3.11 Cphenua/jHu OrpaHUY€eHHs 32 yHoTpeda U CHelHaHI YCJI0BHS 32 YNOTpeda, BKJIIYHTETHO
OrpaHHYeHMs 32 ynoTpedaTa Ha aHTUMMKPOOHU M POTHBONAPA3UTHH BeTePUHAPHH
JIEKapCTBeHH MPOAYKTH, € I[eJ1 1A ce OTPAHUYH PUCKBT OT Pa3BHTHE HA PE3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHU cpoKoBe

Hymna nau.

4.  HUMYHOJOI'MYHA UH®OPMALUSA

41 Berepunapen JekapcTBeH aHaToMo-TepanesTH4YeH Ko (ATCvet Code):

QI09AB02

VIMyHOJIOTHYHY CpeZCTBA 3a CBUHE, MHAKTUBUPAH! OaKTepHaIHH BAaKCHHH .

Bakcunara, csabpxkaina Escherichia coli, pekomOunanTen Illura TOKCHH CTUMYJIMPA aKTUBHHS
UMyHHTET cpenry Shiga TOKCHH 2e, CHHTE3HpaH OT IPUYMHUTEINS Ha eJileMHaTa OOJISCT 10 MpaceHIara.
5. DOAPMAIIEBTUYHU JAHHHA

5.1 OcHOBHU HeCHBMECTUMOCTH

He cMmecBaiire ¢ qpyr BeTeprHapeH JIEKapCTBEH NPOAYKT.

5.2 Cpox Ha rogHOCT

CpoK Ha rOJJHOCT Ha KpaiHUs BETEPHHAPEH JIGKAPCTBEH MPOAYKT: 3 TOIMHH.

Cpok Ha TOHOCT CIIE IBPBO OTBApsIHE Ha MBPBUYHATA OMaKOBKa: 24 yaca.

Mesky OTIeTHUTE U3TETIISHAS OT OyTHIIKaTa BaKCHHATa TPsIOBa J1a Ce ChXpaHsBa IIPU TeMIleparypa
2°C-8°C.

5.3. Chneuua/jiH{ yCJIOBHA 32 CbXpPaHEHHe

Ia ce cpxpansBa B ximaamwiauk (2 °C — 8 °C).

[a He ce 3ampa3ssba.

Jla ce masu OT CBeTJIMHA.

54 Bua u cbeTaB Ha MIbPBHYHATA OIIAKOBKA

Bbyrunxka ot IIET, cpappsxama 50 ml wnm 100 ml, 3aTBopeHa che 3amymianka oT OpoMOyTHIOBA TyMa
3ameyaraHa ¢ pa3KbCBallla € ATyMUHHEBa Kamayka.

PasMepu onaKoBKH:




Kapronena kytus ¢ 1 0yruika ot I[TIET ¢ 50 mo3u (50 ml) mim 100 go3u (100 ml)
He Bcuuku pa3mepu Ha OMaKOBKaTa MOraT ja ObaaT IpeyiaraHu Ha rmasapa.
5,5 CroendajHu MEPKH 32 YHHIIOKABAHE HA HEU3IOI3BAHN MPOAYKTH HJIM OCTATBIH OT TAX

BerepunapHuTe JIEKapCTBEHN POIYKTH He TPSIOBA 1a ObaT U3XBBPJISHH Ype3 OTIAHH BOIH UITH
OUTOBU OTIALBLIN.

W3znon3Baiite mporpamu 3a BpbIIaHE MPU YHUIIIOKABAHETO HA HEU3IOI3BAaHU BETEpUHAPHU
JIEKapCTBEHN MPOTYKTH WU OCTATBLU OT TSIX B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCHUKU HAIMOHAIHA CUCTEMH 32 ChbOMpaHe, PUI0KUMU 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITIPUTEKATEJIA HA PASPELLIEHUETO 3A ThbPI'OBUS

Ceva Santé Animale

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUsI

EU/2/13/149/001
EU/2/13/149/002

8. JATA HA ITBPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThPT'OBUS

Jlata Ha MBPBOTO M3lIaBaHe Ha pa3pemieHrero 3a Tbpropus: 10/04/2013.

9. JATA HA TTIOCJEJHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
IMPOAYKTA

{JUUMM/ITIT}

10. KJACH®UKALUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Jla ce oTmycka caMo 1O JISKapcKoO MPeIuCcaHue.

[Monpo6Ha uHbopMaIus 3a TO3W BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXe Jla HaMepuTe B 0a3ara JJaHHU
Ha Cpro3a otHocHO npoxayktute (https://medicines.health.europa.eu/veterinary).



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

NNPUJIOKEHME 11

APYI'N YCJIIOBUSA U UBUCKBAHUSA KBM PASPEHIEHUETO 3A THhPI'OBUA

Hsama.






MNPUJIOKEHME 111

ETUKET U JINCTOBKA



A.ETUKETHU



NH®OPMAIMSA, KOATO CE U3IINCBA BbPXY BBHIIIHATA OITAKOBKA

Kapronena kytus (c 1 PET 6yruaka ot 50 ml niau 100 ml)

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH INTPOAYKT

Ecoporc SHIGA umxekioHHa cycrieH3us 3a npacera

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEILIECTBA

1 no3a (1 ml) ceappxa:
Escherichia coli, pekomounanten I1lnra TOKCHH: >3.2 x 10° ELISA exuauum

‘ 3. PASMEP HA OITAKOBKATA

50 ml (50 mo3m)
100 ml (100 go3zm)

‘ 4, BUJOBE )KNBOTHH, 3A KOUTO E NIPEJHA3ZHAYEH BJIII

[Tpacera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAUYUHU HA TPUJIOKEHUE

HNHTpaMyCKyITHO IPHIIOKEHUE.

7. KAPEHTHU CPOKOBE

KapenreH cpok: Hyna 1Hu.

8. CPOK HATOJHOCT

Exp. {mn/mm/rrrr}
Cren oTBapsiHe J1a ce M3I0JI13Ba B paMKHTe Ha 24 yaca (1a ce chxpanssa rpu 2 °C — 8 °C).

Mesky OTneTHITE U3TETIISTHAS OT OyTHIIKaTa BaKCHHATa TPsIOBa J]a ce ChXpaHsABa IPU TeMIleparypa
2°C-8°C.

‘ 9. CIHEHUAJIHM YCJIOBUA 3A CbXPAHEHHUE

Ja ce chxpaHsiBa B XJIaJUITHUK.
[a He ce 3ampa3ssBa.
Jla ce ma3u oT cBeT/IMHA.
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‘ 10. HAIANUCHT ,,ITPEAU YIIOTPEBA NTPOUYETETE JIUCTOBKATA*

[Ipenu ynmoTtpeba mpoyerere JIMCTOBKATA.

‘ 11. HAAMNUCHT “CAMO 3A BETEPUHAPHOMEJINLIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEAULIMHCKA yrioTpeoa.

12.  HAJIMCHT “JA CE CBXPAHSBA JAJIEY OT MOTJIEJA U HA HEJIOCTBITHA
3A JIELIA MECTA”

[a ce cpxpansBa ianey OT Morfie1a U Ha HEAOCTHITHY 3a JIella MecTa.

‘ 13. HME HA NIPUTEXATEJISI HA PASPEIIEHUE 3A ThPI'OBUSA

Ceva Santé Animale

14. HOMEPA HA PASPELHIEHHUETO 3A ThPI'OBUS HA BJIII

EU/2/13/149/001 Bytuika ot ITET, ceabpikarma S0 ml
EU/2/13/149/002 Bytuika ot ITET, ceabpikaria 100 mi

‘ 15. TMAPTHUJAEH HOMEP

Lot
{Homep}
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NH®OPMAIMSA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY ITBPBUYHATA
OITAKOBKA

PET Byrtuaka ot 100 ml

‘ 1. HAMMEHOBAHUE HA BETEPUHAPHUA JIEKAPCTBEH ITPOAYKT

Ecoporc SHIGA unxekiuoHHa CyCHeH3Hsl 3a IpaceTa

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

1 no3a (1 ml) ceappxa:
Escherichia coli, pekomounanten I1lnra TOKCHH: >3.2x 10° ELISA exuauum

‘ 3. BUJIOBE ’)KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BJIII

[Ipacera.

4, HAYUHU HA TPNJIOKEHUE

[Tpenu ynmoTtpeba mpoyeTere JIMCTOBKATA.
WNHTpaMyCKyTHO IPUITOKEHHE.

5. KAPEHTEH CPOK

Kapenren cpok: Hysa aHU.
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‘ 6. CPOK HA TOAHOCT

Exp. {mn/mm/rrrr}
Ciien oTBapsiHE /1a ce M3M0JI3Ba B paMKHTE Ha 24 Jaca (1a ce chXpaHsiBa Ipu Temmeparypa 2 °C —
8 °C).

‘ 7. CIIELIMAJIHU YCJIOBUA 3A CBXPAHEHUE

[a ce cpxpaHsBa B XJIQFUTHUK.
Jla He ce 3ampa3ssiBa.
Jla ce mas3u OT CBETJIMHA.

‘ 8. UME HA NIPUTEKATEJIA HA PASPEHIEHUETO 3A ThPI'OBUS

Ceva Santé Animale

| 9. MAPTHJEH HOMEP

Lot: {Homep}

13



MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BbJE U3IIMCAHA BBbPXY
MAJIKH OITAKOBKM BJIII, KOUTO CBbABPKAT EAUHUYIHA N103A

PET Bytuiaka ot 50 ml

‘ 1. HAMMEHOBAHUE HA BETEPUHAPHUA JIEKAPCTBEH ITPOAYKT

Ecoporc SHIGA

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

Escherichia coli, pekomounanten I1lnra TOKCHH: >3.2 x 10° ELISA exuuurm/ml

3.  MNAPTHJEH HOMEP

Lot: {Homep}

| 4. CPOK HA TOJHOCT

Exp. {m/mm/rrrr}
Crieyt oTBapsiHE J1a c€ M3I0JI3Ba B paMKuUTe Ha 24 yaca (1a ce chxpaHsBa rpu temieparypa 2 °C —

8 °C).

14



B. INCTOBKA
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JIMCTOBKA

1. HaumeHoBaHMe HA BeTepUHAPHUS JIEKAPCTBEH MPOAYKT
Ecoporc SHIGA unxeKImoHHa CycIieH3Us 3a TpaceTa

2. CncraB
Bcesika no3a ot 1 ml cpappxa:

AKTHBHO BellleCTBO .
Escherichia coli, pekomounanten I1lnra TOKCHH: >3.2 x 10° ELISA exuaumm

AJIUKYBaHT:
AnymuHHH (KaTo XUAPOKCHI) Makc. 3,5 mg

ITomMomHu BemecTBa:
Tuomepcan makc. 0,115 mg

BI/I):[ CJICa pasKiIalaHe: JXbJITCHUKABaA 10 Ka(l)eHI/IKaBa XOMOTI'CHHA CyCIICH3UA

3.
Bujose :kMBOTHH, 32 KOUTO e npegHasHayen BJIII

IIpacera.

4, Iloka3zanus 3a ynorpeda

AKTHBHA IMYHH3AIIMs HA TIPACCHI[A OT 4-IHEBHA Bh3PACT 3a HAMAISIBAHE CMBPTHOCTTA M KIIMHUYHUTE
Oernesn Ha eneMHaTa 00JIeCT, PUUMHEHA OT Stx2e-ToKcuHa, cuHTesupad ot E. coli (STEC).

Havamo Ha umyHuTera: 3 ceAMUIU CIe] BAKCUHALINS.

[TpoabIKUTEIHOCT HA UMYHUTETA: 15 CeaMUIIM JHH CJIe] BaKCHHAIIHS.

5. IIpoTuBonokazanus

Jla He ce M3Mo0a3Ba NPY CBPBXUYyBCTBUTEIHOCT KbM aKTHBHOTO BEILECTBO, a[[KyBaHTa WM KbM HIKOE
OT MOMOIIHUTE BEIISCTBA.

6. CnenmanaHu npegynpexieHus

CrenyanHy IpeayIPEKICHIS |

I[a CC€ BAKCHMHUPAT CaMO 3paBH KNUBOTHHU.

Crenyany npeanasiu MEpKH 3a Oe3omacHa yrnoTpeOa Py BUIOBETE )KUBOTHU, 3a KOUTO €
npeanazHauexn BJIIT:

He e npunoxumo.

CHGHI/I&J’IHI/I npeanasiyu MECpKH, KOUTO T'DH6B3 Ja B3CMEC JIMIICTO, IpHUIaraimo BETCpUHAPHUA JICKAPCTBCH
IOPOAYKT HA )KUBOTHUTC.
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[pu cay4aiiHO caMOWHKEKTUPaHE WTH MTOTITBIIaHe, He3a0aBHO J1a Ce TIOTHPCH MEIUIIMHCKH ChBET, KaTO
Ha JIeKapsi ce MPEeA0CTaBU JTUCTOBKATA WM €TUKETA HA MPOAYKTa.

CrenyanHy npeana3sHy MEpKH 3a 3allliTa Ha OKOJIHATa cpeja.

He e npunoxumo.

BpeMeHHOCT M TaKTalus:

besomacHocTTa Ha BeTepUHAPHHUSA JICKAPCTBEH NMPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpEeMEHHOCT H
naxraius._He ce nmpenopbuBa MpuiiaraHeTo 1o BpeMe Ha OPEMEHHOCT U JIAKTAIIHSL.

BSaHMOlIefICTBI/Ie C IPYTH BETECPUHAPHH JICKAPCTBCHU INIPOAYKTH M IPYT'H d)ODMI/I Ha BSaHMOHeﬁCTBHe:

Hsma nanmmyna na(opManus 3a 6€301acHOCTTa ¥ e(PUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BaHE HA Ta3U
BAKCHHA C IPyT'M BETEPHHAPHU JICKAPCTBEHHU NPOAYKTHU. [lopamy Ta3u npuyrHa, MpujiaraHeTo Ha Tasu
BaKCHHA MPeaN WM ciie yrnoTpebara Ha IpyTr BETEpHHAPEH JICKApCTBEH MPOIYKT TPsOBa 11a ce
HPELCHHU CIIOpe]] WHIMBUIYITHUS CITyqaii.

OCHOBHU HECHhBMECTUMOCTH .

He cMmecBaiire ¢ qpyr BeTeprHapeH JIEKapCTBEH NPOAYKT.

[Ipenosupane:

Crnen npuiiarate Ha JIBOWHA J103a BaKCHHA HE ca HAOMI0AaBaH! JPYTH HEONaronpusiTHA peakiii,
OCBEH OIMCAHUTE B TOUKA ,,HeOmaronpusTau peakimn .

7. HebnaronpusitHu peakuun

IIpacera:

Yectn OTOK B MACTOTO HA MHKEKTHpaHe *
(1 10 10 Ha 100 Tperupanu xuBotHK): | IloBumIaBaHe HA TeIeCHATA TEMIEPATypa
Heuectn IoBeeHYeCKH HapyIIeHHs °
(1 mo 10 ma 1 000 Tpernpanu
YKUBOTHH):
! Jlexa noxanHa peakius (MAKCHMyM 5 mm), OT3BydaBa 3a KpaTKO BpeMe (10 cefieM JHH) 6e3
JIeueHHe.
2 Jlexo TIOBHMIIIABaHe HA TellecHaTa TeMieparypa (MakcumyM ¢ 1,7 °C), 0T3ByuaBa 3a KpaTKo BpeMe
(MakcuMyM /1Ba 1HW) Oe3 JieueHue.
¥ BpeMeHHH JIeKH TIOBEICHYECKH HapyLIEHHS.

Cpo0maBaHeTo Ha HEONArONPHUITHU PEaKry € BayKHO. ToBa MO3BOJISIBA HEITPEKBCHAT MOHUTOPUHT Ha
0€30MacHOCTTa Ha MPOJYyKTa. AKO 3a0€NeXnuTe HAKAKBU HEONArompUsATHH PEAKIUH, BKIIOYUTEIHO U
TaKWBa, KOUTO HE ca OMHMCAHU B Ta3M JIMCTOBKA WJIM MUCINTE, Y€ BETEpUHAPHUS JIEKAPCTBEH NPOAYKT
HE JeiicTBa, CBBPXKETE ce MBbPBO C Bamms BerepmHapeH nekap. MoskeTe CHIIO Ja choOIaBare
HeONIaronpuaTHA Peakluy Ha IPUTEXATENsI Ha pa3pelieHueTo 3a ThProBUSsl, KAaTO U3I0JI3BaTe IAHHUTE
3a KOHTaKkT B Kpas Ha Ta3W JINCTOBKA WM 4pe3 Bamata HanuoHanHa cucTeMa 3a ChOOIABaHE:
https://kvmp.bfsa.bg.

8. I[03I/lp0BKa 3a BCCKH BU/I ’)KUBOTHO, HAYHHU U METO/1 HA NMPUJIOKCHUEC
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BHumarenHo paskiiaTere BakCMHAaTa NPEAU NPUIIOKEHHE.
Enunnuana uatpamyckynHa umxekuus (1 ml) va npacera ot 4-gHeBHa BB3pact. [Ipeanountanoro
MSICTO 3a [IPUJIaraHe € B MyCKYJIUTE Ha Bpata 3aji yXOTO.

9. CbBeTH 32 MPAaBUJITHOTO NPHJIAraHe HA MPOJYKTA

[IpenoppuBa ce a ce U3MoI3Ba MOIXO/IAIIA 32 Bb3pAcTTa Ha MpaceHIlaTa uriia (PeAnovnuTa pasmep
21G ¢ nemkuHa 16 mm).

10. KapeHTHH cpOKOBe

Hyna nxu.

11. Cneuuajnu ycJoBUs 32 ChbXpPaHeHHe
Ja ce naned oT noryesia ¥ Ha HEJOCTBIIHY 32 JIella MecTa.

Ha ce cpxpansBa B xiaamiauk (2 °C — 8 °C).

Jla He ce 3ampassiBa.

Jla ce ma3u OT CBETJIMHA.

CpoK Ha FOJHOCT CJIE/ ITBPBO OTBapsIHE Ha IMbPBHYHATA OMTAKOBKa: 24 yaca

Mesky OTIeTHITE U3TETIISHAS OT OyTHIIKaTa BAKCHHATA TPSOBA J1a Ce ChXpaHsBa IPU TeMIleparypa
2°C-8°C.

Jla He ce u3MoI3Ba TO3W BETEPUHAPCH JICKAPCTBEH MPOAYKT CJIe]] H3TUYaHe CPOKA Ha TOAHOCT,
MTOCOYCH BHPXY €THKeTa Ha (Di1akoHa M KapToHa ciien ,,Exp.«.

12. Cneumaanu npeanasHu MePKH MPH YHUIIOKABaHe

BerepuHapHuTe JIEKapCTBECHH POIYKTH HE TPSIOBA 12 ObJAT U3XBBPJISHU Upe3 OTIAIHU BOJM WU
OUTOBU OTIIALBLIU.

W3non3BaiiTe nporpaMu 3a BpbLIaHe [IPY YHUILIO’KABAHETO HA HEU3IOI3BaHU BETEPUHAPHU JIEKapCTBEHU
MPOAYKTH WIIH OCTATBIHU OT TAX B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO U C
BCHUKH IIPUJIOKMMH HAIIMOHATHYU CUCTEMH 3a chOupaHe. Te3n MepKH I11e IIOMOTHAT 3a OIa3BaHe Ha
OKOJIHATa cpejia.

[ommTaiiTe Bamus BeTepuHapeH Jiekap Win (papManeBT Kak Ja YHUILOKUTE HEHYKHH BETCPUHAPHU
JIEKapCTBEHU NPOIYKTH.

13. Knacupukauus Ha BeTepUHAPHHUTE JIEKAPCTBEHH NPOAYKTH

Jla ce oTmycka caMo 10 JIeKapcKo MpeAucaHne.

14. Homepa Ha pa3pelieHHEeTO 32 THProBUs H pa3MepH ONAKOBKH

EU/2/13/149/001 PET Gytuika ot 50 ml
EU/2/13/149/002 PET 6yrunxa ot 100 ml

Byrunka ot IIET, chaspikania 50 ml wau 100 ml, 3aTBopeHa ¢he 3amyliaika oT OpoMOyTHIOBa T'yMa U
3ameyaTaHa ¢ pa3KbCBallld CE ATyMUHUEBA Kalayka.
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Pa3mepu onakoBKH:
Kapronena kytus ¢ 1 6ytuika ot ITET ¢ 50 g03u (50 ml) wu 100 mo3u (100 ml)

He Bcuukm pa3MEpu Ha OIIaKOBKATa MOrar aa 6’LI[aT npejiaraii Ha rmasapa.

15. [laTta Ha mocjegHaTa peJaKIUs HA TEKCTa
JUJ/MM/ITIT

[MToapoOHa nHpOpMaIus 3a TO3M BETEPUHAPEH JISKAPCTBEH MPOIYKT MOKE Jia HAMEepHTe B 0a3ara JaHHU
Ha Crro3a orHOoCcHO mpoxykTute (https://medicines.health.europa.eu/veterinary).

16. /lanuwu 3a Bpb3Ka

H[}I/ITC)KaTeJ] Ha pa3peHICHUCTO 3d TbProBUA U AaHHU 3a BPH3KaA 3d C’b06gaBaHe Ha ONPearnojaracMu

HeOIaronpUsTHA PEaAKIUHN
Ceva Santé Animale

10 av. de La Ballastiere

33500 Libourne

France

Ten.: +800 35 22 11 51 - E-mail: pharmacovigilance@ceva.com

[Ipon3BoauTes, OTrOBaPSIII 3a OCBO60)KI[aBaHCTO Ha NapTUIN .

IDT Biologika GmbH
Am Pharmapark
06861 Dessau-Rosslau
Germany

Ceva-Phylaxia Veterinary Biologicals Co. Ltd.
Széllasu. 5.

1107 Budapest

Hungary
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