MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Contacera 20 mg/ml HHXEKIIMOHEH pa3TBOP 3a FOBE/ia, CBUHE U KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun ml chabpixka:

AKTHBHO BellleCTBO:

meloxicam 20 mg

ITomo1uHM BeniecTBAa:

KoJsu4yecTBeH cbCTaB, aKo Ta3u HUHPpopMalusa e
BaJKHA € OTJIe[ HA NPABUJIHOTO NMPUJIaraHe Ha
BeTePUHAPHUS JIEKAPCTBEH NPOAYKT

KauecTBeH chCcTaB Ha MNMOMOIIIHUTE
BeIECTBA U JIPYITUTE CbCTABKHU

Ethanol (96%) 159,8 mg

Poloxamer 188

Macrogol 400

Glycine

Sodium hydroxide

Hydrochloric acid, concentrated

Meglumine

Water for injections

buctwp xBAT pazTBOp.

3. KINHNYHA NTHO®OPMAILIUA

3.1 Bwunaose :KMBOTHH, 32 KOMTO € npeaHaznaven BJIII

T'oBena, cBHHE U KOHE.

3.2 Tloka3aunmus 3a ynorpeda 3a BCEKH BHJI }KHBOTHH, 32 KOWTO € MpeHA3HAYEH NPOAYKTHT
TI'oBena:

3a ynoTtpeba npu OCTpU pecupaTopHu HH(PEKIMK ¢ TOIXO/SIa AHTUOMOTHUYHA TepaIHs 3a
HaMaJlsiBaHEe Ha KIIMHUYHUTE MPU3HAIM TIPH TOBEaTa.

3a ymoTpeba npu quapusi B KOMOMHAIINS ¢ TIEPOpaATHA PEXHUIpaTHpaIia Teparis 3a HaMaJiIBaHe Ha
KIMHAUYHUTE MPU3HAIM MIPH TeJieTa Ha BB3pacT HaJl €JHa CEIMUIIA U MJIad HEJaKTHPAIX TOBe/a.
Karo nombiaHuTeIHA Teparus Ipy JICYCHHE Ha OCThP MacTUT, B KOMOMHAIIMS C aHTUOMOTHYHA
Tepanus.

3a o0yiekyaBaHe Ha MOCTOTIEpaTUBHATA OOJIKa cliel 00e3pOroBsiBaHE Ha TeJeTa.

CeBune:

3a ymoTpeba mpu He3apa3HH JBUTATEIIHA HAPYIIIEHUS 32 HaMaJsiBaHEe Ha CAMIITOMHUTE Ha KyIl0Ta U
BBb3NAaJICHUE.

Karo nompaHuUTETHA TEpamys Ipy JICUSHHNE Ha ITyepIiepaiiHa CeNTUIIeMHS U TOKCeMUs (CHHIPOM Ha
MAaCTUT-METPUT-ATaJIAKCHsI) C TIOIXOIAIA aHTHOMOTHIHA TEepaTHsl.
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Komne:

3a ynotpeba npu o0JiekyaBaHe Ha Bh3MAIICHUETO M HAMAJISIBAaHE HA 00JIKaTa KakTo MPU OCTPH, TaKa U
NPU XPOHUYHH MYCKYITHO-CKEIIETHUA HAPYIICHHUSI.
3a HamainsBaHe Ha 00JIKa, CBhP3aHa ¢ KOJHMKA TIPH KOHE.

3.3 IIporuBomoka3zanus

Bux cpmio Touka 3.7.

[la He ce U3M0I3Ba IPU KOHE HA BH3PACT MOJ 6 CEIMUIIH.

[a He ce u3moI3Ba pH JKMBOTHH, CTPAJAIY OT HapylleHa YepHOAPOOHA, ChpleuHa Win ObOpedHa
(yHKUIUSA ¥ XeMOparu4Hu HapyIIEHHUs WX KbJETO UMa JaHHHM 32 YJILEPOr€HHH IaCTPOMHTECTUHAIIHH
MOpaKEeHUS.

[la He ce U3MnoI3Ba NpHU CBPBXUYBCTBUTEIHOCT KbM aKTHUBHOTO BEIIECTBO MIIU KbM HAKOE OT
MOMOIITHUTE BELIECTBA.

3a neueHune Ha AUAPHs TIPH TEJIETa, 1a HE Ce U3IT0JI3BA MPH KUBOTHU Ha BB3pacT mox | ceamua.

3.4 CrhnenuajHu npexynpeKIeHus

Tperupaneto Ha Tenerara ¢ Contacera 20 MUHYTH ITpeId 00€3pPOrOBSBaHETO, HAMAJISBa
nocroneparuBHara 6onka. CamoctosiTenHaTa ynorpeba Ha Contacera HIMa Ja OCUTYpH aIeKBaTHO
00e3001BaHe IO BpeMe Ha IpolieIyparta 1o 00e3poroBsiBane. 3a Jia ce IMOCTUTHE aIeKBATHO
00e300s1BaHe 110 BpeMe Ha oneparusiTa, € He00X0IMMO €THOBPEMEHHO MPUIIOKEHHE Ha TTOIX OIS
AHAIITeTHK.

3.5 CrpenuajHu npeanasHu MepKH IMpH ynorpeoda

Cruenmaidy npeana3sHi MEpKHU 3a 0e3onacHa ynorpeda nIpy BUJIOBETE KUBOTHH, 3a KOUTO €
npennasgauey BJIIT:

[Ipu mosiBa Ha HEOIATONPUSATHU PEAKIUH, JICUSHUETO TPSAOBA JIa CE IPEYCTAHOBHU U JIa CE MOTHPCH
CBHBET OT BETEPUHAPEH JIEKap.

Ja ce m30sTBa yroTpebaTa mpu MHOTO CHITHO JAEXUAPATUPAHHU, XUTTOBOJICMHUYHHN WIIH XUTIOTCH3UBHU
’KUBOTHH, KOUTO U3HUCKBAT MMAPEHTEPAIIHA PEXUAPATALUS, Thi KaTO ChUIECTBYBA MOTEHIIMAIEH PUCK OT
pEeHaNIHa TOKCUYHOCT.

B ciry4aii Ha He3aI0BOJIMTEITHO HaMajsiBaHe Ha OOJIKaTa IpH JICYCHHE Ha KOJIMKA MPH KOHE, Ja Ce
HaIpaBy BHUMATEJHA MPEOIEHKA Ha TUarHo3ara, Thii KaTO TOBA MOXE Jia ObJIc MHIUKAIUS 32
HEOOXOAMMOCT OT XUPYpPriYHA HHTEPBCHIIUS.

CHC]_[I/IEUIHI/I npearnasHy MCPKHU 3a Juiara, nmpujaraiy BETCpHHAPHUA JICKAPCTBCH IMPOJAYKT Ha
KHMBOTHUTC!

Ciy4alfHOTO CAMOMHXEKTUPAHE MOJXKE J1a Ipeiu3BUKa 00Jka. Xopa ¢ yCTaHOBEHA
CBPBXUYYBCTBUTEIHOCT KbM HECTEPOUIHH MPOTHBOBB3ManuTesHu cpeacrea (HCIIBC) Tpsiopa na
M30sIrBaT KOHTAKT C BETEpUHAPHUSA JIEKAPCTBEH MPOAYKT.

HpI/I CJ]y‘-IElfIHO CaMOWHXKCKTHUPAHE, He3abaBHO Jia C€ NOThbPCU MEAULIMHCKHU CBBET, KAaTO Ha JICKaps CC€
npeaoCTaBy JIMCTOBKATa UJIN CTUKETA HA MIPOAYKTA.

CHeHI/IaHHI/I npearasHy MCPKH 34 3allMTa Ha OKOJIHATa cpcaa:

He e npunoxxumo.



3.6 Heb6JaronpusiTHu peakuuH

T'oBena, cBUHE 1 KOHE:

Yectu OTOK B MACTOTO Ha HHKeKTHpaHe
(1 mo 10 ma 100 TpeTHpaHH )KUBOTHH):
Heuectu OTOK B MACTOTO Ha HHKEKTUpaHe’
(1 mo 10 na 1 000 TpeTupanu
JKUBOTHH):

MHoro penku AHaHIAKTOMIHA PEaKIH
(mo-manko ot 1 Ha 10 000 Tpetupanu
JKUBOTHH, BKJIFOUUTETHO H30JUPAHU
CHOOIICHUS):

! Jlex mpexo/eH OTOK clie]| TIOIKOKHO MPUIOKEHHE P TOBEIA U CBUHE.

?TIpexosieH OTOK TIpH KOHE, KOHTO n3de3Ba 6e3 Hameca.

$Moske 1a 6bJ1¢ CEPHO3HO (BKIIOUHTENHO (AaTaHO), IIPH MOSBA HA TAKABA PEAKIHs, ChCTOSHUETO 12
ce JIEKyBa CUMIITOMAaTHYHO.

CroOmiaBaHeTo Ha HEOIArOMPUATHN PEAKIIUH € BaxkHO. ToBa MO3BOIISIBA HEMTPEKbCHAT MOHUTOPHHT Ha
Oe30macHOCTTa HA BETEPUHAPHUS JICKAPCTBEH MPOAYKT. ChOOIIeHHsTa TPSOBA /1a ce U3IpaIiar, 3a
MPEINIOYUTAHE Ype3 BETCPUHAPEH JIeKap, UM Ha TIPUTEKATENS Ha Pa3pEIICHUETO 32 ThPTOBHS WIH HA
HAI[MOHAIHUS KOMIIETEHTEH OpraH upe3 Hal[MOHAIHATa CHCTeMa 3a choOnaBane. 3a ChOTBETHUTE
JIAHHU 32 BPB3Ka BUXKTE JIMCTOBKATA.

3.7 Ynorpeda mo BpeMe Ha OPeMEHHOCT, JIAKTALUS UJIH sTiilleHOCeHe

BbpeMeHHOCT U JIaKTaIsL:

I'oBena u cBHHE:
Moske j1a ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIaKTallysl.
Komne:

He ce npuiara npu OpeMeHHHU HITH JTAKTHPAI KOOWJIH.
Bux cbiio Touka 3.3.

3.8 Bs3ammopeiicTBHE ¢ IPYTd BeTePUHAPHU JeKAPCTBEHH NMPOAYKTH U APYru ¢opMu Ha
B3aHMOJeHCTBHE

[la He ce mpmiara eJHOBPEMEHHO C TIIIOKOKOPTUKOCTEPOH TN, IPYTH HECTEPOUTHI
NPOTHBOBB3NAINUTEIHN CPEJCTBA MU C aHTUKOAryJIaHTH.

3.9 Hauun Ha MPUJI0KCHUE U TO3UPOBKaA

MaxkcumanHusT 0poit npodoxaanus e 14 3a 20 ml, 50 ml u 100 ml 3amymanku u 20 3a 250 ml
3amyIaiKa.

I'oBena:
EnHOKpaTHO MOIKOXKHO WIH MHTPABEHO3HO MHXKEKTUPaHe Ha jo03a 0,5 mg menokcukam/kg TenecHa

Mmaca (t.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHAIHS C aHTUOMOTHUYHA TEPAITUS WM C TIEPOPaTHA
pexuapaTuparia Teparnus, Criopest Caydasi.



Caune:

EnHokpaTHO HHTpaMyCKYJTHO HHXKEKTHpaHe Ha no3a 0,4 mg Menokcukam/kg TenecHa maca (T.e.
2ml/100 kg TenecHa maca) B KOMOMHAITHMS C TOIXOAINA aHTUOMOTHYHA Tepanus. AKO € He00X0IUMO,
MOBTOPHO MPHIIOKEHUE HA MEJIOKCHKAM MOJXKE J1a C€ HalpaBH clien 24 Jaca.

Komne:

EnHokpaTHO MHTpaBEeHO3HO WHXKEKTHUpaHe Ha mo3a 0,6 mg menokcukam/kg TenecHa maca (t.e. 3ml/100
kg TenecHa maca).

3a ynotpeba npu o0JieKkyaBaHe Ha Bh3MAJICHUETO M HAMaJIsIBAHE Ha 00JIKaTa KakTo MPHU OCTPH, TaKa U
NpU XPOHUYHH MYCKYJTHO-CKEJICTHU HAPYIICHUS, 32 TIPOIb/DKABAHE HA JICUCHUETO MOXKE J1a Ce
M3II0NI3Ba MEJIOKCHKaM TepopaiHa cycrnensus B no3a 0,6 mg menokcukam/kg TenecHa maca, 24 gaca
CJIe]] HH)KEKTUBHOTO MPUIIOKCHUE.

Ja ce m30sTBa KOHTAMHHAIHS 110 BpeMe Ha yIoTpeoa.

3.10 Cumnromu Ha mpego3upaHe (M KOraTo e NPUJI0KUMO — NPOLEIYPH HA 1elicTBHE NPU
CHEeUIHU CIyYau M AHTHI0TH)

B cnyuaii Ha npeno3upane, TpsaOBa 1a ce 3a1I0YHE CUMIITOMATHYHO JICUSHHE.

3.11 CneuuajiHu orpaHuYeHus 3a ynoTpeda U cCieMATHU YCJ0BHS 32 YIOTPe®a, BKIIOYHUTETHO
OrpaHUYeHHs 32 YIOTpPedaTa HAa AHTUMHKPOOHU M MPOTHBONAPA3UTHU BeTePHHAPHH
JIEKAPCTBEHH MPOAYKTH, € 11eJ1 12 ce OTPAHUYM PUCKBT OT Pa3BHTHE HA PEe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH CpOKOBe

I'oBena:

Meco u BbTpelIHH Opranu: 15 nxu;
Minsxko: 5 nau.

Caune:

Meco u BbTpELIHU OPTaHu: 5 JIHH.

Kone:

Meco 1 BbTpELIHU OPTaHu: 5 THH.

He ce pa3pemasa 3a ynorpeda npu KOHe, YMEeTO MIIIKO € IPEAHA3HAuYeHO 3a KOHCYMalMs OT X0pa.
4, DAPMAKOJIO'NYHA UH®OPMALIUA

4.1 Berepunapen jexkapcTBeH anatomo-TepaneBTuden koa (ATCvet Code): QMO01ACO6.
4.2 @dapmakoIuHAMHUKA

Menoxkcukam e HCIIBC ot ki1aca Ha OKCHKaMHTe, IeicTBAIl Ype3 MHXUONpaHe Ha CHHTE3a Ha
MPOCTArIaHUH, IPU KOETO NPOSBsABA IPOTUBOBB3NAIUTEIHH, AaHTUEKCYJATUBHH, aHAJITETUIHH U
aHTUIHMPETHYHHU cBoicTBa. HamasnsBa ieBkonuTHaTa MHGUITpALs BbB Bb3MajJeHaTa ThKaH. B mo-

MaJiKa CTCIICH I/IHXI/I6I/Ipa " KOoJIar€H-uHAyuupaHara TpOM6OI_[I/ITHa arperamnus. MenokcukaMbT
MpUTECIKaBa CbIIO aHTUCHAOTOKCUYIHN CBOfICTBa, 3alI0TO € YCTAaHOBCHO, 4UC I/IHXI/I6I/Ipa OpOAYKIUATA Ha



TpOM6OKCElH B2, npeaAn3BUKaHa OT NPUJIAraHCTO Ha CHAOTOKCHH Ha E. coli Ipu TCJICTA, JJAKTHPAIIN
KpaBU U CBUHC.

4.3 @apMaKkoKMHETHKA

Pe3opbuus
Crnen egHokpaTHa oakoXkHa g03a ot 0,5 mg menokcnkam/kg, Cmax cToiiHoCTH OT 2,1 pg/mlu 2,7

pg/ml ce nocturar ciex 7,7 yaca 1 4 yaca CbOTBETHO NPH MJIaJH TEJIETa U JAKTUPAIIU KPaBH.
Crnen nBe nHTpamyckyiHHU 1034 OT 0,4 mg menokcukam/kg, Cmax cToiiHOCT OT 1,9 pg/ml ce moctura
cien 1 gac mpu cBUHE.

Pasnpenenenue
IToBeue o1 98 % OT npuIOKEHU METOKCUKAM C€ CBBP3Ba € IUIa3MeHuTe NpoTeuHu. Hail-Bucokure

KOHIIEHTPAIIUW Ha MEJIOKCUKaM ce OTKPHUBAT B YepHHS Apo0 u Ob0penute. CpaBHUTEITHO HUCKH
KOHLIEHTpALlMU ce 3a0essI3BaT B CKeJIETHATa MyCKyJIaTypa U Ma3HUHHTE.

MeTtaboau3sm

MenokcuKkaMbT C€ OTKpHBa NPEAUMHO B 1ia3Mata. [Ipu ropesia MEJIOKCHKaM ChIIO Ce eKCKPEeTUpa
[JIABHO 4Ype3 MIIIKOTO H JKIbYKaTa, JOKATO YPHHATA ChIbPKa CaMO CJIEIU OT H3XOAHOTO CheIUHCHHE.
IIpu cBUHE XITPUYKATA U YpUHATA ChIBPKAT CaMO CIEAHN OT U3XOHOTO CheAUHEHNE. METOKCUKAMBbT
ce MeTaboIM3Upa J0 ATKOXOJI, KUCEIMHEH ICPUBAT U HAKOJIKO MOJSIpHU MeTabonuTa. JlokazaHo e, ue
BCHYKH OCHOBHH MeTa0O0JINTH ca (hapMaKOJIOTHYHO HEaKTUBHU. MeTabOoIM3MBbT IPH KOHE HE €
H3CIIEIBaH.

Enumunupane
MenokcukamMbT ce eTMMUHUpPA C IEPUOJI Ha MOdypa3naj ot 26 yaca u 17,5 dyaca ciesl OAKOAKHO

WHXEKTHUPaHe, ChOTBETHO IPU MIIAJTH TOBE/A U JIAKTHPAIIH KPaBH.
IIpu cBUHE cpelr MHTPAMYCKYIHO MpUiIarane, NepuodbT Ha CPEIHUA MOy pas3naj B Iiia3mMaTa €
npuOIM3UTETHO 2,5 yaca.

IIpu xoHE clle]] THTPABEHO3HO WHKEKTHPAHE MEJIOKCHKAM € STUMMUHUpA ¢ KpaeH moypasnan oT 8,5
Jaca.

[pubnuzurenso 50 % oT npuiIokKeHaTa J103a Ce SIMMHHUPA Ype3 YPHUHATA, & OCTATHKBT 4pe3
M3IIPaKHEHUSTA.

5. DOAPMAIIEBTUYHU JAHHHU

5.1 OcHOBHHM HECHLBMECTHMOCTH

He ca u3BectHH.

5.2 Cpok Ha rogHOCT

CpoK Ha TOTHOCT Ha KpaiHUS BETEPHUHAPEH JICKAPCTBEH MPOIAYKT: 3 TOIWHH.
Cpox Ha TOTHOCT CJel IFPBO OTBApsHE HAa MbPBUYHATA OMAKOBKA: 28 JTHM.

5.3 CneunuajiHu ycjaoBHsI 32 CbXpaHeHHe
To3zu BeTepuHapeH JeKapCTBEH NPOAYKT HE W3MCKBA HUKAKBU CIIELUATHY yCIIOBUS 32 ChbXpaHCHHE.
54 Bujau cbCTaB HA MbPBUYHATA OMAKOBKA

Kapronena kytus ¢ 1 6e3uBeTeH cThkIIeH (uiakoH, Kouto chabpka 20 ml, 50 ml, 100 ml wmwm 250 ml.
Bcexwu ¢iakoH e 3aTBOpEH ¢ TyMeHa Tara M 3ale4aTaH ¢ alyMHHHEeBa Kallavka.

He Bcuukm pa3sMEpu Ha OIMMaKOBKaTa MOrarT aa 6’B,I[aT npeajlaranv Ha masapa.



5.5 ChoenuajaHu MepKH 3a YHUIIIOKABAHE HA HEM3MOJI3BAHN MPOAYKTH HJIU OCTATHIM OT THAX

BerepunapHuTe jekapcTBEHH NPOIYKTH He TPsAOBa /1a ObAaT U3XBBPISHH Ype3 OTIAaIHI BOIHN UITH
OWTOBM OTHAIBIIH.

W3znomnsBaiite mporpamu 3a BpbIllaHe IPH YHUIIIOKABAHETO HA HEW3MOI3BAaHU BETEPUHAPHU
JIEKapCTBEHHU TIPOIYKTH FIIA OCTATHIIN OT TAX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO

3aKOHOJIATEJICTBO U C BCUYKU HAI[MOHAIHU CUCTEMH 3a ChOUpaHe, MPUIOKUMHU 32 CHOTBETHHS
BETEPHUHAPEH JIEKapCTBEH MPOIYKT.

6. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThPTOBUS

Zoetis Belgium

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

EU/2/12/144/001 20 ml

EU/2/12/144/002 50 ml

EU/2/12/144/003 100 ml

EU/2/12/144/004 250 ml

8. JATA HA TBPBOTO U3JABAHE HA PABPEIIEHUETO 3A ThPT'OBUSI
Jlata Ha TBPBOTO M3/aBaHe Ha pasperreHnero 3a Teproeus: 06/12/2012.

9.  JIATA HA IOCJEJHATA PEJAKIMS HA KPATKATA XAPAKTEPHCTUKA HA
MPOAYKTA

10. KIIACUO®UKALUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO MpeIIUCAHHE.

IMoapo6Ha uHpOPMAIKs 32 TO3U BETEPUHAPEH JIEKAPCTBEH MPOLYKT MOKE J]a HAMEPHUTE B Oa3aTta JaHHH
Ha Cpro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).



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

1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Contacera 15 mg/ml nepopaiiHa CycrieH3us 3a KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun ml chamspixka:

AKTHBHO BelIECTBO.

meloxicam 15 mg

ITomoiuHHu BemiecTBa:

KoJsu4yecTBeH cbeTaB, ako Ta3u UHGopManus e
BaJKHA € OTJIe[ HA NPABUJIHOTO NMPUJIaraHe Ha
BeTePUHAPHUS JIEKAPCTBEH NPOAYKT

Sodium benzoate 5mg

KauecTBeH chCcTaB Ha MNMOMOIIIHUTE
BeIECTBA U JIPYITUTE CbCTABKHU

Saccharin sodium

Carmellose sodium

Silica, colloidal anhydrous

Citric acid monohydrate

Sorbitol, liquid (non-crystallising)

Disodium phosphate dodecahydrate

Honey aroma

Purified water

benesnukara [0 XKXBJITCHUKABAa, BUCKO3HA, II€popaiHa CyCIICH3UA C BKYC Ha MC/.

3. KIMHNYHA UHOOPMALUA

3.1 Bwunaose :KMBOTHH, 32 KOUTO € npeaHaznaven BJIII

Kome.

3.2 Tloka3aunmus 3a ynorpeda 3a BCeKH BH]I }KHBOTHH, 32 KOWTO € MpeHA3HAYEH NPOAYKTHT

3a obnexvyaBaHe Ha BB3MAJICHUETO M HAMAJIIBaHE Ha 0OJIKaTa, KaKTo MPH OCTPH, Taka M MPH XPOHUIHU
MYCKYJTHO-CKEJIETHU HapyLIeHHs P KOHE.

3.3 IIporuBomoka3zanus

Jla He ce U3Mos3Ba NPy OPEMEHHU WM JIAKTHPAIIXA KOOUJIIH.

[la He ce U3M0II3Ba IpU KOHE, CTPAAAIIX OT TACTPOMHTECTHHAIHU CMYILCHHUS, KATO Bh3IAJICHHE U
XeMoparusi, HapylleHa YepHoIpoOHa, ChbpAeYHa Uil 0BOpedHa GYHKIHS U XeMOPAarndH! HapYIICHHS.
Jla He ce U3MOI3Ba IPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MM KbM HAKOE OT
MTOMOIIIHHTE BEILECTBA.

Jla He ce U3M0II3Ba IpU KOHE HA BB3PACT 01 6 CEIMHLIH.



3.4 CneuuajiHu mpexynpes;KaeHust
Hswma.
3.5 CrhenuajaHu npeana3Hu MepKH MpPH ynoTpeda

Crenuaiasy Ipeamna3sHd MepKH 3a 0e3omacHa yoorpeda Ipy BUIOBETE JKUBOTHH, 3a KOUTO €
npeaHasnauen BJIIT:

Jla ce u30srBa ynorpebara mpu BCeKH AEXUAPATUPAH, XUIIOBOJICMUYCH WM XUIIOTEH3UBEH KOH, ThI
KaTo CHIIECTBYBA MOTCHIIUAICH PUCK OT OBOpEUYHA TOKCUYHOCT.

Crenuaniy npeana3sHi MEPKH 3a JIMIATa, IPUIaraiy BETepUHAPHUS JIEKAPCTBEH IIPOIYKT Ha )KUBOTHHUTE:

Xopa ¢ ycTaHOBEHA CBPBXUYYBCTBUTEITHOCT KbM HECTEPOUTHY ITPOTUBOBB3MAIUTEIHU CPEICTBA
(HCIIBC) TpsibBa ma n30ArBaT KOHTAKT C BETCPHHAPHUS JIEKAPCTBEH MPOIYKT.

[Ipu cnyyaitHo nornbinaHe, He3a0aBHO Ja ce MOThPCH MEIUIIMHCKU ChBET, KAaTO Ha JIeKaps ce
MPEIOCTABU JINCTOBKATA WIIM €TUKETA HA IPOAYKTA.

CHCHI/IaJIHI/I nOpeanasH MEPKHU 34 3allliTa Ha OKOJIHATa cpeaa:

He e npunoxumo.

3.6 He0JaronpusiTHu peaKuuu

Kome:
M i
HOTO PENKH Kopewmna 6oska, KoauT, Tuapus, aHapuIaKTOUIHA
(mo-manko ot 1 Ha 10 000 Tpetupanu peakuus’, yprukapus’,
’KUBOTHH, BKJIIOUUTEIIHO U30JIMPAHU 3ary0a Ha ameTHT, JeTaprus
CBHOOIICHUS):
! O6paruma.

2 Moe 1a 6bJie CepHO3HO (BKIIOUMTENTHO (aTalHO), HPH MOABA HA TAKABA PEAKIIUS, ChCTOSHUETO /1A
ce JIeKyBa CHMIITOMAaTU4HO.

IIpu mosiBa Ha HEOIATONIPHUATHY PEAKIINH, JICUCHUETO TPsIOBa Jla ce MPEYCTAHOBH U Ja C€ MOTHhPCH
CBHBET OT BETEPUHAPEH JIEKap.

Cpo01aBaneTo Ha HEOIArONMPHUSATHH PEaKIiy € BaKHO. ToBa Mmo3BoIIsIBAa HEIPEKHCHAT MOHUTOPUHT HA
0e30MacHOCTTa Ha BETEPUHAPHUS JICKapCTBEH NPoayKT. ChoOIeHHsTa TPAOBA J1a Ce U3MpaIlaT, 3a
MPEIIOYUTAHE YpEe3 BETCPUHAPEH JIeKap, TN Ha IPUTEKATEN Ha Pa3pEIICHUETO 32 ThPTOBHS WIH HA
HAIIMOHAHUS KOMIIETEHTCH OpraH Ype3 HallMOHAIHATA CHCTeMa 3a ChoOIaBaHe. 3a ChOTBETHUTE
JIAHHH 32 BPh3Ka BUIKTE JINCTOBKATA.

3.7 Ymnorpeb6a mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WIH sTiilleHOCeHe

JlaGopaTopHuUTe MPOYUYBaHUS MPU rOBE/Ia HE MMOKA3BaT HUKAKBH JAHHU 33 TEPATOTCHHOCT,
(heTOTOKCUYHOCT WIJIM TOKCHYHOCT 3a MaiikaTta. Hsama Hanmana unpopmarnus 3a konete. [lopaam tazu
MIPUYHUHA HE CE TPETIOphUBa MPIJIAraHeTo M0 BpeMe Ha OPEMEHHOCT M JIAKTAIIHS TIPU Te3W BUIIOBE
>KUBOTHH.



3.8 BzammopaeiicTBHE ¢ APYTd BeTePMHAPHH JIEKAPCTBEH! MPOAYKTH U APYTU (popMu HA
B3anNMO/IeiicTBHE

ﬂ;a HE C€ pujiara S AHOBPECMEHHO C TJIFOKOKOPTUKOUIU, APYTU HECTCPOUJIHU TPOTHUBOBH3MAIUTCIIHA
CpCACTBA UJIM C aHTUKOATr'yJIaHTH.

3.9 HauwuH Ha NpUJIOKEHHUE U T03MPOBKA
Ja ce mpuiara cMeceH ¢ XpaHaTa WU TUPEKTHO B ycTtara B 1o3a 0,6 mg/kg TenecHa maca, BeqHBK
THEBHO, 32 MakCcUMyM 14 nxu. B cioyuyaii, e mpoayKThT ce CMecBa ¢ XpaHa, TOi TpsiOBa aa ce mpubaBu

KbM MaJIKO KOJIMYECTBO XpaHa Mpeu XpaHEHE.

Cycnensusrta TpsiOBa 1a ce Ipuiiara ¢ MepUTEIHATa CIPUHIIOBKA, IIOCTaBeHA B ONTAKOBKATA.
CrpuHIOBKaTa ce MPUKpENs KbM OyTHiIKaTa 1 uMa ckaia oT 2 ml.

Ja ce paskmama goope npeau ymorpeoa.

Cren npuiioyXeHre Ha BETEPUHAPHUS JISKAPCTBEH NPOIYKT 3aTBOpeTe OyTUIIKaTa, KaATO MOCTABUTE
OTHOBO Karaykarta, U3MUHTEe MEpUTEIHATa CIIPUHIIOBKA C TOIJIa BOJIA U 51 OCTABETE J]a U3ChXHE.

[a ce n30srBa BHBEXK/AaHE HA 3aMbPCSBaHE [0 BpeMe Ha yrmoTpeoda.

3.10 CumnToMu Ha mpego3upaHe (M KOraTo € MPUJIOKMMO — MPOIeAYPH HA JeiicTBHE MPH
CHELIHH CJIyYad U AHTHIO0TH)

B cnyuaii Ha npeno3upane, TpsiOBa fa ce 3al109HE CUMIITOMaTUYHO JICUCHHE.

3.11 CneuuajiHu OrpaHuYeHus 32 yNOTPeda U CHeNHATHH YCJI0BHS 32 YNOTPe®a, BKIIOYHUTETHO
OrpaHUYeHMs 32 YIOTpPedaTa HAa AHTHMHKPOOHH M MPOTHBONAPA3UTHU BeTePHHAPHH
JIeKapCcTBeHU NMPOAYKTH, C LeJI 12 ce OTPAHUYM PUCKBT OT pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cpoKoBe

Meco 1 BbTpELIHU OpPTraHu: 3 JAHHU.

He ce paspemasa 3a ynorpeba Iipu KOHE, YHETO MIIIKO € [IPEJHA3HAYEHO 32 KOHCYMAIHsl OT X0pa.

4. DAPMAKOJIOTHYHA HH®OPMAIIUA

4.1 Berepunapen jexkapcTBeH anaTomo-TepaneBTu4en ko1 (ATCvet Code): QM01ACO6.

4.2 ®apmakoaMHAMHUKA

MernokcrkaM e HecTeporHO npoTuBoBb3nanuTenHo cpeactso (HCIIBC) ot kiaca Ha OKkCHKaMHTe,

JieficTBaIo Ype3 HXUOMpaHe Ha CHHTE3a Ha MPOCTATIaHIH, IPA KOETO TPOSIBIBa

NPOTHUBOBB3NAINUTENHH, aHAJITETHYHH, aHTUEKCYIaTUBHH U aHTUIIMPETHYHH cBoicTBa. Hamanssa

JIeBKOLIUTHATa HHUATpAKs BbB Bb3llajieHaTa ThKaH. B mo-manka creneH HHXHOUpa 1 KoJlareH-

MHIyLUpaHaTa TPOMOOIMTHA arperanusi. MeJIoKcHKaM NMpHUTEeXaBa ChII0 AaHTHEHIOTOKCUYHU

CBOWMCTBA, 3aII0TO € YCTAaHOBEHO, Y€ MHXHOMpPa MPOAYyKIMATA Ha TpoMOOoKcaH B2, nmpenu3srkana ot
WHTPAaBCHO3HOTO IpUJiaraHe Ha eHjaoTokcuH Ha E. Coli mpu Tenera u cBuHE.
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4.3 @apMaKkoKMHETHKA

Pe3opOrtus
KoraTto npoaykTsT ce U3MoJ3Ba COpe MPenopbyaHusl pe:KUM Ha JI03UpaHe, IepopaaHaTa

OMOHAIMYHOCT € puOIM3uTeTHO 98 %. MakcuMaiHy TUTa3MEeHN KOHIIEHTPAILUU Ce TOCTUTAT
MpUOTU3UTETTHO ciiex 2-3 yaca. @akTopbT Ha akyMmymanws oT 1,08 mpeamosara, 4e METOKCHKaM HE ce
aKyMyJIHpa, KOTaTo Ce Mpuiiara exxeIHeBHO.

Pasnpenenenue
IIpubmmsutenno 98 % oT MeToKCHMKaMa ce CBhP3Ba ¢ IUTa3MeHuTe mpoTenHu. O0eMbT Ha

pasmpenenenue ¢ 0,12 L/kg.

MeTtabonu3eM

MeTabo0JIM3MBbT € KaueCTBEHO MOJ00CH MPH ILUThXOBE, MUHH MPACEHIIa, X0pa, TOBEla U CBUHE,
BBIPEKH, Y€ KOJIMYECTBEHO CHIIECTBYBAT pa3iauku. [ TaBHUTE METa0OIUTH, OTKPUTH ITPH BCUYIKU

BHJIOBE Ca 5-XHIPOKCH- B 5-KapOOKCH-METa0OJUTHTE M OKCATUI-METa00UTHT. MeTaboIM3MbT PH
KOHE He ¢ m3cienBan. Jloka3zaHo €, 4e BCHIKH OCHOBHH METa0OJUTH ca PapMaKoJIOTUIHO HEAKTHBHHU.

Enumunupane
MenokcukamMbT ce eIMMUHUpPA C KpaeH Mmojypasmnaj ot 7,7 Jaca.

5. DAPMALEBTUYHHU JAHHHAU
5.1 OcHOBHH HECHBMECTHMOCTH

He ca u3zBectHu.

5.2 Cpok Ha rogHOCT

Cpok Ha TOAHOCT Ha KpailHUs BeTEpUHAPEH JIEKapCTBEH MPOIYKT: 3 TOAMHU.
Cpok Ha TOAHOCT ciie/l TbPBO OTBapsHE Ha MbPBUYHATA ONAKOBKa: 3 Mecela.

5.3 CneuuajiHnu ycjaoBHs 32 CbXpaHeHHe
Ja He ce 3ampassBa.
54 Buau cbCTaB HA MBPBUYHATA OMAKOBKA

KapToneHa KyTusi, KOATO ChIbpKa eHa OYTHIIKA OT IOJIMETHIIEH C BHCOKa TIBTHOCT oT 100 mim 250
ml, ycroiiunBa Ha OTBapsiHE OT JIela ¥ MOJUIPOITMICHOBA MEPUTEIIHA CIIPHHIIOBKA.

He Bcnukn pa3MEpu Ha OIMaKOBKATa MOrar aa 6”[:,[[aT npeajiaranu Ha 1masapa.
55 Cneunaﬂ}m MEPKHU 32 YHUIIOKABAHE HA HEU3ITOJI3BAHHU IIPOAYKTH WJIHN OCTATBUM OT THX

BetepunapauTe TIeKapCTBEHH MTPOTYKTH HE TPSOBA 1a ObIaT H3XBBPISTHU Upe3 OTHATHHI BOIU WITH
OHMTOBH OTIAIBIIH.

W3nonsBaiite mporpamu 3a BpbIIaHe [IPY YHUILIOKABAHETO Ha HEU3IIOJI3BAHU BETEPUHAPHU
JIEKapCTBEHH MPOTYKTH WM OCTATHIM OT TAX B CHOTBETCTBUE C M3UCKBAHHUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCHUKU HALMOHAIHU CUCTEMH 3a ChOMpaHe, IPUIIOKUMHE 32 CHbOTBETHHS
BETCPUHAPEH JICKAPCTBEH MPOAYKT.
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6. NME HA TPUTEXATEJISA HA PASPEIIEHUETO 3A ThPT'OBUS

Zoetis Belgium

7. HOMEP(A) HA PABPELHIEHUETO 3A TbPT'OBUS

EU/2/12/144/005 100 ml

EU/2/12/144/006 250 ml

8. JATA HA TBPBOTO U3JABAHE HA PABPEIIEHUETO 3A ThPT'OBUSI
Jlata Ha THPBOTO M3/IaBaHE Ha pasperieHnero 3a Tbpropus: 06/12/2012.

9.  JIATA HA OCJIEJHATA PEJAKIMS HA KPATKATA XAPAKTEPHCTUKA HA
MPOAYKTA

10. KIIACUO®UKAILIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTH
Ja ce oTIrycka caMo 110 JIEKapCKO MPeIIUCAHHE.

IToapo6Ha wHGOpPMAITHS 32 TO3W BEeTEPHHAPEH JEKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B 0a3aTa TaHHU
na Crro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).
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MNPUJIOKEHHUE I1
APYI'N YCJIOBUA N U3BUCKBAHUSA KBM PASPEHIEHUETO 3A ThPI'OBUA

Hswma.
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IPUJIOKEHME II1

ETUKET U JIUCTOBKA
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A.ETUKETH
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NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA

Kapronena kytus 3a 20 ml, 50 ml, 100 ml u 250 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Contacera 20 mg/ml nHXeKIIMOHEH pa3TBOP

2. KOJIMYECTBO HA AKTUBHUTE BEINIECTBA

meloxicam 20 mg/ml

3. PASMEP HA OITAKOBKATA

20 ml
50 ml
100 ml
250 mi

4, BUJOBE JKUBOTHMU, 3A KOUTO E INIPEJJTHA3HAYEH BJIII

([P

T'oBena, cBUHE U KOHE.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

I'oBena:
EnHOKpaTHO MOAKOXKHO WU MHTPABEHO3HO WHKEKTHUPAHE.

Caune:
EHOKpaTHO HHTPaMYCKYITHO HHXKEKTHpaHe. AKO € He0OX0JMO, TOBTOPHO TIPUIIaraHe MOXKe Jia ce
Hanpasu cief] 24 Jaca.

Kone:
EnHoKpaTHO MHTPABEHO3HO MHKEKTUPAHE.

7. KAPEHTHH CPOKOBE

KapentHu cpokose:

I'oBena: Meco v BbTpEIIHY Oprauu: 15 qHU; MIISIKO: 5 JHH.
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CBHHe: MecO U BBTPEIIHN OPTaHu: 5 THHU.
Kone: Meco 1 BbTpEIIHU OpPraHu: 5 THU.
He ce paspemasa 3a ynorpeba Ipu KOHE, YUETO MIIIKO € IIPEHAa3HAaueHO 3a KOHCYyMalus OT Xopa.

8. CPOK HA I'OJJHOCT

Exp. {mm/rrrr}
CpoK Ha TOIHOCT CJel IFPBO OTBapsHE Ha MbPBUYHATA OMAKOBKA: 28 THM.
Crnen oTBapsiHE M3MOI3BANTE MPEN. ..

9. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

10. HAJAIUCHT ,JIPEJU YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[Ipenu ynorpeba mpouereTe JUCTOBKATA.

11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUNIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIINHCKA yIIOTpeoa.

12. HAJIHUCHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsABa AaJied OT Horjicaa U Ha HEAOCTBIIHU 3a I€11a MCCTaA.

13. UME HA IIPUTEXKATEJISA HA PASPEIIEHUE 3A THhPTOBUSA

Zoetis Belgium

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS HA BJIIIT

EU/2/12/144/001 20 ml
EU/2/12/144/002 50 ml
EU/2/12/144/003 100 ml
EU/2/12/144/004 250 ml

15. TTAPTHJIEH HOMEP

Lot {Homep}
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NHOOPMAIUA, KOATO TPABBA JIA BbJAE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

Etuker 3a 100 ml u 250 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Contacera 20 mg/ml HHXEKIIMOHEH Pa3TBOP

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

meloxicam 20 mg/ml

100 ml
250 mi

3. BUJOBE JKMBOTHMH, 3A KOUTO E ITPEJHAZHAYEH BJIII

([“

FOBCI[a, CBHHC M KOHE.

4. HAYNHMU HA ITPUJIO)KEHUE

I'oBena:
S.C. 1iiu IV I/IH)KCKTI/IpaHe

Caune:
I.M. MHKEKTHpaHe

Komne:
I.V. HH)KEKTHpaHe

[Ipenu ynorpeba mpoveTu JTUCTOBKATA.

5. KAPEHTHH CPOKOBE

KapenTnu cpokose:

I'oBena: Meco 1 BbTpEIIHN Opranu: 15 1HU; MIISKO: 5 THHU.

CBHHe: MecO U BBTPEIIHN OPTaHu: 5 JHHU.

Kone: Meco 1 BTpEIIHU OpraHu: 5 JHHU.

He ce pa3pemaBa 3a ynorpe0a npu KoHe, YMeTO MIISKO € MpeIHa3HAYeHO 3a KOHCyMallys OT Xopa.
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| 6.  CPOK HA TOJIHOCT

Exp. {mm/rrrr}
Cpok Ha rOJHOCT CJIe/ ITbPBO OTBapsHE Ha IMbPBUYHATA OMIAKOBKA: 28 JHU.
Crien oTBapsiHE M3MOI3BANTE MPEH. ..

‘ 7. CIIEIMAJIHU YCJI0OBUS 3A CbXPAHEHUE

‘ 8. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThPT'OBUSL

Zoetis Belgium

| 9.  MAPTHMJEH HOMEP

Lot {HOomep}
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MUHUMYM UHO®OPMAILIUSA, KOSATO TPABBA JIA BbJE U3IIMCAHA BbPXY MAJIKHU
OITAKOBKM BJIII, KOUTO CBABPKAT EAUHUYIHA J1O3A

Etuker 3a ¢aaxon ot 20 ml u 50 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Contacera HHXEKIIIOHEH pa3TBOP

([P

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

meloxicam 20 mg/ml

20 ml
50 ml

‘ 3. IHAPTUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrr}
CpoK Ha rOJHOCT CJIE/ ITbPBO OTBApsHE Ha ITbPBUYHATA OMTAKOBKA: 28 JHU.
Crienr oTBapsiHE M3IMOI3BANTE MPEIH. ..
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NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BBbHIIHATA OITAKOBKA

Kapronena kytus 3a 0yruiaka ot 100 ml niau 250 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Contacera 15 mg/ml mepopaina cycrnensus

2. KOJIMYECTBO HA AKTUBHUTE BEINIECTBA

meloxicam 15 mg/ml

3. PASMEP HA OITAKOBKATA

100 ml
250 mi

4. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJTHA3HAYEH BJIII

Kome.

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

IlepopanHo npunoxXeHue.

7. KAPEHTHH CPOKOBE

KapentHu cpokose:
Meco u BbTpEIIHN OpTaHu: 3 JHHU.
He ce paszpemasa 3a ynorpeba npu KOHE, YUETO MIIIKO € IPEAHa3HAYEeHO 32 KOHCYMAIHs OT X0pa.

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrr}
Crient oTBapsiHE M3IOJI3BANTE MPEIH. ..

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

I[a HE CC 3aMpa3ssBa.
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‘ 10. HAANUCHT ,,IPEAU YIIOTPEBA NPOYETETE JJUCTOBKATA“

[Ipenu ynorpeba npovereTe NMCTOBKATA.

‘ 11. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJIMILIUHCKA YIIOTPEBA”

CaMmo 3a BeTepHHAPHOMEIUIINHCKA YIOTpeOa.

12. HAJIMUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA U HA HEJOCTBITHA
3A JIEHA MECTA”

Ja ce cpxpaHsBa gajed OT Iorjiena i Ha HeTOCTHITHH 3a JIella MecTa.

‘ 13. HWME HA IIPUTEXKATEJISA HA PASPEINEHUE 3A ThbPT'OBUS

Zoetis Belgium

14. HOMEPA HA PABPEHIEHUETO 3A ThPI'OBUS HA BJIIT

EU/2/12/144/005 100 mi
EU/2/12/144/006 250 ml

| 15. MAPTHMJEH HOMEP

Lot {momep}
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NHOOPMAIUA, KOATO TPABBA JIA BbJAE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

Etuxer 3a oyrusaxure ot 100 ml u 250 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Contacera 15 mg/ml nepopaina cycrneH3us

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

meloxicam 15 mg/ml

100 ml
250 mi

3. BUIOBE ’JKMBOTHMH, 3A KOUTO E INIPEJJTHASHAYEH BJIII

Kome.

4. HAYNHMU HA TPUJIOKEHHUE

IepopanHo npunoxeHue.
[Ipenu ynorpeba npovereTe TMCTOBKATA.

5. KAPEHTHHU CPOKOBE

KapenTnu cpokose:
Meco 1 BbTpELIHU OpPTraHu: 3 JAHHU.
He ce paspemasa 3a ynorpeba mpu KOHE, YUETO MIIIKO € IPEHAa3HAuYEHO 3a KOHCYyMAalus OT X0pa.

‘ 6. CPOK HA I'OJJHOCT

Exp. {mm/rrrr}
Crien oTBapsiHE M3MOI3BANTE MPEIH. ..

‘ 7. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

a He ce 3ampa3ssiBa.

‘ 8. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPT'OBUS

Zoetis Belgium
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| 9. TAPTHJEH HOMEP

Lot {Homep}
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B. JUCTOBKA
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JIMCTOBKA
1. HaumeHnoBaHMe Ha BeTepHMHAPHUS JeKaAPCTBEH MPOAYKT

Contacera 20 mg/ml HHXEeKIIMOHEH pa3TBOP 3a FOBEA, CBUHE U KOHE

2. CbcraB

Enua ml ceappixka:
AKTHBHO BellleCTBO:
meloxicam 20 mg

ITomomiHo BemecTBo:
Ethanol (96 %) 159,8 mg

BucTtsp xbAT pa3TBOp.

3. BujgoBe ;kMBOTHH, 32 KOUTO e nipeaHazHaueH BJIIT

FOBCI[a, CBHHC M KOHCE.

4, Iloxa3zanmus 3a ynorpeda

T'oBena:

3a ynorpeba npu OCTpU PeCUPaTOPHU MHMEKIMU ¢ TIOXO/S1a AHTUOMOTHUYHA Teparus 3a
HaMaJlsIBaHE Ha KIIMHUYHUTE MPU3HAIM MIPU FOBEaTa.

3a ynoTtpeba mpu 1uapus B KOMOMHAIUS C ITepopaiHa peXuapaTuparia Tepanus 3a HamalsiBaHe Ha
KJIMHUYHUTE [IPU3HALIM [TPH TEJIeTa Ha Bb3PacT HaJ €Ha CEAMMIIA U MJIAJM HEJIAKTHPAIIX TOBE/a.
Karo nombiaHuTeIHA Teparys NPy JICYCHHE Ha OCThP MaCTUT B KOMOUHAIIMS C aHTUOMOTUYHA
Tepanus.

3a oOyiek9aBaHe Ha ITOCTONIEpaTUBHATA OOJIKa ciier 00€3pOoTroBsIBaHE Ha TEJETA.

Csune:

3a ynoTtpeba npu He3apa3HU JBUTATEITHU HAPYIIICHHUS 32 HAMaJIIBaHe HAa CHMIITOMUTE Ha KyI[0Ta U
Bb3IIaJICHUE.

Kato nombaHuTeNnHA Tepanus Npy JeUeHUE Ha IyepriepaliHa CENTUIIEMUS U TOKCEMUS (CUHIPOM Ha
MaCTHT-METPUT-arallakCusi) C MOAXOIS11a aHTHOMOTHYHA TEPaITusl.

Kone:

3a ynoTtpeba npu o0JieKkyaBaHe Ha Bh3MAIICHUETO M HAMAJISIBAHE HA 00JIKaTa KakTo IMPHU OCTPH, TaKa U
IIpA XPOHUYHU MYCKYJIHO-CKEJIETHU HAPYILICHUS.

HamansBane Ha 601ka, CBEp3aHa ¢ KOJIUKA, IPU KOHE.

5. IIpoTuBONOKA3aAHUSA

Jla He ce M3MOI3Ba PU KOHE HA BB3PACT MOJ 6 CSIMHUITH.

Ja He ce n3mom3Ba mpy OPEMEHHH W JTAKTHPAIINA KOOWIIH.

Ja He ce M3M0II3Ba TP J)KUBOTHH, CTPAJIAIIM OT HapyllleHa YepHOAPOOHA, ChpJieuHa Wi ObO0pedHa
(hyHKIUS ¥ XeMOPAaruvHU HapyIIEHUS WU KbJICTO UMa TaHHH 32 YJIIEPOreHHN TaCTPOUHTECTUHAIHI
MOPaKCHUSI.
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Ja He ce u3non3Ba npu CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIM HSIKOE OT TOMOLTHUTE
BEIECTBA.
3a nedyeHue Ha TUApHsl IPU TEJIETa, Ja HE CE U3I0I3Ba MIPH JKMBOTHU HA BB3PACT IO €1HA CEIMUIIA.

6. Crenuajnu npeaynpexaeHust

CrnenuanHy TpeaynpesKIcHus:

Tperupanero Ha Tenerara ¢ Contacera 20 MUHYTH TIpeId 00€3pOTOBSIBAHETO HaMaJIsIBa
nmocTorepaTuBHaTa 6onmka. CamocToaTenHaTa yrmoTpeda Ha Contacera HIMa Ja OCUTYPH aJeKBaTHO
00e300Is1BaHe 10 BpeMe Ha Mpoleaypara 1mo oo6e3poropsisaie. 3a 1a ce IOCTHTHE aIeKBaTHO
00e300siBaHe 110 BpeMe Ha OmepaiusiTa, € HE00X0IMMO €THOBPEMEHHO IPUIIOKEHHE Ha TTOIX OIS
AHAIITeTHK.

Crenuaiaiy nNpeana3Hd MEPKH 3a Oe30macHa ynoTpeda IIpy BUAOBETE )KUBOTHH, 38 KOUTO €
npeaHasHaueH BJIIT:

IIpu mosiBa Ha HEOIATONIPHUATHY PEAKIINH, JICICHUETO TPIOBa Jja ce MPEyCTAHOBH U J]a CE MOTHPCH
CBHBET OT BETEPUHAPEH JIEKap.

Ja ce m30sTBa yroTpedaTa mpyu MHOTO CHITHO AEXHUAPATHPAHH, XUTTOBOJIEMUIHH HIIH XUTIOTCH3UBHU
KHUBOTHH, KOUTO U3HUCKBAT HapeHTepanHa pexm{paTauHsI, ThI KaTo CTJH_IGCTBYBa IIOTCHLMAJICH pI/ICK oT
peHaIHa TOKCUYHOCT.

B cnyuait Ha He3a10BOUTETHO HAMAIIIBaHE Ha OOJIKaTa MPU JISYSHNE Ha KOJIHMKA MPH KOHE, J1a Ce
HaIlpaBW BHUMAaTETHA MPEOICHKAa Ha IUAarHo3aTa, Thid KaTo TOBA MOXeE a ObJIe MHIUKALIHS 32
HEOOXOAMMOCT OT XHUPYpPrHYHA HHTEPBEHIINS.

CroenuanHy npeana3Hy MEpKH, KOUTO TPsOBa 1a B3eMe JULETO, MPUJIaraiio BeTepUHAPHUS
JIeKapCTBEH NPOAYKT Ha )KUBOTHHUTE!

CrnyyallHOTO caMOMHXEKTHpaHe MOXKe Jia Mpen3BHuKa 0oyika. Xopa ¢ ycTaHOBEHa
CBPBXUYYBCTBUTEIHOCT KbM HECTEPOUIHH NMPOoTHBOBB3NanuTesnHu cpeacrsa (HCIIBC) Tpsba na
M305TBAaT KOHTAKT C BETEPUHAPHHA JEKAPCTBEH MPOIYKT.

[pu ciyyaiftHO caMOMHKEKTHpaHe He3a0aBHO J1a ce IOTHPCH MEIUIIMHCKU ChBET, KaTo Ha JieKaps ce
NPEAOCTaBHU JIMCTOBKATA WIIM €TUKETa Ha MIPOAYKTA.

BbpeMeHHOCT U JIaKTaIsL:
l'oBena u cBuHe: Moxe Ja ce npuiara o BpeMe Ha OpEeMEHHOCT U JIaKTaIusl.
Kone: He ce nmpuara nmpu OpeMeHHH WITH JTAKTUPAIA KOOMITH.

BianmoeiicTBre ¢ Apyrd BETCPUHAPHH JICKAPCTBCHU NPOAYKTH U APYTH d)ODMI/I Ha B3aMMOJICHICTBHE:
I[a HC CC npujiara CAHOBPEMCHHO C I'NTFOKOKOPTUKOCTCPOUAU, APYT' HCCTCPOUAHU
MMPOTUBOBB3NAJIUTCIIHU CPCACTBA UJIN C aHTUKOATl'yJIaHTH.

IIpenosupane:
B cnyuait Ha ipego3upane, TpaOBa J1a ce 3alI0YHE CHMIITOMATHYHO JICYCHUE.

7. HeOsaronpuaTan peakuun

T'oBena, cBUHE U KOHE:

UYectn (1 mo 10 va 100 TpeTHpaHu )KHBOTHH):

OTOK Ha MACTOTO Ha HHKEKTHPaHe

Heuectn (1 1o 10 Ha 1 000 TpeTrpanu >KUBOTHH):

OTOK Ha MACTOTO HAa HHKEKTHPaHe

Mmoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHy )KUBOTHH, BKIFOUUTEIHO U30JIHUPAHU
CBHOOIICHUS):

AHaHIAKTOHMIHA PEAKIIHS
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! Jlex npexosen 0ToOK cej| IOKOKHO MPUIOKEHHE MPHU TOBEA U CBUHE.

?Ipexo/ieH OTOK TIpH KOHe, KOWTO H3ue3Ba 6e3 Hameca.

$Moske 1a 61 Cepro3HO (BKIIOUHTENTHO (haTalHO), IPU TI0ABA HA TAKABA PEAKIHS, CHCTOSHHETO 1A
ce JIeKyBa CHMITOMAaTUYHO.

Cpo01maBaHeTo Ha HEOJIaronpuaATHE PeakLuy € BakKHO. ToBa 1103BOJISIBA HEIPEKbCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0€NIeXUTE HAKAKBH HEOIArONMPHUSATHN PEAKIIUY, BKIIOYUTEITHO U
TaKKWBa, KOUTO HE Ca ONIMCAaHU B Ta3u JIMCTOBKA UJIN MUCIIUTC, Y€ BETCPUHAPHUSA JICKAPCTBCH MPOAYKT
HE JCHCTBa, CBBPKETE ce MEPBO ¢ Bamms BerepuHapeH Jiekap. MoeTe ChINo a cChoOIaBaTe
He6HaFOHpI/I$ITHI/I PCAKIIMKN Ha IPUTEKATEIIA Ha PA3PCIICHUCTO 3a ThbProBUsA KaTO M3IOJI3BATE TaHHUTC
3a KOHTAaKT B Kpas Ha Ta3W JIMCTOBKA WM Ype3 BamaTa HannoHanHa cucTeMa 3a ChoOIaBaHe:
{moapoOHOCTH 32 HALlMOHAIHATA CHCTEMA }.

8. I[o:mpomca 34 BCCKH BU/I )KUBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHHUE

T'oBena:

EnHOKpaTHO MOAKOXKHO WM UHTPABEHO3HO MHXKEKTHUPaHe Ha no3a 0,5 mg menokcukam/kg TenecHa
Mmaca (T.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHAMA ¢ aHTUOMOTHUYHA TepaIisl WITH C TIepopaHa
pexuaparupalia Tepanus, Criope. Cliydas.

CBumne:

EnHOKpaTHO HHTpaMyCKyJTHO WHXXeKTHpaHe Ha jo3a 0,4 mg menokcukam/kg TemecHa maca (T.e. 2
ml/100 kg Tenecna Maca) B KOMOMHAITHS C ITOIXOSIIA AHTUOMOTHYHA Tepanusi. AKO € He00X0IUMo,
MOBTOPHO MPWJIOKEHNE Ha MEJIOKCHKAM MOJKE JIa Ce HalpaBH cien 24 Jaca.

Komne:

EnHokpaTHO HHTpaBeHO3HO MHXKEKTHpaHe Ha go3a 0,6 mg menokcukam/kg TenecHa maca (T.e. 3
ml/100 kg Tenecna maca).

3a ymoTpeba npu obJiekuaBaHe Ha BH3MMAJICHUETO U HaMaJIsIBaHe Ha O0JKaTa KaKTo TIPH OCTPH, Taka U
NpY XPOHUYHH MYCKYJTHO-CKEJICTHU HapyUICHUs], 3a IPOIbJDKaBaHe Ha JICUCHUETO MOXKeE J1a Ce
M3M0J13Ba MEJIOKCHKaM NepopaliHa cyciensus B go3a 0,6 mg menokcukam/kg TenecHa maca, 24 daca
CJIel MH)XEKTUBHOTO TPUIIOKEHHE.

9. CbBeTH 32 IPABUJIHOTO NPUJIATaHe HA NPOLYKTa

Ja ce n30srBa KOHTAMHHAIMSA IO BpEMe Ha ynoTtpeoa.

MaxkcumanHusT 0poit npodosxxaanus e 14 3a 20 ml, 50 ml u 100 ml 3amymanku u 20 3a 250 ml
3aIrymanKa.

10. KapeHTHHU cpoKoBe

I'oBena: Meco U BETpEIIHU OpraHu: 15 AHU; MIIKO: 5 THH.

CBuHe: MECO Y BbTPEILIHH OPTaHu: 5 THH.

Komne: Meco 1 BBTpENIHN OpPTraHu: 5 JHH.

He ce paszpemasa 3a ynorpeba npu KOHE, YHETO MIISKO € MPEAHAa3HAYCHO 32 KOHCYMAIHs OT XO0pa.
11. CrnenmuaaHu ycJIOBHS 32 CbXpPaHeHHe

I[a CC ChbXpaHsABa AaJiCd OT NOrJicAa U Ha HCAOCTHIIHU 3a AC€1a MCCTaA.

To3u BETCpHUHAPCH JICKAPCTBCH IMMPOAYKT HE U3MCKBA HUKAKBU CIICHUAJIHU YCJIIOBUA 3a CbXPaHCHUC.
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ﬂa HE C€ U3IO0J3Ba TO3U BETCPUHAPCH JICKAPCTBCH NPOAYKT CJICA U3THUYAHE CPOKA HAa T'OJHOCT,
IIOCOYCH BBPXY KapTOHA U (l)J'IaKOHa (W) (1 EXp CpOK"bT Ha TOJAHOCT OTTOBAaps HA NOCJICAHNA ACH OT
TO31 MECCII.

CpOK Ha TOAHOCT CJIeA MBbPBOTO OTBAPAHE Ha OIIAKOBKATa: 28 JHH.

12. Chenunajanu npeana3sHu MePKHU NPH YHULIO:KABaHe

BetepunapauTe TeKapCTBEHH MTPOIYKTH HE TPSAOBA a ObIAT H3XBBPISTHU Upe3 OTHAIHH BOIH WIIH
OHMTOBH OTHAIBIIHN.

W3nonssaiiTe mporpamMu 3a BpbIllaHE IIPU YHUII0KABAHETO HA HEU3IOI3BAaHU BETCPUHAPHU
JIEKapCTBEHU IPOAYKTH WIN OCTATBLU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO M ¢ BCUUKHU MPHJIOKUMH HALIMOHAIIHU CUCTEMH 3a chOupane. Te3u Mepku e
ITOMOTHAT 3a ONla3BaHE Ha OKOJIHATA Cpeaa.

ITonuTaiite Banmus BeTepuHapeH JIeKap Kak Ja YHUIOKUTE HEHYKHU BETEPUHAPHU JIEKAPCTBEHU
MPOAYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOAYKTH

Jla C€ OTITyCKa CaMO II0 JIEKAPCKO MMPEAITMCaHunE.

14. Homepa Ha pa3penieHUETO 32 THPrOBUS U pa3MepH ONAKOBKHU
EU/2/12/144/001-004
Kapronena kytus ¢ enun Oe3nBereH crbkieH (uakod ot 20 ml, 50 ml, 100 ml wu 250 ml.

He Bcnukn pa3MEpu Ha OIMaKOBKATa MOrar aa 6’B,E[aT npeajiaranv Ha 1masapa.

15. Jlarta Ha mocJjieAHATA pPeJAKI[Us HA TEKCTA
{MM/TTIT?}

IHompoOna nHbopMaIus 32 TO3W BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOJKE J1a HaMepuTe B 0a3aTta
nmannu Ha Cpro3a otHocHo mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a BpBb3Ka

IIpurexaren Ha pa3pelIeHHETO 34 THPrOBUS U JAHHU 33 BPB3Ka 3a ChOOIaBaHe HA IPEIIoJaracMu
HEeOJIATOIIPUATHU PEAKIIHHN:

Zoetis Belgium
Rue Laid Burniat 1
1348 Louvain-La-Neuve

Bbenrusa
Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 (0) 800 99 189 Tel: +370 610 05088
pharmvig-belux@zoetis.com zoetis.lithuania@zoetis.com
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https://medicines.health.europa.eu/veterinary
mailto:pharmvig-belux@zoetis.com
mailto:zoetis.lithuania@zoetis.com

Peny0auka bearapus
Tem: +359 888 51 30 30
Zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf; +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti
Tel: +370 610 05088
Zoetis.estonia@zoetis.com

E)\\doa
TnA: +30 210 6791900
infogr@zoetis.com

Espafia
Tel: +34 91 4191900
requlatory.spain@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

island
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Korpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@aqgrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal @zoetis.com

Romania
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com
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IIpou3BoauTEN, OTTOBAPSILL 32 OCBO60)K,HaBaHCTO Ha MapTUN.

Chanelle Pharmaceuticals Manufacturing Limited
Ida Industrial Estate

Dublin Road

Loughrea

Co. Galway

H62 FH90

Hpnanaus
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JIMCTOBKA
1. HaumeHnoBaHMe Ha BeTepHMHAPHUS JeKaAPCTBEH MPOAYKT

Contacera 15 mg/ml mepopaiiHa cycrieH3us 3a KOHE

2. CbcraB

Enua ml ceappixka:
AKTHBHO BellleCTBO:
meloxicam 15 mg
IToMouHO BenlecTBO:

Sodium benzoate 5 mg

3. Bupnose ;kMBOTHH, 32 KOMTO ¢ nIpegHa3Ha4YeH BJIII
Kome.
4, IMoka3anus 3a ynorpeoda

3a oOyiekyaBaHe Ha BB3MAJICHUETO U OOJIKAaTa KaKTO MPH OCTPH, TaKa M MPHU XPOHUYHH MYCKYJIHO-
CKEJIETHU HapyILIEHUs NPH KOHE.

5. IIpoTuBoNOKa3aHUA

[a He ce n3nom3Ba nmpu OpEeMEHHU WU JIAKTHPAITH KOOWITH.

[a He ce n3nomn3Ba npu KOHE, CTPAJAIIN OT TACTPOUHTECTUHAIHA CMYIIICHHS KaTO BH3MAICHUE U
XeMoparusi, HapylleHa YepHoIpoOHa, ChpAeYHa HiIH ObOpevHa QYHKIHS U XeMOParndyHU HapyIICHMSL.
}Ia HE C€ MU3M0JI3Ba IMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHOTO BEIIECTBO WM KbM HAKOEC OT
IIOMOIIHUTE BCUICCTBA.

Ja He ce n3non3Ba nNpu KOHE Ha Bb3PACT 1o 6 CEAMMUIIH.

6. CrennaJiHu Npeaynpe:KIeHus

Crenuaniy npeana3iu MEPKH 3a 0e30macHa ynorpe0da Ipy BUIOBETE KUBOTHH, 34 KOUTO €
npeadasuaued BJIIT:

Jla ce u3bsrBa ynorpedara mpu BCEKH JeXUAPATUPAH, XUTIOBOJICMHUYCH WM XUIIOTCH3UBEH KOH, Thi
KaTo ChILECTBYBa MOTEHI[MAJIEH PUCK OT PEHaIHA TOKCUYHOCT.

CrnenyanHy npeanasHy MEpKH, KOUTO TPsiOBa Jia B3eMe JIHMILETO, MPUJIarailo BETepUHAPHUS
JIEKapCTBEH NPOJYKT HA KUBOTHUTE:

Xopa ¢ ycTaHOBEHa CBPBXYYBCTBUTEITHOCT KbM HECTEPOUIHH ITPOTHBOBB3MAIUTEIHU CPEICTBA
(HCIIBC) Tpsi6Ba na n30sreaT KOHTAaKT C BETEpUHAPHUSA JIEKapCTBEH MPOAYKT.

[Ipu ciyyaifHo moribpinaHe, He3a0aBHO 1a ce HOTHPCH MEIULMHCKU ChBET, KaTO Ha JIeKaps ce
IPEOCTaBU JIMCTOBKATA WIIN €TUKETA Ha IPOAYKTA.

BpemeHHOCT ¥ nakTanms:
He ce mputara mpu OpeMeHHU WM JTAKTHPAITH KOOWITH.
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BsanMojeiicTBre ¢ Ipyru BETEpUHAPHU JIEKAPCTBEHN HPOAYKTH U APYTH (POPMH HA B3aUMOJEHCTBUE:
[a He ce mpuiara eTHOBPEMEHHO C TIIIOKOKOPTUKOUIN, APYTH HECTEPOUTHU ITPOTUBOBE3MATUTEITHH
CpEeCTBa UM C aHTUKOATyJIaHTH.

IIpenosupane:
B cnyuait Ha ipeno3upane TpsiOBa Ja ce 3a10YHe CUMIITOMAaTHYHO JICYeHHUE.

1. HeOsaronpusaTHu peakuuu

Koune:

Mmoro penku (o-manko ot 1 Ha 10 000 TpeTrpaHu )KUBOTHH, BKIIOYATETHO H30JIHUPAHU
ChOOIIEHUS):

Kopemua 60J1ka, KOJIMT, Auapus’, aHaUIaKTOMIHA peakius’, ypTukapus', 3ary6a Ha aneTur,
JIeTaprust

! O6paruma.
2 Moske 1a 6bJie CEPHO3HO (BKITIOUHTEIHO (haTaIHO), IPH MOSBA HA TAKABA PEAKIHs, ChCTOSHUETO Ja
ce JIEKyBa CUMIITOMAaTHYHO.

[Ipu mosiBa Ha HEOIATONPUATHH PEAKIUH, JICUSHUETO TPSAOBA J1a CE MIPEYCTAHOBH H Jia C€ IOThPCU
CHBET OT BETEPHHAPEH JIeKap.

CpoO11aBaHeTo Ha HEOJIArONPHUATHH PEaKIMy € BaxkHO. ToBa 03BOJIsIBa HENPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha MPOAYKTa. AKO 3a0eNIeKiTe HIKAaKBH HEOIAronpHUsATHH PEaKIUH, BKIIOYUTETHO 1
TaKWBa, KOUTO HE Ca ONIMCAaHU B Ta3u JIMCTOBKA UJIM MUCIIUTEC, Y€ BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT
He JICHCTBA, CBBPIKETE ce IbPBO ¢ Baius BerepuHapeH jekap. Mosxkere ChIlo a cboOIaBare
HeOJIaronpusITHH PEakliy Ha IPUTEKATEIIS] HA Pa3PEIICHHETO 3a ThPrOBHs KaTo M3I0JI3BATe TAaHHHUTE
3a KOHTAKT B Kpasi Ha Ta3u JMCTOBKA WK 4Ype3 Bamrara HarmoHanHa cucrema 3a cboOIaBaHe:
{moapoOHOCTH 32 HALIMOHAIHATA CHCTEMA }.

8. ,2103l/lpOBKa 3a BCC€KM BU/I ’KUBOTHO, HAYUHHU U METO1 HA NIPUJI0KCHUE

Ilepopannara cycnensus na ce npwiara B no3a 0,6 mg/kg TenecHa maca, €AMH BT THEBHO, 32
MakcuMyM 14 mHu.

Tosa ce paBHsiBa Ha 1 ml ot Contacera Ha 25 kg ot TenecHaTa Maca Ha KoHs. Hanpumep, enH KOH ¢
maca 400 kg me nonyun 16 ml Contacera, kon ¢ maca 500 kg me noiyuasa 20 ml Contacera u KOH ¢
maca 600 kg me momygasa 24 ml Contacera.

Ja ce paskiama no0pe mpenu ynorpeda. Jla ce mpuiiara CMeceH ¢ Mallko KOJIMYECTBO XpaHa Mpeiu
XpaHEeHe WM HaIlpaBo B yCTaTa.

CycrieH3usra TpsiOBa Aa ce Impujiara ¢ MEpUTEIHATa CIPUHIIOBKA, IOCTABEHA B OMAKOBKATA.
CriprHIIOBKaTa ce MpHUKpens KbM OyTHiIKaTa 1 uMa ckaia ot 2 ml.

Crnen npusokeHe Ha BEeTepUHAPHUS JIEKAPCTBEH MPOYKT 3aTBOpeTe OyTUIIKATa, KaTo MOCTaBUTE
OTHOBO KaraykaTa, U3MHUHTE MEpUTETHATa CIIPUHIIOBKA C TOIJIA BOJIA U 1 OCTABETE /1a U3CHXHE.
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9. CbBeTH 32 NIPAaBUJIHOTO NMPUJIAraHe HA MPOIYKTA

Jla ce n30sTBa BEBEXK/IaHE Ha 3aMbpCSIBaHE [0 BpeMe Ha yrnoTpeoa.

10. KapeHTHH cpokoBe

Meco u BbTpEIIHU OpTraHu: 3 JHHU.

He ce pa3pemasa 3a ynorpe6a nmpu KOHE, YHETO MIISIKO € MPEJHA3HAYEHO 338 KOHCYMAIIHsI OT XOpa.
11. CpenmnaJjnu yc/10BHS 32 CbXpPaHeHUE

[a ce cpxpaHsiBa naned OT Moriiea 1 Ha HEAOCTHITHM 3a JIela MecTa.

Ja He ce 3ampassiBa.

[a He ce M3M0I3Ba TO3U BETEPHHAPEH JIEKAPCTBEH MPOAYKT Clle]] U3THYaHEe CPOKA Ha TOIHOCT,
MOCOYCH BhPXY KapToHa H ¢uiakona ciex Exp. CpokbT Ha FOJHOCT OTrOBapsi Ha MOCIEIHUS IEH OT

TO3M MECCII.

CpOK Ha TOAHOCT CJIed IBbPBOTO OTBAPAHE Ha OIIAKOBKATa: 3 Mecena.

12. CpenunajHu npeana3sHu MePKHU NPH YHUIIOKABAHE

BetepunapauTe TeKapCTBEHH MTPOTyKTH HE TPOBA a ObIaT H3XBBPISTHU UpE3 OTHATHHI BOIU WIIH
OHMTOBH OTHAIBIIHN.

M3nosn3BaiiTe mporpamMu 3a BpbIlaHEe [IPU YHUILOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU
JIEKapCTBEHU IIPOAYKTH WIN OCTATBLU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCHUKHU MPHJIOKUMH HALIMOHAIIHU CUCTEMHU 3a chOupaHne. Te3u Mepku e
MTOMOTHAT 32 OIIa3BaHE Ha OKOJIHATA Cpeaa.

ITonuTaiite Bamus BeTepuHapeH Jiekap Kak Ja YHUIOXKUTE HEHYKHU BETEPUHAPHU JIEKAPCTBEHU
MPOAYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO II0 JICKAPCKO MMpEAITMCaHune.

14. Homepa Ha pa3penieHHETO 32 THPrOBUS U pa3MepH ONAKOBKHU
EU/2/12/144/005-006

KaproneHna KyTus, Chbpakaila eiHa OyTHIIKA OT MOJUETUIICH ¢ BUCOKA ITbTHOCT 0T 100 mm 250 ml,
YCTOMYMBA HA OTBApAHE OT JCLia U MOJUIIPONUICHOBA MEPUTEIHA CIIPUHIIOBKA.

He Bcuukm pasmepu Ha OIMakoBKaTa MOTaT Aa OBAAT MpeJiaraHy Ha ma3apa.
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15. [lara Ha mocjegHaTa peJaKIUUs HA TEKCTa

{MM/TTTT}

[HonpoOHa nHpopmanus 3a TO3U BETEPHHAPEH JIEKAPCTBEH MPOAYKT MOKE [la HaMepHuTe B 0azaTa

mannu Ha Cpro3a otHocHo mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. aHHH 3a Bpb3Ka

IIputexarea Ha pa3pelIeHUETO 3a ThPrOBUs M JaHHHU 33 BPBh3Ka 3a CT)OGHIaBaHe Ha nipeanojaracMu

H€6J'IaI‘OHDI/IHTHI/I PCaKLu.

Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-La-Neuve
bearusa

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny6auxa bbarapus
Temn: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti
Tel: +370 610 05088
Zoetis.estonia@zoetis.com

EALada
TnA: +30 210 6791900
infogr@zoetis.com

Espafia
Tel: +34 91 4191900
requlatory.spain@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal @zoetis.com
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Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

island
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kbmpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Romania
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)

Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

HDOI/IBBOI[I/ITCJ'I, OTroBapsIl 3a OCBO60)K}_IaBaHCTO Ha MapTUAN.

Chanelle Pharmaceuticals Manufacturing Limited
Ida Industrial Estate

Dublin Road

Loughrea

Co. Galway

H62 FH90

UNpnannus
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