MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIWHCKUA IPOAYKT

Acticam 5 mg/ml umxekunoHeH pa3TBop 3a KydeTa M KOTKH.

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Beexkn ml ceappika:

AKTHBHA cy0cTaHIMA:
Menokcukam 5 mg.

ExcuunuenTu:
Etanon, 6e3Bogen 150 mg.

3a IBIHUA CIIMCHK Ha EKCIUIINEHTHTE, BIK T. 6.1.

3. DPAPMAIIEBTHUYHA ®OPMA

NHxeKuroHeH pa3TBop.
Buctbp XbAT pa3TBOP.

4. KJIMHUYHHU JAHHHU
4.1 Bwupaose :KUBOTHH, 32 KOUTO e npeanazHayen BMIT
Kyuera u xoTku.

4.2 TepaneBanHn MOoKa3aHus, OIpeac/JIeHu 32 OTACTHUTE BU/I0BE ) KUBOTHH

Kyuera:
OO6nekuaBaHe Ha BB3MAICHUETO U O0JIKaTa KaKTO MPU OCTPH, TaKa U TIPU XPOHHUYHHU MYCKYITHO-

CKCJICTHU HAPYUICHUA. HamansBane Ha ToCTOII€paTUuBHATAa 00JIKa ¥ BL3MAJICHUE B pe3yiaTaT Ha
opTron€anvHa ornepanusd U onepanus-Ha MEKUTE TbKaHH!.

Kortku:
HamansBane Ha mocTorneparuBHaTa 00JIKa Clie]] OBApHOXMCTEPEKTOMHUS U MO-JICKa ONepalus Ha
MEKUTE THKAaHU.

4.3 TIpoTuBOmOKA3AHUS

[a He ce u3non3ea fpyu 6peMEHHH U JIAKTHUPAILH KUBOTHH.

[a He ce u3noa3Ba NpH )KMBOTHH, CTPAJally OT TACTPOMHTECTUHAIHN CMYIIEHHS KaTO Bh3NMAJICHUE U
XeMoparus, HapyueHa 4epHOApoOHa, ChplieuHa Wi ObOpeuHa QPyHKIHS U XeMOParuyHu HapyLeHuUsI.
[a He ce uU3M0M3Ba MPU CBPBbXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS WIIN HSIKOU OT
eKCLUTUEHTHTE.

Jla He ce M310J13Ba MPH KUBOTHH 1M0J] 6 CeIMHYHA Bb3PACT U MPH KOTKH € TEIJI0 Mo-Maiko ot 2 Kg.
He tpsi6Ba na ce npuitara nociesaiia nepopaiHa Tepamus ¢ U3N0I3BaHe Ha MEJIOKCHKAaM WK IpyTU
HECTEPOHIHU TPOTUBOBB3NAINUTEIHN IPOAYKTH TPH KOTKH, Thi1 KATO HE C€ YCTAHOBEHH TOAXOIAIIH
Z030BH PEXXUMH 3a MTOJJOOHU MOCIIEABAIIN JICUCHUSL.

4.4 CpoeuuajHu NpeINna3Hu MePKH 32 BCeKH BH/ )KHBOTHH, 32 KOMTO e npegHasHayen BMII

3a creqonepaTUBHO o0JIeKIaBaHe Ha O0KaTa MpH KOTKH, 0€301IaCHOCT € YCTAaHOBEHA CaMO CJIET
AHECTE3Us C TUOIICHTAIl WM XaJIOTaH.



45 CroenuajJHU Mpeana3Hu MepKH Npu ynorpeda

CHGHHaﬂHH Opeanasiy MCpPKHU 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTa

B cnyuait Ha HEOIaronpusATHYE PEaKIIUH JIEISHNUETO TPAOBA /1a Ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

Ja ce u30srBa ynorpedara mpu BCSIKO ACXUAPATUPAHO, XUTTOBOJICMHYHO WIIH XUIIOTCH3UBHO KHUBOTHO,
THH KaTO CHIECTBYBa MOTEHIIHAJIEH PUCK OT PEHATHA TOKCHYHOCT.

CHCHHaﬂHH Opeanasiy MCPKH 3a JUIIaTa, Ipujaraimy BETCPUHAPHOMCANIWMHCKHA IIPOAYKT HA
KHBOTHHUTC

Ciy4aifHOTO CaMOMHKEKTHPaHEe MOXKe J1a TIpein3BrKa O6oka. Xopa ¢ ycTaHOBeHa
CBPBXYYBCTBUTEIIHOCT KbM HECTEPOUIHH MTPOTHBOBB3MAIUTEIHN CPEICTBA TPsOBA 1a 30sATBaT
KOHTAKT C BETEPHHAPHOMEIUIINHCKHUS TPOTYKT.

IIpu cnyuaitHO caMOWH)KEKTHpaHe, He3a0aBHO /1a Ce TIOTHPCH METUIIMHCKH ChBET, KaTO Ha JIeKaps ce
MPEIOCTaBH JIMCTOBKATA MM €TUKETa Ha MPOIYKTA.

4.6 He0maronpusiTHu peakuuy (4€cTOTa U BAKHOCT)

[Monsikora ce cpo01IaBa 3a TunyHU HebaaronpuaTHu peakunu Ha HCIIBC karo 3ary0a Ha aneTwr,
HOBpBILAHE, THAPHs, MACKUPaHa KPbB B N3NPAKHEHUATA, JeTaprus i 0p0pedna HerocTaTbyHocT. B
MHOTO Pe/IKH CITydaH ce cho0IaBa 3a MOBUIICHU YepHOApoOHU €H3uMHU. [Ipn KydeTa B MHOT'O PEIKU
cllydau ce choOIaBa 3a XeMOparuyHa Juapus, XeMareMe3a U raCTPOMHTECTUHAIHA YIILepallysL.

[pu kydeTa Te3n HeOTATONPHATHH PEaKIMH ce SBIBAT OOMKHOBEHO Ipe3 MbpBaTa CeJMHIA Ha
JIeYCHUE U B TIOBEUETO CIIy4Yad ca MPEXOIHU U U34Ye3BaT CJe]| IPUKITIOYBAHE Ha JIEYCHHETO, HO B
MHOT'0 PEAKH CIIydau Morar Jia ObJar cepruo3Hu uin (artaaHu. B MHOro peaku cirydau Moxe jaa ce
MOSBAT aHA(WIIAKTOUIHH PEAKIIUH, KOUTO TPsIOBa Aa OBAT JIEKYyBaHU CUMIITOMATHYHO.

B ciryuaii Ha HEOMArONPHUSITHU PEaKIMU JICYEHUETO TPpIOBa a ce MPEKpaTH U J1a c€ TIOTHPCH CHBET OT
BETEPUHAPEH JIEKap.

YecTtoTara Ha HEOIArONPUATHUTE PEAKIIUN €€ OIIpEesis upe3 ClIeHaTa KiIacu()hUKaLHL:

— MHoro decTd (moBeue oT 1 Ha'l0 TpeTupaHM )KUBOTHH, IPOSIBSIBALLY HEOIAronpusTHa(un)
peakuusi(un))

— uyectH (roBeue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTupaHu >KMBOTHH)

— He yectH (moBeue oT 1, HO mo-manko ot 10 xuBotHu Ha 1,000 TpeTUpaHu KUBOTHH)

— penku (moseue oT LHO@o-manko ot 10 xuBotHu Ha 10,000 TpeTrpanu >KUBOTHH)

— MHoro peakH (1o maiko ot 1 xxuBotHO Ha 10,000 TpeTrpaHu )KUBOTHH, BKIFOUUTEITHO
W30JIMpaHy CHOOIIEHN).

4.7 Ynorpeda mo-BpeMe Ha OpeMEeHHOCT, JJAKTAIUS WM sliilleHOCeHe

be3onacHocTTa Ha.BeTepUHAPHOMETULIMHCKUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEeMEHHOCT U
nakranys (Bux4.3).

4.8 BzaumoneiicTBHE ¢ APYTH BeTePHHAPHOMEIHIMHCKH MPOAYKTH H APYr4 (popmu HA
B3auMojelicTBHe

Jpyru HecTepouIHN MPOTUBOBB3NAINTENIHN POAYKTH, TUYPETHIIN, aHTHUKOATyJIaHTH,
AMIHOTJIMKO3UIHN aHTUONOTHUIIM U BELIECTBA C BUCOKA CTEIICH Ha CBBbP3BaHE HA IIPOTEMHUTE MOTAT Ja
Ce KOHKYypHpar 3a CBbP3BaHE U Taka Jia 0BeaT 10 TOKCHYHU edekTr. Acticam He TpsiOBa ja ce
Tpuiara eJHOBPEMEHHO C IPYTY HECTEPOUAHHU POTUBOBB3NAIUTEIHN TPOIYKTH WIH
TIIIOKOKOPTHKOCTepouan. TpsoBa f1a ce n304rea eAHOBPEMEHHOTO MIpUJIarane ¢ MOTEHIIUAIHO
HEPPOTOKCHYHH MPOAYKTH. [IpH )KUBOTHH C aHECTETHUECH PUCK (T.€ BB3PACTHU XKUBOTHH) TPsIOBA 1a
ce B3eMe T10J] BHUMaHNE HHTPABEHO3HA HIIH MTOJIKOXKHA (DIyuIHA Tepamnus npu aHectesus. Korato ce
IIpUIAraT €JHOBPEMEHHO AHECTE3Usl U HECTEPOUIHU IIPOTUBOBB3NAIUTEIHU IPOAYKTH, HE MOXKE [1a CE



M3KITIOYH prcKa 3a Op0pednara ¢pynkums. [IpeamecTsaiio TpeTupaHe ¢ MPOTHBOBB3MAIUTETHU
CpeJICTBA MOXKE J]a PUYMHU TOTBITHUTEITHHN W TMTOBUIIEHN HEOIArONpHUsATHA PEaKINH U ChOOpa3HO ©
TOBa TPsIOBa J1a CE CIa3u MepUo/l, CBOOOJICH OT MPHJIATaHETO HA TAKWBA MPOJYKTH, Hail-Mainko 24
Yaca Ipenu 3armouBaHe Ha JeueHuneto. [lpe3 neproaa, cBoboneH OT TpeTupaHe, TpsiOBa Aa ce B3eMaT
npenBu GapMaKkOIOTUIHUTE CBOWCTBA HA MPOIYKTHTE M3MOI3BaHU TPEIH TOBA.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

Kyuera:
CKeneTHO-MYCKYJIHA HApYIICHUS:

EnHOKpaTHO MOKOKHO HHXKEKTHpaHe Ha 103a ot 0,2 mg menokcukam/Kg Tenecna maca (1:€:.0,4
ml/10 kg Tenecua maca).

HamansBane Ha ciiefoneparuBHaTa 0oJka (3a epuo mosede ot 24 yaca):

EHOKpaTHO MHTPABEHO3HO WITH IOAKOKHO MEKEKTHpaHe Ha 1o3a ot 0,2 mg meaokcukam/Kg Temecna
Mmaca (1.e. 0,4 ml/10 kg Tenecna mMaca) pein OrrepaIlis, HallpyMep 0 BpeMe Ha.BBBEKIaHE B
aHecTe3usl.

Kotku:

HamansBane Ha cnegoneparuBHaTa OOKa:

EnHoKpaTHO MOAKOKHO HEDKEKTHpaHe Ha j03a oT 0,3 mg menokcukam/Kg Tenecua maca (t.e. 0,06
ml/Kg TenecHa maca) mpeu omepaiys, HampUMep 0 BpeMe Ha BbBSKIaHE B aHECTE3HSL.

OcobeHo TpsiOBa ja ce BHUMaBa 3a TOYHOCTTA Ha JI03UpaHe.

Ja ce n30sTBa BEBEXK/TaHE HAa 3aMbPCSIBaHE MO0 BpeMe Ha ymoTpeoa.

410 Ilpemo3upaHe (CHMOTOMHU, CIIEIIHA MEPKHU, AHTHI0TH), AKO € He00X0TUMO

B ciryuaii Ha penio3upane TpsiOBa Aa ce 3aouHe CUMITTOMATHYHO JICYEHHE.

411 KapeHTeH cpok

He e npunoxxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoreparneBTHyHa rpynasIIpoTHBOBB3NAIUTEIHN U AHTUPEBMATHYHHU MTPOYKTH, HECTEPOUAN
(oxcukamm)
BerepunapHomenunuHckn AHaToMo-TepanesruueH Koa: QMO1AC06

51 ®apmakoguHAMUYHH CBOIiCTBA

MenoKkcuKaMbT € HECTEPOHIHO POTHBOBB3MATUTEIHO CPEICTBO OT Kilaca Ha OKCHKAMHUTE,
JIeWCTBAIIO Ype3 NHXUOMpaHe Ha CHHTE3a Ha MPOCTArJIaHIUH, TIPH KOETO MPOsBsIBA
IMPOTUBOBBINAJIUTCIIHN, AHAJINTCTUYHN, aHTUCKCYJAaTUBHU U aHTUIIUPETUYHU cBoiicTtBa. HamansBa
JIEBKOIITUTHATA I/IH(i)I/IHTpaHI/ISI BBB BB3IIajJeHaTa ThKaH. B mo-Maika creren I/IHXI/I6I/Ipa M KOJIarcH-
UHIyIpaHaTa TpoMOonuTHa arperanus. [IpoyuBanusra in Vitro u in vivo mokassaT, 4e MeJIOKCHKamMa
uHX16Kpa 1ukiookcurenasa-2 (COX-2) B mo-rossiMa CTETeH OTKOJIKOTO IuKiookcurenasa-1 (COX-
1).



5.2 ®dapMaKOKHHETHYHH 0COOEHOCTH

AOGcopouus
Cren mOAKOKHO MpUJIaraHe MEJIOKCHKaMa € HaIlbJIHO OMOOCTHIIEH M MAKCUMAJTHU CPETHH ITa3MEHH

koutentparmu ot 0,73 pg/ml nmpu kyvera u 1,1 pg/ml mpu KOTKH ce JOCTUTAT CHOTBETHO
mpuoOIM3uTENTHO 2,5 aca u 1,5 Jaca cien mpuiiarase.

Pasnpenenenue
CrlnecTByBa JIMHEHHA 3aBUCUMOCT MEX/Iy MPHIIOKEHATA /1032 M HAaOIIf0JaBaHaTa Tula3MeHa

KOHIICHTPAIMS B TEpANleBTHYHMUS JUana3oH Ha Jo3upane npu Kydera. [Toseue ot 97% ot
MEJIOKCHKaMa ce CBbp3Ba ¢ Iia3MeHuTe nmporennn. O6embT Ha pasnpezaenenue € 0,3 L/Kg pu kyuera
u 0,09 L/Kg mpu KOTKH.

MeraboauzpM

[Ipu kydeTa MeTOKCHKaMa ce OTKPHBA NPEJUMHO B IJIa3MaTa M Ce eKCKPETHUpa TIIaBHO Upe3
JKITBYKATA, TOKATO YPUHATA ChIIBP)KA CAMO CIIEH OT U3XOJHOTO CheTUHEHUE. METOKCHKAaMBbT ce
MeTa0oIM3Kupa Ha AITKOXOJI, KUCEITUHEH JCPUBAT U HAKOJIKO MOJIAPHA MeTa00MTH. Jloka3aHo e, ue
BCUYKHA OCHOBHHU MeTabOIUTH ca (HapMaKOJIOTHYHO HEAKTUBHH.

EnumMunupane
MenokcukaMbT Ce eTMMUHUpPA C TIEPUOJI Ha MoNTypas3naj oT 24 yacapu KydeTa u 15 gaca nmpu KOTKH.

[Tpubnuzutenno 75% oT NpuIoKeHAaTa 1032 Ce EIMMUHMPA Ype3 U3NPAKHEHHUATA, & OCTATHKBT Ype3
ypuHara.

6. DAPMAIEBTHYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCHUMHEHTHTE

Eranon

[Tonokcamep 188

I'mukodypon

Mernymun

'y

Harpues xnopun

Hatpues xunpokcun

Bopna 3a unxkekuuun

6.2 Ocunosuun HecoBMecTMoCcTH

[Tpu nurca Ha TaHHU 32" CbBMECTUMOCT, TO3U BETEPUHAPHOMEIUIIMHCKH MTPOJAYKT He TpsiOBa Ja Objie
CMECBaH C JpPYrd BETEPUHAPHOMEAULMHCKHN IPOIYKTH.

6.3 Cpok Ha FOTHOCT

CpoOK Ha TOJHOCT HA KpalHUsl BETEPUHAPHOMEIUIIUMHCKY MPOIYKT: 3 TOAUHH.
Cpoxk Ha TOXHOCT CJIe ITFPBO OTBAPSHE HAa ITbPBUYHATA OMTAKOBKA: 28 JHHU.

6.4. ‘ClienmaJHM YCJIOBHS 32 CbXpaHeHHEe HA NPOAYKTA
Tosu BETCPUHAPHOMEIUITMHCKHA MMPOAYKT HE N3MCKBAa HUKAKBH CIICIIMAJIHN YCIIOBHUA 3a CbXPaHCHUC.
6.5 BwuaucbcTaB HA MBPBUYHATA ONIAKOBKA

Besuseren cTekieH ¢Gakon ot 10 ml, KOUTO ca 3aTBOPEHH ¢ TYMEHA 3aIyIlaika H IIIOMOUPAHH ¢
ATYMUHHUEBO Kariaye.



6.6 Cnelma.mm MEPKH 32 YHUII0KAaBAaHE HA HEU3IOJI3BAaH MPOAYKT WIH OCTATBIMA OT HEro
Bceku Hen3noa3BaH BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HET'O Tp516Ba Ja 6’I)I[aT
YHHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Ecuphar NV

Legeweg 157-i

B-8020 Oostkamp

benrus

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/08/088/004

9. JATA HA I'bPBOTO N3JABAHE/TMOJHOBABAHE HA-JIUIIEH3A 3A YIIOTPEBA

[JaTa Ha TEPBOTO M3AaBaHEe Ha NMUIeH3 3a yroTpeba: 09/12/2008
Jlata Ha MOCJIEIHOTO TOTHOBSIBAHE HA JIMIIeH3 3a ynoTtpeba: 09/12/2013

10. [JATA HA IIOCJVIEJHATA PEJAKILUS HA TEKCTA

[MToxpo6ra uH(OpMAIHS 33 TO3U BETEPUHAPHOMEOIHUITMHCKH TPOILYKT MOYKE J]a HAMEPUTE Ha HHTEPHET
crpanuiara Ha EBponeiickara Arenims o Jlekapctsara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJASIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


http://www.ema.europa.eu/

MNPUJIOXKEHUE I1

MNPOU3BOJUTEJ OTTOBOPEH 3A OCBOBOKJJABAHE HA
ITAPTUJIATA

YCJOBUSA NJIN OTPAHUYEHUW A B JIMLHEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE JO INTPEJJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MICOK



A.  TIIPOU3BOAUTEJI /U/ OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUJIATA

HwMe 1 afipec Ha TPOU3BOAUTENS, OTTOBOPEH 3a OCBOOOKIABAHETO HA MAPTUAMTE 33 MPOoaakOa

Ecuphar NV
Legeweqg 157-i
B-8020 Oostkamp
benrus

B. VYCJOBUSA UJIH OTPAHUYEHUSA B JIMIEH3A 3A YIIOTPEBA HA BMII;
OTHACHIIUA CE 10 NIPEJJIATAHETO WM YIIOTPEBATA MY

ﬂa CC OTITyCKa CaMO IIO JICKAPCKO IMpCAINTUCaHueC.

C. CTATYC HA MACOK

He e npunoxxumo.



NPUJIOXKEHME II1

NS

ETUKET 1 JINCTOBKA



A. ETUKET



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIIHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TPOAYKT

Acticam 5 mg/ml umxekunoHeH pa3TBop 3a KydeTa M KOTKH.
Menokcukam.

2.  CbAbPXKAHUE HA AKTUBHATAMTE) CYBCTAHIMSI(N)

Menokcukam 5 mg/ml.

3. DAPMAIEBTUYHA ®OPMA

WHXeKIHOHEH Pa3TBOpP.

4. PASMEP HA OITAKOBKATA

10 ml.

5. BUJOBE JKUBOTHMU, 3A KOUTO E IPEAHA3ZHAYEH BMII

6. TEPAIIEBTUYHU ITOKA3AHUSA

7. METOJA 1 HAYUH HA ITPUJIOKEHUE

IIpeau ynorpeba mpoyYeTH IINCTOBKATA.

8. KAPEHTEH CPOK /KAPEHTHH CPOKOBE

‘ 9. CHELIMAJIHU TPEAYNPEXIEHUA, AKO E HEOBXOANMO

I[a HC CC U3M0JI3Ba IIPpU 6peMeHHI/I 1 JIAaKTUpAIIX )KUBOTHU.
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10. CPOK HA I'OJHOCT

T'omen mo {mecerny/rogmHa}
CpoK Ha TOTHOCT CJIeH ITHPBO OTBApSHE Ha IMbPBUYHATA OITAKOBKa: 28 JHHU.
Crnen oTBapsiHE U3M0JI3Bal B pAMKHTE Ha. ..

11. CHEINHMAJIHU YCJIOBUSA 3A CbXPAHEHHUE

To3u BCTCPUHAPHOMEIUIIMHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHN YCJIOBHA 3a CbXPAaHCHUC.

12. CHEIWUWAJIHU MEPKMU 3A YHUIIO’)KABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHBA

VHUII0KETE OCTaThYHUTE Marepualivi B CbOTBCTCTBUC C UBMCKBAHUATA HA MCCTHOTO
3aKOHOOAaTCICTBO.

13. HAIANHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PASITPOCTPAHEHUETO "
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTmycKa camo Mo JISKapcKo MpeAnucaHue.

14. HAIIHUCDHT “IJA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a C€ CbXpaHsiBa OajI€d OT Morjiega 1 Ha HEAOCTBIIHU 3a A€1la MECTaA.

15. HUME U NIOCTOSHEH AJAPEC HA IIPUTEXXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Ecuphar NV
Legeweg 157-i
B-8020 Oostkamp

benrus

16. HOMEP(A) HAJIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/088/004

17. TAPTUJAEH HOMEP

ITapTuna {Homep}

12




MUHHUMYM UHOOPMALIUSA, KOATO TPABBA JA BbJAE U3IINCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CBbABPKAT EJUHUYHA TO3A

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TPOAYKT J

Acticam 5 mg/ml umxeknoHeH pa3TBop 3a KydeTa U KOTKH.
Menokcukam.

2. KOJUYECTBO HA AKTUBHATA(MTE) CYBCTAHIIMSI(N)

3. CBABbPXKAHHUE CIIPSIMO MACA, OBEM WIH PO HA EJUHUYHUTE 103U ‘

10 ml.

4. HAYUHM) HA ITPUJIOKEHUE

Kyuera: i.v. win S.C.
Kotku: s.c.

5. KAPEHTEH CPOK/KAPEHTHU CPOKOBE

| 6. MAPTHMJIEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJHOCT

EXP {mecery/roauna}
CpoK Ha TOTHOCT Ciej ITHPBO OTBApSHE HA MbPBUYHATA OMAKOBKA: 28 THU.

‘ 8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJIUNIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIUIIMHCKA yIoTpeoa.

13



B. JUCTOBKA



JIMCTOBKA.:
Acticam 5 mg/m| nHKeKIHOHEH Pa3TBOP 32 Ky4eTa H KOTKH

1. HUME U IIOCTOSHEH AJPEC HA ITPUTEXKATEJISAA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

Ecuphar NV
Legeweg 157-i
B-8020 Oostkamp
benrus

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Acticam 5 mg/ml urmxeknoHeH pa3TBoOp 3a KydeTa H KOTKH.
Menokcukam.

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIS U EKCHUIIMEHTA

Menokcukam 5 mg/ml.
Eranon 150 mg/ml.

4. TEPAIIEBTUYHU ITOKA3AHUMA

Kyuera:
OO6nekuaBaHe Ha BB3MAICHUETO U O0JIKaTa KaKTo IIPU OCTPH, TaKa U TIPH XPOHHUYHHU MYCKYITHO-

CKCJICTHU HAPYUICHUA. HamansBane Ha IMOCTOIICpAaTHBHATA 00JIKa ¥ BL3MAJIEHUE B peE3yiTaT Ha
opToneanyHa ornepanud U oncpamnusa Ha MCKUTE ThKaHU.

Kotku:
HamansBane Ha mocTorneparuBHaTa 00JKa Clie]] OBApHOXMCTEPEKTOMHUS U MO-JICKa ONepalys Ha
MEKUTE THKAaHU.

5. IHPOTHUBOIIOKA3AHUS

[a He ce u3non3Ba npy OPEMEHHHM U JIAKTUPAILH KUBOTHH.

[a He ce u3noa3Ba NpHY KMBOTHH, CTPAJally OT TaCTPOMHTECTUHAIHN CMYIIIEHUS KaTO Bh3MaJIeHUE U
XeMoparus, HapyleHa UepHOAPOOHa, ChplieuHa Wi ObOpedHa QyHKIMS U XeMOParuyHu HapyLeHuUsI.
[a He ce u3non3Ba IpU CBPbXYYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHIMS WIIN HIKOU OT
eKCLUITUEHTHTE.

Jla He ce u3Moi3Ba NpH KUBOTHHM 10J] 6 CEIMUYHA BB3PACT M MPH KOTKH C Maca IMo-Majko ot 2 Kg.

6. HEBJIATOIIPUATHU PEAKLIUN

[NoHsikora ce choOnIaBa 3a TunuaHU HebnaronpustHu peaknuu Ha HCTIBC karo 3ary0a Ha amneTwr,
nOBphINaHe, TUapusi, MAaCKHpaHa KPbB B M3NPAKHEHHSATA, JIeTaprust U ObOpeuHa HeJlocTaThYHOCT. B
MHOT'0 Pe/IKH ClIyyaH ce choOIaBa 3a MOBUIIEHH YepHOApoOHH eH3uMH. [Ipu KydeTa B MHOTO peKH
CiIydad ce choOIIaBa 3a XeMOparuyHa Auapusi, XeMaTeMe3a U raCTpOMHTECTHHAIIHA YIILEpaLHs.

[Ipu kydeTa Te3u HeOMAroNpHUATHHU e(EKTH Ce SIBSIBAT OOMKHOBEHO Ipe3 IbpBaTa CeIMUIIA Ha JIeUeHHe
U B [TIOBEYETO CIIy4au ca MPEXOJHU U U34E3BaT clie]l IPUKITIOYBAHE Ha JICUYCHUETO, HO B MHOTO PEJIKH
ClIydad MoraT Jja ObJaT cepruo3Hu Win (aTaHu. B MHOro peku ciaydan MOXKe /1a ce MOSBAT
aHa(UIAKTOUIHYU PEaKIIMHU, KOUTO TPsiOBa Jia ObIaT JEeKYyBaHH CUMITTOMATHYHO.
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B cnyuait Ha HeOIaronpusATHYE PEaKIUy JIEYSHUETO TPAOBA /1a Cce MPEKPATH U JIa CE TOTHPCH CHBET OT
BETEpHUHAPEH JIeKap.

UecroraTa Ha HEOMATONIPHUATHUTE PEAKIMH CE OMPEJIEIIS Ype3 Cie{HaTa KIACU(PHUKAIIUS:

— MHoro vecTH (moBeue oT 1 Ha 10 TpeTHUpaHH )KUBOTHH, TPOSBSIBALIN HEOIArONPHUSATHH
peakIuy 1o BpeMe Ha Kypca Ha eJIHO JICUCHHUE )

— dectH (moBede oT 1, Ho mo-mManko oT 10 xuBoTHU Ha 100 TpeTUpaHH KUBOTHH )

— He yectu (moBeye oT 1, HO mo-Manko oT 10 sxuBotHU Ha 1,000 TpeTHUpaHu KUBOTHH)

— penku (moBede ot 1 HO mo-maiko ot 10 sxuBotHu Ha 10,000 TpeTHpaHu KUBOTHH)

— MHOro peaku (mo Maiako ot 1 sxuBotHO Ha 10,000 TpeTrpanu )KUBOTHHU, BKIFOUUTEIIHO
M30JIMPaHU ChOOIICHNUS).

AKo 3a0enexuTe HIKaKBH HEOIArONpUATHU PEaKIiH, BKIIFOUNTETHO U TAKMBa, KOWTO HE Ca OMUCAHU B
Ta3M JIMCTOBKA WJIX MUCIUTE, Y€ BETCPUHAPHOMEAUIIMHCKHUS IPOAYKT HE pabOTH, MOJIS 1a YBEIOMUTE
Bamms Betepunapen uexap.

7. BUJOBE JKUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Kyuera u koTKH.

8. JO3UPOBKA 3A BCEKH BU/I ’KUBOTHO, METO/l 1 HAYUH HA ITPUJIATAHE

Kyuera: enunuuno npunarane Ha 0,2 mg menokcukam/Kg renecna maca (t.e. 0,4 ml/10 kg).
Kotku: eaunmuno npuarade Ha 0,3 mg menokcukam/kg tenecHa maca (t.€. 0,06 ml/kg).

Kyuera:
MyCKyITHO-CKEIEeTHH HapyIIeHHs: €THOKPATHOMOAKOKHO HHKEKTHPAHE.

HamansBane Ha nocrorneparuBHaTa 0oika (3a riepuot Hax 24 4aca) eJHOKPATHO HHTPABEHO3HO WITH
MTOIKO’KHO MHXXEKTUPAHE TIPEIN OTeparysiy HalmpuMep 1Mo BpeMe Ha BHBEXKIaHE B aHECTE3HSI.

Kotkmn:

HamansBane Ha ciieionepaTUBHaTa DOJIKa i OBAPHOXUCTEPEKTOMHUS M MO-MaJIKa Jieka ThKaHHa
XUPYyprudecka HaMeca: eTHOKPATHO ITOIKOKHO HHXKEKTHPAHE TIPEIH ONIEPAIHsl, HAIPUMED 110 BpeMe
Ha BbBEXXJAHE B aHECTE3HA.

[a ce u30sTBa BHBEKAAHE HA 3aMBPCSIBAHE 110 BpeMe Ha yroTpeoda.

9. CBBET 3A IPABUJIHO INPUJIOKEHHUE

OcobeHo TpSI6Ba Jd’'C€ BHMMaBa 3a TOYHOCTTA HAa JO3UPAHC.

10. KAPEHTEH CPOK/KAPEHTHUM CPOKOBE

He eapunoxumo.

11. CHELOUAJIHU YCJIOBHUS 3A CbXPAHEHUE HA ITPOAYKTA

Ja ce cbxpansBa Aaney OT NOrjeAa U Ha HEAOCThITHY 3a Aella MecTa.
To3u BETCPUHAPHOMEIUITMHCKA NMPOAYKT HE M3MCKBAa HUKAKBH CIICI[MAJIHN YCIIOBHUA 3a CbXPaHCHUEC.
CpoK Ha TOTHOCT CJIe TEPBOTO OTBAPSHE HA OTIAKOBKATA: 28 THHU.
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Jla He ce u3mon3Ba ciel n3tuuade Ha cpoka Ha rogaoct (TOJEH JIO/EXP), yrioMeHaT BEPXY
KyTHATa U OyTHJIKATA.

12. CIHEIWUWAJIHU NPEAYNPEXIEHUSA

3a CJICAOIICPATUBHO oOnekyaBaHe Ha OojKaTa IIpU KOTKH 0e30macHOCT € YCTaHOBC€HA CaMO CJIEQ
aHCCTEC3HA C TUOIICHTAII MW XaJIOTaH.

CHGHHaﬂHH Opeanasiy MCpKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IMpoJAYKTa

B cnyuait Ha HEOIaronpusATHY PEaKIIUH JIEYSHNUETO TPSAOBA /1a Ce MPEKPATH U JIa CE MOTHLPCH CHBET OT
BETEpUHAPEH JIeKap.

Ja ce n30srBa ynorpedara mpu BCSIKO ACXUAPATUPAHO, XUTTOBOJICMHYHO WIIH XUIIOTSH3UBHO KHBOTHO,
THH KaTO CHIECTBYBa MOTEHIIMAJIEH PUCK OT PeHATHA TOKCHYHOCT.

He Tpsa6Ba na ce mpuara mocneBaiia epopaiHa Tepamus ¢ U3MOI3BaHe Ha MEIIOKCHUKaM TN APYTH
HECTEPOUTHU ITPOTUBOBB3MATUTEIHY MMPOAYKTH MIPH KOTKH, Th KaTO HE CE YCTAHOBEHH ITOIXOISIIIH
JTIO30BH PEKMMHU 32 TIOAOOHH MTOCIIEABAIIY JICUCHHUS.

CHCHI/IaHHI/I Opeana3Hy MEPKHU 3a JIiMiaTa, Ipujaraiy BETCPUHAPHOMCANUMHCKHNA IPOAVYKT Ha
KHBOTHHUTEC

Cay4ifHOTO caMOWH)KEKTHpaHe MOXe Ja MpeAn3BHKa 0onka. Xopa c ycTaHOBEHa
CBPBXUYBCTBUTCIHOCT KbM HECTCPONUJIHHN ITPOTHUBOBH3MNAIUTCIIHNA CPEACTBA 1p;16Ba Ja H30sTBaT
KOHTAKT C BETEpUHAPHOMEIULIMHCKUS IPOIYKT.

IIpu cnyyaifHO caMOMHKEKTHpaHe, He3a0aBHO J1a c€ MOThPCH MEIUIIMHCKU ChBET, KaTO Ha JIeKaps ce
IIPEJOCTABU JIUCTOBKATA 32 yIIOTpeOa WM €TUKETa Ha IIPOAYyKTa.

Bpemennoct/JIakranms

Bx. Touka ,,IIpoTrBOMOKa3aHus”.

BsanMoielicTBre ¢ Ipyru BETEpUHAPHOMETUIIMHCKH IIPOAYKTH U APYTHA GOPMH HA B3aMMOJIEHCTBHE

Jpyru HeCTepOHIHH IPOTHBOBB3NAIMTEHH POYKTH, TNy PETHIIN, aHTUKOAryJIaHTH,
AMHMHOTJIMKO3U/IHM aHTUOMOTHIIN ¥ BEHIECTBA C TOJIIMA CTEIeH Ha CBbP3BaHe Ha MPOTEHHHUTE MOTAT
Jla JI0BEJaT JI0 CBbP3BaHE, a CIE0BATENIHO U 10 TOKCcHYHH edexTr. Acticam He TpsOBa sa ce npuiara
€IHOBPEMEHHO C JIPYTH HECTEPOUTHHU MPOTUBOBB3NAIUTEHH TPOAYKTH WIIN
TIIIOKOKOpTHKOCTepouan. TpsibBa 1a ce n30srea eIHOBPEMEHHOTO TPHJIaraHe ¢ IOTEHINAITHO
HEPPOTOKCHYHH NPOAYKTH: [TpH )KUBOTHH B aHECTETUYEH PHUCK (T.€ BH3PACTHHU KUBOTHH) TPsIOBA 12
ce MMa MpeIBU/I MHTPABeHO3HA WITK MTOAKOKHA (QIIyHIHA Teparnus 1pe3 BpeMe Ha aHectesus. Koraro
ce mpujiaraT eAHOBPEMEHHO aHECTE3UsI U HECTEPOUIHH MPOTHBOBB3MAIUTEIIHU MPOAYKTH HE MOXKE /12
ce M3KJIFOYH PHCK 32 ObOpedHaTa QPyHKIIHS.

[peamecTBanio TpeTupane ¢ MPOTUBOBB3MAINTEHH CPEACTBA MOXKE J1a IPUUMHH JOMIBITHUTEIHN HITH
MOBHUIIIEHU HEQJIAFONPHUATHI PEaKIMU U ChOOPa3HO ¢ TOBa TPsiOBa Aa ce crasu Nnepuoj, CBOOOJEH OT
NpUIaraHeTo Ha TaKuBa MPOLYKTH, Hal-MaJKo 24 yaca npeau 3ano4BaHe Ha JieueHuero. [pes
neprosa, CBOOOICH OT TpeTHpaHe, TpsAOBa J1a ce B3eMar npeBuI papMaKkoJIOTHIHUTE CBOWCTBA HA
MPOJIYKTHTE M3IOJI3BaHU MTPETU TOBA.

IIpere3npane (CHMIITOMH, CIIENTHN MEPKH, AHTHIIOTH)

B cnyqal}i Ha Opeao3nupaHe Tp}I6Ba Ja C€ 3all09YHE CUMIITOMAaTH4YHO JICYHCHUC.
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OCHOBHU HEChbBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMEANIIUHCKU IIPOAYKT HE TpH6Ba Ja 6’[)[[6

CMECBAaH C JPyTd BETEpUHAPHOMEIULIMHCKU TPOTYKTH.

13. CHELHUAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITOJI3BAH IMTPOAYKT

NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

Bceku Hensnon3pan BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HETO TpSI6Ba Ja 6”bILaT

YHHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

14, JATATA HA MMOCJIEJHATA PEJAKIUSI HA TEKCTA

[MTonpo6ua nH(OpMALHs 32 TO3U BETEPUHAPHOMEIUIIMHCKH MPOIYKT MOXKE-Aa-HaMepUTe Ha HHTEPHET
crpanuiata Ha EBponeiickara Arenrms o Jlekapctsara http://www.ema.europa.eu/.

15. JOHNBJHUTEJHA UH®OPMAIIUA

Pasmepu Ha onakoBkaTa
10 ml ¢nakom.

3a Bcsika nH(GOpMaIys OTHOCHO TO3U BETEPUHAPHOMEAUIIMHCKY POIYKT, MOJISI CBBPIKETE CE C

TEpUTOPUAIHUS IIPEICTABUTEIl Ha IIPUTEKATEN S Ha JUMEH3a 3a yIoTpeoa.

Belgié/Belgique/Belgien
Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp
Tél/Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Peny0auka bbearapus
Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp
Ten: + 32 (0)50 31 42 69
info@ecuphar.be

Ceska republika
Cymedica spol.'s.r.o.
Pod Nadrazim 308/24
CZ 268 01/Hotovice
Tel: + 4200311 706 211
info@cymedica.cz

Danmark

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp

TIf: + 32 (0)50 31 42 69
info@ecuphar.be

Lietuva

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Luxembourg/Luxemburg
Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp
Tél/Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Magyarorszag

Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp
Tel.: + 32 (0)50 31 42 69
info@ecuphar.be

Malta

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be
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Deutschland

Ecuphar GmbH
Brandteichstralie 20
DE-17489 Greifswald

Tel: + 49 (0)3834 83 584 0

info@ecuphar.de

Eesti

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp

Tel: + 32 (0)50 31 42 69
info@ecuphar.be

E)Mada

Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp

TnA: + 32 (0)50 31 42 69
info@ecuphar.be

Espafia

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp

Tel: + 32 (0)50 31 42 69
info@ecuphar.be

France

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp

Tél: + 32 (0)50 31 42 69
info@ecuphar.be

Hrvatska

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp

Tel: + 32 (0)50 31 42.69
info@ecuphar.be

Ireland

Ecuphar NV

Legeweg 157-i
BE-8020.00stkamp

Tel: +.32.(0)50 31 42 69
info@ecuphar.be

island

Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp

Simi: + 32 (0)50 31 42 69
info@ecuphar.be

Nederland

Ecuphar NV

Verlengde Poolseweg 16
NL-4818 CL Breda

Tel: + 31 (0)88 003 38 00
info@ecuphar.nl

Norge

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
TIf: + 32 (0)50 31 42 69
info@ecuphar.be

Osterreich

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Polska

Ecuphar NV.

Legeweg 157-i

BE-8020 Oostkamp
Tel.»# 32 (0)50 31 42 69
info@ecuphar.be

Portugal
Campifarma LDA

Avenida Pedro Alvares Cabral,

Empresarial Sintra, Estoril V E24
PT- 2710-297 Sintra

Tel: + 351 211 929 009
info@campifarma.com

Romaéania

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Slovenija

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Slovenské republika
Cymedica SK, spol. sr.0.
Druzstevna 1415/8
SK-960 01 Zvolen

Tel: +421 455 400 040
info@cymedica.sk
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Italia

Ecuphar Italia S.R.L.

Viale Francesco Restelli, 3/7
IT-20124 Milano

Tel: + 39 0282950604
info@ecuphar.it

Kvnpog

Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp
TnA: + 32 (0)50 31 42 69
info@ecuphar.be

Latvija

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp

Tel: + 32 (0)50 31 42 69
info@ecuphar.be
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Suomi/Finland

Ecuphar NV

Legeweg 157-i

BE-8020 Oostkamp

Puh/Tel: + 32 (0)50 31 42 69
info@ecuphar.be

Sverige

Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be

United Kingdom
Ecuphar NV

Legeweg 157-i
BE-8020 Oostkamp
Tel: + 32 (0)50 31 42 69
info@ecuphar.be
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