HNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTUKA HA IPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIUHCKUSA NIPOAYKT

Melosus 1,5 mg/ml nepopanHa cycrneHsus 3a Kydera

2.  KAYECTBEH U KOJIMYECTBEH CBCTAB
Enun ml ceappka:

AKTHBHA cyOCTAHIMSA:

Menokcukam 1,5 mg

Excuunuenr:

Hatpues 6enzoar 1,75 mg

3a IBJIHUS CITUCHK Ha SKCIMITUSHTHTE, BIDK T. 6.1.

3. ®APMALEBTUYHA ®OPMA

[Iepopanna cycneH3usl.

XKwnra/3enena cycreH3usl.

4. K/IMHUYHU JAHHU

4.1 Bupaose :XHBOTHH, 32 KOUTO e npegHazHaven BMII

Kyuera

4.2 TepaneBTHYHH NOKA3AHUs, ONIPeleIeHH 32 OT/IeJHUTE BUI0BE ;KHBOTHH

Ob6nexyaBaHe Ha BB3MAJICHUETO U HaMallsiBaHEe Ha 0OJKaTa KaKTo MpH OCTPH, Taka M MPH XPOHHIHU
MYCKYJTHO-CKEJIETHH HapyIIECHHS MPH KydeTa.

4.3 IIpoTuBomoOKa3aHUS

Jla He ce npwiiara npu OpeMeHH! U JTaKTUPAIIH KUBOTHH.

Jla He ce U3MON3Ba MPH Ky4yeTa, CTPajaiy OT FraCTPOMHTECTHHAITHN CMYIIICHHUS KaTO Bh3MAalICHUE U
XeMoparus, HapyIIeHa 4epHOApoOHa, ChpacyHa WK 0BOpeTHa PYHKITHSA M XeMOparnyHu HapyIICHHS.
Jla He ce M3MOoII3Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIIHS MM HIKOE OT MOMOIIHUTE
BEIIIECTBA.

Jla He ce M3MON3Ba MPU Ky4yeTa Ha Bh3PacT MoJ1 6 CEIMHUIIH.

4.4 CrnenuanHu NMpeana3Hu MepKH 3a BCEKM BU/ )KUBOTHH, 32 KOUTO e mpeaHa3Haded BMII
Hsama.

4.5 CheuuajHy mpeana3Hu MepKHU NMPH ynorpeda

CrenyanHy Ipe/na3Hi MEPKH 3a )KHBOTHUTE IIPU yIoTpedaTa Ha IPOJIYKTa

I[a ce u30srBa yHOTpe6aTa IIpU BCAKO ACXUAPATUPAHO, XUTTOBOJICMUYHO WIN XUIMIOTCH3NBHO
JKHBOTHO, TBH KaTo ChIICCTBYBA MOTCHIHUAJICH PUCK OT NOBUIIICHA PCHAJIHA TOKCUYIHOCT.




To3u BeTepHHAPHOMEIUIIMHCKH MPOAYKT 3a KydeTa He TpOBa Jia ce M3MOJI3Ba IIPU KOTKH, Thil KaTo
HE € MOIXO/IAII 33 YoTpeba mpu TO3u BUI )KUBOTHH. [Ipu KoTKH TpsiOBa aa ce usnoi3sa Melosus
0,5 mg/ml nepopanHa cycreH3us 3a KOTKU.

CrenmanHy npeanasHy MEPKH 3a JIMIATa, TPUIaraiy BeTepUHapHOMEIUIIMHCKNS TPOAYKT Ha JKHBOTHUTE
Xopa C ycTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM HECTEPOMIHH IPOTUBOBB3MAIUTEIHU CPEACTBA
(HCIIBC) Tpsb6Ba na n30srsaT KOHTAKT C BETEpUHAPHOMEIUIIMHCKHS TPOIYKT.

B cnyyaii Ha MHIMICHTHO MOTIIbIAHE HE3a0aBHO Aa ce MOTHPCH MEAMLMHCKH CHBET, KATO Ha JieKaps

ce NMPeJOCTaBM JMCTOBKATA 32 YIOTpeOa MM €THUKETa Ha MPOILyKTa.

4.6 HeOsaronpusiTHu peaknuy (4ecTOTa U BaKHOCT)

Ionsikora ce cpob1IaBa 3a TunuuHu Hexxenanu peakunu Ha HCIIBC kato 3ary0a Ha aneTwr,
MOBPBILAHE, TUAPUS, CKPUTO OTAEISHE HA KPBB B M3MPAKHEHUATA, anaThg 1 Ob0pedyHa
HEAOCTaThYHOCT. B MHOTO peaku ciydau ca AOKJIaJBaHU XeMOparudHa auapus, XeMaTeMesa,
CTOMAIIHO-YPEBHA S3Ba U MOBUIICHH HUBA HA YEPHOIPOOHHUTE CH3UMHU.

Te3u HeXkeTaHM PeaKIHU ce ABABAT OOMKHOBEHO MPe3 ITbpBaTa CeMHUIIA Ha JICYCHHE U B TIOBEYETO
CIIydau ca MPEXOJHU U U34e3BaT Clie]l MPUKITIOYBAHE HA JICYCHUETO, HO B MHOTO PEJIKU CITydar MOTrat
na Ob/aT CEpUO3HY UK (PaTaTHH.

B ciyuaii Ha HeXxenaHu peakLUK JEUeHNEeTo TPsOBa 1a ce IPEKpaTH U Ja ce MOThPCU ChBET OT
BETEpUHApEH JieKap.

UYecToTara Ha HEOJIArONPUATHUTE PEAKIMU CE ONpPeeNs Upe3 cleqHaTa KiacuruKamus:

- MHOTO 4ecTH (oBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, MIPOSBSBAIIN HEOIATONPHUATHU PEAKIINN)

- yectu (moBeue ot 1, HO mo-Manko ot 10 xuBoTHH Ha 100 TpeTUpaHU JKUBOTHH)

- He yectH (moBede ot 1, Ho mo-manko oT 10 xuBotHU Ha 1000 TpeTupaHu >KUBOTHH )

- peaxu (moBede ot 1 HO mo-Manko oT 10 xwuBotHU Ha 10 000 TpeTupaHu )KUBOTHH )

- MHOTO pekH (1o Manko oT 1 sxuBoTtHO Ha 10 000 TpeTrpanw KUBOTHH, BKIFOUATEIHO H30JIHUPaHT
CHOOIIICHUS ).

4.7 Ynorpeda no Bpeme Ha OPeMEHHOCT, JAKTAIUs WJIH AiileHoceHe

be3omacHocTTa Ha BETEPUHAPHOMEIUIIMHCKHS MPOAYKT HE € JI0Ka3aHa 1o BpeMe Ha OpEeMEHHOCT H
nakrarus. [la He ce U3MoI3Ba Mpy OPEMEHHH WJIH JTAKTHPAIIN KUBOTHH (BXK. TouKa 4.3).

4.8 B3auMoaeiicTBHE ¢ IPYrd BeTePUHAPHOMEIUIIUHCKH MPOAYKTH U IPYyru popmu Ha
B3auMo/eiicTBue

Hpyru HCTIBC, auypetuii, aHTHKOAryJIaHTH, aMHHOTIIMKO3UIHN aHTHOUOTHUIIM U BENIECTBA C
roJisiMa CTEINIeH Ha CBhP3BaHE HA IPOTEUHHUTE MOTaT Jia JIOBE/IAT JI0 CBhP3BaHE, a CIEIOBATEIIHO U JIO
tokcnuHU edektr. Melosus He TpssOBa na ce npuiara eqaoBpeMenHo ¢ npyra HCIIBC nmm
[IIFOKOKOPTHKOCTEPOUIH.

[pemectBario TpeTupaHe ¢ IPOTHBOBB3MAIUTEIHH BEIIECTBA MOXKE J]a IPHYUHU JTOITBIHATEITHH
WJIM MTOBUIIICHU CTPaHMYHHU e(DEKTH U ChOOpa3HO ¢ TOBA TPsIOBa J1a Ce CIa3u Iepro, CBOOOIEH OT
NPUJIaraHeTo Ha TaKHMBa BETEPUHAPHOMEUIIMHCKY MTPOIYKTH, Hali-Malko 24 Jaca Mmpejy 3aroYBaHe
Ha jedenuero. [Ipu meproaa, cB0OOIECH OT MEIUKAMEHTH, 00ade, TpsiOBa 11a ce B3eMaT MpeaBU
(hapMaKOKHHETHYHHUTE CBONCTBA Ha MPOIYKTUTE M3IIOI3BAHH ITPEIN TOBA.

4.9 Jlo3a ¥ HAYMH HA NPUJIOKEHUE

IlepopanHo npuiioxeHue.
Jla ce mpunara cMeceH ¢ XpaHa WM HampaBo B ycTara.



[a ce pazkmama nobpe npeau ynorpeoda.

[IbpBOHAYanHO ce mpwiiara enuHAYHa 1032 oT 0,2 mg Menokcukam/kg TenecHa Maca pe3 MbpBUS
neH. Jleuenuero TpsiOBa Ja MPOABIDKHM €AMH BT THEBHO Upe3 MEpOpaIHO IpuiIarane (Ha 24 yacoBu
HWHTEpBAJIN) Ha moaabpskama no3a ot 0,1 mg menokcukam/kg TenecHa maca.

3a IO-OpOABJDKUTCIIHO JICUCHUE, KOI'aTO BEUC € Ha6J'IIO):[aBaH KIIMHUYCH OTIOBOP (CJ'IG,Z[ >4 ,Z[HI/I),
Jo3ara Melosus Moxe Ja CC peryjarpa a0 Hali-HHCKaTa e(beKTI/IBHa WHAWBUAYaAJIHA 1034, OTpa3HBafIKPI
(baKTa, Ye cujiaTa Ha 0oJKara u BB3NAJICHHUCTO, CBbP3BAHU C XPOHUYHH MYCKYJHO-CKCIICTHU
HapyHICHUs, MOXKE a CC MPOMCH C BPEMCTO.

Ocobeno TpH6Ba Ja C€ BHMMaBa 3a TOYHOCTTA Ha JO3UPAHC.

Cycnen3usita MOXe Ja ce 1ajie C MEepUTEITHATa CIIPUHIIOBKA, TOCTABEHA B OMTAaKOBKATA.
CrpuHIIOBKaTa ce cjara Ha KalkoMepa Ha OyTHIIKaTa ¥ UMa CKalla 3a TeJIECHOTO TerJo B kg, KosITo
CHOTBETCTBA Ha MOIbpIKaIIaTa 103a. Taka 3a 3armo4yBaHe Ha TepanusTa Mpe3 M5PBU JIEH €
HEOOXOJMM J[Ba ITbTH MOIHPKAIINS 00eM.

Knuanuen OTTOBOP OOMKHOBEHO Ce Ha6J'HO,I[aBa B PAMKHUTC Ha 3-4 JIHH. Jledenuero TpH6Ba Ja ce
IIpEKpaTn Hal-KbCHO ciaen 10 JHH, aKO JIMIICBA ABHO KIMHHUYHO HOZ[O6p6HI/I6.

[a ce n30srBa BHBEKAAHE HA 3aMbPCSIBAHE 110 BpEME Ha yrmoTpeoda.

4.10 IlIpeno3upane (CHMIITOMM, CIIEIIHH MEPKH, AHTU0TH), AKO € He00X0AUMO
B ciyuaii Ha npeno3upane TpAOBa Ja ce 3a04YHe CUMITOMAaTHYHO JICUCHHE.

4.11 KapeHTeH cpok /KapeHTHU CPOKOBe

He e mpunoxumo.

5. ®APMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTH4HA Tpyna: [[pOTHBOBB3MAIUTEHN H AHTUPEBMATHYHH MTPOTYKTH, HECTSPOUIN
(oKcHmKamMm)
Berepunapaomenunmackn AratroMmo-TepanestuueH Komx: QMO1AC06

5.1 ®dapmakogMHAMUYHM CBOHCTBA

MernokcukaM e HecTepouaHo npotuBopb3namTenHo cpeactBo (HCIIBC) ot kiaca Ha OKCUKaMHTE,
JIeWCTRAIIO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTATJIAH IH, TIPU KOETO MPOSIBsIBa
MPOTHBOBB3IMAIUTEIHH, aHAITETHYHH, AaHTHEKCYJATUBHY U aHTUIIUPETUYIHU CBOMcTBa. Hamanssa
JIEBKOIIUTHATA WH(OUITpAHsl BbB Bb3ManeHaTa ThkaH. B mo-maika crerneH chbllo HHXHOUpa KoJareH-
pean3BUKaHaTa TpoMOoIMTHA arperamusi. [IpoyuBanusTa in vitro u in vivo moka3Bar, 4e
MeJIOKCMKaMa WHXHOMpa 1ukiIookcurenaza-2 (COX-2) B mo-roisiMa CTETIeH OTKOIKOTO
nukirookcurenasza-1 (COX-1).

5.2 ®apmMakoKNHETHYHH 0COOEHOCTH

AbGcopOrus
Mernokcukam ce abcopOupa HaII'bJIHO CIIE IEPOPATHO IMpUjlaraHe 1 MaKCUMAITHHU TUIa3MEHU

KOHLOCHTpauu C€ JOCTUTaT HpI/I6J'II/IBI/ITeJ'IHO CIca 4,5 gaca. Koraro NPOAYKTHT CC U3IMOJI3BA CIIOPCH
npenopbuaHvd peKUM Ha NO3UPOBKa, CTa0MIHO CHCTOSHME HA IIJIa3MEHUTE KOHIOCHTpAalXu Ha
MCJIOKCHUKAaM C€ NJOCTUTaT HAa BTOPU: ACH OT JICUCHHUCTO.



Pasnpenenenue
CrIniecTBYBA JIMHEITHA 3aBUCHMOCT MEX/Ty MPHIIOKEHATa /1032 U HAOII01aBaHaTa Tia3MeHa

KOHIICHTpAIM B TSPAEeBTUYHMS TUaa3oH Ha no3upane. [Ipubmusutentno 97% oT Menokcukama ce
CBBp3Ba C mazmMeHuTe npotenan. O6eMbT Ha pasnpenencuue ¢ 0,3 kg,

MeTab0IM3eM

Mernokcukam ce OTKpHBa MPEAVMHO B TIa3Mara U ChIO Ce eKCKPETHpa TJIaBHO Upe3 KITbUKaTa,
JIOKAaTO YPHHATA ChIIbpXKa CaMo CIIEIN OT U3XOJHOTO ChenuHeHe. Mellokcukama ce MeTadomu3upa
Ha aJIKOXO0JI, KUCEITHMHEH JAePUBAT U HAKOJIKO TOJISPHU MeTa0oIuTH. Benuky riaBHE MeTabouTH ca
rokasanu (papmMakoJIOTHYHA HEAaKTUBHOCT.

Enumunupane
Menokcrkam ce eMMMHUHKPA C IEPUOJ Ha noiypasnaj ot 24 vaca. [Ipubausurenno 75% ot

MMpUIIOKCHATa 103a CC CIIMMUHUPA YPEC3 UBIPAKHCHUATA, & OCTATHKBT UPEC3 ypUHAaTa.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 Chnucbk HA eKCIUNTHEHTHUTE

Harpues Genzoat

CopOuton

I'munepon

[omucopbar 80

JByHarpues (ocdar nomexkaxuapar
CwnyeB IBYOKHC, KOJIOUIAJICH Oe3BOJICH
XUIPOKCUETIIT LeyI103a
JIuMOHeHa KHCEeITMHAa MOHOXHIPAT
Harpues nukmamar

Cyxkpanosa

Apomat Ha aHacoOH

Bona, npeuncrena

6.2 OCHOBHHM HECHBBMECTHMOCTH
He ca uzBecTHH.
6.3 Cpoxk Ha rogHoct

Cpok Ha rOZIHOCT Ha KpailHUS BETEpUHAPHOMEAULMHCKY IPOIYKT: 3 TOAUHH
Cpoxk Ha rOZHOCT Cllel IbPBO OTBApsHE Ha IbPBUYHATA OIIAKOBKa: 6 Mecela

6.4 CroenuaaHu ycJIOBHS 32 ChbXpPaHEHHE HA MPOAYKTa

To3u BeTepUHAPHOMEIUIIMHCKH MTPOIYKT HE M3MCKBA HIKAKBY CIEIMATHHU YCIOBHUS 32 ChbXpaHEHHeE.
6.5 Bwuawu cbCcTaB HA MBPBUYHATA OMAKOBKA

[NommernmenoBa OyTrika, ceaspkama 10 ml, 25 ml, 50 ml wum 125 ml ¢ Tana, ycroiunBa Ha
OTBapsiHe OT Jela, U MOJUIPONIIIEHOBA MEPUTETHA CIIPUHITOBKA.

He Bcuukm pazmepn Ha omakoBKaTa MOTaT Aa ObJaT MpeiaraHy Ha ma3apa.

6.6 CnenuajHu MEPKHU 32 YHHIIOKAaBaAaHE HA HEU3IT0JI3BAH MPOAYKT UJIHA OCTATBLH OT HET'O



Bceku Hensmon3Bax BCTCPUHAPHOMCIUTTMHCKHU MMPOAYKT WUJIK OCTAThLH OT HET'O TpSI6Ba Ja 6’LZ[aT
YHHUIIOXKCHU B CbOTBCTCTBUEC C UBUCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. HPUTEXATEJI HA JIMIHEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I'epmanus

8. IPUTEKATEJ HA JIMIIEH3A 3A YIIOTPEBA
EU/2/10/116/005 (10 ml)
EU/2/10/116/001 (25 ml)

EU/2/10/116/002 (50 ml)
EU/2/10/116/003 (125 ml)

9. JATA HA IBPBOTO U3JABAHE / TIOJHOBSBAHE HA JIMIIEH3A 3A
YIHOTPEBA

[lara Ha BpBO U3AaBaHe HA JIUIEH3 3a yrorpeba: 21/02/2011
Jlata Ha mocieHO MOIHOBSBAHE Ha JIHMIIEH3 3a yroTpeda: 07/01/2016

10. JATATA HA NOCJIEJHATA PEJAKIUSA HA TEKCTA

Hoz[p06Ha I/IH(i)OpMaLII/IH 34 TO3U BCTCPUHAPHOMCINIIMHCKHN NPOAYKT MOXKE J1d HAMCPUTC HA UHTCPHCT

cTpanunara Ha EBpomneiickara Arenmus mo Jlekapcrsara http:/www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, JOCTABKA W/NJIN YIIOTPEBA

He e npunoxxumo.



1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIUHCKUSA NIPOAYKT

Melosus 0,5 mg/ml nepopaiHa cycreH3us 3a KOTKH U MOPCKH CBHHYETA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun ml ceappxka:

AKTHBHA cyOcTaHIMS:

Menokcukam 0,5 mg

Excuunuenr:

Harpues Genzoar 1,75 mg

3a IBJIHUS CITUCHK Ha SKCIMITUESHTHUTE, BIK T. 6.1.

3. OAPMALIEBTHUYHA ®OPMA

[Iepopanna cycnensusi.
Kbnra/3enena cycreH3usl.

4. KIMHUYHU JAHHU

4.1 Bupaose ’»KUBOTHH, 32 KOUTO e npeanazHayen BMII

Kotku u Mopcku cBUHYETA.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPeJeIeHU 32 OTACJHHTE BUI0BE ;KUBOTHH

Kotkn:

ObnexvyaBaHe Ha JIeKa 0 YMEPEHO CIITHA TIOCTOIIepaTHBHA O0JIKa M BB3IMAIEHNATO CJe]l XUPYPrUIHH
MIPOLIEAYPH TP KOTKH, HAIIP. OPTOIEIUIHN OTIEPAINN U XUPYPTHUsl Ha MEKUTE THKaHM.
OO6iiekgaBane Ha 00JIKaTa W BH3NAICHUETO TIPH XPOHUYHHN MYCKYJTHO-CKEJICTHU HAPYIICHUS TIPH
KOTKH.

Mopcku cBUHYETA:
OO0JiekgaBane Ha JieKa O YMEPEHO CHJIHA ClIefoliepaTHBHA 00JIKa, CBhp3aHa ¢ ollepaIiui Ha MEKUTE
THKaHU, KaTO HAIpUMep KacTpaIus Py MBKKHA WHAUBUIH.

4.3 IIpoTUBONMOKA3AHUA

[a He ce nmpuara npu OpeMEeHHU WK JIAKTHPAIH )KUBOTHH.

Ja He ce m3mon3Ba Mpu KOTKH, CTPAIAIIH OT TaCTPOMHTECTHHAIHNA CMYIIICHUSI KaTO Bh3MAIICHUE U
XeMoparusi, HapylieHa YepHoApoOHa, ChpJieuHa Ui Ob0peuHa QyHKIHMS U XeMOParnyHH HapyIIeHNUsI.
Jla HE C€ U3I10JI3Ba IPU CBPbXUYYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHHI/I$I WNJIN HAKOEC OT IIOMOIIIHUTE
BEIIEeCTBA.

[a He ce u3mon3Ba npu KOTKH 1Mo 6 cenMUIHa BB3PacT.

Ja He ce u3mon3Ba mpu MOPCKU CBUHYETA MO 4-CeIMUYHA BH3PACT.

4.4 Cl'lelll/la.]'ll-ll/l npeamnasii MEPKHU 3a BCEKH BUA )KUBOTHH, 324 KOUTO € MIPEIHA3HAYCH BMII



Hsama.
4.5 Cnenuajany nmpeanasHu MepKHU NPH ynorpeda
CrenuanHy OpeAna3Hy MEPKH 3a )KHBOTHUTE IPU ynorpedaTa Ha IPOIYKTa

I[a ce u30srBa yHOTpe6aTa IIpU BCAKO ACXUAPATUPAHO, XUTTOBOJICMUYHO WIN XUIMOTCH3MBHO
JKHBOTHO, TBH KaTo ChIICCTBYBA MOTCHIHUAJICH PUCK OT pCHaJIHA TOKCUYHOCT.

CJ'IG,Z[OHGD&TI/IBHO OPUITOKCHHUE TIPHU KOTKHM 1 MOPCKH CBUHYECTA!
B cnyqaﬁ 4 CC Haj1ara JOIIbJIHHUTCIIHO oOlleKuyaBaHe Ha 60m<aTa, TpSI6Ba Ja C€ IIOMHUCIIH 3a
AOII'BJIHUTCIIHA TCPpAIus C APYT JICKAPCTBCH MPOAYKT.

XDOHI/I‘IHI/I MYCKYJIHO-CKCJICTHHY HAPYIICHHWA ITPHU KOTKH:
OTFOBOp”bT Ha OBJTOoCpOYHa TCpanunia TpH6Ba Ja CcC mpociicasiBa Ha pEAOBHU MHTCPBAJIN OT
BCTCPUHAPCH JICKAp.

Melosus 0,5 mg/ml nepopanHa cycrnieH3us 3a KOTKM He TpsiOBa Ja ce mpuJjiara cjieq] mapeHTeparTHo
WHXEKTHpPaHEe Ha MEIOKCHKaM WIH BCAKAKBH JIPYTH HECTEPOHUIHU POTHBOBB3NAINTEIHN CPEICTBA
(HCIIBC), Thii KaTo MOIXOASIIM CXEMH Ha JI03MpaHe 3a TAKWBA IPOCIICIIBAILY JICUCHHUS HE ca
YCTaHOBEHH NPHU KOTKH.

CrenyanHy OpeAna3Hy MEPKH 3a JIMIATa, HpUiaraiy BeTepUuHApHOMEIMIMHCKUS IPOAYKT Ha
JKUBOTHHUTE

Xopa c ycranoBeHa cBpbxuyBcTBUTENHOCT KbM HCIIBC TpsiOBa na n30srsaT KOHTAaKT ¢
BETEPHUHAPHOMEANIIMHCKHS MPOIYKT.

B ciydaii Ha cnyyaiiHo noryrblaHe He3a0aBHO /1a ce MOTHPCH MEANIIMHCKN ChBET, KaTO Ha JieKapsl ce
MPEJOCTaBU JINCTOBKATA 3a yoTpeOda Uik eTHKETa Ha IPOIYKTa.

4.6 HeOnaronpusiTHH peaknuu (4eCTOTA U BAXKHOCT)

[Ipu koTKM noHsIKOTa ce choOIaBa 3a TunnyHu Hexkenanu peakuuu HCIIBC karo 3ary0a Ha anertur,
MOBPBILAHE, IUAPHS, CKPUTO OTHEISHE HA KPBB B M3NPAXKHEHUTA, anaTus 1 0bOpeuHa
HEI0CTAaThYHOCT. B MHOTO penku ciyyau ca JOKJIaJBaH! MOBUIIEHN HUBA HA YEPHOIPOOHUTE
€H3UMU.

Te3u HeXeTaHn PpCaKuu B MMOBCYUCTO ClIydan €Ca NPCXOAHU U U3UC3BAT CJICA ITPUKIHOYBAHC HA
JICUCHUCTO, HO B MHOI'O PCAKU CIIydau MOrart [ 6”b,I[aT CCPpHUO3HU NN (baTaJ'IHI/I.

B ciyuaii Ha HeXXenaHu peakuK JEYSeHUETO TPsOBa 1a ce MPEKPaTH U Ja e MOThPCU ChBET OT
BETEPUHAPEH JIEKap.

YecToTara Ha HEONMAroNpUsATHUTE PEAKIIMU CE OIPENesIs upe3 CleAHaTa KiacuGuKaus:

- MHOTO 4ecTH (rioBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSBAIIN HEOIATONPHATHU PEaKIINN)

- vectr (moBeue ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 100 TpeTUpaHU JKUBOTHH )

- He yectH (moBede oT 1, Ho mo-manko oT 10 xuBotHU Ha 1000 TpeTupaHu )KUBOTHH )

- peaxu (moBede ot 1 HO mo-Manko oT 10 xwuBotHU Ha 10 000 TpeTupaHu )KUBOTHH )

- MHOTO pekH (1o Manko oT 1 xuBoTtHO Ha 10 000 TpeTnpaHu KUBOTHH, BKIFOUATEITHO H30JIUPAHU
CHOOIIICHUS ).

4.7 VYmnorpe0a no Bpeme Ha OPeMEHHOCT, JAKTALIUS UJIH siiilEeHOCeHe

Be3omacHocTTa Ha BETepUHAPHOMEAUIIMHCKHS IIPOIYKT HE € T0Ka3aHa 1o BpeMe Ha OpeMEeHHOCT U
nakranus. [la He ce U3mon3Ba Mpu OPEeMEHHN WM JIAKTHPAIIH )XUBOTHH (BXK. ToUkKa 4.3).



4.8 BzammopeiicTBHE ¢ IPYrd BeTePHHAPHOMEIHIIMHCKH MPOXYKTH U Apyru (popmu Ha
B3anMojeiicTBHe

Hpyru HCIIBC, nuypeTruny, aHTUKOAryJIaHTH, aMUHOTIIMKO3UHA aHTUOMOTHI 1 BEILIECTBA C
rojsiMa CTENEH Ha CBbp3BaHe Ha MPOTEHHUTE MOTaT J1a I0BEAAT 10 CBbpP3BaHe, a CIEI0BATENHO U A0
Tokcn4yHM edextr. Melosus He TpsiOBa na ce npuiiara eqaoBpemeHHo ¢ aqpyra HCIIBC nmm
[IIIOKOKOpTHKOCcTeporau. TpsiOBa na ce n30sArea eAHOBPEMEHHOTO NpUJlaraHe ¢ MOTEHIHAIHO
He(pPOTOKCHYHH BETCPUHAPHOMEIULIMHCKU TPOIYKTH.

Hpe}:[H_IGCTBaH_IO TPETUPAHC C MPOTUBOBB3MNATIUTCIIHN BCIICCTBA MOXKC [1a MPUYNHU JOMIBJIHUTCIIHA
WJIM MOBUIIICHU CTPAaHUYHHA e(beKTH n C"bO6pa3H0 C TOBa TpH6Ba Ja CC CIla3u Iepuon, CBO6OI[€H oT
MNPpUIIaraHeTo Ha TakKMBa BETCPUHAPHOMCIUIIUHCKU ITPOAYKTH, Hali-Manko 24 Jaca npeaun 3aro4BaHe
Ha JICYCHUECTO. HpI/I nepuonaa, CBO60I[€H OT MCIUKaMCHTH, 063.‘16, TpSI6Ba Ja CC B3cMaT NpcABUIL
q)apMaKOKI/IHeTI/I‘IHI/ITe CBOMCTBa Ha MNPOAYKTUTE U3NOJI3BAHU MTPCAN TOBA.

4.9 lo3a ¥ HAYMH HA NPUJIOKEHH e

[TepopanHo mpuIIOKEHHE.

Jla ce mpuara cMeceH C XpaHa WM HalpaBo B ycTara.

Ja ce paskiaria 1o0pe mpenu yrnoTpeoa.

Jla ce n30srBa BEBEXKAaHE HA 3aMbPCSBAHE 110 BpEMe Ha yrnoTpeoa.

Korknu:

Jo3upoBka

IocronepaTrBHa 60JIKa U Bb3NAIECHUE CIICA XUPYPTUYHU IPOLETYPH:

Crnen mbpBOHAYAIHOTO JIEUEHHE C METOKCMKAM MHXKEKIIMOHEH Pa3TBOP 3a KOTKH MPOIBIDKETE
neyeHneTo 24 yaca no-kbcHo ¢ Melosus 0,5 mg/ml nepopainna cycnensust 3a KOTKH B I03UPOBKa Ha
Mmenokcukam ot 0,05 mg/kg TenecHa maca. Ilepopannara mocienBaiia 103a MOXe Ja ce Mpuiiara eIu
'BT JHEBHO (HAa MHTEPBAJIH OT O 24 yaca) 10 MaKCUMyM YETUPU JHH.

XPpOHHYHU MYCKYJHO-CKEJIETHU HapyIICHUS:

[IppBOHAYATHO ce mpuIIara nepopaiHo equHr4Ha a03a oT 0,1 mg menokcukam/kg TenecHa maca mpe3
nbpBuUs AeH. JledeHuero TpsiOBa 1a MPOIBIKY €MH BT AHEBHO Ype3 MEpOpaIHO IpuiIarane (Ha

24 4yacoBU MHTEPBaJIM) Ha OAXbpKaiia go3a ot 0,05 mg menokcukam/kg TeaecHa maca.

Knuanyen otroBop 0OMKHOBEHO ce Ha0JI0AaBa B paMKHUTE Ha 7 JJHU. JICUEHUETO TPAOBa 1a ce
MpeKpaTu Hal-KbCHO ciiel 14 AHM, aKko JIMICBA SIBHO KIIMHUYHO MMOA0OpEHHE.

Hauun n METO HA MPUJIOKCHUE

CYCHCH3I/I$ITa MOXKE [1a C€ Aac C MCPUTCIIHATA CIIPUHIOBKA, ITIOCTABCHA B OIIAKOBKATa. CHpI/IHLIOBKaTa
CC CJlara Ha KallkoMepa Ha 6YTI/IJ'IKaTa 1 MMa CKaJia 3a TCJIICCHOTO TCIJIO B kg, KOATO CHOTBETCTBA Ha
noaabpIKaliara a03a. Taka 3a 3amouBaHe Ha TCpanusTa npe3 NbpBUA [ICH € H€O6XO,I[I/IM JABa IIbTHU
OOoAAbPIKAIINA obeMm.

Ocobeno TpH6Ba Ja CC BHMMaBa 3a TOUYHOCTTA Ha JO3UPAHC. HpenopbanaTa J103a HE Tpﬂ6Ba Ja ce
OpcBUIIIABA.

Mopckn cBHHYeTA:

Jo3upoBka

CrnenonepaTiuBHa 00JIKA U BB3NAICHUE CIIEN XUPYPIUYHU IIPOLIEAYPH:

[IspBOHAYATHOTO JIeUEHUE € eAHOKPaTHA TiepopanHa no3a 0,2 mg Menokcukam/kg TeIecHo Terio B
neH 1 (mpemponepatuBHO). JledeHneTo TpsOBa 1a IPOABIDKY Ype3 MEPOPATHO MPHIIOKEHUE BETHBK

THEBHO (Ha 24-yacoBu mHTEpBam) B 032 0,1 mg menokcukam/kg TerecHo Tero ot aeH 2 10 AeH 3
(cnemonepaTHBHO).



[o mpenienka Ha BeTepUHApHUS JeKap, B OTACIHU CIIydad J03aTa MOKE Il ace TUTPUPA Bb3XOMAMIO J10
0,5 mg/kg. besonacHocTtTa Ha no3u, HagBumasamy 0,6 mg/kg obaue He e oLeHsIBaHa P MOPCKU
CBHHUYETA.

Hauwnn 1 MeTox Ha MPHJIOKEeHHE
CycneH3usaTa MOXKe J1a ce puiiara ChbC CTaHIapTHa clipuHIoBKa 1 ml, pasrpadena cbe ckana B ml u
nenerns mpes 0,01 ml.

Hoza 0,2 mg menokcukam/kg Tenecno Terno: 0,4 ml/kg TenecHo terio
Joza 0,1 mg menokcukam/kg tenecuo terno: 0,2 ml/kg TenecHo terio

Bsemere mairbk chj1 (Harp. yacHa JIbKUYKA) U HAKATeTe B HETO repopaiiHaTa cycrnensust Melosus
(penopbUMTEITHO € Ja J03UpaTe HAKOIKO KallKK IOBeYe 0T Heo0XoauMoTo). M3nomn3saiite
CTaHJIapTHA CIpUHIIOBKA 1 ml, 3a na n3rernure KoamaecTBoTo Melosus ch00pa3HO TENEeCHOTO TErJIo
Ha MopckoTo cBuHue. [Ipmnoxkere Melosus che CIpUHIIOBKATA IUPEKTHO B yCTaTa HA MOPCKOTO
ceunye. [Ipenu cnenpamara ynorpeda H3MHUITE MAJIKKS ChJ C BOJA M TO U3CYIIIETE.

[Tpu MOpcku cBHHYETA HE M3MOI3BaTE CIIPUHIIOBKATA 32 KOTKH ChC cKalia kg-TenecHo Terio.
4.10 IIpeno3upane (CMMNTOMHU, CHEIIHA MEPKH, AHTUIOTH), AKO € He00X0IUMO

MenokcukaM UMa TeCEeH AUaIla3oH Ha JICKapCTBCHA 0e30I1acHOT IIpU KOTKU U KIIMHWYHU IMPU3HALIN HAa
npeao3upaHe MOKE Oa Cce 3a0emexar IIpy CPAaBHUTCIIHO HUCKH HUBA Ha IIPCI03UPaHC.

B cnyqaﬁ Ha OpCA03HMPAHC HCIKCIIAHNUTE PCAKIINU, 00SICHEHHU B TOYKA 46, CC O4YaKkBa Ja 6’[))_IaT I10-
CCPpHUO3HHU U ITO-YCCTH. B cnyqaﬁ Ha Opeao3nupaHe TpSI6Ba Ja C€ 3a11049YHC CUMIITOMAaTH4YHO JICYCHUC.

[Ipenozupanero ¢ 0,6 mg/kg TenecHa Maca MpyU MOPCKU CBHHYETA B MPOIbIDKEHHE Ha 3 JHU,
nociensanu ot go3a 0,3 mg/kg B npoabimkeHue Ha ome 6 THU HE MPeIU3BUKBA HEOIAronpusITHA
peakuuu, xapaktepau 3a Meloxicam. besonacHoctTa Ha 1031, HagBumasamm 0,6 mg/kg obaue He e
OLIGHSIBaHA IIPY MOPCKM CBUHYETA.

4.11 KapeHTeH CPOK /KApEeHTHHM CPOKOBe

He e npunoxxumo.

5. OAPMAKOJOT'MYHU OCOBEHOCTH

®dapmakoTepaneBTUyHa rpyna: [IpoTHBOBB3MATUTENIHU U aHTUPEBMATUYHY NPOAYKTH, HECTEPOUIN
(oxcukamn)
Berepunapnomenuuuncku Anatomo-TepanesruueH Koa: QMO1ACO06

5.1 dapmakoauHAMUYHU CBOKCTBA

MenokcrkaMm e HecTepouaHo mpoTuBoBb3nanutesnto cpeactso (HCIIBC) ot knaca Ha OKCUKaMUTE,
JelicTBaIO Ype3 MHXUOMpaHe Ha CHHTE3a Ha MIPOCTarjaHIuH, IPU KOETO MPOsBsBa
[IPOTUBOBB3NAIUTEIHH, AaHAITCTUYHH, AaHTHEKCYJaTUBHU U aHTUIIMPETUYHU cBolcTBa. HamainsBa
JIeBKOLIMTHATA HHOUITPALMs BbB Bb3MaleHaTa ThbKaH. B mo-manka creneH HHXUOUpa M KoJareH-
MHAynMpaHaTa TpoMOouuTHa arperauus. [IpoyuBanusTa in vitro u in vivo moka3BaT, 4ye MEJIOKCHKaMa
nHXHOMpa nukinookcurenasa-2 (COX-2) B mo-roysiMa CTereH OTKOJIKOTO IUKIIOOKCHUTeHa3a- 1
(COX-1).

5.2 dapmMakOKMHETHYHU 0COOEHOCTH
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Korkm:

AOcopbuus

AKO KHBOTHOTO € ITOJIJIOKECHO Ha TJIaJ] MPU TO3UPAHETO, MAKCUMAITHU TIa3MEHHU KOHIICHTPAITUH Ce
JOCTUTAT MPHUOIM3UTEITHO Clie 3 Yaca. AKO )KHBOTHOTO C€ XPaHHU I10 BpeMe Ha JJO3UPAHETO,
abcopOrusaTa MoXe fa ObJic B M3BECTHA CTETICH 3a0aBeHa.

Pasnpenenenue
CrInecTBYBA JIMHEITHA 3aBUCHMOCT MEX/Ty MPHIIOKEHATa /1032 U HAaOI01aBaHaTa Iia3MeHa

KOHLCHTpAaKud B TCPAICBTUYHUA AUAIIA30H HA JO3UPAHEC. HpI/I6J'H/IBI/ITCJ'IHO 97% OT MEIOKCHKaMa ce
CBBbp3Ba C MJIa3SMCHUTC ITPOTCHUHU.

MeTaboM3eM

Mernokcukam ce OTKpHBa MPEAVMHO B TIa3Mara U ChIO Ce eKCKPETHpa TJIaBHO Upe3 KITbUKaTa,
JIOKAaTO YpPHHATA ChIIbpXkKa CaMO CIEIN OT U3XOJHOTO ChenuHeHne. Mellokcukam ce Metabom3upa Ha
QIKOXO0JI, KUCETTMHEH JICPUBAT M HAKOJIKO MOJISIpHHU MeTabonuTH. [loka3aHo €, 4e BCHUKA OCHOBHHU
MeTabonTH ca papMaKoIOTHYHO HEAKTUBHH.

Enuvmunupane
Menokcrkam ce eMMMHUHKPA C IEPUOJ Ha noypasnaj ot 24 vaca. [Ipubausurenno 75% ot

MMpUIIOKCHATA 103a CC CIIMMUHUPA B U3NPAKHCHUATA, d OCTaTbKBT B YpHUHATA. Hopa)m
HaTOBapBaIlllaTta 103a CTa0MIHO CHCTOSHUE CE J0CTHUra CJICa 2 JHH (48 qaca).

Mopcku cBUHYeTA:
Hsama nanuyum nanHu.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCHUINEHTHTE

Harpues Genzoat

CopOuton

I'munepon

[onmcopbar 80

JBynatpues ¢ocdar nonexaxuapar
CunuuueB IBYyOKHUC, KOJIOUAaIeH 0e3BOACH
XUAPOKCUETHI LIEeTYI103a
JIuMOHEeHa KHCeTMHA MOHOXHU/IPAT
HarpueB nuknamar

Cykpainosa

Apomar Ha aHacoH

Bona, npeuncrena

6.2 OCHOBHH HECHBBMECTHMOCTH
He ca u3zBecTHH.
6.3 Cpox Ha rogHoCT

CpoK Ha rOJHOCT Ha KpaiHUs BETEPUHAPHOMEIULIMHCKU MPOLYKT: 3 TOIUHU
Cpok Ha TOJHOCT el TbPBO OTBApsIHE HA IbPBUYHATA ONAKOBKa: 6 Mecewa

6.4 CrnenuanHu ycja0BHA 32 ChXpaHeHHe HA MPOAYKTA

To3u BETCPUHAPHOMEIANIUHCKHU IMTPOAYKT HE M3MCKBA HUKAKBU CIICHUAIHU YCJIIOBHA 3a CbXPaHCHUE.
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6.5 Bwuau cbcTaB Ha MBPBHYHATA ONIAKOBKA

[onunponuneHosa Oytuika, ceappikama 5 ml, 10 ml wim 25 ml, ¢ Tama, ycroifunBa Ha OTBapsiHE OT
JIella, U TOJMIPONIUIICHOBA MEPUTENIHA CIIPUHIIOBKA.

He Bcrnuku pazmepn Ha onakoBKaTa MOraT Ja ObJar mpeajaraHy Ha rasapa.

6.6 CrenuajaHu MepKH 32 YHHINOKABAHE HA HEM3IOJI3BAH NMPOAYKT MUJIH OCTATHIH OT HEro
Bceku Hensnon3BaH BeTepUHAPHOMEINIIUHCKY POIYKT WM OCTaThIM OT HEro TpsioBa aa Obaat
YHUIIIO’)KEHU B CHOTBETCTBHE C H3UCKBAHUATA HA MECTHOTO 3aKOHOATENICTBO.

7. HNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH

Ostlandring 13

D-31303 Burgdorf
I'epmanns

8. HHPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

EU/2/10/116/007 (5 ml)
EU/2/10/116/006 (10 ml)
EU/2/10/116/004 (25 ml)

9. JATA HA ITbPBOTO U3JJABAHE / IOAHOBSIBAHE HA JIMIIEH3A 3A
YIHOTPEBA

Jara Ha IpPBO M3AaBaHe Ha JIMIIEH3 3a ynorpeda: 21/02/2011

Jlatra Ha mocieHO TOTHOBSBaHE Ha JIMIeH3 3a yroTpeda: 07/01/2016

10. JATATA HA ITIOCJIEJHATA PEJAKIUA HA TEKCTA

[MonpoOHa nHpOpPMAaIKS 32 TO3H BETEPUHAPHOMEIUIIMHCKH TIPOIYKT MOXKE Jla HAMEPHUTE Ha HHTEPHET
cTpanunara Ha EBpomneiickara Arenmus mo Jlekapcrsara http:/www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, JOCTABKA W/NJIN YIIOTPEBA

He e npunoxxumo.
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MNPUJIOKEHMUE 11

IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA
IHAPTUJATA

YCJIOBUSA UJIK OT'PAHUYEHNS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIUA CE 10 IPEJJIATAHETO WM YIIOTPEBATA MY

CTATYC HA MACOK
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A. TIPOU3BOIAUTEJL, OTTOBOPEH 3A OCBOBOKIABAHE HA ITAPTUJIATA

Hme u aJApCC Ha IPOU3BOAMTEIIA, OTTOBOPEH 34 OCB060)K}_'[aBaHCTO Ha NapTUAMTC 34 lT[)O}_'[a)K6a

Produlab Pharma B.V.
Forellenweg 16

4941 SJ Raamsdonksveer
Hunepnanaus

B. YCJIOBUsA NN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIUN CE 10 NPEJJATAHETO NJIX YIIOTPEBATA MY

I[a CC OTIIyCKa CaMoO II0 JICKApCKO MPCAIIMCaHuC.

C. CTATYC HA MIACOK

He e mpunoxumo.
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INPUJIOXKEHMUE II1

ETHKET U JIMCTOBKA
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A. ETUKET
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NHOOPMAIUS, KOATO CE U3IINCBA BBPXY BBHIIIHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Melosus 1,5 mg/ml nepopanna cycneHsus 3a Kydera
MEJTOKCHKaM

2. CbABbPKAHUE HA AKTUBHATAMTE) CYCTAHIUA

Bceku ml cpabpxa:
Menokcukam 1,5 mg

3. OAPMALIEBTUYHA ®OPMA

[Tepopanna cycneHsus

4. PASMEP HA OITAKOBKATA

10 ml
25 ml
50 ml
125 ml

5. BUJOBE )KUBOTHMH, 3A KOUTO E NIPEJHA3HAYEH BMII

Kyuera

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

[lepopanHo mpunoxeHue.
Ha ce paszkiama gobpe npeau ynotpeda
[Ipean ynoTtpeba npoyeTn IMCTOBKATA.

‘ 8. KAPEHTEH CPOK /KAPEHTHH CPOKOBE
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‘ 9. CIHIEHUAJIHA IPEAYTIPEXJIEHUA, AKO E HEOBXOIUMO

| 10. CPOK HA FOJIHOCT

EXP {mecen/ronuna}
Cren oTBapsiHe [a ce M3I0JI3Ba B paMKHUTE Ha 6 Mecena

11. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

12. CHEHLOUAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIN OCTATBHIHU OT HET'O, AKO UMA TAKUBA

yHI/IH.IO)KaBaHC: Hpe):m yHOTpe6a MNpoYCTH JIMCTOBKATA.

13. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO "
YIHOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUTITMHCKA yHOTpe6a. I[a CC OTIIYCKa CaMO I10 JICKAPCKO MpPCANMCaHucC.

14. HAJIMUCHT “JA CE CBXPAHSABA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJied OT Iorjeaa U1 Ha HCAOCTHIIHU 3a ACIa MCCTA.

15. HUME U IIOCTOSHEH AJJPEC HA TIPUTEXATEJIA HA JIMHEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I'epmanus

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/10/116/005 10 ml
EU/2/10/116/001 25 ml
EU/2/10/116/002 50 ml
EU/2/10/116/003 125 ml

‘ 17. NAPTHUJEH HOMEP

Lot {nomep}
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MUHHUMYM HHOOPMADIMSA, KOATO TPABBA JJA BBJE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CBABPXAT EAUHUYHA J103A

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Melosus 1,5 mg/ml nepopaina cycneHsus 3a Ky4dera
MEJTOKCHKAM

2. KO/IMYECTBO HA AKTUBHATAMTE) CYCTAHIIUA (M)

Menokcukam 1,5 mg/ml

3. CbABPXKAHUE CIIPSIMO MACA, OBEM WA BPOM HA EJJMHUYHUTE 103U

10 ml
25 ml
50 ml

‘ 4. HAYUHM) HA ITPUJIOKEHUE

IMepopaiiHo MpUITOKEHHE.
Ja ce paskiaria qo0pe mpenu yrnoTpeoa.

‘ 5. KAPEHTEH CPOK

‘ 6. MHAPTUJAEH HOMEP

Lot {nomep}

| 7. CPOK HA TOJIHOCT

EXP {mecen/ronuna}
M3M0J3BaiTe MpEeH. ..

‘ 8. HAJINMUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUTITMHCKA yHOTpe6a.
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HHOOPMAIMS, KOATO CE NU3IIMCBA BBPXY IITBPBUYHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Melosus 1,5 mg/ml nepopaina cycneHsus 3a Ky4dera
MEJTOKCHKAM

2. CbABPKAHUE HA AKTUBHATAMTE) CYCTAHIUUAM) U EKCOHUIIMEHTUTE

Menokcukam 1,5 mg/ml

3. GOAPMALNEBTUYHA ®OPMA

[Tepopanna cycneHsus

4. PASMEP HA OITAKOBKATA

125 ml

5. BUJOBE JKUBOTHMU, 3A KOUTO E NPEJHA3HAYEH BMII

Kyuera

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJI 1 HAYUH HA NTPUJIOKEHUE

IepopaiiHo mpUIOKEHHE.
Ja ce paskiaria qo0pe mpenu yrnoTpeoa.
Ipeau ynoTpeda mpoyeTH JTMCTOBKATA.

‘ 8. KAPEHTEH CPOK /KAPEHTHH CPOKOBE

‘ 9. CIHEHUAJIHU MPEAYTIPEXJIEHUA, AKO E HEOBXOINMO

[Ipeau ymoTpeba mpoyeTH JIMCTOBKATA.
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| 10. CPOK HA TOJIHOCT

EXP {mecen/ronuna}
M3M0J3BalTe Mpe. ..

11. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

[Ipeau ymoTpeba mpoyeTH JTMCTOBKATA.

12. CHENOUAJIHAU MEPKHU 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIN OCTATBHIU OT HET'O, AKO UMA TAKUBA

[Ipean ymoTpeba mpoyeTH JTUCTOBKATA.

13. HAIAIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO "
YIHOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUTITMHCKA yHOTpe6a.

14. HAJIIMUCHT “JA CE CBXPAHSABA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajied OT Iorjeaa U Ha HCAOCTHITHU 3a ACIa MCCTaA.

15. HUME U TIOCTOSHEH AJIPEC HA TIPUTEKATEJIA HA JIMIEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH, ['epmanus

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/10/116/003 125 ml

‘ 17. NAPTHUJEH HOMEP

Lot {nomep}
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NHOOPMAIUS, KOATO CE U3IIMCBA BBPXY BHBHIIIHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA ITIPOAYKT

Melosus 0,5 mg/ml nmepopaiHa cycrieH3us 3a KOTKH 1 MOPCKH CBHHYETA
METOKCHKaM

2. CbABbPKAHUE HA AKTUBHATA(MTE) CYCTAHIUA

Bceku ml cpappxa:
Menokcukam 0,5 mg

3. GOAPMALNEBTUYHA ®OPMA

[Tepopanna cycneHsus

4. KOJIMYECTBO B EJHA OITAKOBKA

5 ml
10 ml
25 ml

‘ 5. BUJOBE JKUBOTHMH, 3A KOUTO E NPEJHA3HAYEH BMII

Kotku n MOPCKH CBUHYCTA.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJI 1 HAYUH HA NTPUJIOKEHUE

IepopaiiHo mpUIOKEHHE.
Ja ce paskiaria qo0pe npenu yrnoTpeoa.
Ipeau ynoTpeda mpoyeTH TUCTOBKATA.

‘ 8. KAPEHTEH CPOK /KAPEHTHHU CPOKOBE
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‘ 9. CIHEHUAJIHU MPEAYTIPEXJIEHUA, AKO E HEOBXOINUMO

| 10. CPOK HA FOJIHOCT

EXP {mecen/ronuna}
Cren oTBapsiHe Ja ce M3II0JI3Ba B paMKHTE Ha 6 Mecena.

11. CHENUWAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHENOUAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIA OCTATBHIU OT HET'O, AKO UMA TAKUBA

yHI/IH.IO)KaBaHC: HpeI[I/I yHOTpeGa MMpOYCTH JIMCTOBKATA.

13. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO "
YIHOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUTITMHCKA yHOTpe6a. I[a CC OTIIYCKa CaMO I10 JICKAPCKO MpPCANMCaHucC.

14. HAJIMUCHT “JA CE CBXPAHSABA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJied OT Iorjeaa U1 Ha HCAOCTHIIHU 3a ACIa MCCTA.

15. HUME U IIOCTOSHEH AJJPEC HA TIPUTEXATEJISAA HA JIMIEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I'epmanus

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/10/116/007 5 ml
EU/2/10/116/006 10 ml
EU/2/10/116/004 25 ml

‘ 17. NAPTHUJEH HOMEP

Lot {nomep}
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MUHHUMYM HHOOPMAIMSA, KOATO TPABBA JJA BBJAE U3IIMCAHA BBPXY MAJIKA
OIMAKOBKMU BMII, KOUTO CBABPXAT EAUHUYHA J10O3A

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJININUHCKUA ITPOAYKT

Melosus 0,5 mg/ml nmepopaiHa cycrieH3us 3a KOTKH 1 MOPCKH CBHHYETA
MEeTOKCHKaM

2. KOJIMYECTBO HA AKTUBHATAMTE) CYCTAHUUSAN)

Menokcukam 0,5 mg/ml

3. CbABPXKAHUE CIIPSIMO MACA, OBEM WX BPOM HA EJJMHUYHUTE 103U

5 ml
10 ml
25 ml

4. HAYMH HA ITPUJIOKEHUE

[lepopanHo mpuoxeHue.

‘ 5. KAPEHTEH CPOK /KAPEHTHH CPOKOBE

‘ 6. HAPTUJAEH HOMEP

Lot {nomep}

| 7. CPOK HA TOJIHOCT

EXP {mecen/ronuna}
M3M0J3BaiiTe MpeH. ..

‘ 8. HAJINMACDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUTITMHCKA yHOTpe6a.

24



B. JMCTOBKA
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JIMCTOBKA:

Melosus 1,5 mg/ml nepopanna cycneH3us 3a Ky4dera

1. UME U IOCTOSHEH AJPEC HA IPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHHU

[IputexaTen Ha IUIEH3a 3a yoTpeba:
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I'epmanus

[Ipou3BoauTel, OTTOBOPEH 3a 0CBOOOKIaBaHE Ha MAPTHAATA:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

Hunepnanaus

2 HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Melosus 1,5 mg/ml nepopanna cycneHsus 3a Kydera
Menokcukam

3. CbABbPKAHUE HA AKTUBHATA(MTE) CYBCTAHIUAMMNW) U EKCHUITMEHTA

(UTE)
AKTHBHA cyOCcTAHIMSA:
Menokcukam 1,5 mg/ml
Excuunuenr:
Harpues Genzoat 1,75 mg/ml

4. TEPAIIEBTUYHU ITIOKA3AHUSA

OO6ekyaBaHe Ha BH3MAICHUETO U HaMalIIBaHe Ha OOJIKaTa KaKTo IIpu OCTPHU, TaKa U IPpHU XPOHUIHU
MYCKYJHO-CKCJICTHU HAPYIICHUS ITPHU Ky4dCTa.

5. NPOTUBOIIOKA3AHUA

[a He ce npuiiara npu OpeMeHHH U JaKTHPALIH KUBOTHH.

Jla He ce u3noN3Ba NpU Ky4yeTa, CTpaJally OT FaCTPOUHTECTUHAIHH CMYIIEHHSI KaTo Bb3NAJICHUE U
XeMoparusi, HapylleHa YepHOAPOOHa, chpaeyHa Wik ObOpeyHa QyHKIMA U XeMOParnyHy HapyLIeHUsI.
Ja He ce u3Mn03Ba PY CBPBbXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIUS WM HIKOE OT IOMOLIHHUTE
BEIIECTBA.

Jla He ce U3MoI3Ba NIpU Ky4deTa Ha Bb3pacT Mo 6 CeAMULN.

6. HEBJIATOITPUATHU PEAKITUN
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[onsikora ce cpoOIIaBa 32 TUMTMYHHI HEXXETaHU PEaKIMU Ha HECTEPOUJHH NPOTHBOBB3MAINTETHH
cpeacta (HCIIBC) karo 3ary0a Ha aneTuT, MOBpbIIAHEe, AUAPUs, CKPUTO OTIEISHE Ha KPbB B
U3MpaXHEHUTa, anaTs 1 ObOpeyHa HeocTaTbYHOCT. B MHOTO penKy ciydau ca AOKJIaABaHU
XeMOoparuiHa JAuapus, XxemareMmesa, CTOMalIHO-YpEeBHA S3Ba 1 MOBHUIICHN HUBA HA YEPHOAPOOHUTE
EH3UMU.

Te3u HeXkeTaHH PeaKIHU ce ABSBAT OOMKHOBEHO MPe3 ITbpBaTa CeMHUIIA HA JICYCHHE U B IIOBEYETO
CIly4au ca MPEXOJHU U U34e3BaT cjell MPUKITI0YBaHe Ha JISYSEHUETO, HO B MHOTO PEIIKU CIIy4ad MOTaT
na Ob/IaT CEpUO3HY UM (PaTaTHH.

B ciy4aii Ha HeXxenaHu peakiK JEYSHUEeTo TPsOBa 1a ce MPEKpaTH U Ja ce MOThPCU ChBET OT
BETEpUHApEH JIeKap.

UYecroTara Ha HEOJIArONPUATHUTE PEAKIUU CE ONpPeeNs Upe3 cleqHarTa KiacuuKamus:

- MHOTO 4ecTH (roBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, MIPOSBSABAIIN HEOIArONPHUITHU PEAKIINM)

- yectu (oBeue ot 1, HO mo-Maunko ot 10 xuBoTHH Ha 100 TpeTUpaHU JKUBOTHH )

- He yectH (moBeye ot 1, Ho mo-manko oT 10 xuBotHU Ha 1000 TpeTupaHu )KUBOTHH )

- peaxu (moBede ot 1 HO mo-Mainko oT 10 xwuBotHU Ha 10 000 TpeTupaHu )KUBOTHH )

- MHOTO pefkH (1o Manko oT 1 sxuBoTtHO Ha 10 000 TpeTupanu KUBOTHH, BKIFOYATEITHO H30JIUPaHU
CHOOIIICHUS ).

0

AKko 3a0enexuTe HIKaKBU HEOIaronpusTHA PEAKLUH, BKIIOYUTEIHO U TAKMBA, KOUTO HE €A ONHCAHU
B Ta3M JMCTOBKA WJIM MUCJINTE, Y€ BETEPUHAPHOMEIULIMHCKHS IPOAYKT HE paboTu, MOJIs Aa
yBenoMuTe Bamms BeTepruHapeH Jiekap.

7. BUJOBE JKUBOTHU, 3A KOUTO E NPEJHA3HAYEH BMII

Kyuera

8. JO3UPOBKA 3A BCEKHU BU/I ’KUBOTHO, METOJ1 1 HAYUH HA ITPUJIATAHE

IMepopaiHo mpUIOKEHHE.
Jla ce mpuiara mepopaisHo, CMECEH ¢ XpaHa MM HalpaBo B ycTara.
[a ce pazkmama nobpe npeau ynorpeoa.

Jdo3upoBka

H”prOHa‘IaJ'IHO CC IIpuJjiara CAMHUYHA IEpopaiHa J03a OT 0,2 mg MCHOKCI/IKaM/kg TCJICCHA Maca IIpe3
II'bpBUSA ICH. Jleuenwnero ce npoabiKaBa CAWH IIbT JHCBHO YPC3 MCPOPAIHO MMpUIarane (Ha 24 gacoBn
HWHTEpBaJIN) Ha moaabpkama no3a ot 0,1 mg menokcukam/kg TenecHa maca.

3a no-npoaBJDKUTENIHO JIEUEHUE, KOraTo Beue € HaOmogaBal KIMHUYEH OTroBop (cien > 4 nHH),
nozata Melosus MOxke Aa ce peryjvpa 10 Hali-HucKaTa eeKTHBHA MHAUBHIYAIHA 1033, OTPa3sBalKu
(axTa, ye cunara Ha 0OJKaTa ¥ Bb3NAJCHUETO, CBBP3BAHU C XPOHUYHU MYCKYJIHO-CKEIECTHH
HapyLEHNs, MOXeE Ja Ce IPOMEHS C BPEMETO.

MeToa 1 HAYMH HA NPUJIOKEHHE

CycrieH3usiTa MOXe Jja ce laJie ¢ MEpUTEIHAaTa CIpUHIIOBKa Ha Melosus, mocTaBeHa B OIaKOBKATa.
CripuHIIOBKATa ce cllara Ha KalkoMepa Ha OyTHJIKaTa M MMa cKaja 3a TeJaecHaTa Maca B kg, KosTo

CHOTBETCTBA Ha MOJJIbpIKAINATA 703a. Taka 3a 3a[oYBaHe Ha TEPAMUITA MPe3 MbPBHS JICH, ©
HEOOXOJMM J[Ba ITbTH MO IBP KA 00eM.
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Knnanuen OTTOBOp OOHKHOBEHO C€ Ha6moz[aBa B PAMKHUTC Ha 34 JIHH. Jledenuero TpSI6Ba Ja Cce
MpeKpaTn Hall-KbCHO (&) (S 10 JHH, aKO JIMIICBA IBHO KIIMHUYHO 1'[0}_'[06peHI/Ie.

Cuen Besika 103a BbPXBT Ha CIIPHHIIOBKaTa TpsiOBa Ja ce M30bpCcBa U Kanaykara Ha OyTHIIKara Jia ce
3aBMHTBA IUTBTHO 00paTHO. CrIpHHIIOBKaTa TPsiOBa J1a ce ChXpaHsIBa B KAPTOHEHATa KyTHsl MEXITY
ynoTtpeoure.

3a y1a ce m30erHe BhBEXKIAHETO HA BHHIITHM 3aMBbPCHTEIH [0 BpeMe Ha yroTtpeda, 3anasere
MPEI0CTaBEHUTE CIPUHIIOBKH CaMO 3 TO3U MPOAYKT.

9. CBbBBET 3A IPABWJIHO INPUJIOKEHUE

Oco0eHo TpsOBa a ce BHMMaBa 3a TOYHOCTTA Ha JI03upaHe. MoJisi, BHUMATEIIHO ClIe/IBaiTe
MHCTPYKIUUTE HAa BETCPHHAPHHUSI JIEKap.

10. KAPEHTEH CPOK/KAPEHTHHU CPOKOBE

He ce npunoxumo.

11. CHENOUAJIHM YCJIIOBUSA 3A CbXPAHEHUE HA TPOAYKTA
[a ce cpxpaHsiBa fajed OT MOrJeAa U Ha HEJOCTHITHH 32 JIela MecTa.
To3u BeTepMHAPHOMETUIIMHCKY TPOIYKT HE U3MCKBA HUKAKBU CIEIMATHHU YCIOBUS 32 CbXpaHEHHE.

I[a HC CC U3II0JI3Ba TO3U BECTCPUHAPHOMEANIMHCKN NPOAYKT CJICA U3THUYaHC CPOKAa HA 'OJHOCT,
IMOCOYCH BbPXY KAPTOH U q)HaKOH (&) (S} EXP. CpOK’LT Ha TOAHOCT OTTOBaps Ha NOCICAHUA NICH OT
TO3U MECCII.

CpOK Ha TOAHOCT CJICA IBbPBOTO OTBAPAHC HA OIIAKOBKATa: 6 Mecena.

12. CHELOUAJIHU NPEAYHOPEXJIEHUSA

CrielmaliHy Ipeana3Hu MepKU TPy yrnorpeoda:

Ja ce nzbsrBa ynorpedara npu BCSIKO JEXUAPATHPAHO, XUTTOBOJICMHYHO WIIH XUITOTCH3UBHO
JKUBOTHO, ThI KaTO CHILECTBYBA MOTCHIIMANIEH PUCK OT MOBUILICHA pEHATHA TOKCUYHOCT.

To3u mpoIyKT 3a Ky4yera He TpsOBa J1a Ce U3IOII3BA MPH KOTKH, Thil KATO HE € MOAXO A 3a yrnoTpeda
pH TO3U BU kUBOTHU. [Ipu koTKH TpsiOBa na ce m3non3sa Melosus 0,5 mg/ml nepopainna cycrieH3us
3a KOTKH.

BDCMCHHOCT W JaKTanusa
I[a HEC CC U3II0JI3Ba IpU 6peMeHHI/I WJIW JIAKTHUPAIU )XUBOTHH.

BsauMosieiicTBrE ¢ APYTH BETEPUHAPHOMEANIMHCKH IPOAYKTH U APYTH (HOPMH Ha B3aHMOJICHCTBHE:
Hpyru HCIIBC, nuyperuny, aHTUKOATyJIaHTH, aMUHOTIIMKO3UIHA aHTUOWOTHIN 1 BEILIECTBA C
rojsiMa CTEIEeH Ha CBbp3BaHE Ha MPOTEHHUTE MOraT Aa A0BEAAT A0 CBBbP3BaHE, a CJISA0BATENHO H 10
TokcnyHH edextr. Melosus He TpsiOBa na ce mpuiiara eqHoBpemMeHHo ¢ aqpyrd HCIIBC nnn
[JIFOKOKOPTHKOCTEPOHIH.

HechBMecTrMoOCTH:
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[IpenmecTBalio TpeTupaHe ¢ NPOTUBOBB3NAINTEIHHN BEIIECTBA MOXKE J]a IPUYHHU AOI'BIHUTETHI
WM TIOBUIIICHH CTPaHUYHH e(eKTH U ChoOpa3HO ¢ ToBa TPAOBa Jia ce Cria3u MepHoA, CBOOOAEH OT
MpUJIaraHeTo Ha TaKMBA BETEpUHAPHOMEIUIIMHCKY MPOAYKTH, Hail-Manko 24 yaca npeau 3arouBaHe
Ha nedenuero. [lpu nepuona, cBoOOIEH OT MeTUKaMEHTH, o0aue, TpsiOBa J1a ce B3eMat IpeABHI
(hapMaKoJIOrHYHHUTE CBOICTBA HA MPOIYKTUTE U3MOJI3BAaHH MIPEIH TOBA.

HDGI[OSHD&HG (CI/IMHTOMI/I, CIICITHU MECPKH, aHTI/LZ[OTI/I):
B cnyqaﬁ Ha Opeao3nupaHe TpSI6Ba Ja C€ 3all09YHC CUMIITOMAaTH4YHO JICYCHUC.

Crenmansy npeanasHy MEpKH 3a JIMIAaTa, TPUIaraiy BeTepUuHapHOMEANIIMHCKNS TPOAYKT Ha
JKUBOTHHTE:!

Xopa c ycranoBeHa cBpbxuyBcTBUTENHOCT KbM HCIIBC TpsiOBa na n30srsaT KOHTAaKT ¢
BETEPHUHAPHOMEANIIMHCKHS MTPOIYKT.

B ciydaii Ha HFHIMAGHTHO MOTTBIIaHEe He3a0aBHO Ja ce MOTHPCH MEANLIMHCKH CHBET, KATO HA JIEKaps
ce MPeJOCTaBU JIMCTOBKATA 3a yNOTpeOa MM €THUKETa Ha MPOIyKTa.

13. CHENUAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIN OCTATBHIU OT HET'O, AKO UMA TAKUBA

BMII ue TpSI6Ba Ja 6’LI[aT HU3XBBPJIIHU C OMTOBU OTIaablM UM OTIIAAHKU BOOU.

[Tonuraiite Bammus BeTepuHapeH ekap KakBo aa npasute ¢ HeHykHuTe BMIIL. Te3n mepku mie
IIOMOTHAT 3a OIla3BaHe Ha OKOJHATA CPEeAa.

14. JATATA HA IOCJIEJHATA PEJAKIUS HA TEKCTA

[Monpo6Ha nHpOpPMAaIKS 32 TO3H BETEPUHAPHOMEIUITMHCKH MIPOIYKT MOXKE J]a HAMEPHUTE HAa HHTEPHET
cTpanunara Ha EBpomneiickara Arenius mo Jlekapcrpara http:/www.ema.europa.eu/.

15. JAOHIBJHUTEJIHA HHOOPMALUA

ByTuika ot 10 ml, 25 ml, 50 ml nim 125 ml.
He Bcuuku pasMepu Ha onmakoBKaTa MOTar Aa ObJaT mpeiaraHy Ha masapa.
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JIMCTOBKA :

Melosus 0,5 mg/ml nmepopaiiHa cycrieH3us 3a KOTKH U MOPCKH CBHHYETa

1. UME U ITIOCTOSSHEH AJIPEC HA TIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHHU

[IpurexaTen Ha IUIEH3a 3a yIoTpeba:
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I'epmanus

[Ipou3BoauTel, OTTOBOPEH 3a 0CBOOOKIaBaHe Ha MAPTHAATA:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

Hunepnanaus

2 HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Melosus 0,5 mg/ml nmepopaiiHa cycrieH3us 3a KOTKH 1 MOPCKH CBHHYETa
Menoxkcukam

3. CbABbPKAHUE HA AKTUBHATA(MTE) CYBCTAHIUA(MN) U EKCHUITMEHTA

(UTE)
AKTHBHA cyOCTAHIMA:
Menokcukam 0,5 mg/ml
Excounuenr:
Harpues Genzoat 1,75 mg/ml

4. TEPAIIEBTUYHU ITIOKA3AHUSA

OOnekuaBaHe Ha JeKa J0 YMCPCHO CHUJIHA TOCTOIICpAaTUBHA 00JIKa U Bh3MAIIEHUETO CJICA XUPYpPruiHu
npoucaypu 1npu KOTKU, Harip. OPpTONCANYHHN OIICpalilvui U XUPYPIUd Ha MCKUTC ThbKaHU.

OO6nekuaBaHe Ha OOJIKaTa U BH3MAJICHUETO IpU XpOHUYIHU MYCKYJIHO-CKCJICTHU HAPYIICHUSA ITPU
KOTKH.

MODCKI/I CBHMHYCTA!
3a o0OllekuaBaHe Ha JIeKa A0 YMEPCHO CHJIHA CJICAOIICpaTUuBHA 60m<a, CBBbp3aHa C Orcpal Ha MCKUTC
TBKHHU, KaTO HAIPpUMEP KaCTpalus Ha MbKKU UHAWBUIU.

5. NPOTUBOIIOKA3AHUA
[la He ce npwiara npu OpeMeHHH U JaKTHPALIH KUBOTHH.

Jla He ce u3non3Ba Npu KOTKH, CTPaJally OT TACTPOMHTECTUHAIHN CMYILEHNS KaTO Bb3MAJICHUE U
XeMoparusi, HapylleHa YepHOAPOOHa, chpaeyHa Wi ObOpeyHa QyHKIMA M XeMOParnyHy HapyLIeHUsI.
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I[a HEC CC U3ITI0JI3Ba NPHU CBPBbXUYYBCTBUTCIHOCT KbM dKTUBHATa CY6CTaHLII/I$I MK HAKOC OT IIOMOIITHUTC
BCIIICCTBA.

I[a HC CC U3II0JI3Ba NPHU KOTKU HA Bb3PACT MO 6 CCAMMUIIN.

I[a HEC CC U3II0JI3Ba IPpHU MOPCKH CBUHYCTA IMOJ 4—Ce).'[MPI‘IHa BB3pacT.

6. HEBJIATOITPUATHU PEAKIIUN

[Ipu kOTKM NOHSIKOTA ce ChOOIIAaBa 3a THIMYHN HEKEJIaHU Peaklui Ha HECTEPOUIHU
npotuBoBb3nanuTentu cpencrsa (HCIIBC) kato 3aryba Ha aneTuT, HOBpbIIaHE, JUAPHs, CKPUTO
OTZEJsIHE Ha KPBB B M3NPAXHEHUTa, anaTug 1 0bOpedHa HegocTaTbuHOCT. B MHOTO peaku citydan ca
JOKJIaJBaHM MOBHULIEHN HUBA Ha YEPHOAPOOHUTE EH3UMH.

Te3u Hexemanu pCaKkuru B MMOBCYUCTO ClIydan Ca NPCXOAHHN U U3YUC3BAT CJIC/ IMPUKIOYBAHC HA
JICYCHUCTO, HO B MHOI'O pCJAKHN ClIydand MOrar aa 6"I)Z[aT CCPpHUO3HHU NI q)aTaJ'IHI/I.

B ciydaii Ha HeXxenaHu peakUH JEYSHUEeTo TPsOBa 1a ce IPEKpaTH U Ja ce MOThPCU ChBET OT
BETEpUHAPEH JIeKap.

UYecToTara Ha HEOJIArONPUATHUTE PEAKIMU CE ONpPeeNs Upe3 cleqHaTa Kiacu(ruKaus:

- MHOTO 4ecTH (oBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, MIPOSBSABAILN HEOIArONPHUITHU PEAKIINH)

- yectn (oBeue ot 1, HO mo-Mauko ot 10 xuBoTHH Ha 100 TpeTHUpaHU KUBOTHH)

- He yectH (moBeue ot 1, Ho mo-manko oT 10 xuBotHU Ha 1000 TpeTUpaHu )KUBOTHH )

- peaxu (oBede ot 1 HO mo-Manko oT 10 xwuBotHU Ha 10 000 TpeTupaHu )KUBOTHH )

- MHOTO pefkH (1o Manko oT 1 sxuBoTHO Ha 10 000 TpeTupanu KUBOTHH, BKIFOYATEIHO H30IUPaHT
CHOOIIICHHUS ).

AKko 3a0enexuTe HIKaKBU HEOIaronpusTHU PEAKLUH, BKIIOYUTEIHO U TAKMBA, KOUTO HE €A OMHCAHU
B Ta3M JIMCTOBKA WJIM MHUCJIHTE, Y€ BETCPUHAPHOMEIUIUHCKHS IPOAYKT HE paboTu, MOJIs Aa
yBenoMuTe Bamms BeTeprHapeH Jiekap.

7. BUJOBE ’JKUBOTHMU, 3A KOUTO E NPEJHA3HAYEH BMII

Kotkun MOPCKH CBHUHYCTA

8. JO3UPOBKA 3A BCEKHU BU/Il ’KUBOTHO, METOJ 1 HAYUH HA ITPUJIATAHE

IMepopaiiHo mpUITOKEHHE.
Jla ce mpuara nepopaigHO CMECEH ¢ XpaHa JIM HamlpaBo B ycTaTa.
[a ce pazkmama nobpe npeau ynorpeoda.

Korknu:

Jo3upoBka

[ocronepaTuBHa 00JIka U Bh3NAIICHUE CIENI XUPYPTHYHH POLEAYPH:

Crnen mbpBOHAYATHOTO JICUCHUE C MEIIOKCHKAM MHKEKIIMOHEH Pa3TBOP 32 KOTKH MPOIBIDKETE
nedeHueTo 24 yaca no-kbcHo ¢ Melosus 0,5 mg/ml mepopanHa cycrneH3us 3a KOTKHA B JO3UPOBKA OT
0,05 mg menokcukam/kg TemecHa maca. [lepopanHaTa mocneaBaiia 103a MOXe Jia ce Mpuiiara eiauH
ITBT THEBHO (Ha MHTEPBAJU OT 110 24 Yaca) 10 MaKCUMYM YETUPH JTHU.

XPpOHHYHU MYCKYJHO-CKEIETHU HapyIICHUS:

[IppBOHAYATHO ce MpuiIara nepopaiHo equHrYHa a03a oT 0,1 mg menokcukam/kg TenecHa maca mpe3
nbpBUs eH. JledeHuero TpsiOBa 1a MPOIbIKY €MH BT IHEBHO Ype3 MEepOpaIHO NpuiIarane (Ha

24 4acoBU MHTEPBaJIM) Ha IOALbpKaia go3a ot 0,05 mg menokcukam/kg TenecHa maca.
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Knuanuen OTTOBOp OOMKHOBEHO C€ Ha6J'IIO)_'[aBa B PaMKHUTC Ha 7 JHH. Jledenuero TpSI6Ba Ja c¢
MIpeKpaTu Hall-KbCHO CIIca 14 JHH, aKO JIMIICBA IBHO KIMHHUYHO HO):[O6peHI/Ie.

MeTO}l N HAYYH HA MPUJI0KCHUE
CYCHCH3I/I$IT3 MOXKE [1a C€ JaAc C MCPUTCIIHATA CIIPUHIIOBKA HA MCIOSUS, IIOCTaBCHA B OIIAKOBKATa.

CrpuHIlOBKaTa ce cilara Ha KamkoMmepa Ha OyTWikKaTa M MMa CKalla 3a TellecHa maca B Kg, KosTo
CHOTBETCTBA Ha MO IbprKaIaTa 103a. Taka 3a 3arl0uBaHe Ha TEPaIvs B IEPBHS JIeH € HEOOXOIUM JIBa
IIBTH MO TbPKAIIUS 00EM.

Cren Besika 103a BBPXBT Ha CIIPUHLIOBKATa TpsiOBa 1a ce M30bpcBa U KaraukaTta Ha OyTuiKara jia ce
3aBUHTBA IUTBTHO 00paTHO. CIpUHIIOBKATa TPsIOBa Jla ce ChXpaHsABa B KAPTOHEHATa KyTHS MEXIY
ynotpeOure.

3a na ce n3berHe BbBEXIAHETO Ha BHHILHH 3aMBbPCUTENHN 110 BpeMe Ha ynorpebda, 3anasere
NPEeI0CTaBEHUTE CIPUHIIOBKH CaMO 3 TO3U MPOIYKT.

Mopcku cBHHYeTA:

Jo3upoBka

CrnenonepaTiBHa 00JIKa U Bb3MAJICHUE CIE XUPYPrUYHHU MPOLEIyPH:

[IbpBOHAYATHOTO JIeueHHE € eqHOKpaTHa nepopanHa 1o3a 0,2 mg Menokcukam/kg TenecHa Maca B JIeH
1 (mpemonepatuBHO). JleueHnneTo TpsOBa Aa NPOIBIDKU UPE3 MEPOPATHO NPUIIOKEHHUE BEAHBK THEBHO
(ra 24-gacoBu nHTepBany) B 103a 0,1 mg menmokcukam/kg TeecHa maca OT JieH 2 10 JieH 3
(cnemomepaTHBHO).

o mpenieHKa H aBeTepUHAPHUS JI€Kap, B OTACIHU CIIydad J03aTa MOXKE Jla € TUTPUPA Bb3XOIAIIO 110
0,5mg/kg. bezomacHoctra Ha mo3u Hay 0,6mg/kg obade He e orleHsIBaHA ITPH MOPCKY CBUHYETA.

Hauun u MeToa HA PHJIOKEHHE
Cycnen3usita MOXe Jla ce 1aBa ChC CTaHJapTHA crpuHIloBKa 1 ml, pasrpadena cbc ckana B ml u

nenenus mpes 0,01 ml.

Hoza 0,2 mg menokcukam/kg Temecra maca: 0,4 ml/kg tenecna maca
Hoza 0,1 mg menokcukam/kg Temecna maca: 0,2 ml/kg Tenecna maca

B3emere ManbK ch1 (Hamp. YacHa THKUYKA) U HAKATIETe B HETO TiepopaHara cycreH3us Metacam
(TIpeTTopBUNTEIHO € Ja T03UpaTe HIKOJIKO KAITKH IToBeUe OT HE00OX0auMOTO). M3mo3Baiite
CTaHJapTHA CIPUHIIOBKA | ml, 3a Ja u3TermTe Konmm4yecTBOTO Metacam ch00pa3HO TenecHara Maca
Ha MopckoTo cBuHYe. [Ipunoxere Metacam chc CIIPUHIIOBKATA JUPEKTHO B yCTaTa HA MOPCKOTO
ceunue. [Ipenu cnenpamara ynorpeda U3MUITE MaJIKUsl ChJT C BOJA M TO M3CYIIIETE.

ITpu Mopcku CBUHYETA HE U3ION3BaiiTe CIIPHHIIOBKATA 32 KOTKH ChC cKana kg-TerecHa maca.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Ocobeno TpH6Ba Ja CC BHHMaBa 3a TOYHOCTTA Ha JAO3HPAHC. MOJ'ISI, BHHUMATCIHO CJ'ICI[BaﬁTC
HUHCTPYKIUUTE Ha BETCPUHAPHUA JICKAP.

10. KAPEHTEH CPOK/KAPEHTHHU CPOKOBE

He ce npunoxumo.

11. CHENUAJIHM YCJIIOBUSA 3A CbXPAHEHHUE HA TPOAYKTA
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I[a CC ChbXpaHsBa AaJicd OT Iorjeaa U1 Ha HCAOCTHIIHU 3a ACIa MCCTaA.

To3u BCTCPUHAPHOMCIUTTUHCKHA MMPOAYKT HC M3MCKBA HUKAKBHU CIICIIUATITHU YCIIOBHA 34 CbXPAaHCHUC.
I[a HC CC U3II0JI3Ba TO3U BETCPUHAPHOMEANIMHCKN NPOAYKT CJICA U3TUYaHC CPOKA HA T'OJHOCT,
IOCOYCH BbPXY KAPTOH U q)HaKOH (&) (S EXP. CpOK’LT Ha TOAHOCT OTTOBaps Ha NOCICAHUA ACH OT

TO3U MECCI.

CpOK Ha TOAHOCT CJICA IBbPBOTO OTBAPAHC HA OIIAKOBKATa: 6 Mecena.

12. CHELOUAJIHU NPEAYHOPEXJIEHUSA

CHGLII/IaJ'IHI/I Opeanassv MEPKH IIpU VHOTDe6a:
I[a ce u30srBa yHOTpe6aTa IIpU BCAKO ACXUAPATUPAHO, XUTTOBOJICMUYHO WIN XUIMIOTCH3NBHO
JKHBOTHO, TBH KaTo ChHICCTBYBA INOTCHIHUAJICH PUCK OT NOBUIIICHA PCHAJIHA TOKCUYIHOCT.

CHCI[OHCD&TI/IBHO OPUITOKECHHUE TTPHU KOTKH U MOPCKH CBUHYECTA!
B cnyqaﬁ 4 CC Haj1ara JOIIbJIHHUTCIIHO oOlleKuyaBaHe Ha 60m<aTa, TpSI6Ba Ja C€ IIOMHUCIIH 3a
AOIIBJIHUTCIIHA TCPpAIus C APYT JICKAPCTBCH MPOAYKT.

XI)OHI/ILIHI/I MYCKYJIHO-CKCJICTHHY HAPYIICHHUA ITPHU KOTKH:
OTFOBOp”bT Ha OBJTOoCpOYHa TCpanunsia TpH6Ba Ja CcC pocicasiBa Ha pEAOBHU MHTCPBAJIA OT
BCTCPUHAPCH JICKAp.

Melosus He TpsOBa ja ce mpuiiara ciej NapeHTePATHO NHKEKTUPaHEe Ha MEITOKCHKaM WIIA BCAKAKBU
npyru HCIIBC, Thit KaTo MOAXOSAIIM CXEMHU Ha AO3UpaHEe 3a TAaKMBA MPOCIEASBAIIM JICUECHUS HE ca
YCTAaHOBEHU IPU KOTKH.

BDGMGHHOCT W JaKTanusa
I[a HEC CC U3II0JI3Ba IIpU 6peMeHHI/I WJIW JIAKTHUPAIU ) XUBOTHH.

BSaHMOHCﬁCTBHC C ApyId BETCPUHAPHOMCAUIMHCKHN IMMPOAYKTH U APYTI' d)OI)MI/I Ha BSaHMOHeﬁCTBHel

Hpyru HCIIBC, nuypeTruny, aHTUKOATyJIaHTH, aMUHOTIIMKO3UIHA aHTUOWOTHIN 1 BEILIECTBA C
rojsiMa CTENEeH Ha CBbp3BaHe Ha MPOTEUHUTE MOTaT a 0BEAAT A0 CBBbP3BaHE, a CJISA0BATENHO H 10
TokcuyHH edextr. Melosus He TpsiOBa na ce mpuiiara eqHoBpeMeHHo ¢ aqpyrd HCIIBC nnn
[IIIOKOKOpTUKOCTeporau. TpsiOBa na ce n30sArBa eAHOBPEMEHHOTO MpUJIaraHe ¢ MOTEHIUAIHO
He(pPOTOKCHYHH BETEPUHAPHOMEIULIMHCKU POIYKTH.

HecnBMecTrMocTH:

HpeﬂH.ICCTBaH.IO TPETHUPAHEC C TPOTUBOBBIMAIIUTCIIHN BEIICCTBA MOXKE J1a NTPUYNHHN OOIIbJIHUTCIIHA
HJIN MMOBUIIICHU CTPAaHUYIHU e(l)eKTI/I n C’L06p33H0 C TOBa TpSI6Ba Ja CC CIla3u Mepuo, CB060}ICH oT
MNPpUIaraHeTo Ha TakMBa BETCPUHAPHOMCAUIIMHCKU ITPOAYKTH, Haii-Mainko 24 Jaca npeau 3aro4YBaHe
Ha JICYCHUCTO. HpI/I nepuonaa, CBO60Z[€H OT MCINKaMCHTH, 063‘16, TpSI6Ba JAa CC B3cMarT NpCABUI
(l)apMaKOJ'IOFI/I"IHI/ITC CBOICTBa Ha MNPOAYKTUTE U3IOJI3BAHU MTPEAN TOBA.

[Ipeno3upane (CUMITOMH, CHIEIIHN MEPKH, aHTUIOTH):

MenokcrukaMm MMa TeCeH Auana3oH Ha JIeKapcTBeHa 0€30MacHOCT MpU KOTKU M KITMHUYHY TpU3HAIN
Ha Mpero3upaHe MOXKe Ja ce 3a0eekaT IPH CPaBHUTEITHO HUCKU HUBA Ha TPEA03UpaHe.

B ciydaii Ha npeno3upane HeXXENaHUTE peakiuy, 00ICHeHH B Touka 6 ,,Hexxenanu peakuun”, ce
OYakBa Ja ObJaT Mo-CepHO3HU M N0-4ecTd. B ciayuail Ha nmpeno3upane TpsiOBa J1a ce 3aro4He
CUMIITOMaTHYHO JIEUEHHE.

[Ipeno3upanero ¢ 0,6 mg/kg TenecHa Maca mpu MOPCKU CBHHYETA B MPOIBJDKCHHE HA 3 JIHH,
rocneaBanu oT no3a 0,3 mg/kg B mpoabbKeHre Ha olle 6 THU He MPeIu3BUKBa HeOIaronpusiTHA
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peakuuu, xapaktepau 3a Meloxicam. besonacnocrTa Ha 1031, HagBumasamm 0,6 mg/kg obaue He e
OLIGHSIBaHA IIPY MOPCKM CBUHYETA.

CrenuanHy OpeAna3Hy MEPKH 3a JINIATa, HpUiaraiy BeTepUuHaApHOMEIMIMHCKUS IPOAYKT Ha
JKUBOTHHTE:!

Xopa c ycranoBeHa cBpbxuyBcTBUTENHOCT KbM HCIIBC TpsiOBa na n30srsaT KOHTAaKT C
BETEPHUHAPHOMEANIIMHCKHS MPOIYKT.

B citydaii Ha HFHIMAGHTHO MOTITBIIaHEe He3a0aBHO Aa ce MOTHPCH MEAULIMHCKH CHBET, KATO HA JIeKaps
ce MPEeJOCTaBU JINCTOBKATA 3a yNOTpeda Uil eTHKETa Ha MPOIyKTa.

13. CHENOUAJIHAU MEPKHU 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIM OCTATBHIU OT HET'O, AKO UMA TAKUBA

BMII He Tps6Ba Aa ObAaT U3XBBPISHU C OUTOBH OTIAABIM WA OTHAIHU BOAU.
[lonuraiite Bammus BeTepuHapeH nekap KakBo Ja npasute ¢ HeHy»HUTe BMII. Te3n Mepku me
MTOMOT'HAT 3a Oa3BaHe Ha OKOJHATA CPeAa.

14. JATATA HA IOCJIEAJHATA PEJAKIUS HA TEKCTA

[Monpo6Ha nHpOpMAaIKS 32 TO3H BETEPUHAPHOMEIUITUHCKH MIPOIYKT MOXKE J]a HAMEPHUTE HAa HHTEPHET
cTpanunara Ha EBpomneiickara Arenius mo Jlekapcrpara http:/www.ema.europa.eu/.

15. JAOHIBJHUTEJIHA HHOOPMALUA

5 ml, 10 ml nam 25 ml OyTunka.
He Bcuukm pazmepu Ha onakoBKaTa MOraT Ja ObJaT mpeajaraHy Ha rasapa.
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