MNPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

Inflacam 1,5 mg/ml nepopainna cycnensus 3a Kyyera

2. KAUYECTBEH U KOJIMMECTBEH CbCTAB
Enua ml ceappika:

AxTHBHA cyOcTaHIUs
Meloxicam 1,5mg

ExcuunuenTu
Hatpues 6enzoat 5mg

3a IBIHUSA CIIMCHK HA €KCIUITNEHTHTE, BIK T. 6.1,

3. DOAPMAIIEBTUYHA ®OPMA

[lepopanna cycnieH3usl.

Cycrien3usi, OLIBETEHA B )KBJIT LIBSIT.

4, KJIMHUYHU JAHHHU

4.1 BupaoBe :KMBOTHM, 32 KOUTO e npeaHasHayen BMII

Kyuera.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPe/ieJIEHH 32 OTAeJIHUTE BU10BE }KUBOTHH

OOnex4aBaHe Ha BH3MAICHUETO W HAMAISIBaHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U TIPU XPOHHYHH
MYCKYJTHO-CKEJIETHH HapYIICHUS [IPH Ky4eTa.

4.3 IIpoTMBONOKA3aHUS

Jla He ce m3noa3Ba Npy OPEMEHHHU U JIAKTUPAIIU Ky4YeTa.

)la HE C€ U3II0JI3Ba IIPH )XUBOTHU, CTpadallld OT TACTOMHECTUHAIHU CMYIICHUA KaTO Bb3MTAJICHUC U
XeMoparus, HapylieHa 4epHoIpoOHa, ChpedHa i ObOpevyHa (yHKIHS U XeMOParudH! HapyIIEHMS.
Jla He ce u3non3Ba IpU CBPHXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS WA KbM HIKOU OT
CKCIUIITMCHTUTC.

[a He ce u3moI3Ba MpU KydeTa Ha Bb3PAacCT MOa 6 CEIMMUIIN.

4.4 ChoeumnajHH MpeANna3sHU MEPKH 32 BCEKM BUJ KUBOTHH, 32 KOUTO € nmpeaHasnayed BMII
Hsma.

4.5 CrpeuuajJHu mpeANa3HU MePKH NMpu ynorpeda

CrieluaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE NPU YIIOTpeOaTa Ha MPOIyKTa

Ja ce n36sTBa ynorpebara nmpu AeXuApaTHPaHU, XUTTOBOJIEMUYHN WIIH XUITOTCH3NBHY KUBOTHH, THI
KaTo CBIIECTBYBA MOTEHIMAJICH PUCK OT peHAIHa TOKCHYHOCT.




To3u POIYKT 3a KydeTa He TPAOBaA Ja ce M3M0JI3Ba MPH KOTKH, Thil KaTO HE € TIOIXO/IAI 3a yIoTpeda npu
TO3M BU XHUBOTHH. [Ipu KoTKH Tpsi6Ba ma ce msmonsea Inflacam 0,5 mg/ml mepopanua cycrensus 3a
KOTKH.

CrielmaiHy Ipena3Hi MEPKH 3a JINIATa, TPHUJIaraiiy BeTepUHAPHOMEIUIINHCKUS TPOAYKT Ha JKUBOTHUTE
Xopa ¢ yCTaHOBEHA CBPBXUYYBCTBUTEIHOCT KbM HECTEPOMIHY MPOTHBOBB3MaauTenuu cpeactea (HCIIBC)

Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.
IIpu cirygaitHo ToTIbIIaHe, He3a0aBHO Ja c€ MOTHhPCH MEAUITMHCKU CHBET, KATO Ha JIEKaps CE MPEI0CTaBH
JIUCTOBKATA WJIM €THKETA Ha MMPOIYKTA.

4.6 HeOnaronpusiTHU peakuuu (41eCTOTA U BA5KHOCT)

[onsikora ce cpoOIIaBa 3a HEOJIATONPHUATHY PEaKUK, THITMYHH 32 HECTEPOUIHH MPOTUBOBB3MNATUTEIIHI
CpeZCTBa, KaTo 3aryda Ha aleTuT, MOBPBIIaHe, TUapusl, CKPUTO OTACISHE Ha KPbB B U3NPAKHECHUSITA,
neraprus 1 ObOpeYHa HeIOCTATHYHOCT. B MHOTO pejiku ciiydau ce cboOIaBa 3a XxeMopariuyHa Juapus,
XeMmaremesa, CTOMAIIHO-YPEBHA S3Ba U MOBHUILICHH YePHOIPOOHN CH3UMHU.

Te3u He6HaFOHpI/I$ITHI/I PEaKIumn CC ABABAT OOMKHOBEHO IIpe3 MmbpBaTa CCAMUIIA HA JICHCHHUE U B ITIOBEUYCTO
ClIydau Ca IMpEXOAHU U U34€3BaT CJICA MPUKIIIOYBAHE HA JICUCHUETO, HO B MHOI'O PEAKU ClIydau Morar Jia
6’LZ[aT CCPUO3HU TN q)aTaJ'IHI/I.

AKO HaCTBIIST HEONMATONIPHUATHH PEAKIINK, JIEUYCHUETO TPsIOBa Jia ce MPEKPaTH | Ja Ce MOThPCH ChBET OT
BETEPUHAPEH JIEKap.

YecToTaTa Ha HEOIArONMPUATHUTE PEAKIINH CE ONPEIETS Upe3 ClIeAHaTa KIIaCH(UKAIIU:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTupanu KUBOTHH, IPOSBIBAIIN HEOIATOTPUSITHHA PEAKIIHH))
- yectH (noBeye ot 1, Ho mo-mainko ot 10 >xuBoTHU Ha 100 TpeTUpaHu KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHH Ha 1000 TpeTupaHH KUBOTHN)

- peaku (moBeue ot 1 HO mo-Maiko oT 10 xuBotHu Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO peakH (1o Mainko ot 1 xuBotHO Ha 10 000 TpeTrpaHu KUBOTHH, BKIIOUUTEITHO U30IMPaHU
CBHOOIICHUS).

4.7 Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JJaKTAallUsl WIM sliilleHOCeHe

be3onacHara ynorpeba Ha BeTepUHAPHOMEIUITMHCKHS TIPOYKT HE € JIoKa3aHa 1o BpeMe Ha
OpEMEHHOCT U JIaKTaIlwsl.

4.8 B3aumopeiicTBHe ¢ APYIr¥ BeTePUHAPHOMEIULMHCKN NPOAYKTH U APyru ¢popmMu Ha
B3auMoOJielicTBHE

Jpyru HECTEpOUTHYU MPOTUBOBB3NAINTEIHN CPEACTBA, JUYPETUIH, AaHTUKOATYJIAHTH,
aMUHOTJIMKO3HUIHA aHTHOMOTHUIIM U BEIIECTBA C TOJIsIMA CTETICH Ha CBHP3BaHE HA IPOTEHHUTE MOTaT Ja
JIOBEJIAT 0 CBBP3BaHE, a CIIEI0BATEHO U 0 TokcuuHn peakiuu. Inflacam we tps6Ba na ce npunara
€HOBPEMEHHO C JPYTd HECTEPOUIHH MTPOTUBOBB3MAIUTEIHU CPEICTBA WITH

TTIOKOKOPTHKOCTEPOUIH.

IIpenmecTtBaio TpeTupaHe ¢ NPOTHBOBB3MAIUTEIHN CPEICTBA MOXKE Ja IPUUNHU JOTBIHUTEITHH WIH
MIOBULICHU HEOJIATONPHUATHU PEakUy U ChoOpa3HO C ToBa TPsAOBa Ja ce cria3u Mepuoll, CBOOOIEH OT
MIpUJIaTaHeTo Ha TaKMBa BETEPUHAPHOMEAMIIMHCKH POAYKTH, Hali-Maliko 24 yaca Mpeau 3aroyBaHe Ha
neuenueto. [Ipu nepuona, cBo0o0AeH OT TpeTupane, odaue, TpsiOBa 1a ce B3eMat NpeABHI
(hapMaKoJOrMYHUTE CBOMCTBA HA BETCPUHAPHOMEIUIIMHCKUTE IPOIYKTH, U3II0J3BaHH IIPEIH TOBA.



4.9 Jlo3a M HAYHH HA MPUJIOKEHUE

[IspBOHAYATTHO ce puIIara eAuHUYHa 1032 oT 0,2 Mg Menokcukam/Kg TenecHa Maca npe3 mbpBUs
neH. JledenueTo TpsOBa 1a IPOIBIDKY €IMH BT JHEBHO Upe3 IMepopaltHo Mpuiiarane (Ha 24 4acoBu
WHTEPBAJIN) Ha moyIbpkaria qo3a ot 0,1 mg memokcukam/KQ TeaecHa mMaca.

[Ipu npoaBIKUTETHO JICUYSHHE C TIPOIYKTA, KOraTo Ob/ie yCTaHOBEHA KIIMHUYHA peaknus (ciex > 4 THH),
nmo3ara Ha Inflacam tps6Ba 1a 6b1€ TOBTOPHO OMpeeeHa CIope T Hal-HUCKaTa MHANBHAyallHA 1034,
oKa3Baria eQexT, MMaiiKy B IPEABUI, Ue CTETICHTA Ha 00JIKA U Ha BH3IMAJICHUETO, CBHP3aHU C XPOHHYHU
MYCKYJTHO-CKEJIETHU 3a00IsIBAaHUS MOXKE J]a BapHpa C TSUCHHUE Ha BPEMETO.

Oco0eHo TpsiOBa Ja ce BHUMAaBa 3a TOYHOCTTA Ha JO3MpaHe.

Paskiramaiite 1o6pe npeau ynorpeba. Jla ce nmpuiara WM CMECCH B XpaHaTa, HJIH JIUPEKTHO B yCTaTa.
CycrieH3usTa MOXe Jia ce Jajie ¢ MepurenHata cnpunioska Inflacam, nocraBena B onmakoBkara.
CrnpuHIIOBKAaTa Ce Cllara Ha KarnkoMepa Ha OyTHIKaTa ¥ MMa CKaja 3a TejiecHaTa Maca B Kg, KosTo
CHOTBETCTBA Ha MoaabpikammaTa go03a (aamnp. 0,1 mg meloxicam/kg temecta maca). Taka, 3a 3aro4BaHe Ha

TCpamuATa npe3 NbpBUAd JI€H € HGOGXO}II/IM ABa IIbTU NMOAAbPrKaAIIA ooeM.

Knmanden otroBop 0OMKHOBEHO ce HaOrOaBa B paMKkuTe Ha 3—4 nHU. JledeHneTo TpsaOBa na ce
npekpaTy Hal-KbcHO cie 10 THU, ako JIHIICBA SIBHO KITMHUYHO MMO100peHue.

U36srBaiiTe 3aMmbpcsiBaHe IO BpeMe Ha U3IM0JI3BAHETO.

4.10 TIpeno3upane (CHMITOMH, CIIEIIHN MEPKH, AaHTHI0TH), AKO € HEOOXOTUMO
B cnyuaii Ha npeno3upane TpsAOBa Aa ce 3a0YHe CUMIITOMATHYHO JICYEHHE.

4.11 KapeHTeH CPOKOBe

He e npunoxumo.

5. D®APMAKOJIOI'MYHU OCOBEHOCTH

dapmakoreparneBTHYHA rpymna: [[poTHBOBB3MANUTETHN W aHTUPEBMATHIHH MTPOTYKTH, HE ChIbPIKAIIH
CTEPOHIH.
BerepunapHomenunnacku Anatomo-Tepanesruuen Kog: QMO1ACO6.

5.1 ®apmakoauHAMHYHU CBOHCTBA

MernokcukaM ¢ HeCTepouaHo poTtuBoBb3nanutento cpeactso (HCIIBC) ot kiaca Ha OKCHUKaMUTe,
JICUCTBAIIIO Ype3 HHXHUOUpaHE HAa CHHTE3a Ha MPOCTArIaHINH, IPH KOETO MPOSsBSIBA
MPOTHBOBB3MATUTEIHN, AaHAITETHYHH, AaHTHEKCYIaTUBHU M aHTUITUPETHYHN CBOMCTBA. HamasBa
JICBKOIIUTHATA HHOHUITPAIMS BbB Bh3MaleHaTa ThKaH. B Mmo-Majika cTeneH ChIlo HHXHOUpa KoJareH-
npean3BUKaHaTa TpoMOonuTHA arperanus. [IpoyuBanusita in Vitro u in Vivo mokassar, 4e MeJTOKCHKaMbT
nHXuOMpa muknookcurenasa-2 (COX-2) B mo-rojsiMa CTereH, OTKOIKOTO

nukinookcurenasa-1 (COX-1).



5.2 ®dapMaKOKHHETHYHH 0COOEHOCTH

Pe3opOuus
MenokcukaMbT ce pe30opOupa HAITBIIHO CIIS IEPOPATHO pUiiaraHe ¥ MaKCUMAJTHU TUIa3MEHU

KOHIICHTPAITUH CE IOCTHUTAT MPHOIU3UTETHO cex 7,5 yaca. KoraTto mpoayKThT ce H3I0JI3Ba CIIOpe]
MPETOPBIAHISI PEXKUM Ha TO3UPOBKA, CTAOMITHO CHCTOSHUE HA IUIA3MEHUTE KOHIICHTPAITUH Ha
MEJIOKCUKaM C€ JOCTUTAT Ha BTOPUS JCH OT JICUCHUETO.

Pasnpenenenue
CrIniecTByBa JIMHEHHA 3aBUCHMOCT MEX/Ty MPUIIOKEHATA J103a M Ha0JII0IaBaHaTa TIa3MeHa

KOHIICHTPAIMS B TEPANleBTHYHMUS JHana3oH Ha qo3upane. [Ipubausurento 97% Ot MeTOKCHKaMa ce
CBBP3Ba ¢ mia3Menure nporenan. O6embT Ha pasmpenenenue e 0,3 1/kg.

MeTtaboau3pM

MeoKCHKaMbT C€ OTKPHBA IPEIUMHO B IJIa3MaTa M ChIIO C€ EKCKPETHPA TJIaBHO Ype3 XKIIbUKaTa, J0KaTo
ypHHaTa ChIbPiKa CaMo CJICIU OT U3XOAHOTO CheIuHEHHE. MEIIOKCHKAaMbT C€ METa00IM3Upa Ha aJIKOXOJI,
KHCEJIMHEH JCPUBAT M HAKOJIKO MOJIIPHA METa0OMUTH. BCHYKY TTIaBHU META0OIMTH Cca IMOKa3aau
(hapMaKoJIOrHuHA HEAKTHBHOCT.

Enumunupane
MenoKkcuKaMbT ce eMMUHHIpPa ¢ IEpUOA Ha moypasnaf oT 24 vaca. [Ipubnusurenno 75% ot

MIPUJIOKEHATA 71034 Ce eNMMUHIPA Ype3 U3NMPAKHEHHUTA, & OCTATHKBT- Ype3 ypuHaTa.

6. OAPMAIIEBTUYHU OCOBEHOCTHU
6.1 CHnucbk Ha eKCUHMIIMEHTHTE

3axapuH HaTpuil

HarpueBa kapOOKCHIMETHII LIETy103a
CwnnyeB IBYOKHC, KOJIOUIaIeH

JInmoHeHa KHCCJIMHA, MOHOXHJIpAT
Cop0OuToJ, pa3TBop

JunatpueB xuaporeH gpocdar noaekaxuapar
Hatpues 6enzoat

Apomar Ha Me

[Ipeuncrena Boaa

6.2 OCHOBHHM HECHLBMECTHMOCTH
He ca u3BecTHH.
6.3 Cpok Ha rogHOCT

Cpok Ha TOJHOCT Ha KpailHUA BETEpUHAPHOMEAUIIMHCKY MPOAYKT: 2 TOANHH.
Cpok Ha TOZHOCT ciie/l MbPBOTO OTBApsiHE Ha MbPBUYHATA ONAKOBKa: 6 Mecela.

6.4. CneuuajHu ycJa0BHUSI 32 CbXpPaHEHHE HA MPOAYKTA

To3u BCTCPUHAPHOMCIUITUHCKHU MMPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHA YCJIOBHUA 3a
CbXpaHCHUC.



6.5 Buau cbCTaB HA MbPBHYHATA ONAKOBKA

15 ml GyTHika OT OJMETUIICH C BUCOKA IUTBTHOCT, YCTOMYMBA HAa OTBAPsHE OT Jela WU MOJIHETHICHOBA
tepedranat Oyruika ¢ ooem 42, 100 nm 200 ml ¢ Tana, ycToiturBa Ha OTBapsiHE OT JieLa U JIBE
HOJIUITPONIMIICHOBH MEPHUTEHUTE CIIPHHIIOBKU: €MH 32 MKy Ky4deTa (1o 20 KQ) u equH 3a mo-rojemu
kyueta (1o 60 kg).

He Bcuuku pazmepu Ha onakoBKaTa MOraT Jja ObJaT NpeAjaraHy Ha rasapa.

6.6 CnenuaJHu MepKH 32 YHUIII0:KABaHE HA HEU3MOJI3BAH MPOAYKT HJIH OCTATHIHM OT HETO
Bcexu Hensnon3BaH BeTEpMHAPHOMEANIIMHCKY IPOAYKT WJIM OCTATBIIM OT HETO, aKO UMa TAKHBa,
TpsiOBa Ja OB/IAT YHUIIOKEHN B CHOTBETCTBHE C U3NCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO.

7. MNPUTEXKATEJ HA JIMLIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Ireland.

8. HOMEPA HA JIMHEH3A 3A YIIOTPEBA

EU/2/11/134/001 15 ml

EU/2/11/134/002 42 ml

EU/2/11/134/003 100 ml

EU/2/11/134/004 200 ml

9. JATA HA IBPBOTO U3JJABAHE / TIOAHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
Jlata Ha TBPBO M3JaBaHe Ha JIMIECH3 3a ynorpeda: 09/12/2011

Jlata Ha TIOCJIEHO MOJHOBSBAHE HA JTUIEH3 3a yrorpeba: 09/11/2016

10. JATATA HA NOCJIEJHATA PEJAKHUAHA TEKCTA

ITompo6Ha uH(MOpMaIHs 3a TO3M BETEPHHAPHOMEIUIIMHCKY TIPOIYKT UMa Ha yebcaiita Ha
EBponeiickaTa arenius no sekapcreata (http://www.ema.europa.eu)

3ABPAHA 3A ITPOJAXKBA, CHABJISABAHE NW/WUJIK YIIOTPEBA

He e npunoxumo.


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

1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUSA ITPOAYKT

Inflacam 20 mg/ml urxekuroHeH pa3TBop 3a roBea, CBUHE M KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enua ml ceaspixka:

AKTUBHA cyOCTaHIIHS
Menokcrukam 20 mg

ExcrinnuenTn
Eranon (96%):  159.8 mg

3a IBIHUA CIIMCHK Ha €KCIUITNEHTHTE, BIK T. 6.1.

3. OAPMAINIEBTUYHA ®OPMA

NHXeKIMoHEeH pa3TBoP.
BucTtbp KXbAT pasTBOD.

4, KIMHUYHU JAHHHA
4.1 BujaoBe JKUBOTHH, 32 KOMTO e MpeanazHayen BMII
T'oBena, cBUHE U KOHE.

4.2 TepaneBTHYHU NMOKA3AHNS, ONIPEAeICHH 32 OTAECTHUTE BUAOBE )KUBOTHH

ToBena

3a ymorpeba Mnpu OCTpU PECIUPATOPHU WHPEKIMH C MOIXOSIIa AaHTHOMOTHYHA Teparus 32 HaMaJIsIBaHe
Ha KIMHUYHHUTE TIPU3HALN TIPU TOBE/IA.

3a ymoTpeba pu quapus B KOMOMHAIIHS ¢ IIepopaiHa pexXuapaTrupaia Tepanws 3a HaMasiBaHe Ha
KIIMHIYHUTE PU3HAIY TIPH TeJIeTa Ha Bb3PAcT HaJ| €lHa CeAMUIIA U MIIai HEJIAKTHPAIIH TOBEa.

Karo nompnHuTETHA TEepanus Npy JICYSHUE HA OCThP MaCTUT, B KOMOMHAIINS C aHTUOMOTHYHA TePAITHSL.
3a obnekyaBaHe Ha MOCTOIIEPaTHBHATA OOJIKA Ciie]] 00e3pOroBsBaHE Ha TEJeTa.

CBuHe

3a ynoTtpeba npu He3apa3HU JABUTATEIIHU HAPYIICHHS 32 HAMAJISIBAHE HA CUMIITTOMUTE Ha KyI[0Ta U
Bb3MaJICHHE.

Karo mombaHMTENHA TEpaItis [IPpH JIEYEHHE Ha IyepIiepaHa CENTHIIEMHS U TOKCeMUs (CHHIPOM Ha
MaCTUT-METPUT-aTaNaKCHsI) C TIOAXO/IAIA aHTHONOTHYHA TEPAITHSL.

Kone

3a ynoTtpeba npu o0JieKuaBaHE Ha BH3MAICHUCTO U HaMaJlsiBaHE Ha OOJIKaTa KaKTO IPU OCTPH, TaKa U MPH
XPOHUYHU MYCKYITHO-CKEIIETHH HAPYIICHUS.

3a HamaysiBaHe Ha 0OJIKa CBBp3aHa ¢ KOJIMKA IIPH KOHE.

4.3 IlpoTuBomokazanus

Bmx cbiio Touka 4.7.



Jla He ce M3MO0II3Ba MPU KOHE 1MoJ1 6 ceIMUYHA Bh3pacT.

Jla He ce M3MOJI3Ba MPU )KUBOTHH, CTPAJIAIIY OT HapyIllIeHa YepHOAPOOHa, ChplieuHa WK ObOpevHa
(hYyHKIUS ¥ XeMOParuyHA HAPYIICHUS WU KBICTO UMa TaHHU 32 YIIIEPOTSHHH raCTPOUHTECTHHATHH
MTOPaXKCHHUS.

[la He ce M3Mo3Ba IPY CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS M HIKOW OT
eKCLUTTUECHTHUTE.

Jla He ce W3MoJI3Ba 32 JICYCHUE Ha TUapus MPH TOBeJa Ha Bbh3pacT oy 1 cenMuna.

4.4 CneuuajJHu MpeANa3HU MEPKH 32 BCEKH B/ ;KMBOTHH, 32 KOUTO € mpeaHaznayed BMII

Tpetupaneto Ha Tenetara ¢ Inflacam 20 munyTH npeau 006e3poroBABaHETO HAMAJISIBA MOCTONIEPATUBHATA
6onka. Camo Inflacam msama ma ocurypu moaxomsio 00e300iABaHe O BpEME Ha IpoleaypaTa 3a
oOe3poropsBaHe. 3a Jja c€ MOIYYH IMOAXOIAII0 00e300IBaHE 110 BpeMe Ha OmeparuaTa, € Heo0X0IuMo
€IHOBPEMCHHO MPUJIaraHe Ha IMOAXO/AI] AaHAITSTHK.

4,5 CoenuajHu Npeana3Hu MepPKH MPH ynorpeoda

CrielnaHy Ipena3Hi MEPKH 3a >KMBOTHHUTE NP YIIOTpebaTa Ha MPOIYKTa

B cnyuail Ha HeOmaronpusATHH Peakiiy, JeYeHNEeTO TPSOBa J1a Ce MPEKpaTH  JIa e MOTHPCH CHBET OT
BETEpPUHAPEH JICKap.

Ja ce n30sTBa ynorpebdaTa mpu MHOTO CHIITHO JCXUAPATHPAHU, XHITIOBOJIEMUYHU WU XUTTOTCH3UBHH
JKUBOTHH, KOWTO M3UCKBAT MMapeHTepaiHa PEXUAPATAINS, Thil KATO ChIIECTBYBA MOTEHIAIEH PUCK OT
peHaIHa TOKCUYHOCT.

B cnyuaii Ha HE3a10BOJIUTEITHO HaMalsIBaHEe Ha OOJIKaTa MPH JICUSHUETO Ha KOJIMKA MPU KOHE, TPsOBa Jia
Ce HaIlpaBU BHUMATETHA MPEOIICHKA Ha TUarHo3aTa, Thil KaTo TOBa MOXKE N1a ObJIe MHANKAITUS 32
HEOOXOAMMOCTTa OT XUPypPrUYHA HHTEPBEHIINA.

CrielmaiHy pena3Hi MEPKH 3a JINIATa, TPUIaraiiy BeTePUHAPHOMEIUIIMHCKUS TPOJAYKT Ha dKUBOTHUTE
MHIMAeHTHO cCaMOMHKEKTUPAaHE MOXE J1a TIPeAu3BHKa O0IKa. X0pa C YCTaHOBEHa CBPhXUyBCTBUTEITHOCT
KbM HecTepouHu npotrBoBb3nanutennu cpeactsa (HCIIBC) TpsOBa na n30srsat KOHTAKT C
BETEPHHAPHOMETULIUHCKHUS TPOAYKT.

[Ipu cnyuaitHO caMOMH)KEeKTHpaHe, He3a0aBHO /1a CE€ MTOThPCH METUIIMHCKH CHBET, KaToO Ha JIeKaps ce
MIPEIOCTAaBH JINCTOBKATA 32 YIOTpeOa MM €THKeTa Ha MPOTyKTa.

4.6 Heb6aaronpusaTHH peakiuuu (4€CTOTA U Ba)KHOCT)

[Ipu mo-manko ot 10% oT TpeTrpaHUTe B KIMHIUYHU MPOYYBAHUS TOBEJIa € HAOI0JaBaHO caMo CJ1abo
BPEMEHHO MMOyBaHe Ha MSCTOTO Ha WHKEKTUPAHE CJIE]] TIOKOKHO MpIJIaraHe.

[Ipu xoHE MOXKeE J]a HACTHIIM BPEMEHHO MOTyBaHE Ha MSICTOTO HA HHXEKTHPAHE, KOETO NMpeMruHaBa 0e3
WHTEPBEHIIUS.

B MHOrO penku ciaydam MoKe Ja BB3HUKHAT aHA(WIAKTOWAM PEAKIMH, KOHUTO MOXE Ja C€ OKaXaT
CEpHO3HH (BKIIOYUTEITHO BOJICIIH 0 CMBPT) U T TPSAOBA A2 OBAAT CHMIITOMATHYHO JICKYBaHH.

YecToTara Ha HEOIArONPUATHUTE PEAKIMU CE OTIPEeNis upe3 cieqHaTa Kiacu(ukamus:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTrpaHu KUBOTHH, IPOSBIABAIIN HEOIATONPUSITHA PEAKITHH)

- yecTH (moBeue oT 1, Ho mo-manko oT 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yectu (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHr Ha 1000 TpeTUpaHH KUBOTHN)

- peaku (rmoseye oT 1 Ho mo-manko ot 10 xuBotHH Ha 10 000 TpeTHpaHu >KUBOTHH)

- MHOTO pefku (1o Mainko oT 1 sxuBoTHO Ha 10 000 TpeTnpaHu KUBOTHU, BKIIOUUTEIIHO U30IHPAHU
CHOOIICHNU).



4.7 Ynortpeba no BpeMe Ha OPeMEHHOCT, JJAKTAIMS WIH siiAlleHOCeHe

T'oBenia v cBHHE
Moske na ce mpuara 1mo BpeMe Ha OpeMEHHOCT U JIAKTaIlHsl.

Komne
Jla He ce mpwtara npu OpeMEHHU U JTaKTHPAIIH KOOWITH.

4.8 B3aumoneiicTBHE ¢ IPYTd BeTEPHHAPHOMEIMIIHHCKY MPOXYKTH U APYru GopMu Ha
B3aHMOJEeHCTBHE

[a He ce mpuara ChBMECTHO C TITFOKOKOPTHKOCTEPOUAH, APYTH HECTEPOUIHH MTPOTHBOBB3MATIUTEITHU
CPEJICTBA WIN aHTUKOATyJIaHTH.

4.9 Jlo3a ¥ HAYMH HA MPUJIOKEHUE

ToBena

EMHOKPATHO MOKOXHO MITM HHTPABEHO3HO MHKEKTHpaHe Ha no3a oT 0,5 mg menokcukam/Kg TenecHa
maca (1.e. 2,5 ml/100 kg Temecna maca) B KOMOMHALINS C AaHTHOMOTHYHA TepAIHs MU C TIepopaHa
pexuapaTHpalia TeParus, CIope ClyJas.

CauHe

EfHOKpaTHO MHTPaMYCKYITHO UHXKEKTHpaHe Ha f03a oT 0,4 mg menokcukam/Kg Terecta maca (t.e. 2,0
ml/100 kg TenecHa Maca) B KOMOMHAIHS C TIOAXOISIA AaHTHOMOTHYHA Tepamist. AKO ¢ He0OX0IUMO,
MMOBTOPHO MpHJIaraHe Ha MEJIOKCHKAM MOXKE Jla Ce HalpaBu ciiel 24 Jaca.

Kone

EnHOKpaTHO MHTPaBEHO3HO MHKEKTHpaHe Ha 103a oT 0,6 mg menokcukam/Kg tenecna maca (t.e. 3,0
ml/100 kg TtenecHa maca).

3a ynotpeba rmpu objeKyaBaHe Ha Bh3MAJICHUETO M HaMallsiBaHe Ha 0OJIKaTa KakTo TP OCTPH, Taka u IPH
XPOHHYHH MYCKYJTHO-CKEJIETHHA HApYIICHHUS, 3a MPOIb/DKABAHE HA JICYUCHUETO MOXKE J1a C€ M3IT0JI3Ba
Inflacam 15 mg/ml nmepopanna cycnensus B 1o3a ot 0,6 mg menoxcukam/Kg TemecHa maca, 24 gaca cien
WHKEKTHPAHETO.

Ja ce n30sTBa KOHTAMHUHAIMS 110 BpeMe Ha yrorpeoa.

4.10 TIpeno3upaHe (CHMIITOMH, CTIEIIHA MEPKH, AHTHIOTH), AKO € He00X0UMO
B cnyuaii Ha npeno3upaHne TpsiOBa Ja ce 3al04YHE CUMIITOMAaTHYHO JIEYEHUE.

411 KapeHTeH cpoKoBe:

T'oBenma
Meco u BbTpeniHu opranu: 15 nau; Misiko: 5 qau

CauHe
Meco u BbTpEIIHH OpTraHu: 5 THH

Kone
Meco u BbTpEIIHH OpTraHu: 5 THH
He ce pa3pemasa ynotpe6a npu )HUBOTHH, YAETO MIISIKO € IIPEeJHA3HAYCHO 32 YOBEIIKA KOHCYMAIIHS.



5. OPAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTeparneBTHUHa rpyna: [IpOTHBOBB3MATIMTEHN U AHTHPEBMATHYHH TIPOTYKTH, HECTCPOUIH
(oxcukamm).
Berepunapuomenuimacku Anatomo-Tepanesruuen Kox: QMO1ACO06

51 dapmakoIUHAMHYHH CBOHCTBA

MeInoKkcuKaM € HeCTepOUIHO IpoTuBoBb3nanutento cpeactso (HCIIBC) ot ki1aca Ha OKCHKAaMHUTE,
JISHCTBAIIO Ype3 UHXUOWpPaHe Ha CHHTE3a Ha MPOCTArIaH/uH, TPU KOETO MPOsBsBa
MPOTUBOBB3NAIUTEIIHYU, AHAJITETUYHH, AaHTUEKCYAATUBHU U aHTUIIMPETUYHU cBoMcTBa. HaMansiBa
JIEBKOITUTHATA I/IH(i)I/IHTpaHI/IH BBHB Bb3IIAJICHATA ThKaH.

B no-manka crerneH MHXMOHUpPa U KOJareH-uHAYIUpaHaTa TPOMOOIIUTHA arperaius. MeloKCUuKaMbT
MIPUTEkKABA CHII0 AaHTHEHJOTOKCUYHHU CBOWMCTBA, 3aIll0TO € YCTAHOBEHO, 4¢ MHXUOMPA MPOAYKIIUATA HA
TpoMOOKcaH By, npeau3BukaHa OT MpHIaraHeTo Ha eHA0TOKCHH Ha E. coli npu Tenera, maktupaiiy KpaBu
Y CBUHE.

5.2 ®apMaKOKMHETHYHH 0COOEHOCTH

Abcopbuus
Cunien enHOKpaTHa MoAKoKHA j103a ot 0,5 mg menokcukam/kg, Cmax croitnoctr ot 2,1 pg/ml u 2,7 pg/mi

ce gocturat cien 7,7 Jaca 1 4 yaca ChOTBETHO IPY MIIAJIN TEJIETA U JAKTHPAIIN KPABH.
Cnen ne uatpamyckynau go3u ot 0,4 mg menokcukam/kg, Cmax croitroct ot 1,9 pg/ml ce nocrura
cien 1 yac npu cBUHE.

Pasnpenenenue
[Toseue ot 98% ot MenokcrukaMa ce CBbp3Ba C IIa3MEHUTE MPOTeHHN. Hall-BUCOKNTE KOHIIEHTpAIIUU Ha

MEJIOKCHKAM C€ OTKPHUBAT B YepHUs Apo0 1 ObOpennTe. CpaBHUTEITHO HUCKH KOHIICHTPAIIMH CE
3a0ems3BaT B CKeJleTHATa MyCKyJIaTypa ¥ Ma3HUHHUTE.

MeTtaboau3pM

MeokcHKaMbT C€ OTKPHBA IPEIUMHO B TU1a3Mara. [Ipu ropeia MeJIOKCHKaMa ChIIO Ce eKCKpeTHpa
[JIaBHO Ype3 MIIIKOTO M JKJIbUKaTa, TOKaTO YPHUHATA ChIbpPKa CaMo CJICAH OT U3XOJHOTO CheAUHEHUE.
[Ipu cBuHE *KIIbUKATA U YPUHATA CHIBPKAT CAMO CJICU OT U3XOJAHOTO CheIMHCHHE. METOKCUKaMBT Ce
MeTa0OoIM3KMpa Ha AJIKOXOJI, KUCEIMHEH JICPUBAT M HAKOJIKO MOJIIPHA MeTa00IuTH. JloKa3aHo €, 4e BCUYKH
OCHOBHHU METa0OJIUTH ca (apMaKOJIOTMYHO HEaKTUBHH. MeTa0oau3MbT IPU KOHE HE € U3CIICBaH.

Enumunupane
MeloKCHKaMbT C€ eTMMUHUPA C TIEpUO Ha rmotypasnaz oT 26 yaca u 17,5 vaca ciief| moaKoXHO

HHKEKTUPaHe ChOTBETHO MPH MJIaId FOBE/A U JIAKTHPAIIU KPaBH.
[Ipu cBUHE Cpea MHTPAMYCKYITHO MpUJIaraHe, MepHoabT Ha CPSIHUS MOAYpas3naj B IiazMaTa €
npuOIM3UTEIHO 2,5 Yaca.

ITpu KOHE cliel HHTPaBEHO3HO HHKEKTUPAHE MEIOKCHKaMa Ce eIMMUHKpPA C KpaeH mojypasmnaj ot 8,5
yaca.

[Ipubnusutentno 50% oT npuoKeHaTa 103a ¢e SIMMUHUPA Ype3 YPUHATA, & OCTAThKBT Upe3
H3IIPAXHCHUATA.

6. OAPMALIEBTUYHU OCOBEHOCTH
6.1 Chnucbk HAa eKCHUIIMEHTHTE

- ETanomn (96%)
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- [Tonoxcamep 188

- Maxkporoia 300

- I'mynu

- Harpues xunpoxcun
- ConHa KUcenTuHA

- Mernymun

- Bona 3a urxkekiuu

6.2 OCHOBHHM HECBLBMECTUMOCTU
He ca u3BecTHH.
6.3 Cpok Ha roaHocT

Cpok Ha TOJHOCT Ha KpailHHUs BETCPUHAPHOMEAMIIMHCKY IPOAYKT: 5 TOUHH.
Cpok Ha TOJHOCT CJIe/ IbPBO OTBAPSIHE HA ITbPBUYHATA ONAKOBKa: 28 JTHU.

6.4 CpoenuajaHHu ycJOBHA 32 CbXpaHeHNe HA MPOAYKTA
To3u BeTepHHAPHOMEAMLIMHCKH MIPOAYKT HE H3UCKBAa HUKAKBH CIICIIMATHU YCJIOBHA 33 ChbXpaHECHHUE.
6.5 BuaucbcTaB HA MBPBUYHATA ONMAKOBKA

Kapronena kytust ¢ 1 6e3uBeren/Hu cThKICH/HH (IakoH/a 32 MHKEKIMH, BCEKH OT KOUTO chabpska 20 ml,
50 ml, 100 ml v 250 ml.

Bceeku (h1akoH € 3aTBOPEH ¢ T'yMEHa 3aIlyliajika U IIOMOMPaH ¢ alyMHHUEBO Karaue.

He Bcruku pasMepu Ha olakoBKata Morar Jia Ob/atT npejjiaraHy Ha rmasapa.

6.6 Cl'lelll/la.]'ll-l](l MEPKH 32 YHUIIOKAaBAaHE HA HEU3IIOJI3BAH MPOAYKT WIHM OCTATBIM OT HEro
Bceku Hensnon3Ban BCTCPUHAPHOMCIUIIMHCKU MMPOAYKT WM OCTAaTbIIU OT HETO TpH6Ba Ja 6’I>I[aT
YHUIIOKCHU B CHbOTBCTCTBUC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. HNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA
EU/2/11/134/005 20 ml
EU/2/11/134/006 50 ml

EU/2/11/134/007 100 ml
EU/2/11/134/008 250 ml

9. JATA HA TBbPBOTO U3JABAHE / TIOJHOBSIBAHE HA JIMLIEH3

JlaTa Ha TBPBO M3JaBaHe Ha JHUIEH3 3a ynorpeda: 09/12/2011
Jlata Ha MOCJIEIHO TIOTHOBsIBAHE Ha JIMIeH3 3a yrnotpeba: 09/11/2016
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10. JATATA HA IIOCJIEJHATA PEJAKIIWA HA TEKCTA

Ho;[po6Ha I/IH(l)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HAa UHTCPHCT CTPAHUIIATA HaA EBpOHefICKaTa
Arennus o Jlekapcrsara (http://www.ema.europa.eu)

3ABPAHA 3A ITIPOJAXKBA, CHABJSIBAHE U/NJIA YIIOTPEBA

He e npunoxxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

Inflacam 15 mg/ml nepopaniHa cycrnieH3ust 3a KoHe

2. KAUYECTBEH U KOJIMMECTBEH CbCTAB
Enua ml ceappika:

AKTUBHa cyOCTaHIIHS
Menokcrukam 15mg

ExcuunuenTu
Hatpues 6enzoatr 5 mg

3a IBIHUSA CIIMCHK Ha EKCIUITHEHTHTE, BIOK T. 6.1,

3. DOAPMAINEBTUYHA ®OPMA

[lepopanna cycneH3usl.

bsna nnu MpbcHO 0s171a, BUCKO3HA, IIEPOPAIHA CYCIIEH3U.

4, KJIMHUYHU JAHHHU

4.1 BupaoBe :KMBOTHM, 32 KOUTO e npeaHasHayen BMII

Kose.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPe/IeJIEHH 32 OTAEJIHUTE BU10BE KUBOTHH

OOnex4aBaHe Ha BB3MAICHUETO U HAMANISIBaHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U TIPU XPOHHYHH
MYCKYJTHO-CKEJIETHA HapyLICHUS TIPH KOHE.

4.3 IIpoTMBONOKA3aHUS

[a He ce mpunara npu OpeMEHHH | JTaKTUPAIIXA KOOWIIH.

[la He ce u3Moa3Ba NpY KOHE, CTPAAAIIHU OT FACTPOMHTECTHHAIHN CMYILIEHHUS, KaTO Bb3MaJIEHUE U
XeMoparus, HapylleHa Y4epHOAPOOHa, ChplieuHa Wik ObOpedHa QyHKIHS U XeMOpParuyHu HapyLIeHUSI.
[a He ce U3MoM3Ba MpU CBPBXIYBCTBUTEIIHOCT KbM aKTHBHATA CyOCTAHIUS WM HAKOU OT
eKCLUTTUEHTHUTE.

[la He ce u3Moa3Ba NpY KOHE MO 6 CeAMUYHA Bb3PacT.

4.4 CrnenuaJiHu npeana3Hu MePKM 3a BCEKU BU/I *KMBOTHH, 32 KOUTO e npeanasHadyen BMII
Hsma.

4.5 CrpeuuaJiHu mpeaAna3Hu MepPKH Npu ynorpeda

CrieluaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE NPU YIIOTpeOaTa Ha MPOTyKTa

Ja ce m3barBa ynorpebarta mpu BCAKO NEXUAPATHPAHO, XUIIOBOJIEMHYHO WIIM XWUIMOTEH3WBHO YXUBOTHO,
THH KaTO CHIECTBYBA MOTEHIMAJIEH PUCK OT ObOpeYHa TOKCUYIHOCT.
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CrenuanaHy OpeAna3Hy MEpKHY 3a JIMIaTa, Npujaraiiyd BeTepUHAPHOMEAUIIMHCKNS IPOIYKT Ha dKUBOTHUTE
Xopa ¢ ycTaHOBEHa CBPbXUYBCTBUTEIHOCT KbM HECTEPOUIHM MPOTHBOBB3NatuTesHu cpenctsa (HCIIBC)

Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.
IIpu cygaitHo morIreIlaHe, HE3a0aBHO N1a C€ MMOTHPCH MEAUIIMHCKN CHBET, KaTo Ha JIeKaps ce MPEa0CTaBU
JUCTOBKATA 32 yIOTpeOa Wil €TUKETa Ha TPOAYKTA.

4.6 HeOnaronpusiTHH peakuuu (4Y€CTOTAa U Ba)KHOCT)

B knmuHMYHM M3NUTBAHMS ca HAOMI0AaBaHU M30JIMPAaHH CIIydau Ha HEONArONpUsITHU PEaKH THITUIHO
acoruupanu ¢ HCIIBC (sieka yprukapus, tuapusi). CAMIITOMUTE ca 0OpaTuMH.

B MHOrO peaku ciyyan ce cro0IIaBa 3a 3ary0a Ha aIfeTuT, JeTaprisi, CTOMAIIHA OOJIKH U KOJIUT.

B mHOro penku ciydan MoXKe 2 Bb3HUKHAT aHA()MIAKTOMON PEAaKLWH, KOMUTO MOXE Ja CE OKaxar
CEpUO3HU (BKIIIOYHUTEITHO BOJIEIIN IO CMBPT) U T TPsiOBa Jla ObJIaT CUMIITOMATHYHO JICKYBaHU.

AKO HACTBIIAT HEOJATONPUATHH PEaKIMU, TPAOBA Jla MPEKPATUTE JICYCHHETO M Jia IOTBPCHUTE CHBET OT
BETEPUHAPEH JIEKap.

YecToTaTa Ha HEOIArONPUATHUTE PEAKLIUH CE ONPEAENI Upe3 ClieHaTa KIIaCU(HUKALH:

- MHOrO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSABAILN HEOJIATONPUSTHU PEaKLUN)

- yectH (oBeue oT 1, HO mo-manko oT 10 xuBoTHH Ha 100 TpeTHUpaHU KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1000 TpeTHpaHu KUBOTHH)

- penku (oeue ot 1 HO mo-Manko oT 10 xuBotHU Ha 10 000 TpeTHpaHU KUBOTHH)

- MHOTO pefku (1o Manko oT 1 xuBoTHO Ha 10 000 TpeTnpaHu KUBOTHH, BKIFOUUTEITHO H30IHPAHU
CHOOIIICHHU).

4.7 Ynorpe6a mo BpeMe Ha OpeMEHHOCT, JIAKTAI[US WIH sTiilleHOCeHe

JlabopatopHuTe pOYYBaHUS [IPY TOBEIA HE TIOKA3BaT HUKAKBH JaHHH 33 TEPATOr€HHOCT,
(heTOTOKCHYHOCT WJIM TOKCHYHOCT 3a Maiikata. Hsima cpOpanu nanHu 3a xoHe. Ilo Ta3u mpuumHa He ce
IIperopbUBa NpUIaraHeTo Mo BpeMe Ha OPEMEHHOCT U JIAKTalHs.

4.8 BzaumopeiicTBHE ¢ IPYTd BeTEPUHAPHOMETUIIHHCKY MPOXYKTH U Apyru GpopMu Ha
B3aHMoOJeHCTBHE

I[a HE CC Ipujiara CbBMECTHO C T'NIIOKOKOPTUKOCTCPOUIU, APYTU HECTCPONUIHU TPOTHUBOBH3INAIUTCIIHA
Cp€acTBa NN aHTUKOAIr'yJIaHTH.

4.9 Jlo3a M HAYMH HA NPHUJIOKEHUE

Jla ce mpuiiara CMECeH ¢ XpaHaTta WM AMPEKTHO B ycTata B 103a oT 0,6 mg/kg TenecHa maca, €IMH BT
JTHEBHO, 10 14 mHu. B ciydaif, ye MpoayKTHT C€ CMECBA C XpaHa, TOW TpsOBa Jia ce MPUOAaBH KbM MAaJIKO
KOJIMYECTBO XpaHa MPeJIH XpaHESHE.

CycrieH3usta TpsiOBa Ja ce ajie ¢ MepUTEIHATa CIIPUHIIOBKA, IIOCTaBEHA B ONIAKOBKATA.

CripuHIIOBKAaTa ce ciiara Ha OyTuikara u uma ckama ot 2ml.

Ja ce paszknama no0pe npenu ynorpeoda.

Crnen mpunaraHe Ha BeTEPHHAPHO-MEIHIIMHCKUS MPOIYKT 3aTBOpeTe OyTHIKATa C KaradkaTa, H3MHUiTe
MEpUTEIHATA CIIPUHIIOBKA C TOILJIA BOJIA U 51 OCTABETE J1a CE U3CYILH.

Jla ce u30sTBa BHBEKAAHE HA 3aMBPCSIBAHE 110 BpeMe Ha yrnoTpeoda.
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4.10 Ilpeno3upaHe (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), AKO € HE00X0IHMO
B cnyuyait Ha npeno3upane TpsAOBa Ja ce 3al0YHe CHMIITOMATUYHO JICUCHHE.
4.11 KapeHTeH CpOKOBe

Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce pa3pemasa 3a ynorpe6a 1npu »KMBOTHHU, YMETO MIIIKO € [IPEHA3HAYEHO 33 YOBEIIKA KOHCYMAaIUs.

5. DPAPMAKOJIOI'MYHUA OCOBEHOCTH

dapmakorepaneBTHYHA rpymna: [I[poTHBOBB3MANIUTETHN U aHTUPEBMATHYHU MTPOIYKTH, HECTEPOUIN
(oxcHKaMHu).
Berepunapaomenunacku Anatomo-TepanesrudeH Koga: QMO1ACO06

5.1 dapmakoaMHAMMYHHU CBOIiCTBa

MenoKCHKaMbT € HECTEPOUIHO MPOTHBOBB3ManuTenHo cpeactBo (HCTIBC) oT kiaca Ha OKCHKaMUTE,
JeicTBaIlo Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTarjaHuH, IIPH KOETO MPOsBsBa
MIPOTHUBOBB3NAIMTEIHN, AHAJITETUYHN, AHTUEKCYIaTUBHU U aHTUITUPETHYHH cBOMCTBa. HamamnsBa
JICBKOLIMTHATA HHOUITPAIMS BbB Bh3MaleHaTa ThKaH. B mo-mainka crerneH HHXuOupa U KoJareH-
WHYIIUpaHaTa TPOMOOIHUTHA arperalys. MeloKCHKaMbT MPUTEXKaBa ChI0 aHTHEHIOTOKCUYHU CBOKCTBA,
3aI[0TO € YCTAHOBEHO, Y€ MHXUOMpa MPOAYKIHUITA Ha TpOMOOKcaH B2, mpenu3BukaHa OT HHTPaBEHO3HOTO
npuiaraHe Ha eHa0TokcuH Ha E. coli mpu Ternera u cBuHe.

5.2 ®apMakoKHHETHYHH 0CODEHOCTH

AOGcopOrus
Korato npoxyKThT ce U3MoI3Ba CIIOpe T MPeophbYaHus PeXKUM Ha J03UpaHe, IepoparHaTa OMOHATHYHOCT

e npuoim3utenHo 98%. MakcuMaHU TUIa3MEHU KOHIIGHTPAIIUHU CE IOCTUTAT MPHOJIM3UTENHO cliel 2-3
gaca. @akTopbT Ha akymynamus ot 1,08 mpeamnonara, ye MeJIOKCHKaMa He ¢€ aKyMyJIHpa, KOTaTo ce
npuiara eXXeJHeBHO.

PasnpeneneHue
[Ipubnuzutentno 98% oT MenOKCcHKaMa ce CBbP3Ba C Ta3MeHuTe nporenHu. O0eMbT Ha pa3npeaesieHue e

0,121/kg.

MeTtaboan3sm

MeTabou3MBbT € Ka4eCTBEHO T0/100EH MPH ILTHXOBE, MUHU MPACEHIIA, XOpa, TOBE/Ia U CBUHE,

Brrpeku, ue KOMU4eCTBEHO ChINECTBYBAT PA3NIUKY. | TaBHUTE METAOOIUTH OTKPUTH MIPH BCUYKU BUIOBE

ca 5-XHUAPOKCHU- U 5-KapOOKCHU-METa0OJUTHTE U OKCATHI-METa00IUTHT. MeTa00IM3MbT IIPHU KOHE HE €
u3ciesBad. JlokasaHo e, ue BCHYKH OCHOBHU METa0OJIMTH ca (papMaKoJIOTHYHO HEAKTUBHHU.

Enumunupane
MenokcukambT ce eIMMUHUpPA C KpaeH noJypasmnaj ot 7,7 Jaca.

6. OAPMAIIEBTUYHHU OCOBEHOCTHU
6.1 CHnucbk Ha eKCUMIIHEHTHTE
3axapuH HaTpHA
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HatpueBa kapOOKCHIMETHIT IETYI032a
CununueB IByOKHC, KOJIOUIATICH

JluMoHeHa KuCcenHa, MOHOXHIPAT
Copburodn, pa3TBop

JwunatpueB xumporeH ¢ocdaT goaeKaxuapaT
Harpues 6en3oar

Apomar Ha MeJ

IIpeuncrena Bosa

6.2 OCHOBHHU HECHBMECTHMOCTH

He ca u3BecTHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUA BeTEpUHAPHOMEAUIIMHCKY IPOAYKT: 3 TOJUHH.
Cpok Ha TOJHOCT cIe IbPBO OTBApsIHE HA MbPBUYHATA ONTAKOBKa: 3 Mecera.

6.4. CrnenuajJHu ycJ0BHUS 32 CbXpaHeHHE HA MPOIYKTA
To3u BeTepUHAPHOMEIULIMHCKH MIPOAYKT HE H3UCKBA HUKAKBH CIICLIMATHU YCJIOBHS 32 ChbXpaHEHHUE.
6.5 BuaucbcTaB HA MBPBUYHATA ONIAKOBKA

ByTuika oT moareTHIIeH ¢ BUCOKA IIBTHOCT, Chabpikara 100 ml wim 250 ml, ycroiiurmea Ha OTBapsiHe OT
Jlela ¥ TOJUTIPOITMIICHOBA MEPUTETHA CTIPUHITOBKA.

He Bcuuku pa3MEpu Ha OIMAKOBKATa MOraT aa 6I>,Z[aT npeajiaranv Ha 1masapa.

6.6 CroenmajaHu MepKH 32 YHUII0’KABAHE HA HEM3MOJI3BAH MPOAYKT WUJIH OCTATHIN OT HET0
Bceku HEn3no3BaH BETEPUHAPHOMEAUIIMHCKU TPOIYKT WIIM OCTAThLU OT HETO Tp516Ba na oOpnar
YHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/009 100 ml

EU/2/11/134/010 250 ml

9. JATA HA TBbPBOTO U3JABAHE / TIOJHOBSIBAHE HA JIMIIEH3

Jlata Ha TBPBO M3aBaHe Ha JHUIEH3 3a ynorpeda: 09/12/2011
Jlata Ha MOCJIEIHO TIOTHOBsIBAHE Ha JIMIIeH3 3a yrotpeba: 09/11/2016
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10. [JATATA HA MOCJIEAHATA PEJAKLHUS HA TEKCTA

Ho;[po6Ha I/IH(i)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HAa UHTCPHCT CTpAHUILIATA HaA EBpOHefICKaTa
Arennus o Jlekapcrsara (http://www.ema.europa.eu)

3ABPAHA 3A ITIPOJAXBA, CHABJSIBAHE U/NJIA YIIOTPEBA

He e mpunoxumo.
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1. HAMMEHOBAHHME HA BETEPUHAPHOMEJIULWHCKUSA TPOAYKT
Inflacam 1 mg ta0nerku 3a IbBUEHE 3a KydyeTa

Inflacam 2,5 mg TaGneTku 3a 1bBYEHE 3a KydyeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna tabneTka 3a IbBYEHE ChAbPIKA:

AxTHBHA cyOCcTaHIIUS

Menokcukam 1mg
Menokcukam 2,5mg

ExcrmnuenTy:

3a IBIHUA CIIMCHK Ha €KCIUITNEHTHTE, BIK T. 6.1,

3. DOAPMAIEBTUYHA ®OPMA

TaOieTku 3a IHBYEHE.

briemo BT TaONETKH 3a THBUCHE C €AHA Pa3ICIUTEIIHA JIFHISL.

TabneTkaTa MOXKe 1a ObJIe pa3/ieicHa Ha paBHU I10 TOJIEMUHA ITOJIOBUHM.

4, KIMHNYHU JAHHHA

4.1 Bupaose :KMBOTHHM, 32 KOUTO e npeaHasHayen BMII

Kyuera.

4.2 TepaneBTHYHHU MOKA3AHUSI, ONIPEIEIECHH 32 OTAEJTHUTE BHI0OBE JKUBOTHHU

OObnex4aBaHe Ha BB3MAICHUETO U HAMANsABaHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa M IPU XPOHUYHH
MYCKYJTHO-CKEJIETHU HapyIICHHUS.

4.3 IIpoTruBOmOKA3aHUS

Ja He ce U3non3Ba Mmpu OpeMEHHH U JIAKTHPAIIX KUBOTHH.

Jla He ce U3Mo3Ba MpH Ky4eTa, CTPaAalliy OT TACTOMHECTUHAIHU CMYIIEHHS, KaTO BB3MAJICHUE U
XeMoparus, HapylIeHa YepHoApoOHa, ChpedHa WK ObOpedHa GYHKIHS U XeMOPAarnYHU HapyIICHHS.
[a He ce u3mo3Ba MpU CBPHXUYBCTBUTEITHOCT KbM aKTUBHATA CYOCTAHIIHS FIIA HIKOU OT
CKCIUIITMCHTUTC.

Jla He ce U3MoM3Ba IPH Ky4eTa Ha Bh3pacT Moj 6 ceAMHIMA Bp3PACT win noxa 4 kg Tenecua maca.

4.4 Cneuna.mm npeamnasii MEPKU 3a BCEKH BH/I (KUBOTHH, 324 KOUTO € MIPEeAHA3HAYCH BMII

Hsama.
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45 Cpoeuua/JJHu MpeaANa3sHd MepPKH NMpH ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

Ja ce n36sTBa ynorpedaTa mpu BCAKO ASXUAPATHPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTEH3UBHO YKHBOTHO,
THH KaTO CHIIECTBYBA MOTEHIMAJICH PUCK OT MOBHIIEHa OHOpeuHa TOKCUYIHOCT.

To3u npoayKT 3a Ky4era He TpsAOBa J1a ce U3I0JI3BA MPHU KOTKH, Thi KaTO HE € MOAXOIAII 33 yIoTpeda mpu
TO3U BHUJI )KUBOTHH.

CrenmanHy npeanasHil MEpPKU 3a JIMIATa, IpUaraiy BeTepUHaPHOMENNIMHCKNSA TPOAYKT Ha dKUBOTHUTE
Xopa ¢ ycTaHOBEHa CBPBHXYYBCTBHTEITHOCT KbM HECTEPOHIHH NpoTHBOBB3NanuTenHu cpeactsa (HCIIBC)
TpsiOBa J1a U30ArBaT KOHTAKT ¢ BETEPUHAPHOMEAULIMHCKUSA IIPOIYKT.

[Ipu ciyuaitno morieiiane, He3ab0aBHO Aa ce MOThPCH MEAULIMHCKH CHBET, KATO Ha JIEKaps Ce MPEA0CTaBU
JIMCTOBKATa 3a YHOTpeda Wi €TUKETa Ha MPOAYKTA.

4.6 HeOnaronpusiTHH peakuuu (4eCTOTa U Ba)KHOCT)

IMonsixora ce cpo0mIaBa 3a HEOIATONPHUATHY PEAKINH, THIHYHHU 32 HECTEPOUIHH MPOTHBOBB3NAINTEITHU
CpenCcTBa KaTo 3ary0a Ha aneTuT, MOBPbIIAaHe, AUapHs, CKPUTO OTAEISIHE Ha KPBB B H3NPAKHEHUATA,
netaprus 1 ObOpPeyHa HEe1OCTaTHYHOCT.

B MHOrO peaku ciyyan ce cho0IIaBa 3a XeMOparuyHa Iuapusi, XeMaTeMesa, CTOMAIIHO-YPEBHA 3B U
MIOBHUIICHU YePHOPOOHH CH3UMH.

Te3un HeOMaronpusTHH peakLuy ce sBsIBaT OOMKHOBEHO IPE3 IbpBaTa CEAMHULA HA JICYEHHE U B IOBEYETO
Cllyyad ca MPEeXOJHH U M34Ue3BaT cie]] MPUKIII0YBAHE Ha JICYEHUETO, HO B MHOTO PEIKU CIy4ayd MOrar Ja
ObJaT CEpUO3HU WM (haTaTHH.

AKO HacCTBIIAT HEOIATONPHUATHH PEAKLUH, IPEKPATETe JICUYCHUETO U MOThPCETE ChBET OT BETEPUHAPEH
Jexap.

UecroTaTa Ha HEOIATONMPUATHUTE PEAKIMU CE OTIPEEIIs upe3 cileqHaTa Kiachu(puKaus:

- MHOrO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH, IPOSBSIBAILY HEOIArONPHUATHH PEAKIINN))
- yecTH (moBeue oT 1, Ho mo-manko oT 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-manko ot 10 xxuBoTHU Ha 1000 TpeTUpaHu KUBOTHH)

- penku (moBeue ot 1 HO mo-Manko oT 10 xuBotHU Ha 10 000 TpeTHpaHU KUBOTHH )

- MHOTO pefku (1o Mainko oT 1 sxuBoTHO Ha 10 000 TpeTnpaHu KUBOTHU, BKIIOUHUTEIIHO U30JIHPAHU
CHOOIIICHHU).

4.7 Ynorpe6a no BpeMe Ha OpeMeHHOCT, JTAKTALMS WM sIilieHOCeHe

beszonacnara yHOTpe6a Ha BETCPUHAPHOMEIUIIMHCKUS IIPOAYKT HE € JOKAa3aHa 110 BpEMEC Ha
6peM€HHOCT W JJaKTalus.

4.8 BzaumojeiicTBHE ¢ IPYTrd BeTePUHAPHOMEIMIMHCKH MPOAYKTH U APYru ¢opmMu Ha
B3auUMoOJeHcTBHE

Jpyru HECTEpOUIHH MPOTUBOBB3NAIMTEIIHU CPEICTBA, JUYPETHUIIN, AHTUKOATyJIaHTH,
aMUHOTJIMKO3WTHN aHTUOMOTHIIY U BEIIIECTBA C TOJIsiMa CTETeH Ha CBhp3BaHE HAa MPOTEHHUTE MOTAT J1a
JIOBEJIAT JI0 CBBbP3BaHE, a CiIe0BaTeNIHO U 10 Tokcuunu edektu. Inflacam ue tps6Ba na ce nmpuara
€ITHOBPEMEHHO C JIPYTU HECTEPOUTHU MPOTUBOBB3MATUTEIIHA CPEACTBA WIIH

TIIOKOKOPTUKOCTEPOUIH.

IIpenmecTBaiio TpeTupaHe ¢ MPOTUBOBB3MATUTEIHN BEIIECTBA MOXKE J]a MPUYUHU TOMBIHUTCIHU WIH
MOBUIICHU HEONArONPHUSATHN PEaKIUU B ChoOPa3Ho ¢ TOBa TPsiOBa a ce cras3u Mepuo/], CBOOOEH OT

19



NPUIATraHETO Ha TAKHUBA BETCPUHAPHOMETUIIMHCKH MPOAYKTH, Hail-Mallko 24 Jaca Impeju 3aroyBaHe Ha
nederueTo. [Ipu meproma, cBOO60OIEH OT MEAUKAMEHTH, 00ade, TPSOBa Aa ¢ B3eMaT MPEIBU/T
(hapMaKOJIOTUYHUTE CBOMCTBA Ha BETEPUHAPHOMEIUIIMHCKUTE MPOYKTH, U3IOJI3BAHU NIPEIU TOBA.

4.9 Jlo3a M HAYHH HA MPUJIOKEHUE

[TepBOHaYanHO ce mpuiara equHUYHa g03a ot 0,2 mg menokcukam/Kg TenecHa Maca mpe3 mbpBuUst
JIEH.

JleaenueTo TpA6Ba 1a CE MPOIBIKH €UH ITHT THEBHO Ype3 MEPOpaHO npuiarane (Ha 24 yacoBu
MHTEepBaJIM) Ha oabpxaiia 1o3a ot 0,1 mg menokcukam/Kg TenecHa maca.

Bcska TabneTka 3a npBUeHe ChabPrka 1 mg nmum 2,5 Mg MenoKkcuKaM, KOeTo OTTOBaps HA THEBHATA
OJyIBKaIIa 1034 3a Kyue ¢ Maca Ch0TBeTHO 10 Kg u xyue ¢ maca 25 kg.

Bcska Tabnerka 3a IpBUEHE MOXKE 11a Ce Pas3aenu C e A03uPaHe CriOPe WHANBUIYATHATA TEIECHA Maca
Ha kydero. Inflacam TabneTku 3a qpBUEHE MOKE Ja Ce mpmiarar C win 0€3 XpaHa, T Ca apPOMATH3UPAHHU U
ce npuemar 106POBOIHO OT KYJeTara.

Cxema Ha 103MPAHE HA MO IbPKAIIATA J033:

Tenecna maca Bpoii Tabnetku 3a npBucHe | Mg/kg
(kg) 1mg 2,5mg
4.0-7.0 Y5 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1% 0.15-0.1
35.1-50.0 2 0.14-0.1

Moske na ce momuciu 3a yrnorpeda Ha Inflacam mepopaiiHa cycnieH3us 3a KydeTa 3a OIlle Mo-IPelru3HO
JI03UpaHe. 3a KyueTa, Texally mo-Manko oT 4 kg, ce npenopbusa ynorpedara Ha Inflacam nepopanza
CyCIIeH3Hs 3a Ky4eTa.

Knuanden otroBop oOMKHOBEHO ce HabmoAaBa B paMkute Ha 3—4 nuu. JleuenuneTo TpsiOBa aa ce
MpeKpaTy Hal-KbCHO cief 10 qHu, ako JTUTICBA SIBHO KIMHUYHO MO00peHue.

4.10 Ilpeno3upane (CHMITOMH, CIIEIIH MePKH, AaHTHI0TH), AKO € He00OX0AUMO
B cnyuait Ha ipeno3upane TpsiOBa Ja ce 3arouHe CHUMIITOMATHYHO JIEYCHHE.
4.11 KapeHTeH cpoKoBe

He e npunoxxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH
®apmakoTepareBTHUHa Ipyna: [IpoTHBOBB3NAIUTENHA U AaHTUPEBMATUYHH ITPOTYKTH, HECHABPKAILN

cTepouau (OKCHKaMH).
Berepunapaomenumnmacku Anatomo-Teparnesruuen Kox: QMO1ACO6.
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5.1 ®apmakoauHAMHUYHU CBOWCTBA

MenokCHKaMbT € HeCTepOuIHO NpoTHBOBB3nanuTenHo cpeactso (HCIIBC) ot kiaca Ha OKCUKaMuTe,
JeiicTBaIlo Ype3 MHXHOMpaHe CHHTEe3a Ha MPOCTarjaHuH, IPH KOETO MPOsBsIBa

IPOTHUBOBB3NAIUTEIIHY, AHAJIT€TUYHY, aHTUEKCYJaTUBHU U aHTUIMPETUYHU cBoiicTBa. HamaisiBa
JIEBKOLIMTHATA MHOUITPAIHMS BbB Bh3NaleHaTa ThKaH. B mo-maika creneH chio HHXHOUpa KoJareH-
npenu3BUKaHaTa TpomOonuTHa arperanus. [Ipoy4ysanusra in Vitro u in vivo mokassar, 4e MEJIOKCHKaMbT
uHXHOMpa 1ukiIookcurenasa-2 (COX-2) B mo-royisiMa CTENeH 0TKOIKOTO

uKiookcurenasa-1 (COX-1).

5.2 @apMaKkOKHHETHYHH 0CODEHOCTH

AOcopouus
MenokcuKaMbT ce abcopOrpa HATBIHO CJIe TIEPOPATHO MPHIaraHe i MaKCUMAITHH TTa3MEHU

KOHIICHTPAITUH CE IOCTHUTAT MIPHOIU3UTETHO ciex 4,5 yaca. KoraTto mpoayKThT ce H3I0I3Ba CIIOpE
MPETOPBIAHISI PEXKUM Ha TO3UPOBKA, CTAOMITHO ChCTOSHUE HA IUIA3MEHUTE KOHIICHTPAITNH Ha
MEJIOKCUKAM C€ JOCTUTaT Ha BTOPHS JCH OT JICUCHUETO.

Pasnpenenenue
CrIniecTByBa JIMHEHHA 3aBUCHMOCT MEXTy MPUIIOKEHATA J103a M Ha0JII0IaBaHaTa TIa3MeHa

KOHIICHTPAIMS B TEPANleBTHYHMUS JHana3oH Ha qo3upane. [Ipubausurento 97% OoT MeTOKCHKaMa ce
CBBp3Ba ¢ mia3Menure nporenan. O6embT Ha pasmpenenenue € 0,3 1/kg.

MeTtaboau3pM

MeoKCHKaMBbT C€ OTKPHBA IMPEIUMHO B IJIa3MaTa M ChIIO C€ EKCKPETHpa IJIaBHO Ype3 KIIbUKaTa, T0KaTo
ypHHaTa ChIbPiKa CaMO CJICIU OT U3XOAHOTO CheAuHEHHE. MEIIOKCUKaMbT C€ METa0O0IU3UPa 10 alIKOXO0,
KHCEJMHCH JCPUBAT U HAKOJIKO MOJIIPHA METa0OMUTH. BCHYKY TTIaBHU META0OIHTH Cca IMOKa3aau
(hapmMakoJIOTUYHA HEAKTHBHOCT.

Enumunupane
MeoKcuKaMbT ce eMMUHHIpPa ¢ IEpUOA Ha moypasnaj oT 24 vaca. [Ipubnusurenno 75% ot

IPUIIOXKEHATa 1032 C€ eIMMHUHUPA Ype3 U3IPAKHEHUITA, a OCTaThKbT- UPE3 ypUHaTa.
6. OPAPMAINEBTUYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCUUIIMEHTUTE

JlakTo3a MOHOXHIpPAT

MukpokpucTanHa Heiyao3a

Hatpues nutpar,

KpocnosuaoH

Tank

CBHHCKH apoMaT

Marue3ueB cTeapat

6.2 OCHOBHM HECbBMECTHMOCTH

He ca n3BecTHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUA BETEpUHAPHOMEAUIIMHCKY IPOAYKT: 5 TOJUHH.
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6.4. CnenuaJHu npeana3sHd MEPKH 32 CbXpaHeHHe HA MPOAYKTAa

To3u BeTepHUHAPHOMEIMIIMHCKH MTPOAYKT HE M3MCKBA HUKAKBH CIICIIMATTHN YCIOBHS 32
ChXpaHEeHHE.

6.5 BwuaucbcTaB HA MBPBUYHATA ONAKOBKA

PVC /PVDC (250. 60) 6mmcrep omakoBku ¢ 20 MUKpOHA (OJIHO.

Pasmepu Ha omakoBkaTa: 20 u 100 Tabnerku.

He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT NpeAsaraHy Ha masapa.

6.6 Cnelma.mm npeamnasi MEPKU IMPH YHUIIIOKABAHE HA HEUM3IOJI3BAaHUA MPOAYKT UJIH
OCTAaThIIA OT HEIro, aK0 MMa TaKMBa

Bcekn Hen3mon3BaH BeTepUHAPHOMEIUITUHCKH TPOTYKT WIIM OCTATHIM OT HETO, aKO MMa TaKHBa,
TpsiOBa Jia ObJIAT YHUIIO)KEHH B CHOTBETCTBHUE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATENICTBRO.
7. MNPUTEXATEJ HA JIMLIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/011

EU/2/11/134/012

EU/2/11/134/013

EU/2/11/134/014

9. JATA HA TBPBOTO U3JIABAHE / TIOAHOBSBAHE HA JIMIIEH3

Jlata Ha TbPBO M3[aBaHe Ha JIMICH3 3a ynorpeba: 09/12/2011

Jlata Ha MOCJIEIHO TIOIHOBsIBAHE Ha JIMIIEH3 3a yrotpeba: 09/11/2016

10. [JATATA HA NOCJIEAHUMSA NNPEIVIEL HA TEKCTA 3ABPAHA

ITonpoOHa nH(pOpManHs 3a TO3M BEeTEpUHAPHOMEANIIMHCKY TIPOAYKT UMa Ha yeOcaiiTa Ha
EBponeiickara arenius 1o jgekapcrara (http://www.ema.europa.eu)

3ABPAHA 3A ITPOJAXKBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

Inflacam 5 mg/ml nmxexoHeH pa3TBOp 3a Ky4eTa U KOTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Enua ml ceappixka:

AxTHBHA cyOcTaHIUS
Menoxkcukam 5 mg

Excrimnuentn
Eranon (96%) 159.8 mg

3a IBIHUSA CIIMCHK HA EKCIUITNEHTHTE, BIK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

HHxekuoHeH pa3TBop.

Buctbp KbIT pa3TBOp.

4, KINMHNYHHU JAHHHA

4.1 BupaoBe :KMBOTHH, 32 KOUTO € npeanasnayes BMII
Kyuera n koTkH.

4.2 TepaneBTHYHHU MOKA3AHUSI, ONPEIETICHH 32 OTACJTHUTE BHI0BE KHBOTHI

Kyuera:
OO6nexyaBaHe Ha BB3MAJICHUECTO U 00JIKATa, KAKTO IIPH OCTPH, TaKa U IIPH XPOHUYHU MYCKYITHO-CKEIICTHH

HapymieHus. HamansBane Ha cienornepatuBHaTa 00JIKa U BH3MAJICHUE B PE3YJITAT HA OPTOIICIUYHA
XUPYPTHsl U XUPYPIrHUS HA MEKUTE ThKaHH.

KoTtku:
HamansBane Ha criefoneparuBHaTa 0OJIKa CJIe]] OBAPHOXHCTEPEKTOMUS U MO-JICKA XUPYPTUsl HA MEKHUTE
THKaHH.

4.3 IIpoTruBOmOKa3aHUS

Jla He ce u3M0/13Ba PU KMBOTHH, CTPajallyd OT TaCTPOMHTECTHHAIIHN CMYIIICHUS KaTO Bb3MaJICHHE U
XeMoparus, HapylieHa 4epHoIpoOHa, ChpeuHa Wi ObOpevYHa (yHKIHS U XeMOParudH! HApyIICHMUS.
Jla He ce M3M0/13Ba IPU CBPbXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS HIIM HIKOM OT
EKCIIAITMEHTHUTE.

Jla He ce U3MOoI3Ba MPU KUBOTHH MO 6 CEIMHYHA Bh3PACT M MIPU KOTKU C Maca Mo-Majiko ot 2 Kg.
Bmx cbimo Touka 4.7.

4.4 CpoeuuajHu Npeana3Hu MePKH 3a BCeKU BH/ AKUBOTHH, 32 KOUTO e mpegHasHayen BMII

Hswma.
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45 ChoeuuajJHu mpeaANa3Hd MepPKH NMpH ynotpeda

CrielmaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE MPU YIIOTpeOaTa Ha MPOIyKTa

Jla ce u30sTBa ynorpedaTa mpu BCAKO ASXUAPATUPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTCH3UBHO )KHBOTHO,
THH KaTO CHIECTBYBA MOTEHIIMAJIEH PUCK OT PEHATHA TOKCHYHOCT.

Karo crangapTHa npakTika npy aHecTe3us TpsOBa Ja ce cuuTaT HaOIIOEHUETO U MPUJIaraHeTo Ha
TEYHOCTH.

CHCQI/IaHHI/I npeaAnasHy MCPKH 3a JinlaTra, npujaaraiii BETCPUHAPHOMEAUITMHCKYA IIPOJAYKT Ha )KUBOTHUTE
MHnuneHTHoTO CaAMOUHXCKTUPAHC MOXKE J1a IPCAU3BUKA OoJIKa. Xopa C YCTaHOBCHA

CBPBXUYYBCTBUTEIHOCT KbM HECTEPOUIHH MTpoTHBOBB3MaIuTenHu cpenctsa (HCIIBC) tpabBa na n3bsreat
KOHTAaKT C BETEpUHAPHOMEIULIMHCKUS IPOIYKT.

[Ipu ciryyaitHO camOUMH)KEKTHUpaHe, He3a0aBHO /1a ce MOTHPCH MEIULMHCKU ChBET, KaTo Ha JeKaps ce
NpeOCTaBU JIUCTOBKATA 3a YIOTpeOa Wi €THKETa Ha POIYKTa.

4.6 HeOnaronpusiTHH peakuuu (4Y€CTOTA U BA)KHOCT)

ITonskora ce cpo0maBa 3a TumudHu HeOmaronpuatau peakiiu Ha HCIIBC kato 3ary0a Ha aneTur,
NOBpBIIAHE, TUApUs, TI0SBa Ha KPHB B M3MPAKHEHUATA, JeTaprist 1 ObOpeuHa HelocTaThYHOCT. B MHOTO
peAKu ciiydau ce ChOoOINaBa 3a OBUIIIEHH YEPHOIPOOHH SH3UMHU.

[Tpu B MHOTO pellku ciiy4au, ce choOIIaBa 3a XeMOparnyHa JUapusi, XeMareMe3a U raCTpOMHTECTHHATHA
yIepanms.

[Ipu Te3u HeONMarompuATHH PeaKLUUH ce SBSIBAT OOMKHOBEHO Tpe3 MbpBaTa CEAMHULIA HA JICYCHHUE U B
IIOBEUETO CIIyyau ca MPEXOIHU U M34e3Bar ciie]] MIPUKITIOYBAHE HA JICYCHUETO, HO B MHOTO PE/IKU CIIydau
Morar aa ObJaT CepHO3HHU WX (aTaTHu.

B MHOTO PCAKHU Ciiydan MOKE fa CC IMOABAT aHa(l)HJ'IaKTOI/II[HH pcaKknnu, KOUTO Tpr6Ba Ja 6’L,I[aT JICKYBaHU
CHUMIITOMATUYHO.

B wmHoOrOo peaKu cCiiydad MOXE Oa BB3HUKHAT aHa(I)I/IJ'IaKTOI/IL[I/I p€aKkuur, KOUTO MOKE Ja CC OKaXar
CCPUO3HU (BKJ'II-O‘II/ITQJ'IHO BOJACIIN 10 CM’BpT) nTc TpH6Ba Ja 6’B)_IaT CUMIITOMATHUYHO JICKYBAaHU.

B cityuaii Ha HeOMaronpusTHN Peakiliy, JICUSHHETO TPsIOBa /1a ce MPEKPaTh U Jia Ce MOTHPCH CHBET OT
BETEPHHAPEH JIEKap.

YecroTaTa Ha HEOJArONPUATHUTE PEAKLIUH CE ONIPEAEIs Upe3 ClleiHaTa KIIaCU(HKAIHL:

- MHOTO yecTH (moBeue oT 1 Ha 10 TpeTupaHu >XKMBOTHH, MPOSIBSIBALM HEOIArONIPUATHY PEAKLINH))
- yectu (oBeye oT 1, Ho mo-manko ot 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (rmoBeue ot 1, Ho mo-Mainko ot 10 xuBoTHH Ha 1000 TpeTUpaHu KUBOTHH)

- penku (moBeue oT 1 HO mo-manko ot 10 sxuBoTHHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu >KMBOTHH, BKIFOUUTEITHO N30JIHPAHH
CHOOIIICHHUS).

4.7 Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JaKTAIlUs WIH sliilleHOCeHe
Be3zonacHocTTa Ha BeTepUHAPHOMETUIIMHCKUS IPOAYKT HE € JJOKa3aHa 1o BpeMe Ha OpEeMEeHHOCT U

JaKTanus.
[la He ce npuiara npu OpeMEHHHU U JAKTUPALIH KUBOTHU.
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4.8 B3aumopaeiicTBHe ¢ IPYru BeTEPUHAPHOMETUIIMHCKY MPOAYKTH U Apyru ¢popmu Ha
B3anMojieiicTBHe

Hpyrun HCIIBC, auypetuiy, aHTUKOAaryjaaHnTH, aMUHOTIIMKO3UIHNA aHTUONOTHUIIN U BELIECTBA C BUCOKA
CTEIIEH Ha CBbP3BaHE Ha IIPOTEMHHUTE MOTI'aT Jla c€ KOHKYpHUpAT 3a CBbpP3BaHe U Taka Jia JOBEAAT J10
tokcuunan edextn. Inflacam ue Tps6Ba na ce nmpunara egaoBpemenno ¢ apyru HCIIBC wiun
TIIIOKOKOPTHKOCTepouan. TpsOBa 1a ce n304rea eAHOBPEMEHHOTO MIPpUJIaraHe ¢ MOTEHIIUATHO
HedpoTokcHyHN NekapcTBa. I1py KUBOTHH C aHECTETHUCH PUCK (T.€ BB3PACTHHU KUBOTHH), TPAOBa 1a ce
B3€Me I0/1 BHIMaHNE HHTPABEHO3HA WIIM MOJKOXKHA (hiyraHa Tepanust npu aHectesus. Korato ce
npunarat enHoBpemenHo anecte3ust 1 HCIIBC, He Moske 1a ce U3KIII0Un pucKa 3a ObOpeuHaTa QyHKUuS.

HpeZIHIeCTBaHIO TPETUPAHE C IIPOTUBOBB3NAIUTCIIHN BEIIECTBA MOXE Jia IPUYUHU JOIIBJIHUTCIIHA UIIN
NOBUIICHU HEOJIArONpHUsITHH PEakiMi U, CboOpa3HO ¢ TOBa, TPsiOBa Ja ce CIa3u Mepuo/], CBOOOIEH OT
NpUJIaraHeTo Ha TaKMBa BETEPUHAPHOMEAUIIMHCKY POIYKTH, Hal-Maliko 24 yaca mpeau 3armoyBaHe Ha
neuenueto. [Ipu neproa, CBOOOJCH OT MEUKaMEHTH, 00ade, TpsOBa Jia ce B3eMaT MPeIBUT
(hapMakoIOrMYHHUTE CBOMCTBA HA IPOIYKTHUTE, U3MOI3BAHH TIPEIN TOBA.

4.9 Jlo3a M HAYHH HA MPUJIOKEHHE

MakcumanHuAT Opoit MpoOokaaHus € 42 32 BCHYKH NPE3ESHTAIHH.

Kyuera
MyCKyTHO-CKEJIETHU HapyIICHUS:

EnHOKpaTHO MOIKOXKHO MHXKEKTHpaHe Ha jo3a ot 0,2 mg menokcukam/kg Tenecna maca(t.e. 0,4 ml/10 kg
TeJIeCHA Maca).

Inflacam 1,5 mg/ml mepopanna cycrnensus 3a kydera win Inflacam 1 mg u 2,5 mg TabieTku 3a qpBYEHE
3a Ky4eTa MOrarT Jia ce W3I0JI3BaT 3a JieueHue B J03a ot 0,1 mg menokcukam/Kg TenecHa maca 24 daca
clle[] Ipuiarane Ha WHKEKIHATA.

Hamansiane Ha cienonepaTuBHaTa 0oska (3a mepuos noseye ot 24 gaca ):

EnHOKpaTHO MHTPaBEHO3HO MJIHM TOAKOKHO HH)KEKTHpaHe Ha fo3a oT 0,2 Mg Menokcukam/Kg TenecHa
Mmaca(t.e. 0,4 ml/10 kg Temecna Maca) peau XuUpyprusi, HAaPUMep 10 BpeMe Ha BHBEKIaHE B aHECTE3HA.
Kotku

HawmansBane Ha cienonepaTuBHaTa OONKa:

EnHOKpaTHO MOAKOKHO HEKEKTHpaHe Ha mo3a ot 0,3 mg menokcukam/Kg Temecna maca (t.e. 0,06 ml/kg
TeJIecHa Maca) Mpely XUPyprusi, HApUMep 110 BpeMe Ha BbBEXKJaHE B aHECTE3HSL.

Oco0eHo TpsiOBa Ja ce BHUMAaBa 3a TOYHOCTTA Ha JO3MpaHe.

[a ce n30srBa KOHTAMHHUPAHE 110 BpEMe Ha yrnoTpeoa.

4.10 TIpeno3upane (CHMITOMH, CIIENIHA MEPKH, AaHTH0TH), AKO € HEOOXOTUMO

B cnyuait Ha ipeno3upane, TpsOBa Aa ce 3a1I0YHE CHMIITOMAaTHYHO JICYCHHUE.

4.11 KapeHTteH cpokoBe

He e mpuioxumo.
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5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHuHa rpyna: [I[pOTHBOBB3MATIMTEIHN U AHTHPEBMATHYHH TIPOTYKTH, HECTCPOUIH
(okcukamm).
Berepunapuomenuiuacku Anatomo-Tepanesruuen Kox: QMO1ACO6.

5.1 d@apmakoaMHAMMYHHU CBOIiCTBA

MenokCHKaMbT € HECTEpOruaHO MpoTuBoBB3naTeaHo cpeactBo (HCIIBC) ot kitaca Ha OKCHKaMHTE,
JISHCTBAIIO Ype3 NHXUOWPaHEe CHHTE3a Ha TPOCTArJIaHANH, IIPH KOETO MPOSIBSIBA MPOTUBOBB3MAIUTEITHH,
aHAJITETHYHY, aHTUCKCYJIATHBHY U aHTUITMPETUYHH CBOMCcTBAa. HamarsBa ieBKkonMTHaTa HHGUITPAIHS
BbB Bh3IaJICHaTa ThKaH. B 10-Majika cTereH HHXUOUpa U KoJlareH-UHylIHpaHaTa TpPOMOOIMTHA
arperarus. [IpoyuBanusTa in Vitro u in vivo mokaspar, 4ye MEJIOKCHKaMbT HHXUOHMPA [UKIIOOKCUTeHA3a-2
(COX-2) B mo-rojisiMa cTereH, OTKOJIKOTO nukiookcurenasa-1 (COX-1).

5.2 dapmMakoKHHETHYHHU 0CODEHOCTH

AOGcopOrus
Criel MOAKOXHO HpUjlaraHe, MEJIOKCUKAMBbT € HAIIBJIHO OMOHAIMYCH U MAKCUMAJIHU CPEIHHM IIJIa3MCHH

koHnentparmu ot 0,73 pg/ml mpu kyuera u 1,1 ug/ml npu koTkH ce JOCTHrAT CHOTBETHO TPUOIU3UTEITHO
2,5 yaca u 1,5 yaca cien npunarase.

PasnpeneneHue
CrIniecTByBa JIMHEHHA 3aBUCHMOCT MEXTy MPUIIOKEHATA J103a M Ha0JII0IaBaHaTa IIa3MeHa

KOHIICHTpAIIMS B TePAleBTHYHMUS HaNa30H Ha JO3UpaHe MpH Kydyera u KoTku. [ToBeuye ot 97% ot
MEITOKCHKaMa Ce CBbp3Ba ¢ mia3Menute nporenan. O6embT Ha pasmpenencuue e 0,3 I/Kg mpu kyuera u
0,09 I/kg mpu KOTKH.

Metabonu3bem

[Ipu kydera, MEIIOKCUKaMbT C€ OTKPUBA MPEANMHO B IIa3MaTa U C€ €KCKPETHpPa TJIABHO Ype3 KIThUKaTa,
JIOKaTO ypUHATA ChIIBPHkKA CAMO CIIEAU OT U3XOHOTO CheIMHECHUE. MENOKCHKaMbT ce MeTabOoIn3upa J10
AJIKOXOJI, KUCEIMHEH JICPUBAT U HAKOJIKO MOJIIPHU MeTabonuTa. JlokazaHo e, ue BCHYKH OCHOBHH
MeTaboJINTH ca papMaKOJIOTHIHO HEAKTUBHHU.

IIpu KOTKH, METOKCUKAaMBbT C€ OTKPUBA IPEAUMHO B IIa3MaTa U CE EKCKPETUpPa [NIABHO YPE3 KIIbUKaTa,
JIOKAaTO ypUHATA CHABPKA CAMO CIIEId OT U3XOJHOTO cheinHeHne. OTKPHUTH ca TIeT OCHOBHU MeTabomHTa,
KaTo 3a BCHYKH € JOKa3aHO, ue ca papMaKoJIOrMYHO HEAKTUBHU. MENOKCHUKaMBbT ce MeTaboIu3upa J10
AJIKOXOJI, KUCEJIMHEH JepUBAT U HAKOJIKO MOJIIpHU MeTabonuTa. KakTo U mpu Apyru npoy4BaHu BHIOBE,
OCHOBHUST ITHT HA OMOTpaHCHOPMAITHSI HA MEITOKCUKAM MIPU KOTKH € OKUCIISIBAHETO.

Enumunupane
[Ipu Ky4era, MEIOKCHKaMbT C€ EIMMUHUPA C TIEPUO] Ha TToaypa3naj oT 24 gaca. [Ipubnuzurenno 75% ot

MIPHUJIOKEHATa 71034 C€ eNIMMUHIPA Ype3 U3MPAKHEHHSITA, & OCTATHKBT — Ype3 ypHUHATA.

[Ipu KOTKH, METIOKCUKAaMbT CE €IMMHUHUPA C MOJIYKUBOT OT 24 yaca. Hanuunero Ha MeTabosiuTH OT
U3XOJHOTO ChEIMHEHUE B yPUHATA U U3NPAKHEHMTA, HO HE U B IJIa3Mata, € II0Ka3aTesHo 3a 0bp30TO UM
exckperupane. 21% OoT Bp3CTaHOBEHATA J]03a CE eNMMHUHUPA B ypuHaTa (2% KaTo HEPOMEHEH
MenokcukaMm, 19% kato merabonuti) u 79% B m3npaxkHeHusTa (49% KaTo HEMPOMEHEH METOKCHUKaM,
30% karo MeTaboIuTH).
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6. OAPMAIIEBTUYHU OCOBEHOCTHU
6.1 CHnucbk HAa eKCUHMIIHMEHTHTE

- ETanon (96%)

- [Tonoxcamep 188

- Maxkporoa 400

- I'manua

- [lunaTpueB enerar

- Hatpues xunpoxcug
- ConHa KucenruHa

- MernymuH

- Bona 3a umxekuu

6.2 OCHOBHH HECHBMECTHMOCTH
He ca u3BecTHH.
6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BeTEpUHAPHOMEAUIIMHCKA TIPOAYKT: S5 TOUHH.
CpoK Ha TOTHOCT CJIeM ITFPBO OTBAPSHE HA MbPBUYHATA OMAKOBKA: 28 THMU.

6.4 CrhenuajJHM ycJ0BHS 32 CbXpPaHeHUE HA NPOAYKTA
CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa.

6.5 Bwuau chcTaB Ha MBPBUYHATA ONMAKOBKA

KaproHena kyTus ¢ euH Oe31BeTeH CThKIeH (baakon 3a umkekiu ot 10 ml, 20 ml wau 100 ml.
Bceku ¢iakoH e 3aTBOpeH ¢ ryMeHa 3amyIiaika U INIOMOUpaH ¢ ATyMIUHHEBO Karade.

He Bcuuku pasmepu Ha ommakoBKaTa MOTaT Ja OBbAAT MpeasiaraHu Ha ma3apa.

6.6 CrhenuajaHu MepPKH 32 YHHII0KABAHE HA HEM3MOJI3BAH NMPOAYKT WJIH OCTATHIN OT HEr0
Bcexu Hensmon3BaH BETEPUHAPHOMETUITMHCKY MTPOIYKT WIIM OCTaThIM OT HEro TpsiOBa aa ObaaT

YHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. HPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA
EU/2/11/134/015 10 ml

EU/2/11/134/016 20 ml
EU/2/11/134/017 100ml
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9. JATA HA I'BPBOTO U3JJABAHE / IIOJJHOBSAIBAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlara Ha MbpBO M3JaBaHe Ha JIMIEH3 3a ynorpeda: 09/12/2011
Jlarta Ha mocIie/IHO TIOTHOBSIBaHE Ha JIMIIeH3 3a ynotpeda: 09/11/2016

10. [JATATA HA MOCJIEAHATA PEJAKLIUS HA TEKCTA

Ho;[po6Ha I/IH(I)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HAa UHTCPHCT CTpAaHUIIATA HA EBpOHeﬁCKaTa
Arennus o Jlekapcrsara (http://www.ema.europa.eu)

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE W/WUJIA YIIOTPEBA

He e npunoxxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIIUHCKUA ITPOAYKT

Inflacam 5 mg/ml umxexoHeH pa3TBOp 3a TOBEAa M CBHHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enua ml ceappika:

AxTHBHA cyOcTaHIUA
Menokcukam 5mg

ExcrinnuenTn
Eranon (96%) 159.8 mg

3a IBIHUA CIIMCHK Ha €KCIUITNEHTHTE, BIK T. 6.1.

3. OAPMAINIEBTUYHA ®OPMA

NHXeKIMoHEeH pa3TBoP.
Buctbp XbAT pasTBOD.

4, KIMHUYHU JAHHHA
4.1 BujaoBe JKUBOTHH, 32 KOMTO e MpeanazHayen BMII
ToBena (Tenera v MIaau roBea) U CBUHE.

4.2 TepaneBTHYHU NMOKA3AHNS, ONIPEAeICHH 32 OTAECTHUTE BUAOBE )KUBOTHH

T'oBenma
3a ynorpeba mpu OCTPU PECIIUPATOPHU MHPEKIUK ¢ TOIXO]IIA aHTUOMOTHYHA TePaIIUs 3a HaMaJIsIBaHe

Ha KIMHUYHHUTE TIPU3HALN TIPU TOBE/IA.
3a ymoTpeba pu quapus B KOMOMHAIIHS C IIepopaiHa peXuapaTrupaia Tepans 3a HaMasiBaHe Ha
KJIMHAYHUTE MTPU3HAIY MTPU TeJIeTa Ha Bh3PACT HAJI €IHA CEAMHUIIA U MIIQJIM HEJIAKTUPAIIH TOBE/IA.
3a obnekyaBaHe Ha MOCTOIIEPaTHBHATA OOJIKA Ciie]] 00e3pOroBsBaHE Ha TEJeTa.

CBuHe

3a ynoTtpeba npu He3apa3HU JBUTATEIIHU HAPYIICHHS 32 HAMAJISIBAHE HA CUMIITTOMUTE Ha KyI[0Ta U
BB3IAJICHHE.

3a 061eK9YaBaHE Ha CIEA0MEPATHBHA 00K, CBHP3aHa C MAIKA XUPYPTUYHA OTIEPAINS HA MEKUTE THKaHH,
KaTo KaCTPupaxe.

4.3 TIporuBonmoka3aHusi

[la He ce M3M0I3Ba MIPU )KUBOTHH, CTPAJIAIlIX OT HapylIeHa YepHOAPOoOHa, ChpaedHa uin Ob0peuHa
(GYHKLMS M1 XeMOparniHy HapyIIEHHUs WM KBJIETO UMa IaHHHM 32 YJILEPOTeHHH IraCTPOMHTECTUHATHH
HOPaKEHHUS.

[a He ce U3M0M3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMSI WM HIKOH €KCUUITHEHTHUTE.
[a He ce u3mon3Ba 3a Je4eHue Ha Tuapus PH ToBea Ha Bb3pacT moa 1 ceqmuua.

Jla He ce M3MoJI3Ba MY MPACEHIA 110- MAIKK OT 2 JHU.
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4.4 CnenuajHu npeamnasii MEPKHU 3a BCEKH BU/I (KUBOTHH, 32 KOUTO € MIPpeAHA3HAYCH BMII

Tpetupanero Ha Tenetara ¢ Inflacam 20 munyTH npeau 00e3poroBsaBaHETO HaMAJISIBA MOCTONIEPATUBHATA
6onka. Camo Inflacam nsma na ocurypu moaxoasiio 06e300BaHe MO BpeMe Ha MpolieaypaTa 3a
obe3poropsBaHe. 3a Ja ce MOIYYIH MOIXO A0 00€300IIBaHe 10 BpeME Ha OTIepanusiTa, € Heo0X0 Mo
€JHOBPEMEHHO IIpUJIaraHe Ha IMOAXOIAI AaHAJITETHK.

JleueHneTo Ha MalIKK TIpaceHIa mpeau kactpupane ¢ Inflacam mamanssa nmocroneparnBuara 60omnka. B
Ciyuait Ha HEOOXOAUMOCT OT obJieKYaBaHe Ha OoJKaTa 1o BpeMe Ha oIepartus, TpsoBa 1a

6’]))_'[6 MNPUIJIOKEH X OAXOISIIIT, aHecTeTuk/ CCIIaTHB.

3a ma Ce moy4r Hai-1o0pHT Bh3MOKHA ePEKT Ha obnekueHue cien oneparsra, Inflacam tps6sa na ce
npuwinoxu 30 MUHYTH TIPEIU XUPYprUvYHATa HAMECa.

4.5 CoenuajJHU Npeana3Hyu MepKH MpH ynorpeda

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IpOAYKTA

B cnyuail Ha HeOmaronpusATHH Peakiiuy, JeYeHNETO TPSOBaA J1a Ce MPEKPaTH  JIa Ce MOTHPCH CHBET OT
BETEpUHAPEH JIEKap.

Ja ce u3bsrBa ynorpebdara Mpu MHOTO CHITHO JCXUAPATUPAHU, XHITOBOJIEMUYHU WU XUTTOTCH3UBHH
JKUBOTHH, KOWTO M3UCKBAT MMapeHTepaiHa PEXUAPATAIS, Thil KATO ChIIECTBYBA IOTEHIAIEH PUCK OT
peHaIHa TOKCUYHOCT.

CHeHI/IaHHI/I OpeanasHy MCPKH 34 JIMIIATa, Impujaramy BETCPUHAPHOMCANIIMHCKHUS MPOAYKT Ha JKUBOTHHUTC

WHnmaenTHO caMOMHKEKTHpaHe MOKe Ja MpeAn3BHKa 00nka. Xopa ¢ ycTaHOBEHA CBPbXUYBCTBUTEIHOCT
KbM HecTepounHu npotrBoBb3nanutennu cpeactsa (HCIIBC) TpsOBa na n30sreatr KOHTAKT C
BETEPUHAPHOMEIULIUMHCKUS IIPOAYKT.

[Ipu ciryuaitHO camouMH)XeKTHUpaHe, He3a0aBHO /1a ce MOThPCH MEIUIMHCKY ChBET, KaTo Ha JeKaps ce
NpEeOCTaBU JIMCTOBKATA 32 yoTpeOa Wi €THKeTa Ha IIPOIYKTA.

4.6 Heb6aaronpusaTHU peakiyuu (4€CTOTA U Ba)KHOCT)

[Ipu nmo-masko ot 10% oT TpeTHpaHUTe B KIMHHUYHHU MPOYYBAHUS I'OBeJIa € HaOJII0JaBaHO caMo CJ1abo
BpPEMEHHO IO/ IyBaHEe Ha MSICTOTO Ha MHXKEKTHPAHE CIIE] TIOJAKOMXKHO MpHiiaraHe.

B MHOro penku ciaydam MoKe Ja BB3HUKHAT aHA(WIAKTOWAM PEAKIMH, KOHTO MOXE Ja C€ OKaXaT
CEPUO3HU (BKJIIFOUUTEITHO BOACIIH JI0 CMBPT) U T€ TPsIOBA 1a ObJaT CHMITOMATHYHO JICKYBaHH.

YecToTara Ha HEOIATONPUATHUTE PEAKIMU CE OTIPEeNis upe3 cieqHaTa Kiacu(pukamus:

- MHOrO 4ecTH (moBede oT 1 Ha 10 TpeTupaHu )KUBOTHH, MIPOSBSIBAILY HEOIATONPHUATHN PEAKIINN))
- yecTH (moBeue oT 1, Ho mo-manko oT 10 xxuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Manko ot 10 xxuBoTHU Ha 1000 TpeTupaHu )KUBOTHH)

- peaxu (rmoseye oT 1 Ho mo-manko ot 10 sxuBoTHH Ha 10 000 TpeTHpaHu >KUBOTHH)

- MHOTO peku (1mo Manko oT 1 sxuBoTHO Ha 10 000 TpeTnpanu KUBOTHH, BKITIOUUTEITHO U30JIHMPAHU
CHOOIIICHHU).

4.7 Ynorpeda mo Bpeme Ha OpeMEHHOCT, JIAKTALUS WU siileHOCeHe

loBena Moxke na ce mpuara o Bpeme Ha OpeMeHHOCT.
CeuHe Moske f1a ce mpuiiara 1o BpemMe Ha OpeMEHHOCT H JIaKTalusl.
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4.8 B3zaumopaeiicTBHE C APYTH BeTePHHAPHOMEIUIUHCKH MPOAYKTH H APYrU popmMu Ha
B3anMo/jieiicTBUe

I[a HE CC Ipujiara CbBMCECTHO C TJIIOKOKOPTUKOCTCPOUAU, APYTU HECTCPOUIHU TPOTUBOBBIINAIUTCIIHA
Cpe€acTBa WM aHTUKOAr'yJIaHTH.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHUE

I'oBea EMHOKpATHO MOKOKHO WIIM HHTPABEHO3HO MHXKEKTHpaHe Ha 1o3a ot 0,5 mg menokcukam/kg
tenecHa Maca (T.e. 10 ml/100 kg tenecHa Maca) B KOMOMHANUS ¢ aHTHOMOTHYHA TEPAITUs HITH C
HiepopaHa pexuapaTupaia Teparnus, Criope] ciaydas.

Caune

JIBUTraTeIHu HAPVIIIEHUS:

EnHOKpaTHO MHTPaMYCKYITHO HHKEKTHpaHe Ha fo3a ot 0,4 mg menokcukam/Kg teiaecua maca (t.e. 2,0
ml/25 kg temecna maca). Ako € HEOOXOAMMO, TIOBTOPHO MPHIAraHe Ha MEJIOKCHKAM MOYKE Jla Ce HaIlpaBU
cien 24 yaca.

Hamanssane na cnenoneparnBHaTa 00ka:
EnHOKpaTHO MHTPaMyCKyJTHO WHKeKTHpaHe Ha go3a ot 0,4 mg menokcukam/Kg TenecHa maca (t.e. 2,0
ml/25 Kg Tenecna Maca) mpeau oneparus.

Oco6eno BHuMaHue TpsiOBA 1a ce OOBbPHE Ha TOYHOCTTA HA JO3UPAHE, BKIIOYHTEIHO J1a Ce M3MOI3Ba
MOXOJIAII0 103UPAn0 yCTPOUCTBO U BHUMATEITHO J]a C€ U3YKCITU TeJIECHATA Maca.

Jla ce u30srBa KOHTAMHHAIHS IO BpeMe Ha yrortpeoa.

4.10 TIlpemo3mpaHe (CHMITOMH, CHEIIHA MEPKH, AaHTHIOTH), aKO € HEOOXOANMO

B ciyuaii Ha npeno3upane TpsOBa Ja ce 3amovHe CUMIITOMAaTHYHO JICYCHHUE.

4.11 KapeHTeH CpPOKOBe

loBena Meco u BbTpeHu opranu: 15 nuu.

CeunHe Meco 1 BTPEIIIHA OpTaHu: 5 THH.

5. DPAPMAKOJIOIT'NYHU OCOBEHOCTH

®dapmakoTepaneBTHuHa rpyna: [IpoTHBOBb3MAIUTENHN U aHTUPEBMATHYHH POILYKTH, HECTEPOUIH
(oxcukamm)

Berepunapuomenuimacku Anatomo-Tepanesruuen Kox: QMO1ACO06

51 ®apmakoIUHAMHYHH CBOHCTBA

MenoKkcuKaM € HeCTepOraHO poTnBoBb3nanutento cpeactso (HCIIBC) ot kiaca Ha OKCHKAMHUTE,
JeicTBaIlo Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTArJaH1H, IPH KOETO MPOsBsBa
MIPOTUBOBB3MNAIUTEIHN, aHAITCTUYHH, aHTHEKCYJaTUBHU U aHTUIIUPETUYHN CBOMCTBA. MEJIOKCUKAMBT
IIPUTEKABA ChILIO AaHTUEHAOTOKCUYHY CBOMCTBA, 3al0TO € yCTaHOBEHO, Y€ MHXUOUpa IIPOAYKIMTA Ha

TpOM6OKC&H Bz, npeaAn3BUKaHa OT MPUIAraHeToO Ha CHAOTOKCHUH Ha E. coli IIpu TCJICTA, JIAKTHUPAIIU KpaBU
" CBUHC.
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5.2 ®apMaKOKMHETHYHH 0COOEHOCTH

Ab6copbuus
Cunien enHOKpaTHa MoaKokHA 103a ot 0,5 mg menokcukam/kg, Cmax croitnoctr ot 2,1 pg/ml ce nocturar

cien 7,7 gaca mpu MyIaau roBejaa.
Cnen nBe uarpamyckynau go3u ot 0,4 mg menokcukam/kKg, Cmax croitaoct or 1,1-1,59 pug/ml ce noctura
cien 1 gac npu cBUHE.

Pasnpenenenue
[Toseue ot 98% ot MenokcrukaMa ce CBbp3Ba C IIa3MEHUTE MPOTeHHN. Hall-BUCOKNTE KOHIIEHTpAIIUU Ha

MEJIOKCHKAM C€ OTKPHUBAT B YepHUs Apo0 1 ObOpennTe. CpaBHUTEITHO HUCKH KOHIICHTPAIIMH CE
3a0ems3BaT B CKeJleTHATa MyCKyJIaTypa ¥ Ma3HUHHUTE.

Merabonu3bem

MeIoKCHKaMbT € OTKpHBA MPETUMHO B I1a3Mata. [Ipu roBeia MEJIOKCHKaMa ChIIIO ¢ eKCKPETHpa
[JIaBHO Ype3 MISIKOTO W JKITBYKATa, JOKATO YPHHATA ChIIbPKA CAMO CJICIU OT U3XOJHOTO CheIMHCHHUE.
[Ipu cBHHE *KIIbUKATA U YPUHATA CHIBPKAT CAMO CJICH OT U3XOJAHOTO CheIMHCHHE. MEeTOKCUKaMBT Ce
MeTa0oIM3upa Ha aJIKOXOJ, KUCEITMHEH JIEPUBAT U HIKOJIKO TOJSIPHA MeTabonTH. JloKka3aHo e, 4e BCHUKH
OCHOBHH MeTabonTH ca hapMaKOoJIOTHIHO HEAaKTHBHH.

Enumunupane
MeIoKCHKaMBbT Ce eTMMUHUPA ¢ TIEPUO/] Ha MoTypasnaj oT 26 yaca cje/l OIK0KHO HHKCKTHPAHE PU

MUTau TOBefia. [Ipu CBUHE cpel MHTPAMYCKYITHO MpHJaraHe, IepHoabT Ha CPEIHUS MOIypas3na B
Tra3mara e IpuoIn3nuTeNHo 2,5 Jyaca.

[Ipudnausurentno 50% oT npuiokeHaTa 03a ce SIMMUHUPA Ype3 YPUHATA, & OCTAThKBT Upe3
U3NPaKHEHUITA.

6. OAPMAILEBTUYHU OCOBEHOCTH
6.1 Chnucbk HA eKCIUIIMEHTHTE

- ETanomn (96%)

- [lonokcamep 188

- Maxkporoa 300

- I'mamnn

- IuHaTpueB enerar

- HaTtpues xunpoxcun
- ConHa KUcenmuHa

- Mernymun

- Bona 3a nmxexnun

6.2 OCHOBHH HECHBMECTHMOCTH
He ca u3BecTHH.
6.3 Cpox Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUA BETEPUHAPHOMEAUIIMHCKY MPOAYKT: S TOAMHH.
Cpok Ha TOJHOCT CJIe/l IbPBO OTBApsSHE HAa IbPBUYHATA ONAKOBKa: 28 1HHU.
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6.4 CneumaJHu ycJOBHs 32 CbXpaHeHHe Ha MPOAYKTAa

TOBI/I BCTCPUHAPHOMCIUITUHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHA YCJIOBHA 3a ChbXPAaHCHUC.
6.5 BI/l,Zl 1 CbCTAaB HA MbPBUYHATA OIIAKOBKaA

Kapronena kyrtus ¢ 1 6e3uBeTeH/HU cThKICH/HU (1akoH/a 32 MHKEKIMH, BCEKH OT KOUTO chabpika 20 ml,
50 ml vt 100 ml.

Bceku (rakoH € 3aTBOpPEH ¢ TYMEHa 3amylaika ¥ INIOMOMpaH ¢ ATlyMUHHAEBO Karaye.

He BCHUYKH Pa3sMCPU Ha OIMAKOBKATa MOrarT aa 6I>,I[aT npeajlaranv Ha 1masapa.

66 Cl'lelll/la.]'llll/l MEPKH 32 YHUII0KABAHEC HA HEU3II0JI3BAaH IPOAYKT WIHN OCTATBHIMA OT HEIro
BCGKI/I HCU3IIOJI3BAH BETCPUHAPHOMCIUITMHCKU MMPOAYKT WM OCTAaTbIIU OT HET'O Tp}I6Ba aa 6’b,£[aT
YHUIIOKCHHU B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. IIPUTEXATEJI HA JINIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMITEH3A 3A YIIOTPEBA

EU/2/11/134/018 20 ml

EU/2/11/134/019 50 ml

EU/2/11/134/020 100 mi

9. JJATA HA TBPBOTO U3JABAHE / TIOJHOBSBAHE HA JIMIIEH3

JlaTa Ha TBPBO M3aBaHe Ha JIHUIEH3 3a ynorpeda: 09/12/2011

Jlata Ha TIOCJIEHO MOAHOBSBaHE Ha JTUIEH3 3a yrorpeba: 09/11/2016

10. JATATA HA IIOCJIEAJHATA PEJAKIIUSI HA TEKCTA

ITompo6Ha wH(MOpMAaIHs 3a TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTpaHuiara Ha EBpomnetickara
Arennus o Jlekapctsara (http://www.ema.europa.eu)

3ABPAHA 3A ITIPOJAXKBA, CHABJSIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIIUHCKUA ITPOAYKT

Inflacam 330 mg rpanynu 3a koHe.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun yaHTa chabpxa:

AKTUBHA cyOCTaHIHS
Menokcrukam 330 mg.

3a IIBJIHUA CHUCHK Ha CKCIOUITNCHTHUTC, BUX T. 6.1.

3. PAPMANEBTUYHA ®OPMA

I'panynu B camera.
bneau xbaTH TpaHyIH.

4, KIMHUYHU JAHHHA

4.1 BwupoBe KUBOTHH, 32 KOUTO € mpenHa3HayeH BMII

Komne.

4.2 TepaneBTUYHHU MOKA3AHUS, ONPeIEICHH 32 OTIETHUTE BUI0BE JKHBOTHH

OOnex4aBaHe Ha BH3MAICHUETO W HAMAJIsIBaHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U TIPU XPOHHYHH
MYCKYJTHO-CKEJICTHH HapyIieHus mpu kore ¢ Terio 500 kg - 600 kg.

4.3 IIpoTuBONMOKA3aHUS

Ja He ce mpuiara npu OpeMEHHU | JTaKTHPAIIH KOOWITH.

Jla He ce M3MoJI3Ba MPU KOHE, CTPAJalIy OT TACTPOUHTECTHHAIHNA CMYIIEHHS, KaTO Bh3MAalICHUE U
XeMOoparus, HapyIIeHa 4epHoaApoOHa, ChpAcYHAa Wi 0BOpedHa GYHKITNS U XeMOpParudHu HapyIIeHHs.
Jla He ce u3Moa3Ba NPU CBPBXYYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS WIIM HIKOU OT
EKCIUTTUCHTHUTE.

Ja He ce u3MoI3Ba MpU KOHE 1MoJ1 6 ceIMUYHa Bh3pacT.

4.4 CpeuuajHu NpeaNna3Hu MePKH 3a BCeKH BH/ ’KMBOTHH, 32 KOUTO e npegHasHayen BMII
Hama.
45 CpeuuajJJHu mpeaAna3sHu MepKH Npu ynorpeda

CrieluaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE NPU YIIOTpeOaTa Ha MPOIyKTa

Jla ce m30sarea ynorpebata mpH BCSKO IEXUIPATUPAHO, XUMOBOJIEMUYHO WIIM XWUTIOTCH3UBHO XHUBOTHO,
THH KaTO CHIIECTBYBA NOTEHIIMAJIEH PUCK OT ObOpeYHa TOKCUIHOCT.

C men na ce cBele A0 MHHUMYM PUCKa OT HETIOHOCHUMOCT, MPOJYKTHT TPSOBa Ja CE CMECBA C MIOCIH

hypaxu.
To3u IpoaYKT € mpeaHa3HadeH 3a yrnoTpeda camo mpu KoHe ¢ terio mexay 500 u 600 Kg.
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CrielmatHy Ipena3Hi MEPKH 3a JINIATa, TPHUJIaraiiy BeTepUHAPHOMENUIIMHCKNS TPOAYKT Ha JKUBOTHUTE
Xopa ¢ ycTaHOBEHa CBPbXUYBCTBUTEIHOCT KbM HECTEPOUIHK TpoTHBOBB3nanutenau cpeacrsa (HCIIBC)

Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.
B ciyyaif Ha MHIIMACHTHO TIOTITBIIAHE HE3a0aBHO JIa C€ MOTHhPCH MEIUIIMHCKH ChBET, KaTO Ha JIEKapsl ce
NPEZIOCTaBH JINCTOBKATA 32 yIoTpeda Wik €THKETa Ha TPOYKTa.

4.6 HeOnaronpusiTHU peakuuu (4eCTOTA U BasKHOCT)

B knmuMHMYHY M3NMTBaHMS ca HAOJII0AaBaHU U30JIMPAaHU CIIydau Ha HeOIAronpusiTHU PeakIMi TUIIHYHO
acoruupanu ¢ HCIIBC (sieka yprukapus, nuapusi). CAMIITOMUTE ca 0OpaTUMH.

B MHOTO pesnku ciaydan ce cpoOIaBa 3a 3ary0a Ha aleTHT, JeTaprusi, CTOMAIIHU OOJIKH 1 KOJIHT.
B mHOro penku cimydan MoXke 12 BB3HUKHAT aHA()MIAKTOMON PEaKLIMH, KOMUTO MOXE Ja CEe OKaxar
CEpHO3HU (BKJIIOYUTEIIHO BOJIEIIU 10 CMBPT) U Te TpsiOBa J1a ObJaT CUMIITOMAaTHYHO JIEKYBaHU.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAENI Upe3 ClIeHaTa KIIaCH(UKAIH:

- MHOrO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, IPOSBSIBAILY HEOIArONPHUATHH PEAKIINN))

- yecTH (moseue oT 1, Ho mo-manko oT 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1000 TpeTUpaHu )KUBOTHH)

- peaxu (rmoseye oT 1 Ho mo-manko ot 10 xuBotHH Ha 10 000 TpeTHpaHu >KUBOTHH)

- MHOTO peakH (1o Mainko ot 1 xuBotHO Ha 10 000 TpeTrpaHu KMBOTHH, BKIFOUUTEITHO U30IMPaHU
CHOOIIICHHU).

4.7 Ynorpe6a no BpeMe Ha OpeMeHHOCT U JAKTALMA

JlaGopaTopHHTE ITPOYYBaHMS NIPU TOBEA HE IOKa3BaT HUKAKBU JTaHHU 33 TEPATOI€HHOCT,
(heTOTOKCHYHOCT WM TOKCHYHOCT 3a MailumHusa opranu3bMm. Hsma cbpOpanu nanau 3a kone. Ilo Tasm

IMpUuYrHa HE CC MPCTIOPHUBA IMMPUJIATraHCTO MO0 BPEMEC Ha 6pCMeHHOCT 1 JJaKTanus.

4.8 B3auMmopnelicTBHe ¢ APYTrH BeTePUHAPHOMEIULIMHCKH MPOAYKTH U APyru opmu Ha
B3anMojeiicTBHe

[a He ce mpuara CbBMECTHO C TITFOKOKOPTHKOCTEPOUAH, APYTH HECTEPOUIHH MTPOTHBOBB3MATUTETHI
CpeICTBa WM aHTHKOAryJaHTH.

4.9 Jlo3a M HAYHH HA MPUJIOKEHUE
W3nonssaiite ¢ XxpaHa.
Ja ce mpuiara cMeceH ¢ xpaHara B 103a ot 0,6 mg/kg TeiiecHa Maca, €IMH T AHEBHO, 10 14 aHU.

[IpoxyxTsT TpsiOBa Aa ce mpubdaBs kbM 250 g Miociu Gypaku, Ipeau XpaHeHe.

Besiko carre charbpprka eHa qo3a 3a KoH ¢ teriao mexay 500 u 600 Kg u mo3ara He TpsOBa fa ce pasues
Ha [T0-MAaJIK! JIO3H.

Ja ce n30srBa BEBEKIAHE HA 3aMbPCABAHE 110 BpeMe Ha yrnoTpeoa.

4.10 Ilpeno3upane (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), KO € HEOOXOANMO
B cnyuait Ha ipeo3upane TpsiOBa Ja ce 3aM0YHe CUMIITOMAaTHYHO JICYeHHE.

411 KapeHTHHU cpoKoBe

Meco ¥ BbTpEIIHN OpraHu: 3 THU.
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He ce paspemaga 3a yrorpe6a npu »)KHBOTHH, YHETO MIISIKO € MTPEHA3HAYCHO 32 YOBEITKA KOHCYMAIIHSI.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTeparneBTHIHA rpyma: [[pOTHBOBB3MATUTETHA U AHTUPEBMATHYHHU TPOIYKTH, HECTSPOUIN
(oxcukamm).
Berepunapnomenuimacku Anatomo-Tepanesruuen Kox: QMO1ACO6.

5.1 d®dapmakoaMHAMMYHU CBOIiCTBa

MenoKCHKaMbT € HECTEPOUIHO MPpoTHBOBB3ManuTenHo cpenactso (HCTIBC) ot kiaca Ha OKCHKaMUTE,
JISHCTBAIIO Ype3 NHXUOWpPaHe Ha CHHTE3a Ha MPOCTArIaH uH, ITPH KOETO MPOsBsBa
[IPOTUBOBB3NAIUTEIHN, AaHAJITETUYHN, AHTUEKCYIaTUBHU U aHTUITUPETHYHH CBOMCTBa. HamasiBa
JIEBKOIITUTHATA I/IH(i)I/IHTpaHI/DI BBB BB3IIajeHaTa ThKaH. B mo-Manka crereH I/IHXI/I6I/Ipa " KOJIarcH-
WHAyIpaHaTa TPOMOOLIMTHA arperanys. MenToKCUKaMbT MIPUTEKaBa ChIIO aHTHEHAOTOKCHYHH CBOMCTBA,
3aIl0TO € YCTAHOBEHO, Y€ MHXUOMpPa MPOIYKIIHITa HA TpoMOOKcaH B2, mpean3BrKkaHa OT HHTPaBEHO3HOTO
npuIarane Ha eHI0TOKCHH Ha E. coli npu tenera u cBuHe.

52 @apMaKkoOKHHETHYHH 0CODEHOCTH

AOGcopOuus
Korato npoxyKThT ce U3Moa3Ba CIOpe I MPEophbYaHus PeXKUM Ha JO3UpaHe, IepopatHaTa OMOHATHYHOCT

e npuoim3urenso 98%. MakcuMaTHU TUTa3MEHU KOHIIGHTPAIIUHU CE IOCTUTAT MPHOJIM3UTENHO cliel 2-3
yaca. ®akTopbT Ha akymyiaius ot 1,08 npeamnonara, ye MeJIOKCHKaMa HE C€ aKkyMyJIHupa, KOraTo ce
rpujiara eXeIHeBHO.

PasnpeneneHue
[Ipudausutentno 98% ot Meo0KCHKaMa ce CBbP3Ba ¢ IIa3MeHuTe MpoTeuHu. O0eMBbT Ha pasnpeae/iCHUE €

0,12 I/kg.

Metabonu3sem

MeTaboau3MBbT € Ka4eCTBEHO MOJI00CH MY TLTHXO0BE, MUHH MTPACEHIIa, X0pa, TOBe/la U CBUHE,

Brrpeku, e KOTU4eCTBEHO ChINECTBYBAT PA3NIUKY. [ TaBHUTE METAaOOIUTH OTKPUTH MTPH BCUYKU BHIOBE
ca 5-XUAPOKCH- M 5-KapOOKCHU-META00IUTUTE U OKCATII-METa00 U THT. MeTaboau3MbT IIpH KOHE HE €
u3cneBad. JJokazaHo e, ue BCHYKH OCHOBHU METa0OJINTH ca (papMaKOoJIOTHUYHO HEAKTUBHHU.

Enumunupane
MenokcHKaMbT ce SMMHUHHPA ¢ KpaeH Iojrypasmnan oT 7,7 Jaca.

6. ODAPMAIEBTUYHU OCOBEHOCTH
6.1 CnuchbK Ha eKCHUIHEHTHTE

I'moko3a MoHOXUApPAT

TToBuaoH

Apomart Ha s0BI1Ka (Chabpikany OyTmwixugpokcuannzon (E320))
Kpocnosunon

36



6.2 OCHOBHHM HECHLBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCAUIIMHCKU IIPOAYKT HE TpSI6Ba Ja 6"5,[[6
CMCCBAH C JPpyru BECTCPUHAPHOMCIUIIUHCKU ITPOAYKTH.

6.3 Cpok Ha rogHocT

CpoKk Ha rOJIHOCT Ha KpaiHUs BETEpUHAPHOMEIUITUHCKH TIPOIYKT: 3 TOJMHH.
Cpok Ha rOJIHOCT cJie/l pa3MecBaHe ¢ MrociH hypaxu: Jla ce u3non3ea BeaHara.

6.4. CrneuuajJHM ycJI0BHS 32 CbXpaHeHUEe HA MPOIYKTA
To3u BeTepUHAPHOMEAMLIMHCKH MIPOAYKT HE H3UCKBAa HUKAKBH CIICIIMATHU YCIIOBHSA 33 ChbXpaHECHHUE.
6.5 BuawuchbcTaB HAa MBPBHYHATA ONMAKOBKA

Paper dbonmo camera (xaptust/PE/anymunnii/PE), chabpskamm 1,5 rpama rpanyiu 3a caiie B KapTOHEHa
KYyTHSL.

Pa3smepu Ha omakoBkaTa: 20 uc 100 camera.

He Bcuuku pazmepu Ha onmakoBKaTa MOTraT Ja ObJaT Npe/iaraHy Ha rasapa.

6.6 CrhnenmnajJHM MepPKH 32 YHHI0:KABAHEe HA HEM3MOI3BAaH MPOAYKT WJIH OCTATHIH OT HEro

Bcekn Hen3non3BaH BeTepHHAPHOMEIUIIMHCKY POAYKT MIIM OCTaThIM OT HEro TpsiOBa 1a ObaaT

YHUIIOKEHU B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO.

7. HNPUTEXKATEJI HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIEH3A 3A YIIOTPEBA

EU/2/11/134/021

EU/2/11/134/022

9. JATA HA I'bPBOTO U3JJABAHE / IIOJHOBSBAHE HA JIMLIEH3A 3A
YHOOTPEBA

JlaTa Ha MbPBO W3/1aBaHe Ha JIMIeH3 3a ynotpeba: 09/12/2011

Jlata Ha MOCJIEIHO TIOAHOBsIBAHE Ha JIKIIEH3 3a yrotpeba: 09/11/2016

10. [JATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA
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IMToxpoOHa nH(pOpMaIHs 32 TO3H MPOAYKT MOXKE J1a HAMEPHUTE Ha MHTEPHET cTpaHuLara Ha EBpomneiickara.
Arenuus o JlexkapcrBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXBA, CHABJISABAHE W/WUJIN YIIOTPEBA

He e npunoxxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

Inflacam 0,5 mg/ml nepopanna cycrnensus 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun ml ceabpxa:

AKTHBHa cy0OcTaHIMA:
Meloxicam 0,5mg

Excounuenr:
Sodium benzoate 1,5 mg

3a IBJIHUA CHUCHK HA EKCHMIIMEHTUTE, BIK T. 6.1.

3. DOAPMALEBTHYHA ®OPMA

[lepopanna cycnieH3usl.

I'magxa CBETIIOXKBITA CyCICH3US.

4, KJIMHUYHU JAHHHU

4.1 BupaoBe »KUBOTHH, 32 KOUTO € mpenHa3HayeH BMII

Kotxku.

4.2 TepaneBTHYHHU NOKA3aHUsI, ONIPe/ieJIEHH 32 OTAEJHUTE BU10Be ’KUBOTHH

OOnexyaBaHe Ha JIeKa JO YMEPEHO CHJIHA CIIeJoNepaTHBHA 00JIKa U Bh3MAJICHUE CIIEl XUPYPTrHIHU
NpOLENYPH IPU KOTKHU, HAIIP. OPTOIIEANYHHU ONIEPALIH ¥ XUPYPIUsl HA MEKUTE ThKaHH.

Obnex4aBaHe Ha 0OJKaTa ¥ BH3MAICHUETO MPU OCTPU U XPOHUYHHN MYCKYJIHO-CKEJIETHH HAPYLICHUS TIPH
KOTKH.

4.3 IlpoTuBONMOKA3aHUS

[a He ce u3non3sa npyu OpeMEeHHH WM JJAKTHPAIH KUBOTHH.

Jla He ce u3MoI3Ba MpU KOTKHU, CTPAJaIy OT TACTPOMHTECTUHAIHY CMYIIEHUS KaTo Bh3NaJCHUE U
XeMoparusi, HapylleHa 4epHOApoOHa, ChpieuHa Wik ObOpevHa PyHKIHS U XeMOpParuyHu HapyIICHUSI.
Ja He ce M3M0I3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMsI MIIM KbM HSKOH OT
EKCLIUMUEHTHUTE.

[la He ce u3Moa3Ba NpU KOTKH 1MoA 6 ceMUYHA Bb3PacT.

4.4 CneuuajHM mMpeana3Hu MepPKH 32 BCeKU BHJ KMBOTHH, 32 KOUTO e npeanazHayen BMII

Hsawma.
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45 Cpoeuua/JJHu MpeaANa3sHd MepPKH NMpH ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA
I[a ce n30srBa yHOTpe6aTa npu ACXHUApAaTUPAHU, XUIMOBOJICMUYHU WJIN XUIMOTCH3WBHU JXUBOTHH, TBi
KaTO ChbUICCTBYBA IMOTCHUINAJICH PUCK OT pC€HaJIHA TOKCUYHOCT.

CrnenonepatuBHa 00JIKa U Bb3NAIICHUE CIIS/ XUPYPTHUYHH IPOLIEAYPH:
B ciry4aii ue ce Hayara TOIBJIHATETHO 00JIeKuaBaHe Ha OoikaTa, TpsSOBa 1a ce TTIOMUCIIH 33
JIOIIBITHUTEITHA TEPAITUs ¢ APYT JEKAPCTBEH MPOIYKT.

XPOHUYHU MYCKYJIHO-CKEICTHU HAPYIICHHUS:
OTroBopbT Ha ABATOCPOYHA TepanHs TPsIOBa Ja ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT BETEPUHAPEH
nekap.

Crierna Hy pena3Hi MEpKH 3a JINIATa, IPUIaraild BeTepUHAPHOMEIUITUHCKHS TPOIYKT Ha dKUBOTHHTE
Xopa ¢ ycTaHOBEHa CBPBXIYBCTBUTEITHOCT KbM HECTEPOHIHH MTPOoTHBOBB3nanuTenHu cpencrsa (HCIIBC)

Tps0Ba Jja M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.
IIpu crygaitHO TTOTIIBITaHE He3a0ABHO Ja CE MOTHPCH METUITMHCKH CHBET, KaTO Ha JIEKaps Ce MPEIOCTaBU
JIUCTOBKATA WJIM €THKETA Ha MMPOIYKTA.

4.6 HeOnaronpusTHU peakuuu (4eCTOTA U BA5KHOCT)

[onsikora ce cpobuIaBa 3a TunuuHu HebnaronpusTHU peakunn Ha HCIIBC kato 3ary0a Ha ameTwr,
NOBpBLIaHE, TUAPUS, OKYJITHA KPbB B U3NPAKHEHUATA, IeTaprusl 1 0bOpedHa HeA0CTaTHYHOCT @ B MHOTO
PEelKHU Ccllydau IracTPOUHTECTUHAIHA YJllepalus U NOBUILIEHH YePHOAPOOHHU €H3UMHU.

Te3u HeONAroMpHUATHH PEaKIIMH B TOBEYETO CITyYau ca MPEXOIHH U M34e3BaT cie]] MPUKIII0YBAHE Ha
JICYCHUETO, HO B MHOT'O PEAKH CIIydyal MOraT Aa ObJaT CepHO3HHU WK (aTaIHH.

B cnyyaiil Ha HeOIaronpusATHY PEaKIUy JIEYEHUETO TPAOBA /1a Ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEPUHAPEH JIEKap.

YecToTaTa Ha HEOIArONMPUATHUTE PEAKIIUH CE ONPEAEII Upe3 ClIeAHAaTa KIIaCU(HKALH:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTupanu KUBOTHH, IPOABSIBAIIN HEOIArOMPUSITHHA PEAKIIHH))
- yectH (moBedye ot 1, HO mo-mainko ot 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Manko oT 10 xuBoTHU Ha 1000 TpeTupaHu )KUBOTHH)

- penku (moseue oT 1 HO mo-manko ot 10 >xuBoTHH Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIFOUUTEITHO N30JIHPAHH
CBHOOIICHU).

4.7 Ynorpe6a no BpeMe Ha OpeMeHHOCT, JJAKTALMS WM sIilIeHOCeHe

Bbe3omacHocTTa Ha BETEpUHAPHOMEIUITUHCKUS MPOIYKT HE € JIOKa3aHa Mo BpeMe Ha OPEeMEHHOCT U
naktanus (BXK. Touka 4.3).

4.8 B3aumopeiicTBHE ¢ IPYTrd BeTEPUHAPHOMEIUIIHHCKU MPOXYKTH U Apyru ¢popMu Ha
B3auMoOJelcTBHE

Hpyru HCIIBC, nuypetnin, aHTUKOATyJIaHTH, aMAHOTJIMKO3HTHU aHTHOMOTHIIH 1 BEIIECTBA C TONIsIMa
CTEIeH Ha CBbp3BaHE HA MPOTCMHUTE MOraT Jla JOBEAAT IO CBbP3BaHe, a CICI0BATEIHO U JO TOKCUIHHU
peakiun. Inflacam we TpsioBa na ce mpuara exnospemenHo ¢ apyru HCIIBC wiu
TITFOKOKOpTHKOCcTepouan. TpsaOBa na ce n30arBa eTHOBPEMEHHOTO MPHJIATaHe C MOTEHIINATHO
HE()POTOKCUYHU BETCPUHAPHOMEIUIIMHCKH TTPOAYKTH.

40



[penmiecTBanio TpeTupane ¢ MPOTUBOBB3MAIUTEIHN CPEJCTBA MOXKE J1a IPUUHHH JIOTIBIIHUTEITHU HITH
MTOBHUIIICHU HEOJIArOMPHUATHHN PEaKITNN B ChOOpa3HO ¢ TOBA TPSOBA Ja € CIIa3| IEePHoI, CBOOOJEH OT
MIPHUJIATaHETO HA TAKWBA BETEPHHAPHOMEAMIIMHCKH TTPOAYKTH, Hali-Mallko 24 Jaca mpeau 3arovBaHe Ha
nedenueto. [Ipu nepuona, cBOOOACH OT TpeTUpaHe, obaue, TPSOBaA J1a Ce B3eMaT PSBUL
(hapMakoJIOTHYHHITE CBONCTBA Ha MPOJYKTHTE H3IIOJI3BAHU MPEIU TOBA.

4.9 Jlo3a M HAYMH HA NPHUJIOKEHUE
3a mepopaHo MPUIIOKEHHE.

CrieioniepatiBHa 60JIKa ¥ Bb3MAICHHUE CIIC XUPYPIHYHH TIPOLICAYPH:

Cren mepBoHauanuoro jedenue ¢ Inflacam 5 mg/ml umkexiponen pa3TBop 3a KOTKH IIPOABIDKETE
neueHueto 24 daca mo-kscHo ¢ Inflacam 0,5 mg/ml nepopanna cycrnensus 3a KOTKH B 103MPOBKA Ha
menokcukam ot 0,05 mg/kg Tenecna maca (0.1 ml /kg). [lepopannara mocnenBaiia 103a MOXe Jia ce
MpuJIara €InH T JHEBHO (HAa MHTEPBAIX OT 110 24 Jaca) 70 MaKCUMYyM YETHPH JTHH.

OcTpH MyCKYJIHO-CKEIETHU HAPYIICHHSI:

[IBpBOHAYATTHOTO JIEUEHHE € €IHOKpaTHA IepopaiHa g03a Menokcukam ot 0,2 mg/kg temecua maca (0.4
ml /kg) ua mepBus meH. JledenueTo TpsOBa 1a Ce MPOIBIDKY BEAHEK THEBHO UPe3 MEPOPAITHO
npuioxeHue (Ha 24-4acoBr HHTEpBaK) B 1032 Menokcukam ot 0,05 mg/kg tenecna maca (0.1 ml /kg)
JI0TOTaBa, JOKATO MPOIBDKABAT OCTpaTa 00JIKA U BH3IMAICHHUETO.

XPOHUYHHU MYCKYJTHO-CKEJICTHH HAPYIICHHUS:

[TbpBOHAYATHO CE MpUIIAra nepopaiHo eauaunyna 103a ot 0,1 mg menokcukam/Kg tenecua maca (0.2 ml
/kQ) mpe3 mbpBHs JIcH. JIedeHHETO TPSIOBA JIa POIBIDKHU €IMH ITHT JHEBHO Ype3 MEPOPAITHO MpHIaraHe
(1a 24 yacoBH MHTEpBaIIN) Ha moaabpiKaima mo3a ot 0,05 mg memokcukam/Kg terecua maca (0.1 ml /kg).
KirHuueH 0TroBop 0OOMKHOBEHO ce HAOJII0/[aBa B paMKUTE Ha 7 JIHH. JICYUCHUETO TPAOBA J1a ce MPEKPaTH
Hal-KbCHO ciiel 14 IHH, aKo JIUIICBA SIBHO KJIMHUYHO MTOJ00pEHHE.

Hauws 1 MeTo Ha IpUIOKECHHE

Enna cnpunioBka ot 1 ml e npubaBeHa kbM poAyKTa. TOYHOCTTA Ha CIIPUHIIOBKATA HE € TIOXO/IAIIA 32
Jeyenue Ha Kotk moj 1 Kg.

Ja ce paskiamnia q06pe npenu ynorpeda. [la ce npuiara mepopaisHo WM CMECEH C XpaHa, WM HalpaBo B
ycraTta. OcobeHo TpsOBa Ja ce BHUMaBa 3a TOYHOCTTa Ha fo3upaHe. [IpenopbrunTennara 1o3a He TpsiOBa

Jla ce TPEBHIIIABA.

Ja ce m30sTBa 3aMBPCABaHE 110 BpeMe Ha yroTpeda.

4.10 Ilpeno3upane (CHMITOMH, CIIEIIH MePKH, AaHTHI0TH), AKO € He0OX0AUMO

MernokcukaM UMa TECEH Uana3oH Ha JIeKapCTBEHA 0€30MacHOCT MPH KOTKH M KIIMHUYHY PU3HAIM Ha
npeao3upaHe MOXe J1a ce 3a0esexar pu CPaBHUTEIIHO HIUCKHM HUBA Ha MPEJ03UPaHe.

B ciydaii Ha npeio3upaHe HeOIAroNpUsSTHUTE PEaKIni, 00sSCHEHU B Touka 4.6, ce 04akBa Jia ObJar 1o-
CepHO3HM U Mo-yecTH. B ciyuaii Ha npeo3upane TpsOBa 1a ce 3a0YHe CHMITOMAaTHYHO JICYEHHE.

4.11 KapeHTeH cpoKoBe

He e npunoxxumo.

5. DPAPMAKOJIOI'NYHU OCOBEHOCTH

®dapmakoTepaneBTuuHa rpyna: [[poTHBOBB3MANUTEHN U AHTUPEBMATHYHH TIPOJTYKTH, HECTEPOUIH
(oxcukamm).
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Berepunapnomenunmacku AHatoMmo-Tepanesrruern Kog: QMO1ACO06.
51 d@apmakoaMHAMHMYHU CBOIiCTBA

MenokcuKaMbT € HeCTepouaHo poTtuBoBb3nanmTenHo cpeactBo (HCIIBC) ot kiraca Ha OKCUKaMHTE,
JIeicTBAINO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTAaTJIaH 1H, TIPH KOETO MPOsIBsBa
NPOTUBOBB3MATUTEIIHHU, AHAITETHYHH, AaHTUEKCYJATUBHY U aHTUIIMPETUYHHU cBoiicTBa. Hamarnssa
JIEBKOLIMTHATA HHOHUITPAIMS BbB Bh3MalieHaTa ThKaH. B mo-mainka crerneH HHXUOUpa U KoJlareH-
UHJyIMpaHaTa TpoMOOITHA arperaius. [Ipoy4BanusTa in Vitro u in Vivo mokassar, ue MEJIOKCHKaMbT
uHXuOUpa uKnookcureHasa-2 (COX-2) B mo-rossiMa cTerneH OTKOIKOTO IukiookcureHaza-1 (COX-1).

5.2 ®dapmMakoKHHETHYHH 0COOEHOCTH

Pe3opbuus
AKO KMBOTHOTO € IIOJIJIOKEHO Ha IJIaJ MPH J03UPaHETO, MAKCUMAJIHH IJIa3MEHH KOHIICHTPAIIUH Ce

JIOCTUTAT MPUOTU3UTEITHO ciaea 3 yaca. AKO KUBOTHOTO CE€ XPaHHM 10 BpeMe Ha TO3UPAHETO, Pe30pOITHITa
MOKe J1a ObJIc B M3BECTHA CTCIICH 3a0aBeHa.

Pasnpenenenue
ChIniecTByBa JIMHEHHA 3aBUCHMOCT MEX/Ty MPUIIOKEHATA J103a M Ha0JII0IaBaHaTa TIa3MeHa

KOHICHTpAlHA B TCPAICBTUYHHNA JUAIIA30H Ha JO3UPAHEC. HpI/I6J'II/ISI/ITCJ'IHO 97% OT MENOKCHKaMa ce
CBBp3Ba C IJIa3SMEHUTE ITPOTCHUHU.

MeTtaboau3pM

MeoKCHKaMbT C€ OTKPHBA IPEIUMHO B IJIa3MaTa M ChIIO C€ EKCKPETHPA TJIaBHO Ype3 XKIIbYKaTa, J0KaTo
ypHHaTa ChIbPIKa CaMO CJICIU OT U3XOAHOTO CheauHeHne. OTKPUTH ca IET OCHOBHHU METa0OJIUTH, KaTo 3a
BCHYKH € JIOKa3aHO, 4e ca (papMaKoJIOTHIHO HEAKTHBHH. MEIIOKCUKaMbT C€ METa0OIU3UPa 10 AIKOXOM,
KHCEJIMHCH JCPUBAT U HAKOJIKO MOJSpHU MeTabomuTh. KakTo u mpu qpyru npoy4YBaHU BHIIOBE,
OCHOBHUSAT IBT Ha OHOTpaHC(HOpMAIIUA Ha MEJIOKCUKAM IIPH KOTKU € OKHUCIISIBAHETO

Enumunupane
MenokcuKaMbT ce SNMMHIHHpPA ¢ TIEPHOJ Ha MoTypasnay ot 24 gaca. HamudueTo Ha MeTabOIUTH OT

U3XOJIHOTO CheIMHCHUE B ypPUHATA M U3NPAKHEHUSTA, HO HE U B IJIa3Mara, € TI0Ka3aTelrHo 3a Obp30TO UM
ekckperupane. 21% OT Bb3CTaHOBEHATA J103a CE STMMHUHUpPA B ypuHaTa (2% KaTo HEMPOMEHEH
Menokcrukam, 19% xato metabonuth) u 79% B m3npaxuenusara (49% karo HeMpoMeHEeH MEJIOKCHKaM,
30% kato MeTaboIHuTH)

6. OAPMAIIEBTUYHU OCOBEHOCTH
6.1 CHnucbk HA eKCHUMIIHEHTHTE

Harpues 6enzoar

I'muuepon

JImMoOHEHa KHCcenrnHa MOHOXHIpAT
Kcanranosa ryma

Hatpuer nuxuaporen ¢ocaTt MoHOXUAPAT
CHMETHKOH eMyJIcus

Apomar Ha Me]

Cunuuues JBYOKHC, KOJIOUAANIeH Oe3BOACH
Bona, mpeuncrena
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6.2 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIUHCKY MPOIYKT HE TpsiOBa ja Objie
CMECBaH C JPyTY BETEPUHAPHOMEIUIINHCKY TIPOTYKTH.

6.3 Cpok Ha rogHocT

CpoK Ha TOTHOCT HA KpalHUS BeTEPUHAPHOMETUITMHCKH MPOoIyKT: 30 Meceria.
Cpok Ha TOJHOCT CJIe/ ITbPBO OTBAPSIHE HA ITBPBUYHATA OMAKOBKA:

3mlu 5 ml Oyrunka: 14 nau

10 ml u 15 ml 6yTmka: 6 mecena

6.4 CneuuajHu ycja0BHsI 32 CbXpPAHEHHE HA MPOAYKTA
To3u BeTeprHApHOMEIUIIMHCKY ITPOLYKT HE M3MCKBA HUKAKBH CIELIHAIHHU YCIOBHS 32 ChbXpaHEHHUE.
6.5 BuaucbcTaB HAa MHPBUYHATA ONIAKOBKA

Bsina GyTuiika OT MOJIMETHIIEH C BUCOKA IUTBTHOCT, chabpskama 10 ml mium 15 ml, ¢ kanmayka, ycroiunsa
Ha OTBapsHe, 3aIUTEeHA OT Jela.

[MomunponuieHoBa OyThiKa, chabpkaiia 3 ml wim 5 ml, ¢ kanayka, ycToiurBa Ha OTBapsiHe, 3allUTeHA
OT jaeua.

Bcesika OyTuika e ornakoBaHa B KAPTOHEHA KYTHS ¢ €1HA MEpPUTENIHA CIIPUHIOBKA OoT 1 ml (Bapena oT
TOJMIIPONIHIICH U OyTano / OyTallo B TIOJMETHIICH C HUCKA TUTBTHOCT).

He Bcuuku pazMepu Ha orakoBKaTa Morar fia Ob/aT NpeAsiaraHy Ha rmasapa.

6.6 CheuuaJHi MepKHU 32 YHHIL0KABAHE HA HEU3MO0JI3BAH NPOAYKT HJIH OCTATHLH OT HEro
Bceku Hensmon3BaH BCTCPUHAPHOMCANIMHCKA NPOAYKT WX OCTATbIU OT HET'O Tp${6Ba Ja 6LL[aT
YHUIITOKCHU B CHbOTBCTCTBUC C UBUCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. NPUTEXATEJ HA JIMIIHEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,
Ireland.

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/023 10 mi
EU/2/11/134/024 15 mi
EU/2/11/134/025 3ml
EU/2/11/134/026 5mi

9. JATA HA T'BPBOTO U3JIABAHE/IIOJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBOTO W37aBaHe Ha JIKIEH3 3a yrmorpeba: 09/12/2011
Jlata Ha MOCJIEIHOTO MOTHOBSIBAHE HA JMIeH3 3a ynoTpeba: 09/11/2016
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10. [JATA HA NOCJIEJHATA PEJAKLIUS HA TEKCTA

IMoapoOHa uHbopMaIKs 3a TO3H MPOAYKT MOKE Jla HAMEPUTE HAa HHTEPHET cTpaHuilaTta Ha EBporneiickara
areHIMs 1o jekapcreata http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, CHABJSIBAHE U/NJIA YIIOTPEBA
He e mpuioxumo.

a4



HNPUJIOKEHHE |1
IMPON3BOJUTEJI OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUIATA

YCJIIOBUA NJIN OTPAHUYEHNS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIUA CE 10 MPEJJATAHETO WA YIIOTPEBATA MY

CTATYC HA MJICOK
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INPUJIOKEHHUE 11

A.  MPOU3BOAUTEJ OTTOBOPEH 3A OCBOBOXJIABAHE HA ITIAPTUIATA

Hwme u agpec Ha IPOM3BOIUTENSL, OTTOBOPEH 32 OCBOOOKIABAHETO HA MAPTHUJINTE 3a IPOIakOa

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea,
Co. Galway,
IRELAND.

3a Inflacam 20 mg/m| un:kekunonen pa3Teop 3a rosena, ceune u kone u Inflacam 5 mg/ml
WHIKEKIIMOHEH Pa3TBop 3a Ky4uera u KoTku u Inflacam 5 mg/ml nn:kexkumnoHen pa3TBop 3a roeena u

CBHMHE CaMoO :

Eurovet Animal Health B.V.

Handelsweg 25,
5531 AE Bladel,
Xomanaus

)41

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapcesnona

b. YCJIOBHMA NWIN OT'PAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,

OTHACHAIIUA CE 10 NPEJJATAHETO NJIA YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MpPEAINMUCaHnC.

B. CTATYC HA MJICOK

B tabnuna 1 xpm npunoxxenuero Ha Pernmament (EC) No 37/2010 BkitoueHU cleJHUTE ChCTaBKH Ha

Inflacam u:
®dapmakosiorndyHo | MapkepHo Bumose MJCOK | Ilputienan | Jpyru TepaneBTuicH
aKTHBHA OCTaThYHO KUBOTHH ThKaHU W3UCKBaHHSA | KJIac
cyOcTaHIus BEIIECTBO
Menokcukam Menokcukam | ['oBena, 20 pg/kg | Myckyn N/A [IpoTtuBoBB3NATN
KO3H, 65 ug/kg | Yepen TEJTHU U
CBUHE, 65 pg/kg | npo6 AHTUPEBMAaTUYHU
3aiimy, Bropex IIPOJYKTH,
€THOKOITUT HECTEPOUTU
HU
YKUBOTHH
T'oena, 15 ng/kg | mmsixo
KO3H,

Exkcuumnuenture, mocoueHu B Touka 6.1 Ha KpaTkaTta XxapakTepucTHKa, ca WK pa3pelieHu CyOCTaHInu, 3a
kouTo B Tabuna 1 Ha [Tpunoxenuero kbM Pernament (EC) No 37/2010 e ce usucksat MJICOK, unu ce
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pasriexaat no cuiaata Ha Permament (EC) No 470/2009, koraTo ca BKJIIOUEHH B TO3U B TO3U
BETCPUHAPHOMETUIIMHCKH MPOJYKT.
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HNPUJIOKEHHE |11

ETUKET U JINCTOBKA
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A. ETUKET
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena kyTus 3a 6yruika ¢ ooem 15 ml, 42 ml, 100 ml mwom 200 mi

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

Inflacam 1,5 mg/ml mepopanua cycrensus 3a Kydera
Meloxicam

2. CbABbPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMA(N)

Bcexu ml cpappixka: 1,5 mg meloxicam
5 mg HaTpueB OeH30aT

3. DPAPMANEBTUYHA ®OPMA

Ilepopanua cycnensusi.

4. PABMEP HA OITAKOBKA

15 ml
42 ml
100 ml
200 m

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHHU ITIOKA3AHUA

[Ipenu ynotpeba mpoyeTu JIUCTOBKATA

7. METOA 1 HAYUH HA ITPUJIOKEHUE

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.

8. KAPEHTEH CPOKOBE
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‘ 9. CIHEHUAJIHU NIPEAYHPEXIEHNS, AKO E HEOBXOIUMO

Ja He ce m3non3Ba npu OpEMEHHHU U JIAKTUPAIIHX KUBOTHH.

| 10. CPOK HA TOHOCT

Tonen mo {Mecery/roauHa}
Cren oTBapsiHE J1a Ce M3IOJI3Ba B paMKUTE Ha 6 Mecera.

11. CHELHWAJIHU YCJIOBUS TP CbXPAHEHUE

12. CHEIUAJIHA MEPKHU 3A YHUILIOKABAHE HA HEM3ITOJI3BAH NPOAYKT UJIN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

VHuIioxaBase: IPpOY€TH JINCTOBKATA.

13. HAIANUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a. I[a CC OTITyCKa CaMo II0 JICKapCKO MPECATIMCAHUEC.

14. HAAIUCHT “JA CE CBbXPAHSBA JAJIEY OT IIOIJIEJA U HA HEAOCTBIIHUA 3A
JAELA MECTA”

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HECAOCTHITHU 3a A€1a MECTA.

15. HUME U ITOCTOSHEH AAPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/001 15 ml
EU/2/11/134/002 42 ml
EU/2/11/134/003 100 mi
EU/2/11/134/004 200 ml
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17. TAPTHUIAEH HOMEP

IMaptuma Ne {HOMep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BbJIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Etunker 3a 0yruika ¢ o6em 15 ml, 42 mi

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 1,5 mg/ml nepopainna cycnensus 3a Kyyera
Meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Meloxicam 1,5 mg/ml

3. CBIABPKAHUE CITPSIMO MACA, OBEM WX PO HA EJJMHUYHUTE 103U

15 ml
42 ml

‘ 4, HAYYH HA ITPNJIOKEHUE

Ja ce pasknamia 100pe npeau ynorpeoda.
Ja ce mpunara cMeceH ¢ XpaHa.

‘ 5. KAPEHTEH CPOKOBE

He e mpuiioxumo.

6. INAPTUJIEH HOMEP

IMaptumen Ne {HOMep}

7. CPOK HA T'OJHOCT

T'omen no {mecen/rogmna}
Crier oTBapsiHe J1a ce M3MOJI3Ba B paMKKTE Ha 6 Mecera.

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”™

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTp€6a.
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Etuker 3a 6yruiakure ot 100 ml u 200 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 1,5 mg/ml mepopanua cycrensus 3a Kydera
Meloxicam

‘ 2. KOJMYECTBO HA AKTUBHATA CYCTAHIUA (M)

Beexkn ml ceappoka: 1,5 mg meloxicam
5 mg natpueB OeH3oat

‘ 3. PAPMANEBTUYHA ®OPMA

Ilepopanna cycneHsusl.

4. PABMEP HA OITIAKOBKA

100 ml
200 ml

5. BUJIOBE )KNUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHHU ITIOKA3AHUSA

[Ipenu ynoTtpeda nMpoyeTH JIUCTOBKATA.

7. METOA 1 HAYUH HA ITPUJIOKEHHUE

[Ipenu ymoTpeba mpoyeTu TUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIHHEHUAJIHU TPEAYHNPEXJIEHUESNA, AKO E HEOBXOUMO

I[a HEC CC U3M0JI3Ba IpU 6p€MeHHI/I HWJIN JIAKTHUPAIIU J)KUBOTHH.
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10. CPOK HA IOAHOCT

T'omen no {meceryrogunHa}
Crnen oTBapsiHE /1a e M3MOJ3BA B paMKHUTE Ha 6 Mecena.

11. CHEINUAJIHU YCJIOBHUA IIPU CBXPAHEHUE

12. CHEIMAJIHA MEPKMU 3A YHUIIOKABAHE HA HEU3ITOJI3BAH INTPOAYKT UJIN
OCTATHIM OT HEI'O, AKO UMA TAKHUBA

yHI/IH.IO)KaBaHeZ MMpoYCTH JIMUCTOBKATA.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yrioTpeda. [la ce oTiycka caMo 1o JIEKapCKO MpeIrcaHue.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT IOTJIEJA U HA HEJJOCTBHITHU 3A
NEIIA MECTA”

I[a CC CbXpaHsBa Oaji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

15. HUME 1M AJIPEC HA IPUTEXATEJISI HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA

EU/2/11/134/003 100 ml
EU/2/11/134/004 200 ml

‘ 17. TAPTHUJIEH HOMEP

IMaptuna Ne{nomep}
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HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kyrus 3a 6yruaxa 20 ml, 50 ml, 100 ml, 250 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Inflacam 20 mg/ml nmkekumoneH pa3TBOp 3a TOBEIA, CBUHE U KOHE
Menokcukam

| 2. CbIABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMSI(M)

Menokcukam 20 mg/ml.
Ethanol (96%) 159.8 mg/ml.

‘ 3. DPAPMANEBTUYHA ®OPMA

HHxeKImoHeH pa3TBop

4. PABMEP HA OITAKOBKA

20 ml
50 ml
100 ml
250 ml

5. BUJOBE )KUBOTHU, 3A KOUTO E NIPEJHA3ZHAYEH BMII

T'oBena, cBUHE U KOHE.

6. TEPAIIEBTUYHU ITOKA3AHUA

[Ipenu ynoTtpeba mpoyeTy IUCTOBKATa

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

T'oBena:
EfHOKpATHO S.C. WJIH 1.V HHXKEKTUpPAHEe

CBuHE:
EnnHoxpaTHO I.M. uHKeKkTHpaHe. AKO ¢ He0OX0AUMO, MOBTOPHO MPUIAraHe MOXKE J1a Ce

HampasH cief] 24 Jaca.

Koue:
EnHOKpAaTHO I.V. HHXKEKTHpaHE.
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IMpenn ynorpeba mpoyeTH IUCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTen cpok:

T'oBema: Meco u BbTpemTHA opradu: 15 nau; Misko: 5 mHu.

CBHHE: MECO U BBTPEIIHU OpraHu: 5 AHU.

Kone: Meco 1 BTpEIIHN OpraHu: 5 1HU.

He ce pa3pemasa 3a yrmorpeba mpu )KHBOTHH, YHETO MIISIKO € MpeIHa3HaueHo 32 YOBEIIKa KOHCYMaIusl.

9. CIHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINMO

[Mpexn ynorpeba mpoyeTH IUCTOBKATA.

10. CPOK HA I'OAHOCT

T'omen no {mecen/rommna}
Cpok 3a ynotpe0a Ha oTBOpeHMs (pi1akoH: 28 qHH.
Cren mbpBO OTBApsAHE Ja Ce U3MOJ3BA JIO.......

11. CHEIUAJIHU YCJIOBHUA 3BACBXPAHEHUE

12. CIIEIMAJIHU ITPEJAITA3ZHU MEPKU I1PU YHUIIMO’KABAHE HA HEU3IIOJI3BAH
MNPOAYKT UJIK OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

Ipenu ynorpeba mpodeTy INCTOBKATA

13. HAINHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yIioTpeda. [la ce oTiycka caMo 1o JIEKapcKo Mpe/rcaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA 1 HA HEJOCTBITHHU 3A
JIEIIA MECTA”

I[a CC CbhbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTBITHU 3a IC1a MCCTaA.

15. HUME U IIOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,
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Co. Galway,
Wpnannust.

‘ 16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA

EU/2/11/134/005 20 ml
EU/2/11/134/006 50 ml
EU/2/11/134/007 100 ml
EU/2/11/134/008 250 ml

‘ 17. TAPTHUIAEH HOMEP

ITaptuga Ne {Homep}
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HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITIAKOBKA

Etuxker 3a 6yruakure ot 50 ml, 100 ml u 250 ml

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

Inflacam 20 mg/ml nmkekumoHeH pa3TBOp 3a TOBEIA, CBUHE U KOHE
Menokcukam

| 2. CBJBPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMSI(M)

Menokcukam 20 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. DOAPMAINIEBTUYHA ®OPMA

HHKeKIMoHeH pa3TBoOp

4. PABMEP HA OIIAKOBKA

50 ml
100 ml
250 ml

5. BUJOBE )KUBOTHMH, 3A KOUTO E NIPEJHA3ZHAYEH

T'oBena, cBHUHE U KOHE.

6. TEPAIIEBTUYHU ITOKA3AHUA

[Ipenu ynoTpeba npoyeTn TUCTOBKATA.

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

T'oBenma
SC unu 1V umxexmus

CBuHe
Nuxexnus i.m.

Kone
WurtpaBeHo3Ha (i.V.) HHKEKIUS
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8. KAPEHTEH CPOKOBE

Kapenren cpok:

l'oBena: Meco u BTpenIHY opranu: 15 qHu; MiIsSKo: 5 THU.

CBHHE: MECO U BBTPEIIHU OPTaHU: 5 JTHH.

KoHe: Meco u BhTpEIIHU OpraHu: 5 aHH.

He ce pa3pemasa 3a ynmorpe6a rmpu )KHUBOTHH, YHETO MIISKO € MPEJTHA3HAYCHO 32 YOBEIIKa KOHCYMAITHsl.

9. CIHEHUAJIHU MPEAYHPEXIEHNS, AKO E HEOBXOJINMO

[Ipenu ymoTpeba mpoyeTn TUCTOBKATA.

10. CPOK HA IOAHOCT

Tlonen no: {mecen/roquna}
Cpok 3a ynotpe0a Ha oTBOpeHwUs (priakoH: 28 qHHU.
Cren mpBo OTBapsiHE J]a Ce U3IOI3BA JIO.......

11. CHELHAJIHU YCJIOBUS 3A CbXPAHEHUE

12. CIIEHUAJIHU MEPKH 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[Mpenn ynorpeba mpoyeTH IUCTOBKATA

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA” 1
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPRJIOKNMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTp€6a. I[a CC OTITYCKa CaMoO IIO JICKApCKO MPECANMCAHUC.

14. HAIIMCHT “IA CE CBXPAHSIBA JAJIEY OT HOIJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

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

‘ 15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.
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‘ 16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/006 50 ml
EU/2/11/134/007 100 ml
EU/2/11/134/008 250 ml

‘ 17. TAPTUIAEH HOMEP HA NTPOU3BOJAUTEJIA

Lot {nomep}

61



MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Etuxker 3a 6yruika ¢ o6em 20 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 20 mg/ml umxekuroHeH pa3TBop 3a roBe/a, CBUHE U KOHE
Menokcrukam

‘ 2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Menokcukam 20 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. CBABPXKAHUE OTHOCHO MACA, OBEM WIH BPOM HA EJIMHUYHUTE 103U

20 ml

4, HAYUHU HA ITPUJIOKEHUE

T'oBenma
S.C. WM 1.V. MHXEKIUS

CBuHe
.M. MHXEKIUS

Kone
i.V. MHXCKIUS

5. KAPEHTEH CPOKOBE

Kapenren cpok:

TI'oBena: Meco u BTpenIHY opranu: 15 quu; Misko: 5 1HU.
CBHHe: MECO U BBTPEIIHH OpTaHu: 5 1Hu.

KoHe: Meco 1 BbTPEIIHM OpraHu: 5 THU.

He ce pas3pciiaBa 3a yHOTpe6a IIpU ) KUBOTHH, YUCTO MJIAKO € MPCAHA3HAUYCHO 3a YOBCIIIKAa KOHCYMalu.

| 6. TMAPTHJEH HOMEP

Lot {Homep}
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7. CPOK HA T'OJHOCT

T'omen no: {mecen/rommna}
Cpok 3a ynotpe0a Ha oTBOpeHHs (iakoH: 28 qHu
Cren mbpBO OTBApsHE Ja CE U3MOJ3BA JIO.......

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”™

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena xkyTus 3a 6yruiaka c ooem 100 ml wam 250 ml

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULMWHCKUA ITIPOAYKT

Inflacam 15 mg/ml mepopaina cycreHsus 3a KoHe
Menokcukam

2. CbABbPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMA(N)

Bceexu Munmuutsp chabpxa: 15 mg menokcukam
5 mg HaTpueB OeH30aT

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycneHsusl.

4. KOJIMYECTBO B EJIHA OITAKOBKA

100 ml
250 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Komne.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[penu ynorpeda mpoyeTH TUCTOBKATA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

Ja ce pazkiamma qodpe npeau yroTtpeoa.
Jla ce mpuiara cMeCeH ¢ MaJKO KOJHUYECTBO XpaHa MPe/r XpaHeHe HiTH HAIpaBo B ycTaTa.
[Ipenu ymoTpeda mpoyeTH JINCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

KapenTen cpok:
Meco u BbTpPEIITHU OPTaHH: 3 JTHH.
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He ce paspemaga 3a yrorpe6a npu »)KHBOTHH, YHETO MIISIKO € MTPEHA3HAYCHO 32 YOBEITKA KOHCYMAIIHSI.

‘ 9. CIIEIMAJIHU ITPEAYIIPEXKJIEHU S, AKO E HEOBXO/IUMO

[a He ce mpunara npu OpeMEHHH | JTaKTHPAII KOOWIIH.

| 10. CPOK HA TOJHOCT

Tlonen mo {meceryroamna}
Cren w cieql MbPBO OTBApsIHE HA OITAKOBKATA - TOJICH J0: 3 Mecela.

11. CHELIHUAJIHU YCJIOBHUSA 3A CBbXPAHEHHUE

Cren npunarane Ha BeTEpUHAPHOMEIUITUHCKHS TIPOJIYKT, 3aTBOPETE OYTHIIKATA, KATO IIOCTABUTE OTHOBO
KarnadkaTa, U3MUITE MepUTEIHATa CIPUHIIOBKA C TOIJIA BOAA U S OCTaBETE J1a U3ChXHE.

12. CHEIWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3ITOJI3BAH NPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[Ipenu ymoTpeba mpoyeTy TUCTOBKATA.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

Cawmo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
Jla ce oTImycka caMo 110 JIEKapCcKo MpeITucaHue.

14. HAIIMCBHT “IA CE CbXPAHSIBA JAJIEY OT MOIJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/009 100 ml

65




EU/2/11/134/010 250 ml

17. TAPTHUJIEH HOMEP

[Maptuna Ne {HOMEp}
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Etuker 3a 6yruiakure ot 100 ml u 250 ml

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

Inflacam 15 mg/ml mepopaina cycreHsus 3a KoHe
Menokcukam

2. KOJIMYECTBO HA AKTUBHATA CYCTAHIUA(H)

Bceexu Munmuutsp chabpxa: 15 mg menokcukam
5 mg HaTpueB OeH30aT

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycneHsusl.

4. PABMEP HA OIIAKOBKA

100 ml
250 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kone

6. TEPAIIEBTUYHU ITOKA3AHUSA

[penu ynorpeda mpoyeTH TUCTOBKATA

‘ 7. METOA 1 HAYUHU HA ITPUJIIOKEHUE

Ja ce pazkiamma qodpe npeau yroTtpeoa.

Jla ce m30sTBa 3aMBpCABAHE 110 BpeMe Ha yroTpeda.

Jla ce mpuara CMECEeH ¢ MaJTKO KOJIMYECTBO XpaHa Mpen XpaHeHe WK HAIIPaBo B yCTaTa.
[Ipenu ymoTpeda mpoyeTy JTUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

Kapenren cpok:
Meco u BBTpPCITHU OPTaHH: 3 JTHH.

67



He ce paspemaga 3a yrorpe6a npu )KHBOTHH, YHETO MIIIKO € TIPEAHA3HAYEHO 32 YOBEIIKa KOHCYMAIIHsI.

‘ 9. CIIEIIMAJIHU TPEAYIIPEXKJAEHU S, AKO E HEOBXO/IUMO

[a He ce mpunara npu OpeMEHHH | JTaKTHPAII KOOWIIH.

| 10. CPOK HA TOJHOCT

Tlonen mo {meceryroamna}
Cren oTBapsiHE Jja Ce M3IOJI3Ba B pAMKUTE Ha 3 Mecera.

11. CHELHAJIHU YCJIOBUS 3A CbXPAHEHHUE

Cren npunarane Ha BeTEpUHAPHOMEIUITUHCKHS TIPOJIYKT, 3aTBOpETE OYTHIIKATA, KATO IIOCTABUTE OTHOBO
KarnaudkaTa, U3MHUITE MepUTEIHAaTa CIPUHIIOBKA C TOIMJIA BOAA U S OCTaBETE J1a U3ChXHE.

12. CHEIWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3ITOJI3BAH NPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

Cawmo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
Jla ce oTImycka caMo 110 JIEKapCcKO MpeIITucaHue.

14. HAIIMCBHT “IA CE CBXPAHSIBA JAJIEY OT HOIJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEP/A HA JIMLIEH3A 3A YIIOTPEBA

EU/2/11/134/009 100 ml
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EU/2/11/134/010 250 ml

17. TAPTHUJIEH HOMEP HA ITPOU3BOJIUTEJISA

IMaptuma Ne{nomep}
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HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

KaprTonena onakoBka

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

Inflacam 1 mg raGieTku 3a AHBYEHE 3a KydeTa
Inflacam 2,5 mg Tabnetku 3a TbBYEHE 3a KydeTa
Menokcukam

2. CbABbPKAHUE HA AKTUBHATA(MTE) CYBCTAHIUA(N)

Bcska TabneTka 3a JOBbBUYEHE ChABPIKA:

AxTHBHA cyOCcTaHIUS:
Menokcukam 1mg
Menokcukam 2,5mg

3. DPAPMAINEBTUYHA ®OPMA

TabJieTKH 3a IHBYEHE

4, PABMEP HA OITAKOBKA

20 TabneTku
100 rabiexT

5. BUJOBE )KUBOTHHU, 3A KOUTO E NIPEJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenn ynoTtpeba mpoyeTy IUCTOBKATa

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

3a mepopainHa yrnorpebda
[Ipenu ymoTpeda mpoYeTH JINCTOBKATA.
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‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIIEIMAJIHU NPEAYHPEXKJIEHUSA, AKO E HEOBXO/JMMO

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.

10. CPOK HATOJHOCT

T'onen no {mecern/roauna}

11. CHEINUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHEIWWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEM3IIOJI3BAH INPOJAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: Hpezm yHOTpe6a MpOYCTH JIUCTOBKAT.

13. HAIINUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yrioTpeba. [la ce oTiycka caMo 110 JIEKapCcKO MpeITHCaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJOCTBITHH 3A
JIEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT 1orjicaa U Ha HCAOCTHIIHU 3a I€1a MECTaA.

15. HUME U ITOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMLEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/011 1 mg, 20 tabmeTkn
EU/2/11/134/012 1 mg, 100 tabnetku
EU/2/11/134/013 2.5 mg, 20 TaGreTku
EU/2/11/134/014 2.5 mg, 100 tabnerku
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17. TAPTHUJIEH HOMEP

[Mapruna Ne {HOMEp}
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MUHUMYM HHO®OPMAIUA, KOSATO TPABBA JA Bb/JIE U3IIMCAHA BbBPXY
BJIMCTEPU U JIEHTHU

Baucrep

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMITUHCKUA ITPOAYKT

Inflacam 1 mg ta0neTku 3a TbBUEHE 3a KydyeTa
Inflacam 2,5 mg Tabnektu 3a TbBYEHE 3a KydeTa
Menokcrukam

2. HAUMEHOBAHUE U AJIPEC HA IIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.

3. CPOK HA I'OJHOCT

Tonen mo {mecery/roauHa}

4, INAPTUJAEH HOMEP

ITaptuga Ne {Homep}

‘ 5. HAIIMUCDHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Kapronena kyrus 10 ml, 20 ml 100 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUSA ITPOAYKT

Inflacam 5 mg/ml umkekIOHEH Pa3TBOP 3a Ky4eTa H KOTKH
Menokcukam

| 2. CbIABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMSI(M)

MenoKkcrKam 5 mg/ml.
Ethanol (96 %):  159.8 mg/ml.

‘ 3. PAPMANEBTUYHA ®OPMA

HHxeKIuoHeH pa3TBop.

4. PABMEP HA OITAKOBKA

10 ml
20 ml
100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kydera u xoTkw.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTpeba npoyeTn TMCTOBKATA.

7. METOJA 1 HAYUH HA TPUJIOKEHUE

Kydera: MycKyTHO-CKEIETHH HapyIISeHHUS: €THOKPATHO TIOJKOKHO HHXEKTHpPaHE.
CrnenonepatuBHa 00JIKa: JHOKPATHO MHTPABEHO3HO FUTH MOAKOKHO HHKEKTHPAHE.

Kotku: CnenorepaTiBHa 001Ka: €THOKPATHO TIOIKOXKHO HH)KEKTHPAHE.

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.
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‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIIEIMAJIHU NPEAYHPEXKJIEHUE(ST), AKO E HEOBXOJINMO

I[a HC CC IpuJjiara npu 6peMeHHI/I U JIaKTUPpAIIA )KUBOTHHU.

| 10. CPOK HA FOJIHOCT

lomen no: {mecen/ronuna}
CpoK Ha TOTHOCT CJIeM ITHPBO OTBApSHE HAa IMbPBUYHATA OITAKOBKA: 28 THHU.

11. CHEIUAJIHU YCJIOBHUSA 3A CBXPAHEHHUE

CopxpansBaiite GakoHa B KAPTOHEHATa OITAKOBKA.

12. CIIEHUAJIHU MEPKH 3A YHUIIIOKABAHE HA HEN3TIOJI3BAH ITPOAYKT NUJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[penn ynorpeba mpoyeTH IUCTOBKATa

13. HAIAIUCBHT “CAMO 3A BETEPUHAPHOME/IUIIMHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHAPHOMEIMIIHHCKA yIIOTpeoa.
Jla ce oTimycka camo 10 JIEKapCKO Mpe/IIrcaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJOCTBITHH 3A
JIEIIA MECTA”

I[a CC ChbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTHITHU 3a AC€1a MECTaA.

‘ 15. HUME U IIOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMLIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Hpnannus.

16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA

EU/2/11/134/015 10 ml
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EU/2/11/134/016 20 ml
EU/2/11/134/017 100ml

17. TAPTHUIAEH HOMEP

ITapTunen aHomep: {HOMep}
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Etukert 3a gurakonu ot 100 mi

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMITUHCKUA ITPOAYKT

Inflacam 5 mg/ml nmxexoHeH pa3TBOp 3a Ky4eTa U KOTKH
Menokcukam

| 2. CbJIBPKAHUE HA AKTUBHATA(MTE) CYBCTAHLIUSI(M)

MeoKCHKaM: 5 mg/ml
Ethanol (96%): 159.8 mg/mi

‘ 3. DPAPMAINIEBTUYHA ®OPMA

MHxeKnuoHeH pa3TBop.

4, PASMEP HA OITAKOBKATA

100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kydera u xoTkw.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTpeba npoyeTn TUCTOBKATA.

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

Kyuera: MyCKyIHO-CKENEeTHH HAPYIISHHS: €HOKPATHO TIOKOKHO HHKEKTHPAHE.
CrnenonepatuBHa 00JIKa: €HOKPATHO HMHTPABEHO3HO HJIU IMOJAKOKHO WHKCKTHPAHE.
Korku: CnenonepatuBHa 00JIKa: €HOKPATHO TOKOKHO WHKCKTHPAHE.

IMpexn ynorpeba mpoyeTH IUCTOBKATA.

8. KAPEHTEH CPOKOBE
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9. CIHEHUAJIHU NIPEAYHPEXIEHNS, AKO E HEOBXOIUMO

IMpexn ynorpeba mpoyeTH IUCTOBKATA.

10. CPOK HATOJHOCT

Tonen mo: {Mecew/roauHa}
CpoK Ha TOTHOCT CJIeM ITHPBO OTBApSHE HAa IMbPBUYHATA OITAKOBKA: 28 THHU.
Crnen mbpBO OTBapsHE Jia C€ U3IOJ3BA OT.......

11. CHEIUAJIHU MEPKHU 3A CbXPAHEHUE

C’LXpaHHBaﬁTC (bHaKOHa B KapTOHCHATA OIIaKOBKa.

12. CHELHAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Ipenu ynotpeba mpodeTy INCTOBKATA

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

Camo 3a BeTepHHAPHOMEIMIIMHCKA yIIOTpeoa.
Jla ce oTmycka camo TI0 JIEKapCKO MPe/IIIcaHke.

14. HAIIMCHT “IA CE CBXPAHSIBA JAJIEY OT HOIJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HCAOCTHITHU 3a A€1a MECTA.

15. HUME U ITIOCTOSAHEH AJPEC HA IIPUTEXXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/017 100ml
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17. TAPTHUIAEH HOMEP

ITaptunen aHomep: {HOMep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BbJIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Etuxker 3a ¢paaxkonu ot 10 ml u 20 mli

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 5 mg/ml nmxexoHeH pa3TBOp 3a Ky4eTa U KOTKH
Menokcrukam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Menokcukam: 5 mg/ml

3. CBABP)KAHUE OTHOCHO MACA, OBEM WM BPOW HA EJIMHUYHUTE 103U

10 ml
20 ml

4, HAYUHU HA ITPUJIOKEHUE

Kydera: nHTpaBEeHO3HO WJIH ITOIKOKHO.
KoTkn: moakoxHO.

5. KAPEHTEH CPOKOBE

He ce u3ncksa.

6. NAPTUJAEH HOMEP

ITapTunen aomep: {HOMEp}

7. CPOK HA I'OJHOCT

Tonen mo: {Mecew/roauHa}
Cpok Ha TOJIHOCT CJICA MbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKa: 28 JTHU.
Crieqt mbpBO OTBApSIHE J1a CE U3IOJI3BA JI0.......

‘ 8. HAJAIIMCBHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIMIIMHCKA yIIoTpeda.
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HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITIAKOBKA

Kapronena kyrus 3a 6yruiaka 20 ml, 50 ml, 100 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Inflacam 5 mg/ml umkekIOHEH Pa3TBOP 3a rOBEa U CBUHE
Menokcukam

‘ 2. CBABbP/KAHUE HA AKTUBHATA(MTE) CYBCTAHIIUAM)

MenoKkcrKam 5 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HHxeKImoHeH pa3TBop

4. PASMEP HA OITAKOBKATA

20 mi
50 ml
100 ml

‘ 5. BUJOBE )KUBOTHU, 3A KOUTO E NIPEJHA3ZHAYEH BMII

T'oBena (T€M€TA M MIIAK TOBEIA) U CBUHE.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

[Ipenn ynotpeba mpoyeTy IUCTOBKATa

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

T'oBena:
EnHOKpATHO S.C. WIH i.V HHKEKTHPAHE

CauHe:

EnHoKpatHO i.M. HHXeKTHpaHe. AKO € He0OX0AMMO, IIOBTOPHO MpUJIaraHe MOXe Jia ce
HampasH cief] 24 Jaca.

EnHOKpaTHO i.M. MH)KEKTHPaHe MPEAN ONepanus.

OO0BpHETE BHIMaHKUE HA TOYHOTO J03UPAHE, 3MOI3BANTE MOAXOAAIIO J03UPANI0 YCTPOHCTBO U
W3YHCIIETE TEIECHATA Maca.
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IMpexn ynorpeba mpoyeTH IUCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTen cpok:
T'oBena: Meco u BeTpeIIHN opraHu: 15 aam.
CBuHE: MECO U BBTPEIIHU OpraHu: 5 AHU.

9. CIHEHUAJIHU MPEAYHPEXIEHNS, AKO E HEOBXOJINMO

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.

10. CPOK HA IOAHOCT

T'onen no {mecern/roauna}
Cpok 3a ynotpe0a Ha oTBOpeHuUs (priakoH: 28 qHHU.
Cren mspBo OTBapsiHE Jja Ce U3IOI3BA JIO.......

11. CHELIHUAJIHU MEPKHU 3A CbXPAHEHUE

IMpexn ynorpeba mpoyeTH TUCTOBKATA.

12. CHELHUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH IMTPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

IMpexn ynorpeba mpoyeTH TUCTOBKATA.

13. HAIAINUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJOBUATA NJIN OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCAUIIMHCKA yHOTpe6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPCATIUCaHUC.

14. HAIIMCBHT “IA CE CbXPAHSIBA JAJIEY OT HOIJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U Ha HECAOCTHITHU 3a A€1a MECTA.

‘ 15. HUME U IMTOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,
Co. Galway,
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Wpnannus.

‘ 16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/134/018 20 ml
EU/2/11/134/019 50 ml
EU/2/11/134/020 100 ml

‘ 17. TAPTHUJAEH HOMEP

[Maptuna Ne {HOMEp}
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HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITIAKOBKA

Etuker 3a 6yruiakure ot 100 mi

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUSA ITPOAYKT

Inflacam 5 mg/ml umkekIOHEH Pa3TBOP 3a rOBea W CBUHE
Menokcukam

2. CBABbP/KAHUE HA AKTUBHATA(MTE) CYBCTAHIIUAM)

MenoKkcrKam 5 mg/ml

3. DOAPMAINIEBTUYHA ®OPMA

MHXeKnMoHEH pa3TBOp.

4, PASMEP HA OITAKOBKATA

100 ml

‘ 5. BUJOBE )KUBOTHH, 3A KOUTO E NIPEJHA3ZHAYEH

ToBena (T€META M MIIA/IM TOBEA) U CBUHE.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTtpeba nmpoyeTH TUCTOBKATA.

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

T'oBenma
SC wn 1V umxkekiusa

Caune: Muxeknwus i.m.

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTen cpok
T'oBema: Meco u BeTpeIIHN opraHu: 15 xam.
CBUHE: MECO M BETPEIIHHA OPTaHU. 5 THU.
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9. CIIEIMAJIHU NPEAYHPEXKJIEHUSA, AKO E HEOBXO/JMMO

[Ipenun ynmoTpeba mpoyeTn JTUCTOBKATA.

| 10. CPOK HA FOJIHOCT

EXP {mecen/roquna}
Crie MbpBO OTBApsIHE J1a CE U3IOJI3BA JIO.......

‘ 11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELHUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH IMTPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Ipenu ynotpeba mpodeTy INCTOBKATA

13. HAIINHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yrioTpeba. [la ce oTiycka camMo 110 JIEKapCcKO MpeITHCaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJOCTBITHHU 3A
JIEIIA MECTA”

I[a CC ChbXpaHsaBa OaJji€d OT IIorji€aa 1 Ha HEAOCTHITHU 3a A€1a MECTaA.

‘ 15. HUME U ITOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA IMLEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Hpnaunus.

16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA

EU/2/11/134/020 100 ml

‘ 17. TAPTHUIAEH HOMEP HA NTPOU3BOJAUTEJIA

Lot {nomep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Etunker 3a 6yruika ¢ o6em 20 ml, 50 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 5 mg/ml umxexoHeH pa3TBOp 3a TOBEAa M CBHHE
Menokcrukam

‘ 2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Menokcukam 5 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. CBABPXKAHUE OTHOCHO MACA, OBEM WIH BPOM HA EJIMHUYHUTE 103U

20 ml
50 ml

4, HAYYHU HA ITPUJIOKEHUE

T'oBenma
S.C. WIIH I.V. HHXEKIUA

CBuHe
.M. HHXEKLIUA

5. KAPEHTEH CPOKOBE

KapenTen cpok:
loBesa: Meco 1 BbTpeUIHH opraiu:. 15 nuu.
CBUHE. MECO M BETPEIIHHA OPTaHHU. 5 THU.

‘ 6. INAPTUJAEH HOMEP

Lot {nomep}

| 7. CPOK HA TOJHOCT

T'omen no: {mecen/rommna}
Crieq1 TbpPBO OTBApSIHE Ja CE U3I0JI3BA JI0.......
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‘ 8. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIINUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Kapronena kyrus (100s)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUSA ITPOAYKT

Inflacam 330 mg, rpanynu 3a KoHe.
Menokcukam.

2. CBABbP/KAHUE HA AKTUBHATA(MTE) CYBCTAHIIUAM)

Enun yanrta ceabpika: 330 My MEJTOKCHKAM.

3. DPAPMAINIEBTUYHA ®OPMA

I'panynu B camiera.

4, PASMEP HA OITAKOBKATA

100 yaHTa.

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Komne.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTtpeba mpoyeTr IUCTOBKATa

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

N3non3Baiite ¢ xpaHa.
[Ipenu ymoTpeda mpoyeTH JINCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTten cpok:
Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce pa3pemasa 3a ynorpe6a 1npu »KMBOTHHU, YMETO MIIIKO € IIPEAHa3HAuYEHO 3a YOBELIKA KOHCYMallUsl.
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9. CIHEHUAJIHU NIPEAYHPEXIEHNS, AKO E HEOBXOIUMO

Besiko carire charbppika enHa qo3a 3a Ko ¢ teriao mexay 500 - 600 kg u mosara He TpsOBa 1a ce pasmens Ha
H0-MaJIKU JTO3H.

10. CPOK HA IOAHOCT

Togen mo {Mecer/roauna}.

11. CHELHAJIHHU YCJIOBUS 3A CbXPAHEHHUE

12. CHELHUAJIHU MEPKH 3A YHUILIOKXABAHE HA HEU3ITOJI3BAH MPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Yuumoskasase: [Ipenu ymorpe6a mpodeTy JINCTOBKAT.

13. HAIAINUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJIOBUATA NJIN OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPCATIUCaHUC.

14. HAIIMCBHT “IA CE CbXPAHSIBA JAJIEY OT HOIJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HECAOCTHITHU 3a A€1a MECTA.

15. HUME U ITOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMLEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

EU/2/11/134/021.

17. TAPTHUJIEH HOMEP

ITaptuga Ne {Homep}
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Kapronena kyrus (20s)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUSA ITPOAYKT

Inflacam 330 mg, rpanynu 3a KoHe.
Menokcukam.

2. CBABbP/KAHUE HA AKTUBHATAMTE) CYBCTAHIIUAM)

Enun yanrta ceabpika: 330 My MEJTOKCHKAM.

3. DPAPMAINIEBTUYHA ®OPMA

I'panynu B camiera.

4, PASMEP HA OITAKOBKATA

20 gagTa.

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Komne.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTtpeba mpoyeTu IUCTOBKATa

7. METOJA 1 HAYUH HA NTPUJIOKEHUE

N3non3Baiite ¢ xpaHa.
[Ipenu ymoTpeda mpoyeTH JINCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTten cpok:
Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce pa3peiasa 3a ynorpe6a 1npu »KMBOTHHU, YMETO MIIIKO € [IPEHA3HAYEHO 33 YOBEIIKA KOHCYMaIUs.
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9. CIHEHUAJIHU NIPEAYHPEXIEHNS, AKO E HEOBXOIUMO

IMpexn ynorpeba mpoyeTH IUCTOBKATA.

10. CPOK HATOJHOCT

Tonen mo {Mecer/roauna}.

11. CHEINUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELHUAJIHU MEPKH 3A YHUILIOKXABAHE HA HEU3ITOJI3BAH NPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Vuuroxasane: [Ipenu yrnorpeda mpodyeTy JINCTOBKAT.

13. HAIANHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIMCHT “IA CE CbXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHH 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

‘ 15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/11/134/022.

17. TAPTHUJIEH HOMEP

[apruna Ne {HOMEp}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

YaHTa

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 330 mg, rpanynu 3a koHe.
Menokcukam.

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Menokcukam 330 mg.

‘ 3. CBABP)KAHUE OTHOCHO MACA, OGEM WM BPOW HA EJIMHUYHUTE 103U

‘ 4. HAYYH HA ITPNJIOKEHHNE

W3nonssaiite ¢ xpaHa.

5. KAPEHTEH CPOKOBE

KapenTen cpok:
Meco 1 BbTpEIIHN OpraHu: 3 JHHU.

He ce paspemaga 3a yrorpe6a npu )KHBOTHH, YHETO MIISIKO € MTPEHA3HAYCHO 32 YOBEITKA KOHCYMAIIHSI.

‘ 6. ITAPTUJEH HOMEP

Lot {mHomep}.

| 7. CPOK HA TOJIHOCT

Tonen mo: {Mecer/roauHa}.

‘ 8. HAAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
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NHOOPMAILIUSA, KOATO CE U3IINCBA BBPXY BBbHIIIHATA OITAKOBKA

Kapronena kyTus 3a 6yruika ¢ ooem 3 ml, 5 ml, 10 ml mam 15 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMITUHCKUA ITPOAYKT

Inflacam 0,5 mg/ml nepopanna cycnensus 3a KOTKH.
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA(N)

Meloxicam 0,5 mg/ml

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycnensusi.

4. PASMEP HA OITAKOBKATA

3ml
5ml
10 ml
15 ml

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

KoTtkmn.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 7. METOJA 1 HAYHUH HA NTPUJIOKEHUE

Ja ce pazkiamma qodpe npenu yroTtpeoa.
ITepopaiiHo mpuoXKEHUE.
[Ipenu yotpeda npoyeTr TUCTOBKATA.

8. KAPEHTEH CPOKOBE
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9. CIIEIMAJIHU NPEAYIIPEXKJAEHU S, AKO E HEOBXO/JUMO

[Ipenu ynmoTpeba mpoyeTn TUCTOBKATA.

10 CPOKHATOJIHOCT

Tlonen mo {meceryroauna}

3ml: Crnen oTBapsiHE U3MOI3BaM B paMKuTe Ha 14 qHU.
5 ml: Citenr oTBapsiHE M3MOJI3BAl B paMKUTe Ha 14 mHU.
10 ml: Cpoxk 3a ynmotpeba Ha OTBOpeHara OyTwika: 6 Mecena
15 ml: Cpoxk 3a yrmotpeba Ha OTBOpeHara OyTwika: 6 Mecemna

11 CHEINHMAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHEIUMAJIHA MEPKU 3A YHUIIIO’)KABAHE HA HEM3IIOJI3BAH ITPOAYKT NJIN
OCTATHII OT HEI'O, AKO UMA TAKHUBA

yHI/IH.[O)KaBaHeZ MpoYCTH JIMCTOBKATA.

13. HAAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U YCJIOBUSA
NJIA OT'PAHUYEHUSA OTHOCHO PA3ITPOCTPAHEHHUETO U YIIOTPEBATA, AKO
E ITPRJIOKNMO

Camo 3a BeTeprHApHOMEIMIIMHCKA yIioTpeda. [la ce oTiycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT IOTJIEJA U HA HEJJOCTBHITHU 3A
JEIIA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1€1[a MCCTa.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

EU/2/11/134/023 10 ml
EU/2/11/134/024 15 ml
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EU/2/11/134/025 3ml
EU/2/11/134/026 5ml

17. TAPTHUIAEH HOMEP

ITaptuga Ne {Homep}

95



MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BbJIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Etnker 3a 6yruika ¢ o6em 3 ml, 5 ml, 10 mi, 15 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Inflacam 0,5 mg/ml nepopanna cycriensus 3a KOTKH.
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Meloxicam 0,5 mg/ml

3. CBIABPKAHUE CIIPSIMO MACA, OBEM WX PO HA EJJMHUYHUTE 103U

3ml
5ml
10 ml
15 ml

4. HAYYH HA ITPNJIOKEHHNE

3a IepopajiHa NprUI0XKCHUC.

‘ 5. KAPEHTEH CPOKOBE

‘ 6. INAPTUJIEH HOMEP

IMaptumen Ne {HOMep}

7. CPOK HA T'OJHOCT

T'omen no {mecen/rogmna}

‘ 8. HAAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
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B. IUCTOBKA
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JIMCTOBKA:
Inflacam 1,5 mg/ml nepopasna cycnen3ust 3a Ky4yera

1. UME U TTOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KS.TCH Ha JUIICH3a 3a VHOTDe6a X IMMPOU3BOAMTEII OTTOBOPEH 34 0CBO60)KI[aBaH€ Ha nnaprujgara

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland.

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUA IIPOAYKT

Inflacam 1,5 mg/ml mepopanua cycrensus 3a Kydera
Meloxicam

gl CbABPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCHUIIMEHTUTE

Enun ml ceappxa: 1,5 mg meloxicam
5 mg marpueB GeH30aT

4. TEPAIIEBTUYHHU ITIOKA3AHUA

OOnekuaBaHe Ha BB3MAJICHUETO U HAMaJIsIBaHE Ha OOJIKAaTa KaKTO IIpu OCTpH, TaKa U IMPU XPOHUIHU
MYCKYJIHO-CKCJICTHU HAPYIICHUA ITPU Ky4YCTa.

5. MPOTUBOIIOKA3AHUA

[a He ce m3non3Ba npy OpEMEHHHU U JIAKTUPAIIHX KUBOTHH.

Ja He ce u3nona3Ba nNpu KydeTa, CTpajaly OT FACTOMHECTUHAIHU CMYLIECHUS KaTO Bb3MaJICHUE U
XeMOparus, HapyleHa YepHOAPOOHa, ChpJievHa Wik ObOpevHa QPYHKIHS U XeMOParndyHu HapyIICHNUSI.
[a He ce m3moa3Ba IpU CBPHXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS WIIA KbM HIKOW OT
CKCIIUITUCHTUTE.

a He ce u3mo3Ba Npu KydyeTa Ha Bb3pacT Moj 6 CeIMULIH.

6. HEBJATOIIPUATHU PEAKIIMHN

[Tonsikora ce cho0IIaBa 3a HEOMATONPHUATHU PEAKIINH, THITUYHU 332 HECTEPOUTHH NMPOTUBOBB3NATUTEIIHN
CpeJICTBA, KaTo 3ary0a Ha areTuT, MOBPBIIaHe, TUAPHS, CKPUTO OTACISHE Ha KPbB B U3MPAKHCHUSATA,
neTtaprus 1 6p0pedyHa HeAOCTAaTHYHOCT. B MHOTO peiku ciydan ce choOIaBa 3a XeMoparnyHa Juapus,
XeMaTemMesa, CTOMAIIHO-YPEBHA S3Ba U IOBHUIIIEHN YEPHOAPOOHHN SH3UMHU.

Te3n He6J'IaI‘OHpI/I$[THI/I pCaKknuu CC ABABAT OOHKHOBEHO npe3 mbpBaTa CCAMUIIA HA JICUCHHUC U B ITIOBCUYCTO
ClIydau Ca IMpEXOAHU U U34YE€3BaT CJICA IMPUKIIIOYBAHE HA JICUCHUETO, HO B MHOI'O PEAKH ClIydau Morart Jia

6’LI[aT CCPUO3HHU UIIN (l)aTaJ'IHI/I.

B cnyyail Ha HeOIaronpusATHYE PEaKIuy JIEYEHUETO TPAOBA /1a Ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEpUHAPHMUS JIEKAP.
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UYecroTaTa Ha HEOJIAroNPUATHUTE PEAKIMU CE ONPEeIIsl Upe3 cleJHaTa Kilacu(pukanus:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTUpaHu )KUBOTHH, IPOSBSIBAILY HEOIATONPHUATHI PEAKIINN))
- yectH (moBedye ot 1, HO mo-mainko ot 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He gecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBoTHN Ha 1000 TpeTupaHu )KUBOTHH)

- peaxu (mosede oT 1 HO mo-maiko ot 10 skxuBoTHH Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO peaka (o Maiko oT 1 xuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUYUTEIHO U30JIUPAHU
CHOOIIICHHU).

AKo 3a0enexuTe HIKaKBY HEOIArONMpPUATHU PEaKIUH, BKIIFOUUTEITHO M TAKWBa, KOUTO HE Ca OMUCAHU B
Ta3H JINCTOBKA WIIM MUCIIUTE, Y€ BETEPHHAPHOMEAUIIMHCKUS IPOAYKT He pabOTH, MOJIS 1a YBEIIOMHUTE
Bamug Betepunapen jekap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BU/I /KUBOTHO, METOJ 1 HAYUH HA ITPUJIAT'AHE

203H[23He

IIspBOHAYATTHO ce Tpuiara eanHnYHa 1032 ot 0,2 Mg Menokcrkam/Kg TerecHa Maca rpes mbpBUs ICH.
JledenueTo ce mpobiKaBa eUH BT THEBHO Ype3 MIEPOPAITHO Mpuiiarane (Ha 24 4acoBH MHTEPBAIHN) HA
mourspakania qo3a ot 0,1 mg menmokcukam/Kg TeaecHa maca.

MeToa 1 HaYMH Ha OPUI0KEHHE

Ja ce paskiama no6pe npeau ynorpeoa.

Jla ce mpuiara CMECeH ¢ XpaHa WK JUPEKTHO B YCTaTa.

CycrieH3usiTa MOXe Jia Ce MPUI0KK C MEPUTETHATA CIIPHHIIOBKA, MOCTABCHA B OMTAKOBKATA.
CrpuHIIOBKATa MMa CKaJia, KOSITO ChOTBETCTBA HA U3UCKBAHUS O0CM.

3a 3amovBaHe Ha TepanusiTa Ipe3 MbPBUs JIcH € HeoOX0AuMa JIBa IIBTH MOIbpKaliara J03a.
KimaudeH otroBop 0OMKHOBEHO ce Ha0ro/1aBa B paMkute Ha 3 10 4 aau. Jleuenunero TpsOBa 1a ce
MpeKpaTy Hal-KbCHO cief 10 qHu, ako TUTCBa SIBHO KIIMHUYHO OJ00peHue.

9. CBBET 3A ITIPABUJIHO NPUJIOKEHHUE

Oco0OeHo TpsiOBa ja ce BHIUMAaBa 32 TOYHOCTTA Ha j03upaHe. MoJisi, BHUMATEITHO CJIeIBaliTe
WHCTPYKIIUHUTE HA BETCPUHAPHUS JICKap.

Ja ce m30sTBa 3aMBPCIBaHE 10 BpeMe Ha yroTpeda.

10. KAPEHTEH CPOKOBE

He e npunoxxumo.

11. CIELUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

I[a CC€ ChbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTHITHU 3a A€1a MECTaA.
To3u BECTCPUHAPHOMEIUITUHCKHN MIPOAYKT HE N3MCKBAa HUKAKBH CIICIIUAJIHU YCJIOBUA 3a CbXPaHCHUC.
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Jla He ce M3MO0JI3Ba TO3H BETEPUHAPHOMEIUIIMHCKH MTPOIYKT CJe]| M3TUYaHEe Ha CPOKa Ha TOJJHOCT,
MOCOYEH BhPXY KyTusta u Oyruikara cieq ['OJEH JO/EXP.
Cpok Ha TOJHOCT CIIe/ MbPBOTO OTBAapsHE Ha OMMAaKOBKATa: 6 Mecela

12. CIENUAJIHU NPEAYHNPEXIEHUA

CrernyaiHy npenasHd MEpKH 3a )KHUBOTHUTE MPH yIoTpebara Ha IMPOIyKTa:

Ja ce u3bsArBa yrnorpebara npu JeXUIpaTAPaHH, XUITOBOJIEMUIHHU UITH XUIIOTEH3UBHHU KMBOTHH, Thi
KaTO CHIIECTBYBA MMOTCHIIMAJIEH PUCK OT MOBHIIIEHA PEHATHA TOKCHIHOCT.

To3u MpoaYKT 3a KydeTa He TpsOBa Ja ce M3IM0JI3Ba MPU KOTKH, Thil KaTO HE € MOAXO0/IAIN 3a yroTpeda mpH
TO3M BU XHUBOTHH. [Ipu KoTKH Tpsi6Ba ma ce msnon3ea Inflacam 0,5 mg/ml mepopanua cycrnensus 3a
KOTKH.

CnegnanHH npeanasiy MCpPKH 3a Jinara, npujaaraiii BETCPUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
JKUBOTHHUTE:

Xopa ¢ ycranoBeHa cBpbXxdyBcTBUTENIHOCT KbM HCIIBC TpsiOBa A2 M30sIrBaT KOHTAKT C
BETEPUHAPHOMEIULIUHCKUS IIPOAYKT.

[Ipu cityuaiiHo norneinase, He3ab0aBHO Ja ce MOThPCU MEAULIMHCKU ChBET, KaTO Ha JIeKaps ce IPe0CTaBU
JUCTOBKATa WM €THKETA Ha MPOIyKTa.

bpeMeHHOCT 1 JIaKTamms:
Bwx 1. 5 ,,IIpoTnBOoniOKa3anus”.

BzamMmoeiicTBre ¢ A BSTCPUHAPHOMEIUITMHCKH IPOIYKTH B TH (DOPMHU Ha B3aMMOJICHCTBHE:
Jpyru HECTEpOUTHH MPOTHBOBB3NANMTEIIHN CPEICTBA, JUYPETHUITN, AHTUKOATYJIaHTH,
aMUHOTJIMKO3UTHN aHTUOMOTHIIY U BEIIIECTBA C TOJIsiMa CTETCH Ha CBhP3BaHE HA MPOTCHHUTE MOTAT Jia
JIOBEJIAT 10 CBhP3BaHE, a CISA0BATEIHO U 0 TokcuuHM peakiuu. Inflacam we tps6Ba na ce npunara
STHOBPEMEHHO C JIPYTH HECTEPOUTHHU IPOTUBOBB3MAIUTEITHA CPEACTBA HITH

TTIOKOKOPTUKOCTEPOUIH.

HpenmeCTBamo TPETUPAHE C IIPOTUBOBB3INAJIUTCIIHN CPEACTBA MOXKE 1a MPUYNHU JOIIBJIHUTCIIHU WA
HOBUIIICHN HEOJIArONpHATHH PEaKkIMy U choOpa3Ho ¢ TOBa TPsiOBa Jja ce CIa3u Mepuo, CBOOOICH OT
NpUIaraHeTo Ha TaKMBa BETCPUHAPHOMEIUIIMHCKY MPOAYKTH, Hail-Maiko 24 Jaca Mpeau 3aloyBaHe Ha
JIEYCHUETO.

[Tpu nepuosa, cBOOOEH OT TpeTupaHe, odade, TpsIOBa J1a ce B3eMat NpeaBh (papMaKkoJIOTHIHUTE
CBOICTBA Ha BETEPUHAPHOMEAUIIMHCKUTE MIPOAYKTH, U3IIOI3BAHHU NIPEIN TOBA.

IIpeno3upane (CHMIITOMH, COEITHH MEPKU, AaHTUIOTH):
B cnyuait Ha npeno3upane TpsAOBa Ja ce 3all0YHe CHMIITOMATUYHO JICUCHHE.

13. CIEINMAJIHU IIPEJAITA3HU MEPKU TP YHUIINO’)KABAHE HA HEU3ITIOJI3BAH
HPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

BMII e Tpsi6Ba na 6b1aT U3XBBPISHA Upe3 OUTOBH OTIIATBITH WIIH OTTIAIHHA BOIH.
[Tonuraiite Bamus BeTeprHapeH nekap KakBo Aa paButTe ¢ HeHyxHuTe BMII. Te3n Mepku 1e noMorsat
3a OIa3BaHE Ha OKOJIHATA Cpefa.

14, JATATA HA NOCJIEAHATA PEJAKIUSA HA TEKCTA
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IToxpo6Ha MH(MOpMAIKS 32 TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPaHUIATa
Ha EBpomneiickata Arenius o Jlekapcrsata (http://www.ema.europa.eu)

15. JOI'BJHUTEIHA NTHOPOPMALIUA

Ja ce oTimycka caMo TI0 JIEKapCKO MpeJIicaHue..

Bbytunka ot 15, 42, 100 wamn 200 Ml ¢ gBe MEPUTETHN CIIPUHIIOBKH.
He Bcuuku pasmepu Ha omakoBKaTa Morar ja ObJaT NpesiaraHy Ha maszapa

3a Besika uH(pOpMaIYs OTHOCHO TO3U BETEPUHAPHOMEIUIIMHCKU TPOIYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MTPEICTABUTEI HAa IPUTEKATEIS Ha JIMIIEH3a 32 yIIoTpeoa.

Belgié/Belgique/Belgien
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven

Tel: + 32 (0) 16 38 72 60

Bbnarapus

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rogen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

Lietuva

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel.: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Luxembourg/Luxemburg
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven, Belgium
Tel: + 32 (0) 16 38 72 60

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: +33(0) 49208 73 00

Nederland

VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244
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EArada

Virbac Hellas AE

130 yApn E.O. AOnvov - Aapial,
14452, Metopopewon, Attikn
TnA.: + 30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34 9347079 40

France

VIRBAC France
13erue-LID -
06517 Carros Cedex

Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvmpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.0.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.

ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020

Slovenija

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 45 7552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243
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Romania Hrvatska

VIRBAC VIRBAC
1% avenue 2065 m — LID 1% gvenue 2065 m — LID
06516 Carros, France 06516 Carros, France

Tel: + 33 (0) 4 92 08 73 00 Tel: + 33 (0) 4 92 08 73 00
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JUCTOBKA:
Inflacam 20 mg/ml unsKeKUHOHEH PAa3TBOP 32 rOBeAa, CBHHE U KOHE

1. UME U TITIOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JMIICH3a 3a VHOT‘DC63I
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnaugus

IIpousBoauTesl OTTOBOPEH 3a OCBO60)KI[3BEIHC Ha nmaprujara.

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnaugus

nu

Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, Xonaumus

nu

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapcenona

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

Inflacam 20 mg/ml urxekuroHeH pa3TBop 3a roBea, CBUHE U KOHE
Menokcrukam

3. CBABPKAHUE HA AKTUBHATA CYBCTAHIIMA U EKCIIUIIMEHTHUTE
Enun ml ceappika:

Mernokcrukam 20 mg
Etanon (96%) 159.8 mg

buctsp xbAT pa3TBOp.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

ToBena

3a ynoTtpeba mpu OCTpU PECITUPATOPHU MHQPEKITUY C TIOIXOSIIA AHTUOMOTUYHA TepaIus 3a HaMaIsIBaHe
Ha KIMHAYHUTE IPU3HALM TIPU TOBEAA.

3a ynotpeba npu auapusi B KOMOMHAIMS C IIepopaliHa pEeXHUIpaTUpaIla Tepamns 3a HaMaJIsiBaHe Ha
KIIMHUYHUTE MPU3HAIY [IPH TEIEeTa Ha Bb3PACT HAJl €THA CEIMUIIA U MIIaTU HEJIAaKTUPAIIY FOBE/a.

Karo nompnHUTETHA Tepanys Ipy JIeYeHHE Ha OCThP MAacTUT B KOMOWHAIUS ¢ aHTHOMOTHYHA TEPAITHs.
3a obex9yaBaHe Ha MMOCTOIIEpaTHBHATA OOJIKA Cliea 00e3pOrOBsIBaHE HA TEJIETA.

Caune

3a ynorpeba npu He3apa3HU ABUTaTCIHUA HAPYIICHHS 32 HaMaJlsiBAHE Ha CUMIITOMUTE Ha KyI[0Ta U
BB3IaJIEHHUE.

Karo nompmHUTETHA TEpanys IpU JICUSHUE Ha IyepIliepaiHa CENTUIIEMUS H TOKCeMHus (CHHIPOM Ha
MaCTUT-METPUT-arajlakCus) ¢ MOAXOIAIa aHTHONOTHYHA TEePaIHsl.

Kone
3a ymoTpeba pu 06JiekyaBaHe Ha BH3MAIICHUETO M HaMaJIIBaHE Ha 0OJIKaTa KaKTO MPH OCTPH, TaKa U TPU

XPOHUYHHU MYCKYITHO-CKEIIETHH HapYIICHHUS.
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HamansBane Ha 6onka cBbp3aHa ¢ KOJIHMKA ITPH KOHE.

5. MMPOTUBOITIOKA3AHUA

Jla He ce M3MOoI3Ba MPU KOHE 101 6 CEeIMUYHA Bh3pacT.

Jla He ce mputara npu OpeMEHHU U JTaKTUPAIIH KOOWITH.

Ja He ce m3moJI3Ba pH KUBOTHH, CTPAIAINU OT HapyIlleHa YepHOAPOOHA, ChpIedHa Wi ObOpeTHa
(yHKIUS 1 XeMOpPAruIHU HApYIICHHsI WIIA KBJICTO MMa JIAHHH 32 YJIIIEPOTeHHH raCTPOHHTECTHHAITHH
MOPAKCHUSL.

Jla He ce M3Moa3Ba IPU CBPHXYYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS WM HIKOHU OT
CKCIOUIITMCHTUTC.

[Ipu nevenne Ha qUapws NpU TOBEAA, Ja HE CE U3I0JI3BA HAa BH3PAcT MOl €IHA CEIMUIIA.

6. HEBJIATOIIPUATHU PEAKIIMN

IIpu mo-manko ot 10% OT TpeTrpaHuTe B KIMHWUYHHU MPOYIBAHNS TOBEJa € HabI0jaBaHoO caMo Ci1abo
BpPEMEHHO IT0/TyBaHE Ha MSICTOTO Ha MHXXEKTHPAHE CIie]l TIOJKOXKHO IpHyIaraHe.

ITpu koHE MOXKe J1a HACTHITM BPEMEHHO TIOTyBaHe Ha MSICTOTO Ha MHXKECKTHUPAHE, KOETO

peMHrHaBa 0€3 HHTEPBEHIIS.

B MHOTrO pesiku ciryuan MoKe Jia ce TOSBAT aHAQIIAKTOUIHU PEakIii, KOUTO TpsiOBa J1a ObIaT IeKyBaHH
CUMITOMATHYHO.

B MHOTO peaiku ciiyyan MOXKe J1a Bb3HMKHAT aHA(HIIAKTOMIHN PEaKIIMK, KOUTO MOTAT Jia CE OKa)kaT
CEepHO3HU (BKIIOYUTEITHO W BOJIEIITHN 10 CMBPT), KaTo T€ TpsiOBa /1a Ob/IaT JICKyBaHU CHMIITOMATHIHO.

YecroTara Ha HEOIArONPUATHUTE PEAKLMU CE ONIPEIeNis upe3 cileqHaTa Kiacu(pukaus:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOABIBAILN HEOIATONPUSITHHA PEAKIIHH))
- yectH (moBedye ot 1, HO mo-mainko ot 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTHr Ha 1000 TpeTupaHH KUBOTHN)

- penku (moseue oT 1 HO mo-manko ot 10 >xuBoTHH Ha 10 000 TpeTUpaHu KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xuBotHO Ha 10 000 TpeTupaHu >KMBOTHH, BKIIFOUYUTEITHO N30JIUPAHH
CBHOOIICHUS).

Axo 3a0enexuTe HIKaKBO CePUO3HO BB3JCHCTBUE WK IPYTH e(eKTH, BCIEACTBHE OT yIoTpedaTa Ha TO3U

BMII, kouto He ca onucaHu B Ta3u JIMCTOBKA, MOJIsl HE3a0aBHO Jla yBeroMuTe Bamms BeTepuHapex
Jexap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E NIPEJHA3ZHAYEH BMII

T'oBema, cBHUHE 1 KOHE.

8. JO3UPOBKA 3A BCEKHU BU/I ZKUBOTHO, METO/l 1 HAYUH HA IIPUJIAT'AHE

T'oBena
EnHOKpATHO, MOIKOKHO HITH HHTPABEHO3HO HHXKEKTHpaHe Ha j03a oT 0,5 mg Menokcukam/Kg TeraecHa

maca (T.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHAIHMS C aHTUOMOTUYHA TEPAITHSI HITH C TIepOpaHa
pexmapaTupalna Tepamnus, Cropes ciyJas.
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CauHe

EnHOKpaTHO MHTPaMyCKYITHO HHKEKTHpaHe Ha fo3a ot 0,4 mg menokcukam/Kg Teiecua maca (T.e. 2,0
ml/100 kg TenecHa Maca) B KOMOMHAIHS € TIOAXO/SIA AaHTHOHOTHYHA Tepanus. AKO ¢ He0OX0IUMO,
MIOBTOPHO MpHJIaraHe Ha MEJIOKCUKAM MOXe Jla Ce HalpaBu ciies 24 yaca.

Kone

EnHOKpaTHO MHTpaBEHO3HO HHKEKTHpaHe Ha 1o03a oT 0,6 Mg menokcukam/Kg tenecHa maca (t.e. 3,0
ml/100 kg tenecHa maca).

3a ymoTpeba npu 00Jiek4aBaHe Ha BH3NAJICHUETO M HAMaJIIBaHE Ha 0OJIKaTa KaKTO IMPH OCTPH, TaKa U IPH
XPOHMYHH MYCKYIJTHO-CKEJIETHU HapyIICHUs, 3a MPOIbIDKaBaHEe Ha JICUCHUETO MOXKE JIa CE M3I0JI3Ba
Inflacam 15 mg/ml nepopanna cycnensus B no3a ot 0,6 mg menokcukam/kg TenecHa maca, 24 4yaca cien
WHXEKTHPAHETO.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

Jla ce n30sTBa KOHTAMHUHALIUS TI0 BpeMe Ha yrnoTpeoa.

100 KAPEHTEH CPOKOBE

ToBena: MECO U BbTPEIIHM OpraHu: 15 IHU; MIISIKO: 5 THU
CauHe: MECO U BBTPELIHU OPraHu: 5 THU
Kone: MECO U BBTPELIHU OPraHu: 5 THU

He ce paspemaga 3a yrorpe6a npu >KHBOTHH, YHETO MIIIKO € TIPEAHA3HAYEHO 32 YOBEIIKa KOHCYMAIIHsI.

11. CIHIELUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jjajied OT MOTJIeia U Ha HEAOCTHITHY 3a Jiella MecTa.

To3u BeTepUHAPHOMEAUIIMHCKH MTPOAYKT HE H3MCKBA HUKAKBY CTICIIHAIHH yCIOBHS 32

ChXpaHEeHHE.

Cpok Ha TOTHOCT CJIET TEPBOTO OTBApSIHE HA OMaKOBKaTa: 28 IMHU

Jla He ce u3Mo3Ba Clie]] M3TUYaHE Ha CPOKa Ha TOJTHOCT, IOCOYCH BhPXY KyTHATA U (hiakoHa cien [oneH
10/EXP.

12, CIHIELUAJIHA NPEAYINPEXIEHUS

Tpetupanero Ha Tenetarta ¢ Inflacam 20 MunyTH npeau 00e3pOroBABAHETO HAMAJISIBA TOCTONIEPATHBHATA
6onka. Camo Inflacam usma ma ocurypu nmoaxomsio 06e300gBaHe MO BpeMe Ha MpoleaypaTa 3a
obe3poropsBaHe. 3a Ja ce MOIYYIH MOIXO A0 00€300IBaHe IO BpeMe Ha OTIIepanusiTa, € Heo0X0IMMo
€IHOBPEMEHHO IpUIIaraHe Ha MOXOISII aHAJITETHK.

CuenuaJiHy TpeAIma3Hi MEPKH 3a )KMBOTHHUTE IIPH yIIoTpedaTa Ha mpoaykTa:B cirydaii Ha
HeOIaronpUATHU Peakllny JIEYCHNETO TPsiOBa Ja ce TPEeKpaTH U /1a Ce IMOThPCH ChBET OT BETEpHUHAPEH
nekap.

Jla ce u30srBa ynorpedaTa mpu MHOTO CHJTHO JICXUIPATUPAHH, XUITOBOJIEMUYHU WU

XUTIOTEH3WBHU JKUBOTHH, KOMUTO M3UCKBAT MapeHTepaIHa PEXUApaTanys, Thid KaTo

CBIIECTBYBA MOTCHIMATICH PUCK OT pEHATHA TOKCUYHOCT.

B cnyuait Ha HE3a10BOJIUTEITHO HaMaJsIBaHe Ha OOJIKaTa MPH JICUSHUETO Ha KOJIMKA MPH KOHE, TPSOBa Jia
CC HaIllpaBU BHUMATCJ/IHA ITPCOILCHKA Ha JUarHos3ara, TBU KaTO TOBA MOXKE aa 6’1)216 HNHAWKaIusA 3a
HEOOXOAMMOCTTa OT XUPypPrUYHA HHTEPBEHIINA.
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CnegnanHH npeanasiy MCPKH 3a Jinfara, npujaraiii BETCPUHAPHOMEAUITMHCKYA IIPOJAYKT Ha
JKUBOTHHUTEC:

WHimMaeHTHO caMOMHKEKTHpaHe MOKe Ja peAn3BHKa 00ka. Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIHOCT
KBM HECTepOUAHHU npoTuBoBb3nanutenanu cpeactsa (HCIIBC) tpsoOBa na n30ArBaT KOHTaKT ¢
BETEPUHAPHOMEIULIUHCKUS IIPOAYKT.

[Ipu cityuaiiHO caMOUH)XEKTUpaHe, He3a0aBHO /1a ce MOThPCU MEIUIMHCKU ChBET, KaTo Ha JeKaps ce
MIPEIOCTaBH JIMUCTOBKATAa UM €TUKETA HAa MPOAYKTA.

BpeMeHHOCT 1 JIaKTamms:
l'oBena u cBuHe: Moxke Ja ce mpuiiara o BpeMe Ha OpeMEHHOCT U JIAKTaIlusl.
Kone: Bux 1. 5, IlpoTrBomnoka3anus’.

BBaHMOZ[CﬁCTBHe C ApYTIH BETCPUHAPHOMCAUITMHCKH IMPOAYKTHU U JPYTI'H d)ODMI/I Ha B3aHMOHeﬁCTBHC
I[a HE CC pujiara CbBMCCTHO C TJIFIOKOKOPTUKOCTCPOUAU, APYTU HECTCPOUIHU NTPOTUBOBHIINAJIUTCIIHA
Cp€AcCTBa WIN aHTUKOAr'yJIaHTH.

IIpenosupane (CUMIITOMH, CIIEIIHA MEPKH, AHTUIOTH):
B ciyuait Ha npego3upane TpsOBa Ja ce 3al0uyHe CUMIITOMATHYHO JICUCHHE.

13. CHELUAJIHU MEPKHU 3A YHUIIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT WU
OCTATHIMI OT HEI'O, AKO UMA TAKHUBA

Bcexu Hensnon3Ban BCTCPUHAPHOMCIUIIMHCKU IMPOAYKT WJIM OCTAThbIIU OT HCTO, TpSI6Ba Ja 6’LZ[aT

YHUIIOKCHH, B CbOTBETCTBUC C U3MCKBAaHUATA HA MECTHOTO 3aKOHOAATEIJICTBO.
Tes3un MCPKH III€ ITIOMOTHAT 3a OIIa3BaHC Ha OKOJIHATa Cpela.

14, JATATA HA IIOCJIEAHATA PEJAKIUA HA TEKCTA

IToxpo6Ha wH(pOpMAaIKS 3a TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPAHUIATA
Ha EBpomneiickata Arenius o Jlekapcrsata (http://www.ema.europa.eu)

15. JONBJHMTEJIHA UHO®OPMAIIUSA
Kapronena xytus ¢ 1 6e3uBeTeH/v cThKIeH/H (iakon/a 3a umkekmun ot 20 ml, 50 ml, 100 ml wu 250 ml.
He Bcuuku pa3Mepu Ha OMTaKOBKAaTa Morar Jia ObJat npe/JlaraHy Ha masapa.

3a Besika nH(pOpMaIYs OTHOCHO TO3U BETEPUHAPHOMEIUIIMHCKU TPOIYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MPEICTABUTEI HA IPUTEKATENS Ha JIMIIEH3a 3a yIIoTpeoa.

Belgié/Belgique/Belgien Lietuva

VIRBAC BELGIUM N.V. OU ZOOVETVARU
Esperantolaan 4 Uusaru 5

3001 Leuven 76505 Saue/Harjumaa, ESTONIA
Tel: + 32 (0) 16 38 72 60 Tel.: + 372 6 709 006

E-mail: zoovet@zoovet.ee
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Bbbarapus

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EArada

Virbac Hellas AE

130 yAn E.O. AOGnvav - Aapial,
14452, Metopoppmon, ATtikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34934707940

France

VIRBAC France
13%rue - LID -
06517 Carros Cedex

Luxembourg/Luxemburg
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven, Belgium
Tel: + 32 (0) 16 38 72 60

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Nederland
VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020
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Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Roméania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenija

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 457552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00
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JUCTOBKA:
Inflacam 15 mg/ml mepopanna cycreHsus 3a KoHe

1. UME U TTOCTOSHEH AJJIPEC HA IPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeII Ha JIMIICH3a 3a VHOTDe6a U TPOU3BOAUTET OTTOBOPECH 3a 0CBO60)KI[aBaH€ Ha rnmapTrujgara
Chanelle Pharmaceuticals Manufacturing Ltd

Loughrea

Co. Galway

Ireland

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULHUHCKUA IIPOAYKT

Inflacam 15 mg/ml mepopanna cycrensus 3a KoHe
Menokcukam

3. CBbABbP/KAHUE HA AKTUBHATA CYBCTAHIMA U EKCHUIIMEHTHUTE

Enus Mumamathp chabppxka:; 15 Mg Menokcukam
5 mg HaTpueB OeH30aT

4. TEPAIIEBTUYHHU ITIOKA3AHUA

OO0iekuaBaHe Ha BH3MAICHUETO U HAMAJISIBAHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U MIPH XPOHUYHHU
MYCKYJTHO-CKEJIETHU HapyIIEHHs IIPH KOHE.

5. INPOTUBOIIOKA3AHUA

Jla He ce mputara npu OPEeMEHHU ¥ JaKTUPAIIH KOOWITH.

Jla He ce M3M0JI3Ba MPU KOHE, CTPAJAIIH OT TACTPOUHTECTHHAIIHNA CMYIIIEHHSI KaTo Bb3MaJICHUE 1
XeMOparus, HapyIIeHa 49epHoApoOHa, ChpAcYHa Wi 0B0pedHa QYHKITASI U XeMOpParndHu HapyIIeHus.
Jla He ce u3Moa3Ba IPU CBPBXYYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS WIIM HIKOU OT
EKCIUITUCHTHTE.

Jla He ce M3MO0JI3Ba MTPU KOHE HA BH3PACT MOJ| 6 CEIMHUIIH.

6. HEBJIATOIIPUATHU PEAKIIMN

B ximHWYHY M3MUTBAHUS ca HAOMIOJaBaHU U30JIMPaHU CIyYan Ha HEOJIArONMPUSTHH PEAKIMH TUITUIHO
aCOITMUPAHM C HECTEPOUIHH MpoTHBOBB3NanuTeHu cpeactsa (HCIIBC) (neka ypTukapus, guapus).
CumnToMuTe ca oOpaTUMH.

B MHOTO PEAKH CiIydau ce C’L06H_IaBa 3a 3ary6a Ha aleTuT, JICTAprus, CTOMallHu OOJIKU U KOJIUT.
B mHOTO PEAKHU ClIydar MOXKE 1a Bb3HUKHAT aHa(i)I/UIaKTOI/IZIHI/I PCaKun, KOUTO Morart Jja C€ OKaxaT

CCPUO3HU (BKJ'IIO‘II/ITGJ'IHO " BOACIIHU 1O CM’BpT), KaTto TC Tp}I6Ba Ja 6I>,Z[aT JICKYBAHHU CUMIITOMATHU4YHO.

B citydaii Ha HeOIaroNpUATHU pEakIyH, JICYSHUETO TPSAOBa Jla ce MPEKPATH U JIa ce TIOTHPCU CHBET OT
BETEPHUHAPEH JIEKap.
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UectoTara Ha HEONATONIPUATHATE PEAKLIMHU CE OTIPEAEIS Upe3 clieHaTa Kiacupukamms:

- MHOTO YecTH (moBeue ot 1 Ha 10 TpeTupanu )KUBOTHH, MPOSBIBAIINA HEOIArONPUATHA PEAKIIHHN))
- yectH (moBeye ot 1, HO mo-mainko ot 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTar Ha 1000 TpeTupaHH KUBOTHN)

- penxu (mosede oT 1 HO mo-maiko ot 10 >kxuBoTHH Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO peaKH (110 Majiko oT 1 xkuBoTHO Ha 10 000 TpeTupaHu )KUBOTHHU, BKIFOUUTEITHO U30IUPAHA
CHOOIIICHHS).

AKo 3a0enexuTe HIKaKBO CEpUO3HO BB3JIEHCTBHE WK APYry eeKTH, BCIEACTBHE OT yIoTpebara Ha TO3U
BMII, xouto He ca onucaHu B Ta3W JINCTOBKA, MOJIA He3a0aBHO Jla yBeioMUTe Bamus BeTrepuHapeH
neKap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Komne.

8. JO3UPOBKA 3A BCEKH BU/JI ZKUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE

ﬂosn[gaﬂe

IlepopanHa cycrensus nprioxena B 1o3a ot 0,6 mg/Kg tenecHa mMaca, eIMH BT AHEBHO, 10 14 aHU.
Toga ce paBusiBa Ha 1| Ml ot Inflacam na 25 kg TenecHa maca na kons. Hanpumep, eaun kol ¢ maca 400
kg me moyun 16 ml Inflacam, kon ¢ maca 500 Kg e noyyn 20 ml Inflacam, u kon ¢ maca 600 Kg e
moayun 24 ml Inflacam.

MeTo/1 M HAYWH Ha TPUIOKCHHC

Ja ce paszknama nodpe npenu yrnorpebda. Jla ce mpuiara cMeceH ¢ MalKo KOJIHYECTBO XpaHa MpeIn
XpaHEeHe WM HallpaBo B ycTaTa.

Cycnensusra TpsiOBa Ja ce JaJie ¢ MepUTeIHaTa CIIPUHIIOBKA, TOCTABEHA B OIIAKOBKATA.
CripuHIIOBKATA ce cliara Ha OyTuiakaTta u uMa odem 2 ml.

Crnen mpuiarane Ha BETEpHHAPHO-MEIUITUHCKUS IPOTYKT, 3aTBOPETE OTHOBO OYTHIIKAaTa C Kamadkara,
M3MUHTE MEpUTETHATa CIIPUHIIOBKA C TOIUIA BOJIA M ST OCTABETE a U3CHXHE.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

I[a ce n30srBa BBBCIKIAHC HA 3aMBbPCABAHC 110 BPEMC Ha yHOTpe6a.

10. KAPEHTEH CPOKOBE

Meco u BBTpPEITHU OPTaHH: 3 JTHH.

He ce pa3pemasa 3a ynorpe6a mpu )KHBOTHU, YUETO MIISKO € MPEJIHA3HAYCHO 32 YOBEIIKA KOHCYMAaITusl.
11. CHENUAJIHU YCJIOBUA 3A CbXPAHEHUE HA IMTPOJIYKTA

Ja ce cpxpaHsiBa iajied OT MorJieia ¥ Ha HeJIOCTHITHH 32 JIela MeCTa.

To3u BeTepUHAPHOMEANIIMHCKH MTPOAYKT HE M3UCKBA HUKAKBYU CICIIHATHY YCIOBHS 32 ChXpaHCHHUE.

CJ'ICI[ nmpujaraHe Ha JICKapCTBOTO 3aTBOPCTE 6yTI/IJ'IKaTa, KaTo IMOCTaBUTC OTHOBO KaIladykKarta, H3MHITE
MEpHUTEIHAaTa CIIpUHIIOBKA C TOILJIa BOJAa U A OCTAaBETC Ja U3CHXHE.
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Jla He ce M3M0II3Ba ClIe]] M3THYAHE HA CPOKA Ha TOAHOCT, IOCOYEH BbPXY KyTHUATA U OYTHIIKATA CIIE]
Tonen no/EXP.
Cpok Ha TOJIHOCT CJIe/l TbPBOTO OTBAPSIHE HA OTAKOBKATa: 3 Mecela.

12. CIENUAJIHU NPEAYHNPEXIEHUA

CrienmatHy Ipena3Hu MEPKH 3a )KMBOTHHUTE MPH yIIoTpedara Ha MPOTyKTa:

B cnyuait Ha HOAroNpPUATHN peakllny JISYSHUETO TPSIOBA Ja ce TPEKPaTH U 1a Ce MOTHhPCH CHBET OT
BETEpUHAPEH JIeKap.

Jla ce n3bsrBa ynorpebdara mpu BCSIKO JSXUAPATHPAHO, XUTTOBOJIEMHYHO WM XUIIOTCH3UBHO
JKUBOTHO, Thil KaTO CHIIECTBYBA MOTEHIMAJIEH PUCK OT PEHATHA TOKCHYHOCT.

CrenuaigHy OpeAna3Hy MEPKH 3a JINIATa, NpUaraild BeTepUHAPHOMEAUITMHCKHS TPOAYKT Ha
KUBOTHHUTE!

Xopa ¢ yCTaHOBEHA CBPBbXUYBCTBUTEIIHOCT KbM HECTEPOUHU IIPOTUBOBB3NAIUTEIIHI CPEICTBA
(HCIIBC) Tps6Ba na n30srBaT KOHTAKT C BETEPUHAPHOMEAULIUHCKHS MPOIYKT.

[Ipu cityuaiiHo nornelinaxe, He3a0aBHO Ja ce MOThPCU MEAULIMHCKU ChBET, KaTO Ha JIEKaps ce IPe0CTaBU
JIMCTOBKATa 3a yHOTpeOa Wil €TUKEeTa Ha IPOAYKTa.

BpeMmeHHoOCT U TakTanus:
Bwx 1. 5 ,,IIpoTBOmnIOKa3aHus .

BsaumoneiicTBue ¢ Ipyru BeTePUHAPHOMETUIIMHCKY TPOAYKTH U IPYTH POpME Ha B3aUMOJICHCTBHE:
Jla He ce mpuara eTHOBPEMEHHO C TITIOKOKOPTHKOUIH, IPYTH HECTEPOUIHH MPOTUBOBB3NATUTEIIHN
CpEJICTBA WJTH aHTUKOATyJIaHTH.

IIpenosupane (CUMITOMH, CIIEIIHA MEPKH, AHTUIOTH):
B cayuait Ha npego3upane TpsOBa Ja ce 3al0uHe CUMIITOMATHYHO JICUCHHE.

13. CIEHUAJIHA MEPKU 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Bcekn Hen3noa3BaH BETEpHHAPHOMEIUIIMHCKY MMPOAYKT WJIH OCTATHITH OT HETO, TpsAOBa 1a 6baaT
YHUIIIOXKEH! B CHOTBETCTBHE C M3UCKBAHMITA HA MECTHOTO 3aKOHOATEJICTBO.

14, JATATA HA IIOCJIEAHATA PEJAKIUA HA TEKCTA

ITompo6Ha H(pOpMAaIHS 3a TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPAHUIATa
Ha EBpomneiickata Areniust o Jlekapcrsata (http://www.ema.europa.eu)

15. JONBJHUTEJHA NHO®OPMAIIUS
Jla ce oTimycka caMo C BeTepUHApHA pelienTa.

Bytuika ¢ o6em 100 mm 250 ml.
He Bcuuku pa3mepu Ha OmakoBKaTa Morar Jia ObJIaT MpeJiarany Ha rasapa
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3a Besika nH(pOpMaIrs OTHOCHO TO3U BETEPUHAPHOMEIUIIMHCKY TIPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MPEICTABUTEN Ha IPUTEKATENSI HA JINIIEH3a 32 yIoTpeoa.

Belgié/Belgique/Belgien
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven

Tel: + 32 (0) 16 38 72 60

Bbnarapus

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EArada

Virbac Hellas AE

130 yAn E.O. AOGnvav - Aapial,
14452, Metopoppmon, ATtikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Luxembourg/Luxemburg
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven, Belgium
Tel: + 32 (0) 16 38 72 60

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Nederland

VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260
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Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34934707940

France

VIRBAC France
13e rue - LID -
06517 Carros Cedex

Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBACS.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Lietuva

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel.: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal LABORATORIOS
LDA

Ed13-Piso 1- Esc.3

Quinta da Beloura

2710-693 Sintra

Tel.: + 351 219 245 020

Slovenija

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 457552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00
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Romania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300
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JIMCTOBKA:
Inflacam 1 mg raGieTku 3a AHBYEHE 3a KydeTa
Inflacam 2,5 mg taGnerku 3a 1bBUEHE 3a KydyeTa

1. HUME U IIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA
JIMIEH3A 3A YIIOTPEBA U HA ITPOU3BOJUTEJISA, AKO TE CA PA3JINYHUA

HDI/ITC)KaTCJI Ha JIMIICH34a 3a Vnome6a U IIPOU3BOAUTEI OTTOBOPCH 3a 0CBO60)KI[aBaHe Ha rmaprujgara
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

Inflacam 1 mg ta0nerku 3a TbBUEHE 3a KydyeTa
Inflacam 2,5 mg Ta6ieTku 3a IHBUEHE 3a KydeTa
Menokcukam

gl CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCUHUIIMEHTUTE

Enna tabneTka 3a I-BYCHE ChABPKA!

AxTuBHa cyOCcTaHIINS
Menokcukam 1mg

Menokcukam 2,5mg

4, TEPAIIEBTUYHU ITOKA3AHUA

Ob6nexkyaBaHe Ha BH3MAICHUETO U HAMAJISIBaHE Ha OOJKaTa KaKTO MPU OCTPH, TaKa M MPH XPOHUYHHU
MYCKYJIHO-CKEJICTHU HAPYIICHHUS.

5. MMPOTUBOITIOKA3AHUA

Ja He ce m3non3Ba npy OpEMEHHHU U JIAKTUPAIIH KUBOTHH.

[la He ce u3noa3Ba NpU Ky4eTa, CTpaJallld OT FaCTPOUHTECTUHAIHH CMYIIEHHS KaTo Bb3MaJEHUE U
XeMoparus, HapylleHa YepHOAPOOHa, ChplieuHa Wik ObOpedHa QyHKIHS U XeMOpParuyHu HapyLIeHHUSI.
Jla He ce U3IM0JI3Ba MPH Ky4eTa Ha Bb3pacT 1o 6 ceamuny win nox 4 kg TenecHa maca.

Jla He ce M3Mo3Ba IPY CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS MIIH HAKOHM OT
EKCLUITUEHTHTE.

6. HEBJATOIIPUATHU PEAKIIMHN

Ilonsikora ce cboO1IaBa 3a HEOJIATONPUSITHU PEaKLUK, TUIIMYHY 32 HECTEPOUIHU NPOTUBOBB3NAIUTEIIHI
CpeCTBa KaTo 3ary0a Ha aleTHT, MOBPBILAHEe, AUAPUsl, CKDUTO OTIEJISIHE HA KPBB B U3IPAXKHEHUSATA,
neraprus 1 Ob0peyHa HEIOCTATHYHOCT. B MHOTO peaku ciyvau ce choOlIaBa 3a XeMOparuiHa Juapes,
XeMmaremesa, CTOMAIIHO-YPEBHA S3Ba U MOBHUILICHH YePHOIPOOHN CH3UMHU.
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Te3n HC6HaFOHpI/I}ITHI/I PEaKIuun CE ABABAT OOMKHOBEHO IIpe3 MmbpBaTa CCAMUIIA HA JICUCHHUE U B IIOBEYCTO
ClIydau Ca IMpEXOOHU U U34YE€3BaT CJICA IMPUKIIFOYBAHE HA JICUCHUETO, HO B MHOI'O PEAKHU ClIydau Morar Jia
6’LZ[3T CCPUO3HU UTN (l)aTaJ'IHI/I.

B ciydaii Ha HeOIArOoNpPUATHU pEakIvH, JICYSHUETO TPSAOBA Jia ce MPEKPATH U JIa ce TIOThPCU CHBET OT
BETEPHUHAPEH JIeKap.

YecToTaTa Ha HEOJIArONPUATHUTE PEAKIIUH CE ONPEAENI Upe3 ClIeAHATa KIIaCH(HKALIHS:

- MHOTO uecTH (roBeue ot 1 Ha 10 TpeTupanu KUBOTHH, IPOABSIBAIIN HEOIATOTPUSATHHA PEAKIIHIH))
- yectH (moBedye ot 1, HO mo-mainko ot 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTHK Ha 1000 TpeTupaHHu KUBOTHN)

- penku (moseue oT 1 HO mo-manko ot 10 >xuBoTHH Ha 10 000 TpeTupaHu KUBOTHH)

- MHOTO peak (1o Maiko oT 1 sxuBotHO Ha 10 000 TpeTupaHy KUBOTHH, BKIIOUYUTEITHO U30JIUPAHU
CBHOOIICHU).

AKo 3a0enexuTe HIKaKBO CEpUO3HO BB3/IEHCTBIE WK APYTy €EeKTH, BCIEACTBHE OT YyIoTpedara Ha TO3U
BMII, xouTto HE ca ONMUCAHU B Ta3u JINCTOBKA, MOJIS He3a0aBHO Ja yBeIoMHUTE Barus BeTepuHapeH
Jekap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BU/I /KUBOTHO, METOJ 1 HAYUH HA ITPUJIAT'AHE

ITepBOHAYATHO ce MpuJiara eauHuYHa g03a ot 0,2 mg menokcukam/Kg TenecHa Maca rmpes3 mbpBust
JIEH.

JlegenueTo TpsiOBa ma CE MPOABIKYU €IUH ITBT JHEBHO Ype3 MEPOPaTHO Nmpuiarane (Ha 24 gacoBu
WHTEPBAJIN) Ha mouIbpkaria qo3a ot 0,1 mg memokcukam/KQ TejaecHa mMaca.

Bcsika Tabnera 3a apBueHe Chabka 1 mg wimm 2,5 mg Menokcukam, KOeto Otrosapst Ha JHEBHATA
nojbXKana 103a 3a Ky4de ¢ maca Ch0TBeTHO 10 Kg 1 kyue ¢ maca 25 Kg.

Beska tabnera 3a ypBUEHE MOXKE Aa Ce PasAeiu C e A03UPaHe Crope HHANBUAYAIHATA TEJIECHA Maca
Ha *uBOTHOTO. Inflacam Tabneru 3a pBYEHE MOraT a Ce mpuiarar C i 6e3 XpaHa, Te ca
apoOMAaTHU3MPAHH M CE IPUEMAT JOOPOBOIHO OT KY4EeTara.

Cxewma Ha n03upane Ha MO TBPKAIIATA 038!

Temecna maca Bpou TabmeTn 3a IbBUEHE mg/kg
(kg) 1mg 2,5mg
4.0-7.0 Y 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1% 0.15-0.1
35.1-50.0 2 0.14-0.1
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Moxe na ce momucu 3a ynorpeba Ha Inflacam nepopaiina cycrieH3us 3a Ky4eTa 3a olie Mo-Tperu3Ho
Jo3MpaHe. 3a Kydera, Texkainy mo-maiko ot 4 kg, ce npenoprsuBa ynorpedara Ha Inflacam nepopanna
CYCIICH3HS 3a Ky4eTa.

Knuandgen oTroBop 0OMKHOBEHO ce HaOIf0naBa B paMkuTe Ha 3—4 nau. Jleuenunero TpsOBa 1a ce
MpeKpaTH Ha-KbcHO ciien 10 qHu, ako JTUIICBA SBHO KIMHHUYHO T0I00peHue.

9. CBHBET 3A TIPABUJIHO MPUJIOKEHUE

3a ;1a ce ocHrypH MPaBUIIHO JTIO3UPAHE, TeJIeCHAaTa Maca TpIOBa Ja ce ONpeIed Bh3MOKHO Hali-TOYHO, 32
Ja ce n30erHe npuiiaraHe Ha IMo-HUCKa J103a UK Mpelo3upaHe

10. KAPEHTEH CPOKOBE

He e npunoxomo.

11. CHIELUAJIHU NPEAINAZHU MEPKU 3A CbXPAHEHHUE HA ITIPOAYKTA

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U Ha HEAOCTHITHU 3a J€1a MECTA.
To3u BCTCPUHAPHOMCIUIIUHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHA YCJIOBHA 3a ChbXPaHCHUC.

12. CIENUAJIHU NPEAYHNPEXIEHUA

CrielmaiHy Ipena3Hy MEPKH 3a )KMBOTHHUTE IPU YIIOTpebaTa Ha MPOIYKTA:

B cnyuail Ha HeOmaronpusATHIN PEaKINy JEUEHHUETO TPSAOBaA J1a Ce MMPEKPaTH  JIa C€ MOTHPCH CHBET OT
BETEPUHAPHUS JIEKap.

Jla ce u3bsrBa ynorpedaTa mpu BCAKO ASXUAPATUPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTCH3UBHO )KHUBOTHO,
THH KaTO CHIECTBYBA NOTEHIIMAJICH PUCK OT MOBHIIIEHA PEHATHA TOKCUYHOCT.

CrielmaiHy Ipena3Hy MEPKH 3a JIMIATa, TPHUIaraniy BeTePUHAPHOMEIUIIMHCKYS TPOAYKT Ha
JKUBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBbXYYBCTBUTENHOCT KbM HECTEPOUTHH MPOTUBOBHINAINTEIHN CPEACTBA

Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.

B cnyyail Ha MHIIMIEHTHO TMOTIIbIIaHE He3a0aBHO J1a Ce MOThPCH MEAUIIMHCKH ChBET, KaTO Ha JICKaps ce
MIPEIOCTaBU JINCTOBKATA 32 YIOTpeOa MM €THKeTa Ha MPOTyKTa.

Bbpemennocrt:
BIDK TouKa [IpoTuBOTIOKa3aHUS

BzaumoneiicTBre ¢ Ipyru BETePUHAPHOMETUIIMHCKY MPOAYKTH U IPYTH POpMU Ha B3aUMOJICHCTBHE:
Jpyru HECTEepOUTHN MPOTHBOBH3NAINTEIHN CPEACTBA, AUYPETUIH, AaHTUKOATyIaHTH,
aMUHOTJIMKO3UTHN aHTHUOMOTHIIM U BEIIIECTBA C TOJIsiMa CTETeH Ha CBhP3BaHE HA MPOTEHHUTE MOTAT /1a
JIOBEJIAT 10 CBHP3BAaHE, a CISIOBATENHO U 10 Tokcuyau edektu. Inflacam e TpsOBa na ce mpusara
€THOBPEMEHHO C APYTU HECTEPOUTHU MPOTUBOBB3MAIUTEIHHA CPEACTBA UIIU

TTFOKOKOPTHKOCTEPOUIH.

[IpenmecTBaio TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHA BEIIECTBA MOKE J1a TPUYNHH JOITBIHUTEIHN WIIN
MOBHILIEHU HEOIArONPHUITHN PEeaKIMU U ChOOPa3HO ¢ TOBA TPsOBA J1a Ce Cla3u Nepuo i, CBO0OIEH OT
MIpHUJIaTaHeTO HAa TaKWBa BETEPHHAPHOMEANIIMHCKH TTPOAYKTH, Hal-MaJKo 24 Jaca mpean 3arodBaHe Ha
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nederueTo. [Ipu meproma, cBOO60OIEH OT MEAMKAMEHTH, 00ade, TPSOBA Aa ce B3eMaT MPEIBU/T
(hapMakoJIOTHYHHITE CBONCTBA HA BETCPUHAPHOMETUIIMHCKUTE TIPOTYKTH, U3MIOJI3BaHH ITPETH TOBA.

IIpenosupane (CUMIITOMH, CIEIIHA MEPKH, AHTUIOTH):
B cayuait Ha npeno3upane TpsOBa Ja ce 3al0uHe CUMITOMATHYHO JICUCHHE.

13. CIIEHUAJIHU IMTPEAITA3HU MEPKHU ITPU YHUIILO’)KABAHE HA HEU3IIOJI3BAH
MHNPOAYKT UJIKA OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

Bceku Hensnon3Ban BCTCPUHAPHOMCIUIIMHCKU IMPOAYKT WJIM OCTAThbIIU OT HCTO,
Tp}I6Ba Ja 6’bIIaT YHHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATECJIICTBO.

14, JATATA HA IOCJIEAHUA IIPEI'VIE]L HA TEKCTA

IToxpobHa H(pOpMaIKs 3a TO3H IIPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET CTpaHuIara Ha EBpomnetickara
Arenrust o Jlekapctsara (http://www.ema.europa.eu)

15. JONBJHMTEJIHA UHO®OPMAIIUSA
ChpIbppikaHne Ha OTIAKOBKATA:

20 TabjeTKn

100 TabneTku

He Bcuukm pazmepn Ha ommakoBKaTa Morar Ja ObJaT IMpeAsiaraHy Ha maszapa

3a Bcska I/IH(i)OpMaLII/IH OTHOCHO TO3U BETCPUHAPHOMCIUIIUMHCKU MMPOAYKT, MOJISI CBBPIKETC CE C
TEPUTOPUATIHUA MPEACTABUTEII HA ITPUTECKATEIIA HA JIMIICH3A 3a YHOTpe6a.

Belgié/Belgique/Belgien Lietuva
VIRBAC BELGIUM N.V. OU ZOOVETVARU
Esperantolaan 4 Uusaru 5

3001 Leuven
Tel: + 32 (0) 16 38 72 60

Bbbarapus

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

76505 Saue/Harjumaa, ESTONIA
Tel.: + 372 6 709 006
E-mail: zoovet@zoovet.ee

Luxembourg/Luxemburg
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven, Belgium
Tel: + 32 (0) 16 38 72 60

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00
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Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EArada

Virbac Hellas AE

130 yApn E.O. A®Onvov - Aapial,
14452, Metopoppmon, ATtikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34 9347079 40

France

VIRBAC France
13erue-LID -
06517 Carros Cedex

Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: +33(0) 49208 73 00

Nederland

VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020

Slovenija

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 73 00
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Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Roméania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 45 7552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00
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JIMCTOBKA:
Inflacam 5 mg/ml un:keKkOHEH pa3TBOP 32 Ky4eTa M KOTKH

1. UME U TITIOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JMIICH3a 3a VHOT‘DC63I
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnaugus

HDOI/IBBOI[I/ITCJ'I OTTOBOPECH 3a OCBO60)KL[EIBEIHG Ha napTtugara.

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnanaus

nu

Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, Xonaumus

nu

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapcenona

2. HAHMMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKUS TIPOAYKT
Inflacam 5 mg/ml umxexoHeH pa3TBOp 3a Ky4eTa U KOTKH

Menokcrukam

i CbAbP)KAHUE HA AKTUBHATA CYBCTAHLUUSA U EKCUUIIUEHTUTE
Enua ml ceappika:

Memnoxkcukam 5 mg
Eranon (96%) 159.8 mg

buctep XbAT pazTBOp.

4, TEPAIIEBTUYHU ITOKA3AHUA

Kyuera:
OO0iekuaBaHe Ha BH3MAICHUETO U O0JIKAaTa, KAaKTO MPH OCTPH, TaKa U P XPOHUYHUA MYCKYITHO-CKEIICTHU

HapyuieHus. HamansBane Ha cienornepatuBHaTa 00JIKa U BH3MAJICHUE B PE3YJITAT HA OPTOICIUYHA
XUPYPTHsl U XUPYPIHUS HA MEKUTE ThKaHH.

KoTtku:
HawmarnsBane Ha cinenornepaTuBHaTa 00JIKa CIIeT OBAPHOXUCTEPEKTOMUS U TTO-JIEKa XUPYPTUS Ha MEKHUTE
THKaHH.

5. INPOTUBOIIOKA3AHUA

Jla He ce u3noa3Ba NPU )KMUBOTHH, CTPAJIAIly OT TACTPOMHTECTHHAIIHN CMYIIICHUS KaTO Bh3MAJICHHE U
XeMOoparus, HapyIIeHa 4epHoApoOHa, ChpAcYHa Wi 0BOpedHa QYHKITAS U XeMOpParudHy HapyIIeHHs.
Jla He ce W3Moa3Ba NPU CBPBXYYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIUS WIIM HIKOHU OT
EKCIUITUCHTHTE.

Jla He ce U3I0JI3Ba MPH KUBOTHH 1MOJ] 6 CeIMUYHA BB3PACT U MPH KOTKHU € Maca Mo-Mayko ot 2 Kg.
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6. HEBJATOIIPUATHU PEAKIIMH

[Nonsikora ce choOIIaBa 3a TUITUYHU HEOIATONPHSITHU PEAKIIMN Ha HECTEPOUTHH IPOTHBOBL3MAIUTEIHH
cpencta (HCIIBC) kaTo 3aryba Ha areTuT, IOBPBIAHE, TUAPHSI, TT0SBa HA KPBB B U3NPAKHEHUITA,
neTaprust 1 ObOpeyHa HEAOCTATHYHOCT. B MHOTO peiku cimydan ce choOIaBa 3a MOBUIIICHH YePHOIPOOHH
CH3UMMH.

[Ipu xyueTa, B MHOTO PEIKH CIy4au, C€ ChOOIaBa 3a XeMOparnyHa Auapusi, XemaTemesa u
TraCTPOMHTECTUHAJIHA YJILepaLusl.

[pu xyueTa, Te3u HEOIATONPUATHN PEAKIIUH CE SBSIBAT OOMKHOBEHO Ipe3 IbpBaTa CeAMUIA Ha JICUeHHEe U
B [IOBEYETO CIy4Yau Ca MPEXOJHU U U34e3BaT CIE] IPUKIIOYBAHE HA JICUEHUETO, HO B MHOTO PEIKHU CIIy4au
Morar Aa ObAaT CEpHO3HU WK (aTalHu.

B citydaii Ha HEOJIArONPUATHU pEaKIvH, JICYUSHUETO TPSAOBA Jia ce MPEKPATH U JIa Ce TIOTHPCU CHBET OT
BETEpUHAPEH JIEKap.

YecroTaTa Ha HEOIATONMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClIeHATa KIIaCU(HKALHL:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH, MIPOSIBSIBAILY HEOIArONPHUATHH PEAKIINN))
- yectu (oBeye oT 1, HO mo-manko ot 10 xuBoTHM Ha 100 TpeTHUpaHU )KUBOTHH)

- He yecTH (rmoBeue ot 1, Ho mo-manko ot 10 xuBoTHH Ha 1000 TpeTUpaHu )KUBOTHH)

- penku (moBeue oT 1 HO mo-manko ot 10 skxuBoTHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIFOUHUTEITHO N30JIHPAHH
CHOOIIICHHUS).

AKo 3a0er1eXHUTe HIKAaKBO CEPUO3HO BB3ACHCTBHE WU APYTH e(EeKTH, BCIEACTBUE OT yHoTpedara Ha TO3H
BMII, kouTo He ca omucaHW B Ta3W JIMCTOBKA, MOJS He3a0aBHO Ja yBedoMuTe Bammms BeTepuHapeH
JeKap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kydera u koTku.

8. JO3UPOBKA 3A BCEKHU BU/I /KUBOTHO, METOJ 1 HAYUH HA ITPUJIAT'AHE

Jlo3upaHe 3a BCEKU BUJI JKUBOTHO
Kyuera: 0,2 mg menokcukam/kKg tenecna maca (t.e. 0,4 ml/10 kg).
Kotku: 0,3 mg menokcukam/kg tenecna maca (t.€. 0,06 ml/kg).

MeTon 1 HaYKMH HA OpUIaraHe

Kyuera:

MyCKyITHO-CKEJIETHH HapYIICHUS: €JHOKPATHO TIOJAKOXHO HHKEKTHUPAHE.

Inflacam 1,5 mg/ml mepopanua cycrensus 3a kyuera unu Inflacam 1 mg u 2,5 mg tabineTku 3a 1bBUEHE
3a KyueTa MOraT Ja ce U3MoJ3BaT 3a iedeHue B 1o3a ot 0,1 mg menokcukam/Kg TerecHa maca 24 vaca
CJIe/] pUyIaraHe Ha WHKEKITUATA.

HawmansBane Ha cieporneparuBHaTa 60ka (3a mepuoj Hax 24 gaca): eIHOKPaTHO HHTPABEHO3HO HITH
MOJIKOYKHO MHXKEKTHPAHE TIPS XUPYPIUsl, HAPUMED MO BPEeMe Ha BhBEK/IAHE B AaHECTE3HS.
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Korkmn:

Hawmanssane Ha ciuenorneparuBHaTa 00JIKa ClIeT OBAPHOXUCTEPEKTOMUS 1 TTO-MajIKa JieKa ThKaHHa
XUpYypruuecka HaMmeca: €IHOKPATHO MOJKOKHO UHXKEKTUPAHE MPEAN XUPYPrus, HapuMep 1o BpemMe Ha
BBbBEIK/IaHE B aHSCTE3H.

9. CBBET 3A ITIPABUJIHO INPUJIOKEHHUE

OcobeHo TpsOBa /1a ce BHUMaBa 3a TOYHOCTTA Ha JIO3UpaHE.
Ja ce n30srBa KOHTAMHHALMS 110 BpeMe Ha yrnoTpeoa.
Maxkcumanausat Opoit mpodoxxaanus € 42 3a BCUUKH MPE3eHTaLNH.

100 KAPEHTEH CPOKOBE

He e npunoxumo.

11. CIENUAJIHM YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jjajied OT MOTJIeia U Ha HEAOCTHITHY 3a Jiella MecTa.

CopxpansBaiite dakoHa B KAPTOHCHATA OITAKOBKA.

Cpok Ha TOJHOCT CIIe/T MbPBOTO OTBAPsTHE HA OMMaKOBKaTa: 28 JHU.

Jla He ce u3Mo3Ba Clie]] U3TUYaHE Ha CPOKA Ha TOJHOCT, TOCOYCH BHPXY KYTHATA U (hIaKOHA CIIe]
Tonen no/EXP.

12, CIHIELUWAJIHA DPEAYNPEXIEHUS

CrielmaiHy Ipena3Hi MEPKH 3a SKMBOTHUTE MPH YIIOTpedara Ha nmpoykTa: B cirydait Ha
HEOJIArONPUATHU PEaKIINK, ICYCHUETO TPAOBa J1a Ce MPEKPATH U J1a CE MOTHPCH ChBET OT BETCPUHAPEH
JeKap.

Ja ce n36sTBa ynorpedaTa Mmpu BCAKO AEXUAPATHPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTEH3UBHO YKHBOTHO,
THHU KaTO CHIIECTBYBA MOTCHIIMAJIEH PUCK OT PEHAJIHA TOKCUYHOCT.

Karo crangapTHa nmpakTika npy aHecTe3us, TPAOBa 1a ce cuuTaT HabIIOACHUETO U MpUiIaraHeTo Ha
TEYHOCTH.

CrenuaiaHy OpeAna3Hy MEPKH 3a JINIATa, MpUaraiild BeTepUHAPHOMEAUITMHCKHS TPOAYKT Ha
KUBOTHUTE!

WHIMaeHTHOTO caMOMHKEKTHpaHe MOXe Jia MPeAN3BHKa 0oIKa. Xopa ¢ yCTaHOBEeHa
CBPBXUYBCTBUTEIHOCT KbM HECTEpOUIHH MpoTHBOBB3naiuTentu cpenactsa (HCIIBC) TpsoBa na nzosreat
KOHTAaKT C BETEpUHAPHOMEIUIIMHCKUS IPOIYKT.

[Ipu cityuaiiHO caMOUH)XEKTUpaHe, He3a0aBHO /1a ce MOThPCU MEIUIMHCKU ChBET, KaTo Ha JeKaps ce
NpEeOCTaBU JIUCTOBKATA 32 yIoTpeOa Wi €THKETa Ha IPOIYKTa.

bpeMeHHOCT 1 JIaKTallHs:
Jla He ce mputara npu OPEeMEHHU U JTaKTUPAIIH dKHUBOTHHU.

Bsaumoneiicreue ¢ Y BETCPUHAPHOMEININHCKN IPOJYKTH U ¥ popmMU Ha B3aUMOJICHCTBHE:
Hpyru HCIIBC, auypetuiu, aHTUKOAryJaHTH, aMUHOTIIMKO3UIHA aHTUOMOTHIIN U BEILIECTBA C FOJIsIMa
CTETICH Ha CBbP3BaHE Ha MIPOTEMHHUTE MOTAT JIa TOBEJAT A0 CBHP3BaHE, a CIIEAOBATEIHO U 0 TOKCHYHH
edextn. Inflacam ue Tps6Ba na ce nmpunara eqrHoBpemenno ¢ apyru HCITBC wmu
[IIOKOKOpPTUKOCTepouan. TpsiOBa J1a ce n304rsa eAHOBPEMEHHOTO IIPUJIAraHe ¢ IOTEHIIUAIHO
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HepOTOKCHYHH JiekapcTBa. [IpH )KHMBOTHU B aHECTETHUUEH PHCK (T.€ BH3PACTHHU KUBOTHH), TPsIOBa Jia ce
uMa MpeBH] HHTPABEHO3HA WITH MTOJIKOKHA (pIIywIHa Teparus 1o BpeMe Ha aHectesus. Koraro ce
npunarat exHoBpemenHo aHecre3ust © HCIIBC, He Moxe 1a ce M3KIIF0uH prck 3a ObOpeuHaTa QyHKIuS.
[IpenmecTBaio TpeTUpaHe ¢ MPOTUBOBB3MAIUTEIHA BEIICCTBA MOKE JIa TPUYUHH JOITBIHUTEITHU WIIN
MTOBHUIIICHU HEOJIATONPHUATHH PeaKINy B ChoOpa3Ho ¢ TOBa, TPSAOBA a ce CIasu Mepuol, CBOOOACH OT
NPUIAraHeTO Ha TAaKHUBA BETCPUHAPHOMETUIIMHCKH MPOAYKTH, Haii-Maliko 24 Jaca mpejy 3aroyBaHe Ha
nedenueTo. [Ipu neprona, cBOOOACH OT MEUKaMEHTH, 00ade, TPSOBa J1a ce B3eMaT MPeIBU/]
(hapMakoJIOrMYHHUTE CBOMCTBA HA IPOYKTHUTE, U3MOJI3BAHH TIPE/IN TOBA.

IIpenosupane (CUMIITOMH, CIEIIHA MEPKH, AHTUIOTH):
B cnyuait Ha peno3upane, TpsiOBa Aa ce 3al0YHEe CUMIITOMATHYHO JICYCHHUE.

13. CIHIELUWAJIHU MEPKMU 3A YHUINOKABAHE HA HEU3ITIOJI3BAH TPOAYKT NUJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Bceku Hensnon3Ban BCTCPUHAPHOMCAUIIMHCKU IMPOAYKT WJIM OCTATbIIU OT HCTO, TpSI6Ba Ja 6’LZ[aT

YHUIIIOKCHH, B CbOTBETCTBUC C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.
Tes3u MCPKH III€ ITIOMOTHAT 3a OIIa3BaHC Ha OKOJIHATa Cpela.

14, JATATA HA IIOCJIEAHATA PEJAKIUA HA TEKCTA

ITompo6Ha wH(pOpMAaIKs 32 TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPAHUIATA
Ha EBpomneiickata Areniust o Jlekapcrsata (http://www.ema.europa.eu)

15. JOIBJHUTEJIHA NH®POPMALUA

Kapronena xytus ¢ enuH 6e3rBeTeH cThKiIeH (Guakon 3a umkekmuu ot 10 ml, 20 ml wmm 100 ml.
Bceku i1akoH € 3aTBOpEH ¢ I'yMEHa 3aITyInaika U IUIOMOUpaH ¢ aTyMUHHEBO Karaye.
He Bcuuku pa3Mepu Ha OMaKOBKaTa Morar jia ObJat npe/ylaraHy Ha masapa.

3a Besika nH(pOpMaIKs OTHOCHO TO3U BETEPUHAPHOMEIUIIMHCKU TIPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MTPEICTABUTEI HA IPUTEKATEIS Ha JIMIIEH3a 3a yIIoTpeoa.

Belgié/Belgique/Belgien Lietuva

VIRBAC BELGIUM N.V. OU ZOOVETVARU
Esperantolaan 4 Uusaru 5

3001 Leuven 76505 Saue/Harjumaa, ESTONIA
Tel: + 32 (0) 16 38 72 60 Tel.: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Buarapus Luxembourg/Luxemburg
VIRBAC VIRBAC BELGIUM N.V.
1% avenue 2065 m — LID Esperantolaan 4

06516 Carros, France 3001 Leuven, Belgium

Tel: + 32 (0) 16 38 72 60
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Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EA0LGoa

Virbac Hellas AE

130 yAn E.O. A®Gnvav - Aapial,
14452, Metopopewon, Attikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34934707940

France

VIRBAC France
13erue-LID -
06517 Carros Cedex

Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: +33(0) 492087300

Nederland

VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020

Slovenija

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: +33(0) 49208 73 00
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Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Roméania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 457552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00
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JUCTOBKA:
Inflacam 5 mg/ml un:keKkEOHEH pa3TBOP 32 roBeaa U CBHHE

1. UME U TITIOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JMIICH3a 3a VHOT‘DC63I
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnaugus

HDOI/IBBOI[I/ITGJ'I OTTOBOPECH 3a OCBO60)KI[aBaHC Ha naptugaTra.

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnanaus

nu

Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, Xonaumus

nu

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 bapcenona

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITMHCKUSA ITPOAYKT

Inflacam 5 mg/ml umxexoHeH pa3TBOp 3a TOBEAa M CBHHE
Menokcrukam

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA U EKCIHUIIMEHTUTE
Enua ml ceappika:

Menokcukam 5mg
Eranon (96%) 159.8 mg

buctep KbAT pazTBOp.

4, TEPAIIEBTUYHU ITOKA3AHUA

T'oBenma
3a ynoTtpeba mpu OCTPU PECTUPATOPHU MHPEKITUY C TIOXOSIIA AHTUOMOTUYHA TepaIus 3a HaMaIsIBaHe

Ha KIMHUYHHUTE TIPU3HALN TIPU TOBE/IA.
3a ymoTpeba pu quapus B KOMOMHAIIHS ¢ IIepopaiHa peXuapaTrupaia Tepans 3a HaMasiBaHe Ha
KIIMHUYHUTE MPU3HAIIY [IPY TEJIeTa Ha B3PACT HaJl €/THA CeMUIIA U MIIaJH HeJIAaKTHPAIIH TOBeIa.
3a obnekyaBaHe Ha MOCTOIIEPATHBHATA OOJIKA Ciie]] 00e3pOroBsSBaHE Ha TEJeTa.

CBuHE:

3a ynoTtpeba npu He3apa3HU JBUTATEIIHU HAPYIICHHS 32 HAMAJISIBAHE HA CUMIITOMUTE Ha KyI[0Ta U
Bb3MaJICHHE.

3a 061eKYaBaHE Ha CIEAO0MEPATHBHA O0JIKA, CBHP3aHa C MAJIKA XUPYPTIHYHA OTIEPAITHS HA MEKUTE THKAHH,
KaTo KaCTPupaxe.
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5. INPOTUBOIIOKA3AHUA

Jla He ce u3Moa3Ba NpU )KMUBOTHH, CTPAJIallly OT HapyIlIeHa YePHOAPOOHA, Chp/IcUHA WM ObOpeuHa
(DYHKIUS ¥ XeMOParuyHU HAPYIICHUS WU KBACTO UMa TaHHU 32 YIIEPOTSHHH raCTPOUHTECTHHATHH
MOpPaKEeHUSI.

Jla He ce M3Moa3Ba IPY CBPHXUYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS MIIN HAKOHM OT
CKCIIUITUCHTUTE.

IIpu nedenne Ha qUapus IpU TOBEAA, 1a HE CE M3IIOJI3BA HAa BB3pacT MO/ eIHa CeIMUIIA.

Ja He ce m3mo3Ba mpu MPaACEHITA M0- MAIKHU OT 2 JTHU.

6. HEBJIATOIIPUATHU PEAKIITMN

[Tpu no-manko ot 10% oT TpeTHupaHuTe B KIMHUYHM IPOYYBAHHS TOBEAa € HAOJI0AaBaHO caMmo cIado
BPEMEHHO I10/1lyBaHE Ha MSICTOTO Ha MHXEKTUPAHE Clie]l IIOAKOXKHO IIpUjlaraHe.

B MHOTO penku ciydan MoXe aa ce MOSIBAT aHaQUIaKTOUIHU PEaKIHK, KOUTO TPsOBa 1a ObJaT JIeKyBaHU
CUMIITOMAaTHYHO.

YecToTaTa Ha HEOIArONPUATHUTE PEAKIUH CE ONIPEAEI Upe3 ClIeAHAaTa KIIaCH(HKALH:

- MHOrO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, MIPOSIBSIBAILY HEOIATONPHUATHI PEAKIINN))
- yectH (moBeye ot 1, Ho mo-mainko ot 10 sxuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Manko oT 10 xuBoTHU Ha 1000 TpeTupaHu )KUBOTHH)

- peaxu (noseve ot 1 HO mo-masko ot 10 xuBotHu Ha 10 000 TpeTrpaHu >KUBOTHH)

- MHOTO peak (1o Manko ot 1 xuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUYUTEIHO U30JIMPAHU
CHOOIIICHHU).

Axko 3a0eNexnTe HIKAKBO CEPHO3HO BH3ACHCTBUE WITH JPYTH e(hEKTH, BCICACTBUE OT ynoTpedaTa Ha TO3U
BMII, kouTO He ca ONMUCAHU B Ta3W JIMCTOBKA, MOJIsl HE3a0aBHO Jla yBeIoMuUTe Banivs BeTeprHHApeH
neKap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBena (Tenera v MIaau roBesa) U CBUHE

8. JO3UPOBKA 3A BCEKHU BU/I /KUBOTHO, METOJ 1 HAYUH HA ITPUJIAT'AHE

T'oBema
EfHOKpATHO MOAKOKHO MIIM HHTPABEHO3HO MHKEKTHpaHe Ha 1o3a ot 0,5 mg menokcukam/Kg TenecHa

maca (t.e. 10 ml/100 kg Tenecna maca) B KoMOMHALIUS ¢ aHTHOMOTHUYHA TEPAIUs WU C TIEpOpaIHa
pexupaTHpala Tepamus, Cliope ciydas.

Caune

JBUraresHu HapPYIeHus:

EnHOKpaTHO MHTPaMYCKYITHO HEKEKTHpaHe Ha fo3a ot 0,4 mg menokcukam/Kg Teiecua maca (t.e. 2,0
ml/25 kg tenecna mMaca). AKO € HeOOX0IUMO, TIOBTOPHO MpHJIaraHe Ha MEJIOKCHKAM MOJKE Jla CE HarpaBu
cien 24 yaca.

HamausiBane Ha cnenoneparnsHara 00ika
EfHOKpaTHO MHTPaMYCKYJTHO HHXKEKTHpaHe Ha 703a oT 0,4 mg menokcukam/Kg Terecua maca (t.e. 2,0
ml/25 kg Temecna maca) mpeau onepanus.
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Oco6eno BHUMaHHUe TPsOBA Ja ce 00bpHE HAa TOYHOCTTA Ha A03MPAHE, BKIIOYHTEIHO aa Ce M3M0/I3Ba
MOJIXOJIAIIO JIO3UPA0 YCTPOMCTBO U BHUMATEHO JIa C€ U3YMCIIM TeJecHaTa Maca.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

Jla ce n30sTBa KOHTAMHUHALIUS 110 BpeMe Ha yrnoTpeoa.

100 KAPEHTEH CPOKOBE

T'oBena: Meco u BbTpEIIHM OpraHu: 15 nHU.
CBHUHE: MECO U BTPEIIHU OPTaHU: 5 THU.

11. CIEHNUWAJIHM YCJIOBUSA 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jjajiey OT MorjieAa U Ha HeJOCTHITHU 3a Jelia MECTa.

To3u BeTepUHAPHOMEAMIIMHCKH IPOAYKT HE M3UCKBA HUKAKBHU CIICIIMAIHH YCIOBHS 3a
ChXpaHCHHUE.

Cpok Ha TOJHOCT CJIe/l MbPBOTO OTBAapsHE HA OMAaKOBKaTa: 28 JHU.

Jla He ce u3M0/13Ba ClIe]] M3TUYaHE Ha CPOKa Ha FOJHOCT, TIOCOYCH BHPXY KyTHATA U (hjIaKOHA ClIe]
TI'ogen mo/EXP.

12. CIENUAJIHU NPEAYHNPEXIEHUA

Tpetupanero Ha Tenerara ¢ Inflacam 20 munyTH ipein 00€3pOroBSIBaHETO HaMaJIsIBa IOCTONEPATHBHATA
6onka. Camo Inflacam msma ma ocurypu moaxozsio 00e300iABaHe O BpEME Ha IIpoIieaypaTa 3a
o0e3poroBsBane. 3a J1a ce TOJIyYH MOAXOAAII0 00e300sBaHe MO BpeMe Ha OlNepaluira, € HeoOX0auMO
€IHOBPEMEHHO MpUIarane Ha MOJAXO I aHAJITeTHK.

JleueHneTo Ha MalIKK TIpaceHIia mpeau kactpupane ¢ Inflacam mamanssa nmocroneparnBuara 60omnka. B
CaydJaii Ha He0OXOIMMOCT OT 00JIeKYaBaHe Ha O0JicKYaBaHe Ha 00JIKaTa Mo BpeMe Ha orepalus, TpsaoBa 1a
O'bJIe IPUIIOKEN ¥ TTOJIXOJISIT AHECTETHK/CEIATHB.

3a z1a Ce moiy4u Hail-1oOpusT Bh3MOXKHA E(EKT Ha 0ONeKueHue ciex onepanusta, Inflacam tpsosa na ce
npuiioxu 30 MUHYTH XHpYprUdHaTa HaMeca.

CrielmaiHy Ipena3Hi MEPKH 3a SKMBOTHUTE MPH YIIOTpedara Ha nmpoaykTa: B ciryuait Ha
HEOJIAarONPUATHYU PEaKIuy JICYCHUETO TPsIOBa Ja ce TMPEKPaTH U J1a Ce MOThPCH CHBET OT BETCPUHAPCH
JeKap.

Ja ce n36sTBa ynorpedaTa Mpu MHOTO CHJTHO AE€XHUIPATHPAHH, XUITOBOJIEMUYHH HITU

XUTOTEH3UBHU )KUBOTHH, KOUTO U3UCKBAT MapEHTEpAIHA PeXUApaTaIns, Thil KaTo

CBHIIECTBYBA MMOTEHLIMAIECH PUCK OT pEHAHA TOKCUYIHOCT.

CrenuaigHy OpeAna3Hy MEPKH 3a JINIATa, MpUaraiiyd BeTepUHAPHOMEIUIIMHCKHS TPOAYKT Ha
JKUBOTHUTE!

VHIMIEHTHO CaMOMHKEKTHPaHe MOXKeE Ja IpeAu3BHUKa Ooska. Xopa ¢ yCTaHOBEHA CBPbXUYBCTBUTEIHOCT
KBbM HECTepOuAHHU npoTuBoBb3nanutenanu cpeactsa (HCIIBC) tpsbOBa na n30ArBaT KOHTaKT ¢
BETEPUHAPHOMEIULIUHCKHUS TPOAYKT.

[Ipu cityuaiiHO caMOMH)XEKTUpaHe He3a0aBHO Ja Ce MOThPCU MEAULIMHCKH ChBET, KaTO Ha JIeKaps ce
IPEOCTaBU JINCTOBKATA 32 yIoTpeba UM €TUKeTa Ha IPOIYyKTa.
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bpeMeHHOCT 1 JIaKTallHs:
l'oBena: Moske 1a ce mpuara mo Bpeme Ha OpeMEeHHOCT.
Ceune: Moxe n1a ce mpuiiara o BpemMe Ha OpEMEHHOCT U JIAKTAIIUS.

BsaumoneiicTBue ¢ A BETEPUHAPHOMEIUIIMHCKH IIPOIYKTH U TH (pOopMHU HA B3aMMOJCHCTBHE:
Ja He ce mpuiara CbBMECTHO C MTIOKOKOPTUKOCTEPOUAH, IPYTH HECTEPOUIHU MTPOTUBOBB3NAIUTEITHI
CpEe/ICTBA WJIN aHTUKOATyJIaHTH.

IIpenosupane (CUMITOMH, CIEIIHA MEPKH, AHTUIOTH):
B cnyuait Ha npeno3upane TpsAOBa Ja ce 3al0YHe CHMIITOMATUYHO JICUCHHE.

13. CHELOUAJIHU MEPKHU 3A YHULIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT WU
OCTATHIM OT HEI'O, AKO UMA TAKHUBA

Bceku Hensnon3Ban BCTCPUHAPHOMCAUIIMHCKU IMPOAYKT WJIM OCTATbIIU OT HCTO, TpSI6Ba Ja 6’LZ[aT

YHUIIOKCHH, B CbOTBETCTBUC C U3MUCKBAHUATA HA MECTHOTO 3aKOHOAATECIJICTBO.
Tes3u MCPKHM III€ ITIOMOTHAT 3a OIIa3BaHC Ha OKOJIHATa Cpela.

14, JATATA HA IIOCJIEAHATA PEJAKIUA HA TEKCTA

ITompo6Ha wH(pOpMAaIKs 32 TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPAHUIATA
Ha EBpomneiickata Areniust o Jlekapcrsata (http://www.ema.europa.eu/).

15. JONBJHMTEJIHA UHO®OPMAIIUSA
Kapronena xytus ¢ 1 6e3uBeTeH/ cThKIEH/H ¢irakon/a 3a umkekmu ot 20 ml, 50 ml wmm 100 ml.
He Bcuuku pa3Mepu Ha OMaKOBKAaTa Morar jia ObJat npe/ylaraHy Ha masapa.

3a Besika nH(pOpMaIYs OTHOCHO TO3U BETEPUHAPHOMEIUIIMHCKY TIPOIYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MTPEICTABUTEI HA IPUTEKATEI Ha JIMIIEH3a 3a yIoTpeoa.

Belgié/Belgique/Belgien Lietuva

VIRBAC BELGIUM N.V. OU ZOOVETVARU

Esperantolaan 4 Uusaru 5

3001 Leuven 76505 Saue/Harjumaa, ESTONIA

Tel: + 32 (0) 16 38 72 60 Tel.: + 372 6 709 006
E-mail: zoovet@zoovet.ee
Luxembourg/Luxemburg

Boarapus VIRBAC BELGIUM N.V.

VIRBAC Esperantolaan 4

1% avenue 2065 m — LID 3001 Leuven, Belgium

06516 Carros, France Tel: + 32 (0) 16 38 72 60
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Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EA0LGoa

Virbac Hellas AE

130 yAn E.O. A®Gnvav - Aapial,
14452, Metopopewon, Attikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34934707940

France

VIRBAC France
13erue-LID -
06517 Carros Cedex

Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: +33(0) 492087300

Nederland

VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020

Slovenija

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: +33(0) 49208 73 00
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Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Roméania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 457552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00
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JIMCTOBKA:
Inflacam 330 mg, rpanynu 3a KoHe.

1. NME U ITIOCTOSHEH AJJPEC HA IPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHA

HDI/ITC)KaTeJ'I Ha JMIICH3a 3a VHOTDe6a U IMIPOU3BOAUTEII OTTOBOPEH 3a OCBO60>K,Z[aBaHe Ha InmapTtuaara
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULHUHCKUA IIPOAYKT

Inflacam 330 mg, rpanymu 3a KoHe.
Menokcukam.

3. CBbABbP/KAHUE HA AKTUBHATA CYBCTAHIMA U EKCHHUIIMEHTUTE

Enun yanrta ceabpika: 330 My MEIOKCHKAM.
Brienu )X bJITH TPaHyIIH.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

O6ekyaBaHe Ha BB3MAICHUETO U HaMaJIsiBaHe Ha OOJIKaTa KaKTO MPH OCTPH, Taka U MPH XPOHHUIHU
MYCKYITHO-CKeIIeTHH Hapyinenus npu koHe ¢ Terao 500 kg - 600 kg.

5. INPOTUBOIIOKA3AHUA

Jla He ce mputara npu OPEeMEHHU ¥ JaKTUPAIIH KOOWITH.

Jla He ce M3M0JI3Ba MPU KOHE, CTPAJAIIH OT TACTPOUHTECTHHAIIHNA CMYIIIEHHSI KaTo Bb3MaJICHUE 1
XeMOoparus, HapyIIeHa 9epHoApoOHa, ChpAcYHa Wi 0BOpedHa QYHKITAS U XeMOpParndHu HapyIIeHHs.
Jla He ce u3Moa3Ba NPU CBPHXYYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIUS WM HIKOU OT
EKCIIUITUCHTHTE.

Ja He ce M3M0II3Ba MpU KOHE 1MoJ1 6 ceIMUYHA Bh3pacT.

6. HEBJIATOIIPUATHU PEAKIIMN

B xivHWYHY M3MUTBAHMS ca HAOMIOJaBaHU U30JIMPaHU CIy4Yau Ha HEOIArONMPUSTHH PEAKIMH TUITUIHO
aCOITMUPAHU C HECTEPOUIHH MpoTHBOBB3NanuTeHA cpeactsa (HCIIBC) (neka ypTukapus, guapus).
CumnToMute ca oOpaTUMH.

B MHOTO PEAKH CiIydau ce C’L06H_IaBa 3a 3ary6a Ha afleTuT, JICTaprus, CTOMallHu OOJIKU U KOJIUT.
B muOTO PEAKHU Cliydan MOKE 1a Bb3HUKHAT aHa(i)I/I.HaKTOI/IHHI/I PpCaKiumn, KOUTO Morart Jja C€ oKaxat

CCPUO3HU (BKJ'IIO‘II/ITGJ'IHO Hu BOACIIMU 10O CM’BpT), KaTto TC Tp}I6Ba Ja 6I>,Z[aT JICKYBAHHU CUMIITOMATHU4YHO.

YecToTaTa Ha HEOIArONMPUATHUTE PEAKLIUH CE ONPEAEN Upe3 ClIeAHATa KIIaCU(HKALH:
- MHOTO yecTH (roBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH, TIPOSBABAIIN HEOIATONPUATHU PEAKIINN))
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- gectu (moBede oT 1, HO mo-Mamko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He JecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBoTHN Ha 1000 TpeTupaHu >KUBOTHH)

- peaxu (noseye ot 1 HO mo-mazko ot 10 xuBotHu Ha 10 000 TpeTrpaHu >KUBOTHH)

- MHOTO peak (1o Maiko oT 1 sxuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUYUTEIHO U30JIUPAHU
CHOOIIIECHUS).

AKko 3a0enexxuTe HIKaKBO CEPHO3HO Bb3/ACHCTBHE HIIH APYTH e(heKTH, BCIEACTBUE OT ynoTpedaTa Ha TO3U
BMII, xouto He ca onycaHy B Ta3W JINCTOBKA 3a yIoTpeba, Mo He3abaBHO J1a yBeqoMute Barmms
BETEPHHAPEH JIEKap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kome.

8. JO3UPOBKA 3A BCEKU BU/JI /KUBOTHO, METOJ 1 HAYUH HA TPUJIAT'AHE.

M3non3aiite ¢ xpana.

[a ce mpunara cMmeceH ¢ xpaHara B n1o3a ot 0,6 mg/kg TenecHa Maca, euH IbT AHEBHO, 10 14 aAHU.
[IpoxykTsT TpsiOBa 1a ce mpubdaBs kKbM 250 T Miocin Gypaky, Ipean XpaHeHe.

Besiko cartre chabppika eHa q03a 3a KoH ¢ teriao mexay 500 u 600 kg u mo3ara He TpsOBa fa ce pasmes
Ha [0-MaJIKu J103H.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

Jla ce n30srBa KOHTAMHUHAIIUS 110 BpeMe Ha yroTpeoa.

100 KAPEHTEH CPOKOBE

Meco u BbTpPEITHU OPTaHH: 3 JTHH.
He ce pa3pemasa 3a ynorpe6a mpu )KHUBOTHH, YUETO MIIIKO € MPETHA3HAYCHO 32 YOBEIIKA KOHCYMAIIHsl.

11. CIHIELUAJIHU YCJOBUSA3A CbXPAHEHHUE HA TPOAYKTA

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa 1 Ha HEAOCTHITHU 3a A€1a MECTaA.

To3u BCTCPUHAPHOMCIUIIUHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHU YCJIOBHA 3a ChbXPaHCHUC.
I[a HC CC U3MO0JI3Ba CJICA U3TUYAaHC HAa CPOKA Ha I'OJHOCT, [IOCOYCH BbPXY KYTUATA U YaHTA CJICH FO}_ICH
no/EXP.

Cpok Ha TOJHOCT ciie/l pa3MecBaHe ¢ Miociiu Gypaxku: Jla ce u3mos3Ba BejiHara.

12. CIENUAJIHU NPEAYHNPEXIEHUA

CrielmaiHy Ipena3Hi MEPKH 3a SKMBOTHUTE MPH YIIOTpedaTa Ha MPOJTyKTa:

Ja ce n36sTBa ynorpedaTa Mmpu BCAKO AEXUAPATHPAHO, XUTTOBOJIEMHYHO I XUIIOTEH3UBHO

>KUBOTHO, ThH KaTO CHLICCTBYBA MOTECHIUATIECH PUCK OT PEHAIHA TOKCUYHOCT.

C men nma ce cBeAe A0 MHHUMYM pPUCKAa OT HETIOHOCUMOCT, MPOIYKTHT TPSOBa Ja CE€ CMECBa C MIOCIH

dhypaxu.
To3u IpOaYKT € MpeaHa3HadeH 3a yrnotpeda camo rmpu KoHe ¢ terio mexay 500 u 600 Kg.
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CHCQI/IaHHI/I npeanasiy MCpPKU 3a Jinfara, npujaraiii BETCPpUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
KUBOTHUTC.

Xopa ¢ ycTaHOBEHA CBPBXYYBCTBUTEIIHOCT KbM HECTSPOUIHHU MPOTUBOBB3MAIUTEIHU CPEICTBA
(HCTIBC) Tps6Ba na n30srBaT KOHTaKT ¢ BETCPUHAPHOMETUITHHCKHSI IIPOTYKT.

[pu ciryuaitHo moreliane, He3a0aBHO Ja ce MOThPCH MEJIUITMHCKH ChBET, KATO Ha JIeKaps e MPEA0CTaBU
JUCTOBKATA 32 YIOTPeOa WM ETUKETa Ha TIPOIYKTA.

bpeMeHHOCT M TaKTaIusA
Jla He ce mpwtara npu OPeMEHHU | JaKTUPAIIH KOOWITH.

BsaumoneiicTue ¢ A BETEPUHAPHOMEIUIIMHCKH IIPOIYKTH U TH (pOopMHU Ha B3aMMOJCHCTBHE:
[a He ce mpuiara eTHOBPEMEHHO C TTTIOKOKOPTUKOUAN, IPYTH HECTEPOUIHH MPOTUBOBB3NAIUTEIHU
CpE/ICTBA WX aHTUKOATYJIaHTH.

HpegosnpaHe (CMMIITOMH, COETITHA MEPKU, aHTUIOTH).

B cnyqaﬁ Ha OpCa03UpaHe Tpﬂ6Ba Ja C€ 3all0YHC CUMIITOMAaTHU4YHO JICYCHUC.

HecsBMecTMOCTH
[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUITUHCKY MPOIYKT HE TPOBa ja Ob/e
CMECBaH C JPYTr'd BETEPUHAPHOMEIULIUHCKHU MPOAYKTH.

13. CIHIELUWAJIHU MEPKMU 3A YHUIIO’KABAHE HA HEU3ITIOJI3BAH TPOAYKT NUJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[TonuraiiTe Bamus BeTepuHapeH nekap KakBo Aa paBuTe ¢ HeHykHUTe BMII. Te3n Mepku 11ie noMorsar
3a OIa3BaHE HAa OKOJIHATA CPE.

14, JATATA HA NOCJIEAHATA PEJAKIUSA HA TEKCTA

ITonpoOHa uHOpMaLIKs 3a TO3H MPOAYKT MOXKE J1a HAMEPUTE Ha HHTEPHET CTPaHUIATa
na Espomneiickata Arenus mmo Jlekapcrsata (http://www.ema.europa.eu).

15. JONBJHUTEJIHA NHO®OPMALUSA
Pa3mepu Ha onmakoBkata: 20 uc 100 camrera.
He Bcuuku pazmepu Ha onmakoBKaTa MOTaT Jja ObJaT MpeiaraHy Ha rasapa.

3a Besika uH(pOpMAIUs OTHOCHO TO3U BETEPUHAPHOMEICIIMHCKU TPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MPEICTABUTEN Ha IPUTEKATENSI HA JINIIEH3a 32 yIoTpeoa.

Belgié/Belgique/Belgien Lietuva

VIRBAC BELGIUM N.V. OU ZOOVETVARU
Esperantolaan 4 Uusaru 5

3001 Leuven 76505 Saue/Harjumaa, ESTONIA
Tel: + 32 (0) 16 38 72 60 Tel.: + 372 6 709 006

E-mail: zoovet@zoovet.ee
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Bbbarapus

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EArada

Virbac Hellas AE

130 yAn E.O. AOGnvav - Aapial,
14452, Metopoppmon, ATtikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34934707940

France

VIRBAC France
13erue-LID -
06517 Carros Cedex

Luxembourg/Luxemburg
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven, Belgium
Tel: + 32 (0) 16 38 72 60

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Nederland
VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020
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Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Roméania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenija

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 457552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

138


mailto:zoovet@zoovet.ee

JUCTOBKA:
Inflacam 0,5 mg/ml nepopana cycneH3ust 3a KOTKH.

1. UME U TTIOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JIMIICH3a 3a VHOTDe6a U IMIPOU3BOAUTEJI OTTOBOPEH 3a OCBO60)KI[aBaHC Ha napTtuaarta
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULHUHCKUA IIPOAYKT

Inflacam 0,5 mg/ml mepopaiua cycrieH3ust 32 KOTKH.
meloxicam

3. CBbABbP/KAHUE HA AKTUBHATA CYBCTAHIMA U EKCHHUIIMEHTUTE

Enua ml ceappika:
AKTHBHa cy0OcTaHIMA:
Meloxicam 0,5mg

Excounuenr:
Sodium benzoate 1,5mg
I'magka cBETIOXKBATA CyCIIEH3US

4, TEPAIIEBTUYHU ITOKA3AHUA

Ob6nexkyaBaHe Ha JIeKa 0 yMEPEHO CHITHA CJIEJIOTIepaTHBHA O0JIKa U Bh3MAICHUE ClIel] XUPYPTHIHU
WHTEPBCHIUH MPU KOTKH, HATIP. OPTONCANYHH OTICPAIH U XUPYPTHUs HA MEKUTE ThKaHMU.

Oo0nex4aBaHe Ha OOJKaTa ¥ BH3MAICHUETO MPU OCTPU U XPOHUYHHN MYCKYJIHO-CKEJICTHH HAPYIICHUS TIPH
KOTKH.

5. INPOTUBOIIOKA3AHUA

Jla He ce u3noa3Ba MU OPEMEHHH U JIAKTHPAIIY )KUBOTHH.

[a He ce m3noa3Ba IpU KOTKH, CTPAJAIIN OT TACTPOMHTECTUHAIHN CMYIIICHHUS KaTO Bb3MaJeHUE U
XeMOoparus, HapyIIeHa 4epHoApoOHa, ChpAcYHa Wi 0BOpedHa QYHKITHS U XeMOparudHy HapyIIeHus.
Jla He ce M3Moa3Ba IPU CBPBXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIMS WIIA KbM HIKOW OT
eKCLUITUEHTHTE.

Jla He ce m3Mo3Ba MpU KOTKHA HA BB3PACT MO 6 CEIMUIIH.

6. HEBJIATOIIPUATHU PEAKIIMN

[Tonsikora ce choOIIaBa 32 THTMYHU HEOIATONPUSATHH PEAKIIMH HA HECTCPOUIHH MIPOTUBOBB3MATUTEITHI
cpencta (HCIIBC) kaTo 3ary0a Ha areTuT, OBPBIAHE, TUAPHS], OKYJITHA KPBB B H3NPaKHCHUATA,
neraprusi 1 ObO0peyHa HEIOCTATHYHOCT @ B MHOTO PEJIKH CITyYau TaCTPOMHTECTUHAITHA YITepalus U
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HOBUIICHU YepHOAPOOHH eH3UMHU. Te3n HeOIaronpuaTHH PEakiMy B IOBEUETO CIIydan ca MPEXOIHU U
M349e3BaT Clie/l IPUKIIIOUBAHE Ha JICUCHUETO, HO B MHOTO PEIKH CIIydau MOrat ja ObJaT CepHO3HU WIN
tdaTamHy.

B cityuaii Ha HEOIAarOoNpUsATHU pEakIiy JIEYEHUETO TPsIOBa J1a ce MPEKPaTH U 1a CE OThPCH CHBET OT
BETEPHUHAPEH JICKap.

YecroTara Ha HEOIArONPUATHUTE PEAKIMU CE OTIPEeIis Upe3 cileqHaTa Kiachu(pukamus:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTupanu KUBOTHH, IPOABSIBAIIN HEOIATOTPUSITHHA PEAKIIHH))
- yecTH (oBeue oT 1, Ho mo-manko oT 10 xxuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHH Ha 1000 TpeTupaHHu KUBOTHN)

- penku (rmoseye oT 1 HO mo-manko ot 10 sxuBotHH Ha 10 000 TpeTHpaHu >KUBOTHH)

- MHOTO pefiku (1o Manko oT 1 sxuBoTHO Ha 10 000 TpeTnpaHu KUBOTHH, BKITIOUHUTEIIHO U30JIHPAHU
CHOOIICHUS).

Axko 3a0enexxnuTe HIKaKBH HEONaronpusITHA PEaKiiy, BKIIOUYUTEIHO H TAKHBA, KOUTO HE ca OTIMCaHH B
Ta3u JIMCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHOMEIUIIMHCKHUS TIPOYKT HE PaOOTH, MOJISI J]a YBEIOMUTE
Bamms BeTepuHapeH Jiekap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

KoTtkmn.

8. JO3UPOBKA 3A BCEKHU BU/I ZKUBOTHO, METO/l 1 HAYUH HA IIPUJIAT'AHE

3a mepopaHo MPUIOKEHHUE.

CrieioniepatiBHa 60JKa ¥ Bb3MAICHHUE CIIC XUPYPIHYHH TIPOLICAYPH:

Cren mepBoHavanuoro jedenue ¢ Inflacam 5 mg/ml umkexipoHeH pa3TBop 3a KOTKH IIPOABIDKETE
neueHueto 24 vaca mo-kbcHo ¢ Inflacam 0,5 mg/ml nepopanna cycrnensus 3a KOTKH B 103MPOBKA Ha
menokcukam ot 0,05 mg/kg Tenecna maca (0.1 ml /kg). [lepopannara nmocneBaiia 103a MOXe Jia ce
MpuIara €nH T JHEBHO (HAa MHTEPBAIX OT 110 24 yaca) 70 MaKCUMYyM YETHPH JTHH.

OcTpH MYCKYJIHO-CKEIETHU HAPYIIICHHSI:

[IBpBOHAYATHOTO JIEUEHHE € €IHOKpaTHA IepopaiHa g03a Menokcukam ot 0,2 mg/kg temecua maca (0.4
ml /kg) ua mepBus meH. JledenueTo TpsOBa 1a Ce MPOIBIDKY BEAHEK THEBHO Upe3 MEPOPAITHO
npuioxkeHue (Ha 24-4yacoBr HHTEpBaiK) B 1032 Menokcukam ot 0,05 mg/kg tenecna maca (0.1 ml /kg)
JIOTOTaBa, JOKATO MPOIbDKABAT OCTpaTa 00JIKA U BH3MAICHHUETO.

XPOHUYHHU MYCKYJTHO-CKEJICTHH HAPYIICHHUS:

[TbpBOHAYATHO CE MpHUIIAra nepopaiHo eauHunydna 103a ot 0,1 mg menokcukam/Kg tenecua maca (0.2 ml
/Kg) nipe3 mbpBHs AeH. JleueHHeTo TpsOBa Aa MPOABIDKH SIUH BT JHEBHO Ype3 MEPOPATHO MPUTaraHe
(1a 24 yacoBH MHTEpBAIIN) Ha moaabpiKaia mo3a ot 0,05 mg memoxcukam/Kg teecua maca (0.1 ml /kg).
KirHudeH oTroBop 0OMKHOBEHO ce HAOII01aBa B paMKUTE Ha 7 JIHH. JICYUCHUETO TPAOBA J1a ce MPEKpaTh
Hal-KbCHO clief] 14 THH, aKo JIMTICBA SIBHO KIIMHUYHO TTOJ00pEHHE.

Hauws 1 MeTO1 Ha IPHIIOKEHHE

Enna cipunnioBka ot 1 ml e npubaBeHa kbM TpoyKTa. TOYHOCTTA Ha CIIPHHIIOBKATa HE € TIOAXO/AIIA 32
JedyeHue Ha Kotk moj 1 Kg.

Ha ce paskiaria 1oope npean ynorpeba. Jla ce nmpuiara mepopajiHO MM CMECEH C XpaHa, WM HAallpaBo B
ycrara.
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9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

Oco0OeHo TpsiOBa ja ce BHUMAaBa 32 TOYHOCTTA Ha jo3upaHe. [Ipenopruntennara no3a He TpsOBa 1a ce
MIPEBHIIIABA.

Monsi, BHUMATEIIHO CJICABANTE HHCTPYKIIMUTE Ha BETCPHUHAPHUS JICKap.

Ja ce m30sTBa 3aMBPCIBaHE TI0 BpeMe Ha yroTpeda.

10. KAPEHTEH CPOKOBE

He e npunoxumo.

11. CIHIELUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpxpaHsiBa Jiajiey OT MOrJie/ia U Ha HeJIOCTHITHH 32 JIela MECTa.

Jla He ce M3MoI3Ba TO3HM BETEPUHAPHOMEIUIIMHCKY TIPOIYKT CIIe/ U3THYaHe Ha CPOKa Ha TOIHOCT,
MOCOYEH BhPXY KyTusta u oyruikara cieq ['OJEH JO/EXP.

CpoK Ha rOJIHOCT CJIE/I TbPBOTO OTBAPSIHE HA OMAKOBKATA:

3 ml, 5 ml 6yTunka: 14 mau.

10 ml u 15 ml OyTunku: 6 mecena.

12, CIHIELUWAJIHA NDPEAYINPEXIEHUS

CHCHI/IaHHI/I OpeanasHy MCPKH 34 JKUBOTHHUTC ITPHU VHOTDe6aTa Ha IMPOAYKTa:
I[a ce n30srBa yHOTpe6aTa npu ACXHUApPpATHPAHU, XUIIOBOJICMHUYHU WJIN XUIMOTCH3NBHU JXUBOTHU, TBi
KaTO ChIICCTBYBA MOTCHIHAJICH PUCK OT IIOBUIIICHA PCHAJIHA TOKCUYHOCT.

CrnenonepaTuBHa 00JIka U Bb3NAIICHUE CIIC/ XUPYPTUYHH MPOLIEAYPH:
B cnyuaii ue ce Hanara TOMBIHUTETHO O0JIEKUaBaHe Ha OOJKaTa, TpsiOBa Ja ce TIOMUCIIH 32
JOITBTHUTETHA TEPAIUS C APYT JEKAPCTBEH MPOIYKT.

XPOHUYHH MYCKYJTHO-CKEICTHU HAPYIIICHUSI:
OTroBopbT Ha ABATOCPOYHA TepaHs TPsIOBa Ja ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT BETEPHUHAPEH
JeKap.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, Impujaaraimy BETCPUHAPHOMCANNHWHCKHSA IPOAYKT Ha
KHUBOTHUTC!

Xopa C YCTaHOBCHA CBPBXYYBCTBUTCIHOCT KbM HCCTCPOUIHU NPOTUBOBB3NAIIUTCIHU CPCACTBA
Tp$16Ba Ja HM305rBAT KOHTAKT C BCTCPUHAPHOMCIUTTUHCKHA IPOAYKT.

IIpu cirygaiiono morpiane, He3a0aBHO /1a ¢€ TOTHPCH MEIUIIMHCKH CHBET, KATO Ha JICKaps ce
MPEIOCTaBU JINCTOBKATA WJIM €THUKETA Ha TIPOIYKTA.

Ynorpeba 1o BpeMe Ha OPEMEHHOCT M JIaKTaIUs:
BezomacHocTTa Ha BeTepHHAPHOMEAUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OPEMEHHOCT H
naktauus Buwxk Touka , IIpoTuBonokaszanus’.

BsaunmoneiicTBue ¢ Apyru BeTEpUHAPHOMEAUIIMHCKY MPOAYKTH U APYTH (HOPMH Ha B3aHMOJICHCTBHE:
Hpyru HCIIBC, auypetuiu, aHTUKOAryJaHTH, aMUHOTIIMKO3UIHA aHTUOMOTHIIN U BEILIECTBA C FOJIsIMa
CTEIIeH Ha CBbp3BaHE Ha IIPOTEMHHUTE MOTIaT Jla I0BEJAT 10 CBbP3BaHE, a CIIEA0BATEIHO U 10 TOKCUYHU
pekrmu. Inflacam ue Tps6Ba ma ce mpunara exroBpemenno ¢ apyru HCIIBC wim
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TITIOKOKOpTHKOCcTepouan. TpsOBa na ce n30ArBa eTHOBPEMEHHOTO MPHJIaraHe C MOTEHIINATHO
HEPPOTOKCHYHH BETCPHHAPHOMETUIIMHCKY ITPOTYKTH.

[IpenmecTBamo TpeTUpaHe ¢ MPOTUBOBB3MAIUTEITHHA CPEICTBA MOXKE Ja IPUYNHU TOTTBIHUTCITHHA WITH
MTOBUIIICHU HEOJIArOMPHUATHHN PEaKITNN B ChOOpa3HO ¢ TOBA TPSIOBA Ja € CIIa3| IEePHOI, CBOOOJCH OT
MPUIAraHeTO Ha TAaKUBa BETCPUHAPHOMETUIIMHCKH MPOAYKTH, Haii-Mallko 24 Jaca Impejy 3aroyBaHe Ha
nedenueto. [Ipu nepuona, cBoOOACH OT TpeTUpane, obaue, TPSAOBA Jla Ce B3eMaT NMPEBU
(hapMakoJIOTHYHHUTE CBONCTBA HA MPOJYKTHTE H3IIOJI3BAHU MPEIU TOBA.

IIpenosupane (CHUMITOMH, COEMHH MEPKU, aHTHAOTH):

MenokcrkaMm UMa TECEH JMAna30oH Ha JICKapCTBEHA 0€30MacHOCT MPH KOTKU U KIIMHUYHY NPU3HALN Ha
IpeI03upaHe MOXKe J1a ce 3a0eexar Mpy CPaBHUTEIHO HUCKH HHBA Ha IpE03UpaHe.

B cnyuait Ha ipeo3upaHe HEOIATONMPHUIATHUTE PEaKIuK, OOSICHEHU B TOYKa ,,HeOmaronpusatHu peakuuu”,
ce OYaKBa Jia ObJaT MMO-CEPUO3HU U MO-uecTH. B ciydaii Ha mpego3upaHe TpsOBa fa ce 3armoyHe
CHMIITOMATHYIHO JICUCHHE.

OCHOBHHM HECHEBMECTHMOCTH:
IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPHHAPHOMEIUITMHCKY MTPOIYKT HE TpsIOBa Ja Obie
CMECBaH C JPYTH BETCPUHAPHOMEIUIIMHCKH TPOTYKTH.

13. CIEIMWAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH NTPOAYKT NJIN
OCTATHIA OT HEI'O, AKO UMA TAKHNBA

BMII e TpsiOBa na 6b1aT U3XBBPIISHA Ype3 OUTOBH OTIIAIBITN WITH OTTIAIHHA BOIH.

IlonuTaiiTe Baiius BeTeprHapeH Jekap KakBo J1a npaBute ¢ HeHyxHute BMII. Te3u Mepku 111e noMmorHat
3a OIa3BaHE Ha OKOJHATa cpefa.

14, JATATA HA NOCJIEAHATA PEJAKIUSA HA TEKCTA

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HA UHTCPHCT CTpaHULIATA
na EBpomneiickara arenus mo Jlekapcrsara (http://www.ema.europa.eu).

15. JAOHN'BJHUTEJHA UH®OPMALUS
Bytnika c 06em 1 x 3 ml, 1 x 5ml, 1 x 10 ml wim 1 X 15 ml ¢ MmepuTenHa cripuHIIOBKA.
He Bcuuku pa3MepH Ha OIIaKOBKaTa MOTaT Jia ObJaT mpejularaHy Ha masapa.

3a Bcska I/IH(l)OpMaLII/IH OTHOCHO TO3U BETCPUHAPHOMCACIHUHCKU ITPOAYKT, MOJISI CBBPIKETC CC C
TEPUTOPUATIHUA MPEACTABUTEII HA ITPUTEKATEIIA HA JIUIICH3A 3a yHOTpeGa.

Belgié/Belgique/Belgien Lietuva

VIRBAC BELGIUM N.V. OU ZOOVETVARU
Esperantolaan 4 Uusaru 5

3001 Leuven 76505 Saue/Harjumaa, ESTONIA
Tel: + 32 (0) 16 38 72 60 Tel.: + 372 6 709 006

E-mail: zoovet@zoovet.ee
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Bbbarapus

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Ceska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 7552 1244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

23843 Bad Oldesloe

Tel: + 49 (4531) 805 111

Eesti

OoU ZOOVETVARU
Uusaru 5

76505 Saue/Harjumaa
Tel: + 372 6 709 006
E-mail: zoovet@zoovet.ee

EArada

Virbac Hellas AE

130 yAn E.O. AOGnvav - Aapial,
14452, Metopoppmon, ATtikn
TnA.: +30 210 6219520

Fax.: + 30 210 8140900

E-mail: info@virbac.gr, www.virbac.gr

Espafia

VIRBAC ESPANA, S.A. Angel Guimera 179-
181, 08950 - Esplugues de Llobregat (Barcelona)

Tel: +34934707940

France

VIRBAC France
13erue-LID -
06517 Carros Cedex

Luxembourg/Luxemburg
VIRBAC BELGIUM N.V.
Esperantolaan 4

3001 Leuven, Belgium
Tel: + 32 (0) 16 38 72 60

Magyarorszag

VIRBAC

1% avenue 2065 m - LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Malta

VIRBAC

1% avenue 2065 m - L.1.D
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Nederland
VIRBAC NEDERLAND BV
Hermesweg 15-NL

3771 ND-Barneveld

Tel: + 31 (0) 342 427 127
info@virbac.nl

Norge

Virbac Norge

c/o Premium Pet Products
Vollaveien 20 A

0614 Oslo

Tel: + 45 7552 1244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Tel: + 43 (0) 1 21 834 260

Polska

VIRBAC Sp. o.0.
ul. Putawska 314

02-819 Warszawa

Portugal

VIRBAC DE Portugal
LABORATORIOS LDA
Ed13-Piso 1- Esc.3
Quinta da Beloura
2710-693 Sintra

Tel.: + 351 219 245 020
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Ireland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Island

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Italia

VIRBAC S.r.l.

Via Ettore Bugatti, 15
1-20142 Milano

Tel: +3902409247 1

Kvnpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca
(P.O.Box 40261, 6302 Larnaca)

Tel: + 357 24813333

Latvija

OU ZOOVETVARU

Uusaru 5

76505 Saue/Harjumaa, ESTONIA
Tel: + 372 6 709 006

E-mail: zoovet@zoovet.ee

Romania

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: +33(0) 49208 7300

Slovenija

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Slovenska republika
VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Suomi/Finland

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 492 08 73 00

Sverige

Virbac Danmark A/S Filial Sverige, c/o
Incognito AB,

Box 1027,

SE-171 21 Solna

Tel: + 457552 1244

United Kingdom (Northern Ireland)
VIRBAC Ltd

UK-Suffolk IP30 9 UP

Tel: + 44 (0) 1359 243243

Hrvatska

VIRBAC

1% avenue 2065 m — LID
06516 Carros, France

Tel: + 33 (0) 49208 7300

144


mailto:zoovet@zoovet.ee

	ПРИЛОЖЕНИЕ I КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	Inflacam 1,5 mg/ml перорална суспензия за кучета
	Inflacam 20 mg/ml инжекционен разтвор за говеда, свине и коне
	Inflacam 15 mg/ml перорална суспензия за коне
	Inflacam 1 mg таблетки за дъвчeнe за кучетаInflacam 2,5 mg таблетки за дъвчeнe за кучета
	Inflacam 5 mg/ml инжекционен разтвор за кучета и котки
	Inflacam 5 mg/ml инжекционен разтвор за говеда и свине
	Inflacam 330 mg гранули за коне.
	Inflacam 0,5 mg/ml перорална суспензия за котки

	ПРИЛОЖЕНИЕ II
	ПРИЛОЖЕНИЕ III
	A. ЕТИКЕТ
	Inflacam 1,5 mg/ml перорална суспензия за кучета
	Inflacam 20 mg/ml инжекционен разтвор за говеда, свине и коне
	Inflacam 15 mg/ml перорална суспензия за коне
	Inflacam 1 mg таблетки за дъвчeнe за кучетаInflacam 2,5 mg таблетки за дъвчeнe за кучета
	Inflacam 5 mg/ml инжекционен разтвор за кучета и котки
	Inflacam 5 mg/ml инжекционен разтвор за говеда и свине
	Inflacam 330 mg, гранули за коне.
	Inflacam 0,5 mg/ml перорална суспензия за котки


	B. ЛИСТОВКА
	Inflacam 1,5 mg/ml перорална суспензия за кучета
	Inflacam 20 mg/ml инжекционен разтвор за говеда, свине и коне
	Inflacam 15 mg/ml перорална суспензия за коне
	Inflacam 1 mg таблетки за дъвчeнe за кучетаInflacam 2,5 mg таблетки за дъвчeнe за кучета
	Inflacam 5 mg/ml инжекционен разтвор за кучета и котки
	Inflacam 5 mg/ml инжекционен разтвор за говеда и свине
	Inflacam 330 mg, гранули за коне.
	Inflacam 0,5 mg/ml перорална суспензия за котки.




