1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Carprox vet. 100 mg diokia yio oxdrovg

2. MHNOIOTIKH KAI MOXOTIKH XYNGEXH
Ka0e diokio mepiéyet:

ApOoTIKO CVGTATIKG:

Kopmpoeaivn 100,00 mg
"Exdoya:

Ferric oxide red (E172) 3,04 mg
Ferric oxide black (E172) 1,90 mg

BA. tov mApn katdAoyo exdoymv 6To Kepaioto 6.1.

3. OAPMAKOTEXNIKH MOP®H

Awokia.

2TPOYYLAL, YPDUATOC GKOVPOL KOPE, SIAGTIKTA O10Kia [LE OPATH O GKOVPO, GTIYUATA, LE EYKOTN OTN
pia dym Kot pe AoEotounpéva aKpa.

To diokio umopel va dtaymplotel oe dvo ioec O0GELC

4. KAINIKA XTOIXEIA

41 Eion Lowv

Yoot

4.2 OepamevTikég evoeitelg Tpoosoropilovrag Ta £ion LoV

Meimon g @AeYHOVIS KOl TOV GAYOVG OV TPOKOAELTOL A0 SLOTOPOYES TOV LVOGKEAETIKOV
CUGTNUOTOG KOl EKPUMOTIKES TAONGELS TOV GUVOEGUWOY. XPTCLUOTOLEITOL MG GUVEXELD TNG
TOPEVIEPIKNG OVOAYNGIOG Y10 TNV GVTIIUETMOTIOT TOV LETEYYXELPTTIKOD TOHVOV.

4.3 Avtevoeiteg

No punv ypnoiponoieital oe yaTES,

Na punv ypnowonoteitan o€ £ykveg 1 Inhalovoeg orxdAES.

Na pnv ypnoponoteital 6 GkOAOVS NAKIOG LKPOTEPNS TOV 4 UNvoV.

No unv ypnoiponoteital 6€ mepinTmon vaepevalcHnciog 6To dPASTIKO GLOTATIKO 1) G€ KATO10 Amd TO.
édoyaL.

Na punv ypnolponoteital 6€ GKOAOVS TOL TAGKOLV OO KAPSLUKY|, NTOTIKN 1 VEPPIKN VOG0, OOV
VIAPYEL TOAVOTNTA YUOTPEVTEPIKNG EEEAKMONC T} aupoppayiag, 1| 6mov vIapyel EvOEEn dveKpPaCiag
TOV QATOC.

4.4  Ewkég TPoELdOTOMGELS Yo KGOg gidog (dov

Avatpéte otig mapaypdoovg 4.3 kot 4.5.

45 Idwitepeg mpo@uiaiers Katd T ypion



Idwitepec TpoLAGELLS Kotd T ¥pnon og (oo

H yopniiynon oe nAikiopévoug okbAovg pmopel va evéyel Tpocheto kivouvo.

Edv dev umopet va amopevyBei n yopnynon o€ pia €101 TEPIMTOGT, 01 GKOAOL UTOPEL VAL YPEINGTOVY
TPOCEKTIKT KAVIKT TopoKoAoLONoN.

No amopehyetol n YopNyNon G€ APLIATOUEVOVG, DTOOYKALUKOVE 1] DVTOTAGTKOVG GKVAOVG, KOOMG
VITAPYEL SUYNTIKOG Kivouvog awénuévng veepikng to&kdtnrag.

To un otepoeldn avipieypovadn eappoke (MEA®) urnopel vo TPOKAAEGOLY AVUGTOAN TNG
(POYOKLTTAPMOTG KOl EMOUEVOS KATA T Ogpameio QAEYHOVOIDV KATACTAGE®V TOL GYETILOVTOL e
Boaktnplokn Aoluwén, tpénet va epopuoletat 1 katdAAnAn oviyukpoPiokn Oepaneio Tovtdypova.
BA. mapdaypago 4.8.

Ta dioxia givon apopatiopéva. Ipokepévou yia tnv amoevy”n orolacdfmote kKatd AGHog katdmoong,
evLdooete ta diokia pokpld and ta {oa.

Idwaitepec mpoLAGESIC Tov Tpmet va. AoufdvovTol ord TO (TOUO TOV YOPNYEL TO QOPUAKEVTIKO
Tpoiov ce Lda,

e mepintmon mov katd AdBog vdpel Katdmoon TV diokimv, va avalnTNoETe AUECHOE LOTPIKY
Bonfela Kot va emidei&ete 6TOV 10TPO TO ECOKAEIGTO PUALO 0dNYIOV YpHoems. [TAOveTe Ta yépla petd
TN XPNoN TOL TPOIOVTOG,.

4.6  AvemOOunrteg evépyereg (coyvéTnTa Kol cofapotnto)

"Eyovv avapepbei Tomikéc avemBounteg evépyeleg mov oyetiCovtan pe m ypnon MEAD 6mwg éuetog,
LOAOKG KOTTpaVa/ 01appota, AovOdavovoa aoppayio ot KOTpava, amdAelo, TG opeéne kot Anbapyoc.
O1 avemBOunTec awTéG evépyeleg mapovatdfovtol cuviBwg péca oty TpdTn EfSoudda g Bepomeiog
KoL €IVOL GTIG TEPLOGOTEPEC TEPUTTOGELS TAPOOIKEC Kot e€apavifovtal LeTd T dlakomnh TG Oepomeiog,
0AAG 0€ TOAD OTLAVIEG TEPIMTMGELC UTOopEl va, amofovv coPapég 1 Bovatneoped.

Av TapovolaeTovV avemBOUNTEG EVEPYEIEG, 1 YPNOT) TOV TPOIOVTOG TTPETEL VO, GTOLLOTIGEL KOl VO,
avalnmoOei fon el KTVidTpOL.

Onwg kot pe Ao MZA®D vrdpyetl Kivouvog CTAVIOV VEPPIKAV 1) 1010GVYKPACIOKMV NTOTIKMOV
AVETBOUNTOV EVEPYEIDV.

H ovyvomta tov avembountav evepyeimv kabopiletor og akorodbwg:

- ToAD cuyvn (meprocodtepo amd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYELEG KOTA TN SLOpKELN
g Oepoameiog)

- ouyvn| (Teprocdtepo amd 1 ahdd Atydtepo amd 10 {da ota 100 vrd Bepancia {ma)

- oYL ovyvn (Teplocdtepo amd 1 aidd Arydtepo amd 10 {da ota 1.000 vd Bepaneio {dar)

- ondvia (tep1ocotepo and 1 aAAdd Atydtepo amd 10 {da ota 10.000 vro Oepameio (Har)

- ToAD omavia (Arydtepo amd 1 ata 10.000 vd Oepameio (Do, TepAauPavouévey TOV LELOVOUEVOY
avaPopaOV).

4.7 Xpnion katd Tnv kdnon, TN yeiovyio 1 TNV @OTOKi

Amo peréteg og {Oa epyaotnpiov (emipng kot KovvéL) damotmOnkoy evogiEelg eufpvoto&ikdTnTag
™G Kopmpoaivig o 6dcelg mAnciov tng Oepamevtikne. H acpdieio Tov KTNviaTpiko
(POPLOKELTIKOD TTPOIOVTOG OeV £)el amodetyel katd Tn d1dpKELN TG KUMONG Kot TG Yohovyias. Na

Unv ypnoponoteiton o £ykveg 1 Inhdlovoeg orLAES.

4.8 AlMiemopdosic pe GAAo QUPRIKEVTIKG TPOIOVTOH KOl AAAES nOPPES OAANAETIOpUON G



Mnv yopnyeite dAha MEAD Kot YAVKOKOPTIKOEON TaVTOYpOVA 1} EVTOG 24 wpdv omtd T yop1ynon
oV TTPoi6vToG. H kaprmpopaiviy cuvdéetar oe vynAd Pabuod pe Tig Tp®TEIVEG TOL TAAGLOTOS Kot
umopel va avtaywviletor dAha eapuoka pe VYnAo Padud cvvdeonc, To onoio Prnopel vo 00Ny GEL O
TOEIKEG EMOPACELS.

Tavtdypovn yopnynon SuvnTiKOV veepoToSIKOV QUpPUAK®Y TPETEL VO, ATOPEVYETOL.
4.9 Aocoloyia Kol TpOTOS yopynong

Xopnynon and 6TOUTOGC.

2 ém¢ 4 mg kapmpoeaivng ava kg couatikov Bdpove nuepnoing.

Apykn 066m Kopmpoeaivig 4 mg avd kg copatikod fapovg nUepNoime YopnyoOUEVN gite EQATOE
NUeEPNGimg €lte dlapepévn og dVO 16OTOGEG dOGELS, AVAAOYOQ LE TNV KAVIKT] AVTOTOKPLoT], UTOPEL v
pewmBel petd and 7 nuépeg oe 2 mg kaprpopaivng/kg copatikod Bapovg/muépa xopnyoveEVn MG
eQamas ooom.

H dudpxera g Oepaneiog Oa e€apbei amd v mapatnpoduevn aviarndkpion. H paxpoypdvia
Oepameio Tpémel va TPAYLOTOTOEITOL VIO TOKTIKY KTNVIATPIKY TOPAKoAovOnon.

Mo v emunKvve”n TG avelyNTIKAG KOl OVTIQAEYUOVMDIOVG dPACTC LETEYYEIPNTIKG, 1] TOPEVTEPIKN
npoeyyepnTikn Oepameio pmopei va axorovdeital and yopnynon diokimv kaprpopaivng oe doon 4
mg/kg/mpépa yia €og Kot 5 nuépeg.

INo va deceariotel 1 cwot docoroyia, To copaTikd Bapog Tov (Mdov Tpémel va TpocdiopileTol 6Go
T0 dUVATOV OKPIPESTEPA, DCTE VO OTOPEVLYETAL 1) VTTOSOGOAOYIOL.

410 Ymepdocoroyia (COUTTONATA, PETPO AVTIHETATLCNGS, UVTIOOTA), EAV EIVAL OTOPALTTO

Av kot &yovv Tpoyuatomombei LEAETES Yo TN SlEPEVVIOT TG AGPAAELNG TNG KAPTPOPAivIG G
vepdocoroyia, dev eppavictnkay onpeio to&ikotnTag 6tav o1 okOAoL LVIEPAONcaY og Bepaneia pe
KaprpoPaivn o€ enineda £mg kal 6 mg/kg 600 Popég nuepNGing Yo 7 NUEPES (3 POPEG M CLUVIGTOUEVN
doon tov 4 mg/kg) kot 6 mg/kg pio popd nuepncing yio emmAéov 7 nuépeg (1,5 popég 1 cuvieTOUEVT
doon tov 4 mg/kg).

Agv vrapyet €101KO avTIOOTO Y10, TNV AVTILETOTIGT TNG VIEPOOGOAOYING e KOPTPOPAiVY GALG TTPETEL
va eQapUOLETOL YEVIKT] VITOGTNPIKTIKY| Bepamneia, OTmS Kot 6TV KAWVIKNY vrepdocoroyia pe tao MEAD.

411 Xpovog(or) avapoviig

Agv amorteitot.

5. OAPMAKOAOI'TKEX IAIOTHTEX

DappokobepamenTikn opuddn: AVTIPAEYUOVMOON Kol OVTIPPEVUOTIKG TPOTOVTA, LT GTEPOELON
Koduog ATCvet : QMO1AE91

5.1 D apRIKOOIVVUPIKEG 1OLOTITES

H xapmpopaivn £yl avTipAeyLOV®OIN, OVOAYNTIKN KOl AvTUTVPETIKY dpdor. Onwg ta tepiocoTepa
Ao MZAD, 1 Kaprpopaivn etvar Evoc ovaoToAréag Tov eviDov KukAoo&uyevdon e oAvcidag Tov
apoydovikond o&éog.

Q61000, N AVAGTOAN TNG cHVOEGN G TNES TPOGTAYAUVIIVIG OlTd TNV KOPTPOPaiv elval LUKpY| o€ oxéon
LE TNV OVTIPAEYLOVAOIN Ko OVOAYNTIKT OpacTikOTNTd Tng. O axpifng tpdmog dpdong g
KopTpoPaivng dev glval cagng.

H xapmpogaivn givon pio xeypopopen ovsia pe to S(+) evavtiopepés va eivat mo dpactikd and To
R(-) evavtiopepéc. Aev vmdpyet xEpOUOPEN AvaoTPOQPT LETAED TV EVOVTIONEPGOV IN-VIVO.



5.2 DoPUOKOKIVITIKA 6TOLYElO

H xopmpoaivn amoppo@dtot KaAd PHETA TNV amd 6TOUATOg Yopynon (>90%) kot cuvdéetal o€ LYNAO
Babuoé pe mpwteives. Ot HEYIOTES CLYKEVIPADGELS GTO TAAGHO EMLTVYYAVOVTOL LETAED 1 Kot 3 wpdv
HETA TN XOPNYNON.

H xapmpogaivn yapaxtnpiletor amd xpovo nuiceog (ong mepinov 10 dpeg 6TOVG GKOAOLC,.

H xapmpo@aivn 6tovg 6xdAovg amoPaileTor Kupiwg HEG® PLOUETOCYNUATIGLOD GTO NIAP, TOV
axolovBeiton amd tayeio anékkpion TV Tapayoevev petofoittav ota kompava (70-80%) kot ota
ovpa (10-20%). "Exet aviyvevbei kdmoto evieponmatiKn KuKAOPopia.

6. ®APMAKEYTIKA XTOIXEIA

6.1 Koatdroyog ekdoymv

Lactose monohydrate

Maize starch

Ferric oxide red (E172)

Ferric oxide black (E172)

Povidone K30

Sodium starch glycolate, type A

Colloidal anhydrous silica

Meat flavour 10022

Talc

Magnesium stearate

6.2 Kvpreg aocopparotnreg

Agv 1oy0el.

6.3 Avdpkera Long

Awgpxeta {ONG TOL KTNVIOTPIKOD PAPUAKELTIKOD TPOIOVTOG CULPMVA LIE TN GVOKELAGTN TOANONG: 3
YPOVIOL.

Emotpéyte ka0e dlaipepévo 61okio otV avoryuévn KOWEAT Kol YP1OULOTOOTE EVTOG 24 mpmV.
6.4 Iowitepeg TPOPUVAAEELS KATA T1) VALY TOV TTPOIOVTOG

duAdooeTe TNV OPYLKN CLCKEVAGIN Y10l VO TO TPOCGTATEVGETE OO TO PMG KL TNV VYPACId.
6.5 @von Kol 6UVOEST TNG GTOLYELMOOVS GLVOKELUGIUG

Koyéin (OPA/AI/PVC-Al): 20, 50, 100 1 500 dwokiov (10 dwokio/koyédn) o€ Kovti.

Mmropei vo, unv KoKAOPOPOLY OAEG Ol CUGKEVAGIEC,

6.6 Edwkéc mpo@ulatels amoppiyng vog pNGLHOTO0EVTOS KTVIOTPIKOD PUPRIKEVTIKOV
TPOIOVTOG 1] GAL@OV VAKAV TOV TPOEPYOVTUL O.TO T1] YP1)OT] TOV TPOIOVTOS, UV VITAPYOVY

Kdabe pun ypnoyomomBév ktnviatpikd eoapprokeutikd Tpoidv 1 un xpnotpomom0évio vToAsippaTd TOV
TPETEL VO, ATOPPITTOVTOL COUPMVA LE TIG 1oYD0VOEG EBVIKEG AmAUITNOELS.

7. KATOXOX AAEIAY KYKAO®OPIAX



KRKA, d.d., Novo mesto
Smarjeska cesta 6

8501 Novo mesto

Yl oPevia

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

61434/23-7-2014

9. HMEPOMHNIA ITPQTHY EF'KPIZHX/ANANEQYHY. THX AAEIAX
Hpepopnvia 1" éyxpiong: 23 TovAiov 2014

Hpuepopunvia tehevtaiog avovémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AITATOPEYXH IIQAHXHYX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0et.
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