NMAPAPTHMA I
MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZX
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IMTPOIONTOX
Rogiola 10 mg pacwpueva diokia yia oKUAOUG

2. [TOIOTIKH KAI NMOXOTIKH XYNOEZH

KdaBe pacwpevo dIoKio TTEPIEXEL:

ApaoTIKO CUCTATIKO:

Robenacoxib 10 mg

‘Exdoxa:

MoloTik ouvBeon ekdOXwWV Kal GAAwv
CUOCTOTIKWV

Cellulose, microcrystalline

Povidone

Crospovidone

Yeast powder

Meat flavour

Silica, colloidal anhydrous

Magnesium stearate

AvoIxTé Ka@é, oTPOYYUAQ, QU@IKUPTA BIOKIa PE TTIO aVOIXTOXPWHES KAl TTIO OKOUPEG KOUKIOEG
Kal he TN onuavon T2 otn JWia TTAeupd Tou dioKiou.

3. KAINIKEZX MT\HPO®OPIEX

3.1 Eidn {wwv

2KUAoL.

3.2 OgpatreuTikEG eVOEigeEIg yIa KABE €idog {wou

Mo TNV avTIUETWTTION TOU TTOVOU Kal TNG GAEYUOVAG TTOU OXETICETAI hE XPOVIa ooTeEoapOpiTIdA.
Mo TRV QVTIYETWTTION TOU TTOVOU Kal TNG QAEYUOVAG TTOU OXETICETAI JE XEIPOUPYIKN ETTEUBAON
MOAQGKWY I0TWV.

3.3 Avrevdeigelg

Na pn xpnoiyoTToIEiTal o€ OKUAOUG TTOU TTAOXOUV aTTd YAOTPEVTEPIKO EAKOG ) NTTATIKI VOOO.
Na upnv XpnoIJOTTOIEITOl  TOUTOXPOVA HE  KOPTIKOOTEPOEI® 1 AAAa  un  OTepoEIdn
avTigAeypovwodn edpuaka (MZAD).

Na pn XpnoIJoTToIEiTaI O€ TTEPITITWOEIG UTTEPEUAITONCiag oTo OpacTIKO CUCTATIKO ) 0€ KATTOIA
ékdoxa.

Na pn xpnoipotroigital o€ éykua kal BnAadovta {wa (BA. TTapdypago 3.7).

3.4 EIBIKEG TTPOEIBOTTOINCEIG

2€ KAIVIKEG PHEAETEG O OKUAOUG pe 00TeoapOpiTida, TTapatnenRdnke aveTTapkng avratrokpion
oT1n Beparreia 010 10-15% TWv OKUAWV.
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3.5 IS1aiTepeg TPOPUAGEEIG KATA TN XPRON

IS1aiTEPEC TTPOPUAGEEIC VIa TNV ao@aAn xpnon oTta €idn (wwv:

H ac@dA&ia Tou KTNVIATPIKOU QOPUAKEUTIKOU TTPOIOVTOG OEV €XEI TEKUNPIWOEI o€ OKUAOUG TTOU
CuyiCouv AiyoTepo atro 2,5 kg i nAIKiag KATw Twv 3 pnvwv.

MNa pakpoxpovia Bepatreia, Ta NTTATIKA éviuua Ba TTPETTel va TTapakoAouBouvTtal Katé Tnv
évapén TG Bepartreiag, T.X. META atmd 2, 4 Kal 8 eBOOUAdESG. 2TnN CUVEXEIA, GUVICTATAI N
OuVEXION TNG TOKTIKAG TTapakoAouBnong, T.x. KaBe 3-6 prives. H Bepatreia Ba Tpétrel va
OlokOTITETAN €AV N dpacTnEIOTNTA TwV NTTATIKWY evCUMwWY auénBei aiobntd A o OKUAOG
ePavioel KAIVIKA CuPTITwpaTa 0TTwg avopedia, ammddsia i EUETO o€ CUVOUQOPO PE augnuéva
natiké évquua.

H xprion o€ okUAoug pe diatapayr KapdIakng A VEQPIKNG AEIToupyiag | o€ OKUAOUG TTOU gival
a@UOATWEVOI, UTTOYKAIMIKOI 1] UTTOTACIKOI UTTOPED va evEXEl ETTITTAEOV KIVOUVOUG. EGv n xpron
Oev UTTopEi va atmopeuyBei, auTtoi ol OKUAOI aTTaIToUV TTPOCEKTIKN TTapakoAouBnon.

XpnolyotroinoTte autd 1o TTPOIGV UTTG aUoTNPEN KTNVIOTPIKA TTapakoAoubnon o€ OKUAOUG UE
KivOUVO YaOTPEVTEPIKWY EAKWYV A €AV 0 OKUAOG €ixe TTponyoupévwg duocaveia o GAAa MZAD.

Ta diokia £xouv yeuon. lNa va atToQUYETE TUXOV TUXAIO KATATTOON, QUAAETE Ta SloKia pakpid
atoé Ta {wa.

I01aiTEPEC TTPOQUAGEEIC TTOU TTPETTEl VA AaudvovTal attd TO GTOUO TTOU XOPNYEI TO KTNVIATPIKO
QAPUAKEUTIKO TTPOIOV ot wa:

MNa TG £YKUES yuvaikeg, 101aITEPQ IO EKEIVES TTOU BpiokovTal oTo TeAeuTaio oTddIo TNG KUNONG,
N TTapaTeTapévn depuaTiky €KBeon augdvel Tov Kivouvo TTpOwENS CUYKAEIONG TOU apTnPIaKOU
Tépou 010 £PPRpPuOo. O1 €yKUES yuvaikeg Ba TTPETTEN va TTPOTEXOUV IBIQITEP VIO VA ATTOPUYOUV
TNV TUXaia €kBeon.

H Tuxaia katdmroon augdvel Tov Kivduvo yia avermBuunTeg evépyeieg Twv MZAD, 1diaitepa o€
MIKPG TTaudId. MNpétrel va diveTal TTpoGoX WOTE Va aTToPeUxBEi N Tuxaia kaTdtroan atro Taidid.
MNa va atrotpéyete TNV TTPdoRacn Twv TTaIdIWY OTO TTPOIGV, uNv agaipeite Ta diokia atrd Tnv
KUWEAN €wg OToU €ioTe £TOIMOI va Ta XopnyAoeTe oTo {wo. Ta dioKia TTPETTEI va XopnyouvTal
Kal va @UAGooovTal (OTNV apxIKr) cuokeuaaia) o€ pEpn Tou dev BAETTOUV Kail dev TTpOoEYYi(ouv
Ta TTQIOIC.

2€ TTEPITITWON TUXAiog KATATTOONG, {NTHOTE apéowg 1aTPIKA CUPBOUARA Kal OEi§TE aTOV 10TPO TO
(PUAAO 0dNYIWV Xprong 1 TNV ETIKETA.

MAOvETE Ta XEPIO PETA TN XPAOT TOU KTNVIATPIKOU QOPUAKEUTIKOU TTPOIOVTOG.

I01aiTEPEC TTPOUAGEEIC VIa TNV TTPOoOTaCia ToU TTEPIBAAAOVTOC:

Agv 10XUEL.

3.6 AvemOuunTa ocupBavra

2KUAot:
MoAu ouyva FooTpevTepIKG avemOUunTa oupBdvta.t
(>1 Zwo / 10 utré Beparreia {wa): | 'EPeTOG, poAakd kdTTpava.!
Zuyva Melwpévn 6pegn.t
(1 €éwg 10 {wa / 100 utrd Bepartreia | Aidppoia.?
{wa): Augnuéva nraTika éviupa.?
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Ox1 ouxva Aiua oTa KOTTpaval, éuetocs.
(1 éwg 10 Zwa / 1.000 umd | Avopegia, amadeia.®
Beparreia {wa):
MoAU oTTavia A\nBapyog.
(<1 Cwo / 10.000 utté Bepartreia
WA, CUPTTEPIANAUPBAVOUEVWY TWV
MEMOVWHEVWV avVAPOPWV):

1 O1 repioadTePEC TTEPITITWOEIS ATAV ATTIEC KAI AVAPPWaOav Xwpic Bepartreia.

2 Y& okUAoug TTou éAaBav Bepatreia £wg Kal 2 eRdouAdeg dev TTapATNPRBNKAV QUEATEIS OTN

OpaOCTNPIOTNTA TWV NTTATIKWY £VEUUWY. QOTO00, HE HAKPOXPOVIO Bepatreia, o AUEACEIS OTIG

OpaoTNPIOTNTEG TWV NTTATIKWY evUUWY ATAV CUXVEG. ZTIC TTEPICOOTEPEG TTEPITITWOEIS OEV

utTTAPXaV KAIVIKA  CUUTITWHAOTO KAl N dpacTnpidTnTd TwV NTTOTIKWY  eVCUPWY  EiTE

oTa0epOoTTOINBNKE €iTE PELONKE PE TN CuvEXION TNG BepaTTEiag.

3 KAIVIKG ouuTrTwpata TTou oXeTidovtal Je au€noelc oTn dpactnpidTnTa Twv NTTATIKWY

evqUuwy.

H avagopd avemBuunTwy cupBdaviwy civar onuavTikr. ETTITRETTEl TN ouveXR TTapakoAouBbnon
NG ac@AA&Iag €vOG KTNVIATPIKOU QOPUAKEUTIKOU TTpoiovTog. Ol ava@opég TTPETTEl va
atrooTéAAovTal, KAatd TTPOTiNoN HECW KTNVIATPOU, €iTE OTOV KATOXO ThG AdEIOG KUKAO®OPIOG i
OTOV TOTTIKG QVTITTPOCWTTO TOU €iTe OTNV €0VIKN apuddia apxr HECW ToU £BVIKOU CUCTHHATOG
ava@opdc. AvatpéETe 0TO UAAO 00NYIWYV XPAONG YIA TA AVTIOTOIXO OTOIXEIQ ETTIKOIVWVIAG.

3.7 XpAon KAatd Tnv KONon, Tn yaAouxia i TNV woTtokKia

H ao@pdAeia Tou KTNVIATPIKOU QAPUOKEUTIKOU TTPOIOVTOG Oev £Xel atTodelxBei katd Tn didpkeia
TNG KUNONG Kal TNG YOAOUXiag.

Kunon kai yaAouxia:
Na pnv xopnyeital katd mn dIdpKeIa TNG KUNONG Kal TNG yaAouxiag.

CoviyéTtnTa:
Na pnv xopnyeital o€ {wa avatrapaywyng.

3.8 AAAnAemridpaon pe GAAO  QOPUOAKEUTIKA Trpoidvra Kol  GAAEG  HOpP@Eg
aAAnAetTidpaong

H poptrevako&iutn &ev TIpémTel va  xopnyeital o€ ouvOuaopd pe GAAa MZAD n
YAUKOKOPTIKOEION. H TTpoKaTAPKTIK) BepaTreia pe GAAa avTIQAeypovwdn @ApUaKa UTTOPE va
odnynoel oe TTPOCBETEG 1 AUENUEVEG QVETTIOUUNTEG EVEPYEIEG KOl OUVETTWG Ba TTPETTEl va
TNPEITal Yia TTEPiI0dOG Xwpic BepaTtreia Pe TETOIO CUCTATIKA yia TOUAGXIOTOV 24 WPEG TTPIV ATTO
TNV évapén tng Oepartreiag pe poptrevakogiumn. H mepiodog xwpig Beparreia, wotdoo, Ba
TTPETTEl va  AaPBavel utmown TIG QAPUAKOKIVATIKEG 1IBI0TNTEG TWwV TTPOIOVIWY  TTOU
XPNOIYOTTOIRBnNKav TTPONYOUNEVWG.

Tautdypovn Bepartreia Pe ApPAKaA TTOU ETTIOEIKVUOUV dpACN OTN VEPPIKK POH, TT.X. O10UpNTIKA
Il avaOTOAEIG TOU UETATPETTTIKOU ev{Upou TNG ayyelotevaivng (MEA), Ba TTpétrel va UTTOKEITal
o€ KAIVIKA TTapakoAouBnon. Ze€ uylgic oKUAoug TTou €Aafav BepaTreia pe Kal Xwpig 1o dloupnTiKO
POUPOCENIdN, n TaAuTdXPOVN XOPNYNon TNG POMTTEVAKOEIMTING ME TOov avaoToAéa MEA
BevaletrpiAn yia 7 nuEPEG OEV CUOXETIOTNKE PE KAMIa apvNnTIKN ETTIOPACT OTIG CUYKEVTPWOEIG
aAdooTePOVNG OTA 0UPA, OTN dPACTNPIOTNTA PEVIVNG TTAAOHATOG ) OTOV PUBUO OTTEIPANATIKAG
0inenong. Aev uttdpxouv dedouéva ao@AAElng oTov TTANBUCPO OTOXO Kal v UTTAPXOUV
0edopéva aTTOTEAECPATIKOTNTOG YEVIKA yIa TN oUVOUOOMEVN BepaTreia POUTTEVAKOEIUTTNG Kal

BevadletrpiAng.

H Tautdéxpovn xopriynon duvnTikd VEQPOTOEIKWY PAPUAKWY Ba TTPETTEI VA ATTOPEUYETAI KABWG
MTTOPEI VO UTTAPXEI QUENPEVOC KivOUVOG VEQPOTOEIKWONG.
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H tautdxpovn xprion GAAwv SpacTIKWV CUCTOTIKWY TTOU €xouv uywnAd Babud déopeuong
TTPWTEIVWV PTTOPEI VA AVTAYWVIOTEN TN POUTTEVOKOSIMTIN WG TTPOG TN OE0PEUON Kal €TO1 VO
odnynoel o€ TogIkéG emMOPATEIC.

3.9 0doi xoprynong kai docoloyia

ATT6 oTOHaTOG XPron.

Na pn xopnyeital ge Tpo@r, KabBwg KAIVIKEG DOKIPEG £DEIEaV KOAUTEPN ATTOTEAEOUATIKOTNTA TNG
POUTTEVAKOEIWTING yIa Tnv ooTeoapBpitida &1av xopnyeital xwpic Tpo@r 1 TouAdxiotov 30
AeTTTé TTPIV 1} METG TO YeEUQ.

Ta diokia £€xouv yeuan. Ta diokia dev TTpETTEl va diaipouvTal ] va OTTAVE.

OoTteoapBpiTida: H cuvioTwuevn dOCN POPTTEVAKOEIUTING cival 1 mg/kg ocwaTiKoU Bdapoug
ME eUpog 1-2 mg/kg. XopnyAoTe Wia @opd TNV Nuépa TNV idla wpa KABe HEpa CUPNPWVA E TOV

TTAPAKATW TTivaKa.

Ap10u6G SIoKIWV aVva TTEPIEKTIKOTNTA KAl CWHATIKO BAPOG YIO THV 00TEOAPOPITIOO

ZWHATIKO Ap10u6¢ Si1oKiwV ava TTEPIEKTIKOTNTA

Bapog (kg) 5 mg 10 mg 20 mg 40 mg
25€éwg<b 1 diokio
5 €wg <10 1 diokio
10 £éwg < 20 1 dlokKio
20 €éwg <40 1 dlokio
40 £€wg 80 2 diokKia

KAIVIKA avTatrokpion TTapatnpeital ouvnwg péoa o€ pia egdopdda. H Bepartteia Ba TrpéTTel va
OI1aKOTITETAI HETA aTTO 10 NUEPEG €AV BEV gival EPPAvVAG Kapia KAIVIKA BeATiwon.

MNa pokpoxpovia BOeparreia, agou TrapatnenBei kKAIvikp avtarmmokpion, n 06on NG
POMTTEVOKOEIUTING WTTOPEI VO TTPOCAPHOCTEI OTN XANNAOGTEPN ATTOTEAEOUATIKI aTOMIKY &dOn,
AauBdavovtag uttown 61 o PaBuog TOVoU Kal QAEYUOVAG TTOU OXETICETAI PE Th XPOVIO
00TE0aPBPITIOO PTTOPEI VA TTOIKIAAEI JE TNV TTAPOOO TOU XPOVOU. Oa TTPETTEI VA YiVETAI TAKTIKH
TTapakoAoUBnan atmmé Tov KTnviatpo.

Xeipoupylk eméuBacn PHaAakwyv 1I0TWV: H cuvioTwpevn 860N POUTTEVOKOEIUTTNG gival 2
mg/kg owpatikoU Bdpoug pe €upog 2-4 mg/kg. Xopnynote wg €@amag amd Tou oTOPATOG
BeparTreia TTPIV ATTO TN XEIPOUPYIKN ETTEURACT HAAGKWYV IOTWV.

Ta diokia Ba TpétTel va xopnyouvtal Xwpig Tpo®r TouAdxiotov 30 AeTrtd mpiv atmd Tnv
eméupaon.

Metd Tnv eméupaaon, n Beparreia yia opd TNV NUEPA UTTOPEI VO GUVEXIOTEI yia €wg Kal dUo
aKoun NUEPES.

ApIOuOG SIOKIWV avd TTEPIEKTIKOTNTA KOl CWHATIKO BAPOG yia XEIPOUPYIKN ETTEPRACN
HOAGKWY 1I0TWV

ZWHATIKO Ap10dg S1oKiWV avd TTEPIEKTIKOTNTA

Bapog (kg) 5mg 10 mg 20 mg 40 mg
2,5 1 diokio

>25€wc<5 1 diokio

5£éw¢c<10 1 diokio

10 éwg <20 1 diokio
20 £éwg <40 2 diokia
40 £wg < 60 3 diokia
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| 60 éwc 80 | | | | 4 Biokia |

3.10 Zupmrtwpoata utrepdoooloyiag (Kol KATA TTEPITITWON, METPA OVTIMETWITIONG Kol
avTidoTa)

2¢ UylEic veapoUg OKUAOUG nAikiog 5-6 unvwy, n amd TOUu OTOUATOG XOPAYNon
POUTTEVAKOEIMTING O uwnAég uttepdoooloyieg (4, 6 1 10 mg/kg/nuépa yia 6 prAveg) dev
TTPOKAAECE CUUTITWHOTA TOEIKOTNTAG, CUMTTEPIAAUPBavVOPEVWVY eVOEIEEWV YAOTPEVTEPIKNG,
VEQPIKAG 1 NTTATIKAG TOGIKOTNTAG Kal Kapia emidpacn oTov Xpovo aiyoppayiog. H
POUTTEVOKOGIKTTN eV €iXe eTTioNg €MIBAABEIG ETITITWOEIS OTOUG XOVOPOUG 1) TIG ApBPUWCEIG.

O1mrwg pe otroiodnmote MZA®D, n utrepdocoloyia UTTOPEI va TTPOKAAECEI YOOTPEVTEPIKN,
VEQPIKNA ] NTTATIKA TOEIKATNTA O€ EUAioBNTOUG OKUAOUG ] OKUAOUG TTOU N UyEia Toug BpiokeTal
o€ Kivduvo. Aev uTtdpxel €101KO avTidoTo. ZUVIOTATAI CUPTITWHATIKY, UTTOOTNPIKTIKA BepaTreia
TTOU OTTOTEAEITAlI ATTO XOPAYNON YOOTPEVTEPIKWY TTPOCTATEUTIKWY TTAPAYOVTWY Kal £yxuon
ICOTOVIKOU QUOCIOAOYIKOU 0poU.

H xprion dioKiwv pouTTEVAKOEIUTING 0€ OKUAOUG atrd WIKTEG QUAEC o€ doooAoyieg Ewg kal 3
QPOpPEG TN MEYIOTN ouvioTwuevn ddon (2,0, 4,0 ki 6,0 ouv 4,0, 8,0 kai 12,0 mg
POUTTEVOKOEIKTTNG/Kg aTTd TOU OTONATOG) 0OAYNOE O€ QAEyHovr, cuu@dpnon r aigoppayia oTo
OwdeKadAKTUAO, OTNn VACTIOO KAl TO TUPAS EvTepo. Aev TTapaTnPrninkKav OXETIKEG ETIOPATEIG
OTO CWUATIKG BApog, 0TO XPOVOo aihoppayiag f evoeiEelg oTTOIAOOATTOTE TOGIKOTNTAG GTOUG
vEQPOUG ) OTO ATTAP.

3.11 EidiKoi replopiooi xpRaong Kai €181kéG ouvOnKeg XpRong, CUUTTEPIAAUBAVONEVWV
TMEPIOPICHWY OTN XPNHON AVTIMIKPORBIOKWY KOOI  OVTITTAPACITIKWY  KTNVIOTPIKWYV
QOPMAKEUTIKWY TTPOIOVTWY TTPOKEIMEVOU VA TTEPIOPIOTEI O KivOUVOg avamrTuéng avroxng

Agv 10XUEL.

3.12 Xpévoi avapovig

Agv 10XUEL.

4. DAPMAKOAOIIKEX T\HPO®OPIEX
4.1 Kwdikég ATCvet:

QMO1AHO1.

4.2 ®appaKOSUVOMIKA

H poutrevako&iumn €ival éva pn OTePOEIOEC avTIPAEyHovwdeG @dpuako (MZAP) tng
Katnyopiag NG Ko&iutng. Eivalr évag 10XupOg Kal eKAEKTIKOG avaoToAéag Tou evqUupou
KukAooguyevaon 2 (COX-2). To évfupo kukAootuyevdon (COX) utrdpyel oe dUo popés. H
COX-1 gival n OOMIKA Hop®r Tou ev{UPOU Kal £XEl TTPOCTATEUTIKEG AEITOUPYIES, TT.X. OTOV
YOOTPEVTEPIKO CWANVA Kal Toug veppous. H COX-2 gival n eTTaywyipn Joper Tou vCUUOU Kal
givalr utreBuvn yia Tnv TTapaywyr pecoAafntwyv cuptrepiAaupBavopévng tng PGE2 TToU
TTPOKAAOUV TTOVO, QAEYHOVA i TTUPETO.

2€ yia in vitro dokiyacia oAIKOU aipatog o€ OKUAOUG, N POUTTEVAKOEIUTTN ATaV TTEpiTToU 140
QOPEG EKAEKTIKN yia TV COX-2 (ICso 0,04 uM) o€ ouykpion pe TRV COX-1 (ICso 7,9 pM). H
POUTTEVAKOEIWTTN TTPOKAAECE GNUAVTIKH avaoToAn TNG dpacTneidTnTag TG COX-2 Kal dev €ixe
Kauia emidpaon otn dpacTtnpidtnta NG COX-1 o€ OKUAOUG O€ aTTO TOU OTOPATOG BOCEIG TTOU
Kupaivovtav oo 0,5 éwg 4 mg/kg. Q¢ ek ToUTOU, Ta dloKia Robenacoxib dev TpokaAolv
avaoToAf o1o €viupo COX-1 oTIg ouvIoTWHEVEG 000EIG 0 OKUAOUG. H pouTtTevako&iuTn €ixe
avaAynTIKA Kal avTIQAEYHOVWON dpAcn O¢€ €va JOVTEAO PAEYUOVAG O€ OKUAOUG HE EQATTAE aTTo
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TOU OTOMATOG ©60€IG TTou Kupaivovtav atd 0,5 éwg 8 mg/kg, pe IDso 0,8 mg/kg kai Taxeia
évapgn opdong (0,5 wpa). Ze KAIVIKEG OOKIPNEG O€ OKUAOUG, N POPTTEVAKOEIUTIN MEIWOE TN
XWAOTNTA Kal TN QAEyHOVI TTOU OXETICETal PE TN XPOVIa ooTeoapBpiTida Kal Tov TTOVOo, TN
QAeypovh kal Tnv avaykn yia Bepartreia didowaong o€ OKUAouG TTou UTToPAROnKkav o€
XEIPOUPYIKN ETTEUROACT MOAAKWY IOTWV.

4.3 ®apHOAKOKIVNTIKI

MeTd TNV o116 TOU OTOPATOG XOPRYNoN apwuaTIoUEVWY (JE yeuon) DIOKIWV POUTTEVOKOSGINTTNG
o€ 660N 1-2 mg/kg Xxwpig TPOPR, 01 HEYIOTEG CUYKEVTPWOEIG GTO Aia ETTITUYXAVOVTAI YPryopa
ME Tmax 0,75 wpeg, Cmax 2180 ng/ml kair AUCI 2007 ng-h/ml. H ouyxopriynon pn apwuaTiKwyv
OIOKiWV POUTTEVOKOSINTTING ME TPOYN deV TTPOKAAECE KABUOTEPNON OTNV Tmax, GAAG EAAPPWG
XAUNAOTEPEG TIMEG yIa TN Cmax Kal TRV AUC. H cuoTtnuatikf BiodiaBeciydtnta twv SIoKiwv
POMTTEVOKOEIUTING 0€ OKUAOUG ATaV 62% pE Tpo@r| Kal 84% Xwpig TPO®A.

H pouTtTevako&iutn €xel OXeTIKA HIKPO Oyko katavoung (Vss 240 ml/kg) kai deopeleTal o€
MeYAAo BaBuo pe TiIg TTpwTEiveEG TOU TTAGoaTOoG (>99%).

H poutrevako&iumn peTaBoAideTal ekTeEVWOG ammd To ATTApP O€ OKUAoug. EKTOG ammd évav
MeTaBOAITN TNG AAKTANNG, N TAuTOTNTA AAAWYV PETABOAITWY BV gival yvwoTr 0TOUG OKUAOUG.

H poutrevakogiutn ammoBaAAeTal Taxéwg atrd 1o aipa (CL 0,81 L/kg/h) pe xpdvo nuiosiag Cwhg
t12 0,7 h per& TNV evOo@AEBIa xopriynon. Metd tnv atrd Tou oTéuaATOg Xoprynon Twv OIoKiwv,
0 TeNIKOG xpovog nuICwNng oTto aipga Atav 0,91 wpeg. H poutrevakogiutn TTapauEVEI
TTEPIOOTOTEPO KAl O UYNAOTEPEG CUYKEVTPWOEIG OTA ONUEIA TNG AEYUOVAG TTapd OTO aipa. H
POUTTEVOKOGIKTTN OTTEKKPIVETAI KUPIWG PEOW TNG XoAn®oépou 0dol (~65%) kal To uTTOAOITTO
MéOow Twv veppwv. H emavelAnuuévn atmd Tou OTOPATOG XOPHynon POMTTEVOKOSLIUTING o€
OKUAoug og 860o¢ic 2-10 mg/kg yia 6 urveg dev TTPOKAAECE Kapia aAAayry GTO TTPOQIA Tou
aigatog, oUTeE CUCOWPEUCH POUTTEVOKOLIMTTING OoUTE eTTaywyn ev{Uuou. H ocuoowpeuon
peTaBoAITwy dev €xel e¢eTaoTel. H apUaKOKIVNTIKY TNG POUTTEVAKOEIUTTNG dev dlapépel HETALU
APOEVIKWYV Kal ONAUKWY OKUAWV Kai gival ypapuiki oto eupog atd 0,5-8 mg/kg.

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kipieg aoupuBaroTnTeg

Aev 1oXUEL.

5.2 Aidpkeia {wAg

Aldpkela (WG TOU KTNVIOTPIKOU (POPUAKEUTIKOU TTPOIOVTOG OUPPWVA UE TN OUOKEUAoia
TTWANONG: 2 €1

5.3 I8i1aiTepeg TTpOPUAAEIG KaTd T @UAAEN TOU TTPOIOVTOG

Na unv @uAdooetal oe Bepuokpaaia peyahutepn Twv 30 °C. Na QUAGCOETal 0TV QPXIKN
OUCKEUAOIa yIa va TTPOCTATEUETAI OTTO TNV UYpaaTia.

5.4 ®U0on ka1 oUvOeon TNG OTOIXEIWOOUG CUGKEUATIOG

Aiatpntn kKuwéAn OPA/AI/PVC/aloupiviou trou trepiéxel 10 diokia: 10 x 1, 30 x 1 4 60 x 1
Hoaowuevo BIoKio o€ dIATPNTEG KUWEAES Jovdadag dOoNG, O€ KOUTI atrd XapTovi.

MTTopei va unv KUKAOQOPOUV OAEG OI CUOKEUAOTIEG.
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5.5 EIBIkéG TPOQUAGSEIG amoppIyng €vOG KN  XPNOIMOTTOINOEVTOG KTNVIATPIKOU
QOPMOKEUTIKOU TTPOIOVTOG 1| AAAWV UAIKWV TTou Trpoépyovrtal amd Tn XpAon Tou
TMPOIOVTOG, AV UTTAPXOUV

Ta @apuaka dev TTPETTEI VO ATTOPPITITOVTAI HECTW TWV AUPATWY 1] TWV OIKIOKWY ATTORANTWV.
XpNOIYOTTOINCTE  TTPOYPAMMATA  €MIOTPOPAS  QAPMAKWY  yia TNV ammoppiyn N
XPNOIUOTTOINGEVTWY  KTNVIATPIKWY  QOAPHOKEUTIKWY  TTPOIOVTWY 1 GAAWV  UAIKWYV  TTOU
TTPOEPXOVTAl OTTO TN XPAON TOUG CUPQWVA WE TIG TOTTIKEG QTTAITACEIG KOl PE TUXOV €BVIKA
OucTHAPATA GUAAOYAG TTOU I0XUOUV YIa Ta OXETIKA KTNVIATPIKA QOAPUAKEUTIKA TTPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAX KYKAOPOPIAZ

Krka, d.d., Novo mesto

7. APIOMOZ(OIl) AAEIAX KYKAODOPIAX

A.A K. Kutrpou: CY00957V

8. HMEPOMHNIA lMPQTHZ ErKPIZHZ

Huepopnvia 1ng éykpiong: 22/11/2023

9. HMEPOMHNIA TEAEYTAIAXY ANAGEQPH:HX THX [IEPINAHWH:  TON
XAPAKTHPISTIKQN TOY MPOIONTOZ

10. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN IMPOIONTQN
Na xopnyeital JOVOV JE KTNVIATPIKA ouvTayr).
NETTTOUEPEIC TTANPOPOPIES YIa TO €V AOYW KTNVIATPIKG PAPPOKEUTIKO TTPOIOV gival dIABECINES

oTtn Bdon dedopévwy NG EE yia Ta kTnviaTpiké TTpoidvTa
(https://medicines.health.europa.eu/veterinary).

820


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

NMAPAPTHMAIII
EMIZHMANZH KAI ®YAAO OAHINQN XPHZHZ
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A. ENIZHMANZH
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NAHPO®OPIEZ NOY MNPEMNEI NA ANATPA®ONTAI ZTHN EEQTEPIKH ZYZKEYAZIA
{XAPTINO KOYTI}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZX

Rogiola 10 mg pacwpueva diokia

| 2. XYNOEZH SE APASTIKH(EZ) OYZIA(ES)

KdaBe diokio mrepiéxel 10 mg robenacoxib.

| 3. SYSKEYASIA

10 x 1 oloKio
30 x 1 diokio
60 x 1 diokio

| 4. EIAOZ(H) ZQOY(QN)

2KUAoI

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHIHZHX

ATTé oTOpaTOoG Xpnon.

‘ 7. XPONOI ANAMONHZ

‘ 8. HMEPOMHNIA AH=HX

Exp. {up/ecee}

‘ 9. EIAIKEZ 2YNOHKEZ AIATHPHZHX

Na unv @uAdocetal oe Bepuokpaaia peyaAutepn Twv 30 °C. Na @uAAGcoeTal TNV apXIKA
OUOKEUOOIa yIa va TTPOCTATEUETAI OTTO TNV Uypaaia.

‘ 10. OI AEZEIZ «AIABAZTE TO @YAAO OAHI'ION XPHZHZ PIN Al10 TH XPHZH»

AloBaoTe To @UAAO 0dnyIwV XPriong TTpIv atrd TN XPnon.

‘ 11. OI AEZEI% «AlTOKAEIXTIKA I'lA KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA IO KTAVIATPIK XPAHON.
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12. Ol AEZEIZ «NA ®YNAAZZETAI 2E OEZH, THN Ol1IOIA AEN BAEIIOYN KAl AEN
NMPOZEITIZOYN TA IMAIAIA»

Na euAdooetal o Béon, TNV oTToia dev BAETTOUV Kal BEV TTpOCEyYiouv Ta TTAIdIA.

13. ONOMA TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

Krka, d.d., Novo mesto

Tomkog AvtirpoowTrog : Virbac Hellas Movotmrpéowtn AE

‘ 14. APIOMOI AAEIAZ KYKAOPOPIAZ

A.A.K. Kutrpou: CY00957V

‘ 15. APIOMOZ lMAPTIAAZ

Lot {apiBudéc}
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EAAXIZTEZ ENAEIZEIZ NOY MNPENEI NA ANATPA®ONTAI ZTIZ MIKPEZ ZTOIXEIQAEIZ
2YZKEYAZIEZ

{KYWEAH}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZX

Rogiola

tal

‘ 2. TNIOZOTIKA 2ZTOIXEIA TON APAZTIKQON OYZION

10 mg

‘ 3. APIOMOZ lNAPTIAAZ

Lot {apiBudéc}

‘ 4. HMEPOMHNIA AH=ZHZ

Exp. {puu/eeee}

KRKA
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B. ®YAAO OAHI'IQN XPHZHZ
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®YAAO OAHINQN XPHZHZ

1. Ovouacia Tou KTNVIATPIKOU PAPLIAKEUTIKOU TTPOIOVTOC
Rogiola 5 mg pacwpeva dioKia yia okUAOUG

Rogiola 10 mg pacwpueva diokia yia oKUAOUG

Rogiola 20 mg pacwpueva dioKia yia oKUAOUG

Rogiola 40 mg pacwpueva diokia yia oKUAOUG

2. 2uv6éeon

KdBe pacwpevo dIoKio TTEPIEXEL:

ApaoTikK6é CUOTATIKO:
Robenacoxib:

5mg

10 mg

20 mg

40 mg

AvoIXTa Kagé, OTPOYYUAd, ap@ikupTa OIOKia E TTIO AVOIXTOXPWHES KAl TTIO OKOUPES KOUKIOES
KAl JE TNV €EAG Onuavon oTn pia TTAeupd Tou dIoKiou.

5mg:T1

10 mg: T2

20mg: T3

40 mg: T4

3. Eién {wwv
2KUAoL.
4. Oeparmreurtikéc evoeiéeis

lNa TNV avTIHETWTTION TOU TTOVOU KAl TNG GAEYMOVAG TTOU OXETICETAI e XPOVIa 0aTEOAPBPITIOA.
Mo TNV QVTIMETWTTION TOU TTOVOU Kal TNG PAEYUOVNAG TTOU OXETICETAI IE XEIPOUPYIKN ETTEUROON
MOAQKWY I0TWV.

5. Avrevosieig

Na pn xpnoiyoTTolEiTal o€ OKUAOUG TTOU TTAOXOUV ATTO YAOTPEVTEPIKO EAKOG ) NTTATIKA VOCO.
Na unv xpnoigoTToIEiTal TAUTOXPOVA PE AGAAQ un oTEPOEIBN avTIPAeyuovwdn eappaka (MZAD)
Il KOPTIKOOTEPOEIDN, PAPPOKA TTOU XPNOCIUOTTOIOUVTaI CUVHBwg oTn Bepatreia Tou TOVou, TNG
PAEYMOVNG KOl TWV OAAEPYIWOV.

Na un XpnOIUOTTOIEITOI O€ TTEPITITWOEIG UTTEPEUAITONCiag 0To dpacTIKO ouaTaTIKO f O€ KATTOIA
ékdoxa.

Na un xpnoipotrolgital o€ éykua kal BnAddovTa {wa (BA. TTapdypago EIdIkES TTPOEIBOTTOINTEIG).

6. Eidikéc mposgidomoInoeis

[S1aiTEPEC TTIPOQUAGEEIC VIO TNV a0@AAA Xprion oTa €idn {wwv:

2€ KAIVIKEG MEAETEG O OKUAOUG e 00TEOOPOPITION, TTAPATNPABNKE AVETTAPKNG AVTATIOKPION
oTn Bgparreia 1o 10-15% TWV OKUAWV.

H ac@dA&ia Tou KTNVIATPIKOU QOPUAKEUTIKOU TTPOIOVTOG OV €XEI TEKUNPIWOEI o€ oKUAOUG TTOU
CuyiCouv AiyoTepo atro 2,5 kg 1 nAIKiag KATw Twv 3 pnvwv.
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MNa pokpoxpovia Bepatreia, Ta nrraTiké Eviupa Ba TTPETTEl va TTapakoAouBouvTal Katé Tnv
évapén NG Bepartreiag, T.X. META atmd 2, 4 Kal 8 eBOOUAdESG. 2TnN OUVEXEIA, GUVICTATAI N
OuVEXION TNG TOKTIKAG TTapakoAouBnong, T.x. KaBe 3-6 prives. H Bepatreia Ba Tpétmel va
OlokOTITETAN €AV N dpacTnEIOTNTA Twv NTTATIKWY evCUMwWY auénbei aiobntd A o OKUAOG
eP@avioel KAIVIKA CUPTITwPaTa 0TTwg avopedia, ammddsia i EUETO 0€ CUVOUQOUO PE augnuéva
NTraTiké évquua.

H xprion o€ okUAoug pe diatapaxr KapdIakng i VeEQPIKAG AsIToupyiag rj oe okKUAOUG TTou gival
aQUOATWHEVOI, UTTOYKAIMIKOI ] UTTOTACIKOI YUTTOPET va evEXEl ETTITTAEOV KIVOUVOUG. EGv n xprion
Oev UtTopEi va atmopeuxBei, auTtoi ol OKUAOI aTTaITouv TTPOCEKTIKY TTapakoAouBnon.

XPNOIYOTTOINOTE QUTO TO KTNVIATPIKO QAPUAKEUTIKO TIPoidv UTTO aQuaTnpr KTNVIATPIKI)
TTaPOKOAOUBNGN O¢ OKUAOUG HE KiVOUVO YOOTPEVTEPIKWY €AKWYV N €dv O OKUAOG €ixe
TTponyoupévwg ducavetia oe AAa MZAD.

Ta diokia £xouv yeuon. lNa va arToQUYETE TUXOV TUXAIO KATATTOOT, QUAGETE Ta SIoKia pakpld
atoé Ta {wa.

I01aiTEPEC TTPOQUAGEEIC TTOU TTPETTEl VA AauBdvovTal attd T0 GTOUO TTOU XOPNYEi TO KTNVIATPIKO
QAPUAKEUTIKO TTPOIOV o€ {wa:

Ma TIG £YKUEG YUVAIKEG, 101QITEPA VIO EKEIVES TTOU BpioKovTal OTO TEAEUTAIO OTADIO TNG KUNONG,
N TTapaTeTapévn depUaTIKh €KBean augdvel Tov Kivouvo TTpOwPENS OUYKAEIONG TOU apTnpIaKoU
TTOpou aT1o £uPpuo. O1 €yKueg yuvaikeg Ba TTPETTEl va TTPOCEXOUV IBIITEPA YIA va ATTOPUYOUV
TNV TUXQia €kBean.

H Tuxaia katdmroon augdavel Tov Kivduvo yia avermiBuunTeg evépyeieg Twv MZAD, 1d1aiTepa o€
MIKPG TTaudId. MNpétrel va diveTal TTpoCcoX WOTE va aTToPeuxBei N Tuxaia kaTdrroan atmo Taidid.
MNa va atrotpéyete TNV TTPdoRacn Twv TTaIdIWY OTo TTPOIGV, UNv agaipeite Ta diokia atrd Tnv
KUWEAN €wG OTOU €i0TE £TOIPOI VA TA XOPNYAOETE OTO (wo. Ta dIoKia TTPETTEI va XOpnyouvTal
Kal va @UAdooovTal (OTnNV apxIKr) cuokeuaaia) o€ pEpn Tou dev BAETTOUV Kail dev TTpooEYYi(ouv
Ta TTAIdIC.

2€ TTEPITITWON TUXAiag KATATTOONG, {NTHOTE apéowd 1aTPIKA CUPBOUARA Kal OEi§TE aTOV 10TPO TO
QUAAO 00NnyYIWV XPAONG A TNV ETIKETA.

MAUvVETE Ta XEPIO PETA TN XPHON TOU KTNVIATPIKOU (POPUAKEUTIKOU TTPOIOVTOG.

Kunon kai yahouyia:

Aev éxel TEKUNPIWBEI N ac@AAgia TOU KTNVIATPIKOU PAPPOKEUTIKOU TTPOIOVTOG KATA TN OIAPKEIQ
TNG KUNOoNG Kal TnG yaAouxiag. Na pnv xopnyeital katd 1n dIdpKeEIa TNG KUNONG Kal TNG
yahouyiag.

CoviyétnTa:
Na pnv xopnyeital o€ {wa avatmapaywyng.

AMnNAeTTidpaon pe GAAA QOPUAKEUTIKA TTPOIOVTA KAl AAAEC HOPPEG AAANAETTIOpaONG:

H popTtrevako&iutmn O&gv TTpémTel va xopnyeital o€ ouvOuaopo pe GAAa MZAD n
YAUKOKOPTIKOEIONA. H TTpOKaTAPKTIKY) BepaTreia pe GAAa avTigAeypovwdn @appaka PUTTopEi va
odnynoel og TTPOCOETEG N augnuéveG AVETTIBUPNTEG EVEPYEIEG KAl OUVETTWG Oa TTPETTEl va
TNEEITAl pIa TTEPIOBOG XWpPIG BepaTTeia ue TETOIO CUOTATIKA YIA TOUAAGXIOTOV 24 WPEG TTPIV OTTO
TNV évapén NG Beparreiag Pe poutTevakogiutn. H 1Tepiodog xwpic Bepatreia, wotdoo, Ba
Tpémel  va  Aaufdvel uttdwn  TIC  QOPUAKOKIVNTIKEG 1810TNTEG TWV  TTPOIOGVTWY  TTOU
XPNOIKOTTOINONKAV TTPONYOUNEVWG.

Tautdxpovn Bepartreia Y PAPUAKA TTOU ETTIOEIKVUOUV dPACH OTN VEPPIKN Pon, TT.X. dloupnTIKA
Il avaOTOAEIG TOU UETATPETTTIKOU ev{Upou TNG ayyelotevaivng (MEA), Ba TTpétrel va UTTOKEITaI
o€ KAIVIKA TTapakoAouBnon. Ze uyieic okUAoug TTou éAaBav Bepartreia pe Kal Xwpig To diloupnTIKO
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QPOUPOCENIdN, N Tautdxpovn XOopPrHynon TnG POMPTTEVAKOSGIUTING HME Tov avaoToAéa MEA
BevadletTpiAn yia 7 NUEPEG DEV OCUCXETIOTNKE PE KAMIQ apvnTIKA £TTiIOPACH OTIGC CUYKEVTPWOEIG
aAdooTePOVNG OTA 0UpPa, aTn dPACTNEIOTNTA PEVIVNG TTAAOUATOG ) OTOV pUBUO OTTEIPAUATIKAG
oINdnong. Aegv uttdpxouv Ocdouéva ac@daAeiag otov TTANBUCUO oTdXO Kal Ogv UTTAPXOUV
Oedopéva ATTOTEAEOUATIKOTNTAG YEVIKA YIO TN OUVOUQOWEVN BEpATTEia POPTTEVOKOGIUTTNG KAl

BevadletTpiAng.

H Tautdxpovn xopAynon duvnTiké veQPOTOEIKWY QAPUAKwWY Ba TTPETTEI va aTToQeUYETAI KABWG
MTTOPEI VA UTTAPXElI QUENUEVOG KiVOUVOG VEQPOTOEIKWONG.

H tautéxpovn xprion GAAwv SpacTIKWV CUCTATIKWY TTOU €Xouv uwnAo Babud déopeuong
TTPWTEIVWV PTTOPEI VA AVTAYWVIOTEN TN POUTTEVOKOSIMTIN WG TTPOG TN OE0PEUON Kal £TO1 VO
odnynoel o€ TogIkéG eMOPATEIC.

YmrepdoooAoyia:

2€ UylEic veapoUg OKUAOUG nAikiog 5-6 unvwy, n amd Tou OTOUATOS XOPHynon
POUTTEVAKOEINTING O uWnAEG uttepdoooloyieg (4, 6 1 10 mg/kg/nuépa yia 6 prAveg) dev
TIPOKAAECE CUUTITWHOTA TOGIKOTNTAG, CUUTTEPIAANPBAVOPEVWY EVOEIEEWY YAOTPEVTEPIKNG,
VEQPIKAG 1N NTTATIKAG TOZIKOTNTAG KAl Kapia emidpaon oTov Xpdvo aiyoppayiag. H
pouTTEVAKOEiIUTTN OtV €ixe eTTiong emPBAABEiC EMTITWOEIS OTOUG XOVOPOUG I TIG apBPUWCEIG.

O1mrwg pe otroiodnmote MZAD, n utrepdoooloyia UTTOPEI va TTPOKAAECEI YOOTPEVTEPIKN,
VEPPIKN 1 NTTATIKA TOEIKOTNTA O€ EUQiIoBNTOUG OKUAOUG 1] OKUAOUG TTOU ) uyeia Toug PpiokeTal
o€ Kivduvo. Aev uttdpxel €101KO avTidoTO. ZUVIOTATAI CUPTITWHATIKE, UTTOOTNPIKTIKA BepaTreia
TTOU QTTOTEAELITAI ATTO XOPryNon YOOTPEVTEPIKWY TTPOCTATEUTIKWY TTAPAYOVTWY Kal €yXuon
ICOTOVIKOU QUOCIOAOYIKOU 0poU.

H xprion dioKiwv pouTTEVOKOEINMTTNG 0€ GKUAOUG aTTO HIKTEG QUAEC o€ doooAoyieg Ewg kal 3
QPOpPEG TN MEyIoTN ouvioTwuevn &6on (2,0, 4,0 ki 6,0 ouv 4,0, 8,0 kai 12,0 mg
POMTTEVOKOEIUTING/Kg aTTd TOU 0TOPATOG) 0OAYNOE OE YAEYUOVH, CUUPOPNON 1) AlJoppayia OTO
OwdeKAdAKTUAO, OTN VACTIOO KAl TO TUPAS évTepo. Agv TTapaTnErONKav OXETIKEG ETTIOPACEIG
OTO oWUATIKG BApog, 01O XPOVOo aihoppayiag f evoeiEelg oTToOIAOOATTOTE TOLIKOTNTAG OTOUG
vEQPOUG ) OTO ATTAP.

7. AvemOuunta ocuufavra

2KUAoI:
MoAU cuyvé FaoTtpevrepikd avemBUunTa cuppavra.t
(>1 Zwo / 10 uttod Beparreia (wa): | 'EPeTog, yakakd kotrpava.t
Zuyva Meiwpévn 6pegn.t
(1 éwg 10 ¢wa / 100 uTré Beparreia | Aidppoia.t
{wa): Augnuéva nraTikd éviupa.?
Ox1 ouxva Aiua oTa KOTTpaval, éuetocs.

(1 éwg 10 Cwa / 1.000 umod | Avopetia, amadeia.’
Beparreia {wa):
oAU otravia AAQBapyog.
(<1 Cwo / 10.000 uttd Beparreia
(wa, ouuttePIAOUBAVOUEVWV TWV
MEMOVWUEVWYV AVOQPOPWV):

1 O1 repioadTePEG TTEPITITWOEIS ATAV ATTIEC KAI AVAPPWOaV Xwpic Beparreia.

2 Y& okUAoug TTou éAaBav Bepatreia £wg Kal 2 eRBouAdeg dev TTapATNPRBNKAV QUEATEIS OTN

0paoTNPIGTNTA TWV NTTATIKWY €VCUUWYV. QOTO0O, PE Hakpoxpovia Bepartreia, o augrnoeig OTIg

OpaoTNPIOTNTEG TWV NTTATIKWY eVUUWY ATAV OUXVEG. ZTIG TTEPICOOTEPEG TTEPITITWOEIG OEV

uTTAPXaV KAIVIKA  CUPTITWMATO KAl N dpacTnpidoTnTd  TwV NITOTIKWY  €VCUPWYVY  EiTE

OoTOBEPOTTOINBNKE €iTE HEIWONKE PE TN OUVEXION TNG BepaTTeiag.
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3 KAIVIKG OUPTITWHOTA TTOU OXeTilovTal PE QUEACEIS OTn dPaACTNPEIOTNTA TWV NTTATIKWY
eVCUPWV.

H avagopd avemmBuuntwyv cupBavtwy civar anpavtikh. EmTpETmel Tn ouvexn TapakoAoudnon
TNG A0QPAAEING VOGS TTPOIOVTOG. EAv TTapaTnpAcETE OTTOIAOATTOTE AVETTIOUUNTN EVEPYEIQ, OKOUA
Kal av Ogv avoQEPETAl OTO E€OWKAEIOTO QUANO 0dnyiwv Xpnong 1 au@IBAAAETE yia TNV
ATTOTEAECPATIKOTNTA TOU PAPHAKOU, TTAPOKOAEIOBE va €TMIKOIVWVAOETE, KATAPXAG, HME TOV
KTNViaTpd oag. MTTopEite £1TionNg va ava@EpPeTe OTTOINdATTOTE AVETTIBUUNTA CUUPBAVTA OToV
KAtoxo Tng Aadelag KUKAoopiag i otov TOTTIKG avTITpOoWwTTo Tou KATdXou Tng Adelag
KUKAOQOPIag XpnOIUOTTOIWVTAG TA OTOIXEIO ETTIKOIVWVIAG 0TO TEAOG auToU TOU PUAAOU 08nyIwv
XPAOoNG, N HEOW Tou €BVIKOU 0OG CUCTAHUATOG avagpopdg:

8. AoooAoyia yia kabs €idog, Tporo¢ Kai o80i xyopriynong

ATTé oTOpATOG XPNoN.

OoTteoapBpiTida: H cuvioTwuevn dOGN pouTTevako&iutng gival 1 mg/kg cwpuaTikoU Bdapoug
ME eUpog 1-2 mg/kg. XopnyAoTe Hia @opd TNV Nuépa Tnv idla wpa KABe HEpa CUPNPWVA JE TOV

TTAPAKATW TTIVOKQA.

Ap10u6g SIoKiWV ava TTEPIEKTIKOTNTA KAl CWHATIKO BAPOG yia TV ooTEoapOpiTIda

ZWHATIKO Ap10ju6g S1oKIWV avl TTEPIEKTIKOTNTA

Bapog (kg) 5 mg 10 mg 20 mg 40 mg
25€éwc<5b 1 dioKio
5£wg <10 1 diokio
10 éwg < 20 1 diokio
20 £éwg <40 1 diokio
40 £wg 80 2 diokia

KAIvIKr] avtatmokpion Trapatnpeital ouvniwg péoa o€ pia efdoudda. H Bepartreia Ba TpéTTel va
OI1aKOTITETAI HETA aTTO 10 NUEPEG €AV BV gival EPPAVAG Kapia KAIVIKR BeATiwaon.

lMNa pokpoxpovia BOeparreia, ag@ou TtrapatneEnBei  kAivikp avtarmmékpion, n déon Tng
POUTTEVOKOGIKTTNG MTTOPEI VO TTPOCAPUOCTEl OTN XAWNAOTEPN ATTOTEAECHATIKA ATOMIKY &O0N,
AapBavovtag uttéyn 61 0 BaBuog TTOVOoU Kal PAEYPOVAG TTOU OXETICETal PE T Xpovia
ooTe0apBpiITIda UTTOPEl Va TTOIKIAAEI e TNV TTEPOdO Tou Xpovou. Oa TTPETTEN va ViVETAI TAKTIKN
TTapakoAouBnon atd Tov KTnviaTpo.

Xeipoupyikn eméufaon MOAAKWY 1I0TWV: H ouvioTwuevn 800N POPTTEVOKOSIUTING gival 2
mg/kg ocwpatikou Bdpoug pe €Upog 2-4 mg/kg. Xopnynote w¢ €QATTAE ammd Tou OTOPATOG
BepaTreia TTPIV ATTO TN XEIPOUPYIKH ETEURACT HAAOKWY I0TWV.

Ta diokia Ba TTpETTel va xopnyouvTal Xwpig Tpo@r TouAdyiotov 30 AeTTd TTpiv a1t Tnv
eméupaon.

Metd Tnv eméupaaon, n Beparreia pia opd TNV NUEPA UTTOPEI VO CUVEXIOTE yia €wg Kal dUo
AKOPN NUEPEG.

ApIOuOG SIO0KIWV avd TTEPIEKTIKOTNTA KOl CWHATIKO BAPOG yia XEIPOUPYIKN ETTEPRACT
HOAGKWYV 1I0TWV

ZWHATIKO Ap10dg S1oKiWV avl TTEPIEKTIKOTNTA

Bapog (kg) 5mg 10 mg 20 mg 40 mg
2,5 1 diokio

>25¢éwc<5 1 diokio

5£éwc <10 1 dioKio
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10 éwg < 20 1 diokio
20 éwg <40 2 diokia
40 ¢éwc < 60 3 dlokia
60 £wg 80 4 diokia

9. OBdnyisg yia tn oworn xopnynon

Na pn xopnyeitar ye Tpo@r, Kabwg KAIVIKEG DOKIPEG £DEIEaV KAOAUTEPN ATTOTEAEOUATIKOTNTA TNG
POUTTEVAKOEIMTING yIa Tnv ooTeoapBpitida &1av xopnyeital xwpic Tpo@r 1 TouAdxiotov 30
AETITA TTPIV 1) META TO YEUPA. XEIPOUPYIKA ETTEUPRACN MAAAKWYV I0TWV: XOPNYEIOTE TV TTPWTN
06on Touldyiotov 30 Aetrtd piv attd TNV eméPPacn. Ta diokia éxouv yeuon. Ta diokia dev
TTPETTEI VO diaipoUvTal i} va OTTAVE.

10. Xpovor avauovig

Agv 10XUEL.

11. EIAIKEZ YYNOHKEZX AIATHPHXHX

Na euAdooeTal o€ Béon, TNV oTToia dev BAETTOUV Kal Bev TTPOCEYYiCouv Ta TTaIdIA.

Na unv @uAdocetal oe Bepuokpaacia peyaAutepn Twv 30 °C. Na @uAdcoeTal oTnV apxIKA
OUCKEUQOTIa yIa va TTPOCTATEUETAI OTTO TNV Uypaasia.

Na un xpnoigoTrolgital autd TO KTNVIATPIKO PAPUAKEUTIKO TTPOIOV YETA TNV nUEpounvia ARENg
TTou avaypdgetal oTo KouTi. H nuepounvia AAENG oupTriTITel Ye TNV TeAeuTaia nuépa Tou
OUYKEKPIUEVOU UNva.

12. Ei161kéC mpo@uAdéeis amoppiyng

Ta @apuaka dev TTPETTEI VO ATTOPPITITOVTAI HECW TWV AUNATWY 1) TWV OIKIOKWY OTTOBARTWV.
XPNOIYOTTOINCTE  TTPOYPAPMATA  E€TMIOTPOPAG  QAPHAKWY  yia TNV ammoppiyn N
XPNOIUOTTOINBEVTWY  KTNVIATPIKWY  QOAPMOKEUTIKWY  TTPOIOVTWY 1 AGAAWV  UAIKWV  TTOU
TTpoépXovTal aTTd TN XPAON TOUG CUPPWVA HE TIG TOTTIKEG ATTAITAOEIG KAl JE TUXOV 1IoXUovVTa
€Ovikd ouoTriuaTa GUAAOYNG.

Ta HETpa auUTA ATTOCKOTTOUV TNV TTPOCTACIA Tou TTEPIBAAANOVTOC.

ZupBouAeuBeite Tov KTNVioTpd Cag yia Tov TPOTIO QATTOPPIYNG TWV XPNOIKMOTTOINBEVTWYV
QAPUAKWV.

13. Tadivounon Twv KTnvIarpIKwyV QAaAPUAKEUTIKWVY TTPOIOVIWV
Na xopnyeital JOvov PE KTNVIATPIKN ouvTayr.

14. ApiBuoi adsiag KUKAo@popiag Kal CUOKEUATIES

A.AK. Kutrpou:

Rogiola 5 mg: CY00956V

Rogiola 10 mg: CY00957V

Rogiola 20 mg: CY00958V

Rogiola 40 mg: CY00959V

AiaTpnTn KUWEAN OPA/AI/PVC/aloupiviou trou Trepi€xel 10 diokia: 10 x 1, 30 x 113 60 x 1
Hoowpevo dIoKio o€ JIATPNTEG KUYWEAEG Jovadag dOONG, O€ KOUTI ATTO XAPTOVI.

MTropei va unv KUKAo@opoUv OAEG Ol CUOKEUAOTIEG.
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15. Huepounvia reAsuraiag avaBswpnong rou ¢UAAou odnyiwv xpRong
11/2023
NETTTOPEPEIC TTANPOPOPIES YIA TO €V AOYW KTNVIATPIKG PAPPOKEUTIKO TTPOIOV gival DIABECIPES

oT1n Bdon dedopévwy NG EE yia Ta KTnvIaTpIKG TTpoidévTa
(https://medicines.health.europa.eu/veterinary).

16. Zroixeia smikoivwviag

Kdroxog Tng adeiag KukAogopiag:
Krka, d.d., Novo mesto, SmarjesSka cesta 6, 8501 Novo mesto, Slovenia

MNapaokeuaoTrC UTTEUBUVOC via TNV aTTEAEUBEPWON TWV TTAPTIOWV:

Krka, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Slovenia
Krka-Farma d.o.0., V. Holjevca 20/E, Jastrebarsko, 10450, Croatia

TAD Pharma GmbH, Heinz-Lohmann-Strale 5, 27472 Cuxhaven, Germany

TotmKoi _ avTITTPOOWTTOI KOl _OTOIXEIA ETTIKOIVWVIOC VIa TNV _ava@opd  TTiI6avoAoyouuevwy
AVETTIOUUNTWY EVEPYEIWV:

Virbac Hellas Movotrpécwtn AE

13°Ap ABnvwy Aapiag, 14552, Metaudpowaon, EANGSa

TnA. +30 2106219520, Email: info@virbac.gr

lMNa otroiadntrote TTANPOPOPIa OXETIKA HE TO TTAPOV KTNVIATPIKO (PAPUOKEUTIKO TTPOIOV,
TTapakaAeioBe va ameuBuvBeite oTov TOTIKG avTITTPOOWTTO TOU KOTOXOU TNG AdeEIag
KUKAO®OpIQG.
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