ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Senvelgo 15 mg/ml néoipo didivpa yio yateg

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH
KaBe ml mepiéyet:

ApUoTIKO GVOTATIKG:

Velagliflozin 15mg
woodvvaypel pe velagliflozin L-proline H,O 20,1 mg
"Exdoya:

IowoTiKi] 60vOEoT EKOOY MOV KOl GALOV GVGTATIK®OV

Ethanol (96%)

Propylene glycol

Citric acid monohydrate

Sodium hydroxide 1M

Honey flavour

Water, purified

Arwyég, aypopo £0g eEAAPPOS KITPvo, EALAPPAOS KaPE dtdAvpa

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion Lowv

Idrec

3.2 OgpamevTiKig eVvOEiEEIS Yo KGO €ld0g {dDov

Evdeikvoton yio ) petmon g vrepylvkopiog og YOTEG LE 1) VGOLALVOEEQPTMUEVO GOKYOPDOI
Swpn.

3.3  Avrevoeitelg

Na punv gpnoiLonoteiton o€ yates pe KAMvikd copntodpata dtopnrikng keto&éwong (AKO) 1
epYOoTNPLOKES TIES SVUPMVEG pe ikova AKO. Na pnv ypnoiponoteiton o€ yates e cofapn
0QLOATMGCT TTOV ATALTEL YOPN YO CUUTANPOUATIKDV VYPDV EVOOPAERI®G.

3.4  Ewikég mposidomonjcelg

Aocvuntopatikny vroyAvkoio, wov facileton oe pepovopEVeg HeTpNoElS YAVKOING aipatog, pmopel
va Topotnpnel omopadikd otn Oeponeio pe velagliflozin,

H acpdlelo kot 1 amotedespotikdTnTo cuVILACSUEVNG Bepameiog pe tvoovAivn 1 pue dddeg Bepameieg
v peimon g yAvkolng tov aipatog kot pe velagliflozin og yarteg dev éyet diepguvnei.

AOY® TOV TPOTOV SPACTG TNG IVGOVAIVIG LITAPYEL CLENUEVOC KIVOLVOG DTTOYAVKOIUING, ETOUEVOG M
ocuvdvacpévn Bepameio dev cuvieTaTal.



Bdoet tov 1pdmov Spdiong, avapéverat 6Tt ot yateg mov Aapfdvovy Bepaneio pe avactoreic SGLT-2
Ba eppavicovv yAvkolovpia. Emopévag, o fabpog yAvkolovpiog dev amoteiel a&0moto S1oyveoTiko
delktn yro TNV mopoakoAlobOnon Tov yAvkaipkos eAéyyov. Kabmg n yivkolovpio pumopel vo empeivet
v 2 €0¢ 3 NUEPEG UETA TN SLOKOTN TOL KTNVIATPIKOD PUPUUKEVTIKOD TPOIOVTOC, Ol GUYKEVTIPMGELG
™G YAKOING oto aipa Ba mpémel va mapakorlovBovvtal, yio va kabopiotel moTe yperdletal va
emovaineOsi n Ogpaneio yio to dwafnm.

H v@eon tov dapnn énstta amd Ogpomeia pe Velagliflozin dev diepsuviOnke og kKAvikég dokiuég
nedion. Adym tov TpdToL dpdong g Velagliflozin, umopei va givar dbokolo vo viomiaToy ot ydteg
nov Ppiokovral og Veeon. Edv vdpyet vmoyio HVoeong, Oa propovoe va eEgtactel To EVOEXOLEVO
dtoKomng tng Bepameiog, aAid n cuvé o GAAOVY pHETp@V (T.). dlatta yapnAr o€ VIATAVOPAKES,
KaTdAANAn dwoxeipion PApovc) Kot GTEVH TAPaKOAOVONGT TOV YALVKALLUKOD EAEYYOV YO TNV
EMAVEUPAVIOT TOV KAWVIKOV cuunTOpatov. Edv n ydta vrtotpomidcel, tote 1) Oepaneio pe
velagliflozin pnopsi va Eavapyioet.

3.5 Idwitepeg Tpo@uArAEels KaTA TN (prioN)

Idwaitepec TpouAGEELC Yo THY 0c@OAN YpNion ota £ion (hwV:

Me Bdon tov Tpodmo dpdong twv avactoréwv SGLT-2 (6nwg 1 velagliflozin), n emapkng evéoyevig
TOPOYOYT] VGOLAVNG 0OTEAEL TTPODTODESN Yl TNV EMLTLYN AVTIUETOTIOT TOV CUKYAPDOOVG ST
LE OVTO TO KTNVIATPIKO QOPLOKELTIKO TPOTOV.

Agdopévov 011 dev vrdpyel KaBopioUEVO Op1o Yo TNV EVOOYEVT VOOVAIVI] KOTOANYOVTAG GE
CLUTEPACHLO Y10 ETOPKN dBECIUOTNTA, O AKOAOVOEC 00MYieg etval oNUAVTIKEG Y10 TOV EVTOTIGUO
YOTOV KOTOAANA®V Yo TV Evapén g Oepameiag («IIpv amd v Evapén g Oepoameiogy) Kot ™
ovvéylon g Oepameiag («Apykn cVGTACT TAPAKOAOVONONG (TPMTEG dVO EFSOUADES)») Y1 TOV
EVIOTMIGUO YOTMV TOV EXOPEAOVVTOL Ao T povobepaneio.

Ipwv arno tyv évapln tns Oeparnciog:

Oa mpénet va devepyeitor Eheyyog yia dafntikn keto&émaon (AKO). Emopévac, amotteitan EAeyyog yia
KETOVOGMUATO GTO 0VPa 1] 6TO aipo Tptv amd T ypnon. H Bepaneia o Oa mpémel va Egkivd 1 va
ovveyiletat, edv LTAPYOVY KETOVOCHOTO O GLYKEVTPMGELS EVOEIKTIKEG Yia AKO.

K\viké copuntopate 6nmg axoboto andieto fapovs, apuddtmon, Andapyog, avopesia (EAietym
opekng), éuetog, kayeéio umopel va vmodeikviovv AKO.

O1 d1ePnTikég yateg mov £xovv AAPEL TPONYOVUEVMG IVGOVATVT SLOTPEXOLY VYNADTEPO KivOLVO Yia
AKO xon keTtovovpia og cOykpion pe acbeveic mov dayvdotnkay mpdoeata, dtav Eexivioay vo
Laupavovv velagliflozin.

O1 ydteg mov Bewpeitor 6TL draTpéyovv Kivovvo va gppavicovy AKO ypetalovtotl otevi
napakorlovOnon kot Ba wpénel va e€etactovy evolhaktikd oyédta Oepaneiag. O kivovvog epeaviong
AKO peidvetor onpovtikd petd tig ovo mpateg efdouddeg Oepaneiag, aAid 1 AKO pnopei va
EUPAVIOTEL OVA Thoa oTLyUn (Yo TopakoAovdnen PA. TapaKaTm).

Edv n évapén g Oepaneiog kabvotepnoel yio TEPIGGOTEPEC OO TEGTEPIC NUEPES UETE TN SIAYVOOT
TOV GOKYOPDIOLS Stafrtn, o kTnviaTpog Ba Tpémetl va emavalloloyoeL ToV KIVOuVvo Yol KETOEEMON.

[dteg pe ocvvvoonpPOTNTEG OTTMG TOYKPEATITION, NAATIKN VOGO, AOUMON VOGO, KAPSLOKT VOGO, VEQPPIKN
averapkela (otado IRIS 3 1 4), veomhasia, vepOLPEOEISIGHO KOl OKPOUEYOATN OTOKAEIGTNKOY OO
TIc KMvikég perétec. H aopdieia kot 1) amoTeAECUATIKOTITO TOV KTIVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOG G SLOPNTIKES YATES LLE QVTES TLG GLVVOCTPOTNTEG OeV £xEl depevvnBel mAnpws. H xpron
TOL KTNVIOTPIKOD QUPHOKEVTIKOV TPOIOVTOG GE YATES LE GLVVOGTPOTNTES YIVETOL LOVO GOUP®VA. LIE
TNV eKTiunom 0eEA0VG-KIvoUVoL ard Tov vtevduvo ktnviaTpo.

O1 axdAovBeg KoTaotdoelg Ba mpémet va emAvBovy mpwv amd v Evopén e Bepanciog: apuddtwon,
vroyia N emPePfaropévn AKO, avopeéio, moyKkpeotitidon te KAVIKG GUUTTOUATO, YPOVIo O1dppola,
éuetoc, koyeia.



Apyixn eboracy mapakolovOnens (rpdteg 660 efdoudocs):
Awkoyte apéomc ) Bepancio og mepintoon emPeforwpévng N vroyiog dtofntiknig KeToEEmong
(AKO) 7 d10pnTikng keTovoupiog Kot SIEPELVIOTE AVOLOYMG.

Abdyo tov Tpdmov dpdong TV avactoréwv SGLT-2, unopel va punv epgoviotel vrepylvkopio o
nepintwon AKO (svylvkouxy keto&émaon). H dudyvoon tng svyAvkaiukng AKO wpénet va
Baciletol o€ KAMVIKE GUUTTONATO, GE EPYOCSTNPLOKO EDPMUO LETABOAIKNG 0EEMONG Kol GE GAAM
EPYOOTNPLOKE gVpRLOTa EVOEIKTIKE TG AKO.

e mepintoon AKO (7. peiopévn 6peén, 0&vg épnetog, ANdapyos/KatdnTmon, apuddTmor Kot
EPYOOTNPLOKA EVPNUOTO), EIVOL EXITAKTIKY OVAYKT Vo EEKIVIGEL OUECHOG 1] KATAAANAY Ogpameio. AvTd
nepthapPavet apeon Evapén tng Oepameiog pe voovAivi) Tapd TIG PUGIOAOYIKES TIES YAVKOING 6TO
aipa (evyAlvkopikn keto&émaon), evd To (do mapakorovdeitar/avtipetoniletar Yo viokaAloio. H
évapén g tvoovAivng etvan amapaitnn, Yo va otapatiost 1 eEEMEN g KetoEéwaong. Oa mpénet va
eketaotel 10 evdgyOuEVO yopnyNong 8eETpding 1 GAANG TNyNG VIATUVOPAK®V Kot KOTAAANANG
SLOTPOPIKNG VITOGTNPIENG EKTOG OO TNV WVGOLALVT.

Amauteiton EAeyyog yuo KeTOVES Katd TV Evapén g Bepaneiog kdBe 1 pe 3 nuépeg yio Tig dVO TPATES
ePoopdoeg kabmg kot OTOTE 1 YATA ELPAVILEL KAVIKA CuUTTOUHOTO TNG AGOEVELNS, OTMG UEIWUEVT
TPOGANYT] TPOPTNG, 0EL EUETO 1 PELOUEVN dpaotnplotnTa. O EAeyy0g Yio TNV Tapovsia
KETOVOOOUATOV B0l TPETEL 130VIKA VoL YIVETOL GTO TAAGUO GE KTIVIOTPIKT] KAWVIKY, 0AAG Uwopel vo
eleyyBet amod Toug 110K TE TNG YaTag oTo omitt, fubilovrog T oyetikn Towvia eEétacng obpwv ot
o0pa TNG YUTOG, T.)Y. OTNV QU0 TG Yatas. Edv aviyvevBolv ketdveg, | Bepoaneio Oa mpémet va
OLOKOTEL KOt 1) KATAGTOOT TG VYELg NG Yatag va aloloynfel apéowg and Ktnviatpo.

206TAGEIS Y10 TAKTIKI] TOPOK0L0bOnoN:

O caxyap®ddng drafrne (ZA) pmopel va eghydet pe v TAP0O0 TOL ¥POVOL Kot £TGL OPIGHEVES YATES
umopet va yperalovrar eEmyevi tvaovAivn yia v tpdAnyn ¢ AKO. Eropévag, ot ydrteg pe ZA, ot
omoieg voPaiAiovtal o€ Oepameio e TO KTNVIOTPIKO PUPUOKEVTIKO TPoidv, Oa mpémel va
TopokoAovOobVTAL TAKTIKE GOUP@VO e TNV Kabiepouévn Ttpaktiky. Emumiéov, Aoym tov tpdmov
dpaomng tng velagliflozin, n taxtikh TapakorlovOnon Ba npénel vo meptropPdvel a&loldynon yo
KeToveg (LEc® avdAvong o0pmv 1 TAGGHATOG), 0&loAOYNON TNG KATAGTAGNS EVVOATMOONS (OCUMTIKN
d1ovp1MoN) Kol Tov OUATIKOD BApovg (0KoVGLO OTOAELD COUATIKOD BAPOVG AGY® ETIHOVIS
yAvkolovpiog).

Kabe popd mov epeavifovral kKAvikd countopate AKO, 1 katdotacr g vyesiog g ydtog 0o mpémet
va a&loAOYEITAL Y10 TNV TAPOVGI0 KETOVOGMUAT®V (7). KETOVOLPIO KOV KETOVOLLLE), TOV SEIKVOOVY
AKO. Edqv n yara avantoger AKO, ketovovpia 1} k€twon 1 v 1 kKAvikn katdotaon Pertioong g
vatog pewwbei 1 ot Tipég Tng YALKOING oto aipa 1 ¢ epovktolapivng emdevmboy HETA TNV apyLkn
Beitioon, propel va amortnBovv mpdcbetot SayvmoTtikcol EAeyyot 1| evOALAKTIKEG Oepameieg.
Yuviotdtor 1 a&loAOYNoT TOV OULATOAOYIK®Y EEETAGEMV, TOL PLoynukol eAEYYOV, TNG OVAAVOTG
00p®V KOl TNG KOTAGTAGTG EVUOUTMONG,.

Abdyw tov Tpdmov dpdiong, ot avactoreic SGLT-2 umopel vo TpoKaAécouy avénom e KpeaTvivng
otov 0pd, Tov ald@Tov ovpiog aipatog (BUN), To0 poxcpdpov kat Tov vatpiov evidg efSopddmv amd
mv évapén g Bepaneing, arcorovBovpevn amd otabepomoinon TV THOV. LVVICTATOL 1) TOKTIKN
a&10AdyNoN TG VEPPIKNC AEITOVPYING, TOL COUOTIKOD BAPOVG KAl TNG KUTAGTACTG EVVOATMONG GE
acOeveic pe veppikn voco. ['dteg pe veppikn voco otadiov IRIS 1 kai 2 copmepidnednkay 61ig
Baoctkés KAVIKES OOKIUEC.

Hepoutépw mpopvidéers yia acpain xpyon:
Amopoyete TNV gmOpN UE To, LATIO TS YOTOG.

H acpdlelo 1 1 0TOTEAECUATIKOTNTO TOL KTNVIALTPIKOD QUPHOKELTIKOD TPOIOVTOG eV EYEL
tekunpwbel og yoreg nikiog pikpotepng tov 1 €tovc.

Aolumé&n Tov 0VPOTOMTIKOD GUGTHUATOG UTOPEL VO ELPAVIGTEL AOY® YAvKoLovpiag, ToL TPOKOAEiTAL
and cokyap®dn dapnim 1 and myv enidpaocn g velagliflozin.



Ye mepintmon mov eMPUEVOLY ot GYeTICOHEVES e T Bepaneia avemBounteg evépyeteg (T.y. d1dppoia), 1
velagliflozin 6o mpémet va dtakomel ko Oo mpémet va eEetaotel 10 EVOEXOUEVO EVOALAKTIKNG Oepameiog
v to XA,

Ot ydareg pmopel va ypelactohv Tpocmpivi dlokomn e Bepameiog o€ KAVIKEG KOTAGTACELS TOV givat
YVOGTO 0Tt Tpodtabfétovy oe kKeto&éwon (m.y. avopetia [EXhenym Opeéng] AMoym o&eiog acbivelog
vnoteia EmeiTo and YEPOVPYIKY ETEPPAOT).

[dwitepeg mpoeuAGEEIC Tov Tpénel va Aapfdvovtor omd o dToo Tov YopNYEl TO KTNVINTPIKO
OoPULOKEVTIKO TTPoidv g Lha:

Kpatnaote ) yepuopévn oopryya pokptd omd moidid. Avtd 10 KINVINTPIKO GUPLOKEVTIKO TPOTOV
umopel va Tpokarécetl e appl epedicpd ota patio. AToevyete TNV emaen L To patie. Edv to mpoiov
e10éA0et katd AdBog ota pdrtio, EeMAHVETE Ta LATIO APEGMS KOl GYOALUCTIKA LE VEPD.

[M\Ovete ta yépra petd tn ypnon.

H toyaia katdmoon g velagliflozin pmopel vo tpokaAésel Topodikég ETOPACELS, OTMG AVENUEV
VEQPIKN AmEKKPLoN YAVKOLNG, aVENUEVO OYKO 0VPMV KOl, EVOEYOUEVOC, Lelmon TNG YALVKOING Tov
OlLOTOG KATO GLYKEVIPWOOT). L€ TEPITTOOT ELPAVIOTG OTOLGONTOTE OVETOVUNTNG EVEPYELOG T.X.
émerto amod katd Adbog katdmoon N €Gv epuPavioTel epeBiopdg oTa HATIA, VO avalNTNOETE QUESMG
Tpikn Pondela kot vo emdei&eTe GTOV 10TPO TO ECOKAEIGTO PVUALO 0ONYIOV YPNCEMG N TNV ETIKETA
TOV QUPUAKEVTIKOV TPOIOHVTOG,.

Idwaitepec TPOQLAGEELS Y10 TNV TPOCTAGI TOV TEPIBAALOVTOC:
Agv 1oyvet.

3.6 AvemOopnta cvpufavra

Idrec:

[ToAV cuyva Atéppoto 1y pohakd koTpovol

(>1 Lo / 10 vrd Bepomeio (da): ToAvSuyio ) Tolvovpio?
Andrero Bapovg’
Agvdatoon?
'Epetog®

Suyvé Awpntikn ketoéémon (AKO)®

(1 ém¢g 10 {oa / 100 vrd Oepancio {ma): Awpntikn ketovovpiod
Aoluwén tov ovpomomtikod cuotiuaTog (AOX)
Ynepoiehoppoto
YnepacBeotionpiod

H diéppota N ta porakd koTpave pmopet va givat tapodikd. H vrootpiktikn Bepancio propet va
Bonbnfoet oty enilvon TOV YOUOTPEVTIEPIKDY CUUTTOUATOV. TE TEPITTM®ON OV 1 dtdppota oV oyeTileTon
pe ™ Bepamneio empével, 1 Oepaneio Bo Tpémet va drakomteTo Kot vo eEeTalovTal EVIALAKTIKEG
Oepameiec. BA. emiong tig mopaypdeovg 3.3 kat 3.5.

IToAvduyia 1} ToAvOLPio UTOPEL VO EPPOVICTEL OG PEPOG TNG VTLOKEIEVG VOGOV 1| Utopel Vo, evioyvOel
Aoy ™G oopmTikng dpdong tng velagliflozin.

Andrela Bapovg pumopei va LPAvIoTel ¢ LEPOG TNG VIOKEIUEVTG VOoOV. Apyikn andAeia Bapovg pmopet
va ovpfet Aoy g yAvkolovpikng dpdong tng velagliflozin. Eqv n anmAeio Bapovg empével, O mpémet
va yiver édeyyoc v AKO. BA. emiong tig mapaypdeovg 3.3 kot 3.5.

H cofapr apuddtwon Ba npénet va odnynoet oe £leyyo yio AKO. Oa mpémnet va yopnyeiton KOTAAANAN

VIOOTNPIKTIKY Ogpameio pe vypd, dnwg amatteitatl. BA. eniong tig mapaypdpovg 3.3 kot 3.5.



O épetog givar cuvnBwg dwkeinmv Kot vroywpel yopig edkn Bepaneio. O 0&0g 1 Mo cVYVOS €UeTog
umopei eniong va givat onpuadt kKhvikng AKO 1 dAlov coPapdv todncemv kot Bo mtpémel va diepevvatan
avaArdywc. BA. emiong tig mapaypdeovg 3.3 kot 3.5.

Ye mepintowon AKO 1 dwufnrikng ketovovpiog: Ztapatote ) Oepaneio kot Eekvnote Oepaneio pe
woovAivn. BA. eniong tig mapaypdpovg 3.3 kot 3.5.

H vrepoieldppoia eppoviletor cuvilme PLOVO GTIG APYIKES YOPNYNOELS, AUECHS UETA TN YOPNYNON Kot
dev amouteitan €101k Oepamneio.

H vrepacPeotioipia ivar cuvnbwg Nmia, pe ta exinedo acPectiov vo Tapapévouy Kovtd 6To g0POg
avaQopag Kot dev amorteital 101k Bepameia.

H avagopd avemBountov coppdvtov etvar onpavtikn. Emtpénet t ovveyn maparxorovbnon g
ACPAAELNG EVOG KTIVIATPIKOD POPUAKEVTIKOD TPOiOVTOG. Ol avapopég TPEMEL VOL ATOGTEAAOVTOL, KATA
TPOTIUNOT HECH KTNVIATPOV, €T GTOV KATOYO TNG GOEL0S KUKAOPOPING 1] GTOV TOTMIKO AVTITPOGHOTO
TOV N oTNV €Bvikn apudda apyn LEC® TOL €0VIKOD GLGTALOTOC AVAPOPES. AvatpéEte 6TO PUALO

00N YLDV YPNONG Y10 TA OVTIOCTOLYO GTOLYEIN ETKOVMVING,.

3.7  Xpnon katd Tnv KONoN, TN YOAOUYid 1] THV OOTOKIA

H acpdeio Tov KTviaTpikod QopUOKEVTIKOD TPOIOVTOC dev £xEl amodelydel KoTd TN SGpKEL TNG
AVATOPAY®YNS, TNG KOMoMNg 1 TG Yolovyias. To mpoidv va yopnyeitol povov cope@va pe Ty
EKTIUNON 0PELOVG-KIVOVVOL 0td TOV VIELOLVO KTNVIATPO.

3.8  AlMniemiopaocn pe GALO QUPUOKEVTIKA TPOTOVTA KoL GAAES HOPPES aAAemiopaong
Ot aAAnAemdpaoelg petal&d apudkmv dev xovv depgvvnei in vivo.

H tovtoypovn Bepomeio pe dtovpntikd oev £xetl a&lohoyndeil. Adym TG QopUaKOSVVOUIKNG ETLOPAOTG
tov Senvelgo, n onola punopel vo TPOKAAEGEL IO OCUMOTIKT 6100pN N, 1| TAVTOYPOVT| Bepameia e
drovpnrtikd pmopel va €xet mBavn cuvepyikt| dpdon.

H tavtoypovn ypfion tov Senvelgo pe wveovkivn 1 pe dAdeg Bepameieg yio tn peimon g yAvkolng
TOL aiporog dev £xel diepevvnOei (BA. mapdypago 3.4).

3.9  Odoi yopriynong kor docoroyia
Ao otoONATOG YpTIoN.

H ocvvietdpevn do6on eivan 1 mg/kg copotikov Bapovg yopnyovuevn pio gopd v nuépa.

IMoa ydreg mov lyav AaPet Tponyovpévag Bepaneio pe tvoovAivi/dAlo avtidapnTikd QopUOKEVTIKO
TPOTIOV, T0 60G0A0YIKO oyfuo eivar To 1010. Katd tn petdfacn amd tnv tveovkivn, mapoaleiyte )
Bpadwvn 601 veovAiving amd v nuépa mpv and thv Evapén g Bepanciog ue velagliflozin.

To dulopa TPETEL Vo avappoPATaL, XPTCLLOTOIMVTAS T OOGIUETPIKT GUPLYYE, TOV TUPEYETOL OTN
ovokevacia. H oopryya epapuolel ot orodn kot £xet dafaduion ava kg copatikon Bapovg. To
KTNVIOTPKO QOPUAKEVTIKO TPOTOV pmopel va yopnyeitan gite amevbeing oto otdpa gite o€ pKpy
TO0GHTNTO TPOPTG.

To KNViaTpKd EoPRAKEVTIKO TPOTIOV TPEMEL VoL Yopyeital mepimov v id1o dpa Kabe nuépa.
Edv mopoainebei pio 060, Oa mpémet va yopnynbei to cuvtoudtepo duvatd v idta nuépa.
Metd ) yopnynon, KAelote Kahd T LA LE TO TOUA.

H oVpryya pmopei va kabapiotel pe éva kabapd, oteyvo mavi.

H obvpryya dwobétel drafabduion avd copatikd Bapog pe tpocavénoeic ava 0,5 kg.

3.10 Xvprrdpate vTePdocoloying (Kol KOTA TEPIATMO, NETPO AVILHETAOTLCNG KL VTIO0TA)

e perétn avoyng 90 nuepav, mov agloloyovce emavarappfovopeveg d6ceig 1, 3 ko S mg/kg
velagliflozin, mapatnpnnke 8060e£apTOUEVO LOAAK®UO, KOTPAVOV.



e evNAIKeG ydteg 9 unvov pe emavaiappovopevn vtepdocoroyio Emg Kol 5 eopég TNV vynioTepn
ocwvictdpevn 86om tov 1 mg velagliflozin ava kg copaticod Bapovg yio 180 nuépeg onueiddnke
pewmpévn avénon Papovg. g ek TovTOL, 1| AENCT PAPOVE OTIG VIO AVATTVEN YATEC UTTOPEL VO
pelwdei, eav svpPaivel cuveyng vrepdocoroyia yio peydio ypovikod stdotnuo. H mpdcsinymn vepod
avéndnke kotd tn Ogponeio pe velagliflozin.

[Mopodikn advénomn Tov HEGoV GPOL TV TPLYAVKEPLOIOV Kol AVENUEVEG LEGEG TIUEG YOANGTEPOANG
napoTnPeNOnkay oe OAec TIg opuddeg Oepameiag. Kot ot 0o TIpéG Tapépuevay vTog Tov avTioTor o
€0POVG AVaPOPAS ITOPIKMV EAEYY®V G€ VYN {da kot givor pkpng KAVIKNG onpaciog.

3.11 Eiwdwkoi wepropiopoi ypnong Ko e101kég 6vvONKeg yp11oNG, supmepLAapupavopivey
TEPLOPLOCUAV GT1] YPNG1] OVTLUIKPOPLOKAV KUl OVTITOPUGITIKAV KTNVIUTPLKOV
QUPLIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPIGTEL 0 KivOuveg avamTung avroyig

Agv 1oyvet.
3.12 Xpovor avapovig

Agv 1oyveL.

4. OPAPMAKOAOTI'IKEX TAHPO®OPIEX
41 Kodwkog ATCvet:

QA10BK90

42 ®appoKodvvouK

H velagliflozin givan évag e&opeticd eKAEKTIKOG 0VAGTOAENG TOV CUHUETAPOPEN VOTPIOV-YALKOLNG
vrotomov 2 (SGLT-2), mov ekppaletal kKupimg otovg veppove. H velagliflozin £xel emiong pkpn
avaotaATikn Opdor otov SGLT-1, mov ekppaletor Kupimg 6To AETTO £VIEPO, OALY EKPPALETAL EMIONC
o€ YOUNAOTEPO eMimedo oTovg veppovs. O SGLT-2 givar o KOprog petapopéag yo TV EXavappoOPnon
g YALKOONG amd ta 0Opa, pe Tepimov 90% g EIATPaPIoUEVIC YAVKOLING VO ETAVOPPOPATOL OO TOV
SGLT-2 kot 10 10% va emavappoedtor ond Tov SGLT-1. H avactorn tov SGLT-2 odnyei o
amoPoin ¢ yAvkolng ota ovpa pe amotélecua T peimon tov avénuévav emmédmy yAvkolng 6to
aipo og Sapntikéc yatec. H peiwon g vaepyivkaipiog cvvnog mapatnpeitor evedg 7 nuepmv omd
v évapén g Bepaneiog. 'Eva yaunio eninedo yAvkolng 6o cuveyioet va emavappopdtol HEc®
atelob¢ avacTtoAng Tov SGLT-1, mov amotpénel Tov Kivouvo yio KAMVIKY vToyAvkotpio. Avti 1 pikpn
avaoTaATikn Opdor otov SGLT-1 unopei eniong va GupPairel oe S0G0eEQAPTOUEVO LOAAKDUO TOV
KOTPAV®V Kol G VAAPT KOTpava/dtdppota Adyw g ékepaocng tov SGLT-1 oto Aentd éviepo.

e o eLPOTAIKT KAVIKT SoKIUT TS0V, 1] 0CQAAELD KOL 1] OTOTEAEGLOTIKOTNTO, TG 060MG TOV 1
mg/kg velagliflozin na& amd tov otépTOC NUEPNGIME 08 drafnTikég Yateg a&loloynOnke Kot
ovykpidnke pe 3661 YopNYoVUEVN dVO QOPEC TNV NUEPA UE EYKEKPIUEVN Y10 KTNVINTPIKY Oepameio
WGOLAIVY ¥0ipov (TPOGPLOYN ATOUIKNG 600N G) TeEPLocdTEPO 0md 91 Nuépec.

H a&ohdynon g amotedecpatikdTrog Tpaypotorodnke Enerta and 45 nuépeg Bepomeiog Kot
a&lohoynonie 611 N TepinTmon BewpnOnke emttuyng, edv éva (o epeavile cuvovacuévn Peltioon oe
TOVAGYLETOV €va KAVIKO cOumT@pe Tov oyetileTon pe To dafnn (). TpOSANYN vePo, OYKOG Kat
ovyvoTNTO 00PN OGS, OPNTIKN ToALVEVPOTTADELa Kol Opeln), KOOMC Kat av epeavile Peitioon og pia
TOVAGYIOTOV YAVKOUUIKTY EPYACTNPLOKN TTapdpetpo (LEon YALKOLN aipaTog TG KApmOANg YALKOLNG
aipoartog <250 mg/dl, ehdyiotn yAukoln aipatog <160 mg/dl kot ppovktolapivn opov <450 umol/l).
21 pehét cvppeteiyay dafntikéc yateg mov dev giyav AdPetl Oepameia pe voovAivn Kabmg Kot
dapnrikéc yateg mov iyav Aafet Tponyovpévmg voovrivi. H pekétn emPefainoe 6t velagliflozin
dgv oV KATMTEPT 0O TNV WWGOLAIVT] Yoipov Ppadeiag dpdong. To mocootd emttvyiog g Bepaneiog
mv nuépa 45 g Bepaneiog yia yateg mov AduPovay Bepameia pio popd v nuépa pe velagliflozin



nrav 53,7%, evd yio avtég mov Adppavay gvécelg vaovdivg yoipov Bpadeiog dpaong 600 Qopég v
npépa nrav 41,9%.

BeAtioon TV YAUKOUIK®OV EpYOCTNPLOKOV TOPAUETPOV TOPATPHONKE G PLEYOAVTEPO TOGOGTO
yotmdv mov haPav Bepameio pe velagliflozin oe oOykpion pe ydteg mov Ehapav veovrivy v nuépo. 7
(80% opada velagliflozin, 42% opddo voovAivig) Kot o€ KGbe emOEVO YPOVIKO onpeio Kab’ AN ™
Slpkeln TG HEAETNC.

e uo KMvikn dokun mediov otig HILA., ) aceddeta kat 1 anotelecpotikotto tng velagliflozin og
doom tov 1 mg/kg/muépa a&loroynonke o SLaPNTIKEG YOTES TOV TPOCEAUTA SLOYVAOCSTNKAY UE S1ofrTn
KaOdG Kot o€ mEPLOPIoUEVO aplBud yoTmv mov giyav AdPel mponyovuévag Bepaneia pe wooviivn. O
OYEOLOGLOG TNG HEAETNG XPNOLHOTOINGE TO Pactkd EAeyyo Yo OAES TIG YATES IOV GULUUETELY OV OTN
perémn kat mwov aaPav velagliflozin. Xe avtr ™ dokim, to 88,4% tov yotdv mov Elafav Oepaneio pe
velagliflozin ka1 copmeptinEONKay oTnY avaAvoT OTOTEAECUATIKOTTAS TANPOVGOV THV OOITNON Y1
emtuyia g Oepameiog v nuépa 30.

H odvBetn petafintn «emvyia tng Oepaneiogy nepiehdpupave BeAtioon o€ TOLAGYIGTOV EVO KMVIKO
COUTTOUN TOL GyeTileTal Pe To cakyapmor daprtn (ToAvovpia, ToALOWYiN, AKOVGLO UTMAEL
Bapovg, moiveayia 1 StapnTikn vevporadeia) Kot PeATiOoN 6 TOLAGYIGTOV pio YAVKOUIKNY
petafAntn og cOyKpIon pe v eniockeyn mapakorlovdnong (gite o pécog 6pog TG KOUTHANG YALVKOLNG
610 aipa, mov eniong énpene va glvar <300 mg/dl eite n ppovktolapuiviy opov, Tov eniong Enpene va
givon <450 pmol/1).

4.3  DoppuoKOKIVNTIKI

Amoppognon:

‘Emetta a6 otopotoc yopriynon 06ong tov 1 mg/kg velagliflozin o ydteg vd vnoteio, ot KOUTOAES
GLYKEVTPOOTG-YPOVOL 0TO TAAGLA YopaKTnpilovTol amd Tayeio amoppOPNoN e TIG LEYICTEG
GLYKEVTPOGELS 6T0 TAAGUO (Crax) VoL emttvyydvovtat Enetta and 0,6 oG 1 dpat (Tmax). H péon Cmax
kopaivetal and 1,293 éwg 2,161 ng/ml kot o1 péceg meployég KAT® Omd TNV KAUTOAN £VIOC 24 @phdv
(AUCo.241) xopaivovtar and 6,944 éwc 11,035 h*ng/ml.

‘Emerta amd otopatog yopniynon velagliflozin og ydteg mov Elafav tpoen], ot kapmdieg
GLYKEVTP®ANG-YPOVOL GTO TAUCUA YopaKTpilovTal omd eAaPp®G KOBVGTEPUEVT ATOPPOENON LE TN
Crmax va emroyyaveton énerta and 1 €mog 3,67 @peg (Tmax). H néom Cmax kopaivetor and 316 émg 846
ng/ml kot o1 péeeg meployés KAT® omd Ty KoumoAn evtdg 24 opdv (AUCo.24 n) Kopaivovtot oo 2,786
émg 7,142 h*ng/ml.

Yvvoyilovtag, av kot ot yateg vo vioteio 3150V VYNAGTEPT Chax Kot LKPOTEPO Tmax, LLE
amotéleoua vynidtepn éxbeon (AUCo24h) o€ GOYKPION UE YOTEG OE KATAGTOOT GITIONG, ALTO OEV
Bewpeitar OTL ExEl KMVIKT oNUacio.

"‘Emterta amo emavolapfoavopevn kabnuepvi and otopatog xoprynomn 66ong 1, 3 kot 5 mg/kg
velagliflozin c¢ ydteg yio Sidomnua dvo tov €61 unvov, Topotnpndnke elaepd avénon g £kbeong
(evpog: 1,3 éwg 1,9 popéc). Emmpdobeta, mapatnpndnke téon yio Arydtepn adénon g EkBeong
(AUC) avaroyikd pe tn 660m Kot TG Cmax Yo OAa ToL emtimeda dOoMC.

Agv mopatnpnnke oyetikn dwpopd oty €kbeon petald opoevikov kot Onilvkov yotov. H
velagliflozin eppdvice andivtn Brodiobecipotnta kotd 96% ot yateg vd vnoteia Enetto, amd 6TOUATOC
xopnynon.

Kotavoun:

Mua peAdétn in vitro pe ypion mhdouartog yarag £de1&e vynin (93%) 6éouevon Ue TIG TPMTEIVEG TOV
TAQCLLOTOG,

Muo pedétn in vitro pe ohko aipo yarag £dei&e 6t n koravoun tng velagliflozin ota gpubpd
apocaipla NTov pétpro. H avaioyio cuykEVIpoong apocpaipimv Tpog GLYKEVTP®OT TAAGLOTOC
(Cue/Cp) Nrav 0,84. H poppokokivnTikn £meita omd evooeAEPLa xoprynon o€ yateg £6g1&e OyKo
KaTavoung (Vss) Tapouolo e auTdv ToL GULVOAKOD VEPOD TOV GAOUOTOC, KATUOEKVOOVTOS KOTOVOUN
g velagliflozin otovg 1ot00C.



MetofoMopog:

O mpotapyucés petafortkég 0doi mov mapatnpndnkav ce yates EMeiTa amd GTOUATOS XOPYNOoT TNG
velagliflozin tav o&eidmon, cuvévacuds o&eidmwong kot apudpoydvmeng kot oLevEn Beukdv.

AmofBolr):

‘Eneita o6 otouartog yoprynon (ue sitton/vynoteia), o pécog ypodvog nuicetog Cong (Ti2) kouaivetal
ano 4,5 éog 6,4 opec. 'Enerta and otopatog yoprynon o€ ydteg, n velagliflozin anexkpibnke kvpimg
OUETAPANTN OTA KOTpAvE. ZNUEIOONKE HOVO iKpY veepikn amékkpion (epinov 4%).

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopfototnreg

AOY® EMAeYNG HELETOV AoLUPATOTNTOAG, TO TAPOV KINVIATPIKO POPUUKEVTIKO TPOTOV dEV TPEMEL VOl
OVOULETYVOETOL LUE OAAO KTNVIOTPIKE POPUAKEVTIKY TPOTOVTA.

5.2  Awpkero Long

Awgpreia {0NG TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI) GUGKELOCTN TOANGCNG:
3 ém.

Atdprelo {mng LETA TO TPATO AVOLYLLO TNG GTOLELMOOVE CLOKEVAGING: 6 UNVEC.

5.3 Idwitepeg mpo@urdiers katd T OLAEN TOV TPOTOVTOG

Agv vrapyovv 181KEG 0dMNYieg S1oTHPNONG Y10 AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

54  ®bon ka1 6HVOEG TGS GTOLYELDO0VS CVCKEVUGIOG

Hudiapavig eéin vyming rukvotntog toivaibvieviov (HDPE) mov epiéyer 30 ml wdéoipov
SO UOTOG e MdLopaviG BOoua TpooapuoyEa younAng Tukvotntog toivatvieviov (LDPE) kot
TOUA AoPaAEiog Yio Tondid.

Hudiapavig eéin vyming rukvotntog mtoivaibvieviov (HDPE) nov mepiéyet 12 ml ndéoipov

oA aTOg pe Nudtapaveg Boopa Tpocapuoyia younAng tukvotntag toivatvieviov (LDPE) kot

TOUO AoQOAELNG Y10 oL,

Aocpetpikr] obpryya tov 0,6 ml wov amotereiton amd Aevkd EuPoro Pabporoynuévo avd kg
ocopotikov Bapovg (mpocavéneelg 0,5 kg) péca oe Evov nudtaeavn KOAVSpo.

Kd&Be ydptivo xovti mepiéyet pio grodn kot pio SoGIUeTpikn cvptyya.

55 Ewwkég mpopuiaiers amoppiyng vog pn ypoorotn0Evtos KTNVIUTPIKOD QOPRAKEVTIKOD
TPOIOVTOG 1] GALOV VAMKAV TOV TPOEPYOVTUL O.TO T Y P11 TOV TPOIOVTOS, OV VTAPYOVY

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIOKOV ATOBAATOV.
XPNOOTOMOTE TPOYPALLUOTO ETLGTPOPTS PAPUAKMV Y10 TNV andppyn Un xpnoonomfévioy
KTNVITPIKOV QOPUOKEVTIKOV TPOIOVIMV 1] GAA®V DAIKMV TOV TPOEPYOVTAL OO T XPTOT| TOVG
COLLPOVO, LLE TIC TOTIKEG OTOLTIOELS KOl LLE TUYOV €0VIKG GVOTNUATO, GVALOYNG TTOL 1GYDOLV Y10 TO
OYETIKA KTNVIOTPIKE POPLOKEVTIKE TPOTOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH



7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/23/305/001-002

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

20/11/2023

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX [IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTOQN
Na yopnysitor pévov pe KIviaTpiky cuvtayn.

Agntopepeic TANPoPopieg Yo TO €V AOY® KTIVIOTPIKO QUPUOKEVTIKO TPoiov eivan dabéaiueg otn Bdon
dedopévav g EE yia ta ktnviatpikd mpoidvto (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA II

AAAQOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX
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AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX

EIAIKEX AITAITHZEIYX ®PAPMAKOEIIATPYIINHXHX:

O Kdroyog Adeiog Kukiopopiag Oa kataypdpel otn Baomn 0£00UEVOV PAPLOKOETOYPVUTVIONG OAQ TO,
OTTOTELECLLOTO, KOl TO. GUUTEPACUATE, TG OLAOIKOGIOG dlayEiplong oNUaToS, GUUTEPIAAUPAVOUEVOD

€VOG CLUTEPAGLLOTOG Y10 T GYECT 0QEAOVG-KLIVOUVOV, COLQ®V 1 TNV akdAovOn cuyvotnta: Kdabe 6
LUNVES Y10 TOL TPATA 2 ¥pOVIO, LETA TNV EYKPLoT).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX

13



A. EIIXHMANXH



IMAHPO®OPIEX IIOY HPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XdapTivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Senvelgo 15 mg/ml woo10 dtdAvpa yio YOTEC

| 2. TLYNOEZIH IE APAXTIKH(EX) OYZIA(EL)

Kabe ml nepiéyet:
Velagliflozin: 15 mg (wodvvapei pe velagliflozin L-proline H20: 20,1 mg)

3. YYXKEYAXIA

12 ml
30 ml
1 ovpryya

4. EIAOX(H) ZQOY(QN)

Fateg

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHE

Ao oTONATOG YPTIoN.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AH=ZHX

Exp. {uw/ecee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX MTPIN AITO TH XPHXH»

AWPAcTE TO POALO 0ONYIOV YPNONE TPV OO TN ¥PNON.
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11. OI AEEEIX «<ATIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKG Y100 KTNVIOTPIKY XPTOT).

12. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Noa puidooetar o€ 0éon, v omoia dev PAETOLY Ko dev Tpooeyyilovv Ta Taidid.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

‘ 14. APIOMOI AAEJAY KYKAO®OPIAX

EU/2/23/305/001
EU/2/23/305/002

| 15. APIOMOX IAPTIAAY

Lot {apBuoc}
info.senvelgo.com/eu

oFEAg
Q-I
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

®1an/HDPE

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Senvelgo

‘ 2. MMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Velagliflozin: 15 mg/ml (1codvvapei pe velagliflozin L-proline H2O: 20,1 mg/ml)

‘ 3. APIOMOX ITAPTIAAX

Lot {ap1Buoc}

| 4. HMEPOMHNIA AHEHE

Exp. {pp/ecee}
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHT'IQN XPHXHX
1. Ovopooio ToOUV KTNVIOTPLKOD POPUUKEVTIKOD TPOIOVTOG

Senvelgo 15 mg/ml moécio didAvpa yro ydteg

2. YovOeon
Kabe ml nepiéyet:

ApPUGTIKO GVOTUTIKO:
Velagliflozin 15 mg
oodvvouei ue velagliflozin L-proline H,O 20,1 mg

AlwyEg, Aypopo £0¢ EAAPPDOS KITPIVO, EALAPPAOS KAPE dtiAvpa

3. Eion Lowv

Idrec

4. OepamevTikég evoeielg

Evdeikvotol yio ) peimon e vmepyAvKopiog o€ YUTEG UE UT IVGOLAVOEEQPTMUEVO GOKYOPMOIN
Swoprn.

5. Avtevoeigelg

No unv ypnoyLonoteiton 6€ yates Pe KAMVIKE cupmtdpata dtopntikng keto&éwong (AKO) 1
EPYOOTNPLOKES TIUES GVUPVEG pe glkova AKO. Na unv ypnoiponoteital o€ yateg e cofapn
AQLOATOGCT TOV ATALTEL YOPTYNOT) CLUTANPOUOUTIKOV VYPOV EVOOPAEPI®G.

6. Ewwkéc mpogidomon)oelg

Acvpuntopatiki vroyAvkapio, tov faciletol og pepovopéves HETpNoelg yYAukolng aipatog, propet
va Topotnpndei omopadikd otn Oepomeio pe velagliflozin,

H acpddeio kot 1 amoteleopoTIKOTNTO GUVILAGUEVNS Bepameiag e tvoovAivn 1 ue dddeg Bepameieg
yio T peimon g yAvkolng tov aipatog ko ue velagliflozin oe yareg dev £xet diepeuvnOei.

Abdyo® tov TpdTOL dpdiong TG WWGoVAIVIG VITAPYEL avENUEVOS KiVOLVOG LITOYAVKOTOG, ETOUEVMG T
cuvdvacpévn Bepaneio dev cuvioTaTal.

Bdoel tov tpdmov dpdiong, avapévetat 6Tt ot Yateg mov Aapfdavovy Oepameio pe avaotoieic SGLT-2
Ba eppavicovv yAvkolovpia. Emopévag, o fabuog yAvkolovpiog dev amoteAiel a&0moto S1oyveoTiKo
delktn ywo TNV mopakorovOnon Tov yAvkoipukoh eréyyov. Kabog n yAvkolovpio pumopel va empeivet
v 2 €0¢ 3 NUEPEG UETA T SLOKOTN TOL KTNVIATPIKOD PUPUUKEVTIKOD TPOIOVTOC, Ol GUYKEVIPMGELG
™G YAKOING oto aipa Ba mpémel va mapakorlovBovvtal, Yo va kabopiotel mote yperaletal va
emavoAneei n Bepaneia yio To SrafrTn.

H vpeomn tov dofntn énerto and Oeponeio pe velagliflozin dev diepeuvnOnke og kKhvikég dokipég
nedion. Adym tov TpdToL dpdong g Velagliflozin, uropei va. eivar dbokolo va eviomioTody ot ydteg
nov Ppickovral o€ Veeon. Edv vidpyet vmoyio Hoeong, o propovoe va e&etaotel T EVOEXOUEVO
dtokomng tng Bepameiog, aAld n cuvé o GAAOY pETp@V (T.y. dlatta younAr o€ VOATAVOPUKES,
KaTdAANAN droxeipiomn PApovc) Kot 6TEVH TAPaKOA0VONGT TOV YALKALLUKOD EAEYYOV YO TNV
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EMOVEUPAVION TOV KAVIKOV cupurtopdtov. Edv 1 ydta vrotpomdocel, tote 1) Oepaneio pe
velagliflozin propei va Eovapyioet.

Idwitepec TPoULAGEELC Y10 TNV ac@OAT ¥p1ion ota 16N Lhwv:

Me Bdon tov tpomo dpdiong tov avactoréwv SGLT-2 (6mwg 1 velagliflozin), n exapkng evooyevig
TOPAYMYT] WGOVAIVIG amotelel TpoimdOeoN Y100 TNV EMLTLYY] OVTILETATICT TOL GOKYOPMDOOVE dofNTn
LLE QVTO TO KTNVIATPIKO QOPUOKEVLTIKO TPOTOV.

Agdopévov 6TL dev VILAPYEL KADOPIGUEVO OPLO YO TV EVOOYEVT] IVGOVAIVT] KATOANYOVTOG GE
oLUTEPACHLO Yio ETaPKN dfecipudTnTa, ot axoAovheg odnyieg etvat onpavticég yio Tov evtomioud
YOTOV KATIAANA®V Yo TV évapén g Bepamneiog («IIpwv amd v Evapén g Bepomeiog) Kot
ocuvéylon g Oepameing («Apyki cVGTACT TOPAKOAOVONONG (TPMTEG dVO EPSOUADES)») Yia TOV
EVIOTIGUO YOTAOV TOL EXOOEAOVVTOL 0t TN povobepomeia.

Ipw arno tyv évapln tne Ospancios:

Oa pémet va dievepyeital ELeyyog yio Sapntin keto&émon (AKO). Enopévac, amarteiton Eheyyoc yia
KETOVOOOUATO, GTO, 00PA. 1} 6TO aipo Tpv omd ™ xpnon. H Oepamneia 6g Oa mpénet va Eekiva 1 va
ocuvveyiletat, edv LTAPYOVY KETOVOCHUOTO O GLYKEVTIPMOELS EVOEIKTIKEG Yia AKO.

KMviké cvpuntoparto 6nmg axodoo andieio fapovs, apuddtmon, Anbdapyog, avopesia (Erietym
opetng), éuetog, kayeéio umopel va vmodekvoovv AKO.

O1 d1ePnTIKEG YaTEG IOV £YOVV AAPEL TPONYOVUEVMG IVGOVATVT SLOTPEXOLY VYNAOTEPO KIVOLVO Yial
AKO kot ketovovpio og cOykpion pe acbeveic mov dayvaotnkay tpdoeota, dtav Eekivicay vo
AopBdavovv velagliflozin.

O yarteg mov Bempeitor 6t1 dratpéyovv kivdvuvo va eppavicovy AKO ypeidlovtol otevn
napokorlovOnon kot Oa wpénel va e€etactovy evolhaktikd oyédta Oepaneiag. O kivovvog epeaviong
AKO pewdveton onpavtikd petd tig 00o mpmteg efdopdades Bepaneiag, aArd n AKO pmopet va
EUQOVIOTEL VA TAGa oTiyUn (Yo TopaKoAovOnon PA. TapakdTm).

Edv n évapén g Bepamneiog kabvotepnoet yia mepiocdtepes omd TE00EPIC NUEPES LETA TN OLAYVOOT
TOV GOKYOPDA0VE dtafrytn, o ktnviatpoc Bo mpémetl va emavalloloynoel Tov Kivouvo Yo KEToEEman.

["dteg pe ocvvvoonpoHTNTEG OTTMG TAYKPEATITION, NTATIKN VOGO, AOMON VOGO, KAPSLaK VOGO, VEQPLKN
avemdpketa (otddio IRIS 3 1 4), veomhaocia, viepBopeoetdiopd Kot axpopeyario amokieicTnKay ond
TIG KAWIKEC peréteg. H aopdieia Kot 1) amoTEAEGLOTIKOTITO, TOV KTNVIOTPIKOD QOPLOKEVTIKOD
TPOIOVTOC G SAPNTIKES YATES e AVTEG TIC GLVVOCT|POTNTEG deVv £xel depguvnBel mAinpwc. H ypnon
TOL KTNVIOTPIKOD QUPIOKEVTIKOV TPOIOVTOG GE YATEG [LE GLVVOGNPOTNTEC YIVETOL LOVO GOUP®VA. LIE
TNV eKTiUnom 0eEA0VG-KIvoUVoL and Tov vtevduvo ktnviaTpo.

Ot axdAov0eg KoTaoTdcEl B0 Tpémet vo, emAvBovy mpv amd v évapén e Bepaneiog: apuodtoon,
vroyia 1 emPePfaropévn AKO, avopeéia, maykpeatitidn pe KAVIKG CUUTTOUATO, YpOVIo. O1dppola,
éuetoc, Kayeio.

Apyixij cbotacny maparxolobOnens (tpdrtes 0vo efdoudocs):
Awokoyte apéomg ) Bepaneio oe mepintmon emiPefoiwpévng | vwoyiag StopnTiknig KEToEEWONG
(AKO) 7 drapnrikng ketovoupiog Kol S1EPELVNOTE AVOLOY®G.

AOY® TOV TPOTTOL dpdiomg TV avactorémv SGLT-2, unopei va, unv eppavietel vepylvkopio g
nepintoon AKO (evyivkopikn keto&émaon). H didyvaoon g evyivkatpikig AKO mpénet va
Bacileton

0€ KAVIKG GUUTTMOWUOTO, GE EPYOCTNPLOKO 0TI UETABOAKNG 0EEMONG KOl 68 GAAN EPYAGTNPLOKA
evpfuota evoektikd g AKO.

Ye nepintoon AKO (7. peiopuévn 6peén, o&og Euetog, AN0apYOs/KOTATT®MGN, APLOATMGT Kol
EPYOOTNPLOKA EVPTLOTA) EIVOL EMTOKTIKN AvAYKT VO EEKIVIOEL AUECHOG 1) KOTAAANAN Ogpameio. Avtd
neprhapPavel apeon Evapén tng Bepaneiag pe tvoovdivi mapd TIG PUGIOAOYIKES TIUES YAVKOING 6TO
aipo (evylvkoipiky keto&émaon), evd To (o mapakorovdeitar/avtipetoniletat Yo viokaitoupio. H
évapén g WoovAivng gival amapaitnn, yio va otapatiost n eEEMEN TG ketoEémong. Oa Tpémetl va
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eEetaotel 10 evigyOUEVO YopNYNoNG deETPOING 1 GAANG TNYNG vAATOVOPAK®YV Kot KATAAANANG
STPOPIKNG VIOGTNPIENG EKTOG OO TNV WVGOLALVY.

Amarteiton EAeyyog Yo KETOVEG katd TNV Evapén g Oepomeiog kabe 1 pe 3 nuépeg Yo TIg dVO TPATES
gBoopadeg KOBMOS Kot OToTe 1 YATO EUPOVILEL KMVIKA COUTTOUOTO TNG AGBEVELNS, OTMOC LEIOUEVN
TPOGANYT TPOPNG, 0EL £UETO 1 pElOUEVN dpactnptotnTa. O EAeyy0g Yio TV TapovGia
ketovoooudtov Oa Tpémet 10avikd va yivetal 6To TAAGHO 6€ KTNVINTPIKT KAVIKY, oAAG pmopel va
eleyyBel amod Toug 1oKTTES TNG YaTag 6To omitt, fubilovrog T oxetikn Towia eEétacng obpwv ot
o0pa TG YUTOC, T.)Y. OTNV AQupo TG Yatoc. Edv aviyvevbolv ketoveg, | Oepameio Oa mpémel va
SloKoTEl Kot 1) KATAoTOOo™ TG VYElag TG yatag va atoloynfel apéomng and Ktnviatpo.

2006TAOEIS Y10, TAKTIKI] TOPOK0L0V0noN:

O caxyapmdong drafrne (ZA) propel va eglybet pe v TAP0do ToL ¥POVOL Kol £TGL OPIGHEVES YATES
umopet va yperalovrar eEmyevi] tvaovAivn yia v tpdAnym ¢ AKO. Enopévag, ot ydrteg pe LA, ot
omoieg vroPaiiovtal o€ Bepameio e TO KTNVIOTPIKO PUPUOKEVTIKO TPoidv, Oa mpémet val
TopaKoAovBodvTal TaKTIKE cOUP®V Le TNV Kabiepopévn tpaxtikh. Emmiéov, Aoym tov 1pdmov
dpaong tng velagliflozin, n taxtikn TapakorovOnon Ba npémel va meptropPdver a&loldynon yo
KeToveg (LEc® avaAvong oOpwVv 1 TAGGHATOS), a&loAdyNon TS KOTAGTAGTS EVLIATMONS (OCUMTIKN
dovp1Mon) Kot Tov cORATIKOD Bapovg (aKkovata aT®AEL COUATIKOD Bapovg Adym emipovng
yAvkolovpiog).

Kdabe popd mov gppavifovtar kKAwvikd copntopota AKO, 11 kotdotacn g vyesiog g yatog 0o tpémet
Vo, 0ELOAOYELTOL Y10 TNV TOPOVGIN KETOVOSMOUATOV (TT.). KETOVOLpia KoM ketovarpia), Tov dikviouy
AKO. Edv n yata avantoéelt AKO, ketovovpia 1 kETmon 1] €av 1 KAviKY| Katdotaon BeAtioons g
vatog pewwbei 1 ot Tipég TG YALKOING oto aipo 1 T epovkTolapivng eTdevmBovy HETA TNV apyLKn
Bedtioon, propel va amartnBovv Tpdcbetol dayvmaoTikol EAeyyot 1| eVOALAKTIKEG Oepameiec.
Yuviotdtot 1 aEl10AGYNoN TOV CLLOTOAOYIK®Y EEETAGEWV, TOV BLOYMNIKOD EAEYYOV, TNG AVAALGNG
00PWV Kol TNG KATAGTAONS EVUIUTMOOTG.

AOY® ToV TpOTOL dpdiomg, ol avaotoreic SGLT-2 propei va TpoKarésovy avénon e KpeaTvivig
otov 0pd, Tov ald@Tov ovpiog aiparog (BUN), Tov poxopdpov kat Tov vatpiov £vidg efdouddmy amd
v €vapén g Bepaneiog, akolovBovpevn amd 6tabeponoincn TV TGV, ZUVIGTATOL 1] TOKTIKY|
a&1oAdyNoN TNG VEPPIKNG AEITOVPYLNG, TOLV COUATIKOD PAPOVG KOl TNG KOTAGTAGNG EVVOATMONG GE
acOeveic pe veppikn voco. I'dteg pe veppikn voco otadiov IRIS 1 kot 2 copmepidnednkay 611G
Baoukég KAVIKEG dOKIUEC.

Hepoutépw npopvidéels yia acpaiy xpyon:
Amo@iyete TV €MAQT [E TA HLATLOL TNG YATOC.

H acpdleia 1| 1 0TOTEAECUATIKOTNTO TOL KTNVILTPIKOD QUPUOKEVTIKOD TPOIOVTOC eV EYEL
tekunpwbel og yoreg nikiog pikpodtepng tov 1 €tovc.

AoluméEn Tov oVPOTOMNTIKOD GLGTHUATOG UTOPEL VO ELPAVIGTEL AdY® YAvKoLovpiag, TOL TPOoKUAEiTOL
amd caxyap®dn dofnm 1 amd v emnidpacn g velagliflozin.

Ye mepintmon mov EXUEVOLY Ot GYETILOHEVES Le T Bepaneia avemBounteg evépyeteg (T.y. didppoia), 1
velagliflozin Qo mpénet va dwoxomel kot Ba mpémet va eEetactel To EvOgXOLEVO EVOAMAKTIKNG Bepoameiog
v to XA.

O1 ydteg pumopetl va ypelactovy Tpocwpivy dlaKomn g Bepaneiog o€ KAMVIKEG KOTOOTAGELS TTOL eivat
YV®GT6 0T Tpodlabétovy e keto&éwon (w.y. avope&io [ElAenyn dpeéng] Aoym ofelog acBévelog n
vnoteia EmELTo amd YEPOVPYIKT ETEUPOACT).

[dwitepec mpouAdEeic Tov mpénel va Aapfdvovror amd to dTopo Tov YopNyEel T0 KINVINTPIKO
QoppokevTkd tpoidv oe {da

Kpatnote tn yepuopévn oipryya, Lokptd amd moidid. Avtd 10 KIVINTPIKO QUPUOKEVTIKO TPOTOV
umopel va Tpokarécetl e appl epediopd ota patio. AToevyete TN emagn e To patie. Edv to mpoiov
€16éA0el katd AGBog oTa pdTio, EEMADVETE TO, LATIO AUECHG KOL GYOAUCTIKA LE VEPO.
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[M\ovete ta yépra petd ) ypnon.

H toyaia katdmoon g velagliflozin pmopet vo mpokaiécel Topodikég TOPACELS, OTMG OVENUEV
VEQPPIKT ATEKKPLOT YAVKOING, auENUEVO OYKO 0VPp®V KoL, EVOEXOUEVMGS, [eimon TG YAVKAOING Tov
OLOTOG KATH GUYKEVIPWOOT). L€ TEPITTOOT ELPAVIOTG OTOLOCONTOTE OVETIOOUNTNG EVEPYELNG T.X.
énerta amd koTd AGBog Kotdmoon N €dv epeaviotel epeBiopog ota paTia, Vo avalnTioeTe AUECWHS
oTpikn Pondeta Kot vo emdeieTe GTOV 10TPO TO EGOKAEIGTO POALO 0ONYIDV YPNCEMG N} TNV ETIKETOL
TOV QOPUAKEVTIKOV TPOIOVTOG,.

Eyxvuocbvn kot yorovyio:

H acpdAeio Tov ktnviaTpikod QopUOKEVTIKOD TPOTOVTOC dev £xEl amodelydel KoTd T S1hpKELD TNG
AVATOPOY®YNG, TNG KOMo™G 1 TNS Yolovyiag. To mpoidv va yopnyeitol Lovov GOUPOVO e TNV
EKTIUN O 0QPEAOVC-KIVOVVOV amd TOV LITEVBVVO KTNVIATPO.

AMnAermidpaon ue GAAC QOPULOKEVTIKG TPOTOVTO Kol GAAEC LOPOEC aAANAETIOpOOTC:
O1 odiniemidphoeig petal&hd eapuakmy égv £xovv diepevvnei in vivo.

H tavtoypovn Bepaneio pe dtovpntikd dev €xet a&lohoyndel. Adym TG QapUaKOSVVOUIKNG ETIOPAOTG
tov Senvelgo, n onoia pnopel vo TPOKAAESEL IO OCUMOTIKT S100pN N, 1) TAVTOYPOVT Bepameia pe
drovpnTikd umopel va Exel mhavny cuvepyikn dpdon.

H tavtoypovn yprion tov Senvelgo pe voovrivn 1 ue dAdeg Oepameieg yio tn peimon tng yAvkolng
TOL aiportog dev £xel diepevvnBei (BA. «E1dikég mpoeidonoceloy).

Yrepdocoroyia:
e perétn avoyng 90 nuepav, mov afloloyovce emavarapfavoueveg d06celg 1, 3 ko S mg/kg
velagliflozin, mapoatnprOnke 6060EEAPTMOUEVO HOAGK®UO KOTPAV®V.

Y& evAAIKeG YaTEG 9 UNvav e emavaAiapuBoavopevn vtepdocoroyio Emg Kal 5 popég TV LYNAOTEPY
ocuvviotdpevn d0on tov 1 mg velagliflozin avd kg copaticod Bapovg yio 180 nuépeg onuemOnke
petmpévn avénon Papovs. g ek tovTov, 1 Aénon Papovg otig VTd avamTLEN YaTES UTopEl va
pewmbet, edv cupPaivel cuveyng VITEPSOGOAOYIN Yo LEYAAO XpoviKO ddotnua. H Tpocinyn vepon
avéndnke kotd tn Ogponeio pe velagliflozin.

[Mopodikr adbénomn tov HEGov GPOL TV TPLYAVKEPLOIWMV KOl AVENUEVEG LEGEG THEG YOANOTEPOANG
napoTnpNOnkay oe OAes T1g opddeg Bepaneiog. Kat o1 0o Tipég mapépuevay viog Tov avtioTor o
€0POVG AVUPOPAS IGTOPIKMV EAEYY®V G€ VY (Do kot givol LKkpNg KAVIKNAG onuaciog.

Kvpieg acvpfatdmrec:
AOY® EMAEIYNG HEAETOV OOLUPATOTNTOG, TO TAPOV KINVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO,
OVOUETYVOETOL UE GAAD KTNVIOTPIKE QOPUAKEVTIKA TPOTOVTA.

7. AvemO@dunta cvppavra

Idrec:

oAb ovyvéa (>1 Lwo / 10 vro Bepamneia (dar):

Aéppota 1 porakd kémpaval
[ToAvduyia 1 molvovpia?
Andlen Bapovg®

Agvdatoon?

"Epetog®
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Yoyva (1 éoc 10 Loa / 100 vrd Bepaneia {da):

Awpntikn keto&éoon (AKO)®

Awpnricy ketovovpiad

Aolpwén tov ovpomomtikov cuotiuatog (AOY)
Ynepoiehdppota’

YnepooPeotionpiod

H didppota 1 ta porard kompoave propei va givat topodikd. H vrootpiktikn Ogponeio pmopei va
Bonbnfcet oty enilvon TOV YOUOTPEVTIEPIKDY CUUTTOUATOV. L€ TEPITTM®ON OV 1 dtdppota oV oyeTileTon
pe ™ Bepamneio empévet, ) Oepaneio Bo mpénet va drakomTeTo Kot vo eE€TalovTal EVIALUKTIKEG
Oepameiec. BA. emiong tig mopaypdeovg «Avtevoei&eio» kot «E1dkég mpoeldomooeigy.

IToAvdwyia 1 ToAvovpia pmopel vo ELPUVIOTEL OC LEPOS TNG VITOKEIIEVIG VOGO N UTtopel va, evioyvBel
LOY® NG oopmTikhg dpaocrg g velagliflozin.

Andrero Bapovg pmopet va epeaviotel ®g PEPog ™G VIOKEILEVNG VOGOV, Apyikn andAela Bapovg pmopet
va ovpfet Aoy g yAvkolovpikng dpdong g velagliflozin. Eqv n anmAeia Bdpovg empével, Oo mpénet
va yiver édeyyoc yio AKO. BA. emiong tic mapoypdpovg «Avtevdeifeioy kot «E1d1kég Tpoeldomomaceioy.
H coBapn| apuddtmon o mpénet va odnynoet og Edeyyo v AKO. Oa mpémet va yopnyeitot KatdAAnAn
VrOoTNPIKTIKN Bepameia Le vypd, dnmg amatteital. BA. exiong tig mapaypdpovg «AvievdeiEeioy Kot
«Ewdéc mpogidomomoeioy.

O épetog givar cuvnBwg dwkeinmv Kot vroywpel yopig 101kn Bepancio. O 0&0g 1 o cVYVOG EUETOG
umopei emiong va givat onpadt kKhvikng AKO 1 dAlov coPapdv tabncemv kot Ba mpénet va diepevvatan
avaArdywc. BA. eniong T mapaypdpovg «Avievdeibeigy Kot «Eidikég Tpogidonomceigy.

e nepintwon AKO 1 dopntikng ketovoupiag: tapatiote ) Oepancio ko Egxviote Oepaneia pe
wooLvAiv. BA. emiong Tig mapaypapovg «Avtevoeifeioy Kot «E1dikég Tpoeidomot)ceisy.

H vrepoieldppota eppoviletor cuvilme PLOVO GTIG APYIKES YOPNYNOELS, AUECHS UETA TN YOPNYNON Kot
dev amarteiton 01k Oepaneio.

H vrepacPestiopio eivar cuvnbwg Mo, pe tao eninedo acPectiov va Tapapévouy KOV 6To €0pOg
avaQopag kot dev amorteital 101k Oepameia.

H ovagopd avemBduntov cvpfdaviov eivor onuavtiky. Empénel ™ ocvveyr] mapokorobOnon g
ac@AaAElag evog Tpoidvtog. Edv mapatnpnoete omoladnmote avemBounTn evEPYELN, OKOMO KOl OV OgV
OVAPEPETUL OTO ECMKAEITTO PUAAO 0OMYI®DV YPNoNG 1 AUPIBAALETE Y10 TV OTOTEAECUATIKOTNTO TOV
(QOpUAKOV, TAPOKOAEIcOE Vo ETIKOIVOVIGETE, KOTOPYAS, LE TOV KTNviaTpd oag. Mmopeite eniong va
OVOPEPETE OTOLAONTOTE AVETIOVUNTO GUUPAVTO OTOV KATOYO TNG (OGS KUKAOPOPING 1] GTOV TOTIKO
OVTITPOGHOTO TOV KATOYOV TNG GOE0G KUKAOPOPING YPNOULOTOIDVTIOC TO GTOLYEIN EXKOVOVING GTO
TEAOC OVTOV TOL EVAAOL 00MYLOV XpRoNG 1 LECH TOL €0VIKOD GOG GLOTHUATOC OVAPOPAG {oToLKElN
€0VIKob GLGTNATOG OVAPOPAG).

8. Aocoloyia Yo kKaOg 100G, TPOTOS KA1 0001 YOPT YNNG

Ao oTtONATOG YPIoN.

H ocvvietdpevn d6on eivar 1 mg/kg copotikov Bapovg yopnyovuevn pio gopd v nuépa.

IMa yareg mov elyav AdPel mponyovuévmg Bepaneio pe VGOLATVI/GALO avTIOOPNTIKO POPUAKEVTIKO
7PO1oV, T0 d0GOLOYIKO Gynua givol to id10. Katd ™ petdfacn amd v woeovAivn, mopoieiyte
Bpadvi d6om weovAivng amd v nuépa mtpwv and v évapén g Oepanciog pe velagliflozin.

2] Oodnyieg yia ™) c®GTI] Yopfynon

To dddlvpa TPémel vo avoppoPaTal, YPNCILOTOIOVTNG T OOGIUETPIKT GUPLYYH TOV TOPEXETAL GTN
ovokevacio. H ovpryya epopudler ot @din ko €xer dwPfaduon ava kg copatikov Bapovg. To
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KTNVIOTPIKO QPOPLOKEVTIKO TPoldv umopel va yopnyeiton eite amevbeiog oto otdpa eite oe pikpn
TOGOTNTO TPOPNG,.

To kviaTpkd eaprakevTIKd TPOidV TPEmeEL Vo, yopnyeitol mepimov v 6o dpa kKabe pépa.
Edv mapoinebei pia d6om, Oo tpémet vo yopnyndei to GuvtopdTePo duvoTd TNV 1010 NUEPAL.
Metd ) xopnynon, KAEIGTE KAAG TN QLIAN UE TO TMLLA.

H oVpryya pmopei va kabapiotel pe éva kabapd, oteyvo movi.

H cOpryyo dwabéterl Safdduion avd copaticd Bapog pe tpocavénoceig ava 0,5 kg.

O TAnpogopieg givan emiong drabéoipeg akoAovdmvTog avtd To chvdeopo: info.senvelgo.com/eu

CFAg
Q-I

10. Xpovor avapovig

Agv 1oVt

11. Ewwkéc ovvOnkeg dratipnong

Noa puidooetar o€ 0éon, v omoio, dev PAETOLY KoL dev Tpooeyyilovv Ta Taidid.

A&V VTLAPYOLV EBIKEC 001 YIEC SLOTNPTONC Y10, AVTO TO KTNVIATPIKO (POPLAKEVTIKO TPOIOV.

Adprero Lomg petd to mpdTo dvotypa g edAng: 6 prvec.

No pn ypnotponoteitor avTd TO KTNVINTPIKO PUPUOKEVLTIKO TPOIOV HETA TNV MUEpOUNvia ANENG mov
avaypAQETUL GTO KOVTL Kal 6T GLdAn petd to EXp. H nuepounvio An&emg copmintet pe v teEAgvtaia
NUEPO TOV GLYKEKPIUEVOL UV

12. Ewwkég mpo@urdéers amoppryng

Ta papuokxa dev TPEMEL VO ATOPPITTOVTOL LEGH TOV ADUATOV 1 TOV OIKIOK®OV OTOPANT®V.
XP1NGOTOOTE TPOYPAUUATO ETLOTPOPNG POPUAK®OV Yol TNV amdppuyn Un YPNoUomombévimv
KTNVIOTPIKAOV QUPUUKEVTIKOV TPOIOVIOV 1] OAA®V VAMKAOV OV TPOEPYXOVIAL ONO Tr YPNON TOVG
CUHOOVO [LE TIG TOTKES AMOLTHOELS Ko pe TuXOV woyvovta eBvikd cvotipata cuirloyne. Ta pétpa avtd
OTOGKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YvpPovievbeite Tov KTNVIATPO GAG Y0 TOV TPOTO ATOPPIYNS TV YPTCLLOTONOEVTOV QUPUAKOV.

13. Ta&vépnon TOV KTNVIOTPIKOV QUPLIKEVTIK®OV TPOTOVIOV

No yopryeitar LOVOV e KTNVIOTPIKT CLVTAYTY].

14. ApOpoi G105 KUKAOQPOPIOS KUl GUGKEVOGIES
EU/2/23/305/001-002

Xaptvo kovti pe pio @radn tov 12 ml 9 tov 30 ml kot pio and tov 6TOHATOG SOCIUETPIKN GVPLYYO.
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15. Hpepopnvia terevtaiog avaded®pnong Tov UALOV 0NYLAOV YP1ONG

Aentopepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPIOKEVTIKO TPoioV eivar dtabéciec otn Pdon
dedopévav g EE yia ta ktnviatpikd mpoidvto (https://medicines.health.europa.eu/veterinary).

16. Xroycia emKowvOviog

Kéiroyog te o106 KUKAOQOPING KOl TOPOCKEVOGTNS LTEVHUVOC Yo TNV OTOSEGUEVLGT) TV TOPTIOWV:

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
I'epuavia

Tomkol avTitpdoMTOL KO GTOYELN ETKOWVOVIOS Y10 TNV ovopopd THovoloyodusvav ovemifountomv

EVEPYELDV:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tél/Tel: +32 2 773 34 56

Peny6auka bonarapus

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Buena

Tel: +359 2 958 79 98

Ceska republika

Boehringer Ingelheim spol. s r.0.
Purkyiiova 2121/3

CZ - 11000, Praha 1

Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics
A/S

Weidekampsgade 14

DK-2300 Kgbenhavn S

TIf: + 453915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Vine

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Brissel

Tél/Tel: + 322 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelep

Lechner O. Fasor 10.

H-1095 Budapest

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

Tel: +353 1 291 3985

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950
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Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin

Tel: +372 612 8000

E)\LGoa

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espana,
S.A.U.

Prat de la Riba, 50

08174 Sant Cugat del Valles (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél : +33 47272 30 00

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Bec

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

Tel: +353 1 291 3985

Island

Vistor

Horgatin 2

210 Gardabeer

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health
Italia S.p.A.

Via Vezza d'Oglio, 3

20139 Milano

Tel: +39 02 53551

Norge

Boehringer Ingelheim Animal Health Nordics A/S

Weidekampsgade 14
DK-2300 Kgbenhavn S
TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +351 21 313 5300

Roménia

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dungj

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, 0.z.

Dr. Boehringer Gasse 5-11
A-1121 Vieden
Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy

PL/PB 99

24101 Salo

Puh/Tel: + 358 201443360
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Kvbzpog Sverige

Boehringer Ingelheim Vetmedica GmbH Boehringer Ingelheim Animal Health Nordics A/S
D-55216 Ingelheim/Rhein Weidekampsgade 14
TnA: +30 2108906300 DK-2300 Kgbenhavn S
Tel +46 (0)40-23 34 00
Latvija United Kingdom (Northern Ireland)
Boehringer Ingelheim RCV GmbH & Co KG ~ Boehringer Ingelheim Vetmedica GmbH
Latvijas filiale D-55216 Ingelheim/Rhein
Dr. Boehringer Gasse 5-11 Tel: +353 1 291 3985
A-1121 Viena

Tel: +371 67 240 011
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