1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Apoquel 3,6 mg diokio emKaAVPEVO LE AETTO DUEVIO Y100 TKOAOVG
Apoquel 5,4 mg Siokio eTUOAVUUEVO e AETTO VIEVIO Y10 GKDAOVG
Apoquel 16 mg diokio emtKaAvpUpéEVO e AETTO DUEVIO Y10, GKOAOVG

2. HNOIOTIKH KAI MIOXOTIKH XYNOEXH

ApuocTIKG(G) cveTOTIKO(G):
Kda0e diokio emikodlvppévo e Aemtd vUEVIO TEPLEYEL:

Apoquel 3,6 mg: 3,6 mg oclacitinib (og oclacitinib maleate)
Apoquel 5,4 mg: 5,4 mg oclacitinib (wg oclacitinib maleate)

Apoquel 16 mg: 16 mg oclacitinib (wg oclacitinib maleate)

BA. m\pn katdhoyo exdoy®v 6to KeQdiaio 6.1.

3. OAPMAKOTEXNIKH MOP®H

Aokl EMKAAVUUEVA LUE AETTO DUEVIO.

A€guKl EmC VITOAEVKA, ETUNKN SIOKIO ETKAAVUUEVO LE AETTTO DUEVIO UE EYKOTT KOl GTIC dVO TAEVPEC
Kot pépovv ta ypappata "AQ" ko "S", "M" 1 "L" xat otig dvo mrevpéc. Ta ypdppata "S", "M" kot
"L" avagpépovTol oTIC SL0QOPETIKEG TEPIEKTIKOTNTEC TV dlokiwv: To "S" gival endvm ota diokia TV

3,6 mg, t0 "M" ota diokia tov 5,4 mg, kot 1o "L" ota diokio tov 16 mg.

Ta diokio pmopovv va y®plotovy 6g dVOo ica PépT.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Yxviot

4.2 OgpamevTikég gvocitelg mpooodropilovrag Ta gion {owv

Mo v avTETOTIoT TOV KVNGUOL TOV OYETILETAL LUE OAAEPYIKN DEPLOTITION GE GKOAOVG.
Mo v avIETOMIOT TOV KMVIKOV GUUTTOUATOV TG ATOTIKNG 0EPUATITIONG GE GKUAOVG.

4.3 Avrevosieg

No pn ¥pMooToLEiTaL GE TEPIMTMOELS VTEPELOLGONGIOG GTO dPACTIKO GLOTATIKO 1) GE KATO0 A TO.
£kdoya.

Noa pn ypnoiponoteital 6 GKOAOVE NAKING KPOTEPNC TV 12 unvdv i Atydtepo amd 3 kg copaticon
Bépovg.

No pn ypnoiponoteital 6e GKOAOVC [LE EVOEIEELS KOTAGTOANC TOV GVOGOTOUTIKOV, OTTMG
VIEPPAOLOETIVEPPIIIOUOG M LE EVOEi&elg avamTuéng KakonBovg veomlaoing Kabmg 1 dpacTikn ovoia
dev &yel a&loAoynOel e AVTEG TIG TEPUTTMGELC.



4.4 E10wkég Tpoerdomou|oels Yo ka0e gidog {mov

Kopia

4.5 Iowitepeg Tpo@LAGEELS KOTE TN (Pion

ISwaitepec Tpo@LAGEELC Katd T ypion o€ {da

H oclacitinib diapopomotel To avosomoinTikd cOoTnUe. avEAvovTag TV evoictncio 6g AomEElS Kot

EMOEVAOVOVTOG KOTAGTACELS veomhlasiog. Emopévmg okdrot mov Aappdvovy diokia Apoquel Ba
TPETEL, Vo TApaKoAovBohvTal Yo TNV avarTuén AodEemy Kol VEOTAUCIDV.

Kotd v avtiuetdnion tov kvnopov, mov oyetiletot pe oliepyikn depuatitida, pe oclacitinib, mpénet
va d1epguvnBobV Kol VoL AVTLUETOTLGTOVY TUYOV VITOKEnEVA attio (7). aAAEPYIKN 0d YOAAOVC
depuotitida, deppatitidn €& emapnc, TpoPiky aAlepyia). Emmiéov, oe Tepumtdoelg oAAEPYIKNG
dEPLOTITIONG KO 0TOTIKN G depuatitidns, cuviotdtol 1 diepebvnomn kot Oepameio suTAeKOUEVOV
ToPUYOVTOV, OTMG LOADVOELS amd Paktipia, WOKNTEG 1] TapdotTo (7). YOALOVE Kol YdP).

Aoappavovtog vroyn v mBovoTnTo EMISPAoNG O€ OPIGUEVEG KAIVIKOTOO0AOYIKEG TapapéTpovg (PA.
TaPAyPoeo 4.6) cLVIGTATOL TEPLOOIKOG EAEYYOG e YeVIKT| eEETaoN alaTog Kol BLoyNUIK®OV dEIKTMV
61OV 0pd 0TV T GKLALG Bpickovial o pokpoypovia Bepomeio.

Idwitepec mpouAdeic mov mpémet va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
mpoidv oe Loa

ITAévete To xEpla peTd TN YOPNYNO.

e mepintwon mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emdeitete 6TOV 10TPO TO EGOKAEIGTO GUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

4.6 AvemOuunTeS evéPYELES (GVYVOTNTA KOl GOPaPOTNTA)

Ot ovyvég avemBounteg evépyeleg Tov mapatnpenOnkay péxpt 16" Muépa TV dokumV Tediov
OVOQEPOVTOL OTOV TOPUKAT® TIVOIKOL:

AvemBOunTEG EVEPYEIEG TTOV AvemBOuntec evEpYeElEG TOL
mapoTnp Koy oTn HEAETN NG mapoTnenONKay oTn HEAET Yio
OTOTIKNG oeppatitidag uéypt t 161 TOV KVNOUO péypL TNV 7" nuépa
nuépa
Apoquel Ewoviko pdppoxo Apoquel Ewovuco
(n=152) (n=147) (n=216) @apLoKo
(n=220)
Aldppora 4,6% 3,4% 2,3% 0,9%
‘Epetog 3,9% 4,1% 2,3% 1,8%
Avopeéia 2,6% 0% 1,4% 0%
Néa deppatikd 1 2,6% 2,7% 1,0% 0%
vroddplaL oyKido
AnBapyoc 2,0% 1,4% 1,8% 1,4%
[oAvduyia 0,7% 1,4% 1,4% 0%

Metd v 16™ nuépa, TapatnpnOnKay ol TapaKdT®m avemBOUNTEG EVEPYELEG:

- TOAD cLyva Exovv TapatnpnBel Toodeppa Kot akabopioTov aitioroyiog depprotikd oyKidia

- ovyva Exovv mapatnpndel otitida, £UETOC, d1aPPOLa, IGTIOKDTIMUN, KUGTITION, LUKTTIOKEG
HOADVGELG TOV SEPUATOG, TOS0OEPLATITION, ATmUa, ToAVdWia, Aeppadevonddeia, vavTia,
avénuévn 6peén kot embeTkOTNTO.

O aArayég tng KAvikng TaBoroyiag mov oyetiCovtan pe ) Bepameio mepropicTnkay 6€ (o avénon
™G HEONG YOANGTEPOANG TOV OPOV KAl LEIDMGT TOV HEGOL 0PlBLOD AEVKOKLTTAP®YV, WGTOGO, OAEG OL
UEGES TIHEC TAPEUEVAY EVTOG TOL EVPOLS AVAPOPAS Tov epyactnpiov. H peimwon oto péso apBpd




AEVKOKVTTAP@V TTOL TTapaTnPNONKe og 6KOAOVG oL EAafav oclacitinib dev NTav TPOOSELTIKN Ko
EMNPENCE OAOL TOL AEVKA OLLOCOOAipLo (OVOETEPOPILD, NOCIVOPIAN KO LOVOKVTTOPN), EKTOG OO TOV
apBpd Tov Aepeokuttdpav. Kapio amd avtég tic petaforéc kKAvikng naboioyiog dev epeoviotnke
KAWVIKG OMLOVTIKY].

[Mopatnpndnke 1 avartuén INAopdTov o€ Evav aplBud oKOAMVY G L0 EPYOCTNPLOKT LEAETT).
IToA0 omdvia €xovv avaeepBel avarpio kot AEPE®UA 6 BOPUNTES OVOPOPES.
IMa 611 agopd v evauctncio og Aopwméelg kot veomhaoies, PA. mapdypagpo 4.5.

H ocvyvomto tov avemBountov evepyeidv kabopiletol o¢ akolovbmg:

- oAb ouyvn (Teprocotepo omd 1 ota 10 {oa Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN
duapketa tng Oepameiog)

- ovyvn (mep1ocdtepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepaneia {da)

- un ovvnBopévn (meprocotepo amd 1 aArd Atydtepo amd 10 Cma ota 1000 vrd Bepaneio {da)

- omavia (meplocotepo amd 1 aAid Arydtepo amd 10 {do ota 10.000 vid Bepomeio (da)

- oAb omavio (Atydtepo amo 1 oto 10.000 vd Bepomeio (da, CLUTEPIAAUPOVOLEVOV UELOVOUEVOV
avaQOpP®V)

4.7 Xpnion kotd Tnv KOnon, T yoiovyio 1 TNV ©OTOKi

Agv €xel amoderyBel  aoEAAEL TOV KTNVIOTPIKOD POPLOKEVTIKOD TPOTIOVTOG KATA TN OEPKELD TNG
KONONG Kot TNG yolovyiag, 1] TNG VOTOPAY®YNS TOV APCGEVIKMOY CKOAMY ETOUEVMG 1] YPTON TOL O
GULVIGTATOL KOTA TN OLdPKELD TG KOMOTG, TNG YOAOLYIOG, 1] G€ PCEVIKOVE GKOAOLE TOv TtpoopilovTtat
Y0 OVOTTOPOLY YT

4.8 Alliemopdocseig pe GAho QUPUUKEVTIKA TPOTOVTO KoL GAAeS popPES arlinremidopaong

Agv mopatnprOniay aArniemdpdoeis petasd papudkov oe peréteg mediov, 6mov 1 oclacitinib
YOPNYNONKE TAVTOYPOVE LE KTNVIATPIKA QOPUOKEVTIKE TPOTOVTHL, OTMG EVOO-KaL EEOTAPACITOKTOVA,
OVTYUKPOPBLOKA KO OVTUPAEYLOVAOOT.

"Eyxetr pelemBel n emintwon g yopnynong oclacitinib otov epPortacud pe Lovravd tporomonuéva
eppora, mapPoio tov oxvAov (CPV), 16 g vocov tov Carre (CDV) kot 16 g parainfluenza (CPI)
Kot 0dpavomompéVo epPorto kotd e Avooag (RV), og veapd kovtafia niwkiag 16 fdopddmv.
EmtetyOnke pia emapkng avocoroywkn amdvinor (oporoyikd) petd tov eppoitacuod yio CDV kat
CPV, 6tav ota kovtdfia xopnynonke oclacitinib o d6om 1,8 mg / kg copatikod Bapovg (c.p.) dbo
@opéc nuepnoing eni 84 nuépec. QoT000, TO EVPNUATO AVTAC TNG LEAETNG £de1&av Uia PEIOT OTNV
opoAoyikn avtanokpion otov pfoitacud yro. CPI kot RV o€ kovtdfia mov vroPdAilovrol o
Bepaneia pe oclacitinib og chyKplon pe Tovg paptupeg mov dev Elafav. H khvikn onpacio tov
TOPUTNPOVUEVOV OvTIOpaceE®V Yo Ta (dha mov eppfortdotnioy eved Adupavay oclacitinib (cOppova pe
TO GUVIGTAOUEVO BOGOAOYIKO GYNUA) EIVOL AGAPTS.

4.9 Aocoloyio Kol TpémTOC yopynons
T"a yopiynomn amd to 6ToOU.

AocoAroyio Kot OEpomevTIKO oynuoL:

H ocvvietdpevn apykn d6on givar 0,4 émg 0,6 mg oclacitinib / kg copatikod Bdpovg, xoprnyoduevn
omd 10 oTOHA, VO POPES NUEPN OIS Yo puéxpL 14 nuépec.

I"a ) Bgpaneia cuvtipnong, N d1a 660 (0,4 émg 0,6 mg oclacitinib / kg copaticod Bdpovg), Oa
TPENEL OTN GLVEYELD VO YopnYeitatl povo pia eopd v nuépa. H amdeacn yio pokporpdbeoun
Oepaneio cuvtipnong mpénet vo foacileton oTNV EKTIUNOT TNG GYXE0NG 0PEAOVS — KIvODVOL KOTA
mEPIMTOOT).



Av1d ta diokia pmopotv va yopnynbovv pe 1 xwopis Tpoei.

O mivakag pe TG 600€1g TOPOKAT® TopoVclalel Tov aptBpd Tov diokiov mov amaitovvtot. Ot
TOUTAETEC KOBOVTOL £0KOAN 0TI PEOT) KOTE LNKOG TNG EYKOTNG.

L HeprekTikoTnTo KO APLON6S TOV dioKkimv wov Oa yopnynOsi:
YoORoTKO Papog - : -
(kg) 0V GKHLOV Awkio Apoquel 3,6 mg | Awskia Apoquel 5,4 mg | Awokia Apoquel 16 mg
3,044 s
4,5-5,9 s
6,0-8.,9 1
9,0-13,4 1
13,5-19,9 s
20,0-26.,9 2
27,0-39,9 1
40,0-54.9 17
55,0-80,0 2

4.10 Yrepodocoroyio (COUTTONATA, HETPO. AVTIUETAOMLGNG, OVTIOOTA), EAV EIVOL aTOpaiTTO

Ta diokia oclacitinib yopnyndnkav oe vyieic oxdrovg Beagle evoc étovg, dvo popég tnv nuépa yia 6
gPdoudoeg, mov axorovdndnie amd yopnynon pia popd v nuépa yo 20 efdopddesg, oe doon 0,6 mg
/ kg o.p., 1,8 mg/ kg o.p. xar 3,0 mg / kg 6.B. yio. cuvorikd 26 gfoopddec.

2115 KMviKEG TapaTnpioElg Tov Bewpeitar mbavo va oyetilovron pe tn Oegpamneia pe oclacitinib
nepthappavovtol: adonekio (tomkn), MAopa, depuatitida, epvOnua, ekdopés Kot eQeAKidec /
KPOVGTEC, LEGOOUKTOALEG KKVGTELDY, KOl OLOTLLOL TV TOSLDV.

Ot aALO1DGOELG dEpUATITIONG TTAV KVPIMG SEVTEPOYEVEIC GTNV OvATTLEN S00MVEOONG TV
UEGOSUKTOMMV TTVYDV, GE VA | TEPICCOTEPO, AKPOL KOTA TN SIAPKELN TNG LEAETNG, UE TOV aplOuod Kot
TNV GUYVOTNTA TOVG Vo av&dvetal pe v avénon g doomng. [apatnpndnke Aeppadevonddeio tmv
TEPLPEPIKDOV AEUQOYUYYAI®V GE OAEC TIG OUAOES, TOV AVEAVATAV GE GLYVOTNTA LE TNV oOENCT TNG
d00omg, ka1 ouyva oyetilovtal e 001 vVOon TV LEGOSAKTOAM®MY TTUYDV.

To Olopa Bewpndnie oyetilduevo pe ) Oepameia, aAld oyl 00G0eEUPTMOUEVO.

Agv vméipyet 1010 avTidoTo Kol 6 TEPIMTMGT CLUTTOUATOV VLEPSOGOAOYING, O GKVAOG Bal TpEmeL va
OVTIHLETOTIOTEL GUUTTOLOTUCA.

4.11 Xpovog(or) avopovig

Agv amarteitot.

5. OAPMAKOAOI'IKEX IAIOTHTEX

Doppokobepamentikn opudd: OepunenTIKol TOPAYOVTEG YI0 SEPUATITION, EEALPOVUEVOV TOV
KOPTIKOGTEPOEODV
Kwdwoc ATCvet: QD11AH90.

51 ®@oppokodvvopukeés 1010TNTES

H oclacitinib givar £vag avactodéag ToV TpoTeivik®v Kivacov Janus (JAK).

Mmnopei va avacsTéAAEL TN AetTovpyia evog TANBOVS KLTOKIVAOY OV e€0pT@OVTOL OO TNV dPAGTNPLOTNTA
tov gvibpov JAK.

IMa v oclacitinib o1 kvtokiveg GTOYOL €ivVOL O1 TPOPAEYLOVAOIELC 1] £XOVV KATO10 POLAO GTIC
odhepycég avtidpaceic/kynopod. Qotdco, 1 oclacitinib uropei eniong va aoknoel enidpaocm o€ GALEG
KUTOKIVES (Y100 TOPAdELY LA, EKEIVES IOV EUTAEKOVTOL GTNV AULVA TOL EEVIGTH N TNV ALoToinoT) He
TNV TOOVOTITA AVETIBOUNTOV EVEPYELDV.




5.2 ®@appokokivnTiKG oTOLYELD

Metd amd Tov 6TOHOTOC YOP1YNOT 68 GKOAOLG, 1) oclacitinib maleate amoppodtat ypriyopa kot KoAd,
HE XPOVO £mG TN UEYIOTN GLYKEVIPWOGOT TAACUATOC (tmax) AydTEPO 0d 1 dpa. H amdivn
BrodraBecipdtra g oclacitinib maleate tav 89%. H yeopotiky Kotd6T0GT TOV GKOAOL dEV
ennpedlel onuavTiKd To puOUd M TV EKTAON TG ATOPPOPTONG TNG.

H ovvolikn kéBapon g oclacitinib oo to mAdoua fTov xounAn - 316 ml/ h / kg couatikod Bapovg
(5,3 ml/ min / kg copatikov BApoug), Kot 0 QUIVOUEVIKOS OYKOG KOTOVOUNG GE KOTAGTOCT] 1G0PPOTIOG
nrav 942 ml / kg copoticod Bapovs. Metd amd evooprEPia Kot 0md TOV GTOUNTOC YOPT YN o, Ot
ypovor nuicelag Long tin tav mapdpotot o€ 3,5 ko 4,1 dpeg avtiotorya. H oclacitinib £yet younin
OUVOEDT UUE TIG TPOTEIVES, LE TO 66,3% £wg 69,7% va deopeveTal 68 EUTAOVTIGUEVO TAGGLLO GKOAOV,
0€ OVOLOOTIKEG GLYKEVIPAOGELG TOL Kupaivovtot ard 10 éwg 1.000 ng / ml.

%10 oxVOA0 M oclacitinib petafoAriletar o moAAamAovg petaPorites. 'Evog koplog 0&e1dmtikog
UETAPOAITNG TanTOTOM0NKE GTO TAGCLO KOl GTO 00P0. ZUVOALKE, 1) KOPLO 000G AmEKKPIoNG Elval 0
UETAPOAOUOG, LLE LKPT] GUVEIGPOPE TG ATEKKPLONG LECH TV VEPPOV Kol TnG YoAc. H avactoin
oL KuToYpdpaTog P450 Tov oxdiov eivon eEldyiotn pe ICso, S0 popég peyardtepn amd v
mapoTnpovpevn Héon TN Crax (333 ng / ml 1 0,997 uM), petd and yopnynon amod to otopa 0,6 mg /
kg 6.p. og perétec acpdrelag ota (Ha-oTtdOY0LC. ¢ €K TOVTOV, 0 Kivouvog aAANAETIdpace®Y netatd
UETOPOAITN-QaPUAKOV AOY® TNG OVOGTOANG TNG oclacitinib givat ToAd younAdc. Agv mapoatnpndnke
GLUGGMPELCT GTO Aild TOV GKVA®V oL EAafav oclacitinib yuo 6 prvec.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Kaoatdroyog ekdoymv

Hvprvag Tov diokiov:
Cellulose, microcrystalline
Lactose monohydrate
Magnesium stearate
Sodium starch glycolate

Emwdivyn tov dickiov:
Lactose monohydrate
Hypromellose (E464)
Titanium dioxide (E171)
Macrogol 400 (E1521)

6.2 Kopieg acopparotnreg
Agv 1oy0eL.
6.3 Awdpkera Long

Avgprela {Ong TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLPMVA LLE T1 GUCKELAGIO TTOANONG GE
cvokevaoia blister: 2 £t

Avgprela {Ong TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLPMVA LIE T1 GUCKELAGIO TTOANONG GE
Quokec: 18 prvec.

Touyov vdlowno picd diokio TPETEL va omoppinTovTal LETH amd 3 NUEPEC.

6.4 Iowitrepec mpo@urders katd T @OLAEN TOV TPOIOVTOG
dvidcoete og Oeppokpacio pkpotepn tov 25°C.

Touyov vrdoloino oo diokio Tpénel va, tomobeteitan Ticw oto avorypévo blister kot vo amodniedeTon
oTNV OpyIK” YapTivn cvokevacia 1| ot eréAn HDPE (yia péyisto ypovikod didotnua 3 nuépeg).



6.5 @Yon ka1 6HVOES TGS GTOLYELDOOVS GVOKEVUGIUG

Ta d1okio. OA®V TOV TEPLEKTIKOTNT®V Elval cuckevaouéva og blister gite amd ahovpivio / PVC / Aclar
gite and alovpivio PVC/PVDC (kéOe oepd mepiéyet 10 diokia emkalvppuéva e Aemtd vEVIo),
GLOKEVOCUEVA GE Eva eEMTEPIKO YapTIvO KouTi, | Aevk] HDPE mlactikn giéAn pe tdpo aopoleiog
Yol TS,

Yvokevaocieg tov 20, 50 1 100 diokimv.

Mmropei va, unv KoKAOQPOpoUV OLEG 0L GLOKEVAGIES.

6.6 E101kég Tpo@uAAEELS amOppPLYNG EVOS YPNOLUOTOLN0EVTOS KTNVIATPLKOD PUPLUKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)G1) TOL TPOIGVTOS, AV VAP OVY

Ka0e un ypnoyomonév knviatpikd @oprokenTikd Tpoidv 1 in xpnotlonom0£vto, VIOAEIUUATO ToV
TPEMEL VOL ATOPPITTOVTIOL GOUPMVA LLE TIS 10XVOVCES EBVIKES OmOLTNOELC.

7. KATOXOX AAEIAYX KYKAO®OPIAX

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEATIO

8. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/2/13/154/001 (2 x 10 diokia, 3,6 mg)
EU/2/13/154/007 (5 x 10 dokia, 3,6 mg)
EU/2/13/154/002 (10 x 10 dwokia, 3,6 mg)
EU/2/13/154/010 (20 dokia, 3,6 mg)
EU/2/13/154/011 (50 dwokia, 3,6 mg)
EU/2/13/154/012 (100 dwoxia, 3,6 mg)
EU/2/13/154/003 (2 x 10 doxia, 5,4 mg)
EU/2/13/154/008 (5 x 10 doxia, 5,4 mg)
EU/2/13/154/004 (10 x 10 dwokia, 5,4 mg)
EU/2/13/154/013 (20 doxia, 5,4 mg)
EU/2/13/154/014 (50 dokia, 5,4 mg)
EU/2/13/154/015 (100 dioxia, 5,4 mg)
EU/2/13/154/005 (2 x 10 diokia, 16 mg)
EU/2/13/154/009 (5 x 10 dwokia, 16 mg)
EU/2/13/154/006 (10 x 10 diokia, 16 mg)
EU/2/13/154/016 (20 dwokia, 16 mg)
EU/2/13/154/017 (50 diokia, 16 mg)
EU/2/13/154/018 (100 doxkia, 16 mg)
EU/2/13/154/019 (2 x 10 diokia, 3.6 mg)
EU/2/13/154/020 (5 x 10 dokia, 3.6 mg)
EU/2/13/154/021 (10 x 10 diokia, 3.6 mg)
EU/2/13/154/022 (2 x 10 dokia, 5.4 mg)
EU/2/13/154/023 (5 x 10 dokia, 5.4 mg)
EU/2/13/154/024 (10 x 10 diokia, 5.4 mg)
EU/2/13/154/025 (2 x 10 diokia, 16 mg)
EU/2/13/154/026 (5 x 10 diokia, 16 mg)
EU/2/13/154/027 (10 x 10 diokia, 16 mg)



9. HMEPOMHNIA ITPQTHX ET'KPIXHX/ANANEQXHX THX AAEIAX
Hpepopnvia 1" éyxpiong: 12/09/2013.

Huepounvia tekevtaiog avavémong: 26/07/2018.

10. HMEPOMHNIA ANAGEQPHXIHX TOY KEIMENOY

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv diatibevTol otov
dktvakd témo Tov Evponaikod Opyavicpod Papudakov (http:// www.ema.europa.eu/).

AITATOPEYXH INIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 16y0eL.


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

