ITAPAPTHMA 1: IIEPIAHYH TQN XAPAKTHPIZTIKQN TOY IIPOIONTOX

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cortico Veyxin 10 mg/ml gvéoio evordpnpa yio Ghoyo, foogtdr], GKOAOVS Kal YATEG

2. HOIOTIKH KAI MOXOTIKH XYNG®EXH
1 ml mepiéyet:

ApOOTIKO GVGTATIKO:
Prednisolone acetate 10 mg
Ioodvvapo pe mpedvilorovn 8,95 mg

"Exooya:
Benzyl alcohol (E1519) 9,45 mg

BA. tov mAnpn kotdhoyo ekddy@v oto KePdAato 6.1.

3. DPAPMAKOTEXNIKH MOP®H
Evéoo evoirmpnpa.
To evaudpnua HETA TNV avokivnon eival AEVKO Kol OLOTOYEVEG.

4. KAINIKA XTOIXEIA

4.1 Eion Lowv
Aloya, fooeldn], oKOAOL Kol YOTES

4.2 OepanevTikég gvosierc mpoasoropilovrag Ta £idn OV

¢ GAoya, Booeldn], okOAOLE Ko YATEC:

Yrnoompiktikn ayoyn g ofelog un Paxmmplokng opbpitidag, g OBviokitidog, g
TEVOVTOEAVLTPITIONG 1) TNG AAAEPYIKNG dEPUATOTADELNS.

X fooe1dn:

Yoot piktikn aymyn g tpmtonafodc KETOong.

4.3 AvTevoeigelg
No un ypnoponoteiton 6T TAPAKAT® TEPUTTOGELS:
YrepegvaicOnoia 6T dpacTIKY 0VGI0, GE KOPTIKOGTEPOELIN 1 G€ KATOL0 Omd T KOO0
laotpevtepikd EAKN, ETOYN ETOVA®ON TPOVUAT®V, EAKT KO KOTAYLATO
loyeveig Aowméelg katd TN OdpKew TNG WUIOG 1| OF TEPUTTMGELS GLOTNUATIKOV
HUKNTIOK®V AOTUDEEDY
Ye ayehddec, Katd TN SLOPKELN TOV TEAEVTAIOV TPITOV TNG KVOPOpPiag
evikevpévn avocoAoyIKY| oveTapKELD
Muadkopo, Katappaktng Kot EAKT ToV KEPATOEB0VG
Ooteondpwon, vacPeotiopio
Yrepprotoemveppdtopog (w.y. cvvopopo Cushing)
Yréptaon
Moaykpeatitida
Saxyap®dong drapnTng
Neppin avendpkea
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Avatpééte emiong oto Kepdhalo 4.5 [dwaitepec npopuvlalels xata t ypnon oe (o KoL TO
Kepdhowo 4.8 Aldnlemidpaoceic ue dAlo  popuoksvtika mpoiovia kol dAleS HOPPES
oAniemiopaong.

4.4 Ewdwkég mpogrdomou)oels 1o ka0e gidog {®dov

Extoég amd T1g meEpmTOOEIS KETMOMNG, M YOPNYNON TOV KOPTIKOGTEPOEW®OV mpoopileTal
TEPIOCOTEPO Y10 VO EMPEPEL PEATIOON TOV KAMVIKOV GUUTTOUATOV Kot Oyt v laon. H aywyn
o mpémert va ovvdvdletar pe oywyn Yo TO VTOKEIUEVO VOoMUO KoUT €AEYYO T®V
TEPPAALOVTIKOV TOPOYOVTOV.

4.5 Iowitepeg TpoPUAAEELS KATA TN YPrioN
Idwitepec Tpo@LAGEELS KoTd T yprion o€ {da
O1 KOTOGTAGELG TOL ATALTOVV TI AT EWOIKAV TPOPLANKTIKOV HETPOV ElvaL:
Zakyopddng dafntng (epyactnplakoc EAeyyog Kot avénon g d0omg TG VeovAivig, edv
elvar amapaitnto)
SVUQOPNTIKY KapdloKT oveTapkela (evOeheyng TapakorovOnom)
Xpoévio veppikn| avemdpkela (evoedeyng Topakoiovdnon)

Envinyio (amopuyn g HOKpoypOvIioS oymyng)

Ta YAUKOKOPTIKOELDN TPEMEL VAL YPNGULOTOLOVVTAL LOVO HE aVoTNP AEI0AOYNoN TG AVAYKNG
o€ mepintwon:
Avantuecopeveov (OOV Kol LeYOADTEPOV 1| VTOGITIGHEVOV (H®V
Z®O®V G€ KOTAGTUCT YOAOLYIOG
ZG®V oL KVOPOPoLV, KAOMS deV £XEL OIEVKPIVICTEL ETAPKMG 1) THOVH TEPATOYOVOS dPACT
™G TpedvILOAOVNC
AAldywv, kobng pmopel vo, TpokAnOel evdovuyitida oQELOUEVT] GTA YAVKOKOPTIKOELON.
Emopévog, ta dhoya mov AapPdvovv tétolov &idovg okevdcpota, Oa mpémer va
TapaKoAoLOoVVTUL GUYVE KATA TNV TEPiodo NG Bepameiag.

Kotd ™ Sdpkewa g Oepameiog pe YAUKOKOPTIKOEWN, Umopel va emovuPodv coPapég
royméeg Eav emovppodv Aoméelg, ovppovievdeite Tov veebBuvvo ktnviatpo.

Yyetikd pe tov euPfortacud, o mpémer vo pecoAafel emapkég ¥POVIKO SAGTNUHO OO TN
xopnynon g Bepaneiog e YAVKOKOPTIKOELDT. AgV TPEMEL VO TPOYUOTOTOLEITOL EVEPYNTIKT
avocomoinon Kotd Oudpkelo kKot £o¢ kol yw ovo ePfdonddeg petd T Oepomeion pe
yAvkokoptikoedn. H avantuén emapxodc ovooiag, pmopei emiong va dwatapoaydei, oty
TMEPIMTOGT TOV 0 TPOANTTIKOG gPPoiacpog Tpaypatomombei €oc kot 8 efdouddeg mpv amd
v évapén g Bepamneiog.

[Switepec mpoeuAdEelc mov mpémer va AapuPdvovtor omd To GTtopo mov  yopnyel To
QoppokevTikd Tpoidv e {oa

H npedviCordvn, n Tpomvievikn YAVKOAN kot 1 BevCoMKn aAkoOAn propeivo TpoKaAEGOoVY
avtidpdoelc vrepevatotnoiog (aAiepyikéc) oe evaicOnTomomuéva GToUa.

Atopo pe yvootn vrepevaicncio oty mpedvioAdvn 1 6€ 0To10dToTE 0o TO. EKd0YN, Oa
TPEMEL VAL ATOPEVYOLV TNV EMAPT] LLE TO KTNVIATPIKO QUPUUKEVTIKO TPOTOV.

H mpedvilorovn pmopet va mpokarécel PAAPN oto EUPpuo. ZVVERMC, GLVIGTATOL 1| OTOPLYN
TG (PNOMNG TOL TPOTOVTOG OO EYKVUOVOVGES YUVOIKEG,

H éxBeon oty mpedvilorovn, pumopel va mpokarécel mopodikés petoforés e didbeong kot
YOOTPEVTEPIKT SVGPOPIQ, GE OPIGUEVE ATOLO.

H yopnynom, 6o wpémel vo mporylatomoleitol e TPOGOYT MOTE VA ATOPEVYETAL 1) KOTA AGOOG
OVTOEVEDT).

Y mepintmon mov koTd AdOog KAVETE aVTOEVEST], VO avalnTNOoETE AUEc®S 1Tpiky fonbeto kot
vo emdeifete oTOV WTPO TO ECMKAEIGTO QUALO OONYIDV YPNOEMG 1 TNV ETIKETO, TOV
QOPULOKEVTIKOV TPOIOVTOG.
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Amopuyete TNV emaEN LE TO EPLLOL KO TA LLATLO.
H kot Aabog éxyvon oto dépua 1 ot partia, Oo tpénet vo Eemdévetal ouécmg Ue vePO.

4.6 AvemOOunteg evépyeieg (cuyvotTnTa Ko cofapotnta)
Ta yhvkokoptikoedn], omwc N o0&k TpedviLoAovn, &ival YVOoTO 0Tl TPOKAAODY Evo VPV
QAo amd avemBuUNTES EVEPYELEC.

Koataotoln tg ACTH, avaotpéyiun atpodio Tov @A000 TV EXVEQPPLOI®YV, EEALTIOG TNG
00PAVELLG TOVG

AvocOoKOTAOTOAN pE ovénuévo kivouvo Aolpuméng kol apvnTIKEG EMITTOOCES KATA TNV
mopeia ToV AoUOEEDY

Koabvotepnuévn emodhmon tov TpavudTeov Kol TOV 00T®OV, 06TE0ndpmoT, apbpordadeia,
ammAEll PLIKNAG palog kol Kabvotépnon oty avamntulrn, CLUTEPIAAUPUVOUEVNG TNG
daTapoyne ovATTLENG TOV 06TAV Kol TNG PAAPNG 0T0 pvehd TV 06TOV 6 veapd {ma
Awofntoydvec OpAcEI TOV £YO0VV MG OMOTEAECUO TN HEWWUEVN avoyr oTtn YALKOLM,
caKyopmon SofNT OPEIMOUEVO GE GTEPOEWN KOl EMOEIVOON TOL TPOVTAPYOVTOG
ocaKyopmor dtaprtn

Xvvdpopo Cushing

Hoaykpeatitida

Meimor tov 0vdoV EKIAWDOTNG EMANTTIKOV Kpicemv (ekdNimon Aovldvovoag eminyiag),
VREPOEYEPON, ONAVIOG KOTAMTWOON OE YATEG, OTOVIOG KATANTMON 1 EMOETIKOTNTO GE
GKOAOVG

Atpopia Tov dépUaTOg

Muadkopo, Katappaktng

[MoAvdwyia, ToAlveayia, Tolvovpia,

Taotpeviepkd €Ak

Avootpéyun nratonddeio

AvéEnuévog kivovvog yia Bpdpupwon

Ynréptaon

Kotakpdnon vatpiov pe Tpoxinon odnpatos, vroKailoio, vracBestiotio

Erionevon tov 1o0KkeTo0 0TIC 0yeAASEC GTO TEAEVTOLO TPITO TNG KLOPOPING KOl GTT GUVEXELL
QLENUEV KOTOKPATNON TOV EUPPLIKOY DUEVOY

Mopodikn peimon g Topoy®yng ToL YAAAKTOS GTIG OYELAOEG

Evdovuyitida ota droya

Y€ MOPOLGIN 10YEVOV AOUMEEMY, TO KOPTIKOOGTEPOEION UTOPEL VO EMOEWVMOGOVY 1| Va.
EMOTEVGOVY TNV €EEMEN TG VOCOU.

Meimon tng o0vheong TV oppovmy Tov Bupeogldn adéva.

AvENOM ™ 6VVOESNC TV OPUOVAOV TV TaPpadVuPEoEdDY AdEVDV.

4.7 Xp1ion kKaTd TNV KOUN61, TN Yorovyio | THV ®oToKiw

Konon:

Yrdpyovv kivovuvol mov oyetifovratl pe T yxpMon, Kot E01KOTEPE TI CLGTNUATIKY ¥PTOT TOV
KOPTIKOGTEPOEWDMV KOTO Trn Oudpkeln ¢ kovmons. H ooodieid Tov  KTNviaTpikov
(OPLOKEVTIKOV TTPOidvVTog 6 KAbe €idog {dov yia To omoio Tpoopiletal, dev £yl KabopioTel.
H ocvompotik) dpdon Tov KOpPTIKOGTEPOEOMY OTA TPAOTU GTAdIN TNG KONONG, Elval yvmoto
OTL &yl TpokaAéael eUPpuikéG avouaAieg oe {da epyactnpiov, HETA amd exavorlopupovouevn
ayoyn pe 00CELG TOV NTAV ONUOVTIKA vynAdTEPES amd To Oepamevtikd emineda Kol GTa
TeEAELTOLN GTAJLO TNG KONONC LWITOPEL VO TPOKAAESEL TPOMPO TOKETO 1) AOPOAT KO 0vENLEVN
KOTOKPATNOY TOL TAAKOUVTA.

Emopévog, to mpoidv Oa mpénel va ypncILonolEital 68 Kvo@opovvta (Do HOVO COUPOVO UE
™V eKTiunon opérovug/Kivduvov omtd Tov vrevBuvo ktnviatpo pe ovotnpd kabopiopd g
évdeiéne. Noo un ypnowwonoleital oe ayeldoeg otn OSLIPKELD TOV TEAELTAIOL TPITOV TNG
Kvoopiag.

Calovyio:

3/7



Otav ypnoonoteital KaTd T OIIPKEW TNG YOAOKTOTOPUY®YNG OE oyehddeg, pmopel va
EULPAVIOTEL TOPOJIKY UEIMON TNE TAPAYWOYNG TOV YAAUKTOG.

Noa ypnoyLonoteital HOVo Gg TEPMTMOGELG OTOL 1 AVAYKN Yo xprion €xel kabopiotel avotnpd
e yorlovyovvto (ma, KOOMOEC TO YALKOKOPTIKOEWN OEPYOVIOL GTO YOAQ Kol UTOPEl va
eMGLUPOVV dlatapoyEg TG avamTuéng ata, veapd {Ma.

Xpnowonomote To TPoidV KOTA TN yoAovyio, HOVO OOHE®VO HE TNV EKTIUNGT
0PEAOVG/KIVOHVOL amd Tov vIevBvvo KTnviatpo.

4.8 AlAiemopdosig pe  GAAO.  QUPUOKEVTIKG TPOIOVTO Kol  GAAEC NOPQPES
alinienidopaong
- Mewopévn avoyn otic kapdlakéc YALKoGides, e&attiag T vTokaAlopiog
AvéEnuévn andiel kodiov e TowTOYpOVn Yoprynon 0Oealddv kol S10VPNTIKOV TNG
ayKOANG
AvEnuévog Kivouvog Yo YOoTPEVTEPIKE EAKT KoL OLOPPAYIN GTO YOOTPEVIEPIKO COANVA
KOTO TNV TAVTOYPOVT YOPNYNON UE T CTEPOELON AVTIPAEYLOVAOIT PAPUOKOL
Mewopévn dpaomn tng tWeovAivig
H pawvvtoivn, ta BopPrtovpikd Kot 1 eXveppivr), EVOEXETAL VO, ETTAYVLVOLV TN HETAPOAIKY|
KGOOPOT TOV KOPTIKOGTEPOEOMV, TOV EXEL MG ATOTELEGLO, T1 LELOUEVT) CVYKEVTPMGT TOVG
OTO O[Ol KO T LEIMUEVT] QLUGLOAOYIKT OpdoT).
H tavtoypovn ypnorn pHe OVILXOAVESTEPUGIKA QApPUOKO HUTOPEl Vo 0dNYNOEL GE
avénuévn poikn advvapio o acteveig pe Papetd poacbévelo (myasthenia gravis )
AvEnuévn evoopBdiia tieon, Le TAVTOYPOVT] YOPNYTON TOV AVTI{OAVEPYIKMDV
Meiopévn dpacn TV OVTITNKTIKGOV TopayovImV
Melopévn avtamoKplor] 6TLg EVO0IEPIIKES OAAEPYIKEG DOKIUES

4.9 Aocoloyia Kol TPOTOS yopNyNons

Mo evoopwixn ypnon.

IMa gpanag yopnynon.

AVOoKIVOTE KOAG TO EVOLOPIIO TPV atd TN (P oN.

H amortodpevn docoroyio, pmopel va Totkidel ovaAloya LE TIG OTOUIKEG KAVIKES KATAGTAUCELS,
OT®G 1 PaPOTNTA TOV GUUTTOUATOV KoL 1] XPOVIKT SLAPKELN Y10 TNV 0moid vl aVTd TapoOVTa.

Booeon, dloya: 0,2 - 0,5 mg o&ikng tpedvilordvng / kg copatikod Bdpovg
Avtiotoryel og 2 - 5 ml tov poidvrtog avd 100 kg copatikov apovg
2xdloy, yares: 0,5 - 1 mg o&ikng mpedvilorovng / kg copaticon Bapovg
Avtietoyei o 0,05 - 0,1 ml tov Tpoidvtog avd kg copotikod fapovg

O oyKocg g €yyvong, oev Ba mpénetl va vrepPaivel to 10 ml avd onueio éveonc. Edv eival
OmopaiTNTO, VO KATAVELETAL O ATOLTOVUEVOG OYKOG GE TOAAQ GUETD.

To ndpa, dev Ba wpénet va dotpnOel mepiocdTEPO 0md S0 POpEg.

Oa tpémel va AapPaveTal povtidn, MOTE VO ATOPEVYETAL 1] VTEPSOGOLOYIN GE PLAES BOOEODV
™G eLANG Jersey kot Guernsey. @a amattn8ovv vymAdTEPES 0OGELC, EAV TOL GUUTTMLOTO, ELVoL
TOPOVTO Vi ApKETO dLaoTNUa 1 €AV yopnyeitan aywyrn o€ (da oL TapPovcldlovy VTOTPOTH.

4.10 Ynepdocoroyio (CLUUMTORATE, RETPA  OVTIUETOTIONG, OAVTIOOTA), €AV givor
omapaiTNTO

Ye TePINTMOT VIEPOOCOAOYING, AVOUEVETUL VO EUPAVICTEL 0VENUEVO TOC0GTO avemIBOUNTOV
EVEPYELMV. AEV VTLAPYEL YVAOOTO AVTIOOTO.

4.11 Xpovog(or) avapovig
Aloya: Kpéag kot edmdipot 1otoi: 53 nuépeg
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Agv emTpEMETAL 1] YPTOT GE YOAUKTOTAPAYMDYES POPASES TOV TAPAYOLV YAAN Yio AvOpdTIVY
KATOVOA®OT).

Booegion: Kpéag kot edmdipot 1otoi: 35 nuépeg
Iédra: 24 dpeg

5. OAPMAKOAOI'IKEX IAIOTHTEX

Dappokobepanevtikn opdda:  Koptikootepogidn Y GUGTNLLOTIKT ypnon,
IMwkokoptikoedn), [Ipedvilordvn
Kwdwdog ATCvet: QHO02ABO06

51 DoppoKodVVapIKES 1010TNTEG

H o&um mpedvilordvn givar éva GuvOETIKO YAVKOKOPTIKOEWDEC. TOV 0pyavicud tov {dov, 10
o&kd vIoAepo amoondTol amd TV o0&k TpedVILoAOVN Kol TO OPOOTIKO GLUGTATIKO TOL
popiov - mn mPedviLoAovn - amodecpeVETAL. ZVYKPITIKE pe v KopT OAn mov cvuvrtifetot
eVO0YEVMG, M TPEdVILOAOVT €xel 4 £m¢ 5 PopéG LeEYOADTEPT YAVKOKOPTIKOEIOIKT OpAcT , TOV
eCaptator amd v eEetalouevn mapduetpo (T, avTIPAEYLOVOONG Opdor, amobnkevon
YAVKOYOVOL GTO NTTap), EVA 1) GANTOKOPTIKOEWKT TNG Opdor glval EAAOPOS YOUNAOTEPT).

H npedvilordvn mapeppaivel otov aEova vtoBaAdLoV-DTOPELONC-EMVEPPLOTWV OVOGTEAAOVTAG
™ ovvBeon (apvntikn madivopoun pvbuion) e ACTH, n omoio mpokodel avactoin g
EKKPIOMG NG KOPTILOANG oTa emMveppidlo. Kol UTOPElL VO TPOKOAEGEL OVETAPKELD TOL
EMVEPPLOIOKOD  QAOOV HETA oamd paxpoypovie ypnon. H  mpedvilordvn aokel 1
(QOPUOKOAOYIKT Opdom e Votepa amd TodnTikn TpoSAnyn ota kottapa. H mpedvilordvn
OLVOEETUL L€ TOVG OVTIOTOLYOVG YAUKOKOPTUKOEWOIKOVS VTOSOYELS KOl OTN GLVEYELDL TO
CUUTAOKO OPUOVIG VTTOJOYEN UETAPEPETAL PEGO GTOV TUPNVA OOV dpa TAV®D GTO YEVETIKO
VAKO puBpilovtag Ty Tapoywyn Tov ayyeAlo@opov RNA (mRNA) kot telkd ) 60vOeon twv
TPOTEVOV.. Baowd m 7wpedviloddvn, Onwg Olo TO YAUKOKOPTIKOEWN, emnpedlel To
petaforiopd tov véatavlpdkov (avEnuévn YAvKoveoyEveaT), T®V TPOTEIVOVY (KvnTomoinon
TV apvoléov e katafoitkég petafolkés eEepyaocieg) Kot 10 petafoAMopud Tov Mmdiov
(avokatavoun Tov Aimovg), eved emiong epeavilel avTi-QAEYUOVMOOELS, OVTI-OAAEPYIKEC,
oTO0EPOTOMTIKEG TNG LEUPPAVIG KO AVOGOKOTOGTOATIKES 1O1OTNTEC.

5.2 @oppokoKIVNTIKG oToryeio. Metd amd evlopvikny yopnynomn 1Mg  O&EKNG
wpedviloAdvng oe (ma, M TpedvioAdVN amodeoUEVETAL TOAD OPYEQ OTOCTMVTAS TO 0EIKO
KatdAouro omd v mpedviLoAdVn, UE TN UECOAGPNOT TOV EVOOYEVOV EGTEPACAV, KOl OTY|
CUVEYELD TAPOAAUPAVETOL GTI) CUGTNUOTIKY KUKAOQOPIK KOl KOTOVELETOL GE OAMOKANPO TOV
0pYaVIGHO. AVTO, £YEl OC amoTEAEG L0 ) TTPEOVILOAOVN VO, amoppodrtal Padutaio amd To onpueio
€YYUOMG Y10 LEYOAO XPOVIKO SLACTNUA KL VO ETLTVYYAVETOL TOPATETANEVT Opdor. [Tepinov ta
¥4 ™G mpedviloldvng cuvdgovTal L TNV Tpavokoptivn kal T Aevkopotivn. H npedviloddvn,
SlmePVA EDKOAN TOV QUUOUTOEYKEPUAIKO PPOyUd, KOOMG KOl TOV @Payrd TOL TANKOVVTO OE
Babuo mov €aptdtor amd 1o €idog Tov {MoV. Mikpég TOGOTNTEG EMIONG, SIEPYOVTAL GTO YAAQ.
Ot Péy1oTeg GLYKEVIPMOELS GTO TAAGHO GTOVG GKUAOLG EMTLYYAvOVTOL HETd and 2,9 dpeg
nepimov, oTI¢ Yateg petd and 4,4 dpeg kot ota droyo et amd 10,0 opeg. Metd and evéopvikn
xopnynon tov o&kov dAatog, N TpedvILoAovT amopaKpOVETUL pE ¥povo nuicelog (ong 28,5
Mpeg oTo oKVAO Kot 48,5 dpeg ot YdTOa.

Aviyvedoieg cLYKEVTPAOGELS TPEIVILOAOVTG, ELEaVICovTaL 6TO TAAGL TV BO0EIOMV LOVO GE
15 Aemtd mepinov peTd TV EVOOUVTKN Eyyvor. Ot UEYIGTES GUYKEVIPADGELS EXTVYYAVOVTIOL OE
3-4 ®peg petd ) yopnynon. O ypdvog nuicelag amopdipovveong ota foogdn eivar tepimov 30,9
DpeG.

H mpeoviCorovn petafolriletar kuping 6to Hop o€ didpopovg petafolitec, ol omoiot, VoTEPQ
OO OvVOy®Yn UG KETOVIKNG Oouddag, cvvdéovtar pe Beuxd 1 yAvkovpovikd o&H kot
OTEKKPIVOVTAL LE TN HOPOT YAVKOLPOVISI®V 1] BlkdV EVHoEDY HEG® YOAG KOl TOV VEQPDV.
Eniong, nikpég mosodtnteg amekkpivovtol apetdPAnTeC.
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6. OAPMAKEYTIKA XTOIXEIA

6.1 Kotdroyog ekdoymv
Benzyl alcohol (E1519)
Polysorbate 80

Silica, colloidal anhydrous
Propylene glycol

Water for injection

6.2 Kvopieg acoppatotnreg
AOY® EMAeyme PEAETOV acLUPATOTNTAG, TO TOPOV KTINVIATPIKO (QPOPUOKEVTIKO TPOIOV dgV
TPETEL VO OVOUELYVOETOL LE GALQ KTNVIOTPIKG QOPLLOKEVTIKE TPOTOVTAL.

6.3 Avdpkera Long

Augpxelo Long TOL KINVIOTPIKOD (QOPUOKEVTIKOD TPOTOVTIOS GUUOMOVO LE TN GLOKELOGIN
TOANONG: 3 €11

Audpxela {ong HeTd TO TPDTO AVOLYUA TNG GTOYEIDMOOVS GVGKELOTING: 14 Nuépeg

6.4. Idwitepeg TPoPVAAEELS KATA TN QVAAEN TOV TPOIOGVTOG
DVAAGGETE TOV TEPLEKTY GTO EEMTEPIKO KOVTI Y10 VO TO TPOCTATEVGETE GO TO PG,

6.5 ®Yon Kol 6VVOEST TG GTOLYELDO0VS CVOKEVOCIUG
Téiwvo dypopo eroridio, tomov I pe elaotikd Topoto and BPoUofOVTOIAI0 KOl KOTOKLOL
aAovuviov.

1 @raAidio (100 ml) og yapTIvo KouTi.
6 @loAiola (100 ml) o xaptivo KovTti.
12 prodidwo (100 ml) og ydpTivo Kovti.

Mmropel va unv KukAo@opovV OAEG 01 GUOKEVAGIES.

6.6 Ewwkég mpo@uidiels amoppwynsg €vog  ypnonomomn0iviog KTNVIOTPLKOD
QPUPROKEVTIKOD TTPOIOVTOS 1] GALOV VAK®V TOV TPOEPYOVTOL OO TN YPNGT TOL
TPOIOVTOC, OV VAP oLV

Kd&be pn ypnowomomnfév kmmviaTpikd QOPUOKEVTIKO TPoidv 1 uUn ypnolporomnfévra

VROAEIULOTE TOV TTPETEL VO ATOPPITTOVTAL GOUPMOVO, LLE TIG I0YVOVCES EOVIKES OMOITOELC.

7. KATOXOZX AAEIAX KYKAO®OPIAX
Veyx-Pharma GmbH
Sohreweg 6

34639 Schwarzenborn
Teppoavia

8. APIOMOZX(OI) AAEJIAYX KYKAO®OPIAX

9. HMEPOMHNIA ITPQTHXE E'KPIXHX/ANANEQXHYX THX AAEIAX
25/9/2018
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10 HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

AITIATOPEYXZH MMQAHXHXE, AIAGEXHY KAI/H XPHXHX
Agv 1oy0eL.
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