Opot kaw NpoiimoBéoelg

1. Amodoxn

O 1o16T10TT0G Ipsen C.L.I.LM.B («loTéTOoTrog») avamtuxdnke kal TpogodoTeital amd tnv IPSEN
ElME, Ayiou AnunTpiou 63, Ahipog, ATk, TK 17456, ABriva, EANGSa (epegng kahoUpevn, atmd
KolvoU JeE TIG ouvdedeéveg eTalpeieg TG, «Ipseny). H ek pépoug oag TpécoBaacn atov loTéToTTO
Kal xprion autoUl utrékeltal otoug akdAouBoug Opoug kai MNpoltroBéoeig kal oTnv Ioxuouoa
vopoBeaia. Me Tnv TpdoBacn oTov |oTOTOTTO ATTOOEXEDTE, XWPIG TTEPIOPICUO 1) ETTIPUAAEN, TOUG
TapovTeg Opoug kai MNpoUlTtroBéoeig.

2. XpAon TAnpo@opiwv
O mrapwv loTOTOTTOC £X€EI WG OKOTTO:

* Na Trapéxel 1atpikry ekmaideuon oe EmrayyeAparieg Yyeiag édoov agopd 1n dlaxeipion tng
OTTACTIKOTNTOG KAl TV AUXEVIKY duoTovia

* Na agouykpddetal Kal va OVTOTTOKPIVETAlI O€ PN €KTTANPWOEIoEG avAayKeg eKTTaiIdEUONG Kal
KatépTiong

* Na Tapéxel éva TTARPES TTPOYPAUMA KATAPTIONG, TTPOCPEPOVTAG UIA CUVOAIKK) TTPOCEYYION OTN
dlaxeipion TNG OTTACTIKOTNTAG KAl TNV AUXEVIKN duoTovia ue BoTouAivikA Togivn T0TToU A

* Na evappovioel TIG BEATIOTEG TTPAKTIKEG O€ Eva BIEBVEG TTPOYPAUUA UPNAWY TTPOBIAYPAPWV
* Na Trapéxel TAnpogopieg 6Gov agopd Tn Xprion 1ng Abobotulinum Toxin.
O loTéT1OTTOG d€EV ATTOOKOTIEI GTNV TTAPOXT OTTOIACONTIOTE TNIOTOTIOINONG IATPIKAG EKTTAIOEUONG.

Aev emTpéTTeTal va OIQVEUETE, VA TPOTTOTTOIEITE, va METADIOETE, VO ETTAVAXPNOIUOTTIEITE, VO
ETTAVOKOIVOTIOIEITE | va XPNOIMOTIOIEITE OTTOIAdATIOTE TTANPOPopia Tou loToTéTTOU  YIa
EMTTOPIKOUG OKOTTOUG Kal Ba TTpéTrel va Bewpeite o1 6,11 BAETTETE | dloBadeTe aTOV TTAPOVTA
I0TOTOTTO TTPOCTATEUETAI ATTO TTVEUPATIKA SIKAIWPATA, EKTOG €AV ETTICNMAIVETAI BIAQOPETIKA, KAl
Oev EMTPETTETAI VA XPNOIUOTTOIEITAI TTAPd Povo OTTwG TTPORAETTETAI aTOUG TTapovTeG Opoug Kal
MpouTroBéaeig.

ExT6g €dv TTpoBAETTETAI DIOPOPETIKA OTNV TTapolca TTapdypa@o, n Ipsen dev eyyudral oUTe
OnAwvel 6Tl N €K PEPOUG Oag XPAON TwV UAIKWY TTou TTpofdAAovtal aTtov loToéTotto dev Ba
Tapafidoel dikalwpaTa TPITwy TTou v avikouv oTnv Ipsen ouTe ouvdiovTal pe authv. Me
eCaipeon TNV avwTépw TTEPIOPICPEVN €EouaioddTnaon, Oev 0a¢ TTapaxwpeital ouTe aag
xopnyeitar kayia ddcia i dikaiwpa €11 TwWV TTANPOYOPIWY A dIKAIWPA TTVEUNATIKAG 1810KTNTIag
NG Ipsen i dAAou pépouc.

21OV TTaPOVTa IOTOTOTTO PTTOPEI va TTEPIEXOVTAI i} Va ava@EépovTal TTANPOPOopPieS BIOPNNXAVIKAG
I010KTNTiag, TEXVOAOYIES, TTpoidvVTa, dladikaaieg i GAA IBI0KTNOIAKA SIKAIWPATA TG Ipsen ri/kal
AAwvV pepwyv. Agv oag TTapayxwpeital oUTe gag xopnyeital kapia adeia f SIKAiWPa ETTi TWV €V
AOYW EPTTOPIKWY ONUATWY, DITTAWNATWY EUPETITEXVIOG, ENTTOPIKWY ATTOPPATWY, TEXVOAOYIWY,
TTPOIGVTWY, BIadIKACIWY Kal GAAWV I810KTNOIAKWY BIKAIWHATWY TNG Ipsen f/kal GAAwv pepwv.

3. Armomoinon eyyunoswv

MapdAo 1Tou n Ipsen kataBdaAAel elAoyeg TTPOCTTABEIEC va Dlaa@aAiTel OTI Ol TTANPOPOPIES TTOU
TrepIEXovTal aTov [oTATOTTO €ival akpIBEIG Kal EVNUEPWHEVECS, Ol €V Adyw TTANPOPOPIES UTTOPEI va
TTEPIEXOUV QVAKPIREIEG 1 TUTTOYPAPIKG AGBN. H Ipsen diatnpei 1o dikaiwya va Tpopaivel ae
aAllayég, diopBwaeig r/kal BEATILCEIG TwV TTANPOPOPIWY OTTOTEDATTOTE XWpPiS €idotroinon. H



Ipsen dev Tpofaivel og eyyunoelig A dnAwoeig 6oov agopd TNV OKPIREId OTTOIA0OATTOTE
TTANpo@opiag kal dev avalauBavel Kapia eubuvn r uttoxPEWaN yia TUXOV AdOn 1) TTapaAgiyelg
OTO TTEPIEXOPEVO TOU loTOTOTTOU.

OAEZ OI TTAHPO®OPIEZ NMAPEXONTAI «Q% EXOYN». H IPSEN AEN NMAPEXEI EITYHZEIZ
OZON A®OPA THN NAHPOTHTAH THN AKPIBEIA TON NMAHPO®OPIQN TOY IZTOTOMNOY
‘H TIZ NIGANEXZ XPHZEIZ TOYZ. KATA XYNEMNEIA, Ol MAHPOO®PIEXZ OA TPEIMEI NA
A=IONOIOYNTAI NMPOZEKTIKA AMNO TOYZ XPHXTEZ MPIN TH XPHXH. MIMOPEITE NA
XPHZIMOTOIEITE AYTEZ TIZ MAHPO®OPIEZ KATA TH AIAKPITIKH ZAX EYXEPEIA KAI
ME AIKH ZAZ EYOYNH. ZTON METIXTO BAGMO MOY ENITPEMNEI O NOMOZ, H IPSEN,
OlMOIAAHIMOTE AAAH ETAIPEIA TOY OMIAQY IPSEN KAI OMNOIOAHIMNOTE AAAO MEPOX
ZYMMETEXEI £TH AHMIOYPTIA, THN MAPATQrH 'H THN NMAPAAOXH TOY MAPONTOZ
IXTOTOrQY ZE EXAZ AMNONMOIOYNTAI OMNMOIAAHMOTE EMYHZH 'H EYOYNH A TYXON
AMEZEZ, TIAPEMNOMENEZ, EMAKOAOYGEZ, EMMEXEX ZHMIEZ H AMNOZHMIQZEIZ
TIMQPHTIKOY XAPAKTHPA TIOY MPOKYTTOYN AIMO THN MPOZBAXH, TH XPHZH 'H THN
AAYNAMIA XPHZHZ TOY MAPONTOZ IZTOTOMOY H AMNO AAGH H MAPAAEIVEIZ ZTO
MEPIEXOMENO TOY IZTOTOIOY.

ETriong, n Ipsen dev avahapavel kayia utroxpéwan, ouTte euBUveTal, yia TuXov Cnuieg A 100G
TTou €evOéxeTal va TTPoagfdaAouv Tov €EOTTAIOUO 0ag i AAAa TTEPIOUCIOKA OTOIXEia, TTOU
TTpoKaAoUvTal atrd TNV TTPOcRaacn OTIG TTANPOPOPIEG A TN XPrON AUTWV.

4. TIAnpPOQOPpPiEG TTOU TTAPEXETE

Ek16Gg amd TG TAnpo@opie¢ TTou KaAUTITOVTal a1md TNV TOAITIKA ATTOppATOU, £QOCOV
EQAPMOLETAl TETOIA TTOAITIKF), OTTOIOOATTIOTE ETTIKOIVWVIA | UAIKO peTadideTe oTov lOTOTOTIO,
oupTrEPIAAPBavouEVWY OEO0UEVWYV, EPWTHOEWY, OXOAIWY, TTPOTACEWY i GUVAQWY, Eival Kal
QAVTIMETWTTICETAI WG UM EUTTIOTEUTIKA KOI PN ATTOKAEIOTIKI).

5. EmmTwoelg

Edv Tepi€ABel oTn yvwaon Tng Ipsen 611 éxeTe Tapafidoel otroiovdnmoTe atrd Toug Opoug Kai TIG
MpouTroBéoeIg TToU TTEPIEXOVTAI OTO TTOPOV, AUTH PTTOPEl va TTpofei dueca oe OlI0pBwWTIKEG
EVEPYEIEG, TUUTTEPIAAUBAVOUEVOU TOU ATTOKAEICUOU Tou XproTn atrd Tn xprion Tou loTotéTrou,
otroTedATIOTE KAl XWwpig €1dotroinon. Edv n Ipsen emnpeactei 3 umrooTei {nuia ammd Tnv
TrTapafiaon oag, Ytropei, Katé Tnv atrdAuTn SIAKPITIKA TNG EUXEPEIQ, MTTOPET va aglluael atrd E0Ag
TNV aTTOKATAOTOON TNG {NUiag.

6. AvaBeswpnoeig

H Ipsen ptopei omrotednmore va avabewpei Toug TTapdvreg Opoug kai Mpoutrobiaeig,
ETTIKAIPOTTOIVTAG TNV TTAPOUCA avAPTNON KAl EVNUEPUWVOVTOG TOV XPNOTN HE ETTAPKA PEoa
(6TTwg pAvupa nAekTpovikoU Taxudpopegiou i avaduduevo TTapdBbupo oTov |oTOTOTTO, UE TO
oT1T0i0 Ba {nTeiTal aTTo €0AG va TTAPEXETE T CUYKATABECT 0ag oTnv Tpotrotroinuévn ékdoon). Ol
avaBewpnuévol Opol kal MpouTtrobéacig TiBevTal o€ 1oXU evidg 30 NUEPOAOYIOKWY NUEPWYV ATTO
TNV ev Adyw emikaipoTroinon. Eav diaguwveite pe Toug véoug Opoug kai Mpoltrobéoeig, Ba
TIPETTEl VO TO QVAQPEPETE PECW TOU WNXAVIOWOU TTOU TTOPEXETE OTTO TO OXETIKO MAvVUUA
NAeKTPOVIKOU Taxudpoueiou A avaduduevo TTapdbupo Kal, TN CUVEXEIQ, VO OTAUATACETE Va
EI0EPXECTE KAl VO XPNOIUOTIOIEITE TOV |OTOTOTTO. @a TIPETTEl VA ETTIOKETITESTE TOKTIKA TnV
TTapouca aeAida yia va eAEyxeTe Toug IoxuovTeg Opoug kai MNpolTroBéacig TTou gag decueUouUy.

H Ipsen diatnpei 10 dikaiwpa va Katapynoel Tov TTapovTa IoTOTOTTO OTTOTEDNTTOTE, XWPIG va
PEPEI euBUVN atrévavTl o€ €04G ) oTTolovoNTToTE AAANO. Oa AGReTe €1d0TTOINCN YIA TNV €V AOYW

Karapynon.

7. ZXuvreleoTtég (NA AIATPADEI H ENOTHTA AN AEN EINAI ZXETIKH)



laTpikég eIkOveG: Opihog Ipsen
Bivteo, pwTtoypagicg: Opihog Ipsen

8. AiavonrikA IdiokTnoia

To TTePIEXOPEVO TOU TTAPOVTOG |oTOTOTTOU TTPOCTATEUETAI TTANPWG OTTd TA I0XUOVTA SIKAIWMATA
dlavonTikAG 1810kTNaiag. OAo To UAIKG TTOU TTEPIEXETAI OTOV TTAPOVTA |OTOTOTTO dEV UTTOPEI va
avatrapaxBei, va TpoAnBei ] va xpnoiyoTroindei TTepaITEPw e OTTOIOVONTTOTE TPOTTO XWPIG TNV
TTponyouuevn £yypagn adeia TnG Ipsen.

9. AvemOUuNTEG EVEPYEIEG

Mrtropeite va evnuepwaeTe TNV Ipsen yia oTToladATTIOTE avagopd aveTTIOUUNTOU GUPPBAVTOG
N KatayyeAia TTpoidvTog péow Tou TuApatog latpikwy [MAnpogopiwv TnG Ipsen oTo
TNAé@wvo 210 9858930 | péow PNVUUATOC NAEKTPOVIKOU Tayxudpopeiou oTn Olelbuvon
medinfo.qgreece@ipsen.com

Edav ErayyeAparieg Yyeiag emBupyoly va ava@épouv aveTTiBuPNTn evEpyela ) va uttoBAaAouy
KaTayyeAia OXeTIKA pe Tnv TroiIdTNTa TPOoidvtog otnv Ipsen Pharma, Ba Trpémel va
XPNOIMOTTOINCOUV Ta OXETIKA TTEdia oTov 10TéTOTTO http://lipsenmedicalinformation.com

Emiong civar duvar] n avagopd avemBOuuntwy ouppaviwy oTto TuhApa laTtpikwy
MAnpogopiwv NG Ipsen oto TNAépwvo 210 9858930 3 otn O1elBuvon nAekTpovIKoU
Tayxudpoueiou pharmacovigilance.greece@ipsen.com

10. AutoTéAcia diaTdgewv

H akupdtnta 1 pn ekTeAeOTOTNTA OTTOIA0OATIOTE dIdTaéng Twv Tapoviwy Opwv Kal
MpouTroBéoewv dev eTTnNEEGEl TNV €YKUPOTNTA 1] TNV €KTEAEOTOTNTA OTTOIACONTIOTE GAANG
O14Tagng, n otoia TTapauével o€ TTAAPN 10X0 Kal TTapdyel TTAPnN €vvoua aTTOTEAECUOTA, EKTOG
€AV N aKUPOTNTA Il UN €KTEAEOTOTNTA OXETICETA PE ouaiwdn 6po Twv TTapdévTwy Opwv Kai
MpouTroBéoewv.

11. EpappooTéo dikaio Kal eTiAuon Siapopwv

O1 rapovteg Opol kai MNpoltroBEacig Kal n atrd PEPOoUG oag Xprion Tou IoToTdTTou dIETTOVTAI ATTO
10 dikalo TG EANGSag, pe e€aipeon Tig diatageig Tou 101wWTIKOU d1EBvoUg dikaiou.

O1 dla@opég TTou dev PTTOPOoUV va eTTIAUBOUV oUUBIBACTIKA, UTTOKEIVTAI OTa OIKACTHPIO TNG
EANGOaG.

TeAeuTaia emmkaipotroinon oTig 8 lavouapiou 2026
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