AHMOZIOMNOIHZH NAPOXQN ETOYZ 2019

Me00J30OAOYIKO ZNHEIOHA

Xwpa EAAG3a
ETaipeieg BGP dappakeuTika Mpoiovra M.E.MN.E.

Generics Pharma Hellas E.IN.E.

Meda Pharmaceuticals S.A.

(ee€nc pepovwpéva «ETalpeia» n ouAAoyikd «ETaipeiec»)
Nopikf Baon - ApBpo 66 nap. 7 Tou v.4316/2014 (DEK 270/A/24.12.2014)

Anpoocionoinong

- Kwdikag Anpoaionoinong ®EE (kaTa Efpia)
- Kwdikag Anpoaionoinong Medicines for Europe (MfE)

- TvwpodoTnoeic 5/2016 kai 2/2017 Tng Apxnc MNMpooTaaiag
Aedopevwy MpoownikoU XapakTtripa

- Hand 28/07/2017 avakoivwon Tou EO®
- Hand 06/07/2018 avakoivwon Tou EO®
- Hand 02/04/2019 avakoivwon Tou EO®

KaAunTtopevn
Mepiodog

01.01.2019 ¢wg kai 31.12.2019

NopiopaTtikn Agia

'OAec ol Mapoxég A&iac dnuoaionoloUvTal g EYPQ (€)

napoyxwv

Huepopnvia MNapoxég a&iag (apeoeg): Huegpopunvia NANPWHAG.

MNapoxng Xopnyieg EkdNAwOewV: Hugpounvia YETA To NEPaAc TnG ekdNAwaong.
Ynnpeoiec: Huyepounvia nANPWHNG 1 OAOKANPWONG Unnpeoiag n
OUMBATIKAG avaAnwng unoXpEwaong, Kata NepinTwon.
Mapoxeg o€ €idog  / dwpeeg / xopnyieg: Huepounvia napadoong
€10V 1 EKTapisuonc.
MNapoxéc via KAIVIKEG MeAéTeg / 'Epeuveg (oupnepiAauBavopuévav
Wn napeuBartikwv): Hugpounvia nANpwUAG anod Tnv €Taipeia Tou
Popea KAIVIKAG €peuvac (CRO) Twv noowv nou ev guvexeia Oa
npowBnBoUVv NPoG Toug TEAIKOUG AnNOJEKTEC.
MNapoxéc péow EAKE / EAKEA / YMNE: Hpegpounvia ngparog
OUVOEOUEVOU  YEYOVOG N TPIMEPOUG OUMBATIKAG avaiAnyng
UNOXPEWONG, KATA NepinTwaon.

MoAueTeiq Ma TIG EMPEPOUG NAPOXEC a&iwv oTa NAaiola NoAUEToUG ocUuBacng

Suppaosig I0XUOUV Ta aVWOTEPW.

Zxéon ‘'OAeg ol NnapoxEg dnuoaionoioUvTal yia:

MapoxnG/AnodEKTn

M AnodeKTeC nou ehaBav napoxr a&iag and TIig eTalpeiec.

M Anod£KTEC Nou KaTolkouv / edpeliouv aTnv EAAGDaQ.
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Tonog & Tponog
Anpooionoinong:

SUPewva pe apb. 66 nap. 7 Tou v.4316/2014 oTa:

ETaipikn 10ToogAida www.mylan.gr

ZTnVv NAeKTpOVIKN NAatrpoppa nou O6a avaprTnBei oTnv
10TOo0€Aida Tou EO® www.eof.gr

Engénynuarikd Sx0Aio  #1: Kal oI TpEIC ETAIPEIEC WG
OUVOEOUEVEC Kal UEAN Tou [dlou ouiAou eTaipeiwv diaTnpouv
KoIvi} 10TOOEAIOG oTnv oroia kai oi TPeEIC ONUOOIONoIouUV TIC
napoxec a&iac Toug, ekaorn EexwpioTd kar diakpiTd. To napov
MeBodoAoyiko Snueiwua TuyxAavel eQapuoync kai givar Koivo
Kai yia TIC TPEIC ETAIPEIEC.

Engénynuartiko ZxoAio #2: H eTaipeia ouupop@oUuEVn oTnv
ando 19.05.2020 avakoivwon Tou EO® 6Oa unoBdAei
gunpoBeoua ora nAaioia TnG dnpoaionoinonc oAa Ta aiTouleva
ano Tov EO® oToixeia avapopikd HE TIC napoxec eTouc 2019.
UEOW TNG eapuoyng https://services.eof.gr/myeof H unnoBoAn
TWV OTOIXEIWV KATA TAd avwTepw Oa npayuaronoin®si us tnv
glogywyn OAwV TwV aiTOUUEV®WV ano Tov EO® oToixeiwv
HEUOVWUEVA Kal aTtouikd ava EnayyeAuaria Yyeiag kai
Ermornuovikd Yyeiovouiko ®opea kal TnG avtioToixng napoxrng
aéiac. O1 eraipeiec dev eivar oe Bgon va yvwpilouv, oUTE Kai
duvavrar va diauopPwoouv 1 eneuBouv oTov TPoro, TUMO,
karnyopionoinon kai pop@n Onuoaiornoinon¢ orov oroio 6a
npoPBei o EO® Twv oToixeiwV nou uneBaiav npoc ekeivov.

Eneénynuatiko SxoAio #3: Oi eTaipeie¢ 0oTa nAaioid TN VOUIKIG
Bdonc rnou nEpIiypdQETAl  AVWTEPW KAl TWV  OXETIKWV
yvwpodotnoewv tnG AMAMX wg kai TnG €iorjynong Tou OuiAou
Mylan oTov onoio avrikouv kai Tn¢ d1EBvouc evaoewc Medicines
For Europe, 6a npoBoUuv OTO ETAIPIKO TOUG I0TOTOMO OF
dnuoaionoinon:
- SUYKEVTPWTIKA OAwv* npoBAenduevwv napoxwv aéiac
rnpoc EnayyeAuariec Yyeiac.
- AToulkd OAwv Twv npoBAsnousvwv napoxwv a&iac npog
Eniornuovikouc Yyeiovouikouc ®opeic.
* SnueiwveTal OTI ol eTaipeiec dev npogPnoav evroc Tou 2019
o€ - dNMOOIONOIOUUEVEG ATOUIKA - Napoxec a&iac npoc EY ora
nAaioia MpowBnTikwv ExkdnAwoswv (npwnv Tunou B') onwg
auTec opilovTal LE TIC OXETIKEG EYKUkAiou¢c EO® kai
gpunvevovTal ano TIc N'vwuodotnoesic 5/2016 kar 2/2017 Tn¢
ATIATIX Kkai o1 0roiec va Tuyxdvouv aTouiknc dnpoaoionoinong.



http://www.mylan.gr/
http://www.eof.gr/
https://services.eof.gr/myeof
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- Awpeéc  kal  xopnyiec npoc  EnioTnuovikoUg

Karnyopigg YyeiovopikoUc ®opeic (EY®) — Nopika Mpoowna (NIM).
ANHOGIONOIOUHEV®V
Mapoxwv ASiag

- ZUPBOAR oTo KooTog EkdnAwoswv
o 2UudPwviec Xopnylwv pe EYD / NIM / Tpitoug
Oloplopévoug anod Tov EY® yia Tnv diopydavwaon
NG EkdNAwong
Aanavn Eyypagwv
MetaBaon & Alapgovry (oupnepiAaPBavouEvwV
Kal YEUPATwV oTa nAaioia Tng EkdNAwong)

- APOIBEG vIa SUPBOUAEUTIKEG & AOINEC YNNPETIEG
o AMOIBEG
o 2XXeTI(OPEvVEG OAMAVEC HWE TNV UMNNPECIEG
(evdeikTIKG peTABAoN kai diagovn)

EEaipoUpeveg - Xe gpappoyn Tou ApBpo 66 nap. 7 Tou v.4316/2014

Aanaveg e€aipolvTal kal dgv dnuoaoionoloUvTal Ta KOGTN Ano TIG
€PEUVEG ayopag, Ta yeUudTa KAl Ta noTtd, Kadbwg Kai
avTIKEINEVA aheEANTEAC a&iag epapuoywV 1ATPIKAG Kal
eKNaIdEUTIKAC XPNong, nou ouvdéovTal APeca HE TN
dleEaywyn TNG KABnUEPIVAG 1aTPIKNG MPAKTIKAG TWV
EnayyeAuatiov  Yyeiac kal  Twv  EnioTnuovikwv
Yyelovopikwv ®opéwv, cUPNPWva Ue To apbpo 126 nap.
1 Tnc unoupylikng anogaong AYIM3a/rM 3221/2013
(B'1049). Qc apeAntéa afia evvoeiTal kAbe
avTikeiyevo n a&ia Tou onoiou Oev unepPaivel TO
OUVOAIKO noood  Twv  dekaneévre (15) eupw
ouunepiAapgBavopévou Tou OMMA.,

- EEaipouvTal Tuxdv aAAec NapoXEc nou Oegv guminTouv
oTo nedio €pAPUOYAC TOU VOHWOU Kadl TwV AoINwvV
EQAPUOOTEWV OI1ATAEEWY KAl KAVOVIOUWV, EVOEIKTIKA
¢ Npo¢ TNV @UON TWV NAPOXWV KAl TOUC AMOJEKTEC
TOUG.
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dopoi, Kpatnoeig,
ApoiBég TpiTtov

- Tevika:

O1 napoxéc nou dnuoaionoloUvTal nepIAaPBavouv n
Mn, KaTta nepintwon, Tov ®opo MpooTiBEPevng Agiag,
Tov [MapakpaTtoUpevo ®Opo Elcodnuatog, Tuxov
MapakpaTtnoeic unép EAKE/EAKEA/YME/TpiTwv, Kai
Aoinecg eniBapuvoslc.

- EvJeIKTIKG:

o AMOIBEG YIa CUHPPBOUAEUTIKEG Kal AOINEC UMNPECIEC
nEpIAGUBAVOUV  MAPAKPATACEIC  UMNEP  TPITWV
(EAKE/EAKEA 6nou epapudlovTal), nepiAapgpavouv
TUXOV MapakpaTtoUPevVo (POpPO €1000nNATOG, OtV
nepiAappavouyv OMA.

o MeTtaBaon kai Aigpovr): NepiAauBaveral o OMA, dev
nepiAapBavovTal Ta diaxeipIoTIKA €€00a Kal AuoIBEC
npoun®suTwV Ta onoia kai dev dnuoaionololvTal.

o Eyypa@£c: Aev nepihapBaverar OMA.

o Awpeec: Asv nepihapBaveral o OMA.

o Xopnyiec: kaTtd nepinTwon, AaugBavougvou unown,
METAEU AAAWV napayovTwyv, TnG EKNTWONG TOU
OrA.

o 'Epeuveg / MeléTeg: Aev nepiAapBavovTal auoifEg
TpitTwv (CRO), nepiAauBavovral ¢opol, KPATAOEIC,
napdaBoAa, danaveg TpiTwv (ONHOGIWV POPEWV).

O1 avwTépw NEPINTWOEIC €ival €VOEIKTIKEC Kal KABeg

napoxn €&etaleTtal  MEPOVWHEVA WC MPOC  TIG

eniBapUvaoelg Kal KaTa NOCO AUTEG cupnepIAapBavovTal
oTa dnuoaoionoloUheva noad.

Zuykataleon

Mapanéunoupe oTo ap. 5B Tou v.2492/1997, O6NwWG AUTOG
IoxUel, og ouvduaoud MeE To Apbpo 66 nap. 7 Tou
v.4316/2014, To onoio Kal OTOIXEIOBETEI TNV €K TOU VOUOU
eniBaAAopevn eneEepyaaniag.

>e kAbe nepinTwon o1 €Taipeie¢ npoBaivouv oe NARPN
EVNUEPWON TWV UMNOKEIYEVWV EMNEEEPYAOIAC NMOU OUVOETEI
Tnv dnuoacionoinon Kai EMOIWKOUV, MEPIPVOUV  Kal
AauBavouv pnTh kar aBiaotn cuykatabson Twv EY, onou
auTn anaireitai.
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TauTtonoinon

O1 eTaipeiec AapBavouv Ta dfovTa TeEXVIKA, OI0IKNTIKG Kal
npaydaTika HETPA WOTE va UNAPXEI anOAUTN TauTonoinon Twv
EY kai EY® nou epninTouv oTo nedio €@apuoyng Tng
onuoaionoinong.

Opioyoi «EnayyeApatiac  Yyeiag», <«EMIOTNMOVIKOC  YYEIOVOMIKOG
dopeacy», «napoxn».
'Onwc¢ auToi opifovTal OTIG Keipeveg diaTa&eic, kavoviopoug Kal
KWOIKEC.

Aiapkeia Ta dnuooionoloUPeva oToIXEia B6a napapeivouv avapTnueva

Anpoocionoinong

oTov €TaIpikd 10TOTONO Yia Tpia (3) £Tn.

EmpUAagn

O1 €Taipeieg €xouv OIATUNWOEIG OTIC ApUOdIEC APXEC, (POPEIG,
OUVOEOHOUC KAl EVWOEIG EPWTANATA NPOC ANWnN OIEUKPIVIOEWVY
Kal odnyiwv Kal  E€MQUAACCOOVTAl O  EMIKAIPOMNOINKEVN
onuoaionoinon oTov 10T6TONO TNC.

O1 eTalpeiec eni@uUAAooovTdl NavTog Vopigou OIKalwPATOg
TOUG.

Abrva, 9 Iouviou 2020




