AHMOZIOMNOIHZH NAPOXQN ETOYZ 2018

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 MNMpooTtaagiag
Aedopevwy MpoownikoU XapakTtnipa

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

KaAunTtopevn
Mepiodog

01.01.2018 ¢wg kal 31.12.2018

NopiopaTtikn Agia

'OAec ol Mapoxéc A&iac dnuoaionoloUvTal o EYPQ (€)

napoyxwv

Huepopnvia MNapoxéc a&iag (apeoeg): Huegpounvia NANPwWHAG.

MNapoxng Xopnyieg EKONAwOewv: Hugpounvia HETA To Népac Tng ekdnAwaong.
Ynnpeoieg: Huegpounvia nANPWHNG 11 OAOKANPWONG Unnpeciac n
OUMBATIKAG avaAnwng unoXpEwaong, Kata NepinTwon.
Mapoxeg o€ €idog  / dwpeeg / xopnyieg: Huepounvia napadoong
€10V N ekTapicuonc.
MNapoxéc via KAIvVIkEG MeAéTeg / 'Epeuveg (oupnepIAAPBavopévay
Wn napepuBartikwv): Hugpounvia nAnpwunig anod Tnv €Taipeia Tou
Popea KAIVIKNG €peuvac (CRO) Twv noowv nou ev guvexeia Ba
npowBnBoUV NPOC Toug TEAIKOUG AnNOJEKTEC.
MNapoxéc péow EAKE / EAKEA / YNE: Huegpounvia népaTog
OUVOEOUEVOU YEYOVOG N TPIMEPOUG OUMBATIKAG avaAnyng
UNOXPEWONG, KATA NepinTwaon.

MoAueTeiq Ma TIG ENIYEPOUC NApoXEC a&iwv oTa NAaiola NoAusToUG cUuBaong

Suppaosig 1I0XUOUV Ta aVWOTEPW.

ZX€on 'OAEC ol NapoXEc dnuoaionoloUvTal yia:

MapoxnG/AnodEKTn

M AnodEKTeEG Nou £AaBav napoxn a&iag anod Tig eTalpeied.

M Anod£KTEC Mou KATolkouv / dpeliouv aTnv EAAGDQ.
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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

Engénynuatikd Sx0Aio  #1: Kal ol TpEIC ETAIPEIEC WG
OUVOEOUEVEC Kal UEAN Tou idlou ouiAou eTaipeiwv d1aTnPouV
KoIvr) 10TOOEAIOG oTnv oroia kai ol TPEIC dnNUocIonolouV TIC
napoxec a&iac Toug, ekaorn EexwpioTd kar diakpiTd. To napov
MeBodoAoyiko Snueiwua TuyxAavel eQapuoync kai givar Koivo
Kai yia TIC TPEIC ETAIPEIEC.

Eneénynuatiko xoAio #2: H eTaipeia ouppop@poUUEVn OTNV
ano 02.04.2019 avakoivwon Tou EO® 6a unoBdAei
gunpoBeoua ora nAaioia TnG dnpoaionoinonc oAa Ta aiTouleva
ano Tov EO® oToixeia avapopikd HE TIC napoxec eTouc 2018.
UEOW TNG epapuoyng https://services.eof.gr/myeof H urioBoAn
TWV OTOIXEIWV KATA TAd avwTepw Oa npayuaronoin®si us tnv
gloagywyn OAwV TwV aIiTOUUEV®WV ano Tov EO® oToixeiwv
HEUOVWUEVA Kal aTtouikd ava EnayyeAuaria Yyeiag kai
Erornuovikd Yyeiovouiko ®opea kai TnG avtioToixng napoxrng
aéiac. O1 eraipeiec dev eivar oe Bgon va yvwpilouv, oUTE Kal
duvavrar va diauopPwoouv 1 eneuBouv oTov TPoro, TUMO,
karnyopionoinon kai pop@n Onuoaionoinonc orov oroio 6a
npoPei o EO® Twv oToixeiwv nou uneBaiav npoc ekeivov.

Ene&nynuartiko >xoAio #3: Oi eTaipeie¢ 0oTa nAaioid TN VOUIKIG

Bdonc rnou nEpIiypAQETAl AVWTEPW KAl TWV  OXETIKWV

yvwpodotnoewv TtnG AMAMX 6a npoBouv OTO ETAIPIKO TOUG

10TOTOMNO O€E dnuoaTiIonoinon:

- SUYKEVTPWTIKA OAwv* npoBAenouevwv napoxwv aéiac
rnpoc EnayyeAuariec Yyeiac.

- AToulkd OAwv Twv npoBAsnousvwv napoxwv a&iac npog
EnioTnuovikoug Yyeiovouikous ®opeEig.

* SnueiveTal OTi o1 eTaipeiec Oev rnpogPnoav evrog Tou 2018

o€ - OnNOOCIONOIOULEVEG ATOMIKA - napoxeg aéiag npog EY ora

nAaioia MpowbBnTikwv ExkdnAwoeswv (npwnv Tunou B') onwc

auTec opifovTal lE TIC OXETIKEC €EyKUKAiou¢ EO® kai

gpunvevovTal ano TIc M'vwuodoTnoeic 5/2016 kar 2/2017 Tn¢

ATIATIX kai o1 0roiec va Tuyxdvouv aTouiknG dnooionoinong.



http://www.mylan.gr/
http://www.eof.gr/
https://services.eof.gr/myeof
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Katnyopieg
AnNHOCIONOIOUHEV®V
Mapoxwv ASiag

Awpeec  kal  xopnyieg  npoc  EnioTnuovikoug
Yyeiovopuikouc ®opeic (EYD) - Nopika Mpoocwna (NIM).

SUPBOAN oTo KooTog EkdnAwoswv
o 2UPPwvieg Xopnylwv pe EYD / NIM / Tpitoug
Olopiopévoug anod Tov EY® yia Tnv diopydavwon
NG EkdNAwong
Aanavn Eyypagwv
MetaBaon & Alapovry (oupnepIAAUBAVOUEVWV
Kal YEUPATwV oTa nAaiola Tng EkdNAwong)

AUOIBEG yIa ZUMBOUAEUTIKEG & AOINEC YNNPETIEC
o AMOIBEG
o 2XXeTI(OUeEvVEG OAMNAVEC MWE TNV  UNNPECIEG
(evdeIkTIKA PeTABaon kal diapovn)

EEaipoUpeveg
Aanaveg

>e epapuoyn Tou ApBpo 66 nap. 7 Tou v.4316/2014
e€aipolvTal kal dgv dnuoaoIonolioUVTdl Td KOOTN ano TIG
€PEUVEG ayopag, Ta yeUudTa Kal Ta noTtd, Kadwg kai
avTIKEIJEVA apeANTEAC a&iag epapPoywV 1ATPIKNAG Kal
€KNaIdEUTIKNAG XPNOoNG, nou ouvdéovTal APECA HE TN
dieEaywyn TNG KaBnuepIVAG 1aTPIKAG MPAKTIKNG TWV
EnayyeAuatiov  Yyeiag kal Twv EnioTnuovikwv
Yyelovopikwv ®opéwv, cUPNPwVa UE To apbpo 126 nap.
1 Tng unoupyiknG anogaong AYIM3a/rM 3221/2013
(B'1049). Qc apeAntéa afia evvoeital kAbe
avTikeiyevo n a&ia Tou onoiou Oev unepBaivel To
OUVOAIKO noco  Twv  dekaneévre  (15) eupw
ouunepiAapBavopévou Tou OMMA,

EE€aipolvTal Tuxov GAAEG NAPOXEG NMOU OEV €UNINTOUV
oTo nedio €pApPUOYAC TOU VOHUOU Kadl TwV AoIN®wv
£QApUOOTEWV O1aTAEEWV KAl KAVOVIOUWYV, EVOEIKTIKA
WC Npo¢ TNV PUON TWV NAPOXWV KAl TOUC ANOJEKTEG
TOUG.
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dopoi, Kpatnoeig,
ApoiBég TpiTtov

- Tevika:

O1 napoxéc nou dnuoaionoloUvTdl NEPIAAPBAVOUV N
un, KaTta nepintwon, Tov ®opo MpooTiBepevng Agiag,
Tov [MapakpaTtoUpevo @®Opo Elcodnuatog, Tuxov
MapakpaTtnoeic unép EAKE/EAKEA/YME/TpiTwv, Kai
Aoinec eniBapuvosic.

- EvOeIKTIKG:

o AMOIBEG YO CUHPPBOUAEUTIKEG Kal AOINEC UMNPECDIEG
nepiIAaUBAvouv  NApPAKpATAOEIC  UMNEP  TPITWV
(EAKE/EAKEA 6nou epapudlovTal), nepiAaupfavouv
TUXOV MapakpaTtoUPevVo (POpPO €1000nNATOG, OtV
nepiAaupavouyv OMA.

o MeTaBaon kar Aiapovn: MNepihapBaveral o ®MA, dev
nepihAappavovTail Ta diaxeipioTika €€0da Kal apoIBEC
npounOsuTwV Ta onoia kai dgv dnuoaionoloUvTal.

o Eyypagég: Aev nepiAapBaveral OMA.

o Awpeec: Asv nepiAapBaveral o OMA.

o Xopnyiec: kaTa nepintwon, AapgpBavougvou unown,
METAEU AAAWV napayovTwyv, TnG EKNTWONG TOU
OrA.

o 'Epeuveg / MeléTeg: Aev nepiAapBavovTal apoifeg
TpitTwv (CRO), nepiAapBavovrar ¢popol, KpATHOEIG,
napdpoAa, dandaveg TPITwv (dNUOCIWV POPEWV).

O1 avwTEPW NEPINTWOEIC €ival €VOEIKTIKEC Kal KABe

napoxn €&etaleTal  HEPOVWHEVA WG MNPOG  TIG

eniBapUvaoelg Kal KaTa NOCO AUTEG cupnepiAapBavovTal
oTa dnuoaoionoloUheva noad.

Zuykataleon

Mapanéunoupe oTo ap. 5B Tou v.2492/1997, 6NwG AUTOG
IoXUel, 0 ouvduaoud MeE TO Aapbpo 66 nap. 7 Tou
v.4316/2014, To onoio Kal OTOIXEIOOETEI TNV €K TOU VOUOU
eniBaAAdpevn eneEepyaaiac.

>e kAbe nepinTwon ol €Taipeiec npoBaivouv oe NARPN
EVNUEPWON TWV UMNOKEIYEVWV EMNEEEPYAOiAC NOU OUVOETEI
Tnv dnuoacionoinon Kai EMOIMKOUV, MEPIPMVOUV  Kal
AauBavouv pnTh kar apiaoTtn cuykatabeon Twv EY, dnou
auTn anaiteiTal.
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TauTtonoinon

O1 etaipeiec AauBavouv Ta dfovTa TeEXVIKA, OIOIKNTIKA KAl
NPayhaTika HETPA WOTE VA UNAPXEI anoAUTN TAauTonoinon Twv
EY kai EY® nou epninTtouv oTo nedio €@apuoyng Tng
onuoaionoinong.

Opioyoi «EnayyeAyaTiag  Yyeiag», <«EMIOTNMOVIKOG  YYEIOVOWUIKOC
dopeacy», «napoxn».
'Onwc¢ auToi opifovTal OTIG KEIPeVEC dIaTAEEIC, KavovIoPoUug Kal
KWOIKEC.

Aiapkeia Ta dnuooionoloUPeva oToIXeia B6a napapeivouv avapTnueva

Anpoocionoinong

oTOV ETAIPIKO 10TOTONO YIa Tpia (3) €Tn.

EmpUAagn

O1 eTaipeieg €xouv OIATUNWOEIG OTIC apUOdIEC APXEC, (POPEIG,
OUVOEOHOUC KAl EVWUOEIC EPWTAMATA NPOC ANWN OIEUKPIVICEWY
Kal odnylwv Kal  E€MQUAACOOVTAl O  EMIKAIPOMOINUEVN
onuoaionoinon oTov 16ToTONO TNCG.

O1 eTalpeiec enipuAdcoovTal nNavrog Vopipgou OIKAIWPATOC
TOUG.

Abrva, 18 Iouviou 2019




