AHMOZIOMNOIHZH NAPOXQN 2017

Me00J30OAOYIKO ZNHEIOHA

Xwpa EANGDQ

BGP ®dappakeuTika Mpoiovra ME.M.E.

Generics Pharma Hellas ENE
ETaipeieg Meda Pharmaceuticals S.A.

(e@EENG pepovwpeva «ETaipeia» r)/kal ouAAoyikd «ETaipeieg»)
Nopikn Baon - ApBpo 66 nap. 7 Tou v.4316/2014

Angooionoinong

- Kwdikag Anpoaoionoinong Z®EE (kata Efpia)

- TvwpodoTnoeic 5/2016 kai 2/2017 Tng Apxnc MNMpooTaagiag
Aedopevwy MpoownikoU XapakTtnipa

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

KaAunTtopevn ano 01.01.2017 €wg kal 31.12.2017

Mepiodog

NopiopaTikin Agia 'OAec ol Mapoxéc dnuoaionololvTal o EYPQ (€)

napoxwv

Huepopnvia MNapoxéc a&iag (apeoaeg): Hugpounvia nANpwHnG.

MNapoxng Xopnyiec EkdnAwoswv: Hugpounvia YETA To NEPAc TNG eKdNAWONG.
Ynnpeoieg: Huepounvia nANPWHNAG 1 OAOKANPWONG unNnpeciac n
OUMBATIKAG avaAnwng unoXpEwaong, Kata nepinTwaon.
MNapoxég oc €idoc / dwpeeg: Huepounvia napadoong e1dwv.
Mapoxec yvia KAIVIkEG MeAéTeg / 'Epeuveg: Huegpounvia nANpwung
ano Toug Popeig KAIVIKNG €peuvag (CRO) npog TEAIKOUG anodEKTEG.
MNMapoxéc pEow  EAKE/EAKEA/YME: Huepounvia  népartog
ouvdedpevou yeyovoc 1N (Tpigepolc) OUMBATIKNG avaAnwng
UNOXPEWONG, KATA NepinTwaon.

MoAueTeig MNa TIC €MUEPOUG NAPOXEC OTA MAdiola MNoAueToUG oUpBaong

ZupBaosig I0XUOUV TA AVWTEPW.

ZXEon 'OAEC 01 NapoxEG dnuoaionoloUvTal Yia:

MapoxnG/AnodEKTn

AnodEKTEG Nou €AaBav napoxn a&iag ano Tig ETaipeisc.

ANodEKTEC Nou kaTolikoUvV / edpeliouv oTnv EAAGda.
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Tonog & Tponog
Anpooionoinong:

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

ETaipikn 10ToogAida www.mylan.gr

ZTnVv nAekTpoVvIKn NAATPOopua nou 6a avapTnOei oTnv
10To0€Aida Tou EO® www.eof.gr

Ene&nynuatiko SxoAio #1: Kai o1 Tpei¢ ETaipeie¢ w¢ LEAN
TOU idI0U ouiAou eTaipeiwv dIaTnPoUV Koivil I0TOOEAIdG aTnV
ornola kai ol TpeIC dNUOCIONOIOUV TIC MAPOXEC TOUC, EKAOTN
EexwpioTd kai diakpiTd.

Ene&nynuatiko ZxoAio #2: O1 ETAIpeie¢ OUULIOPPOULIEVEG
ornv ano 06.06.2018 avakoivwon Tou EO® uneBaiav
gunpoBeoua ora nAaioia TNG Onuocionoinong oAa Ta
aitouyeva ano Tov EO® oToixeia yia EnioTnuUoVIKEG
EkdnAwoeig EToug 2017.

SUYKEKPIUEVA OE avTarnokpion TnNG anaitnong tou EO® o
Etaipeieg ungBaiav UEOW g gpapuoync
https://services.eof.gr/myeof yia 1o digornua 01.01.2017
€w¢ 31.08.2017 ovoixeia Eniotnuovikwv EkdnAwoewv
lMpow6naoncg lMpoiovTwv apuodiotnTac EO® (Tunou B’) kai
yia 10 Oigotnua 01.09.2017 ewc¢ 31.12.2017 oToixeia
0roIaodnnoTe napoxnG O€ EMIOTNIOVIKEG €eKONAWOEIG /
EMITPONEC EUMNEIPOYVWUOVWYV EowTEPIKOU — EEWTEPIKOU.

H unoBoAnn Twv  OTOIXEiwWV  KATA < TA  AVWTEPW
npayuaronoineénKe Ue TNV €10aywyn OAwV TwV AITOUUEVWV
ano Tov EO® oroixeiwv arouikd avd EnayyeAuaria Yyeiag
kair Eniotnuoviko Yyeiovouiko ®opea kai yia Tnv avtioToixn

napoxin.

Ene&nynuariko ZxoAio #3: ZnuelwveTal OTI oI ETalpeiec dev
npayuaronoinoav napoxec o€ EY oe ExkdnAwaoeic Turnou B’,
guninTouosc os dnuoaoionoinon, onwc ol eV AOyw napoxeg
Kal anodEKTeC auTwv opilovTal OTIC OXETIKEC EYKUKAIOUC
EO®, TIC AoinéG 10xUOUOEG dIaTd&EIC Kal TOUG EQPAPIIOOTEOUG
KwOdIKeG.

Eng&nynuatikd SxoAio #4: Emonuaiverar o1l ol ETaipegieg
dev eivar o Bgon va yvwpilouv, oUuTe kai duvavtalr va
dIauopPWooUV n €ngUBouv OTOV TPOMO, TUMO Kal Hop@n
dnuooionoinong orov onoio 6a npoBei o EO® Twv oToIXEIWYV
rou ungBaiav npog ekeivov.



http://www.mylan.gr/
http://www.eof.gr/
https://services.eof.gr/myeof
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Engénynuatikd >xoAio #5: O1 Etaipeisc ora nAaioia 1nc
VOUIKNG BAonc nou nepiypd@eral avwTepw 8a npoBouv aTo
ETAIPIKO TOUG I0TOTOMO O< dnioaoionoinon:

- SUYKEVTPWTIKA OAwV MpoBAEnOUEV@WY nNapoxwv rnpog
EnayyeAuarisc Yyeiag.
[EnavaAauBdverar 0TI ol €Taipeiec dev npoEBnoav o€
napoxec npoc EY o EkdnAwoeic Turou B', euninTouceg
o€ dnuoaionoinon (BA. avwTepw axoAio #3)].

- ATouIKd OAwv Twv MnpoBAENOUEV@WY NApoxwv rnpog
EnioTnuovikouc Yyeiovouikouc ®opeic.

Katnyopieg
Mapoxmv

- AwpeEc kalr xopnyiec npoG EMioTnUoVIKOUC YYEIOVOUIKOUG
®opeic (EYD) - Nopika Mpoowna (NIM).

- ZUpBOAR oTo KOoTog EKONAWOEWV:

o ZUMQWVIEC Xopnylwv Me EY® / NM / Tpitoug
dlopiopévoug ano Tov EY® yia Tnv diopydvwaon Tng
EkdnAwongc,

o Aanaveg Eyypaowy,

MeTdBaon & Alapovnh (ouunepiAauBavousvwy Kai
TWV avanoonaoTwv YeUuudTwv oTa rAgioia Tnc¢
ExdnAwaonc - ox1 Twv e€aipoUUEV@V YEULUATWV).

- APOIBEG VIa ZUPBOUAEUTIKEG & NOINEC YNNPETIEC:
o ApoIBEg,
o 2XeTICOUEVEC dANAVEC YE TNV UNNPECIES (eVOEIKTIKA
uerapaon kai diauovn oTa nAaioia Tn¢ unnpeoiac).

EEaipoUPevEG
MapoxéEg

- Ze epappoyn Tou dpBpou 66 nap. 7 Tou v.4316/2014
eEaipolvtal kal Ogv dnuogionoloUvTal Ta KOOTN anod TIG
€peuvec ayopdg, Ta YeUPATA Kal Ta noTd, kabwg Kai
avTikeigyeva apeAnTeéac afiagc spapupoywv  1IATPIKAG KAl
€KNAIOEUTIKAG XPNONG, NOU OuvdEovTdl APECA HE TN
dleEaywyn TNG KaBnUEPIVAG 1aTPIKNG MNPAKTIKAG TWV
EnayyeApaTiov Yyeiag kal Twv ENGTNPOVIK®V YYEIOVOUIKWOV
dopewv, cUPPWVA Pe To ApBpo 126 nap. 1 TNG UNOUPYIKAG
anogaong AYr3a/IM 3221/2013 (B'1049). Q¢ apeAnTEa
a&ia evvoeital kabe avTikeigevo n afia Tou onoiou Jegv
unepBaivel To OUVOAIKO Mocgd Twv dekaneévte (15) gupw
oupnepiAapBavopevou Tou ONA.
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- EEaipouvTal TuXOV GAAEC NapoXEC NPoC anodEKTEC nou dev
€uninTouv oTo Nedio EQAPPOYNG TOU VOHOU Kal TwV AoINwV
£PAPUOCTEWV dIATAEEWY, KAVOVIOUWV Ka Kwdikwv.

- EEaipouvTal napoXEG o€ anodEKTEC Nou dev EPNINTOUV OTOV
oploho Tou EnayyeApaTia Yysiac oUgpwva Ye TOV VOUO KAl
Tou epappooTeouc Kwdikeg.

- EEaipouvTal napoxeg Twv ETaipeiwv ota nAaiocia €Taipikng
KOIVWVIKNG €uBUVNC.

- EEaipouvTal ol napoxec oe EY (1atpolc) nou napéxouv
unnpeciec oTic ETaipeiec pe oupBaon epyaciag, evioAng n
£pyou.

dopol, Kpatnoeig - Tevika:

OI napoxéc nou OnuogionoloUVTdl, KATA MepinTwon
nepithauypavouv (n un), Tov ®odpo MpoaTiBEuevng Agiag, Tov
napakpatoupevo ®opo EicodnuaTtog, TUXOV NapakpaThoEelg
unép EAKE/EAKEA/YME/TpiTwv Kal Aoinég eniBapuvoelc.

- EvodeikTiKa:

o AJOIBEG vyIa OUMPBOUAEUTIKEC Kal AOINEC UMNPECIEG
nepiAaupavouv NnapakpaTnoeig unep TpiTWV
(EAKE/EAKEA o6nou e@apuolovTal), nepiAappBavouv
TUXOV MNApAKPATOUHEVO @OpOo  €l00dnuaTog, Jev
nepiAappavouyv Tov OMA.

o MeTdBaon kar Aigpovn: TMepiAauBaverar o ®MA, dev
nepiAauBavovral Ta OdlaxeIpioTiIKa £Eoda kal apoIBEC
npounOsuTwV Ta onoia kai dev dnuoaionoloUvTdal.

o Eyypagic: Asv nepihapBaverar ®MA.
o Awpeec: Asv nepihapBaveral o OMA.

o Xopnyiec: kata nepintwon, AauBavopévou unoyn,
METAEU AAAWV NapayovTwy, TNG EKNTwaong Tou ONA.

OI avWTEPW MNEPINTWOEIG €ival EVOEIKTIKEG Kal KABe napoxn
€€eTAlETAl YEMOVWHPEVA WG NMPOC TIC ENIBAPUVOEIC KAl KATA
noco auTeg 6a oupnepiAapgBavovTal ora dnuoaoionoloUheva
noaod.
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Zuykatabeon Mapanéunoupe oto apB. 5B Tou Vv.2492/1997, O6NWG aQUTOG
loxUel, og ouvduaouo We To apBpo 66 nap. 7 Tou v.4316/2014,
TO onoio Kal OTOIXEIOBETEI TNV €K TOU VOMOU EenIBAAAOMEVN
ene€epyaaia.

e kdBe nepinTwon ol ETaipeiec npoBaivouv oe €ykaipn Kal
NANPN E€VNUEPWON TWV UMOKEIYEVWV e€neEepyaaiac (NTol Twv
ENIPEPOUC eNeEEPYATI®V NOU CUVOETOUV TNV dnuoagionoinon) Kal
€MIdIWKOUV, HEPIYVOUV Kal AagBavouv pnth Kal afiaorn
ouykatdBeon Twv EY, énou auTtnh anaiteiTal.

TauTtonoinon O1 eTaipeiec AauBdavouv Ta OfovTa TEXVIKA, OJloIKNTIKA Kal
npaydaTika PETPA WOTE va undpxel andAuTn TauTonoinon Twv
EY kal EY® nou epnintouv oTo nedio €@ApUoOyng TNG
dnuoaoionoinong.

OpioHoi «EnayyeApartiac  Yyeiag»,  «Emotnuovikdc  YYEIOVOUIKOG
dopeag», «napoxn».

'Onw¢ autd opilovTal OTIG Keipyeveg di1aTd&elg, kKavoviououg Kal

KWOIKEG.
Aiapkeia Ta dnuoacionoloUpeva aToixeia 6a napapeivouv avaptnuéva oTov
Anpoocionoinong ETAIPIKO 10TOTONO Yia Tpia (3) €Tn.
Em@UAagn O1 ETaipeiec avapévouv anod TIC ApPOdIEC aAPXEG, (OPEIC,

OUVOEOHOUC Kal EVWOEIC AnavThoEeIG KAl JIEUKPIVNOEIC OXETIKEG
ME Tnv Onuooionoinon Kdl  €NIpUAGCOCOOVTAl OE  OXETIKN
€MIKAIPonoinor TG OTOV I0TOTONO TOUG.

O1 eTaipeiec empuAdooovTal NAvTog VOUihou dIKal®PaTog Touc.




