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Eloaywyn

To mapov MeBodoAoyko InUelwpa TOpoUoLAleL TO TAALOLO OXETIKA e TO TPOTo Tou N CSL
Behring Hellas ouykevtpwvel, enefepyaletal kal dnuoactomolel ta dedopéva mou adopolv
TLAPOXEG OL OTtoleg £XouV yivel Tipo¢:
e EmayyeApartieg Yyeiag (E.Y.)
A
e EmotnuovikoUg Yyetovouikoug @opeig (E.Y.D.)
To nmapov gyypado neplypadel, Aappavel umtdn kat eival oL Upwvo Ue:
e Tn B6¢on tng CSL Behring 6cov adopad tnv epappoyn tou Kwdika Anpoactonoinong tng
EFPIA.
e Ta apBpa 30, 31, kat 32 tou Kwdika Asovtohoyiag tou IOEE.
e To apBpo 6 map. 7a tou Nopou 4316/2014
e Tigum apBuov: 5/2016 kal 2/2017 yvwpodotnoslg tng AMAMX
e TIG EKAOTOTE AVAKOLVWOELG, KOAVOVLOTIKEC 08NYyLEC Kal eyKUKALou¢ Tou EOQ, omwg

LoxVouv.
Neplexopeva

Mépog NepLexopevo ZeAida
1: Zuykévtpwon Kot e H B¢on tng eTaipeiog yla tov TpOmo nmou 3
dnuooctomnoinon OUA\EYOULE, avaAUOUE KoL SNLOCLOTIOLOUE Ta
dedopévwv Sebopéva
2: Aaxeiplon g e [lou KoL TTwG SNUOCLOTOLOUHE TNV avadopd 4
dnuoactomnoinong
3: Katnyopleg mapoxwv e [loleg KATNYOpPLEC TTAPOXWV TIEPLEXOVTOL OTNV 5
Tou SnNUOCLOTIOLOUE avapopd mou SNUOCLOTIOLOUE
4: Oplopol e Oplopol, yla To oKoTo ¢ dnuoactonoinong 7
5: Mny&g ya e [nyég evnuépwong/ PuBuiotikd mhaiolo 8
TEPLOOOTEPEG e Exmpoownog tng CSL Behring Hellas
mAnpodopieg




Mépog 1°V:
JUYKEVTPWON KoL

dnuoctomnoinon
dedopévwv

ESw Slatunwvetal n B€on tng CSL Behring Hellas yia tov tpomo mou
oUM\EyoUE, avaAUou e Kol dnuoctomoloU e ta Sedopéva mou adopouy
E.Y. kaL E.Y.O.

Ofuarta Anodaon tng CSL Behring Hellas
Dopot kat OMA Ta mood 1ou SnNOCLOTIOLOUE, APOPOUV AUECES I EUUETES TIOPOXEC TIPOG
E.Y. n/kat E.Y.®. kot neplapBdavouv O.M.A aAAd KaL TUXOV AANEG KPATHOELG
UTIEP TPLTWV, VOULUEG EMLBOPUVOELG KOK.
Huepopnviatng | AnUooLomoloU e TIC TTANPWHEC KaL TIC TIAPOXEC e BAon TNV nUepounvia ou
TIaPOXNG €ywe n kabe mapoyn, evtog tou 2020.
MNapadelypatog xapv:
e [0 TIG AUEDEC MANPWUEG, OTIWCE apoLBn yla Tapoxr UTNPECLWY, SWPEEG,
umnotpodieg Kal xopnyieg (avaAoya pe tov amodéktn), AapBavetat umopn
N NUEPOUNVIA TOU EKACTOTE VOULUOU TOPOOTATIKOU.
Kat’ e€aipeon kat l8IKA yLa TI¢ MopoXEC mou adopolV O GUUETOXN o€
OUVESPLO. YlaL TOV TIPOCSLOPLORO TNG NUEPOUNVIACE TNG TOPOXNG TPOC
dnuoocisuon Aappavetal umtoPn n nUepopnvia SLEVEPYELOC TOU EKAOTOTE
ouvebplou, avetdptnta amd TNV OmMola nUEPOUNVia GEPEL TO OXETLKO
VOULLO TIOPOOTOTIKO.
Ot apolBég mou £Aafav xwpa and tnv CSL Behring Hellas mpog EY oto
mAaiolo TupPouleutikwv Emitponwy EpmelpoyVwUOVWY Katoxwpouvtol
W¢ TIAPOXEC TOU HNVOC KATA TOV ONMOoio Ol W¢ Avw OCUUPOUAEUTLKEC
ETILTPOTIEG TIPAYLOTOTIOLNONKAV.
n,
o [0 TG EUPETEG MANPWUEG, OTWG Ta £€0da petakivnong kat Slapoving ota
mAalola xopnylag mpog E.Y. yia tnv mapakoAoUBnon cuvedplou, elval n
NILEPOUNVIEG TIOU TIpaYOTOTIOLONKE TO €V AOYW GUVESPLO
Mapoxég mpog AnpoolomnoloUpe KGO mapoxr TOU MPAYLATOTOLETaL KAl prmopel eVAoya va
E.Y. otnv OUOXETLOTEL pe Tov E.Y.
nepilntwon Agv dnpoaolonololpe mapoxEg npog E.Y. otnv nepintwon mou:
aduvauiog e OE.Y. 8ev napakorolBnoe to cuvédplo oto omoio eixe mpookAnBei, Adyw
napakoAouBnaong aduvapiog mpoogéheuong
N akupwong e To GUVESPLO AKUPWONKE, OKOMA KAl av T €080 ETOKIVNONG Katt
ouvedpiou Slapovng éxouv mpoPAedBei/kataBAnBel kat Sev €xouv xpnotpomnoinBei
MapoxEg mpog AvtutapaBaiioupe OAEG TIG TTAPOXEG TTOU €yLvav amo stalpeieg tng CSL
‘EAANvec E.Y. / Behring tou efwtepikol mpog E.Y. kat E.Y.O.
E.Y.®. anod Oumapoxeg pog E.Y. kat E.Y.®. mou dpaotnplonotovvrat otnv EAAMGSa kat
Buyatpikn NG €ywav ano Buyatpkég etalpeieg tng CSL Behring oto e€wteplko
CSL Behring oto nepAapBavovtal oTnv mopol oo KOTAoTAoN
e€wTePLKO

NouLlopa, EVpw

'OAeg oL TANPWHEG KL TTOPOXEC TIOU SnpooLlomololvTaL lval o€ eupw.
‘Ooec MANPWHEG £XOUV Yivel o€ AAAO VOULOUA, LETATPETIOVIAL OE EUPW,
ocUUPWVA PE TNV LOOTLULA TN NUEPOUNVIAG TTOU €yLve N TANPWUA 1 Tapoxh.

Anuogtonoinon
TAPOXWV

e OL mopoxé¢ mou é£xouv yilvel mpog E.Y., &nuooclomolovvtal eite
OUYKEVTPWTLKA, 0vVA Katnyopla e€06wv, lte OVOUAOTIKA, KATA TEPLMTWON
oUpdwva Pe Ta l8koTEpa SladapBavopeva otig dlataéelg tou apbpou 66
map. 7a tou N. 4316/2014, tg ur’ oapOudv 5/2016 kot 2/2017




'vwpodotnoelg t™ng Apxng [Mpootaciag AeSopévwv MNpoowrikol
XopoKtpa Kol T €KACTOTE OVOAKOLWWOELG, KAVOVIOTIKEG odnylec Kot
gykukAiloug tou EOD, 6mwg Loxvouv.

O napoyeg mpog E.Y.®. 5nuoolonolovial OVOUACTIKA

OLmapoy£g yla tnv Epguva ka Avamntuén, mou oxetilovtal He:

1. Mn- KAWLIKEG

2. KAwwkég dokpég paong | Ewg IV

3. MeA£teg pue mpwtoBoulia epeuvnTwyv

4. Mn MoPeUPATIKEG LEAETEG

O5NLOCLOTIOLOUVTAL CUYKEVTPWTLKA.

Mépog 2°V:

Alaxeiplon g
dnuooctlomnoinong

ESw Ba Bpeite AeMTOUEPELEG OXETIKA LLE TO TPOTO, TO TOTO KOl TO XPOVO
TIou SNUOCLOTIOLOUE TNV avadopd TTOPOXWY

EvépyeLleg IOV
oxetifovron pE TN

Anodaon tng CSL Behring Hellas

dnuoclonoinon
MeBoboAoyLko To mapov pebodoAoyikd onueiwpa avaptatal otnv LotooeAida tng CSL
Inueiwpa Behring Hellas, otnv evotnta «Kwdwkag Anpoacionoinongy.

Mou dnuoaclonolol e

AnpoclomnoloUpe tnv avadopad mapoxwv nmpog E.Y. kat E.Y.O. kat ta
£€06a yla Epeuva kal Avantuén mou adopolv tnv CSL Behring Hellas
oTnV LotooeAida, http://www.cslbehring.gr/, otnv evotnta «Kwdikag

Anpoctlomnoinong».

Xpovikn mepiodog mou
adopd TNV mapovoa

H avadopd nmepléXel mapoxEG mou mpaypatonow|dnkav and 1/1/2020 —
31/12/2020.

dnuoaclomoinon

ALApKELD OVAPTNONG H avadopd e TIC TapoxEC Tou adopouV To aVWTEPW SlaoThua

Sedopévwv TAPAPEVEL OVaPTNUEVN OTNV LoTooeAiba TG eTalpeiag yLo TEcoepa
XpovLa.

Aldpkela Stotrpnong 'OAeg oL TapoYEC TOU SNUOCLOTIOLOUVTAL OTNV £V AOYw avadopd, EXouv

TwV apyxeiwv

TNV QMALTOUUEVN TEKUNPLWON KOL TA OXETIKA £yypada Kot
TMAPACTATIKA, apxeloBeTouvtal kat puldooovtal yla 5 xpovia amnod to
TENOG TNG XPOVLAG TIpayATOToinoNG



http://www.cslbehring.gr/

Mépog 3°": ESw Ba Bpeite mMAnpodopleg OYETIKA UE TIG KOTNYOPLEG TWV
Katnyopieg mapoxwv mou TIANPWHWY KOL TWV TTOPOXWVY TIOU TIEPLEXOVTAL OTNV
AnpoaolonoloUpe dnuootlomnolnuévn avadopd

Awpegg, smyopnynoslg, Epguva kat Avarmtuén, aoBEC Yo UTINPEOLEC Kot oUUBOUAEC

Nepwypadn Katnyopieg mapoxwv
AwpEeEC KL TTAPOXES TIPOG Awpeég Kal emxopnynoelg mpog E.Y.@. (un kepSooKoTkoU
E.Y.O. XOPOKTAPQ) TTIOU UTOOTNPI{OUV TNV TAPO)XI) UTINPECLWY UYELQG,

oupnepAapBovopévwy SwpPewv, UTTOTPOdLWY KAl SWPEWV OE
eldo¢ mpog I6puiuata, opyaviopouc i cuvb£opoucg oL omoliot:
amnaptilovral ano E.Y. | mapgxouv UNnpecieg uyeiag.

MapoxEg ot omoleg Stémovtal and cupPaocelg petaty tng CSL
Behring Hellas kat E.Y. i E.Y.D., ue Baon tigonoiego E.Y. A n
E.Y.D., napéxel unnpeotieg otn CSL Behring Hellas.
Mapadeiypatog xapLv:

e ApolBEg opAnTwy

e Ekmaibeuon
ApolBeg yla tapoxn e AvdAuon Sedopévwv
OUMBOUAWY KaLL UTINPECLWV e Anuwoupyla ekmatdeuTtikol UALKOU
o MNopoxn CUUBOUAEUTIKWY UTTNPECLWV

Ta £€€060 TOU cUVEEOVTAL LE TNV TTAPOXH TNG UTNPECLAG Kot
avadépovtal otn cUUBacn cuvepyaciag
Mapadeiypatog xapLv:

e Efoda petakivnong

e 'E¢oba Slapovng

‘E€oba yLa Epeuva Kot Mapoyxeg yia tnv Epguva ko Avamtuén, mou oxetilovral pe:
Avarrtuén 1. Mn- KAWLIKG Sebopéva (KaArn epyaotnplakn mpaktikn [GLP])
2. KAwikég Soklpég paong | Ewg IV

3. Meléteg pe mpwtoBoulia epsuvnTwy

4. Mn mopeUPATIKEG LEAETEC




NAnpwUEC TTou oxeTilovtol LE CUVESPLOL Kl EKTTOLOEVTIKEC §P0OTNPLOTNTEC

Nepwypadn Katnyopieg napoxwv nov dnpogcionotolvral

Juppetoxn os £€oda JTOV Opo «OULVESPLO» tEpAapBavovTal:

ouvebplwv: 'OAEG OL EMLOTNUOVIKEG CUVAVTHOELG, CUVESPLO (KABE gpPENeLag
KoL Katnyoploag ol pdpwva pe tov Kwdika tou SOEE) rj aAAeg
ekbnAwoelg mou opyavwvovtal and tn CSL Behring Hellas )
Tpitoug e€ouclodoTnUEVOUG TIPOC TOUTO.

E.Y.OD. H xopnyia npog E.Y.®. n tpitov e€ouaiodotnuévo amod E.Y.O. yia

Xopnyleg mpog E.Y.®. /kat
OpyavwTtég ouvedpiwy
Baoel oupBacewv

™ dlopyavwon ocuvedplou, pmopel va mepthapBavet:
e Evolkiaon ekBeolakol xwpou
e Aladnuloelg, EVTUTIEG Il NAEKTPOVIKEG
e Tn dlopydvwon cuumnoaciou ota mAaiola cuvedpiou
e [elparta f/kot kapEdeg/avap UKTIKA TTou tapEXovTatl
Qo TOV 0pYavVWTH, WG LEPOC TOU XOPNYLKOU TTAKETOU
(néow ovpPaceswc)

Juppetoxn os €€oda
ouvedplwv:

E.Y.

1. Eyypadeg
2. petakivnon kot Stapovn

1. Eyypadn E.Y. ywa tnv mapakoAouBnon cuvedpiou
2. 'E€oda petakivnong kat dtapovig mou adopolv tov E.Y. yla
Vv napakoAolBnon cuvedpiou
MNapadelypatog xaptv:
e  AgpomopLKA — AKTOTIAOIKA ELOLTAPLOL
e Ewounpla tpaivou
o  METAKIVAOELG OMO-TPOG 0lEPOSPOULO-ALLAVL




Mépog 4° : KatdaAoyog oplopwy ylo Toug Bactkol¢ 6poUG TTOU XPNOLLOTIOLoUVTAL yLa
Oplopot ™ dnuoactonoinon
‘Opot Opopoi
EmayyeApartiag Yyeiag | Omolodnmote $pucikd Mpoowno:
(E.Y.) e [ou ookel TO LOTPKO, OBOVTLATPIKO GAPUAKEUTIKO N
VOONAEUTIKO EMAYYEALQ
e 'H omoudnmote AANO POCWTIO TIOU KATA TNV ETOYYEAUATLKA
Tou SpaotnplotnTa Unopel va cuvtayoypadnosl, SLaBEoeL N
XOopNyNoeL éva GapUAKEUTIKO TTPOIOV
e KoL Tou omolou n kUplo emayyeAHATIK SpaotnpLOTNTA
efaokeltal otnv EAAGSQ
EmiotnUovLkog OmoLo6NTOTE VOULKO TIPOCWTIO:

Yyelovoutkog Qopéag
(EY.D.)

(i) glval UYELOVOULKN, LOTPLKA N EMLOTNUOVIKA €vwon (aoTKn
etalpeioa 1 owpoteio E.Y.)) 1 0pyaviopOC UYELOVOULKNG
neplBoAPne (avetdptnta amd TN VOUIKN KAl OPYyaVWTLKA
Hopdr) Tou), OTWC VOOOKOWELD, (6pUHa TTOVETILOTAILO 1 GANO
EKTOLOEUTIKO  (Spupa 1 etalpeia kaBe popdpng mou
enuyopnysitat and tnv CSL Behring Hellas (exto¢ amod Tig
Opyavwoelg AcBevwy)

(ii) £xeLtnv £6pa tou otn EANGda

Napoxn

Opiletal kaBe petafifacn afiag, site wg apolPr) Evovtl MOPeXOUEVNC
umnpeolag, eite wg emyopnynon ekMadeUTIKAC Spaoctnplotntag -
ouvexwlopevne ekmaibevong. MNepllapfdvovial AUecsg N EUUECES
TAPOXECG, £ite oe petpntq, £ite oe eldog N GAAWG, Tou yivovtal, ylo
npowBnTIkoUC | AANOUC OKOTIOUCG, Of OXECOn HUE TNV aVAmTuén Kot
TtwANon ocuvtayoypadoUuevwyY DapUaKEUTIKWY Mpolovtwv
OTOKAELOTIKA yLa avBpwrtvn xpron.

ALECTEC TaPOoy£EC elval AUTEC TTou yivovtal amneuBeiag amnod tn CSL Behring
Hellas mpog 0dpelog evog AmodEKTn.

Eupeoec mapoyéc sival autég mou yivovtal yio Aoyaplaopd tng CSL
Behring Hellas mpog 6delog evog Anodéktn, i dla péoou evog Tpitou
Mépoug 6mou n TautdTnTa Tou AtoSEKTN glval ) umopel va yivel
yvwotn otn CSL Behring Hellas




Mépog 5°: ESw Ba Bpelte TIg mNy£G MOV XpNOLUOTOLBNKAY YLO TNV TIPOETOLUACLA
Meploodtepeg Kal tn dnpogotomoinon tng avadopd mapoxwy, ou xopnynénkav os E.Y.
nmAnpodopieg kat E.Y.®D., evtog tou 20XX.

Mnyéc evnuépwong yia tTh Snpootonoinon

OL 06nylec oxetikd pe o mMAaiolo dnpoactonoinong twv mapoyxwyv and QapuokeuTkEG ETalpeieg mpog
E.Y. kaL E.Y.OD. Bplokovtal otnv LotooeAida tou Tuvdéopou DapuakeuTikwy Emixelprioewv EAAASOC
Kol Tou EBvikou Opyaviopol Qapudkwy.

o www.sfee.gr
o www.eof.gr

AnevuBuvBeite otn CSL Behring Hellas

IXETIKA E TNV Eav evSladépeote yia mAnpodopieg/dleukpvnoelg ou adopouv T

napovoa avodopd dnuootomnoinon tng avadopdg moapoxwy, ylo to £tog 2020, mapakoiw

Kal tn dadikaoia gmkowvwvnote pe T CSL Behring Hellas, otn 8telBuvon: Xatlnyldvvn

dnuoactomnoinong MéEEn 5, TK 11528, ABrva, 1} otnv nAektpovikn telBuvon:
info.greece@cslbehring.com



http://www.efpia.eu/
http://www.eof.gr/

