MEOOAOAOIKO ZHMEIQMA THZ CSL BEHRING HELLAS

MEOOAOAOINKO 2HMEIQMA THz CSL BEHRING HELLAS
NA TH AHMOZIOMNOIHZH NAPOXQN
TOY ETOYZ 2023
NPOZ EMAITEAMATIEZ YTEIAZ KAI

ENIZTHMONIKOYZ YTEIONOMIKOYZ ®OOPEIZ

2E 3YMMOPOQ3IH ME TIZ AIATAZEIZ TOY APOPOY 66, MAP. 7 TOY N. 4316/2014
KAI TOY KQAIKA AEONTOAOTIAZ TOY 2DEE

IOYNIOZ 2024
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EIZAMQrH

To mapov MeBodoAoyiko ZnUelwpa TOPOUGCLATEL TO MAALOLO OXETIKA e TOV TPOTIO Tou N CSL
Behring Hellas ouykevtpwvel, enefepyaletal kal dnpoactonolel ta dedopéva mou apopolv
TLAPOXEG OL OTtoleG £XOUV YIVEL TIPOG:

e EmayyeApartieg Yyelag (EY), kat

e EmotnuovikoUg YystovopwkoUg Qopeic (EYD)

To nmapov éyypado neplypadel, Aapfavet urt’ ogn Kat eival cUPGWVO LE:

e Tn B¢on tnc CSL Behring 60ov adopd otnv edpappoyr tTou Kwdwa Anpoactonoinong tng
Eupwrnaiknig Opoonovsiog appakeutikwy Biopnxaviwy kot Zuvdéopuwv (EFPIA).

e Ta apBpa 30, 31, kat 32 tou Kwdika Asovtohoyiag tou Zuvdéopou QapUAKEUTIKWY
Erelpnoswv EANGSog (XDEE).

e To apBpo 6 map. 7a tou Nopou 4316/2014.

e Tigur aptBuodv: 5/2016 kat 2/2017 yvwpodotioslg tng Apxns Npootaociag Acdopgvwv
Mpocwrikou Xapaktrpa (ANAMX).

e TIGC EKAOTOTE AVAKOLVWOELG, KOVOVIOTIKEG 08NyieC Kal eykukAioug tou EOQ, onwg
Loxuouv.

NEPIEXOMENA

Mépog MNeplexopevo Zeliba

. ZUYKEVTPWON Ko e H B¢on tng etatpeiag ylo Tov TPOTo ou 3

dnuootomnoinon dedopévwy OUM\EyoULE, avaAUOUE Kol 6NLOCLOTIOLOUE
ta dedopéva

. Alayeiplon tng e [ou KoL TwG SNUOCLOTOLOUUE TV avadopd 4
dnuoactomnoinong

. Katnyopleg mapoywv mou e T[loleg KaTNYopleg mMapoxwy MePLEXOVTAL OTNV 5
dnuoctlomnolol e avadopd mou SNUOCLOTOLOUUE

. Oplopol e Oplopoi, yla Tov okomod tng Snuoactonoinong 7

. Mny£g yLo mepLOOOTEPEG o Tnyég evnuépwong/ Pubuiotiko mAaiolo 8
rAnpodopieg e Exmpdownog tng CSL Behring Hellas
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Mépog 1°:
ZUYKEVTPWON Kall

dnuootonoinon
Sedopévwv

ESw Swatunwvetal n B£on t¢ CSL Behring Hellas ywa tov tpomno nou
OUAAEyOULE, OVOAUOUHE Kal SNLocLonoloUpe ta Sedopéva tou adopouv
o€ EY kal EYD

Ofuata Anodaon tng CSL Behring Hellas

Dopot kat OMNA Ta mood 1ou SnNUooLOTOLOUE, AdOPOUV OE AUECEG I EUUECECG TTAPOXEG TIPOG
EY kat EYO®. kat mepthapBdavouv OMA aAAd Kot TUXOV AAAEG KPOTHOELG UTIEP
TPLTWV, VOULUEG EMIBAPUVOELG KOK.

Huepopnviatng | AnUooLomoloU e TIG TTANPWHEG KAL TIG TTAPOXEC e BAoh TNV nUepopnvia Tou

TapPoxng €ywe n kaBe mapoyn, evtog tou 2023.

MNapadeiypatog xaptv:

e [0 TIC AUECEC MANPWUEG, OTIWCE APOLPBEG yla TTapo)Xl) UTINPECLWY, SWPEEC,
umnotpoodieg kal xopnyieg (avaAoya e tov amodéktn), Aappavetal um’
oyn n nuepopnvia Tou EKACTOTE VOULLOU TTOPAOTATLKOU.

Kat’ e€aipeon kal eL61KA yla TIC TAPOXEG IOV adopoUlV O€ GULUETOXH OF
OUVESPLQ, YLO TOV TPOGSLOPLOUO TNG NEPOUNVIAG TN TTAPOXNC TPOG
dnuoocisuon, Aappavetat ut oYin n nUepPopNnvia SLevEPYELOC TOU
€KAOTOTE oUVESpPioU, aveEAPTNTA Ao TNV OOl NLEPOUNVia PEPEL TO
OXETIKO VOULLLO TIOPOOTATIKO.

Ot apotBég mou EAafav xwpa and tnv CSL Behring Hellas mpog EY oto
mAaiolo ZupBouleuTikwy EMTponwy EUMELPOYVWHOVWY KATOXWPOUVTOL
WG TMOPOXEC TOU HNVOC KATA TOV OO0 Ol WG VW CUMBOUAEUTIKEG
ETITPOTEG TIPAyLaToTOoLOnkKav.

o [0 TIG EUPEDEC TTANPWHEG, OTtWG Ta £€06a PeTakivnong Kal Slapovng ota
mAalola xopnyiag pog E.Y. yia tnv mapakoAouBnon cuvedpiou,
Aappavovtal urmt’ 6yin oL NUEPOUNVIEG TTOU TTpayUaTomoLBnke To v Adyw
ouvedplo.

Mapoxég mpog EY
otnv neplmtwon

AnpootomoloV e KABe Tapo)r) Tou TpayATOToLELTAL KOl Yrtopel ebAoya va
CUOXETLOTEL pe Tov EY.

aduvapliog Agev SnuoaclomoloUe apoxEg tpog EY otnv nepintwon nou:

niapakoAouBnong | ¢ O EY Sev apakohoVBnos to ouveSpLo oto omoio ixe mpookAnBei, Aoyw

i akpwWaong aduvapiog mpooghevong.

ouvedpiou e To cuvedplo akupwBNKe, akopa kot av ta €§oda petakivnong kat
Slapovnig éxouv poBAedBei/katapAnOei pog Tpitoug kot Sev €xouv
xpnotuornotnBet.

Mapox£g mpog AvtutapaBaAAoupe OAEC TIG TTAPOXEC TTOU EyLvav amo etalpeieg tng CSL

‘EAANveg EY kal Behring Tou e€wtepikol mpog EY kat EYD.

EYD and OLmnapoyeg mpog EY kat EYOD mou dpaotnplomolovvtat otnv EAAGSa Kot

Buyatplkn NG €ylvav amo Buyatpikeg etatpeieg tng CSL Behring oto e€wteplko

CSL Behring oto niepthapBavovtal otnv mopoloa KOTAoTaon.

eEWTEPLKO

Nouopa, eupw

'OAeC oL TANPWHEC KL TIAPOXEG TTOU SNLOCLOTIOLOUVTAL EVOL OE EUPW.
‘Ooec MANPWHEG £XOUV Yivel o€ AANO VOULOUA, LETATPETIOVTAL OE EUPW,
ocUUdWVA e TNV LOOTLULA TNG NUEPOUNVIAG TTOU £yLVE N TTANPWHA N N TLapoxn.

Anuoaotonoinon
TLAPOXWV

e OLmapoxEg ou €xouv yivel ipog EY, oL omoiot €xouv Swaoel kal Sev €xouv
OVOKAAEDEL, TN OXETIKN cuykataBeor Toug, Snuoaolomolouvrtal
OVOUOOTIKA, OVEEAPTNTWG TWV OTIOLWV TIEPLOPLOUWY Kol €QLpETEWV
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nipoPBAgmovtat amo T urt aptduov 5/2016 kat 2/2017 M'vwpoSOTACELS
™¢ Apxng Mpootaociag Asdopévwy Mpoowrikol Xapaktripa. e avtiBetn
neplntwon, n dnuoctlomnoinon ylvetol CUYKEVIPWTLKA.

OLnapoxeg mpog EYD Snuoaclomnolouvtal OVOOoTIKA

OLmapoy£g yla tnv Epeuva kat Avamntuén, mou oxetilovral pe:

—  Mn KAWLIKEG SOKLUEG,

—  KAwiwkég Sokipeg paong | Ewg 1V,

—  Meléteg pe mpwtoBoulia epeuvnTwy,

—  Mn nopeUPATIKEG LEAETEG,

SNUOCLOTIOLOUVTOL CUYKEVTPWTLKA.

Mépog 2°:

Awaxeipion tng
dnuootonoinong

ESw Oo Bpeite AEMTOUEPELEG OYETLKA LE TOV TPOTIO, TOV TOTIO KOIL TOV
XPOVo TIou SnpocLomoloV e TNV avadopd apoxwv

EVEpYELEG TTOU
oXeTilovTol HE TN

Anoddaon tng CSL Behring Hellas

dnuootomnoinon
MeBoboAoyiko To nmapov peBodoloyiko onueiwpa avaptatol otnv wotooeAiba tng CSL
InUelwpa Behring Hellas, otnv evotnta «Kwdikag Anpoacionoinong».

Mou dnuoclonololpue

AnpoclomnoloUpe tnv avadopd mapoxwv nmpog EY kat EYD kat ta £€o0da
yla Epeuva kat Avamtuén mou adopouv tnv CSL Behring Hellas otnv
LotooeAida, http://www.cslbehring.gr/, otnv evotnta «Kwdikag

Anpoctlomnoinongy.

Xpovikn eplodog mou
adopa tnv mapovoa

H avadopd mepléxel mapoxEg mou npaypotonow|dnkayv and 1/1/2023 —
31/12/2023.

dnuoolomnoinon

AldpKeLlo avapTnong H avadopd e TIg mapoxEG mou adopouv To avwTEPW dlaotnua
debopévwv TIOPOUEVEL AVOPTNEVN OTNV LoTooeAiSa TG eTalpeiag yla 3 £tn.
Awdpkela dlatnpnong 'OAeg oL mapoyég mou Snuootomololvtal otny v Adyw avadopd, Exouv

TwV apxeiwv

TNV OMAITOUEVN TEKUNPLWGON KAl Ta OXETLKA Eyypada Kal
TOPOOTATLKA, apxeloBetolvTal katl puldcoovtal yla 5 £€tn amno to TEAog
TOU £TOUG TIpAyUATOTIOINONG.
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http://www.cslbehring.gr/

Mépog 3°:

Katnyopieg mapoxwv nou
Anpooclomolov e

Eéw Oa Bpeite mMAnpodopieg OXETIKA PE TLG KATNYOPLEG TWV
TANP WMWYV KOlL TWV TOPOXWV TIOU TIEPLEXOVTAL TNV
énupoaolononpévn avadopad

Awpeég, emyyopnynoeig, Epeuva Kat Avantugn, apolBEg yla cuBOUAEUTIKEG Kot GANEG UTNPECLEG

Nepypadny

Katnyopieg mapoyxwv

AwpPEEC KL TTAPOXEG TIPOG
EYD

Awpeég kal emyopnynoelg pog EYD (un kepdookomikou
XOPAKTAPA) TIoU UTtooTNPLlOUV TNV TOPOXH| UTNPECLWVY LYELG,
oupnepAapBavopévwy Swpewv, UTIOTPodLWY KoL SWPEWV OE
el6og mpog opupata, opyaviopoUlg 1} CUVSECHOUG oL oTmoiol
amnaprtilovral ano EY ) mapéxouv unnpeoieg uyeiac.

ApoLBEC yia tapoxn
OUMPBOUAWY KOl UTINPECLWV

MapoxEg oL omoieg SLémovtat anod cuPPAcelg HeTtagu Tng CSL
Behring Hellas kat EY | EYO®, pe Bdon tig omoieg o EY 1 n EYOD,
TapExeL untnpeoieg otn CSL Behring Hellas.
MNapadelyparog xapv:
e ApolBég opAnTwy
e Ekmaibevon
Avaluon 6ebopévwy
e Anuwoupyla ekmatdeutikol UALKOU
e [apoxr CUUPBOUAEUTIKWY UTINPECLWV

Ta £€€06a mou cuvEEovTalL LE TTAPOXA UTINPECLWV KoL avadEépovtal
otn oLPBaon cuvepyaoiog
MNapadeiypatog xaptv:

e 'E€oba petakivnong

e 'Efoda dlapovng

‘E¢oba yla Epeuva kot
Avarmrtuén

Mapoy£g yla tnv Epeuva kat Avamtuén, mou oxetilovral pe:

—  Mn kAwika dedopéva (KaAn epyaotnplakr MPaktikn (GLP))
—  KAwikéc Sokipég daong | £wg IV

—  Meléteg pe mpwrtoPoulia epsuvnTwv

—  Mn napepPaTIKEG LEAETEG
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MAnpwHEG OV GXETI{OVTOL PE CUVESPLO KOLL EKTTOLSEUTIKEG SpAOTNPLOTNTES

Nepypadn Katnyopieg moapoxwv nov dnpogclonotovvral

Juppetoxn o £€o0da JTov 06po «ouvedplar epthappBavovral:

ouvebplwv: ‘OAEG OL EMLOTNOVIKEG OCUVAVTNOELG, cUVESPLA (KABe euPEAeLag Kal
katnyoplag cuudwva pe tov Kwdika tou XOEE) 1) aAleg
ek&nAwoelg mou opyavwvovtal ano tn CSL Behring Hellas n
Tpitoug e€oualodoTnuévoug Mpog ToUTo.

EYD H xopnyia npog EYOD 1 tpitov e§ouctodotnuévo amd EYD yia tn

Xopnyieg pocg EYD f/kat
OpyavwTEG oUVESPLWY
Baosl cupBacewv

Slopydvwon ouvedpiou, umopet va mepthapBavet:
e Evouwioon ekBeolakol xwpou
e Aladnuioelg, EVTUTIEG I NAEKTPOVIKEG
e Tn Slopydvwon cupnociou ota mAaiola cuvedpiou
e Tlelpata n/kal kapedec/avapukTikd mou apéxovrtal and
TOV 0PYaVWTH, WG LEPOC TOU XOPNYLKOU TTAKETOU (UECW
OUMPAcEWG)

Juppetoxn o £€o0da
ouvebplwv:

EY

1. Eyypadeg
2. Metakivnon kat Atapovi

1. Eyypadn EY ywa tnv mapakoAolBnon cuvedpiou
2. 'E€oba petakivnong kat Stapovig mou adopolv tov EY yia tnv
napakoAouBnaon cuvedpiou
MNapadelyparog xapv:
e AgpOMOPIKA KAl AKTOTAOIKA ELlOLTNPLO
e Ewownpla tpaivou
e MetakivnosLg anod/mpog aepodpopLo/Advt
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Mépog 4° :
Oplopol

KatdAoyog oplopwv yia Toug BactkoUg 6pouc tou XpnotonoLlouvtol
yla thn dnupooonoinon

Opot

Opopol

EnayyeApatiog Yyelag
(EY)

Onolodnnote ¢puoIKO MPOCWTO:

e [lou 0OKEL TO LOTPLKO, 0SOVTLATPLKO, GAPOKEUTIKO N
VOONAEUTLKO ETAYYEALQ

e 'H omoloénmote GAAO TPOCWIIO TTOU KATA TNV ETIAYYEALOTLKN
Tou SpaotnplotnTa Unopei va cuvtayoypadrosl, SlabéoeLn
XopnynoeL éva GpopUaKeUTIKO TIPOoiov

e Kot Tou omolou n kUpLa emayyeALATIKA SpaotnplotnTa
e€aokeital otnv EANGSa.

ETLOTNUOVLKOC
Yyelovouikog Qopéag
(EYD)

OmnolodnmoTe VOULKO TIPOCWIIO:
(i) elval UYELOVOULKT, LATPLKN N} ETILOTNHOVLK évwon (aoTikA
etalpeia | ocwpateio E.Y.) | opyaviopog UYELOVOULKNAG

neplBaAPng (avegaptnta amd Tn VOULKNA KoL 0pyavWTLKA Hopdn)

TOU), OTIWG VOOOKOE(LD, (Bpupa TTAVETLOTALO ) AAAO
EKTIALOEUTIKO (Spupa 1 eTatpeia kABe popdng mou
emuyopnyeital ano tnv CSL Behring Hellas (ektog amnod tig
Opyavwoelg AcBevwv),

(ii) £XeL TNV €8pa tou otn EAAGda.

Napoxn

Opliletal kaBe petaPBipaon atiag, eite WG apolPn EVOvVTL TAPEXOUEVNG
UTtNPeolag, elte wW¢ emLyoprnynon ekmMaldeUTIKNAG SpaoTnPLOTNTAG
ouvexlopevng ekmaibeuong. MeplhapBavovrtol AUECEC 1 EUUETES
TLOPOXEC, €lTE 0 PETPNTA, £iTE 0€ £160¢ | AAAWC, TTOL yivovTal, yLo
npowONnTIKoUC | GAAOUC OKOTIOUC, OE OXEON HE TNV QVATTTUEN Kol
nwAnon cuvtayoypadol uevwv Qapuakeutikwy MNpolovtwy
OTOKAELOTIKA yLa avBpwrtvn xprion.

ALETEC TAPOYEC €lval AUTEG oV yivovtal ameuBeiog and tn CSL
Behring Hellas mpog¢ 6delog evog AmodékTn.

Euueosc mapoy£ec sival autég mou yivovtat yla Aoyaplacpd tng CSL
Behring Hellas mpog 6deAog evog AlodékTn, ) Sla Léoou evog Tpitou
Mé£poug, yla TIC OTIOLEG N TAUTOTNTA ToU ATTOSEKTN lval I Umopel va
yivel yvwotn otn CSL Behring Hellas.
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Mépog 5° : ESw Oa Bpeite TIC TNYEG TTOU XPNOLLOTOLONKOV YLO TV TTPOETOLHACIia
NepLocotepeg Ko T dnpoctonoinon tng avadopdg napoxwv, mou xopnynbnkav os EY
nAnpodopieg ko EY®D gvtdg tou 2023

Nnyég evnuépwong yLa tn dnpootomnoinon

Ol 06nyleg oxetikd e to mMAaiolo dnupoactonoinong Twv mapoxwy and QappakeuTkEG ETatpeieg mpog
EY kat EYO Bpilokovtal otnv LotooeAida tou Zuvdéopou Dappakeutikwy Emxelpricewv EAAASOG Kot
Tou EBvikoU Opyaviopol Qapuakwy.

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

AneuBuvBeite otn CSL Behring Hellas

IXETIKA YE TNV Eav evbladépeaote yia mAnpodopieg/Sleukpvrioelg mou adopolv T

napovoa avadopd dnuootomnoinon tng avadopdg mapoxwy, ylo to £€tog 2023, mapakoAw

Kal tn dadikaoia gmukowvwvnote pe tn CSL Behring Hellas, otn dtevBuvon: Xatlnyldvvn

dnuoactomnoinong MéEEn 5, TK 11528, ABrva, 1) otnv nAektpovikr dtelBuvon:
info.greece@cslbehring.com
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http://www.efpia.eu/
http://www.eof.gr/

