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Topéag MoALTIKAG Kwbwkog IM TitAog Ofong Epyaoiog

Yyeia 5.7 DapUaKOToLoG
AIEYOYNZH EAEMXOY MAPATQIH: KAl KYKAODOPIAZ
MPOIONTQN

OpyavLoHOG

EONIKOZ OPTANIZMOZX ®APMAKQN (E.0.0.)

Movada

NMPOEAPOZ A3/EO® | AIEYOYNZH EAEMXOY MAPATQIrH: KAl KYKAO®OPIAZ MPOIONTQN

Kwbéikog @éong Koatnyopia Npoowrikou

7711477452 MOAITIKO MPOZQMNIKO

Epyactakn Zxéon

MONIMOI YOAAAHAOI TOY AHMOZIOY /AIKAZTIKOI AEITOYPIOI /AHMOZIOI AEITOYPTOI

Evtog Katnyopia KAabdog El8ikoTnTOL

NpoocovtoAoyiou Eknaidsuong

NAI Mne OAPMAKEYTIKHZ OAPMAKOMNOIQN

Tonog Epyaoioag E€uninpétnon MoAitn
AEQ®OPOI MEZOTEIQN 284, 15562, AHMOZ MAMATOY-XOAAPIOY, EA\Gda NAI

Zuvtopn Mepypadn tng B€ong epyaociog

Eloriynon kat vAomoinon dpdoswv tng AlevBuvong EAéyxou mopoaywync & kukAodopiog mpoidvtwv kabwg Kat
Alekmatpaiwon Twv KatwbL untoBéoewv:

1) Juvtoviopog kat entifAedn g Asttoupyiag Tou Tunpatog Embewpnong (Katdption mpoypappaTog
£MIBEWPNOEWY, KATAUEPLOPOG £pyaciag/ ELOEPXOUEVWV ALTNUATWY 0TOUG UTIAAANRAOUG, £YKpLon
anoddoswv/elonyRoewy Twv UTTOAANAWY, cUVTALN ETACLWV AvaPOopwV)

2) Alevépyela emBewproswv o HOVASEG MOpaywYN ¢ poloviwy appodiotntag EOD

3) 20vtaén anopacewv/elonynoswv

4) Exnpoowrnog EOD otig ouvedplaoelg twy embBewpntwy g Eupwnaikng Evwong (European Medicines Agency)
5) MéAocg ¢ opadag cuppopdwong (Compliance Group) Tou Heads of Medicines Agencies

5) Exnpocwmnog EO® otig ouvedpldoelg tng Emtpomnng tou Pharmaceutical Inspection Cooperation Scheme

6) Emefepyaoia Oepdtwy ota mMAaiolo Twv cuveSpLAcEWV TwV emBewpnTtwy Tng Evpwnaikng Evwong (European
Medicines Agency) kat tng Emttponr¢ tou Pharmaceutical Inspection Cooperation Scheme

7) Enetepyaocia Oepatwy mou adopouv ApotBaia Avayvwplon tng EE pe Tpiteg Xwpeg (MRA, ACAA, MRI US)




8) MéAlog tn¢ opadag Ataodpaiiong Mowotntag tng AlevBuvong EAeyxou Mapaywyng kat KukAodopiag Mpoidoviwy
9) M£AOG L8LKNG ETLOTNOVLKA G EMLTPOTG TEAKWYV TTPOIOVIWY GOPUAKEUTIKAG KAvvapBng
10) MéAog tou EBvikoU Tuppouliou Alamioteuong

Feviké Npodil

MuoBoAoyikég MpoPAEYELG BaBuog
M Yraywyn oto puoBoidylo o A

, . , o B’
LE€aipeon amd to uieboAodylo e r
COEmumAéov apotBeg o A

Ixéoelg avadopag Kol cuvepyaciog

®Dopeig pue Toug onoioug cuvepyaleton Avadépetal o€

e OMol ot Anpodaotot Qopeig e [lpolotapevog povadag: MPOEAPOS AZ/EQQD

Kupla kaBrkovta

e Elonyeital otnv nyeocia §paocelg mou adopouv otnv MoALtiki dapuakou.
e Kootoloyel, emAéyel kal aflohoyel mpoodopég 1) mpounBela avoAWoiwY Kot Un-aVOAWCLLWY UALKWV.
e Juokevdlel, anoBnkevel, GUAACOEL TIC TTPWTEC UAEC KoL TA TTPOLOVTA 0 KATAAANAOUC ammoBnKEUTIKOUG XWPOUG.

Oeouikn EKtpoowrnion Kat Zuvepyoaoio

Anattoupeva NMpocovta

‘Yrapén ldikwv/opyavikwy SLaTAEEwV yLa Ta AmOLTOUEVO TUTIKA TTPOCOVTA NAI

Tunuka Mpoocovta

Mpooovta Bdon MA 85/2022 | a) Mtuyio f Simwpo Qappakeutikng A.E.l. tng nuedarmic i okadnuaikd
LooSUVaPOoC N LOOTLHOG TITAOG avTioTolyNG ELSIKOTNTAC OXOAWYV TNEG aAAodaTAG.
B) H amattovpevn adela doknong emayyEALOToC 1 BeBaiwon OtL MANPol OAEG TIG
VOULUEG TTPOUTIOBECELC yLO TNV AOKNGN TOU EMAYYEALATOC aTtd TV Apuodia
SloknTkn apxn.

v) T'vwon xelptopol H/Y ota avtikeipeva: (i) emefepyaoiag ketpévwy, (i)
uTtoAoyLoTikwv GUAAWV Kal (iii) umnpeoiwy Stadiktuou.

ApBpo 22 tou MNA142/1989 e AplLOTN yvwon PLag amo Ti¢ Eéveg yAwooec, AyyAkng, MaAALKAG, TEpUaVIKAG,
(A' 68) "Opyaviopog EBvikol ITaALKAG.
OpyaviopoU Qapudakwy"

Mvwoelg M'vwon mapaokeung GOopUOKEUTIKWY TIPOIOVTWV.

M'vwon Twv SLEBVwv KavOVWY UYLELVAG Kal 0.opAAELAG.

r'vwon kwdlkomoinong kot apXeloB£Tnong bopUaKkwy.

I'VWOELG OTPATNYLKOU & eTLXElPNOLaKOU oXeSLACUOU oTNV MOALTIKA dapuaKou.

e [vwoelg Zuotnuatwy Atachaiiong Nolotntag.

EwdkéG amattioslg O€ong




Epyaociag

Epmnepia

Ae€LoTNTEG

AggLotnTa EmiOupnto eninedo
AIAXEIPIZH TNQXH2 YynAd
EMNAITEAMATIZMOZ & AKEPAIOTHTA YynAo
EMIAYZH MPOBAHMATQN & AHMIOYPIIKOTHTA Métplo
HFETIKOTHTA XapnAod
OMAAIKOTHTA Métplo
OPTANQZH & MPOTPAMMATIZMOZ YYnAd
MPOZANATOAIZMOZ 2TO ANOTEAEZMA YynAd
MPO2ANATOAIZMOZ XTON MOAITH YynAo
MPOZAPMOZTIKOTHTA Métplo
Emibupntad Npocovra

Awdpkela Onteiag YNoXpEeWTIKN EMpOpdwon AMNAeg MAnpodopieg

TP thv avaAnyn tng O£ong




