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OEMA: «Tpomormoinon Tng umd oroixeia A.OPI.A 1125859 E=2020/23-10-2020
«Opyaviopée Tng AveEaptnTtne Apxic Anpooiwv Ecédwv (A.A.AE.)» (B 4738)
anmépaong Tou Aloiknt TNG AveE&ptnTng Apxic Anuociwv Eoddwv (A.A.A.E.), wg
TIPOC TOV QVOKOO0PIoHS Twv apuodioTATwY TnG TeAwveiakng Mepipépeiag (T.M.)
AmkA¢ T™ne TlevikAg AielBuvone Tehwveiwv ko E.O.K. (TAT. & E®.K) kai
TunuéTwv TwV Alcudlivoewv Evepyeiakwy, Biopnxavikwv Kol Xnuikwv Mpoiévrwy
(A.E.B.X.I.) kou Zxedioopol ko YrnootipiEne Epyaornpiwv (A.Z.YMN.E.) Tne MevikAc
AiebOuvonc eviko Xnueiou Tou Kpéroug (MA.MX.K.)».

ANO®AZH
O AIOIKHTHZ THZ ANE=ZAPTHTHZ APXHZ AHMOZIQN EZOAQN

‘EXOVTQG umtoyn :

1. Tig diaT&EEIG:

o) Tou Kepahaiou A’ «Zuotaon AveE&ptntng Apxng Anpociwv Ecodwv» Tou Mépoug MpwTou Tou
v. 4389/2016 «Enciyouoeg SIXTAEEIC VIX TNV EQPAPMOYA TNG CUMPWVING SNMOGIOVOUIKWY GTOXWY
KOl SIPOPWTIKWV PETAPPUOHIoEWV KOl GAAEC dIATGEEIC (A’ 94) Ko €101KOTEPA TwV Tap. 1 Kai 3
Tou GpOpou 6, Twv mep. B Kal yy' TnG umonap. 6 NG map. 4 Kol Twv map. 1 Kai 5 Tou &pOpou
14, Twv &pOpwv 2, 7 Kol TwV map. 2 £wg Kai 5 Tou &pBpou 41 autol.

B) Tou GpOpou 20 Tou v. 4622/2019 «EmMTEAIKO Kp&TOG: 0py&vwan, ASITOUpYic KOl SIXPAVEIX TNG
KuB€pvnong, Twv KUBEPVNTIKWVY OPYAVWYV KOI TG KEVTPIKAG dnuociag dloiknong (A” 133).

Y) Tou v. 4738/2020 «PUBuIGN OPEIADV KAl TTAPOXl) SEUTEPNG EUKAIPING KOXI GAAEQ SITAEEIG
(A 207),
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0) Tnv umé oroixeia A.OPI.A 1125859 EZ2020/23-10-2020 «Opyaviopog Tng Ave&&ptnTng
Apxng Anpooiwv Ecodwv (A.A.A.E.)» (B’ 4738) amépacn Tou AloikntA TG AveE&pTnTng ApXNAG
Anpociwv EGOdwV Kal €I8IKOTEPK TWV GPBpwV 55, 61 Kal 62 auTAG,

2. Tnv um6 oToixeia E.2117/28-05-2021 «[Tapoxr) SIEUKPIVAOEWY KAl 08NYIWV OXETIKK ME TNV
spapuoyn Twv diaT&Eewv Tou v.4738/2020 «PUOBUION OPEIAMV KXI TXPOXH OEUTEPNG EUKAIPING
Kol GAAeg diaTa&eigr (A 207/27-10-2020) mou puBpilouv TNV TIPOTITWXEUTIKA OIXSIKXOi
e€uyiavong» eykUkAIo Tou Aloiknti TG A.A.A.E..

3. To um6 oToixeia ATA A 1044457 E=2021/27-05-2021 éyypapo Tou MpoioTapévou TnG MNEVIKAG
AigB6uvong Tehwveiwv Kai E.O.K.,

4. To amd 09-06-2021 pAvVUP NAEKTPOVIKAG oAAnAoypagiag Tng Mpoiotapévng Tng Mevikng
AigBuvong MevikoU Xnueiou Tou Kpdaroug,

5. Tnv ur ap. 1 Tng 20-1-2016 (Y.0.A.A. 18) Mp&En Tou YmoupyikoU ZupBouAiou «EMmAoyYR Kal
diopiopdg Tevikol Tpappartéa TG MevikAg Mpapuoreiag Anuooiwv Ecddwv Tou Ymoupyeiou
OIKOVOMIKWV», OE OUVOUKOHO ME TIC SIKTAEEIC TOU MPWTOU £dapiou TNG map. 10 Tou Gpbpou 41
Tou v. 4389/2016 Kai TI¢ amop&oeig un ap. 39/3/30-11-2017 (Y.0.A.A. 689) Tou ZupBouAiou
Aoiknong Tng A.AAE. kau u ap. 5294 EZ 2020/17-1-2020 (Y.0.A.A. 27) Tou YmoupyoU
OIKOVOUIKWY, ME BEpa «Avavéwon Tng Onteiag Tou AloikntA TnNG Ave&&pTtnTng ApXNg Anuociwv
Ec0dwv.».

6. TNV avaykn avakaBopiopol Twv apuodIoTATWY: &) Tou TuAPaTog B’ - AIKaoTIKoU Kol NOMIKAG
YnooTtApIEng Aloiknong Tng Tehwvelakng Mepipépeiag (T.M.) ATTIKAG, MPOKEIMEVOU Vo UAOTIOINOEI
XMOTEAEOPATIKA N «KEVTPIKOTIOINON» TG SIAdIKKOoING eEuyiavong, oUUPWVA PE TIC SIKTAEEIC TOU
v. 4738/2020 «PUOpIoN OPEIANWV KOl TTaPoXN deUTEPNC EUKAIPIAG Kol GAAEG SiaT&Eeigy (A° 207),
kot B) Tou TuRuaTog B - Xnuikwv Mpoiovrwyv Tng Aicubuvong Evepyeiokwy, BIounXavikwv Kal
Xnuikwv Mpoidévrwy (A.E.B.X.M.) kai Tou TpApaTog B’ - Zxediaouol Kai MoiétnTag Tng Aieiduvong
ZxediaopoU Kol Ynmootipigng Epyaortnpiwv (A.Z.YN.E.) Tng FA.MX.K. yia TNV amoTEAEOHATIKOTEPN
AsIToupyia auTWY,

7. To yeyovog OT1, ammo TIC SIKTREEIC TNC MAPOUCHC XTOPAONC, OEV TTPOKAAEITAI dATAVN o€ B&POG
Tou MpoimoAoyiopol Tng Aveg&pTnTng Apxng Anpociwv Ecodwv (A.A.A.E.).

AMO®AZIZOYME

A.- TporomoloUpe Kol cUPTANPWVouUpE Tnv umod oToixeia A.OPI.A 1125859 E=2020/23-10-2020
«Opyaviopog Tng AveE&ptntng Apxng Anpoociwv Ecodwv (A.A.A.E.)» (B 4738) amogoon, onweg
10XUEl, WG KATWTEPW:

1. AvaKaBopiloupge Kol GUUTIANPWVOUUE TIC XPMOdIOTNTEG Tou TPAMOTOG B’- AIKXOTIKOU KOl
Nouikng YmootApiEng Tng Telwvelakng Mepipépeiag (T.M.) ATKAG Tng levikAg Aieubuvong
Tehwveiwv kai E.®.K. (T.A.T. & E.®.K.) kai mpoaBéToupe véa umromiep. (06) atnv mep. B «TpAua B'-
AikaoTiKoU Kol Nopiking YrmootApiEng» Tng umomap. «I. TEAQNEIAKH NEPIOEPEIA (T.M.) ATTIKHZ»
TNng map.4 Tou &pBpou 55 «Tehwvelakég Nepipépeieg (T.MN.)» aUTAG, we EEAG:

«(68) n xopnynon oToIxXciwv GXETIKG e TN BePaiwon xpewv Tou &pdpou 46 Tou v. 4738/2020 (A’
207), ota appoédia TuApara tng E.M.EIZ./K.E.O®., oto mAiclo Tou XEIpIopoU UMOBEoEWV
c€uyiovong, olppwva pe TIC diaTéEeig Tou v. 4738/2020, yix To oUVOAO TwV TeAwveiwv TNG
EMKPATEING KOI OTNV MEPIMTWON UTTAPENG TEAWVEIGKWV OPEIAWY, EMITTAEOV:

i) n €€€Taon TNG KiTNONG VI T CUMMETOXA Tou Anuociou ot cupPwvia eEuyiavong, PET& amd
aiTnon Tou OPEIAETN KAl N UTOBOAR OXETIKAG €ionynang mpog Tnv E.M.EIZ./K.E.O®. yia amodoxn,
amoppIYn A UTTOBOAN AVTITIPOTAGNG TOU ANMOGIiou €M TNG MPOTAONG TOU OPEINETN OXETIK& HE TN
ouPQWVia gEuyiavong,
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ii) N ouvummoypa®n TNE €16fiynong Tng AisuBuvong EionpaEewy (A.EIZ.) Tng AAAE nipog 1o Nopiko
ZupBouAio Tou Kpéroug (N.Z.K.) yix Tnv £Kd00Nn OXETIKAC YyvwpodOTnong mepi amodoxng N
amoPPIYNG TNG TPOTAONG TOU OPEIAETN OXETIKX ME TN CUMPWVIX e&uyiavong,

iii) N mxpoxn K&Oe amapAiTNTOU OTOIXEIOU TIPOG Ta ApHOdIa TuRMaTa TG E.M.EIZ./K.E.O®. yix Tn
diatunwon gionynong mpog 1o N.Z.K. yia K&OE SIKXOTIKI EVEPYEIX OTO MAKIOIO TNG SIASIKAOING
e€uyiavong,

iv) N evnuépwaon Twv apuodiwyv TEAWVEIWY YIX TNV KATGOEGN OTO SIKXOTAPIO KiTNONG EMKUPWONG
ouppwviag eEuyiavong N TRV KAT&Beon aitnong AMWNS MPOANTITIKWV JETPWYV, TIPIV &0 THV &iTnon
EMKUPWONG, KABWEG KAI VI TNV £KS0ON SIKACTIKWY XIMTOPACEWV OXETIK& PE TX AVWTEPW 1 YIXK TV
pe omolovdénmoTte TpoMO, ANEN TG 10X00G TNG CUNPWVIaG e§uyiavong.».

2. AvakaBopiloupe TIG oppodIdTNTEG Tou TuApaTog B - Xnuikwv Mpoidvtwy Tng Aicibuvong
Evepysiakwy, Blounxavikwv kKol Xnuikwv Mpoidvtwv (A.E.B.X.MN.) ka1 Tou TpApaTOg B -
ZxediaopoU Kai Mo1dtTnTag Tng AieiBuvong Ixediaopou Kai YmooTtApiEng Epyaotnpiwv (A.Z.YN.E.)
g AT X.K., wg €&ng:

o) Ztnv unomap. Il TNg map. 3 Tou &pOpou 61 «AiclBuvon Evepysiakwy, BIOPNXAVIKWV K
Xnuikwv Mpoiovtwv (A.E.B.X.M.)» autAg, JIayp&POUUE TNV UMOMEP. Yy TNG TeP. o KAl
avapIOoUE TIG UPIOTAUEVEG uTToTiEP. 88’ £we {{’ O VY €W OTOT', AVTIOTOIXOK.

B) Zmv umonap. Il TNG map. 3 Tou GpOpou 62 «AlclBuvon ZxediopoU Kol YMOoTAPIENG
Epyaotnpiwv (A.Z.YMN.E.)» qUTAG, MPOOBETOUNE VEX TIEP. B’, AvapIOUOUNE TIC UPIOT&UEVEG TiEp. B
£wg 100 og Y €wg IB’, AVTIOTOIXK KO SIXHOPPWVOULE TN VEX TIEP., WG KATWTEPW:

«l. Tupa B’ - Zxediaopou Kai MoidéTnrac,

«(B) O €Aeyxog TNG CUUHMOPPWONG KAl N TXPAKOAOUONON TNG EPAPHOYAC TwV XpXWV TNE OpONg
Epyaotnpiaking MNpakTikig (OEM- GLP Good Laboratory Practice) Twv MEIPXPATIKWY HOVASWV KAl
TOTIWV dOoKIJWV OEM, pe OKOTO V& EKTIMNOOUV TX KIMOTEAEOUOTA TNG EPAPHOYAC OTNV UYEIX N KAl
TO TTEPIB&ANOV.».

B.- Kat& ta Aoim& 1ox0el n umé otoixeia A.OPI.A 1125859 E=2020/23-10-2020 (B’ 4738)
amoépaon.

I.- H mapoUoa amépaon 1oxuel and Tn dnuocicuon TG otnv Epnuepida TG KuBepvioewc.

H amépaon auth va dnuooisudei otnv Epnuepida Tng KuBepvioswc.

O AIOIKHTHZ
THZ ANEZAPTHTHZ APXHZ
AHMOZION EZOAQN

FEQPTIOZ NITZINAHZ
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NINAKAZ AIANOMHZ
AMOAEKTEZ I'A ENEPIEIA

I. EBvikd Tumroypapeio (6Tnv nAekTpovikh dislBuvon webmaster.et@et.gr)

Il. ANEZAPTHTH APXH AHMOZIQN EZOAQN (A.A.A.E.)
1) TlevikA AibOuvon TeAwveiwy kot E.P.K. (TA.T. & E.®.K.):
o) NpoioTéuevo
B) TeAwveiakn Nepipépeia (T.M.) ATTIKAG
y) Tehwvelakwy Aladikaoinv (A.T.A.)
8) TeAwveia
€) AutoteAég TuApa YrootApiEng (A.T.Y.)
2) Teviki AiciBuvon ®opoloyikng Aloiknong (F.A.D.A.):
o) MpoioTauévn
B) AietBuvon Eionip&Eewv (A.EIZ.)
y) Emxeipnoiaki Movada Eiopagng (E.M.EIL.)
8) Kévtpo Eioipa&ng OpeAwv (K.E.0D.) ATTIKAG
oT) AutoteAég TuApa YrootApiEng (A.T.Y.)
3) levikf Aicibuvon lMevikol Xnueiou Tou Kpéroug (MA.FX.K.):
o) NpoioTapévn
B) Aie(Buvon Evepyeiak®y, Biopnxavikwv kot Xnuikwv Mpoidvrwv (A.E.B.X.M.)
y) AigG0uvon Zxediaopol ko YnooTtnpiEng Epyaotnpiwy (A.Z.YMN.E.)
6) AutoTerég TuAua YrmooTtApiEng (A.T.Y.)
4) revikf Aiei8uvon HAektpovikig AlakuBépvnong (M.A.HAE.A.):
o) MpoioTapévn
B) Aie0Buvon Zrparnyikng Texvoloyiwv MAnpogopikig (ALLZ.TE.NA.) - [pue TNV Map&KANoN va avapTnOsi: ao) oTnv
iotooehida TG A.A.A.E., Uotepa ammd mponyoUuevn EMIKOIVWVIK Kol ouvewwdnon pe To AutoTeAéc TuAPG
ZuvtoviopoU MetappubuioTikwv Ap&oswv Kai Emkoivwviag (A.T.Z.ME.A.E.), BB) otnv HAekTpovikf} BiBAI0OAKN)
KO YY) OTOV E0WTEPIKO 10TOTOTTO (intranet)]
Y) AuTtoTeAég TuRua Ymoothpigng (A.T.YNO.)
5) AutoTeAég TuRUa ZuvtoviopoU MeTappuBuioTiKwv Apdoswy Kal Emkoivwviag (A.T.Z.ME.A.E.)

AMNOAEKTEZ A ENHMEPQZH
ANEZAPTHTH APXH AHMOZIOQN EZ0AQN (A.A.A.E.)

AmodéKTEG TwV MIVEKWY A° (TTANV TWV GVAPEPOHUEVWYV YIX EVEPYEIX), B, I (MANV TWV GvAPEPOUEVWY YIX evEpyeia), A
(TANV TWV AVRPEPOPEVWV VI EVEPYEIX), KO Z (ME o/ 1 Ewg 5).

KOINOMNOIHZH
1) Nopik6 ZupBoUAio Tou Kpéroug, Akadnpiag 68, TK 10678, AOHNA
2) Mepiodiko "dopoloyikn EmOewpnon" (Me TNV MAp&KANGH va avapTnOei oTnV I0TooEAida www.poedoy.gr)

EZQTEPIKH AIANOMH

1. Mpagpeio AloikntA Thg A.AA.E.

2. MpoioTapévoug Twv Mevikwy AIEuBUVOEWV (TTANV TWV AVOPEPOUEVWV VIO EVEPYEIX)
3. AieBuvon Opyavwong- MNpoiot&uevo kai TuApata A, B, M kou A
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