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EOHMEPIZ THZ KYBEPNHZEQ2

THZ EAAHNIKHZ AHMOKPATIAZ

TEYXOZ AEYTEPO

Ap. dUAAou 351

ANOGAZEIZ

ApiB. andp. O - 9/1n/211.2013

Tporormoinon g urt aptdu. 0-833/18n/06-10-2008 arnd-
paong AS/EO® niepi «KKaboplopou twv Kateubuvtnpi-
wVv Fpauuwv t™ng EE. oxXeTikA pe TiI¢ APXEG KAl TOUG
Kavéveg KaAfg Mapaywyng yia ta ddpuaka kat ta
dokiualdueva pAapuaka avlpwrivne xenong» (PEK
135 B’/29-01-2009) 6nwg TEOTIOTIONONKE UE TIG:
- utt aptdu. 23022 andpaon, PEK B 779/29-04-2009,
- utT apdu. 69251 anépaon, PEK B” 2255/20-10-2009
- utt aptdu. 62060 andpaon, PEK B” 1586/30-09-2010
- utt apdu. 0-209/7 andpaon, PEK B” 2115/22-09-2011
- UIT aptB. 0-379/3n andeacn, ®EK B’ 1631/10-05-2012

TO A.Z TOY EONIKOY OPIrANIZMOY ®APMAKQN
(Zuvedpiaon 1n/21.1.2013)

‘Exovtag unéyn:

1. Tig datdEeig Tou dpbpou 3 map. 1B, 18 kat 10 kat Tou
GpBpou 2 Tou N.1316/1983 (PEK A’3/11-01-1983), mwg T0
TeheuTaio avTikataotddnke pe to Gpdpo 1 tou N. 1965/91
(PEK A" 146/26-09-1991).

2. To &pbpo 6 map. | £3.6 Tou N. 1316/1983 (PEK A3/
11.01.1983), 6nwg avtikataotdbnke amnd to dpb. 25 re-
p(mtwon 2 tou N. 3730/2008 (GEK A’ 262/23-12-2008)

3. Tig daTdEEIC TNG KOWNAG UTIOUPYIKAG anépaong
AYT 30/82161/24-08-2012 (OEK B’ 2374/24-08-2012) niepl
«Evappdvione ™g EAANvikAg NopoBeoiag mpoc tnv
OA.2001/83/EK (L.311 28-11-2001)».

4. Tig dlaTdEelg TNG KOWNAG UTIOUPYIKAG amndeaong
apdu. 282371/31-05-2006 (PEK B’ 731/16-06-2006) miepi
«Evappdvione te EAAnvikAg NouoBeoiag mpog TIg
OA. 2001/82/EK (L. 311 28-11-2001) ka1 2004/28/EK (L. 136/
30.04.2004)».

19 deBpouapiou 2013

5. Tic dlaTd&elg TNG KOLWVAG UTIOUPYIKAG amdpaong
AYT 3a/7567/23-07-2008 (PEK B’ 1562/06-08-2008) mepl
dlpooapuoyng g EAAnvikAg NoupoBeaiag mpog tnv
OA.2003/94/EK (L. 262 14-10-2003)».

6. Tic datdEelg TG utt apldu. 313314/25-01-1994 (PEK
B’52/28-01-1994) uttoupyikng andpaong «Ogorion ye-
VIKWV QpXWV Kal KATeubUVoEWV yia TNV TApAoKeEUn
PAPUAKWY TIPOOPIJOUEVWV YIA KTNVIATPIKA XPhHon, ot
ouuuSp@won ue TV OA. 91/412/EOK (L. 228 17-08-1991).

7. Tnv odnyla 91/356/EOK (L. 193 17-07-1991) énwe ou-
MIANPWONKe pe Tnv OA. 2003/94 (L. 262 14-10-2003) kal
v odnyia 91/412/EOK (L. 228 17-08-1991) avtioToixa.

8. Tnv T.E. 4/2012 Elorjynon tou TuAuatog Embewpn-
ong tou EO® kat v oUupwvn yvoun g Avaminpw-
Tplac Mpoiotauévne g Aedbuvong EMKM).

9. To yeyovdg 4Ot amd TI§ SlatdEelg g napoloag
andépaong dev mpokaAeital damndvn oe Bdpog Tou Kpa-
TIKoU MpoirnoAoytopoy, anopaacifouye:

Tnv Tpororoinon g urt aptdu. 0-833/18n/06-10-08
andépaong AZ/EO® nepi kabopiopou twv Katsubuvth-
pwv Mpauuwy g EE. oxeTkA pe TIg «APXEG KAl TOUG
Kavdveg Kalng Mapaywyng ya ta ®dpuaka Kat ta
dokiualdueva pdpuaka avipwrivng xpnong» (PEK 135
B’/29-01-2009) érwg £xetL dn tpomnomnomOsel ue TIg

- UtT aptdu. 23022 andpaon, (PEK B” 779/29-04-2009),

- UTT aptBu. 69251 anépaon, (PEK B” 2255/20-10-2009)

- U ap1B. 62060 andpaon, (PEK B’ 1586/30-09-2010)

- Ut aptdu. 0-209/7 andpaon, (PEK B 2115/22-09-2011)

- utt aptbu. 0-379/3n andépaon, (PEK B’ 1631/10-05-2012)
WG aKOAoUBWG:

A) To Kepdhato 1 (PappakeuTikd olotnua notdtnTag:)

To Kepdhato 7 (Avdbeon SpaoctnplotATwy Og TPITouR)

To Mapdptua 2 (Mapaywyn BOAOYIKWY dPACTIKWY
ouolwV Kal dapudkwy yia Avepwrivn Xpnon)

avTikabiotavTal ue Ta Kelueva mou eMmouvAnTovTal


d.alexoglou
Επισήμανση


E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

6948

‘€ 'd ‘600T°6'ST ‘TVT 110,
"T¢T°d £00T°CT 0T ‘YZET (0,

€10z noydononn| SUTE :501Adno113y U3doAa3 Al 01A PIMo3g0d||

N.>§wﬁaaw® Ama3riAlod|] vano10d
onn3xondog 01 pdodo Aooo boldX Umumdgao V1A p1n01I0dU VMNLN3NOTIOP 01 311 PNL3XO PMIQMY nodroM0oY Uoozg Ui 31 pM13Xo
norynogrinz no1 13 noyynogomoy noxmoumdng nol )3/€8/T00¢ 301AUQQ Sua bolnououoda Alr 1A gooz nNo1dgrizauzz SuyT SUr “)3/02T/600C
01AUQQO Al 31 3xlaojuo3g VIOUO U HNI/€8/T00C 901AUQO Sua | Sororlluadodoll no1r Al S0d3A 01 31 1310mpdANGN3 DA 1Y TH002/92L
‘91do (33) norlonoany nox 1wy ¥I/€8/100¢ I01AUQO Slar Lolnououodir Alur mA X AMm3ud3@ AmA3HAUOd] L1AOI0d] DXMLN3NOTIdDD DL
01A ‘2002 nordgrizoN SUET Sl ‘nojynogring no1 1 norynogomoy noxwoumdng nol /002/v6£T (N3) norloinoany nol g nodgdy nol N3olinoun
911 13dUyu pA OUONO 13X3 V1A0100U VIVLN3Y3L V1 VIA 3xUL011dVION NoU (IND) UMY - SUAmADdD|] SUyoy AmAOADY AmL VIAUQO M1dUaAngN320M
H oo3gorion p3n baszXo Uar 3r 101 (SdINLY) AM3UDD3@ Ama3rAlUod] p1a010d] DXMLNOTIdOP 10X AMAMADDOL  AMNDIQINOADIQ
n1A010dU SMUO ‘Amanoiodu LQI3 03A pyyoU AnoaApgrioyid3u pa A ‘Aamanoiodu amdan3ondod ammAoyory ami Snodn3 noasrilzno
no1 ‘SuAmAndou Am301AA300dU 10X AMAOYOAX31 AM3A AML ‘(dIND) UMM - SUAmAndol Sbyoy amaoaoy ami noAlugo noi SuomdgdoigoAan
SUa 013uU3AN0 SM 13gUdm3goAD 13X3 (dIAD) UMYX - SUAmAndol) SUyoy Amaoaoy Ami noAugo noi g oriladodol o] :53Apyyo N1 MA 10A0V

T boudmzgoan :nodpPdAA3 no1 Uonrov1DY

‘uoldX bxndrmaliax mA )03/2TH/T6 ©IAUQQO Al 1% LolidX Umumdgan 1A 102A071d000 U NOL PIAGIOdU
pén3ONdod 01 VIA Y3/¥6/£00C ©IAUQO ALLO 101A01d0 SMUQ VIAQI0dU BXLN3NOTADP DL VIA (IND) UMM - SUAmAndD( Sbyoy AMmAoOADY
AL AmTiriodA amdlanngn3ziod ami 13 amXdo Aml 013AUNd3 Al 01A 531ALUQO 13X3dPU 0PJAA3 01 01Ny "DIACI0dU VXNLN3NOTIdOD VNDLIAULY
01 V1A DNIQMY NOML0A0Y NOL ¥I/Z8/T00C 01AUQQ SUr 15 odgdy % LoudX Umumdgan V1A 101n0Ndo0dU NoU VIAQIOJU BXLN3NOTIdDD VL
01A PNQMY NOML0AI0Y NO1 HI/€8/T00C IPIAUQQ Sl /1 0dgdy :AmMiripdA Amdlianngnzaoi amdsrioausy ama bonzroorilg Ui 1A LUong nrioN

oludyY UAUMJQAY BIA AMINCI0d] AMNIANDIID 103 AMIONO AMMNLODJQ AMMNAOYO01g UAMADIDL]
Z oHIIoHo0L
uoludy Lxndimalay
10y Unmumdgay 1A 11n0Ndoodu nou Anmano1odL] Acdnan3doridog Sun3nondoy nwiody bgdo Al 11A 33 Sua S53riindA S531durnngn3any
v Sorlo)
Loma3z, xnoumdng Alro vINOI0dU VXNLN3NDOTIDDPD VDL ANOU1Q NOU IBNOADY)|



6949

E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

'/ oriladodo|] 010 P1AOI00U DMNLNG VIVIQIN0ADIQ-UN 11 V1A 103 ‘X37eupn] Sl ‘p norlo] noi T priladpdo|) 010 1W1A0ADGTOVID3U

‘orlopyu U orho omumdgao oazrilnouoioriooyd oun 101A0Xd30dU Nou LIAQIOdU VILN3NPTIdOPG VL VA 931AUQO  SNdUaAngn3apy
‘nnoglnouorholdX oa13dour oriladodol ) nodou

01 ouw 531AUQO ‘SuAmANdPL VI1gDLO PNAOYOIY 102A0101DN NOUO ‘00010M ‘DIACIOJU DXNLN3NONHDDP VMNAOYO0IY SM 101009100 A3Q VILOIGILAD D]

*53Xdo 511 oun boudmzgius 30 SmgliAnNo 11M3M0UN DG VIQVLO VL V1IND 120 13APTTUO
A3Q ‘Soapriliadodol S01nodou noa SUAoridod3 01931 010 SUAmADDDU AMQDLO AMIMdU AmA3TiO1do LomiprimoAns H "10aAn0dUL DA DIADLU 13U30U
(dIND) UMY - SUAmADdDL] SUyoy AMAOADY AML 53XdD 10 V1ND PYOADU VYYD ‘AMONO AMMNL00dQ AMMNAoYoIg AmL SUAmADJDL 119V10 PA3TOUS V1L
1dX31 vamdu 01 0D 13AD3IND (JIAND) UM - SUAmApdD|] Sbyoy AMmAOADY AM1 53XdD 511 VIA AM3d3r01U3Y AML 0Q3UIU3 01 ‘X37edpn] SUl ¢ norlo)
no1 || S0d3|A 010 VIVOAIL 0X101011AD A0 31 PAMTINO 110 01loADLION 13A1A A SUOIU3 13U3dU PE SUOVJQ 0193U S3¢hdyD 01 13hpdAd3U DA
0LO0X0 13X3 A3Q 103 50M111TUAU33U3 0AQT 10A13 SOHDAIL 0 50110 120 139M311UO A 13U30U DG - T PIDVAI| A0LO 101A0NADGTI3 53XN1U 0NQ 10 531Ny

“oMAoyorg Sm 1m1n01do
nou AM1A01I0dU AMdLNOTIdDG AML S0dn3 53dUyu o1 31 pM13Xo 531AUQO 13X3dPU PriLLdDdD| 01 - S01A0100U NOL OUNL AOL D1 (¢
'| 50d3A] 010 101A01UNYDON AMLAOI0dU AMMAoYO01g SUAmADDDL SU1 01910 PA3HOU3 1 VIA 531AUQQ °|| S0d3|A 01 10A13 AMALQO
bAUu odax U ‘Snoa bomdizi00un Ala oup mdu Smo3rio 013rlo 010 5310n0 S3M100dQ S3MAoY0IY VIA - SUAmADIOL 019V1IO 01 V1 (D
:501orurdodou
501n0doU NOo1 SUAoridod3 01931 010 53XN1u 00Q AnOXdDUA "N0AUQQO NO1 || 5003\ 01 10X | J0d3|A 01 Anoamduyurino nou 531ALUQO 13X3dpU
‘x97eJpni Sl § orlo] A010 (dIND) LMY - SUAmAndo|] SUyo) AmAoADY AmL NoAUQO noa vaprilindndol] PYyyD Pyyou 311 1301 ‘01N PrLLdDdD|) O]

‘Am1A01I0dU AmNLN3XOTIdD 103 AMONOo AMML00dQ AmMAoyo1g Am1 LiQ13 PA3TA3VIL3 VIA 531AUQO 531390001 13Xn1d31 g S0d3|A 0] (g
‘norhnoQ
AML 10X M@0 ‘Amibinoidurondg ami Suomdlyoyo Sur1dX3r Am)3undL AmMNdILNN AML 10X AMJOUO AMQILdoLU AML 0XA3Y3 AOL OUD
‘Am1A01I0dU AMNLNZNOTIDDG 10 AMONO AMMNL00dQ AMMAOY0Ig AML UAmADDDL Al D1A 531AUQO S3mrorMdUyUTINO 13X31d31 v S0d3|A O] (D
:ud3r ;Iday 0nQ 30 10131dMX 01N PriLLdVdOLU O |

‘OM1Aoy01g SMm 101n01do Nou
Amaagrodu Amnan3xordod 103 AMmono amMrondQ Ami orlopd 53duyu o1 31 VM13X0 531AUQO 13X3doU PrLLdDDD(] 01 01ny *Sno1 SUAmADdOL
0Qog3n L1 31 Lo3Xo 30 orlgog oypA3r 30 SMmu3nno 11n0Ndo A 13dour! vano10dU PXAN3NOTIdD DL 1Y 5310N0 S3N100dQ VMAOYOIY 10

"noXA3y3 noxiorignd noylyynioy noar bomdpdoriog

U1 01A SpanoAndou Sorho1dy SpA3 10A13 («D1A010dU DXNLIN3NOTADG 1L 10X 331000 I3M100dQ VMAoyoIg») LoldX Umumdgap 1A 110 NNdoodU
nou Aamingrodu amxan3yoridod amnAoyorg 103 amono amniondg AmnAoyorg ami bAmAodou aAli 1A m1anorouorholdX nou 10Qog3r 10
SuondQ 0193



E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

6950

"G, 'd6007°S'TC ‘STT 1104

«Snwindyy Styoy» 59AUQO 0 L3n1uoAw QuA |,

'0€ 'd‘€00T°T8 ‘€€ M0,

23/021/600¢ SUrodnug SUa v1AUQQ SUa £'¢ 103 ¢'¢ 0dgdy, 010 S13d3riolu3y
"oy 'd ‘9007°¢'6 ‘8€ 110,

‘8 'd ‘v00T'¥'L ‘COT 110 ¢

"(dIND) UMY - SUAmAndo|| SUyoy
AMAOADY AML N30l1oun N1 311 N30n0dNANO AnoXdoLun DA 13U3dU DG A3Y IVIBYDPOY 0Q311UT OMAoyorg oylyyproy 01 13gudlimg
DA 0% 13gMd3190% A noa3rhanodu ‘D1o3gorion Uxnags Al 311 vamPTrino 11r0ADGHDY DA 13U3dU DG S3YNOgring "norioinpAdoodr
nonzrilnououodil noxMa3n3A 3gox S0101013X 1013A1A NOUO 513001001MNA3 30 102AN0JLUIDIQ VA 10X 101A01dOGON DA 13U3dU
010010001 04131 VYYD WX NoTicidord3u pd13r YUYYPIY ‘AmriopAdoodin amazrilnououoda Amn13A3A LolidX Uazriodord3u
Alx A ‘600z noxoy Sug Sl ‘norynogring noi 1ox norynogomoy noxoumdni nol H3I/Ty/600¢ ©IAUQO ALl 311 nAmPrNT *S130UnOUD
93MAQ3 103 3NU01 N1 31 WrnoAmPpdonrino oA 13u3du Y AMTOIADAJO AmA3TILNOLOLOdL DIL3A3A AML S0XA3Y3 0 103 UAmADdOL H (A)
"3010T0 NO1 AMN101000 AM1 103 50101110 N01 0XA3Y3 A0L 10X UAOYYNO U1 10X AM10Q AML LAO\IL3 AUL DA 51300110110 5351AX31
M13X3doU buodnug Ala oun SUa AMmAUQQO AMmL 1Y 9)3/€8/T00C d01AUQQ SUa Lolnouoruoda b 1oy So1prio N0 AMMLLLO0NO 10X S01PTD
nomumdgan brloang Ui 1oy bon3xligowun Al “0100Ad33313 AUl ‘0XA3Y3 ‘LAoyyno U1 01A S013yDdOoD 10X So1l1010U AMUMI0dU LONLO3G
U1 mA gooz noidonoan| Suzz Sur ‘norynogring noi 13 norynogoaoy noxwoumdng nol ¥3/86/200¢ PIAUQO U :(SdINLY) AM3und30
Ama3riAlod]] vanorod|) vyrn3doridop 1 A 53yn S532mdu Sm mianorouorholdX nou Soiorio nox pdLLoNo V1 U oriio 01 1] (g)
‘01A0100U VXLN3NOTIdOP
01 V1A S0103g0TI0N SU1 N30L11DUD 33D 10 10X (dIND) LMY - SUAmAndoLl Sliyoy 53A0AD3 10 101A0Q0TIdDG3 31010 (OTI00193X0 01 DX
Xu) amingrodu amninsyoridod amnAoyorg Snounl Snoyyou A 531000 33511000dQ VMAOYO0IG 101A0AIA DIDLLAN D1 10X 10101 10 101Ny
"0XA3y3 A01 103 113gLriodu ALl 5n01 H3dMQ UL oAoT ANOIUAYDY L AMDD1LNN 10X AMNLOT AMAILMJGAD 0XA3Y3 A0L 103 113gUriodu “D3dmQ
Ur A M13o0Unoun 53nAX31 53A3rio1do Pdodo A0OO norynogring nol 11X norynogomoy noxwoumdni nol H¥3/€z/700¢ d01AUgo Sl
bAoridods Alia 114 900z no1donodg3@ Sug SUa Sliiodinig Sua 33//1/9007 IAUQO U 103 “ AmMdR11NM 103 AMLOY AMMLUMJgAD Urioamg Ua
1103 bon3xligoun ala ‘Uoldlbinno Ui “0100Ad333u3 Al ‘OXA3Y3 A0L ‘D13glirlodu Al ‘“D3dMQ UL 1A S013yDPOoD 1103 Sn1lrg10U AMLUNIOdU
Uonozg br MA ‘p0oz nondo|n SUTE Sua ‘norynogring noi X noyynogomoy nodoumdnl nol HI/€Z/y00Z ©IAUQO H :(vrnorodu
oxan3xoridod 01 Smuo) oxpryy xnaoXurolg 30 mwinoAndou nou viAo10dU 30 11Ano10u0ThoUdX Nou PAV1LNN 10X 500101 V1] (D)
:93y0 531mdu 511 1A v1o3gorion Uyyp 113)0Midod3 ‘S130m111d31u 53A31101d0 33



6951

E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

LI — SUAmAndo|] Sy Amaoany S13obrnoun S53a3riL3ny

013X1010
ondoiiny ur 31 orionngano

ori3goun oMdoirny
oXdoimdu ‘gIM ‘I
ANOAMJ31G0Y ‘S0TIodDEOM

AMdn11ON
T ’

bomdlyu ‘51013Ad31yY0Y orlordgoM 103 LomAaorioun / AM1O1 AMIMJU AML S0XA3Y3
‘Uonouodpdoy ‘Amdo11n3 Lomaoriouy 0100Ad33313 WxnXdo H 103 013gUriodu ‘“3dmy AM101 SbnaoXur vanorodyy
013X1010
oNdoirny ur 31l orionngano pp AD0LLNM
bomdlyu ‘91013Ad31yY0Y OrlordngoM Amdpnny b orizgoun / AM1O1 AMIMJU AML S0XA3Y3
‘Uonouoddoy ‘Amdo11n Lomaoriouy 9OM ‘gDIN bomdzgoy 103 013gUriodu ‘“v3dmy AMJD110Y AMX20TIMO 01Q VI13UDI3Q
AMdp110X OTI3GOUD
b gom ‘@O Lomdzgoy) 0100Ad33313 10X - AMdp1L0M
bomdlyu ‘Amdn110M AML orlordogoX 10X AMd1LNN / AM1O1 AMIMJU AML S0XA3Y3 0do110% DA3TIIIOUOLODL DXNL3A3A 53AUL 5S3>nM)
‘Uolnouoddoln LUolnououoda Uxa3A3A oAlA-X3 ¢ M03do¢ LAmAndo| 103 013guriodu ‘03dmy 1013ud3g UymaQino | b /0% omumdgay £
bomdlyu Soriondogoy 0100Ad33313 S3norido
‘Uolnouodpdoy 103 Lomaoriouy nXdo b /103 ‘Usimony 21 N00An LAoyynz ‘0dno oup pA3TIoXd300U PTINYA3 53ALUu S3muMdpAy 9
Luolnououoda S0100Ad3
uomdlyu 103 50riodogoM ‘UomAagrioun - ugmoxAno 023Upd1 UM01Q1N0ADIQ 10X 0A0AOIAD3Y YD ‘DIYOgH3 DI01QINOADIQ
‘bonouoddoy ‘Lo X3 LxnXdy ‘U3niupay 03u0d1 UN01Q1N0ADIQ 11D N 93n)31mdU 53A31I00NQANODAY :93AUL SN g
S0100Ad3
bomdlyu uolnououodi 0100Ad333u3 UnXdo U 023Up0d1 UX01Q1A0ADIQ 10X I01QIN0ADIQ
‘Uonouoddoy 103 S0riodngoX ‘LUomAaoTiouy /03 ‘Unrioan ‘Lo 023UDd1 UN0191n0ADIQ V1D NY SAINLY ‘93M131m0d1u 33A31100NQANODAY 1AM AML 93AUY
ISM TSN (mgmonyu ‘913dod 10MmAoyo1-Url 10x AMAD110M 013Ad3Y YO
‘GOM 103 gDIN 10)1A0Y01) 013U0Pd3Q UIMQIN0 ] / Lomriny
bomdlyu uolnououoda bomriny b/ uoludlanno 01y0gn3 ‘DA0A0IAD3Y YD -
‘Uolnouoddol ‘Soriodogoy ‘Uomaoriouy | 103 013Ad31yyOY Ldndoirny 3 bondg, ‘QVIN ‘01101001 DAZTIODNQANODAY n1AoyonX3101g ‘¢
Soriodogo 103 AMdp110
Lomdliyu bomaorioun “013)0rd0P3 uomrngy b/ SAM ‘SAIN ‘GOM o]\ 53m31mdu ‘Drin)A3 013Ad31yy03 / Suomrin)
‘Uolnouodpdoln A010 UoliouonndQy | 103 V13Ad31yYY Ldndoirny uoldlanno 33 londg, “oyogri3 ‘S3xmduiog U 513a340| / mduning b Sno| ¢
10d0000AD ‘SqIN LY
bomdlyu Lodogoy 0100Ad33313 dxnXdo U ¢ A00AN U Am1or ‘AmADAdO | ‘nonQAcIAdZY Y0 PTIOYAXN3 D3M)31m0U | DIMQIN0ADIQ Uirt 534U
‘Uoliouodpdoy 103 LomAaoTiouy /103 ‘Unzrioao ‘buoy ‘amnd ama bAoyyng ‘orin)Az ‘UArynoom 53N douUH 3mnd b onmz 1

021034 010 111000 nou SUAmADdOLU 019010 01 V1A NOALQO No1 noano UAoridod3

orili3gndou Agr10d|

AIIYN
UALu
103 SoUN |

Soaoriburdodou noa SuAoridog3 01931 010 Ano1UT3 531010 10 SUAmADDL 531U101dUL0dQ V1A 50AUQO SOXNLN3QAT *T SNDAIY




E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

6952

019010 01 PN 30 AMAUQQ AmM1 Lidoridnd3 AlL 103 Y3/€2/700T PIAUQO AU 311 10180AMPdoriTino A 131U30U PJV1LON 10X 10201 10MUMIPAY | .

(z UrirodA) no1 noa LAmAndL ALLO 103 SMLE 102AN010U0L0TIADIL 10XA3Y3 100d0% 10 “513d0d SN0MA0Y01 A 113MQdU ADLQ,

"«SuAoridod3 01931» 010 033X N1TUAUIZUS 3uU3YY (dIND) UMY - SUAmAndoLl SUyy AMAQADY AM1 53Xd0 10 AnOOXO]

*9n0dAD 5n010 0100Ad333u3 UnXdo ALL 10X LQirloNANo Ll “v13Ad3V YO

U1 1A 13gooridod3 pa13dour §002/918972/DdWH/VIINT — SUAoyynzg Uxnaiod]] 1oy bnwiod| bnAdms bgdo Abx 1A UririodA vidbanngn3aod DdIAH -
“(dNID) LMY - SUAmAndol] Sbyoy AmAaoapY Am SUAoridod3 50003 01 1A “«50231pd1 SLndo1103 PTILL0NO 103 AMJOLO VLAV |» COYVP3MN 3113V
(dIND) LI - SUAmAndo(] SUyy AmAoADY AmL 53XdD 10 101A0 01 dDP3 01010 A010 OTigg 01 MA Tg Prilra 313V

‘Anmrinamado ama UolAU33U3 1A 01dpooMmY | 3113y



E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

6953

Apxn

H mapaywyn twv BLoAoylkwv GapUOKEUTIKWY SPACTIKWY OUCLWY Kal TIPOolovVIwY
TiEPAOUPBAVEL OPLOUEVEG ELSLKEG UTIOXPEWOELG TIOU TIPOKUTTOUV o Tn ¢uon twv
mpolovtwy Kal twv O&lepyactwyv. OL TpOMOL HME TOug omolouc To BloAoyikd
APUAKEUTIKA TIpoiovTa Tapayovtal, £AEyyovtol Kol yopnyouvtol KaBlotouv
OVaYKOLEC OPLOUEVEG ELOLKEC TIPOPUAALELC.

Ye avtiBeon pe Ta cupBatika GAPUAKEUTIKA TTPOIOVTA, TA OTOolo TTAPAYOVTAL HE TN
XpNon XnHWKwv kat ¢uolkwv HeBOdwv wavég yio uPnAd Babud cuvoxng n
mapaywyn twv PloAoylkwyv SpacTIKWY OUCLWV Kal GOPUAKEUTIKWY TPOIOVIWY
niepthapPavel Bloloyikég Slepyacieg kal UAIKA, OMwC KaAALEPYELO KUTTAPWY N
€KYUALON amo {wvtavouc opyaviopouc. AUTEG oL BLoAoyikeg Slepyaoieg pmopel va
eudavifouv eyyevn Slakupavon, £T0L WOTE va eivat LeTaBAnta to eVpog Kal n dpuon
TWV aPa-TiPolOVIwWY. Q¢ anmotéAeopa, oL apxEG Ataxeiptong Kwvduvou tng Moltdtntag
(QRM) eival dlaitepa GNUAVTIKEG yLa AUTH TNV TAEN TwvV UAKWY Kol Ba pEMeL va
XpnottomnotnBoulv ylo TNV avamtuén TG oTpatnyLlkng EAEyXou o€ OAa ta otadla TG
TIOPAYWYNG, £TOL WOTE VO EAOXLOTOTIOLELTAL N UETABANTOTNTA KOL VO HELWVETAL N
mBavotnta HOAUVONG Kal EMLULOAUVONG.

Emeldy ta UAIKA Kol oL CUVONRKEG Eemefepyaoiag Tou YpnollomololvIal otnv
KaAALEpyELla oxedlalovTal yla TNV mopoxr cuvONKwv ylo TV avamtuén Twv eldIkwv
KUTTAPWVY KOL ULKPOOPYOVIOUWY, TO YEYOVOC OUTO TIOPEXEL KOl OF EEWTEPLKEG
TIPOOMIEELC UIKPOOPYAVIOUWY TNV eukalpia va avamtuxbolv. EmutAéov, TOAAG
T(POLOVTAL £XOUV TIEPLOPLOKEVN LKAVOTNTO VO QVTEXOUV €val eUPU PACHO TEXVIKWY
KaBaplopol, 16lwe eKelvwv TIou amookomoUv otnv  adpavomoinon 1 tnv
OQMOMAKPUVON TUXOULWV LOAOYIKWY Aouwéloyovwy ouclwv. O oxedlacuog twv
SLadkaolwy, Tou gEOMALOMOU, TWV EYKATOAOTACEWY, TWV TIAPOXWV, TWV CUVONKWV
TIAPOOKEUNG KAl TIPOGONKNG TwV PUBULOTIKWY SLOAUUATWY Kal Twv avidpaotnplwy,
¢ SetypatoAniag kal TnG ekmaideuong Twv XEPLOTWVY €ival Baoikol mapdAyovTeg
yla TNV eEAaylotonoinon TETolwv cuBaviwy emtpudéAuvonc.

Mpodlaypadéq OXETIKEG e Ta TPOLOVTA [OMwG OQUTEG TOU avadEPOVTal OTLG
Movoypadiec tng Qapuakomnotiag, otnv Adsla Kukhodopioag (A.K.), kat otnv Eykplon
™¢ Adstag KAvikng Aokiung (CTA)] Ba kabopicouv av kot og oLo oTAdLo OUGLEC KOl
UALKGQ UITOPOUV VO £XOUV VO CUYKEKPLUEVO eTtinedo pikpoBLakol ¢optiou ) mpEmeL
va elval otelpa. MNoapopolwg, n mapoaywyr TPEMEL VA €lvOl CUVENNG HE TG AAAEC
npodlaypadég mou opilovral otnv Adsla KukAodoplag | otig odnyieg Eykplong tng
Abdelag KAwvikng Aokiung (CTA) [rx. apBuog yevewv (avaduthaclacpol, EmwAoeL)
HETAEL TNC maptidag omopwy 1 KUTTAPLKAG Tpanelac].

Mo BloAoykd VALKA Ta omoia dev pumopolv va amootelpwBoulv (r.x. ue Stnbnon), n
enefepyaoia mpenel va Sle€dyeTal UTO AONTITEG CUVBNKEG TPOG EAXXLOTOMOLNGN
EL0QYWYNG LOAUCHATIKWY Ttapayovtwy. Omou undpyouv, Ba mpénel va Aapfavovtal
umogn ot odnyieg tng CHMP oxetikd pe TtV emMkUpwon TnG aflomotiag Twv
OUYKEKPLUEVWV LEBOS WV Ttapaywyng, T.x. omopdakpuvong f adpavomnoinong tou Lou.
H epappoyn Twv KAtaAnAwv meptBaAAOVIIKWY EAEYXWV KoL TtapakoAolOnong Kat,
OTOU OUTO €lvol EPIKTO, CUCTNUATWY Yyla in-situ KABopLOKO Kal AmooTteipwon o€
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ouvlUOOUO HE TN XPNON KAELOTWVY CUOTNUATWY UIMOPEL VA UELWOEL ONUAVILKA TOV
kivduvo tng tuxaiag poAuvong Kat empoAuvonc.

O £Aeyxoc ouvnNBwg mepAapBAVEL BLOAOYLKEG QVOAUTIKEG TEXVLKEG, OL OTIOLEG €XOUV
ouvnBwe pa peyaAltepn petaBAntotnta and ot ol puoLko-XNULKol mpoodloplopol.
Mia avBektikr Stadikacia mapaywyng elvol EMOUEVWE KpLloLn Ko oL EAgyxoL Katd
N SLAPKELD TNC TMOPOYWYAS AMOKTOUV 8Llaltepn onuacia ylo Thv mapoywyn Twy
BloAoylkwv §pacTIKWY O0UCLWY Kol GAPHOKEUTLKWY TIPOLOVTWV.

BloAoylka papHOKEVUTIKA TTPOIOVTO T OTOL0 EVOWHATWVOUV avOpwrtvoug LoTtoug 1)
kUTTapa, onwg oplopeva Qappoakeutika Mpotdvta Nponypévwy Oepamnelwv (ATMPs)
TPEMEL VA CUMHopdwvoVTOL PE TG amaltioelg tng Odnyiag 2004/23/EK kat Tng
0bényiag 2006/17/EK. ZUpudwva pe tnv 0dnyia 2006/86/EK tng Emtpomnic, tng 24ng
OktwPpiou 2006 ywo tnv edpapuoyn tng 0dnyiag 2004/23/EK tou Eupwmaikol
KowvoBouAiou kat tou ZupBouliou 6cov adopd TIG AMALTHOELS LYVNAOCLUOTNTAG, TV
Kolwvormoilnon ocofapwv avemBUUNTWY EVEPYELWV Kol oupfaviwy, KabBwg Kal
OPLOMEVEG TEXVIKEC QIMOLTAOEL] ylwa TNV Kwdlkomoinon, tnv enefepyooia, N
GUVTAPNON, THV ATOBRKEUON KAL TN SLAVOUA avBpWIvwy LoTWV Kat KUTtdpwy,” n
ouMoyn kol o €\eyxog TpEMeL va yivovtal cUpdwva pe €va KatdAAnAo XUotnua
Mowdtntog ya To omoio to mpotuma Kal podlaypadeg opilovral oto Mapaptnud
™me™®. Emuthéov, ol amattioels tg 0dnyiac 2006/86/EK tng Emttpomic, the 24nc
OktwPBpiou 2006 ywa tnv edpappoyn tg Odnyiag 2004/23/EK tou Eupwmaikol
KowoBouAiou kat tou ZupBouliou 6cov adopd TIG ATALTHOELS LYVNAOCLLOTNTAG, TV
Kowvomoinon oofapwyv ovemBUUNTWY EVEPYELWYV KOl CUMBAvVTIWY, KaBwg Kal
OPLOUEVEG TEXVIKEC OMOLTACELS YO TNV Kwdlkomoinon, tnv enefepyacia, tn
GUVTAPNON, TNV ATOBRKEVGN KOL TN SLAVOUF AVBPWITVWY LOTWVY KAt KUTTEpwWY, * yia
NV vnAaowotnta edpappoletal amd tov 60tn (Statnpwvtag mapdAAnAa tnv
EUMLOTEVTIKOTNTA TWV Sotwv) péoa amo ta otadla nmou edpappdlovral oto 16pupa
loTwv Kal 0Tn CUVEXELD ouvexilel cludwva Pe T GOPUAKEUTIKN vopoBeaia péow
TOU 6PV ATOC OTIOU XPNOLUOTIOLELTOL TO TIPOIOV.

Bloloyika  Spaotikéc oucoieg kot  PAPUAKEUTIKA Ttpolovia  TPETMEL  va
ouppopdwvovtal pe TNV teheutaia €kdoon tou Emefnynuatikng Odnyilag yla tnv
EAaylotomoinon tou Kwvduvou Metadoong Mapayoviwv Zwikng Xmoyywdoug
Evkedaronabelag (TSE) péow AvBpwmvwv kat Ktnviatplkwyv OQopHAKEUTIKWY
Mpotoviwy.

>0J L 294, 25.10.2006, p. 32
1 yno avdmtuén o 08nyog «Kahnc MpaKTkAic»
7.0J L 294, 25.10.2006, p. 32
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MEPOZ A. TENIKEZ OAHTIIEZ

Npoowriko

1. Npoowrnikd (cupmeplAaUPAVOUEVWY EKEIVWV TIOU OOXOAOUVTOL HE TOV
kaBaplopod, Tn ouvtipnaon f tov €Aeyxo TNG moldTNTaG) mou amocyoAeital o
TLEPLOXECG OTOU TapAyovTal Kal eAEyxovtal BLOAOYLKEG SPAOTIKEG ouaieg Kall
npoiovta Ba mpenel va ekmaldeVeTOL KAl TIEPLOSIKA val EMAVEKTALSeVETAL,
eldlkd ylwa Ta Tpoiovta Tou mopayovtal, otn Ok Toug epyacia
ouunepAAUPBAVOUEVWY TUXOV EOIKWV HETPpWY acdalelag yla Tnv mpootaoia
TOU TPOIOVTOG, TOU MPOCWITILKOU KAl Tou MepLBAAAoVTOC.

2. H katdotaon tng uyelog tou mpoowrikol Ba mpémel va AapBavetal umoyn
yla tnv aodpdlela twv mpoioviwv. Edpocov eival avaykaio, To mPoowriko
TIOU OUMOLOXOAE(TOL PE TNV TapOywyr, Tn CUVTAPNON, TOV €AEYXO Kal TN
dpovtida twv lwwv (Kot emBewpnoelg) Ba mpemel va epPoAlaleTal pe
KataAnAa €181k epPBOALA KOL VA UTIOKELTOL OE TOAKTIKOUG €AEYXOUG TNG
vyeiag tou.

3. Omoladnmote aAAayr] oTtnV KATaotoon TN UYEiag Tou mPoowrikol, n omnoia
Ba pmopovoe va €xel Sucpevr) enidpacn oTnv MoLOTNTA Tou Mpoloviog Ba
TPETEL VA ATIOKAELEL TNV £pyacia oTo Xwpo mapaywyng kol Ba mpémnel va
Tnpouvtal KatdAAnAa apxeia. H amaoxdAnon otnv mapaywyn avitpupatikou
guBoAiov (BCG) kot mpoioviwv ¢upativng Ba mpémel va eival auotnpd
TIEPLOPLOUEVN OTO TIPOCWIILKO TIOU TIapakKOAOUBE(TAl EMPEAWSG LUE TAKTLKO
£AEYXO TNG OVOOOAOYLKNG TOU KOTAOTHONG I HE akTvoypadie¢ Bwpakoc. H
mapakoAoUBOnaon TG UYELOC TOU TIPOCWTILKOU Oa MPEMEL va elval avaloyn Pe
Tov Kivbuvo kot Ba mpémel va xopnyeitol atplkp CUpPOUAR yla TO
TIPOCWTILKO TIOU ATIALOXOAELTOL E ETIKIVOUVOUG OpYOVIOHOUG.

4. Omou armoatteital vo ehaylotomnoleital n mbavotnta emntpudluvong, ol
nepopwopol  otn  Stakivnon  Ttou  ouvOAOU  TOU  TIPOOWTILKOU
(oupmneplhapBavopévou Tou MPOCWTILKOU TOU ToloTkou gAéyyxou (QC), tng
ouvtnpnong Kot tne kobaplotntag), Bo mpemel va eAéyxovtal pe Baon TIg
apxes Alaxeiplong Kwwduvou tng Mowdtntag (QRM). e YeVIKEG YPOUUEC, TO
Mpoowrilkd &g Ba MpEMeL va KLVeital amo TEPLOXEC OmMou n €kBeon ot
{wvtavoUuG ULKPOOPYAVIOHOUG, VEVETIKA TPOTIOTMOLNHEVOUC OPYAVIOHOUC,
tofivec 1 Twa ot TEPLOXEG OMOU Xpnolgomolouvtol GAAa Tpoidvta,
adpavomownpéva mpoiovta ) Stadopetikol opyaviopol. Eav n kivnon auth
elval avamogeuktn, ta MHETpa eAéyyou TNG MOAuvong Ba mpémel va
Bagcilovtatl otig apxEg TNG Alaxeiplong Kwvduvou tng Moldtntag (QRM).
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Eykataotaoelg kal EEonmAlonog

5. Q¢ HEPOG TNG OTPATNYLKAG EAEyXoU, 0 BaBuog Tou meplBarloviikol eAEyxou
CWHATIOLOKAG KoL HMLKPOPLAKAC HOAUVONG TWV XWPWV Ttapoywyng Ba mpemnel
Vo TPooappolovTal He Th SpaoTIK oucia, evOLAUETO i TEALKO TPOLOV KaL TO
otadlo tn¢ mapaywyns, Aappavovrtog untoyn to duvntikod eninedo poAUvVONG
TWV TPWTWV UAWV Kal TOUC KLvOUVoUG ylo. To Tpoiov. To meplBaAAovTiko
TipOypOupa  TapakohoUBnong Ba TPEMEL va CUUTTANPWVETOL ME TNV
EVOWHATWON TwV HEBOSWV yla TNV aviyveuon Tng mapouoiag CUYKEKPLUEVWV
HLKpoopyaviopwy (6nA. eviotwy, upwy, LOUXAOC, VAEPOBLWY OPYOVICUWY
KAT), omou umodelkvietal amo tn Slepyooia Awayxeipiong Kiwvdivou tng
MNowotntoag (QRM).

6. Moapoywynn KoL  €YKATAOTAOELG  amoBrkeuong,  Sladlkooieg kot
neplBorroviikée  tofwvounoslc Ba  mpémel va  oxedlalovtal yla  va
QIOTPEMETAL N €EWYEVAG LOAULVGN TwV TTPOLOVTWY. H IpoAnyin tg HoAuvaeng
elval mo katdAAnAn amd thv avixveuon Kol TNV OMOUAKPUVON, OV KOL N
poAuvon eival mBavo va kataotel epdavic kata tn Sidpkela Sladlkaclwy
OMw¢ n OUwon Kol N KUTTAPLK KaAALEpyela. Ze TEPIMTWON TOU oL
Sladkaoieg 6ev teAolvTal O KAELOTO XWPO KOL UTIAPXEL WC €K TOUTOU N
€kBeon tou mMpoidvtog oTo APECo TEPLBAAAOV TOU Xwpou Tapaywyng (r.x.
Katd Ttn OlApKeElD TPOOBNKNG CUUMANPWUATWY, HECWY, PUBULOTIKWY
SloAupdatwy, aeplwv, Yewplopol katd T OSLAPKELX TNG TAPOywyng Twv
Qappoakeutikwy Mpoidviwv Mponyuévwy Oepamewwv (ATMPs)) ta pétpa
eAéyxou Ba mpémel va t1eBolv oe edappoyr], CUUMEPIAOUBAVOUEVWY TWV
UNXOVIKWYV KOl Twv TEPIBAANOVTIKWY EAEyXwv PBACEL Twv apXwVv TNG
Awoxeipiong Kwvduvou tng Nowotntag (QRM). Autég ol apxég Alaxeiplong
Kwdivou tng Notdtntag (QRM) mpémnet va AapBdavouv umoyn Tic apxeg Kat
TIG KATELOUVTAPLEC 08NYieg amd TIC KATAAANAEG EVOTNTEG TOU MOpapTHMOTOS
118 tou Topou 4 tng Eudralex, katd tnv emloyn Twv TEPLBAAANOVTLIKWY
KQVOVWV KOTATAENG Kl TV ouvadwy EAEYXWV.

7. MapaywylkEC TIEPLOXEC  OMOKAELOTIKNG  XPNosw¢ Ba  mpémel  va
XPNOLUOTIOLOUVTAL Yl TO XELPLOMO TWV {WVTWV KUTTAPWV OVOEKTIKWY OTO
TIAPOYWYLKO TteEpLBAAAOV. MapaywyLkr TIEPLOX QTTOKAELOTIKNAG XPRosws Oa
TIPETIEL VO XPNOLUOTIOLELTAL YLA TNV TApOywyr Twv MaBoyovwy opyavioUwV
(6nA. Emtinedo BloaoddAsiag 3 n 4).

8 Av kot o tithog tou Mapaptipatos 1 avadEépetal oTnV MOPACKEUR TWV OTELPWY
dAPUAKEVUTIKWY TIpolovTwY, 8ev TPOTIOETOL VO avayKAOEL TNV TApaAywyr OTEPWY
npolovtoc oe otadlo Omou eival amapaitnTto Kol EYKEKPLUEVO XAUNAO LKPOPLAKO
doptio. H xprion tou yivetal emeldn eival n povn mnyn kabodnynong twv Kavovwy
KaAng Napaywyng - KKM (GMP) tng EE o€ OAeC TI¢ TAELVOUNUEVEG TTOPOAYWYIKEG TIEPLOXEG,
cupneplAappavopévwy Twy xapnAotepwyv Badbuidwv D kat C.
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8. MNopaywyn O€ EYKATACTACH TTOU TapAyovTol TIoAAA poiovta prnopet va gival
amodektr epooov ol akOAoUuBeC | LooSUvapeg (ovAAoya LE TOUC OXETIKOUC
TUTOUC TPOIOVTWY) EKTIUNACEL KoL METPA.  QTMOTEAOUV MEPOG  ULOG
OUTOTEAECHATIKNAC OTPATNYLKAG EAEyXOL yla TNV MPOoAndn SlaotaupoUpEVNG
HoAuvong:

(a) Tvwon twv Paclkwv XOPOKTNPLOTIKWY OAWV TwWV KUTTAPWYV,
OpYOVIOHWV Kol  tuxaiwv  mopayoviwv (Y. maboyévela,
OVIXVEUOLUOTNTA, €MLHOVH, gvalcOnoia otnv adpavomoinon) eviog
¢ idlag eykartdotaonc.

(B) Otav n mapaywyn xapoktnplletol amd MOAAATAEC LLKPEC TIOPTIOES
and SladopeTIKEG TPWTEG UAeg (.. mpoidvta pe Pdaocn kuttapa)
TIOPAYOVTEG OTWGE N KATAOTAON TNG UYELOG TwV SoTwVv Kol 0 Kivbuvog
NG OAWKNG OAMWAELAC TOU TIPOLOVIOG OO I Ylo CUYKEKPLUEVOUG
ooBeveic Ba mpémel va AapBavovtalr umopn otav efetaletal n
arnodoyn TG TaUTOXpPovNG epyaciag Katd tn SLAPKELD TNG avVATITUENG
NG OTPATNYLKAG EAEYXOU.

(v) Ot Lwvtavol opyaviopol kat oL ortopol mapepnodilovral va eloéABouv
OE LN OXETLKEC TIEPLOXEG Kol EEOTALOO UE TNV QVTLUETWIILON OAWV TWV
mBavwyv odwv eMIUOAUVONG Kal XpHon €€APTNUATWY OTTOKAELOTIKAG
XPNONG KOL LNXOVIKWV LETPWY, OTIWE TA KAELOTA CUOTALOTA.

(8) Métpa eAéyxou yLa TNV adaipeon opyavioUWY KoL OTIOPWV TPV amd
TN UETOYEVEDTEPN TApOywyr OAAWV Tipoiovtwy. Ta ev Adyw HETpA
eAéyxou Ba mpénel eniong va Aappavouv unoyn tn B€épuaveon, tov
e€aeplopo Kot tov KAlpatiopo (HVAC) tou cuotripatog. O KaBaplopog
KOl n amoAUpavon oamd TOUuC OpyovIoHoUG Kal Toug omopouc Ba
TIPETIEL VA ETILKUPWVETOAL WE TIPOC TNV a&LoTLoTio Tou.

() H mepBarovtik mopakololBnon eldkA yla tov Tapoxbevra
ULKPOOPYQVIOUO TIOU €XEL, OTAV OL UIKPOOpyaviopol gival avBektikol
oto meplBaAlov mapaywyng KoL Omou umapyouv SlaBéoluec ot
pEBoboL, Sle€ayeTal os MOPOKEIUEVEC TIEPLOXEG KATA TN SLAPKELA TNG
TOPOYWYNG KoL META TNV OAoKANpwon Ttou Kaboplopou Kot
amoAupavong. Mpoooxn MpEmneL eniong va Slvetal otoug KvdUvoug
TIOU  TIPOKUMTOUV  UE TN  XPNon  oplopévou  e€omAlopol
mapokoAouBbnong  (m.x. TmapakoAouBnon  TwWV  OLWPOUUEVWV
OWMOTOLWY) o€ TEPLOXEG Ttou Xelpilovtal {WVTEG opyavIoHoUG Kal / 1
0pYOVLOHOUG TToU axnuatilouv omopoug.

(ot) Ta mpoidvta, o e€omALOHOG, 0 BonBNTIKOCG EOMALOUOG (TL.X. yla TN
BaBpovounon Kal EMKUPWGN WG MPOC TNV A&LOTILOTIO TOU) KoL Ta 16N
LG Xprong WmopoUV va  PEeTaklvnBouv pOvVov €vtog Kal va
OIOUAKPUVOVTAL QMO TI TEPLOXEC OUTEC KATA TPOTIO TOU v
QTOTPEMETAL N LOAUVON Ao AAEG EPLOXEG, AAAA TtpoidvTa Kal amno
Slagpopa otadla mopaywyng Tou mpoiovrog (m.x. arnodpuyn noéAuvong
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9.

10.

11.

12.

13.

Twv  adpavormolnuévwy 1 Tofoeldbwv  MPOIOVIWV  UE  UNn-
OTEVEPYOTIOLNUEVA TTPOIOVTA).

() Napaywyn Ke XPOVLKO SLaXWPLOUO.

Ma olokAfpwon (Seutepeudviwv) Spactnpothtwv'®, n  avdykn yia
EYKOTOOTACELC ATMOKAELOTIKNG XPocws Ba e€aptnbel amd tnv gé€étacn twv
Tapamavw Hall PUe MPOCOETEG EKTIUNOELG, OTIWG T CUYKEKPLUEVECG OVAYKEG
ToU BLoAoylkol GapUAKEUTIKOU TPOIOVTOC KAl TWV XOPOKTNPLOTIKWY TWV
OA\WV TPOlOVTIWY, CUUTEPNAUBAVOUEVWY OTIOLWVOATIOTE UN-BLOAOYLKWY
npoidvtwy, otnv dla eykatdotoon. AMa HETPA  €AEyXou ylo TNV
OAOKANpPWON TwV §pACTNPLOTATWY UIMOPEL va mepAapfavouy tTnv avaykn yla
OUYKEKPLUEVEC €TUNPOOoOeTeG akoAouBieg, TaxUTNTEC OVAUELENG, €AEYXOUG
TOU XpOvVou Kal tng Beppokpaociog, Opla yla TNV €kBeon oto Ppwe Kal
SL06IKOOLEG YO TN CUYKPATNON KoL ToV KaBaplopd o mepimtwon Slappowv.

Ta pHETPA Kot oL SLadLKACLlEG TTOU ATALTOUVTAL YLla TN CUYKpATnon (m.x. yla to
neplBaAlov kal tTnv aodAAela Tou Xelploth), Sev Ba tpEmeL va cuykpouovTal
HE EKElVa YL TNV TTOLOTNTA TWV TIPOTOVIWV.

OL povadeg e€aeplopol Ba npénel va oxedlalovtal, va Kataokeualovtal Kot
va  ouvtnpouvtol €TolL  WOTE va  eglaylotomoleitot o Kivduvog
SlaotaupoleVNG LOAUVONG HETAEL TwV SladOpwy MOPAYWYLIKWY XWPWV Kol
priopel va xpelaotel va elval €8ikol yla éva xwpo. I8laitepn mpoooxn,
ovudwva pe TG apxeg Ataxelplong Kwdlvou tng Mowdtntag (QRM), Ba
npénel va 6(6etal o mepimtwon Xpnong OUCTNUATWY O€pa  eviaiou
TEPACHATOG.

Xwpot Betikn¢ mieong Ba mMpEMEL va xpnolponololvtal yla thv enefepyaacia
OTOOTELPWHEVWY TIPOIOVIWY, OAAG apPVNTLKA TIEON OE OUYKEKPLUEVOUG
XWpoug, ota onuela tng €kBeong Twv Maboyovwy eival amodektr) yla Adyoug
OUYKPATNONG. AV XpnoLUOTIOLOUVTOL TIEPLOXEC APVNTIKAG Tieong 1 Balapol
aodpoAelag yla TNV Aonmin enefepyaoio TWV UAKWYV HE OUYKEKPLUEVOUC
KwwoéUvoug (m.x. maBoyova) Ba mpemel va mepBarlovial and ula kabapn
lwvn Betikng mieong tng KataAAnAng Pabuidag. Ou miéoslc SLAdOXLKAG
Slapaduiong Ba mpénel va opilovtal pe oadnvela Kol va mapakolouBolvrtat
OUVEXWG HE KataAAnAec puBuioslg cuvayeppol.

O €£fomALOMOC TIOU XPNOLUOTIOLE(TOL KOATA TO XEPWOMHO Twv IWviavwy
OPYQVIOUWV KOl KUTTApwvV, oupmepllapBovopévwy ekeivwv  yla TN
SewypatoAnia, mpémel va sivol oxeSLAOUEVOC WOTE va amodpeUyETAL N
HOAUVGON KaTA Tt SLAPKELD TNC eEMeepyaaiag.

¥ Mopdomnoinon, mAfipwaon Kot cuokevaoia
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14. H apykr ouykpdtnon®® Ba mpémel va oxeSLAZeTal Kat Vo EAEYXETOL TTEPLOSIKA
yla va e€aodaliletal n mpoAnyn tne Staduyng Twv BLOAOYIKWY TAPAYOVTWY
oTOo Apeoo meplBairlov epyacioc.

15. H xprion oucTNUATWY ETLTOTILOU KO.BapLoHOoU Kal EMLTOMLOG OMOCTEPWONG LE
otpo (emitomia anooteipwon) Ba MPEMEL va xpnolponolouvtal Omou eival
Suvatov. Ot BaABideg twv doxeiwv Vpwong Ba mpémel va sival TMARPWC
OTTOCTELPWHEVA LIE ATHO.

16. Ta dpiktpa agpog e€asplopol Ba TpEmeL va ival udpddofa Kol ETIKUPWHUEVA
WG TPOG TNV a€LOTILOTIA TOUG yLa TNV MTPOYPAUUATIOHEVN Slapkela {whG Toug
HE €AEYXO TNG OKEPALOTNTAC O TOKTA XPOVIKA Odlaotiuata Baocel
KataAAnAwv apxwv Ataxeiptong tou Kivduvou tng MNowotntag (QRM).

17. Juotpata omooTpayylong mPEMeL va elval oxedlaopéva €10l WOTE Ta
Adpota  va  UmopoUv  QmMOTEASOUATIKA  vo  géoudetepwvovial i va
amoAupavOolv yla tv elaxlotomoinon tou KwvdUvou SLaoTaupoUHEVNC
uoluvvong. Ilpémet va Ttnpouvtat ot EBvikég PubBuloelg ywa  tnv
elaylotonoinon tou kivbuvou poOAuvong tou efwteplkol TePLBAAAovTOg
oavaloya He Tov Kivbuvo mou ouvdéetal pe tn $pvon Twv PLoAoylKwvY
eMKivOUVWV armoBARTwv.

18. Adyw t™NN¢ HETABANTOTNTAC TWV BLOAOYIKWY TPOIOVTWY 1 Twv Sladlkoolwy
Tiapaywyng, OXETIKEG / kplowung onpoaoiag mpwteg UAEC (OTwg Bpentikd péoa
KAAALEPYELWY KOl PUBULOTIKA SloAUpata) TPEMeL va PETpoUvTAL 1 va
{uyilovtal Katd tn mapaywylkn Slepyooia. ITIC TEPUITWOEL OUTEC, ULKPA
OmoBEPaTa QUTWV TWV MPWTWV UAWV UIOPEL va Slatnpouvtal oTov XWpo
TIOPOYWYNG YLOL CUYKEKPLUEVN SLApKeLa Baclopévn o€ KaBoplopéva KpLThpLa,
OMWE N SLAPKELA TNG TTOPAYWYNG TN aPTISAG 1) TOU XPOVIKOU SLoXwpLopoU.

2Agite To kUpiwg Mwoodpt yia toug Kavoveg Kairg Mapaywyrc - KKM (GMP) otov 6po
«Meploplopd»

Zwwkoi opyaviouoi ({wa)

19.Eva eupl ¢aocpa Iwlkwv 6wV  XPNOLUOTMOWOUVTOL OTNV  Tapaywyn
BLoAoyIKWY POPUAKEVTIKWY TPOTOVIWY. AUTA UmopoUlV va XwpLotouv og 2
YEVIKOUG TUTIOUG TIPOEAEUONG:

(a) Opadeg Epduxwv, ayéleg, komadia:  mapadsiypota
neplAapfavouv 1o gUPOAlo Katd tnG ToAlopueAitidag (miBnkol),
avtldotwyv (avoooopolcg) yla ta SnAntipla tTwv GLdlwv Kol Tou
teTavou (aAoya, mpofata Kol aiyeg), alAepyloyova (yateg), tou
ovtiluoolkoU  gpPoliou  (KouvéAla, TOVTIKOL KOl XQUOTEP)
SlayoviSlaka mpoiovra (aiyeg, fooeldn).

(B) lotol Lwwv Kat KUTTAPA TTOU TTPOEPXOVTOAL UETA TN adayrn Kol ano
EYKATAOTACEL; OmnMwg odayeia: mapadeiypata mneplhappfavouy
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€evoyevny kuttapa amd {wlkoUg LoTouG Kol Kuttapa, KUttopa
Tpododote¢ yla  UMOOTAPLEN TG  avamtuéng  OpLOMEVWY
Qappakeutikwyv Npoiovtwv Mponyuévwy Bepanewwv  (ATMPs),
Tinyég amo odaysia yla €viupa, avIuTnKTIKA Kol opuoveg (mpofata
Kal xoipoug ).

ErumAéov, ta Lwa pmopolv eniong va xpnotgomnotnBouv otov EAeyxXo TG MoLoTnTog,
elte oe yevikég SoKlUaoleC, T.X. TIUPETOYOVWY, | OE CUYKEKPLUEVEG OVIXVEUOELG
6paoTIKOTNTAG, T.X. TOU OVTIKOKKUTLKOU €gpPoAlou (movtikia), Twv MUPETOYyOVWY
(kouvéhla), Tou avtipupatikol epPoliou (LvSLka xolpldia).

20. EmumpooBeta pe TN CUHUOPOWON HE TOUC KAVOVIOMOUC Yyl tTn ZWwlKN

21.

22.

Ymoyywdn Eykepalomabeia (TSE), &AAoL ouvobol mapAyovieg Tou
evbladépouv ({wovoool, 0obéveleg Twv {wWwv TPogAeuong) Ba mpémel va
napakoAouBouvtal amd éva ouveXl{OUEVO TPOYpappa Uyeiag kol va
kotaypadovtal. JUPBouléc amd ebikd Oa mpemel va AndBouv yla T
SnUloupylol TETOLWV TIPOYPAUUATWY. € TEPUTTWOELG TIPOPANUATWY ULYElag
nou epdavidovtal ota {wa mpofAeuong Ba mpémnel va SlepeuvnBolv o€
oX€on HME TNV KATAAANAGTNTA TOUuG Kol TNV KataAAnAotnta twv {wwv Tou
£€pyovtol o emadn UE QUTA Yo cuvexl{OHevn xpnon (oe mapaywyn, Kabwg
KOL WG TINYEC TMPWTWV VAWV, OTOV EAEYXO TNG MOLOTNTAC KOL TOV EAEYXO TNG
aodpaAelag) ol amodAoel TPEMEL va TEKUNPLWvovTal. Oa TpEmel va
ebapuoletal pla Stadlkacio avixveuong n omoia va eVNUEPWVEL TN
Slepyaoio ANPnc anopdoswv OXETIKA HeE TN ouveXl{Opevn KataAAnAotnta
NG BloAoyikng 6pacTikng ouaiag i Tou GopPUAKEUTIKOU TPOIOVTOC OTO omoio
€XOUuV xpnoLuomolnBel | evowpaTwOel cUOTATIKA EKKIVNONG N TIPWTEG UAEC
lwwkng mpoélevong. H Olepyacia AnPng amopdoswv pmopel va
epAaUPBAVEL TNV €K VEOU £€€TAON TWV SELYUATWY TTOU SLaTNPOoUVTaL Ao TIG
TiPOoNyoUUEVEC cUANOYEG amo To i6lo {wo 60tn (6mou edapudletal) ya va
kaBoplotel n teAevtala apvntikiy dwped. H mepiodo¢ amdoupong Twv
BepamevuTikwy HECWVY TIOU XPNOLHoToloUvTaL Yyl T Bepameia {wwv
TIPOEAEUONG TIPETIEL VA TEKUNPLWVOVTOL KOL VO XPNOLUOTOLOUVTAL yla TOV
POoSLoPLoUd KOOOPLOUEVWY TIEPLOSWVY AMOUAKPUVONG TwV {WWV QUTWV
OO TO MPOYPOAULOL.

ISlaitepn pépuva Ba mpémet va AndBel ywa tnv mpoAndn kat tnv
napakoAouBnon Aolpwéewv ota {wa mpoélevong. Ta pETpa Ba TPEMEL va
neptAaBAvouV TNV TPOUNBELd, TIC EYKATAOTACELS, TNV KTtnvotpodia, TIg
Sladkaoieg BloacdAAelog, To HETPO EAEYXOU, TOV EAEYXO TWV KOTOAUUATWY
KOl TwWV UAKKWV Twv {wotpodwv. Autd €xeL 8laitepn onpacia ywo to
armtaMaypéva and  edikd maboyova Twoa OmMOU oL OMALTHOELS TNG
povoypadiag tng Eupwnaikng Papuakomoliag mpemel va mAnpouvtat. H
oTéyaon Kol n mapakoAolBnon tng uyeiag Ba mpemel va opiletal ya TLg
AAAEG KaTnyopieg Twv {wwv (T.X. vyl Komadia f ayEAEC).

Ma ta mpoidvta 1mou mapayovtal and Stayovidlakd {wa, N aVIXVEUCLULOTNTA
Ba mpémel va Statnpeital katd tn Snuioupyila Twv {wwv autwv and ta {wa
npoéAeuong.
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23.

24.

25.

Tek

26.

27.

28.

Oa mpémnel va AapBavetal untoyn n 0dnyla 86/609/EOK tou TupBouliou yia
TNV TMPOCEYYLON TWV VOUOBETIKWY, KAVOVIOTIKWY Kol SLOWKNTIKWY Slatatewy
Twv Kpatwv MeAwv OXETIKA HE TNV TMpootacia Twv {Wwv Tou
XPNOLUOTIOLOUVTAL Ylol TIELPAMATIKOUG Kal GAAOUG ETLOTNHOVIKOUG OKOTIOUG
0oov adopa TIG OMALTAOELS Yla T KATaAUpata Twv {wwv, tTn dpovtida Kal
™V Kapavtiva. H otéyaon twv {wwv Tou XpNoLUoToloUvTalL 0ThV Iopaywyn
Kol Tov €Aeyxo Twv PBLOAOYLKWYV OSpOOTIKWY OUCLWV Kol GAPHOKEUTLKWY
npoloviwy Ba mpénel va Slayxwplletal amd tnv mopaywyn Kal ToUg XWPeoug
£\eyyou.

MNa ta dtadopa £i6n lwwv, tTa Baowka kpttnpla Ba mpenel va kabopilovral,
va TapakolouBouvtal kol va  kataypddovtal. Auta umnopel  va
neplapBavouv tnv nAwkia, To BAPOG KAl TNV KOTAOTOON TNG UYELOC TWV
{wwv.

Ta Lwa, oL BLOAOYLKOL TTOPAYOVTEC KoL Ol EAEYXOL TTOU Tipaypatonowouvtol Ba
TPEMEL VO €lval TO OVTIKELUEVO €VOC OUOTNUATOG QvVOyvwplong yla va
anotparnel kabe kivbuvog clyxuong Kal yla va eAéyxovtal oAol ol kivduvol
TIOU €XOUV eVTOTLOOEL.

iwo

Mo Ta opXLKA UALKA Kol TIC TPWTEG UAEC UMopel va amalteltal emumAgéov
TEKUNPLWON yloL TNV MPOEAELON, TNV Kataywyn, TNV alucida Slavoung, tn
HEB0SO Tapaywyng, Kol Toug eAéyxoug Tou edapuolovral, yla va
eaodaliotel to KOTAAANAO eminmedo eAéyxou, cupMepPAAUPAVOUEVNG TNC
HULKPOBLOAOYLKNA G TTOLOTNTAG.

OpLopEVOL TUTIOL TTPOTOVTIWY UITOPOUV VA AIALTOUV €L8LKO TIPOCSLOPLOUO TwV
UVALKWV Tou amaptilouv TV moptida, 1olaitepa Ta CWHATIKA KUTTAPA OTO
mAaiolo twv Qappakeutikwy Mpotdviwy Mponyuévwy Oepameiwv (ATMPs).
Ma OoUTOAOYEC KOTOOTAOEL( KOl KOTOOTAOEL LOTOOUHUBOTOTNTOG, TO
TIapayoEeVo Tipoiov Ba mpenel va BewpnBel wg pa maptida.

Otav xpnolpomowovvtal avBpwriva KUTtopa | 6OTEC LOTWV, AmoLTELTOL
MANPN  XVNAQOLWWOTNTA OO  TA OPXIKA UALKA KoL TIPWTIEG UAEG,
cupnepAappfavopévwyv OAWV TWV OUCLWV TIOU £pXovtol Ot emadr HE Ta
KOTTOpa 1 oTtoug, HEXPL TNG emBeBaiwong mapalaBnic Twv MPOIOVIWY oTo
onueio xpnong, dStatnpwvtag napdAAnia tnv mpootaoia TNG OLWTKAS {wNg
TWV AQTOMWV KoLl TO amoppnto tTwv MAnpodoplwyv Mou cuvbEovtal HE TNV
vyela 2% Ta apxeia tne wvnhaowdtntag > mpémet va Siatnpolvat yia 30
XPOVLO LETA TNV NUepounvia ARéng tou papuokeuTikol tpoidvtog. ISlaitepn
npoooxn Ba mpémel va AndBel yia va datnpnBel n yvnAaoluotnta Twy
APUAKEUTIKWY TIPOIOVTWY yla €LSIKEG TIEPUTTWOELS XPHONG, OMWE KATA TO
ouvtaiploaopa 8otn-kuttdpwv. H Obényia 2002/98/EK kat n Obényia
2005/61/EK tnc Emttponng tng 30n¢ ZemtepPpiov 2005 yia tnv edappoyr] g
Obénylag 2002/98/EK tou Eupwmaikol KowvoBouliou kot tou ZupPouliou
000V adopd TG ATIALTACELS LXVNAACLULOTNTAC KAl TNV Kolwvomoinon cofapwv
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QVETIOUNTWY EVEPYELWV KAl GUMBAVIWV? LoXUOUV Yo TO. CUGTOTIKA TOU
aipatog, OTav XPNOLUOMOLOUVTOL WG OPXLKA UAIKA 1 TIPWTEC UAEC yla Tn
Sladkaoia mopaywyng Twv GopUOKEVTIKWY Tipoiloviwy. Mo QapUaKeUTIKA
Mpotdvta Mponyuévwy Ospamelwv (ATMPS) oL amalthoelg XvNAQGLUOTNTAG
ooov adopd TO avBpwrmiva KUTTOPA, OCUPMEpPAAUBAVOUEVWY TWV
OLLLOTIOLNTIKWY KUTTAPWVY TIPETIEL VA CUMHOPPWVOVTAL PE TIC APXEC TIOU
kaBopilovtal otig Obnylec 2004/23/EK kaL 2006/86/EK. OL puBuicelg mou
elval oavaykaiec yla va emreuxBel n vnAaowotnta Kol n Tepiodoc
Sdwatipnong twv dedopévwyv Bo TPEMEL va EVOWUHATWOOUV OF TEXVLKEC
oUpdwvieg petafl Twv UTTELBUVWY HEPWV.

21 'ApBpo 15 tou Kavoviopol 1394/2007

22 Agite ENTR/F/2/SF/dn D (2009) 35810, «AeMTOMEPELC KATEVOUVTHPLES YPOUHES LA TNV
opBnN KAWLk Tpoktk €8KA yla T QappokeuTtikd Mpoidvia MNponypévwy Ogpamelwy
(ATMPs)» yla mepattépw TMANPOdOPILEG OXETIKA HE TNV XVNAXCLUOTNTA TWV UTIO £peuva
Qappakeutikwy Mpoiovtwv Mponyuévwy Ospaneiwyv (ATMPs)

2 0J L 256, 1.10.2005, p. 32.

29.

30.

Napaywyn

Aappavovtag umopn tnv eyyevhy UETABANTOTNTA 0 TOAAEG BLOAOYLKEG
OpaoTIKEG ouoleg Kol POPUAKEUTIKA Tpolovta, Brpata ywo thv avénon
gupwoTtiag TG Slepyaoiag, HELWVOVIAG £T0L TN METABANTOTNTA TNC KoL
gvioylovtag tnv avamnapaywyn ota dadopa otadla tou KUkAou Iwng tou
mpoiovtog, onwg n Stadikaoio oxedlaopol, Ba mMpEmel va enmavekTtipunOel
Kata tn Slapkelo Avackomioswy tng Molotntag Twv Mpoiloviwvy.

Aebopévou OTL oL ouvOnkeg KaAAlépyslag, Ta Opemtikd pEoa Kol Ta
avtidpaotipla oxedlalovtal yLo TV mpowbnaon tng avantuéng Twv KUTTApwV
N UKPOoPLOKWY opyaviopwy, cuvnBwg oe afevikn Koatdaotacn, olaitepn
npoooxn Ba mpenel va d0Bel otn otpatnyikr eAéyxou yla tn Stacddalion
gUPWOTWV METPpWV TIOU TipoAappavouv 1 glaylotomololv tnv gudavion
avemBuunTou UIKpoBlakoU oPTIOU Kol OXETIKWVY  UETABOAITWY Kol
evbotoflvwv. T Paowlopyeva oe kittopa Qapuakeutika Mpoidvra
Mponyuévwy Oepanetwv (ATMPs) 6mou oL mapTideg mapaywyng eivat cuxva
MLKPEG, O KivOuvog SLaoTaupoUHEVNG MOAUVONG METOEU TwV KUTTAPLKWY
TIPACKEVAOUATWY oo Sladopoug SOTEG e TOLKIAEG KOTAOTACELG Lyelog Ba
TIPEMEL VO EAEYXETAL CUUDWVA LE KOOOPLOPEVES SLASLKAOLEG KOl OUTTOLTAOELG.

APYLKA UALKGL KOlL TIPWTEC UAEG

31.

H mnyn, n mpoéAeuaon Kot N KAtaAANAOTNTO TwWV BLOAOYLKWVY OPXIKWY UALKWY
KoL TIPWTWV UVAwv (T.X. KPUOTIPOOTOTEUTIKA, KUTTapa TPododATEC,
avtdpaotipla, Opemtikd péoa, pubuotikd StaAlpata, opdcg, €viupa,



E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

6963

32.

33.

34.

35.

KUTTapokiveg, auéntikol mapayovteg) Oa mpémel va elval  cadwg
kaBoplopéves. Otav ol amapaitntol €Aeyxol elval xpovoBopol, umopel va
grutparnei n enefepyooia MPWTWY VAWV TPLV TA ATIOTEAECUOTA TWV EALYXWV
gival SlaBéolpa, o kivbuvog amo tn xpron &vog SuvnTikAd akotdAAnAou
UVALKOU Kol TwV TIBoVWVY EMIMTWOEWY o€ AAAeG Ttaptideg Ba pemel va elvat
coadwg Katavontd Kat va aflodoyouvrtal cUpdpwva HE TG OPXEC TNG
Awoxeipiong Kwduvou tng Mowotntag (QRM). e TETOLEC MEPUTTWOELG, N
oameAeuBépwon tou TEAKOU Tpoiovtog e€apTtdtol oMo Ta KOAVOTIOLNTLKA
OMOTEAECHATA QUTWV TwV gAEyXwv. O TPoodLloplopog OAWV TwV TIPWIWV
VAwv Ba MpEMEL va elval 08 CUMHOPDWON HE TIG OTOLTAOEL AVOAOYWG TOU
otadiov mapaywyng. Mo ta BloAoyikd GopUAKEUTIKA TTPOIOVTO MEPALTEPW
obnyieg pumopel va avalntnBolv oto Mépog | kat oto Mapdptnua 8 kat yla
TLG BLOAOYIKEG SpACTIKEG ouoieg oTo MEpOG .

O kivéuvog empoAuvong Twv apXLKWY UALKWVY Kal TWV TIPWTWV UAWV KOTA TN
OlEAeuon TOu¢ Katd MNAKoC TNG alucidag edodlacpol TPEMEL va
afloloyoulvtal, pe Wolaitepn éudacn otn Zwikn Inoyywdn Eykeparondbela
(TSE). YAlkad ta omoila €pxovralL oe Auecn emodry HE Tov €EOMALOUO
mapaywyng n To mpoiov (Omwg OpenmTikA PECA TIOU XPNOLUOTOLOUVTAL OF
TELPAPOTA TIPOCOUOLWONG KAl AUTAVTLIKA TIou propolv va €ABouv oe enadn
LE TO MPOIOV) MpEmel eniong va AndBouv unoyn.

Agdopévou OTL oL kivduvolL amd tnv €locoywyn TNG EMUOAUVONG Kal TLG
OUVETIELEG YL TO TEALKO TPoiov elval ot (Slot avefaptnta amo to oTadlo Tng
mapaywyng, tng eykabidpuong Hlag otpatnykng EAEYXOU yla Thv mpootacia
TOU TIPOIOVTOC KOL TNV TOPOOKEUN TWwV OLOAUMATWY, PUBULOTIKWY
SloAupatwy, Kot GAAWV pocBnkwy Ba TIPEMEL va oTnpIleTal OTIC APXEG KO
TG KaTteuBuvTrpleG 08NYIEG TTOU TEPLEXOVTAL OTA AVTIOTOLXA TUAMATA TOU
Napaptruatog 1. Ot EAeyxol TTOU OIMOLTOUVTOL YLOL TNV TIOLOTNTA TWV aPXLKWY
UALKWV KOl TWV TPWTWV UAWV Kal thv acnmtn Stadkacia mapaywyng,
WSlatitepa yLo poidvta pe Baon ta KUTTapa, Omou n TeAlK anooteipwon Sev
glval yevikd@ duvati Kat n wovotnto yla QTORAKpUVON  HULIKPOBLOKWY
TIOPOTPOLOVIWY £lval TIEPLOPLOUEVN, OITOKTOUV PeyaAUtepn onpoaoio. Otav o
®akelog tng Adelag KukAodopiag i n Eykplon tng KAwiwkng Aokwung (CTA)
TIPOBAEMEL EMITPENOPEVO TUTIO Ko eminmedo UikpoBlakol doptiov, yila
napadelypa os otadlo SpacTIknC ovolag, n otpatnywkn eAéyxou Ba mpemel
va oupnmepl\aBel ta péoco HE Ta omola autn Slatnpeltal eviog Twv
TipoKaBopLopéEVWY oplwv.

Otav n omooTelpwon TwV OPXIKWY UALKWV KOl TWV TIPWTWV UAWV elval
anapaitntn, Oa mpémet va Oie€ayetal Omou eival duvatdv pe xpron
Bepuotntac. Omou eival amapaitnto, AAAeC KatAAAnAeg puéBodol pmopouv
eniong va xpnoldomoloUvTal Yyl TNV amevepyormoinon twv PLoAoyKWY
UVALKWV (T.X. aktvoBoAnon kal Sinbnaon).

Meilwon tou HkpoBlakol ¢optiou Tou oxetiletal pe T TPounBesla
{wVTavWV OTWV KoL KUTTAPWV WMOPEl va amaltel t xpnon twv dAwv
HETPWY, OTWC TO OVTIPLOTIKA 0T OPXLIKA OTASL TNG Mapaywyns. Autd Ba
npénel va amodelyetal, aAAd Omou eival amoapaitnto n xprion toug Ba
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TPEMEL Vo alTloAoyeital, Ba mMpéEmeL va anopakpuvovtal amno tn dtadkaoia
napaywyng oto otadlo mou mpoPAénetat oto Pdakedo TG Adelag
KukAodopiag | otnv Eykplon tng KAwikng Aokiung (CTA).

36. MNa avBpwrivoug LoToug Kol KUTTAPO TTOU XPNOLUOTOLOUVTAL WG TIPWTEG UAEG
yla ta BLoAoyikd GappaKeUTIKA TpolovTas:

(a) H mpounBela toug, n Swped koL o EAeyxog otnv EE pubuiletal amno
v Oényla 2004/23/EK kat tv edapuoyn twv O8nywv 1ng
Emutponng. Tétoleg povadeg epoSlacpou tng EE mpémel va £Xouv TLg
KATAANAEG eykploelg amo tnv apuodia eBvikn apxn (-€¢) oto mAaioto
™T¢ mapovoag Odnylag, n omola Ba mpémel va emaAnBeletal wg
HEpOC TNG Slaxelplong mpounBeUTH MPWTWV UAWV.

(B) & mepinmtwon mou Ta ev Adyw avBpwrtiva KUTTapa ) LoTol elodyovrtal
amo Tplteg XWpPEeC MpEMEL va TANpoUV LoodUvapo KolvoTtika mpotuma
NG moloTNTaC Kol aiopAAelag o avilotolyio pe ta Bsomlopeva otnv
Oényia 2004/23/EK. H vnAaowotnta Kol OL  QTTOUTAOELG
Kowvomoinong ocofapwv avermBUUNTWV EVEPYELWY KoL cofapwv
avermBuuntwy evepyelwv kabopilovtal otnv O6nyia 2006/86/EK.

(v) Mmopel va uTtapxouv KATOLEC TIEPLITTWOELG OTIOU N eMeEepyaoia TwV
KUTTOPWVY KOl TWV LOTWV TIOU XPNOLUOTIOLOUVTOL WE TIPWTIEG UAEC yla
ta  PBloloylkd dopuakeUTIKA Tpoidvta  va  Siefayovtal o€
EYKATAOTACELG LOTWV, TL.X. N Snuloupyla MPWLIHWY KUTTAPLKWY CELPWY
N Tpamelwv mpwv v gykadidpuon tng Kuplag Kuttapikng Tpamnelag.
Auta ta Bripata enefepyaociog, sival kKAtw amnod to nedio epoappoyng
¢ Obnyiag 2004/23/EK, n omoila TPOPAEMEL TNV OVAYKN EVOG
YrieuBUvou Mpoocwrou (RP).

(86) lotol kot kUTTapa amodeopevovrtal amod tov YnevBuvo Emothpova
NG MOVASAC LOTWV TPV aItO TNV ATOCTOAN OTOV MAPOCKEUAOTH TWV
dAPUAKEUTIKWY TIPOIOVIWY, MEeTA TNV omola edapuolovtol ot
LOXUOVTEC EAEYXOL VLA TLC TIPWTEG UAEG. Ta AMOTEAECUATA TWV EAEYXWV
OAWV TWV LOTWV / KUTTAPWYV TTOU TIopEXOVTAL ard T povada Lotwy Ba
TipENeL va elval SlaBéolpa otov mapoywyod Tou APHOKEUTLKOU
TPoiovTog. OL MANPodopLeC OUTEC TIPEMEL VAL XPNOLLOTTOLOUVTOL YLa Vol
TIPAYUATOMOLEITOL 0 KATAAANAOC SLOXWPLOMOC TWV UALKWV KoL vl
AapBavovtal amoddcelg yla TNV armoBnKeuon. I MEPLTTWOELG OTIOU N
Tapoywyn TMPETEL va apXloetl pv amod th AqPn Twv amoTEAECHATWY
TWV eAEyXwV amod T povada LoTwyV, oL LoTol Kot To KUTTapa Unopel va
omooTaAoUV OTOV  TOPOYyWYyO TwV (PAPUAKEUTIKWY TIPOIOVIWY,
6ebopévou  OtL blevepyouvtal £€Aegyxol ylwa TNV TPOAnYn ING
SlooTaupoUEVNG ETLUOAUVONG HE LOTOUG Kol KUTTApPa TIOU £XOUV
aneAevBepwOel amod to YnevBuvo Npodowrmno otn povada LoTwv.

(g) H petadopd tTwv avBpWMIVWV LOTWV KAl KUTTAPWYV ylo TN Hovada
TIAPAYWYNG TPEMEL va EAEYXETAL UE YPANT OUUPWVIA HETOED TwV
umeuBUvwy pepwyv. OL povadeg mapaywyng Ba mpémel va €xouv
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omodeIKTIKA otolxela tNg trpnong twv KoBoplopévwy ocuvonKwv
amnoBrkevonc Kot HeTadopag.

(o1) ©a mpénel va Swatnpeital n  OUVEXION TWV AIMOLTHOEWV
xvnAaoluotntac mou Eekivnoe oOTIC HOVASEG LOTWV HECW TOU
napoAnmn (wv), Kat avtiotpoda, cupnepAaAUPAVOUEVWY TWV UALKWV
TIou £pxovtal o€ enadr Ye To KUTTapa 1 LoToUC.

() ©a mpénel va voplotatal Texvikn Zupdwvia petafd Twv unelBuvwy
HEPWV (TT.X. TOPAYWYWY, TWV HOVASWV LoTwV, Xopnywv, Katdxou tng
Abdelag Kukhodopiag), n omoia opilet ta kabrijkovta tou KAOe
evbladepopevou, ouuneplappavopévou tou YnevuBuvou Mpoowrmnou
Kal tou Eldikeupévou MNpoowmou.

37.'0c0ov adopd tn yoviSiakr) Bepamneia®:

(o) Ma to poiovTa mou anoteAoUvTaL amo LOAOYLKOUC GOPELS, OL TIPWTEG
UAEG €lvol T CUOTOTLKA OO Ta omola 0 Loyevh ¢ dopéag Aappavertal,
6nAadn n kUpLa LOAOYLKA oTtopd 1 Ta TTAQCULSLA yla TNV emuOAuvon
TWV KUTTApWV ocuoKkeuaciog kal tnv Kopla Kuttapiky Tpamela tng
KUTTOPLKNG OpASaG OUOKEUAOLOG.

(B) Na ta mpoidvta mou amoteAolvTal amd MAACUiSLI, pn-LoAoylkoug
dOpPELG KOl YEVETIKA TPOTOMOLNUEVOUG ULKPOOPYAVIOHOUC EKTOC TWV
WV N AoyKWY GOoPEWY, TA APXLKA UALKA €lval Ta CUCTATIKA TIOU
XpPNolpomolouvTal ya va dnpoupynBel to KUTTAPO TIOU TOPAYEL,
6nAadn to mAaouidlo, Ta Baktnpla-Eeviotég kat n Kupla Kuttapikn
Tpamnela Twv aVacUVSUAOUEVWY UKPOPBLAKWY KUTTAPWV.

(v) T to yevetikd tpormomolnpéva KUTTopa, Ol TTPWTEC UAEG elval Ta
CUCTATIKA TIOU XPNnoLdomolouvtal yia va AndBolv ta yevetlkd
Tpomomnolnuéva KUTtapa, SnAadn Ta apylka UALKA yLa TNV mopoywyn
Tou ¢opga kol Twv ovBpwnivwv N WKWV  KUTTOPLKWV
TIAPOACKEUACUATWVY.

(6) O apyég twv Kavovwy KaAncg Napaywyng - KKN (GMP) epapudlovtat
and to cvotnua tPAmelag TOU XPNOLUOTIOLELTOL YIa TNV Tlapaywyn
Tou dpopéa 1 Tou MAAcSioU TIoU XpnoLoToLEiTal yla tn petadopd
Tou yovidiou.

** Aemtopépelec otnv Evotnta 3.2 tou Mépouc IV tou Mapaptipatog | g Odnyiag
2001/83/EK.

38.0tav ta avbpwmva 1 {wlkd KUTIOPO TOU XPNOLUOTIOLOUVTIOL OTNV
napaywylkn Swadlkacia wg kuttapa tpododoteg, Oa  mpémel  va
Slevepyouvtal ol KatdAAnAol €Aeyxol yla TNV POEAEUOT), TOUG EAEYXOUG, TN
peTadopd Kol TNV amobnkeuon, CUUMEPAAUPAVOUEVOU TOU EAEYXOU TNG
oUUHOpPwOnNC pe tnv Odnyia 2004/23.
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Naptida onépwv KoL cUOTNUO KUTTAPLKAG TPpAnslog

39.

40.

41.

42.

Mpokelévou va amodpeuxbel n avermBUUNTN EKTPOTI TWV XOPOKTNPLOTLKWY
TIoU eVOEXETAL VO TIPOKUYPOUV OO TLG EMAVEIANUUEVEC OVOKAAALEPYELEG 1) TLG
TIOANQTIAEG YEVEEC, N TTapaywyr TwV BLOAOYIKWY GOPUAKEUTIKWY OUCLWV KOt
npoloviwy Tou AapBavovtatl amd HUIKpoBLloAoyikr KaAALEPYELQ, KUTTAPLKN
KoAALEpyeLa 1 TOAAaMAaoLoopO o€ EuPBpua kal {wa Ba mpenel va otnpiletal
oc ouoTNUA TAPTIOWV apPXLKAC LOAOYLKNG OMOPAC KOBWC Kol LOAOYLKNC
OTIOPAG Epyaoiag Kal /1 Kuttapkwy tpamelwv Eva tétolo clotnua Suvatot
va 1NV €xet edpappoyr o 6Aoug Ttoug TUToUC Twv DapUaKkeUTIKWY Mpoloviwy
Mponyuévwy Oeparneiwy (ATMPs).

O aplBpog yevewv (avadumhactacpol, avakaAALEpyeLleg) HeTafl TG tapTidag
OMOPWV N TNG KUTTAPLKAC TPATELAS, TNG eVEPYNS BLOAOYIKNG ouaiag Kal Tou
teAkoU Tpoiovtog Ba TpEMeL va elval o0 CUVENELA e TLC TtpodlaypadEG Tou
Qakélou tng Adelag Kukhodopiag otnv ayopd 1 tnv Eykplon tng KAWVIKAC
Aokiung (CTA).

Jto mAaiolo tnNg Olaxelpong tou KUKAOU TwNg Twv TPOIOVIWY, N
EYKOATAOTAON YlO TG TMOPTIOEG TWV OMOPWVY KOL TWV KUTTAPLKWY TPATelWwy,
CUMUMEPAAUPBAVOUEVWY TWV OPXLKWY YEVEWV KOl TWV YEVEWV gpyaciag, Oa
TIPETEL VAl YIVETAL UTIO OUVONKEG oL OToleg elval amodedelypeva KATAAANAEG.
AuTo Oa mpémnel va mepthapPavel eva KataAAnAa eAeyxopevo eptBaAlov yo
NV npootacia Twv maptidwv omMopwV Kal TNG KUTTAPLKAG Tpanelag Kabwg
KOl TOU TIPOOWTILKOU Ttou Ta Xelpiletat. Katd tn eykabidpuon tng maptidag
OTOPWV KL TNG KUTTOPLKNG Tpdmelag, Kavéva aAlo {wvtavo 1} LOAUCHATIKO
UALKO (TT.X. Lo, KUTTAPIKEG OELPEC 1 KUTTAPLKA OTeEAEXN) Oev Ba mpémel va
Xpnotporoleital tavtdxpova otny (dla meploxn 1 and ta b artopa. MNa to
otadla TPV oMo TNV apXLKR Omopd N tn dnuloupyla TNG KUTTOPLKNAG
tpamnelag, Omou POvo ol apxeg Twv Kavovwv KaAng Mapaywyng - KKM (GMP)
propouv va epapudlovtal n Tekpunpiwon Ba mpémel va eival StaBéoiun yla
TNV UTOOTAPLEN TNG LXVNAQCLUOTNTOG, CUMMEPAQUBAVOUEVWY BEUATWY TTOU
OXETWOVTAL UE TO CUOTATIKA TIOU XPNOLUOTIOLOUVTOL KATA T SLAPKELX TNC
avantuéng pe SuvnTKO avtiktumo otnv oodAalela Twv Tmpoidvtwy (Ty.
avtiSpaotipla BLOAOYLKNG TIPOEAEUONG) OO TNV OPXLKN TIPOEAEUGCN KOL TN
YEVETIKN avamtuén, edav €xouv edappoyn. MNa ta epfora edpapudlovral ot
amaltiosl t¢ Eupwmaikng Movoypadiag 2005;153 "EuBodia yia
avOpwrivn xprion”.

MeTd tn Snuoupyia KUPLWVY KUTTAPLKWY TPOTElWV KAl KUTTOPLKWY TPAmelwy
gepyaoilog Kobwg Kol KUPLWV TOPTdwV omopwv Kol Taptibwy omopwv
epyaoiog, Ba mpémel va akoAouBouvtal ol Sladlkaoleg kapavtivag Kot
aneAeuBépwong. Auto Ba mpénel va mePAOUPBAVEL EMOPKN XAPAKTNPLOUO
Kol €Aeyxo yla mpoopeifelc. H ouvextl{opevn KataAAnAoTnTA TOUg yLo Xprion
Ba pémel va anmodeLkVUETAL TIEPALTEPW OTTO TN CUVOXH TWV XOPOKTNPLOTIKWY
KOl TNG MoLOTNTAG TwV SLadoXIKWV ToPTdwY Tou TPOoioVToG. AMOSEIKTIKA
OTOlXElDl ylot TN OTABEPOTNTO KOL TNV QVAKINGCN TWV ONMOPWV Kol TwV
Tpamelwv Ba TIPEMEL VO TEKUNPLWVOVTOL Kol Ta opxela Ba mpémel va
SL0TNPOUVTAL LE TPOTIO TIOU VA ETILTPETIEL TNV AELOAOYNON TWV TACEWV.
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43. 0L maptibe¢ OMOPWV KAl OL KUTTOPLKEC TpdAmeleg Oa Tmpémel va
amoBnkebovtal Kol va XPNOLUOTOLOUVTOL KOTA TETOLO TPOMO WOTE vV
ge\aylotomolovvtal ot kivbuvol empdiuvong, (my. amoBnkeuvon o€
oppaylopéva Soxela pe umepkeipevn ¢aon atpwv uvypol alwtou) N
aAolwoelg. MEtpa eAéyxou yla TV amoBrikeuon Twv Sladopwv CTOPWV Kot
/ 1 Kuttapwv otnv (6la teploxn N e€omAlopo Ba mpémel va mpoduldccouy
oo to pnEpSepa kal va AapBavouv umodn tnv Aolpwéloyovo ¢pvon Twv
UVALKWV yLa Thv TpoAndn tn¢ S1aoTaupoU eV ETTLLOAUVONG.

44, Baollopeva o KUTTapa GAPHOKEUTIKA TIPOIOVTA TTAPAYOVTaL CUXVA armod éva
KUTTOPIKO  amoBepa  TOU  TIPOEPXETAL OO  TIEPLOPLOUEVO  aplOUo
avakoAALEpYELWV. Z€ avtiBeon pe TO KALWOKWTO cuotnua Vo Babuidwy twv
KOopwv Kuttoapikwv Tpamelwv kobwg kol twv Kuttaplikwv Tpamelwy
Epyaciag, o aplOpog twv povadwy mapaywyng Aettoupyel pe éva andbsua
KUTTApWV TIoU Teplopiletol amd Tov aplOpud Twv KAAOUATWY TOU
AappBavovtol HeTa amod tnv avamtuén kol 6ev KaAUTTEL OAOKANPO TOV KUKAO
{wng tou mpoidvtog. MetaBoléc Twy amoBepdTwy KUTTApwWY Ba MpEneL va
KOAUTITOVTOL OTTO £Va «TIPWTOKOANO EMLKUPWONG OELOTILOTIOG Y.

45. O nepléxteg anobnkevong Ba mpémel va adppayilovral, va emonuaivovral
oadwe Kal va Statnpouvtal oe KOTAAANAN Bepupokpaoia. Mpénel va tnpeitatl
n amnoypadn Twv anobepdtwy. Oa TMPEMEL VA KOTOYPADETAL CUVEXWS N
Beppokpaoio amobrkeuong kat va mapakoAlouBeital, 6mou xpnolpomnoleital,
To eminedo Tou uypoUu alwtou. Oa TPENMEL va Kataypadovtal oL arnokAloeLg
oo Ta MPOCSLOPLOUEVA OPLA KOL Ol SLOPOWTIKEG KoL TIPOANTITIKEG EVEPYELEC
Tou €xouv AndOeL.

46. Elval emBupuntod va Staywpifovtal ta amobgpata kal va anobnkevovtal ta
Sloxwplopéva  amoBéuata oe  SladopeTikég BOEoelg, £T0L WOTE  va
ghaylotomolouvtal ot Kivbuvol Tng ouvoAlkng amwAelag. Ou éleyxol ota
onuela autd Ba MPEMEL va MAPEXOUV TIG EYYUNOCELC TTOU avadEPOVTal OTLG
TiponyoUEVEC mapaypAdoud.

47. OL ouvOnkeg amoBnKeuong Kal XElPLopoU Twv amoBsudtwy Ba mMpEmel va
vivovtal cUpdwva pe tig ibleg dwadikaoieg kat mapapérpoug. Otav ol
TIEPLEKTEC QMOMOKPUVOVTAL Ao To clothua Staxeiplong maptidag omopwy /
Kuttapkng tpamelag, ta doxeia Oev Ba mpemel va emotpédovial oTo
anobepa.

ApxEc Asttoupyiag

48. H Saxeiplon alaywv Ba mpenel o meplodikn Baon va Aapfavel umtodn Tig
ETUMTWOEL, OUUTIEPIAAUBOVOUEVWY TWV 0OPOLOTIKWY EMIMTWOEWY TWV
oMaywv (rm.x. otn Slepyaocia) otnv moldtNTa, otnv acdpAlela Kal otnv
OMOTEAECUATIKOTNTA TOU TEALKOU MPOLlOVTOC.

49. Kplowueg Aeltoupylkéc mapapetpol (Slepyaoiag), N AalAoL TApAUETPOL
€L0080U TIOU €XOUV EMIMTWON OTNV TOLOTNTA TWV TIPOIOVTIWV TIPETEL va
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50.

51.

52.

53.

54.

55.

npooblopilovtal, va EMKUPWVOVTOL WG TPOG TNV aflomoTia Toug, va
TEKUNPLWVOVTOL KAL VA ETUOEIKVUETOL OTL SLATNPOUVTAL EVIOG ATOLTHOEWV.

MLia oTpatnyLkn EAEYXOU yla TNV £l0080 AVTLKELMEVWY KOL UALKWVY CE XWPOUG
napaywyng Ba mpémnel va Baoiletal otic apxEg Alaxeiplong Kivduvwyv tng
Mowdtntag (QRM). TNa donmreg Stadikacieg, OEPUOAVOEKTIKA OVTIKE(HEVA
KOL UAWKKQ Katd tnv £lood0 Ttoug ot KabBapd xwpo 1N o  KabBapod
TEPIKAELOUEVO XWwpo Bo TMPEMeLl KATA TPOTiHnon va eloéABouv PEow
SUMAGBUpPOU QUTOKAUGTOU N KALBAVOU. AVTIKE{HeEVO Kol UALKA ootabr otn
Beppotnta Ba Tmpémel va  €loéABouv  péca amo  aspodpPAKTn UE
OAANAOCUVOEOUEVEC TIOPTEG, OTNMOU  UTIOKELWVTOL OF  OTTOTEAECMOTIKEC
Sladkaoleg amoAvpavong tng emudpaveldc toug. H amooteipwon Twv
OVTIKELLEVWY Kol UAKWV alloU eival amodektr pe tnv mpolmobeon otL
dépouv MoAAamAG KaAUppata, avaloya e Tov aplOpo twv otadiwv elcodou
oto KoBapd Xwpo, Kol OTL Ba elo£pXovial HECW OEPOPPAKTN UE TIC
KOTAAANAEG popUAGLELG amoAUpovong TG emdaveLag.

OL 8LOTNTEG TpoaywynG avAnTuéng Twv Bpentikwyv péowv Ba TpeEmel va
amodelkvlouv OTL elval Kat@AAnAa ylo TNV MPOTEWVOUEVN Xprion. Edv eival
duvato, ta BpenTika péoa Ba TPEMEL va amoAupaivovTal in situ. Oa MpEmel
va xpnotLpomnolouvtal Omou elvol Suvatod amoAUPAVTIKA GIATpA O YPAUUES
(in-line) yta tnv mpoaoBbrikn og cuVONRKeC pouTivag asplwv, BpeMTIKWY HECTWY,
oewv N Baocswv, avti-appwdwyv mapayoviwy KTA. o€ BloavtidpaoTipeg.

H mpooBnkn UAKwy 1 BpemTikwy LECWVY o€ BloavTdpaotrpeg N GAAa GKeUN
KaBwg Kat n detypatoAnPia Ba pEMEL va TPOYLLOTOTIOLETAL UTIO TIPOOEKTLKA
e\eyxOUeVEG OUVONKEG yLa TNV anoduyr empuoAuvong. Oa mpénel va §00el n
anopaitntn mMPocoyn WOTeE Ta OKeUN va elval ocwotd ouvdedepéva oOtav
Tipayuatomnoleital n mpoaodnkn 1 n deypatoAnyia.

H ouvexng mopakoAolBnon opLlopEVWY Tapaywylkwy Olepyactwy (my.
{Opwon) umopel va eival amapaitntn, dedopévou OtL autd ta Sedouéva Ba
TPETEL VAL OITOTEAOUV PEPOG TOU apXeiou TNC mapayopevng moptidag. Onou
Xpnolporoleital ouvexng KalAlépyela, Slaitepn mpooox Ba mpémel va
8600&el OTIC AMALTHOEL TOU TIOLOTLKOU €AEYXOU OL OTOLEC TPOKUTTOUV OO
0lUTO TOV TUTIO TN MOPAYWYLKNG HeBOSou.

@Duyokévtpnon Kal avapLEn mpoidvtwy UMopel va 08nyroEL 0To OXNLATLOUO
otayovidiwv (aepolOA) kol autég ol SpaotneLOTNTEG €ival amapaitnTo va
TIEPLOPLOTOUV WOTE Va eAaxLoTtomoLnBel n SltaotaupoUHEeVn EMLUOAUVON

Tuxaiec Olappogg, Olaitepa  TwWVTavwY  OPYAVICUWYV, TIPEMEL Vol
ovTlpueTwrilovtal  Aapeca kKol HE aodpaAela. [otomonpéva  pETpA
amoAupavong Ba mpénel va elval StaBéopa yla Kabe opyaviopd i opadeg
TIAPOUOLWY 0pYaVIoUWVY. Omou gumAékovtal SladopeTika oTeAéxn amo £(6n
Baktnplwv 1 mapopowwv wv, n Swadikacla oamoAvpavong umnopel va
ETUKUPWVETOL WG TPOC TNV afloToTio TNG HE £€va AVIUTPOCWITEUTIKO
OTEAEXOG, EKTOC KOl oV UTIAPXEL AOYOC va TLOTEVOUUE OTL dLadopomolouvtat
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56.

57.

58.

59.

60.

61.

62.

ONUAVTIKA W¢ TPOG TNV avBekTIKOTNTA oTto(oucg)v  Tapdyovt(eg)a mou
gumAék(ovrat)etal.

Eav eival epdavwg empoluopéva, Omwe yla mopadelypa amnd SlappoEg n
otayovidla agpoldA | €dv eUMAEKETAL Kol €vag SuvnTIKA EMLKIVOUVOG
OPYOVLOUOC, UALKA TTapoywyn¢ Kol eAEyxou, ota omoia mepltAapBdavovtat Kol
n £viumn Tekpnplwon, TPEMEL va amoAupavBolV KAVOTIONTIKA N N
nAnpodopia va Staowbel pe aA\a péoa.

Y€ MEPUTTWOELCG TIOU TIPOYHLATOTOLE(TAL LOAOYLKN adpavormoinon 1 dtadkacia
QMOUAKPUVONG KATA TN SLApKELD TNG Tapaywyng, Ba mpémet va AapBavovtal
UETPpA yla TNV amoduyn Tou KWwEUVOU TNG €K VEOU ETUUOAUVONG TwV
KATEPYAOUEVWVY TIPOTOVIWY OO YN KATEPYOAOUEVA TIPOIOVTOA.

Ma mpoiovta Ta omola amevepyomoloUvIal HE TNV TPOOONKN €VOG
avtidpactnpiov (my. Hikpoopyaviopol Katd tn Sladikacia TG mapaywyng
guBoAiou), n Siepyacia Ba mpémet va Stacdalilel Tnv mARpn adpavomoinon
tou Twvtoavol opyaviopou. EmutpdoBeta, katd tn Stadikaoio TnG MANPOUG
ovauLeng tng KaAALEPYELOG KOL TOU QTevepyomolnth, Ba mpémel va divetal
TPOCOXN OTNV enadn OAWV TWV MPOIOVIWV KAl TWV EMLPAVELWY OL OTOLEG
ekTiBevtal otn {wvtavh KaAALEPYELA KaL, OTIOU OMALTELTOL, OTNV HETadOPA O
Seltepo okevoG.

Mua eupela motkiAia e€omAlopol xpnotlpomnoleital otn xpwpotoypadia. Ot
apxég TG Awaxeipiong Kwdlvou Mowdtntag (QRM) Ba mpémel va
epapudlovtal yla va oxedlaotel n oTpaTnNYLK €AEYXOU OTIC UNTPEG, OTa
nepPAfpOTa Kol o ocuvadn €eComMAOUO OTAV  XPNOLUOTOLEITAL oTnv
TIOpOywyr HE XPOVIKO Slaxwplopd Kal og mepLBaAlovta pHe eVOANACTOUEVQ
npotovta . H emavaypnowuomnoinon tng idtag untpag oe dtadopetika otadla
¢ Slepyaoiag amoBappuvetal. Kputipla amodoyrng, ouvOnkeg Asttoupyiag,
uéBodol avayévvnong, dtapkelo {wNG Kol AMOAUUOVTIKESG 1) OTTOCTELPWTLKEG
HUEBodoL ypwpatoypadlkwv othAwv Ba mpémel va opilovtal.

Onou ypnolpomoleital  €€omMALOMOC KoL UALKA TOU €XOUV  UTOOTEL
oktwoBoAnon, to Mapaptnua 12 tou Eudralex, Topog 4, Oa mpEmel va
XPNOLLLOTIOLELTOL CUUBOUAEUTLKA YO TIEPALTEPW 0ONYIEG.

Oa MPEMEL VOL UTIAPXEL €va cUoTNUA yla va dtaopaAiletal n akepaloTnTO Kl
TO KAEIOLUO TWV TEPLEKTWV UETA TNV MANPWON TWV TEALKWV ] evELAUECWY
npoiovtwv Tou eudavilouv dlaitepo kivouvo, kaBwg katl Sladlkacieg ylo
TNV QVTLHETWTTLON TUXOV avolyuatwy f Stappowv. OL xelplopol mAnpwong Kat
ouokevaolog mpénel va opilovtal and Sladlkacleg wote va dlatnpouv to
T(POLOV eVTOC KABOPLOUEVWVY Oplwy, TIY. XPOVOG Kal/n Bepuokpacioc.

ApaoTNPLOTNTEG yla TO XEPLOMO GloAdiwv mou meplExouv Twvtavoug
BloAoylkoU¢ TaPAYOVTEC TIPEMEL VA TIPAYLATOMOLOUVTIAL HE TETOLO TPOTO
wote va mpoAapuBdavouv tnv empudAuvon aAAwv mpoidovtwv N tn dladuyn
AWV {wvtavwy Blodoylkwy Tapayoviwy oto neplBaiAlov epyaciag | oto
e€wTePLKO TEPLBAANOV. H BLWOLUOTNTO TETOLWY OPYAVIOUWY Kal N BLoAoyikn
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63.

64.

65.

Toucg Katnyoplomoinon Ba mpémel va AapBavovtal umoyPn wg HEPOC TNG
Slaxeiplong TEtolwv KIvSUVWV.

Oa mpEmel va AauBAvetal HEPLUVA OTNV TIPOETOlHACia, eKkTUMwWOon,
amoBnKeuon KoL 0TNV ETMILKOAANGCN TWV ETIKETWV , OTNV omola neptAapBavetat
KABe €161KO Kelpevo ylo tpoidvTa Tou sival l8IKA ylo KaBe acBevh i mou
EMLONUALVOUV TN XProN TPOIOVTWY YEVETIKNG LNXOVLKAC OTA TIEPLEXOEVA TNG
Queong Kol TNG £EWTEPIKAG EmOApAvVONG. 2TV TEeplmtwon  Ttwv
Qappakeutikwy Mpoioviwv Mponyuévwy Oegpanewwv (ATMPs) ta omola
XPNOLUOToloUVTAL ylo auToAoyn Xprnon, o “povadikoc” mpocdloplotrg tou
aocBevy kaBw¢ kot n SnAwon “yia autoloyn xpnon” Ba mpémel va
avadépetal otnv eEWTEPLK ouokeuaoia 1 Omou &ev UTIAPXEL EEWTEPLKN
ouokevaoia, otnv dpeon cuokevaocia.”

H oupBatdotnta Ttwv ETKETWY HE TIC TOAU  Juxpec Oepuokpaoieg
amnoBrkeuong, Omou XPNOLUOTOLOUVTAL TETOLEC BepoKpacieg, Ba mpémet va
enaAnBevovral.

Omnou yivovtal SLaB£oeg HETA TNV OmoKTNnon, MAnpodopieg uyeiag 60tn
(avBpwrivou 1 Twwkol), kol oL ormole¢ emnpedlouv TNV TMOLOTNTO TOU
npoiovrog, Ba nmpénel va Aapfdavovtatl umtopn otig Stadkaoieg avakAnong.

> ApBpo 11 tov kavoviopod (EK) apif. 1349/2007.

Molotiko¢ EAEYXOC

66.

67

68.

69.

‘EAgyOL KOTA TNV SLAPKELA TNE TTAPAYWYNE EXOUV HEYAAUTEPN ohuacia yia Tt

SlaopAALlon TNG CUVETELOG otV moldtnTa TG BLoAoylkd SpaoTIKAG ouaiag
Kol ToU GapUAKEUTIKOU TPOiovVTog o€ oXEon HE GAAa cupBatika mpoiovta. Ot
£€\ey)oL KOTA TNV SLAPKELD TNG Tapaywyr ¢ Ba TPEMEL vl TPy LATOTTOLOUVTOL
oTa KaTAAANAo otadla tnNg mopaywyng TPOKEIMEVOU va eAeyxBouv ol
OuVONKeG oL omole¢ elval ONUOVTIKEG Yyl TNV TOLOTNTA TOU TEAWKOU
TPoIOVTOoG.

. Omou umopoUv va amoBnkeutolv evOLAUESA TIPOIOVTIA Yla EKTETOPEVA

Xpovika Slactipata (nuépeg, €BSouadeg n meplocdtePo), Ba MpEnel va
600l mpoooyxn mpokewévou va  TEpAapBavovial TOPTIOEC TEAIKWV
TPOLOVTWY Ol OMoleg mapaoKkeudcoOnkav amd UALKA TwV omoilwv Ta péylota
SlooTnpaTa Katd tn SLApKELR TN mapaywyng dtatnpouvtal o e€eAlooOpEVA
TipoypAaTA oTaBepOTNTAC.

JUYKEKPLUEVEG KATNYOPLEC KUTTApwWV [my. outoloya KUTtapa Ta ormola
xpnottomnotovvtat o Qappakeutikd Mpoidvta Mponyuévwy Oeparmelwy,
(ATMPs)] pmopet va gival SlaBéolua os MEPLOPLOUEVESG TTOGOTNTEG Kal, OTou
emtpénetal ano tnv Adswa KukAodopiag, pmopel va avamtuxBei kat va
TEKUNPLWOEL Sladopomonuévn oTpatnyLky SOKIUAOWWY Kal dlatipnong
SelypaTwv.

MNna Qappakeutika Mpoidvta MNponypévwy BOepamnewwy, (ATMPs) ta omola
Bacilovtat oe kUttapa, oL Ookluacleg otepdtnTag Oa TpEmel va
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TIPOYLOTOTOLOUVTAL UE KOAALEPYELEC KUTTAPWV I KUTTOPIKWY TpOmelwv
eAelBepeg amd avtIPLOTIKA TIPOKELLEVOU VO TIPEXOUV OTTOSELKTIKA oTOoLXEla
yla TNV armoucio BaKTNpLaKAg Kal LUKNTLAKAG EMMOAUVONG Kal va SUvavtal
Va aVIXVEUCOUV OMOLTNTIKOUC OPYaVIOHOUC OTIOU amalLTELTaL.

70. N BloAoyikad PopUAKEVTIKA TipolovTa e meploplopévn Sudpketa Lwng, n
omola ylo ToUug OKOTIOUG TOU GUYKEKPLUEVOU TapapThuatocg, Beswpeital n
neplodo¢ twv 14 nuepwv 1N AlyOTEPO, KOL ylo. TIC OTOLEC armalteital
miotonoinon moptidag mpwv amd TNV OAOKANpwon OAWV TwV TIOLOTIKWY
eAEyXwV (mY. SOKLMOOWWV OTELPOTNTOC) TOU TEALKOU TIPOIOVIOG TIPEMEL VAl
volotatal pa KatadAAnAn otpatnykn eAéyxou. AuTol oL €AeyxoL TIPEMEL Va
otnpllovtal otnv auvénuévn yvwon tou TPoidvtog Kot Tng amddoong tng
Slepyaoioag kat vo AapBdavel umoPn Toug eAEYXOUG KAl TO XOPOKTNPLOTIKA
TWV apxtkwy Kat al] VAwv. H akpBrg kot Aemtopepng meplypadn oAOKANpNg
¢ Stadikaciag anshevBépwong sival amapaitntn, mepAAUBAVOUEVWY TWV
uTteuBuvVoTNTWY TOU OLUPOPETIKOU TIPOCWIILKOU TIOU EUITAEKETAL OTNV
afloAoynon Tng mapaywyng Kol Twv avoAutikwv Sedopévwy. MNpémel va
volotatal ocuvexng afloAoynon TN ANMOTEAECUATIKOTNTOC TOU CUOTALOTOG
Slaoddaliong molotntag cupmepAopBavopévwy Kat Twv OSebopévwv Ta
omola mpEmMel va Slatnpolvial HUE TETOLO TPOTIO WOTE VO EMLTPEMETAL
afloAoynon tdacswv. Omou O6ev eival Swobéolpeg Sokipaoieg TeAlkoU
TPOIOVTOC AOYW TNG oUVTOUNG dLapkelag (WG, eVOANAKTIKEG peBodoloyieg
yla TNV ovaktnon Looduvopwyv Sedopévwy TTou Ba EMLTPEMOUV TNV OPXLKN
nuotonoinon moptidwy, Ba mpémel va AndBouv umoPn (my. AUECEC
pUikpoPlodoyilkég péBobol). H Swadwkaoia yla tnv Tiotomolnon Kot
aneAeuBépwon moptidag unopet va npaypatomnotnBei og Vo 1 neploootepa
otadla:

o) AfloAoynon amo oplopévo(a) atopo(a) Twv apxelwv mapayouevng
naptidag, Twv OMOTEAECUATWY ™mg TePBAANOVTIKNAG
napakoAouBbnong (omou eival StaBéopa) to omoia Ba mpémel va
KOAUTITOUV TIG OUVONKEG TapOaywyng, OAEC TIG OTIOKALCELG OO TG
KOWVOVLKEC SLadIKOoLeC Kal Ta SLaBE€otpa avaAUTIKA omoTeEAEGATA YLa
TNV QVOOKOTINGON OTn TPOETOLHAcia Yl TNV apXLKA TLoTonolnon amno
To ElSikeupévo Mpoowrmo.

B) AfoAoynon Twv TEAIKWYV OVOAUTIKWV SOKIHMOOWWY Kol  GAAwvV
SlaBéoluwy mAnpodoplwv yla TNV TEAWKN TLOTOMOLNOon amo To
Eldikevpévo MNpoowro.

Qa mpENeL va UTIAPXEL Kila Sladikaaoia yla Tnv eplypadr] Twv HETPWV TIOU TIPETIEL VA
AndBolv (ota omola meplapBavetal kot n smadn pe toug KAwikolg) otav
Aappavovtol amoteAéopata SOKLUAOLWY EKTOG Ttpodlaypadwv. TETOLO TTEPLOTATIKA
Ba mpémnel va dlepeuvwvtal TMARPwWG. Emiong, Ba MpEMEL va TEKUNPLWVOVTAL TIANPWG
Ol OXETIKEG €TIOLOPOWTIKEG KOl OTOTPEMTIIKEC EVEPYELEC yla TNV TPOANYN NG
enavaAnyng.
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MEPOX B. EIAIKEX OAHIIEX TIA EIIAETMENOYXI TYIOYX
IMPOIONTQN

Bl. IPOIONTA ZQIKHY IPOEAEYXHX?

Auth n kateuBuvtripla odnyia €xel edpappoyn oe UALKA TwIKAG TPOEAEUONG OTa
omola mepAapuBdavovtal UAIKA TIOU TIpOoEpYovTal omo HovadeC OmMwe eival ta
odayeia. Aedopévou OtL oL aluacideg epoblaopol pmopel va sival EKTETAUEVEC Kal
TmoAUTIAOKeG, Tipémel va edapuolovtol €Aeyxol PaclllOpevol OTIC OPXEG TNG
Awaxeipiong Kwduvou Mowdtntac (QRM), PAEme erumAéov TIC QMOLTAOCELC TWV
povoypadwwv tng Eupwnaikng Dapuoakomotiag, meplhappfdavoviag emiong tnv
amnaitnon ya eld1kég Sokipaoieg oe kaboplopéva otadia.

Oa TPEMEL Vo UTAPXEL TEKUNPLwoN yla va amodeyBel n yvnAaowotnta otnv
aAuoida edpodlacpol kKabwg Kot ol EekaBapol poAoL TwV CUHUETEXOVIWVY CE QUTH,
Ba TPEMEL va UTAPXEL MLlOL EMOPKWC OVOAUTIKN Kal oylouod omoTUNwaon Twv
Slepyactwv.

1. Npoypappata mapoakoAouBnong Ba mpemnel va tnpouvtal yia {wikéG vOooUC
oL omoieg ennpedlouv TNV avBpwrivn uyeia. Ot Opyaviopol Ba mpémel va
AapBdavouv unodn toug avadopec amd OELOTILOTEC TNYEC €OVIKWY apXwV
ETUTAPNONG TWV VOOWV OTOV CUVTAOOOUV ThV afloAdynon Twv mopayoviwv
KvdUvou Kol Melwong autwv. Tetolol Opyaviopol mepllapBavouv tnv
MNaykéopla Opyavwon ywa tn Zwikn Yyela (OIE, Office International des
Epizooties)®®. Autd Ba mpénet va cupmAnpwvovtat pe TAnpodopleg yLo Ty
mapokoAouBbnon tn'¢ uyesiag kal mpoypappo(ta) eAéyxou o €BVIKA Kol
toruikad emineda, ota teAevtaia va mepllapBavovral ot mnyég toug (my.
dappec n  moptiba Iwotpodrig) amd TO omola Tpogpyovtal Ta
xpnotpomnotloUpeva {wa KaBwe Kal Ta UPLOTAUEVA HETPA EAEYXOU KATA ThV
petadopd mpocg to odayeia.

2. Omou Yxpnolpomolouvtal odpayeia ywa tnv mpounBela {wikwv Lotwyv, Ba
TIPETEL VO ETUSELKVUOUV  OTL ASITOUPYOUV UE TPOTUTIAL LloodUvaud HE aUTA
TIou xpnoLpomnolovvtal otnv Evpwrnaikn Evwon. Oa mpénel va Aappdavovral
unoyn ot avadopeg and Opyaviopoug Onwe elval ol Ynpeoleg mou elvat
umnevBuveg yla ta Ktnviatplka kat to Tpodluo oL onoieg emaAnBevouv T
CUUMOPpdWON HUE TIG QITALTACELS Yla TNV aoPpAAEla TPodipwy Kal moldtntd
TOUG, TNV KTNVLATPLKA Kal GuTikr vopoBeoia vyelag otnv Eupwnaikn Evwon
OAAG Kall o€ Tpiteg Ywpeg mou e€ayouv otnv Evpwmnaikn Evwon.

2 B EMIOMG AMOUTNOELS TNG EVPAOTAIKNG Ppappakonoiag , 0333
" B). kepdhano 5, EudraLex, Topog 4.

* http://www.oie.int/eng/en_index.htm
 http://ec.europa.cu/food/fvo/index_en.htm
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3. METpa eAéyxou ylo T apXLKA UALKA 1 TIG TPWTEC UAEG OE EYKOTOOTACELG
omnw¢ eival ta opayeia Ba mpénel va neplhapBdavouv ta KatdAAnAa otolyeia
evog Juotnuatog Alaxeiplong Molwdtntag yia va StacdalileTal LKavomoLnTko
eninedo ekmaldevong XEPLOTWY, LXVNAQOLUOTNTAG UALKWY, €A£yXOU Kol
OUVETELOC. AUTA TQ HETPA UIMOPOUV va TIPOEABOUV Qamo TNYEC EKTOC
Evpwnaikwv GMP oaA\a Ba mpemel va emibelkviouv OTL Umopouv va
mapéxouv avaloya eninmedo eEAEyxou.

4. O TPEMEL VO UTIAPXOUV HETPO. EAEYXOU YLO. T APXLKA UALKA 1) TLC TIPWTEG
UAe¢ mou Ba amotpemouv TAPEUPACELG Ol OMOleg HMmopolV va EXOUV
ETUTTWOELG OTNV TIOLOTNTA TWV UALKWV I Ta omola TOUAAXLOTOV va TtapEXouV
OTMOSELKTIKA OoToLXela yla TETOLEC SpACTNPLOTNTEG, KATA TNV TPO0SO TOUC
otnv aluaoida mapaywyng kat epodlacpol. Autd Ba mepllappavouy t pon
TWV UAKKWV METOED TWV TEPLOXWV TNC OPXLKNG OCUAAOYNC, HEPLKOU Kol
teAkoU(wv) kabBaplopov(wv), onuela amobrkeuong, KOpPol, umnpeoieg
Slekmepalwong Kol Heoiteg. AEMTOUEPELEG TETOLWV pubuicewv Ba TpEmel va
Kataypadovtol 0To GUOTNUA LXVNAQCLULOTNTOG KoL OTIOLOSATIOTE EKTPOTIN VAl
kataypadetal, va dlepeuvwvTal Kal va Aappdavovtat HETpa.

5. Meplodikol €Aeyxol TwV MPOUNBEUTWY APXLKWY UAKWY N MPWwTwV UAwv Ba
TPEMEL va. uAomoloUvTal ylo thv enainbsuon tng cupuopdwong LE TOUG
eAéyXoug Twv VALKWV og dladopetikd otadla tng mapaywyng. Ta Intripata
TIOU TIPOKUTITOUV TIPEMEL va dlepeuvwvtal o BaBo¢ avaloya pe to Babuod
ONUAVTIKOTNTOG Kol Ba TpEmeL va umdapxel dtaBEaiun n mMARpEn Tekunplwon.
Oa TmpEMEL va UTAPYXOUV ocucoThpoTa yla va SdwaodaAilouv T ARyn
OMOTEAECHATIKWY SLOPBWTLIKWY KOl TIPOANTITLKWY EVEPYELWV..

6. Kottapa, wotol Kal opyava mou mpoopilovtal yla tTnv mapaywyr ¢evoyevwy
Baollopuevwy oe KUTTOpa GOPUOKEUTIKWY Tipoidvtwyv Ba Tmpémel va
TIPOEPXOVTOL QTMOKAELOTIKA amo {wa TO omoia £Xouv HEYOAWOEL OTNV
aHoAwoia (oe mepidpayuévn povada) eldIKA yla ouTO TO OKOTO KOl OF
Kapia mepimtwon dev pmopolv va xpnolpomoilnBouv kUTTApQ, LOTOL Ko
opyava amd dypta {wa n oamod odoayeio. Asv pmopolv Tapopoiwg va
xpnotpormnotnBouv Lotol amod ta apxka {wa. H katdaotaon tng uyesiag tTwv
{wwv Ba Tpemel va mapakoAouBeital Katl va kotaypadetal.

7. T Eevoyevr) poiovta Kuttaplkng Bepameiag Oa mpémet va akolouBeital n
KataAAnAn kotevBuvinipla odnyia oe oxéon HME TNV AMOKTINON KOL TLG
Sokipooieg Twv WKWV Kuttapwy. Avadopd yivetal ot KateuBuvtrpleg
Mpappéc tou EMA mou adopouv ta Eevoyevy Pacllopeva oe KUTTAPO
daAPUAKEVUTLKA TIpoilovTaL.

B2. ANAEPTIOTONA NMPOIONTA

YALKQ UIopoUV va Ttapayovtal He eKXUALON amnd GUOLKEC TINYEG 1 HUE TNV edpapuoyn
NG Texvoioyiag avacuvduacuévou DNA.
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1. H mpoéAeuon Twv UAKKwY Bo TpEMEL va TeplypAdeTOl HE  EMAPKN

Aemtopépela yio va dtaodaliletal n cuvoyr otnv mPounBeld Toug, TYX. h
KOLVN KOl EMLOTNUOVIKN TOUG ovopaoia, n kataywyn , n ¢uon, ta opla tng
EMUOAUVONG, N HEBoSOg ouAloync. Autd mou mpoépyovtal amd {wa Ba
nMpENeL va glval amd uylelg mNyég. Oa TPEMEL va UTIAPYOUV KaTtAaAAnAol
€\eyyol Bloaodalelag yla amoikieg (my. akdpea, {wa) mou XpnoLUomoLlouvTaL
yla tTnv ekxUALon aAAepyloyovwy. Ta aAAepyloyova mpoidvta Ba mpémel va
anoBnkevovtal UnMo KoOOPLOUEVEG CUVONKEG ylo va €AAXLOTOTOLEITOL N
aAAoilwaon Toug.

Ta otadla Tng mapaywylkne dtadikaaoiac ota omnoia mepltAapBAavetal n mpo-
enefepyaoia, ekxVAlon, O&wBnon, apailwon, ouykévipwon 1 otadla
e€axvwong Ba mpémel vo Teplypddovial AEMTOUEPWS KAl va  E£XOUV
eMKUPwWOEel w¢ mpog TNV aflomiotia Toug.

OL &wadikaoieg tpomomoinong vyl TNV  TMOPAywyH TPOTOTIOLNUEVWY
EKYUALOPATWY OAAEpYLOyOVWY (Ttx. oAAEpPYLOELST), oulelypota) Ba mpémel va
neplypagovtal. Evdiaueoa mpoidvta tng mapaywylkng diwadikaociag Ba
npénel va npoadlopilovral Kal va eEAEyXovTal.

Melypata ekXUALORATWY 0AAEpPYLOYOVWY Ba TTPEMEL val TposToLHAlovTal amno
HEUOVWHEVA EKXUAlOUOTO TO OTola TTPOEPYOVTAL OO LA LOVO TINYA UALKWV.
KaBe pepovwpévo ekyVAlopo Ba mpémel va Bswpeital w¢ pla Spaotikn
ouoia.

3 EMEA/CHMP/CPWP/83508/2009.

B3. MPOIONTA ZQIKQN ANOZOOPQN

1.

I6laitepn mpoooxny Ba mpemel va SI6etal OTOV EAEYXO TWV QAVILYOVWY
Bodoykng mpoédeuong ywo va SlaodpaAlotel n  MOWOTNTA TOUG, N
otafepdTNTd TOUG KAl N amoucia  Aouwéloyovwv — mapayoviwv. H
TIPOETOLUOGIO TWV UALKWY TIOU XPNOLUOMOLOUVTAL YLa TNV avooomnoinan Twv
lwwv (my. avtiyova, ¢opel ONMTEVIWY, OVOOOEVIOXUTLKA, TIOPAYOVTEG
otaBepdTNTAG), N AMOBAKEUON AUTWV TWV UAKWV AUECWE TPV Oamd Tnv
avooomoinon Ba mpémel va eival oUpdwvn HE TG TEKUNPLWMUEVEG
SLadkaoieg.

H avooomoinon, n doklpacia oto aipa, Kot ta mpoypdupota AjPng aipatog
Ba mpémel va eival cUpdwva e TG EYKEKPLUEVEG Sladikaoieg tng Adelag
KAwikng Aokung i tng Adelag KukAodoplag.

OL ouvBnkeg mapaywyng ywo TNV TposTolpacia  unmoBpauopdtwy
avtilowpatwy (my. Fab nF(ab’)2) kal omolecdnMoTE MEPALTEPW TPOTIOMOLOELG
TPEMEL va elval CUUPWVEG UE EMKUPWHEVEG WC TIPOC TNV AELOTILOTIO TOUG Kall
gyKeKpLUEveG Sladikaoiec. Omou tétola éviupa amotehouvtal ano diadopa
oUOTOTIKA, Oa pémel va Staodpaiiletal n otabepotnta.
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B4. EMBOAIA

1.

Omou xpnowomolouvTal auyd, N KATtaotaon TNG Uyelog OAwv Twv
TIOUAEPLKWY TIOU XPNOLUOTIOOUVTAL Yo TNV Tapaywyn Twv auywv (téco av
npoadlopilovtal w¢ eAelBepa amd maboyova | w¢ vyl TOUAEpLka) Ba
nipéneL va StaopaileTal.

H akepalotnTta TwV MEPLEKTWY TIOU XPNOLUOMOLOUVTAL yla ThV amobrnkeuon
TWV evOLAUECWV TIPOIOVTWY KaBwE Kal oL xpovol amobrikeuong Ba mpeEmeL va
£€Youv eTUKUPWOEL w¢ tpog TNV aflomioTia Toug.

MePLEKTEG OL OTtoioL TTEPLEXOUV amevepyomolnpuéva mpolovta dev Ba mpémet
va avolyovtal i va mpaypatornoleital SelypatoAnia o€ mEPLOXEG TIOU
Bpiokovtol {wvtavol BLoloyikol mopayovTeg.

H  oAMnlouxla mpooBnkng Twv  OpOOTIKWY  CUCTOTIKWY,  TWV
OVOOOEVIOXUTLKWVY KOl TWV €KSOXWV KOTA TNV popdormnoincn evildueoou N
TEAKOU TIPOTOVTOC TIPETEL VA CUUUOPPWVETOL UE TIG TTpodLaypadeg.

Otav xpnoigomolovvtal opyaviopol pe vpnAotepa emineda BLoAoylkng
aoparelag (my. oteAéxn MavOnUIKwWV gUPOAlwv) oTnv Tapoywyr f OTLg
SOKLUOOIEG TIPEMEL va UMAPXOUV Ol KOTOAANAEC pubBuicslg yia tnv
QmopovVWon Toug. H éykplon autwv Twv pubuicswy Ba mipénel va AapBavetat
amno tnv avtiotowyn EBvikn Apxn(£c) kal n eykekplpuévn Tekpunpiwaon Ba mpémnet
va eival StaBéoun yla emaAnBeuon.

B5. ANAZYNAYAZMENAIMPOIONTA

1.

OL ouvBnKeg Tapoywyng KAaTd TNV KAAALEPYELO TWV KUTTAPWYV, TV €kdpaon
TWV MPWTIElvWV KaBw¢ Kal TNV amMOPOVWOoN TOUG TIPETIEL VA TIAPAUEVOUY
EVTOC TWV EMIKUPWHEVWV WG TTPOC TNV AfLOTILOTIOl TOUG TTAPAUETPWY VLo VAl
Slaodpaliletol n otabepotnto TOU MPOIOVTOC EVTOC TOU TPOCSLOPLOUEVOU
€UPOUC TWV TIPOCHEEWV OL omoleg Bpilokovtal evidg TNG KOVOTNTAG TNG
Sladkaolog va TG Helwoel og amodektd emineda. O TUMOC TWV KUTTAPWY
TIOU XpNOLUOTOLE(TAL OTnVv Topaywyn mlavov va amattel tnv Andn
auénuEVwY HETPWY yla va SltacdaAlotel n amouoia wv. Ma mapaywyn otnv
omola eumAéketal moAAamAn Ann mpoidvtog, n mePlodog TG ouveEXOUC
KaAALEPYELOC Ba TpEMEL va elval EVTOG KOBOpLOUEVWY Oplwv.

OL SLadikaoieg kKaBaplopol TIPOKELUEVOU Va amopakpuvBoUv pn emtBupnTEC
KUTTOPIKEG TIPWTEIvEC, VOUKAEIKA o&€a, udatavOpoakeg, ol Kol AAAEC
nipoopeifelg Oa mpénel va ylvetal VIOG MPOCSLOPLOUEVWV KOL ETUKUPWUEVWV
WC¢ TTPOG TNV aflomLoTia Toug oplwv.

B6. MPOIONTA MONOKAQNIKQN ANTIZQOMATQN

1.

MOVOKAWVIKA  QVTIOWHATA MMOPEl va  Topdyovtal amo  ToVvIlKiola
uBpdwpuata, avBpwriva uBpLOWHATA | e TEXVOAOYLO 0vaoUVSUOOUEVOU
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DNA. Oa TpEMeL va UMAPXOUV KOTOAANAQ HETPO €AEyXOou yla KUTTAPO
Sladopetikng mpogheuong (ota omoio mepllapBavovtal kol Ta KUTTOPA
tpododoteg, €dv xpnolgomoiolvral) KaBw¢ KoL yld  UAKG TOU
XpPNoLpomnolouvtal yla Th Snuioupyia Twv URPLOWUATWY/KUTTAPIKWY CELPWY
Tipokelpévou va dtaodaliletal n acdhalela Kol n mOLOTNTA TOU TPOIOVTOG.
Oa mpémnel va emaAnBeveTal OTL AUTA £lval EVIOG TwV EYKEKPLUEVWV OPLWV.
Oa mpemnel va Sivetal WBlaitepn £udaon otnv anoucia wwv. Oa MPENEL va
onuewwBel oOTL Sebopéva TMoOU TPoEp)ovial amd Tpoiovia T omoia
TIaPAYyoVTaL LE TNV 8La mapaywyLkn TexvoloyLkn mAatdopua Umopst va ival
amodekTad yla va anodeiéouv tnv KatoAAnAotnta.

Ta kpLtrpLa ou apakoAouBolvtal oTo TEAOG EVOC MOPAYyWYLKOU KUKAOU Kol
otnv mPowpn ANEn mapaywywwy KUKAwv Ba mipémel va emaAnBevovtal otL
£lval EVTOC TWV EYKEKPLUEVWY Oplwv.

Ol ouvOnKeg Tapaywyng ylo TNV TTPOETOLOCIia TwV UMOBPAUCUATWY TWV
avtlowpdtwy (my. Fab, F(ab’)2, scFv) kot omoloodATMoTeE TEPALTEPW
Tpomomnolnoelg (my. padlevepyn onuavon, culeuén, xnuikn dtaocvvdeon) Ba
TPEMEL VA €lval CUUPWVEG UE TIG ETUKUPWUEVEG WE TIPOG TNV OELOTILOTIA TOUG
TOPOPETPOUG.

B7.AIATONIAIAKAZQIKATMPOIONTA

H ouvoyxn tng mpwtng UANC mpogpXopevng and Stayovidlakn mnyn givot mbavo va
gival mio mpoBAnUaTIk o ox€on Ue UN-6layoviSLaKEG BLOTEXVOAOYLKEC TINYEC. Katd
OUVETIELO UTIAPXEL auénuévn amaitnon va amodelkvUETAL | CUVOXH TOU MPOolOVToC
arnd noaptida og maptida anod OAeg TI¢ anoPelg.

1. Eva eUpog¢ amo €ldn upmopel va xpnolwgomolnBel yla tnv mapoywyn

BloAoykwv GaPUAKEUTIKWY TIPOIOVTWY, Ta omola Unopolv va ekppactouV
0€ CWHOTLKA Lypa (my. yaAa) yia cuAAoyn Kal kaBaplopo. Ta {wa Oa mpenel
va Tautomololvial cadws Kol HE Hovadlkd Tpomo kot Ba mpEmel va
UTIAPXOUV €VAANAKTIKEG pUBULOELC yLa TNV TiepimTwon mou Xabel 0 apxLKog
Selktnc.

OL puBuioelg yia tn Pproevia kat tn dpoviidba twv {wwv Ba Tpémel va
npoodlopilovtal £Tol WOTE va  ehayloTomoleital n  €kBeon Toug oOf
naBoyodvoug mapayovteg kabBwg kol {wovoooug. Oa TPEMEL VoL UTIAPXOUV
KataAAnAa PETpA yla TNV tpootacia Tou e§wteplkol meplParlovtog. Eniong,
Bo PETEL VO UTIAPXEL £Va TIPOYPUUA TTapaKoAoUBnong tTng uyeiag Toug Kat
O\a Ta amoteAéopoata va kataypddovrtal, k&bs meplotatiko Ba TpEmEL va
Slepeuvartal kal va mpoodlopiletal n EMIMTWGON TOU 0T CUVEXELD XPriongG Tou
{wou aAAQ KoL OE TIPOYEVECTEPEC TIAPTIOEG TOU TPOIOVTOC. Oa MPEMEL va
6ibetal Slaitepn mpoooyxny wote vo SlaodoAiletal OtL  omoladnmoTte
BeparmeuTtikd Tpoiovta xpnolpomnololvial yia tn Beparmeia twv {wWwv dev
ETILLOAUVOUV TO TIPOLOV.
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3. H yevealoyia Twv apxlkwv {wwv £wg Kal To {wa NG Mopaywyns TPEMEL va
TEKUNPLWVETOL. AsdopEVOU OTL LA SLOYOVLSLOKI OELPA TIPOKUTITEL QO €val
HOVASLKO YEVETIKO apXIKO {wo, UALKA oo SLadOpPETIKEG SLOYOVISLAKEG OELPEG
Sev Ba pEMEL vaL avapLyvUovTaL.

4. OL ouvBnkeg UTO TIG ormoleq oUAAEyeTal Tto Tpoiov Ba mpémel va eivat
cUudwva pe TG ouvOnkeg tg Adslag Kukhodopiag n tng Adetag KALVIKAG
AokLunG. OL oUVONKEG KOl TO TIPOYPOUA TNG CUAAOYNC UTIO TIG omoieg ta {wa
Umopel vo  amopakpuvovtol amoé TV Tmopaywyr Ba  Tmpémel  va
TMPAYUATOTOLOUVTOL CUUPWVA HE TIC EYKEKPLUEVEG Oladlkacleg Kal To
QIMOSEKTA OpLAL.

B8. AIATONIAIAKADYTIKAMPOIONTA

H ouvoyxn tng mpwtng UANG mpoepxopevng amod Stayovidlakn mnyn sivol mboavo va
glval o mpoPANUATIKY OE OXEON UE UN-OlayoviSLaKEG BLoTEXVOAOYLKEG TINYEG. Katd
OUVETIELO. UTTAPXEL auénuévn amaitnon va amodelkvUeTal n otabepdtnta Tou
TPOIOVTOG amo maptida o maptida and OAeg TG amoPELg.

1. EmutAéov HETPA €UPUTEPA KOl UTEPAVW OO QUTA Tou meplypddovtal 6To
Mépog A, pmopel val amattouvtal Yo TNV amoTteorn TG EMUOAUVONG Twy
apxtkwyv tpamnelwyv kabwg Kal Twv tpanelwv epyaciag and efwtepkd GuUTIKA
UAIKA KOl OXETIKOUG Aolwéloydvoug mapdyovies. H otabepdtnta tou
yovidlou &viog Tmpoodloplopévwy  aplBuwv  yevewv Ba  mpémel  va
napakolouBeital.

2. Ta ¢uta Ba TpEMeL va TAUTOMOLOUVTOL 0adpwE Kal HE Hovadlko Tpomo, N
TIAPOUCIA CNUAVIIKWY XOPOKTNPLOTIKWY TWV (GUTIKWY OpYaVIoUWY, oTa
omola mepllapBavetal n KOTAOTACN TNG UYELOC TOUG, 08 OAO TO EUPOC TNG
KaAAlEpyelag Ba mpémel va emaAnBeletal o TMPOCOLOPLOPEVA XPOVIKA
Slootriuata Katd tnv mepiodo kaAAiépyelag yia va Staodpaiiotel n ouvoxn
NG MapAywyn¢ LETAfL KaAALEPYELWVY.

3. Métpa acdaleiag yia tnv mepidpoupnon twv Karllepyslwyv Bo mpEmeL va
npoadlopilovral, Omou eival Suvato, WOoTe va eAaxlotomnoleital n €kBeon oe
ETUUOAUVON OO  UIKPOPBLOAOYIKOUC TOPAYOVTEG KoL N SLooTaupoU eV
ETUUOAUVON ammd PN oXeT{Opevoug GUTIKOUC Opyaviopous. Oa TPEMEL va
AapBavovtol HETpA YLO TNV ATTOTPOT UALKWY OTWGE £(val Ta EVIOLOKTOVA Kall
TO AUTAOHATA VA ETILUOAUVOUV TO TPoiov. O MPETEL va UTTAPXEL KATAAANAO
TIPOYPOUHA TTAPOKOAOUONONG KOl OAQ Ta AMOTEAECMATA Va KaTtaypdadovTal,
KaBe meplotatikd Ba mpémel va Slepeuvatal Kot vo mpoodlopiletal n
EMIMTWOT) TOU OTN CUVEXELA TNG KAAALEPYELAG OTO TIPOYPAULO TIOPAYWYNAG.

4. Oa npémnel va npoodlopilovral ol cUVONAKEC UTIO TIG omoleg Ta puTA pmopetl
va amopakpuUvovtal amo Tnv mapaywyn. Oa mpémel va kobopilovral
amodektd Opla yla UVAka (my. Mpwrteiveg £eviotég) oL omoieg pmopel va
napeunodiocouv tn dtadikaoia kabaplopou. Oa mpémel va enaAnBevetal otL
Ta AMOTEAETOTA BPLOKOVTOL EVTOG EYKEKPLUEVWY OPLwV.
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5. MeplBalroviikég ouvOnkeg (Bepuokpaocia, Bpoxomtwon), oL onoieg pmopolv
VO EMNPEACOUV TO TIOLOTIKA XOPAKTNPLOTIKA Kol tnv amdédoon TtNng
avacuvduaopévne MPWTeivng amd tn pUTELoN €wC TNV KAAALEPYELX, TN
CUYKOMLOH Kol TNV evOLAPEDN amoBnNKeEUON TWV TPOIOVIWY TNG CUYKOULONC
Ba TpEmeL va Tekunplwvovtal. Oa mpEnel va Aapfdavovtatl umoyn otav
SnUioupyolvTOL OQUTA TO KPLTAPLA Ol apPXEC TWV KATWOL KEWWEVWV:
‘KatevBuvtnpieg Mpauuec twv Opdwv lewpyikwv lMpoaktikwy kadwc Kat
Mpaktikéc Zuldoyne twv Apxikwv YAikwv Botavikng [MpogAeuonc tng
Entportric Qutikwv Qapuakeutikwy Mpoidvtwy’.

3 EMEA/HMPC/246816/2005
B9. MPOIONTA IFONIAIAKHZ ©EPANEIAZ

To Afupa 2.1 tou Mépoug IV tou Mapaptipatog tng Odnyiag 2001/83/EC meplexel
Tov oplopd twv Qappakeutikwy Mpoidvtwy Movidiakng Ospaneiag (MO).

Ynapyxouv diadopol tumot Qappakeutikwy Mpoioviwv MNovidiakng Oepaneiag (MO)
(Mpotidvta IO ta omolia mepléxouv avacuvduacpéveg(n) alniouxieg(a) voukAgikwy
0€EWV 1 YEVETIKA TpoTtomolnpévouc(ou) opyaviopoug (oU) 1 1oug Kot GapUOKEUTIKA
nipotovta Movidlakng Oepaneiog (FO) Ta omolo MEPLEXOUV YEVETIKA TPOTOMOLNUEVA
KUTTOpa) Kol OAa sival péoa oto medio epappoyng tng Odnylog os auto to TUAUO.
MNna Baowlopeva oe kuttapa Dapupakeutika MNpoiovta Movidiakng Oepaneiag (MO),
£€xouv ebapuoyn opLouEva onpeia tou TuRuatog B10 tou Mépoug B.

1. Edooov ta KUTTOPO TIOU XPNOLUOTOLOUVTIAL OTNV Topaywyrn TPoloviwv
voviblakng Oepameiog mpoépyovtal eite amd avBpwmou¢ (autoloya R
aAloyevn)) N Lwa (Eevoyevr), umtapxel éva SuvnTiko PloKo yla eMLHOAUVON
ano Aolpwéloyovoug napdyovtec. 1dlaitepn npoooyxn mpémet va Sidetal oto
SLOXWPLOUO TWV QUTOAOYWV UALKWY TIPOEPYXOUEVWY OO ETILUOAUCUEVOUC
601e¢. H eupwotia Twv HETPWVY eAEYXOU Kal SOKLMOOLWY YLOL TETOLEG TIPWTEG
UAEC, KPUOTIPOOTOTEVTIKA, BPEMTIKA Héoa, KUTTOPA Kol ¢popeig Ba mpemel va
Baoiletal otic apxeg TnG Atoxeiplong Kwwduvou Mowotntag (QRM) kat va ivat
oe oupdwvia pe v Adela KAwikng Aokwung n tnv Adesla KukAodopiac.
KoOlepwpéveg KUTTOPLKEG OELPEG OL OTIOLEG XPNOLMOTIOLOUVTAL yld TNV
mapaywyrn LoAOYIKwY ¢opewv KoBwG Kal o €Aeyxog Kal oL doklpaoieg Ba
npénel mapopolw¢ va Pacilovral otic apxég tng Alaxeipong Kivduvou
MNowotntag (QRM). Noptidec koAALEpyeElaG LWV KABWC KoL OCUOTAMOTO
KUTTaPKWYV Tpamnelwyv Ba mPEMEL va XpNOLLOMOLOUVTAL OTIOU aratteltal.

2. MNapayovteg Omwc n $Ucon Tou YeVETIKOU UALKOU, 0 TUTOC (LOAOYLKOG i Un)
Tou ¢dopéa KoL O TUMOC TWV KUTTAPWV €XOUV OXECON HE TO €UPOG TWV
SuvnNTIKWV Poopeifewv, AoLUWELOYOVWY TTAPaYOVTWY Kol SLacTAUPOUEVWV
emPoAUvoswv Tou Ba mpémel va AapPdavovtol umoPn wg HEPOC TNG
QVATMTUENG HLOG OGUVOALKAG OTPOTNYLKAC Yyl ThV egAaylotomoinon Ttwv
KwéUvwyv. Autr) n otpatnylkn Oa mpémel vo amotelel tn Bdon ywa To
oxeblaopd Twv Sladlkaclwyv, TWV EYKATAOTACEWV TMOPAYWYNAG Kol
anobnkeuong, tou efomAlopoUp, TOu KaBaplopoUu Kol Twv SladlkaoLwy
QMOAUOVONG, CUGKEVOOLOC, EMLOAMOVONG KAl SLOVOUNC.
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Ao v mapaywyn kat éAsyxo Twv QappakeuTikwv Mpoldvtwv Movidlakng
Oeparneiog (@) MPOKUMTOUV GCUYKEKPLUEVA {NTHMOTO OE OXEON HE TNV
aodalela Kal TNV TOLOTATO TOU TEALKOU TPOIOVTOC KaBW¢ Kal Bépata
oodpadelag ylo Toug AATITEC KAl TO TPOOWTILKO. Oa mpémnel va epapudletal
pLa tpoogyylon Baollopevn otov kKivbuvo yla tnv aodAAEld TwV XELPLOTWY,
Tou TePBAAAovTog Kal thv aodalela Tou acBevr) kal n sdapuoyn Twv
eAéyxwv va PBaoiletal otic PLoAoyilkéG KAAOelG KivdUvou. Oa TpPEmeL va
edapuolovral Tt VOUoBsTNUEVO TOTILKA, KL av £€xouv sdoapuoyr, Slebvn
HETPpA aodaAeiag.

MNpoowmnikd (oto omoilo mepllappavetal kat o Molotikdg EAeyxog kal to
MPOOWTKG  ouvtpnong) kabwg Kalt N pon  TwV  UAKKWY,
oUMMEPAAUPAVOUEVWY KL OIUTWV TIOU €lval Tpo¢ amoBrikevon Kot EAeyxo
(mx. apxika ULALKA, evdlapeca Kol TeAkd Selypoata kot Selypata eAéyyou
neptBarlovtog), Ba mpémel va eAéyxovtol oludwva HE TS OPXEC TNG
Awayxeiplong Kwdivou Mowotntag (QRM), ki 0mou elvat epIKTO va UTIAPYXOUV
MOVOONUOVTEG POEC. AutéG Ba mpémel va AapBdavouv umdyn kat tnv
KLVNTLKOTNTA PETAEL TIEPLOXWV OL OTOLEG TIEPLEXOUV SLadOPETIKOUG YEVETLKA
TPOTIOTIOLNUEVOUC OPYAVIOHOUC KOl TIEPLOXEC TIOU TIEPLEXOUV HN-YEVETIKA-
TPOTOTOLNUEVOUC OPYOAVLOUOUG.

JTo OXeOLHOUO TWV EYKATOOTACEWV KAl TOU €EOMALOHOU Oa TpEMEL va
AapBavovtal umopn omolecbnmote €161kEG pebodoloyieg kabBaplopol Kal
omoAUpavVoNnG  amaltolvIal  ylo TO €UPOG TWV  OPYAVIOUWY  TOU
XpnoLlpomnolouvtal. Omou sival Suvatov, Ta MpPoypapaTa mapakoloubnong
Tou TepLBAANOVTOC Bol TMPETEL VA CUUMANPWVOVTAL UE TNV EVOWUATWON
peBodoAoyLwy yla TNV avixveuon TnNg MOPOUCLOG CUYKEKPLUEVWV OPYAVIOUWY
oL omoiot KaAAlepyouvTal.

. Omou xpnotpomnolovvrtal meplopl{opevol otnv avilypadrn dopeig, Ba mpemnel
VO UTIAPYOUV UETPA YLOL TNV OMOTPOTN TNC ELCAYWYNG LWV aypiou tUTou, n
orola pmopel va odnynoel otn S&nuloupyia kavwv yo  avtlypadn
avaouvlUaoUEVWY GOPEWV.

Oa MPEMEL va UTIAPXEL €va OXESLO €KTOKTNG AVAYKNG VLA TNV QVILUETWITILON
™G Kata AdBoc aneleuBEpwong BLwolpwy opyaviopwy. Auto To oxédlo Ba
TPEMEL VA OVTLUETWITIEL peBoboloyiec kal Stadlkacieg yla Tov TEPLOPLOUO,
TNV TPOOTOCIO TWV XEPLOTWY, TOV KABAPLoPO, TV amoAlpavon Kol thv
aodaln emiotpodn otn xprion. Oa MPEMEL va YIveTal emiong (o afloAdynon
TWV EMUMTWOEWY OTA AUECH TPOIOVTO Kol Ot omoladnmote aAla otnv
mAnyeioa neployn.

Ol gyKATAOTACEL MOPAYWYNS TwV oAoYIKWY dopéwv Ba mpémel va eival
OTMOLOVWHEVEC aTtO AANEG TIEPLOXEC LE CUYKEKPLUEVA PETPa. OL puBuioelg yia
10 Slaxwplopd Ba mpémel va anodeifouv OTL €ival amMOTEAECUATIKEC. Oa
TPEMEL VO XPNOLUOTIOLOUVTOL KAELOTA OUCTAUATO ONou eival edIKTO, N
ouMoyn delypdtwy, ol TpooBrkec kal oL petadopéc Ba Tpémel va
QITOTPEMOUV TNV aneAeVBEpwaon LoAOYIKOU UALKOU.
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9.

10.

11

12.

H tautdxpovn mapaywyn OladpopeTikwy LOAOYIKWY POPEWV  YOVISLOKNG
Beparmneiag otnv dla neploxr dev eival amodektr). H tautoxpovn mapaywyn
pn-toAoylkwv popéwv otnv iSla meploxn Ba mpémel va eAEyxetol othn Baon
Twv apxwv t™n¢ Aloxeipiong Kwdlvou Mowdtntag (QRM). Awadikooieg
METABOAWY HETOEY TOPAYWYWV HE XPOVIKO Slaxwplopo Ba mpémel va
OmoSELKVUETAL OTL £lVOL OMOTEAECUATIKEC.

Qa mpémel va sival SlaBéoiun pe emapkeic Aemtouépeleg n meplypadn tng
TIAPAYWYNG TwV GOoPEWV KABWC KoL TWV YEVETLKA TPOTIOTIOLNUEVWY KUTTAPWY
npokelpévou va SltachaAiletal n vnAaoLlpotnTta Twv MPOIOVIWY amo Tto
OpXIKA UAIKGQ (mAaopidlo, yovidlo  evllopEpoviog Kol PUOLLOTIKES
OAANAOUYXLEG, KUTTOPLKEG TPAMELEG KOl LOAOYIKO N N LOAOYLKO amoéBsua
dopLwv) £wg To TEALKO TIPOIOV.

. H amootoAn] Twv mpoldvtwv Tou TEPLEXOUV I amoteAolvTal amd MEVETIKA

Tpomomnotnpévoug Opyaviopoug (GMO) Ba mpénel va cuppopdwvovTaL e
NV avtiotown vopobeaoia

OL KatwOL ekTIUNoElG epapuolovial otnv ex-vivo yovidlakn petadopd o€
KUTTaPO ONOSEKTEC:

(a) Autéc Ba TpEmeL va TTPAYLATOTOLOUVTOL OE EYKATOOTACELG OL OTIOLEC
XPNOLUOTIOLOUVTOL QTTOKAELOTIKA Yla TETOLEG SPAOTNPLOTNTEG OMOU
vdliotavral ot KATAAANAEG pUBUILOELC YLO TOV TEPLOPLOUO TOUG.

(B) AmattoUvtal pétpa (ota omoia mepAapBavovtal oL EKTIUNOELS OL
omolieg kataypadovtal otnv napdypado 10 tou Mépoug A) yla tnv
ghaylotonoinon tn¢ mBavotntag yla dlaotoupoUevn emLUOAUvVon
Kal avapelfn Hetafl KUTTApwv amo SlodopeTikoug aobeveig, kal ota
omola mep\apBdavovial n Xpnon EMIKUPWHEVWY W TPOC TNV
aflomiotia toug Stadikaolwyv kabaplopou.

H tautoxpovn xpnon Slodopetikwy oAoyikwy dopéwv Ba
TPEMEL VA UTIOKELTAL O €A€yXou¢ PBacllOHEVWV OTIC OPXEG TNG
Awaxeipong Kwvduvou Mototntag (QRM). Oplopévol odoyikol dopeig
(mx. Petpo- 1 Aévti-lol) dev pmopolv va xpnotporotnBolv otnv
TIAPAYWYLKA SL0SIKACL0 TWV YEVETLKA TPOTIOTOLNUEVWY KUTTAPWY EWG
otou omodelytel OtTL otEpoUVTOL TWV LKAVWV Yo  avtypodn
HOAUCUOTIKWY POopEWV.

(v) Npémel va dlatnpouvtol oL AmALTACELG LYVNAQCLUOTNTAG. Oa TpEMEL
va UTApxeL OLakpltog Tpoodloplopoe tng maptidag, amd Tnv
KUTTAPLKN Tty €w¢ tov(oug) epLéktn(eg) Tou teAkol mpoidvTog.

(6) Oa mpémel va uTtGpxeL TANPNC TeEKUNplwon Kal EAeyxog Twv PpuCLKO-
XNUWKWV XOPOKTNPLOTIKWY TWV TIPOIOVIWY TIoU eKUETOAAEUOVTAL WN-
BloAoyka péaa yla tn petadopd yovidiwy.
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B10. NMPOIONTA IOMATIKQON KAl ZENOTFENQN KYTTAPIKQON OEPAMEIQN KAI
MPOIONTA IZTIKHZ MHXANIKHZ

To Ajppa 2.2 tou Mépoug IV tou Napaptripotog | tng Odnylog 2001/83/EC meplexet
ToV 0pLopo Twv DapuakeuTikwy Npoiloviwv Zwuatikng Kuttapikng Oeparneiag (SCT)
EVW 0 0pLopog twv Dappakeutikwy Mpoildvtwv lotikng Mnxavikig Sivetal oto
ApBpo 2(1)(b) tou Kavoviopol (EC)1394/2007 tou Eupwraikol KotvoBouAiou Kat
¢ Emtporic tng 13™ NoepBpiou 2007 yio ta Qappokevtikd Mpoidvra
Mponyuévng Oepaneiog kabwe kal n avabswpnon tg Odnyiag 2001/83/EC kot tou
KavoviopoU (EC) No 726/2004.32 Tlo. YEVETIKA TpoOTOMOLNpEVA BaollOpeva o
kUTTapa mpoidvta mou 6ev KOTATACCOVTIAL OTa Tpoidvta yovidlakng Bepareiag,
uropet va €xouv epappoyn OPLOUEVEG TITUXECG TWV 08NYLWV TOU TUARHATOG BI.

1. Omnou elvat SlaBEotpeg, eyKEKPLUEVEC TINYEG (TX. EYKEKPLUEVO DAPHOKEUTLKA
mpoilovta 1 laTpoteEXVOAoylka Tpoiovta pe onuavon CE) emutAgov
oUOTATIKWV (OMwC €lval to KUTTOPLKA Tipolovia, Plo-uopla, PLo-ulika,
IKpLWHATA, MNTPEG) Ba PEMEL va XPNOLUOTIOLOUVTOL OTNV TIOPAYWYI QUTWY
TWV TPOIOVTWV.

2. Omou OUOKEUEG, OTIC OTtOLleC TtEPIKAELOVTOL KOl CUOKEVUEG KOTA TapayyeAia,
EVOWMOTWVOVTAL WE HEPOC AUTWV TWV TPOLOVIWV:

(a) Oa mpémel va umdpyxet ypamt cupdwvio peETALy TOU MApAywWyoU
Tou  GAPUAKEUTIKOU  TPOIOVTOG KAl TOU  Tapaywyol NG
LOTPOTEXVOAOYLIKNG OUCKEUNG, 1N omoio Ba TopEXel EMAPKELC
TANpodopIleG yla TNV LATPOTEXVOAOYLK) CUOKEUH YLO VO QITOTPOTOUV
oAAQYEC OTO XAPAKTNPLOTIKA TOUG KATA TNV apaywyn Twv ATMP. Oa
TIPEMEL va epAapBAaveTal kKot n amaitnon yla twv EéAeyxo aAAaywv ot
ormoleg mpotelvovtal yla TNV LATPOTEXVOAOYLKI) CUCGKEUN).

(B) H texvikn ocupdwvia Ba mpémel va amoltel kal tnv avrailayn
MANpodopLWY OTNV TEPLTTTWON ATOKAICEWY KATA TNV TApoywyr TNg
LOTPOTEXVOAOYLKI G GUGKEUNG.

3. Eddoov ocwpatika KUTTOpa Ttpogpyovtal gite and avBpwmnoug (auvtoloya A
aAMoyevn) N lwa (Eevoyevn), umtapxel éva duvnTIKO PLOKO yla ETLULOAUVON
oo AoLHwELOYOVOUG TTAPAYOVTEC.

I8laitepn mpoooyn npemnel va SideTal 0To SLaXWPLOUO TWV AUTOAOYWV UALKWV
TIPOEPXOUEVWVY ATIO EMLUOAUCUEVOUC 80TEG. H eupwoTia Twv PETPWV EAEYXOU
Kol SoKLHaowwyv mou epapuolovTal ylo TETOLO OpXLKA UAKA Ba TpEmel va
Staodpaliletal.

4. Ta mapaywylkd otadla 6o TPEMEL va TPOYUATONMOLOUVTOL OF QONTTEC
OUVONKEC OTI( TEPUMTWOEL Tou Ogv  pmopel va TpaypatonolnBet
oanootelpwon Tou TEAKOU TPOLOVIOG XPNOLUOTIOWWVTAC KaBLEPpWUEVEC
HEBOSOUG OMWE To PLATpApLOUAL.
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ISlaitepn mpoooyn Ba mpémnel va 600el otTig e€elOIKEVUEVEC QTIALTHOELG OF
omoladAmote otTAdla TNG KPUOOUVTINPNONG TIX. PUBUOC BepUOKPACLAKAG
petafoAng kata tnv Yuén n tnv amoPuén. O TtUmo¢ Tou OaAdpou
armobnkeuong, TomoBETnong kat ol Sladlkaoieg avaktnong o TMpEmel va
el\aylotomolouv tov Kivéuvo dlactaupolevng emipoluvong, va Statnpolv
TNV MOLOTNTA TWV TIPOIOVIWV Kal va SLEUKOAUVOUV TNV akpLpn avaktnon. Oa
TIPETIEL VO UTIAPYOUV TEKUNPLWHEVEG Sladlkacieg yla Tov aodaln XELPLOUO
KoL TNV amoBrnkeuon TPoioVTwY Ta omoia £xouv BeTikoU¢ 0poAoyLlKoUC
Seikreq.

‘EAeyxoL  otelpotntac OBa  TMPEMEL  va  TPAYUATONMOLOUVTOL  OfF

KUTTOPOKOAALEPYELEG 1) KUTTAPLKEG TPATIE(EC EAEUBEPEC AVTIBLOTIKWY Yyl vl
napéxouv amodeifelc TG amouciog PakTNPLAKAG 1 HUKNTOAOYLKAC
ETULMOAUVONC KOL VO LITOPOUV OV aVIXVEUOOUV EKAEKTLIKOUC OPYAVIOHOUG.

. Omou eival oXeTIko, Oa MPEMEL vaL UTTAPXEL Eval TIPOYPOULA TTapakoAoUBnaong

¢ otaBepotntac poli pe Selypata avadopdc kal Slatrpnong os emapkni
TLOOOTNTO TIOU VA ETILTPETIEL TNV TIEPALTEPW EEETAOT) TOUC.
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FAQZZAPIO ZTO NAPAPTHMA 2

Afupoata epthapBavovtol povo yla opohoyia mou xpnotuornoleital oto Mapaptnua
2 kou amotteitol mepaltépw emne€nynon. Oplopol ol omolot umdpxouv nén otn
vouoBeaia ) og GAAeG TNYECG SlacTAUPWVOVTOL.

ErutAéov autoU Ttou yAwoodplou, €xel edappoyr kot 1o GMP-yAwoodplo tou
Eudralex, TOpoc4>?, ektdc ki av avadépetal pe SLadopeTko TPOTo.

AMN\epyloetdny. AMepyloyova ta omoia TPOomomololvVTal XNULKA yla va HewwBel n
avtidpaotikotnta twv IgE.

AvOoOO0EVIOXUTIKO. XNULKA 1 BloAoylkrl oucia n omolo eVioXUEL TO OVOOOTIOLNTIKO
oUOTNUA EVOVTL AVTLYOVOU.

Avadpopukog £leyxog (Look-back):Tekunpliwpévn Stadilkacio yla Tov €viomiopo
BloAoykwv GOPUAKEUTIKWY OUCLWV 1 TPOIOVTWY mou mibavov va EMNPEACTOUY
apVNTIKA amd tn xpnon N evowpatwon {wkwv [ ovepwnivwy UAIKWV otav
OTOLOSNTIOTE AMO AUTA T UALKA QTOTUXEL OTOUG eAéyxoug ameleuBépwaong Adyw
TNG MOPOUCILOC HOAUCUATIKWY TIOPAyOVIWY | OTav oL TpoC Slepelvnon CuvOnKeg
odellovrat og avBpwrvn i Lwikn mpoélevon.

Avtiyova. Ouoieg (ry. Toiveg, Eévec mpwTteiveg, Bakthpla, KUTTAPO LOTWVY) LKAVES Va
ETIAYOUV ELOIKEC OVOOOAOYIKEG OVTIOPACELC.

Avtiowparta. MNpwteiveg mou mopdyovrtal and B-AeudokUTrapa mouU EMAYOVTOL O
OUYKEKPLUEVA aVTLyOvVa. AVIIOWHATO UMopouv vo SlakplBouv oe SUo (2) KUpLleg
Katnyopiec BaollOpeveg og onUAVTLKEC Slapopég otnv LEBodo mapaywync:

MovokAwvikad avtiowpata(MAb) —  mapaywyq  opoloyevoucg
TIANBUOUOU AVTIOWHUATWY OO £Va HOVASIKO KAWVO AEUPOKUTTAPWY 1
pe avacuvduacopévn texvoloyia mou SecpelovToL OE €vay EMITOTO.

MOAUKAWVLKA OVTIOWMOTA — TIPOEPXOVTAL Ao £va GACUN KAWVWY
AepdokuTtdpwy, ou mapdyovtol o avOpwroug Katl {wa os aviidpaon
OTOUG EMLTOMOUC TWV MEPLOCOTEPWV Hoplwy ‘Uun-sautol’.

Amnttévio. Moplo xapunAou poplakoU Bapoug To omolo dev elval avIlyovIKO EKTOC Kol
av culeuytel o€ £va LoOpLo ‘popéa’.

ApXtK& VAWKA. BAéme tnv 1" ko 2" mapdypado tou onpeiov 3.2.1.1.b Tou Mépoug |
tou Napaptipatog | tng Odnyiag 2001/83/EC.

BioeniBapuvon. To eminedo Kal 0 TUMOG (QVTKELUEVIKOG N HN) TWV MOPOVIWY
ULKPOOPYQVIOUWY O€ o UAEC, Opemtikd HEoO, BLOAOYIKEC ouoieg, evdlapeoa N
npolovta. Oswpeital empoluvon otav ta emnineda Kal/r) Tou TUTOU UTTEPPALVEL TIG
npodlaypadec.

33http://ec.europa.eu/health/ﬁles/ eudralex/vol-4/pdfs-en/glos4en200408 en.pdf.
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BloAoyikéd doappakevutikd mpoidvra. BAéne 3" napdypado tou onueiov 3.2.1.1.b.
Tou Mé£poug Itou Napaptripatog | tng Odnyiag 2001/83/EC.

Freveukd Tpomomotnpévol Opyaviopoi (GMO). BAéme ApBpo 2(2) tg Odnyiag
2001/18/EC.

Fovidiakn Metadopd. Mia dtadikaoia yia tn petadopd yovidiou oe kUTTOpa, ot
orola mepltAapBavetal, £€va cvotnua €kdppacng oto omoio mepllapPavetal €va
cuoTnUa HeTadopds yvwoto Kol wg popéag, o omoiog pnopel va elval LOAOYLKOG,
OAG Kal N LOAOYWKAG Tpo€Aeuong. Metd tn yovidlakn HeTadopd, YEVETIKA
TPOTOTIOLNUEVA KUTTOPA avadEPOVTUL WG UETAOYNUATIOUEVA KUTTOPO.

Fovidlo. Mia aAAnAouyia DNA n omola KwSKOTIOLEL pLat ) TIEPLOCOTEPES TIPWTEIVEG.

Awayovidiakad: Evag opyaviopog mou mepLEXeL E€vo yovidlo otn duacloloyikn tou
YEVETIKN oloTaon yla tnv EKPpacn PLOAOYIKWY POPUAKEUTIKWY UALKWV.

Apaoctiki ouoia. BAéme ApBpo 1(3a) tng Odnyiag 2001/83/EC.

Eykatdotoon napaywyns mMoAAWV npoioviwy. Mo eyKaTaoTaon mou TOPAyeEL, lte
TOUTOXPOVA E(TE HE XPOVIKO Slaywplopd, éva gUpoC BLOAOYIKWY POPUAKEUTIKWY
OUCLWV KO TIPOLOVTWY Kol oTnVv omoia e€omMALOUOG Umopel va eivat 1 va pnv eivat
OTTOKAELOTIKA YLloL XPriON O€ CUYKEKPLUEVEG OUGLEG ] polovTa.

Enineda Broaoddleiag (BSL). OL ouvOnkeg meploplopol ormoltovv tov aodpaln
XELPLOUO OpyovVIoHWV SLadOopETIKAG EMIKLVSUVOTNTAG Ol omoiol Kupoivovial ormo
katnyopiaBSL1 (xaunAotepou kivduvou, pun mbavn n mpokAnon avepwmivng vooou)
oe BSL4 (unAdtepou kivduvou, pokAnon coBapng acBévelag, mBavo va Sltadobel
Kal xwpic va umapxel StabBEoiun amoteAeopaTiKn TPodUAAEN A OVTLLETWTTILON).

‘Ek&oxa. BAéme ApBpo 1(3b) tng Odnyiag 2001/83/EC.
Evéiuapeoa tpoiovra — BAEme oplopol oto GMP yAwoodplo kabwc Kot ato Mépog Il.

Ex-vivo. Otav &levepyouvtal Sladikaoieg oe oToUC R KUTTAPA E€KTOG BLOCLUWY
OpPYOVLOUWV Ta omola emtotpédovtal 0To BLWOLUO OpYaVIoUO.

Zwovooou: AcBeveleg Twv {WwWV TTOU Urtopouv va petadoBolv oToug avBpwrouc.

IKplwpa — €vag popag otrpleng, oxnuUa LETaPopAc f UNTPA TTOU UITOPEL val TIapEXEL
™ Soun f va SLEUKOAUVEL T PeTavaoteuon, SEopeuon A HeTadopd KUTTAPWY Kat/n
BloSpaoTtikwv popiwv.

loAoywag dpopéag: Evag dopLag o omoiog MPoEPXETOL Ao £vay LO KAl TPOTOToLEiTal
LE TEXVLKEG HLOPLOKAG BLoAoyiag e TETOLO TPOTIO WOTE va Slatnpel KAmoLa, 0xL OUWG
OAa, Ta apylkd yoviSia tou Lou. EGv ta yovidla ta omoia eival umevBuva yia tnv
KovoTNTO Tou ToAAamAacLoopoU Tou ol adoatpedolv, o popéac yivetal avikavog

yla avtypadn.
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In-vivo. Aladikaoieg mou mpaypatonololvtal o€ {wvtavous 0pyavIoHoUG.

KaBoplopéva wg eAevBepa naboyovwyv (SPF) — YAlka Lwwv (my. opviBec, €uBpua i
KUTTOPLKEG OELPEG) TTOU XPNOLUOTIOLOUVTAL VIO TNV TIAPOYwWYr] N TOV TIOLOTIKO £AEYXO
BloAoykwv GOPUOKEUTLKWY TIPOLOVIWY TIOU TIPOEPXOVTAL A0 OMASES (TX. Komadia)
{wwv eAelBepwv amd ouykekplpéva taboyova. TEtola komadia opilovral ta {wa
TIOU Holpdlovtal €va Kowo TePBAMAOV Kal £XOUV QTTOKAELOTIKOUC ETILOTATEG Ol
ormoiot gv €xouv Kapia emadr pe pn-SPF opadec.

KAgwoto ovotnua. Otav pa dappoKkeUTIKA ouaia ) tpolov ev ekTiBeTal 0TO AUECO
neplBAANoV Katd TV mapaywylkn dtadikaaoia.

Kupla toAoyikn onopa (MVS) — Onw¢ mapoakAtw, aAAA o ox€on JLE TOUG LOUC.
KUpra Srayovidiakn tpanelo — Onwe mopakdtw oAAd yia dtayovidlaka duta n {wa.

KUpra kuttapikn tpanela (MCB) — Eva KAAoMO amo povadikr Se€apevr) KUTTApWY
TO OTolo YeVIKA TposTolpaleTal amd eMAEYUEVOUG KUTTAPLKOUG KAWVOUG UTO
kaBoplopéves ouvOnkeg. H kUpla kuttapikn tpanela (MCB) xpnolpomnoleital yla va
SnuloupynBouv OAEC OL KUTTOPLKEG TpAmeles epyaoiag.

Kittapa tpododoteg. KUttapa to omoio XpnolUomololvTal 6 CUYKOAALEPYELD YL
™ Swatripnon moAuduvapwyv PAactokuTtdpwy. MNa thv KaAAEpyela avBpwrivwy
EUPBPUOVIKWY BAACTOKUTTAPWY, TUTILKA OTPWHATA KUTTAPWY Tpododotwy ota omola
neplapPfavovtat  epPpuovikol  wvoPAdoteg mpogheuong movtkwv (MEFs) A
avBpwrivol gpPpuovikol voPAdoteg oL omolol €xouv uTmootel emefepyacia
TpoKeLpévou va anodeuxbel o moAamAaoLlaopdc Toug.

Kuttapwk tpanela — pia cuAAoyr] omd KOTAAANAOUG TEPLEKTEG, TWV OTMOlwV T
TiEPLEXOUEVO. Elval opolopopdng cuotaong, Kol armoBnkeupéva o KaBOPLOUEVEC
ouvOnkec. KdabBe TePLEKTNG aVIUTPOOWTEVEL €va KAGopo omo pla Sefapevn
KUTTAPWV.

Kuttapwkn Tpanela Epyaciag (WCB) — Lo opoloyevng Se€apevn ILKPOOPYAVIOHWY
| KUTTAPWYV, TO OTOLOL KATAVELOVTAL OUOLOpOPdO O VOV OPLOUO TIEPLEKTWV KOl Ta
omola mpogpyovtat amo tnv Kupla Kuttapikn Tpamelo (MCB) kot ta omola
anoBnKkeVoVTAL E TETOLO TPOTIO TIPOKELUEVOU va e€aodaAlotel n otabepoTnTa KAl N
Xpron toug otnv napaywyn. loAoyikry onopa epyaociag (WVS) — onw¢ mapandavw,
oAAQ og oxéon LE Toug oUG, Sayovidlakn Tpanela pyaociog — ONMwG MAPATTAVW
oANG yla StayoviSiaka puta i lwa.

Kuttapwkd amobepa — kUplo Kuttapa ta omoia moAAamAaoctdlovial oe €va
OUYKEKPLUEVO OpLOUO KUTTAPWY Ta Omola XpNoLUOToLoUVTAL WG APXLKO UALKO yLa TNV
mapaywyrn €voc Teploplopévou aplBuol maptibwv Pacwlopevwy oe  KUTTAPA
APUAKEUTIKWY TIPOIOVTWV.
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Movoonyia (apyng). Evag opyaviopog o KaAALEPYELX O OTolog SV EMLUOAUVETOL
arnd Kavévav AAAO opyovIoUO.

MNapaywyn HE XPOVIKO Stawplopo. H mapaywyr Qla OElpdg amo TapTOeg tou
1810u TPoidVTOC O€ OELPA KAl OE Ll CUYKEKPLUEVN XpOoVLIKN TiepioSo akoAouBoluevn
0o TNV AUOTNPN TAPNON TWV AMOSEKTWY HETPWV EAEYXOU TIPLV TNV HETAPOPA TNG
mapaywyng o aAlo mpolov. Ta mpoidvta Sev mapdayovtal TNV Sl Xpovikn GTLYUN
OAAG pmopoUV va tapaxBouv pe tov iSlo e€omAlouo.

Neploplopévn xprion: BAeme ApBpo 2(y) tng Obnyiag 2009/41/EC yia 6Aouc Toug
YEVETIKA TPOTIOTIOLNEVOUG OPYOVLOHUOUG.

Neploxn. Eva ocuykekplpévo o€t SwHATIWY HECA OE £va KTLPLO TIoU OXETL(oVTaL LIE
TNV TAPAYWYr OTOLOUSHTIOTE ] OMOLWVSENTOTE TPOIOVIWY TIOU £XOUV HLOL KOLVN
povada s€asplopol.

MAaopido. To mAaopidio eivat éva koppdtt DNA to omoio cuviBwg Bploketal o
€va Baktnplakd KOTTOPO WG MO KUKALKI OvTOTNTA SLOKPLT amd TO KUTTAPLKO
XPWHOOWHO. Mmopel va TpomomolnBel He TEXVIKEG HOpPLOKAG Bloloyiag, va
omopovwOel ektd¢ Baktnplakol KUTTAPOU Kal vo XpnolpomolnBet yla th petadopd
TouDNA tou og GA\o KUTTapO.

Npwteg UAeg. BAéme 4" mapdypado tou onueiouv 3.2.1.1.b. Tou Mépouc | ToU
Mapaptiuatog | tng Odnylag 2001/83/EC.

Ikorupn omneleuBépwon. BAEme ApBpo 2(3) thg Odnyiag 2001/18/EC tou
Eupwnaikoy KowoBouliou kat tng Emwtportig tng 12" Maptiou 2001 yia thv
oKOTILUN ameAeVBEpwan oTo MEPIBAAAOV TWV YEVETIKA TPOTIOTIOLNUEVWY OPYOAVIOUWY
KaL TV Katdpynon tne 08nyiag tou SupBouliov 90/220/EEC.>

Twpatika kottapa. Kottapa, diadopa amod ta avamapaywylkd (BAaotikn oelpd)
KUTTOPA, TA OToila AmoTteAOUV TO oWHA Tou ovBpwrou f Tou {WLKoU OpyavioHoU.
AuTa Ta KUTTapa pmopoUlVv va eival autoloya (amd tov aoBevry), alloyevh (oamo
aMov avBpwrivo opyaviopo) i Eevoyevh (amo {wa) cwpoTika {wvta KUTTapa, Ta
orola €xouv urmootel enefepyacia f; Tpomomnolnbel ex vivo, Kal xopnyouvtol o€
avOpWIOUC yLla va EMITUXOUV BEPATIEUTIKA, SLOyVWOTLKA 1) TPOANTITIKY Spaon.

YBpidwpa. Mo aBdavatn Kuttaplkp Oslpd n  omola  ekkpivel emBupntd
(LOVOKAWVIKA) avTloWUaTo Ta omoia  Tmpoépyovtal amd TN ouvinén B-

AEUPOKUTTAPWY HE KAPKLVIKA KUTTAPO.

YnevBuvo Atopo (RP). To oplopévo dtopo cUpdwva pe to ApBpo 17 tng Odnylag
2004/23/EC.

Dopéag: Evag mapayovtag petadopdg, o onoiog LeTadEPEL YEVETIKN TTANpodopia
amod £va KUTTAPO ) OpyaVIOHO o€ GAAov mix. MAaouidSia, Autocwpata, Lot.

*0IL 106, 17.4.2001, p. 1.



E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

6987

KeddAaio 1

Dapuakeutikd uotnua Mowdtntoc

Apxn

O katoxog tng Adslag MNapaywyng MPEMEL va MOPACKEUATEL GAPUAKEUTIKA TpOlovTIa UE
TPOMo, wote va e€aodalilel, OTL elval KatdAAnAa yLo T xprion, yla tnv omnoia npoopilovtal,
otL elval cupdwva pe TIG anattroelg tng Adslag KukAodopiag r tng Adstag KAWIKAG AOKLUNAG
onwg evSeikvutal kot OTL dev ekBEToUV TOUG aoBeveig og kivbuvo efattiog TNG LN EMOPKOUG
aodAAELOC, TTOLOTNTAC 1) ATIOTEAEGUATLIKOTNTAG.

H emiteuén autol tou otdyou moloTNTAG £lval utevBuVOTNTA TNG AVWTEPNG Sloiknong Kat
QUTAULTEL TN CUMMETOXNA KoL TN SECUEUON EK LEPOUC TOU TTPOCWTTILKOU O€ TIOAAQ SLadopeTikad
TUAMATA KoL O OAa Ta eninmeda PEOA OTNV €TALPEia, €K MEPOUG TWV TPOUNBEUTWY TNG
etalpelag Kal ek pépoug Twv Slavopéwy. lNa va eniteuxBel autdg o oTOXOG MOLOTNTAC UE
a€LOTLOTO TPOTO TPEMEL Vo UTIAPXEL €va Sle€obIkd oxeSLOOUEVO KAl cwoTtd ebapUolOEVO
DappakeuTIKO TUoTNHa MotdtnTag!, To omoio va evowpatwvel toug Kavdveg Kahdg
MNapaywyng kat tn Ataxeipion Kivduvou Motdtntag. Npémel va sivat MANPWG TEKUNPLWUEVO
Kal va TapakoAouBeital n anmoteAeoUaTIKOTNTA Tou. OAa ta TURpata Tou OapUaKEUTIKOU
Juotnuatog MNoldtntog mpenel va €podlacbolv eMapKWG HE KATAAANAO TIPOCWTIKO KoL
KATAAANAEG KOl EMAPKELG EYKATAOTACELG, EEOTALOUO KOl HETA. YTIAPXOUV TTPOCOETEG VOLKEG
g€uBUVeC yLa Tov katoyo tng Adelag Napaywyng kat yla to(ta) Edikeupévo(a) Npoocwmno(a).

OL Baowkeg €vvoleg TnG Awaxeiplong MNowotntag, twv Kavovwy KaAng Noapaywyng kat tng
Awaxeiplong Kwwduvou Motdtntag ivat alMnAévdeteg. Meplypadovtal edw, wote vo Swoouy
£udaon ot OXECELG TOUG Kal otn BepeAlwdn onuacia yla tnv mapaywyn Kal tov EAeyxo
TWV GOPUAKEUTIKWV TIPOLOVTWV.

! To ApBpo 6 Twv O8Ny 2003/94/EK kot 91/412/EEK amattouv amd Toug mapaywyouc va
Beomiocouv Kol va epopUOCOUY €va ATTOTEAECUATIKO GAPUAKEUTIKO cUOTNUA SLoodAALong
™G mowdtnTtag. O 0pog DAPUOKEUTIKO ZUOThUO MoldTNTAG XPNOLUOTIOLETOL 0’ QUTO TO
KepAAaLo yLa Adyoug cuvoxng e tv opoAoyia tng KateuBuvtriplag Odnyiag Q10 tou ICH.
lNa toug okomoUg Tou Ttapodvtog kedpahaiou oL Opol propouv va BewpnBoulv evaAlaLpol.
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DappakeuTiké Suotnua MNowdtntag

1.1 H Awoxeiplon Moldtntag eival pla eupeia évvola, n omoia kaAUmtel OAa ta BEpata, Ta
orola HepoOVWUEVA 1} cUANOYLKA emtnPeAlouV TNV MOLOTNTO TOU MPoiovtog. Eival to clvolo
TWV Oopyavwuévwv pubuicswv mou yilvovtol pe okomd va efacdaliletal Ot TA
dAPUOKEUTIKA TpoildvTa £XOUV TNV TOLOTNTA TIOU OUTALTE(TAL yla TN XPrion ylo tThv omola
npoopilovtal. Juvenwg, n Awaxeipion MoldtnTag svowpoatwvel toug Koavoveg Kalng
Mapaywync.

1.2 Ou Kavéveg KaAng Napaywyng edappdlovral oe 0Aa ta otddla Tou KUkAou {whg amod
TNV mapoywyn Twy Uto £€peuva GAPHOKEUTIKWY TIPOIOVTWY, TN UeTadopd texvoloylog, tnv
EUMOPLKN Ttapaywyn MEXPL TN Slakomn Tng mapaywyng tou mpolovrog. Maviwg, To
Qappakeutikd Zuotnpa Modtntag, Unopet va enektabel oto otddlo Tou KUKAOU {WNAG TNG
dapUaAKEUTIKAC avartuéng onwe neptypadetal otnv KateuBuvtipla Odnyia Q10 tou ICH, n
omola av Kal glval mpoalpeTikn, Ba TpeEmeL va SLEUKOAUVEL TNV KALVOTOMIOL KOL TN CUVEXNA
BeAtiwon kot evéuvdapwon tou Seopol HeTofl NG PAPUOKEUTIKAG QVATITUENG KAl TwV
Spaotnplottwy mapaywyng. H KateuBuvtipla Odnyia Q10 tou ICH avamapdyetol oto
Mépog Il Tou O8nyou Kal propel va xpnolomolnBel ylo va. CURTTANPWOEL TA TIEPLEXOMEVA
autoU tou kedbahaiou.

1.3 To péyeBog Kal n TMOAUTIAOKOTNTA TWV SpaoTnPLOTATWY TNG €talpelag TPEMeL va
AapBavovtal umoPn KaTd TNV avarmtuén evog véou DappakeuTikoU ZuoTtipatog Mowdtntog
N tnv tpomormoinon &vog umdpxovtoc. O oxeSloopO¢ TOu cuothuatog Ba TpEmel va
EVOWMATWVEL KATAAANAEG apxEG Staxeiplong kKvdUvou cupmeplapBavopévng T XpAong
KATAAANAwWY epyaleiwv. Evw KATIOLEG TITUXEG TOU CUOTAMATOG UMOPEL va elval o€ emimedo
etalpeiog Kol AAAEG YLOL GUYKEKPLUEVN HOVASA, N QMOTEAECUATIKOTNTA TOU CUOCTHUOTOG
Kavovikd katadelkvUetal oto eninedo tng povadac.

1.4 Eva OappakeuTikO Zuotnua MMoldtnTag KATGAANAO yla TNV Tapaywyr Twv
dappoKeUTIKWY TIpolovVTwY TipEmnel va Staodalilet otL:

(i) H vhomoinon tou MPOIOGVTOC EMITUYXAVETAL UE TO OXESLOOUO, TOV TIPOYPOLUATIONO, TNV
edapuoyn, tTn cuviipnon Kot tn ocuvexn BeAtiwon evOg CUCTAUATOG TO OTOLO ETUTPETIEL TN
OUOTNUOTLKA TopAd0o0n TwV TPOIOVIWV HE TO KATAAANAQ TIOLOTLKA XOPAKTNPLOTIKA,

(i) H 8Laxeiplon NG yvwong Tou mpolovtog Kal ThG Slepyaciag mpayoTonoleital o OAa ta
otadla tou KUKAou Twng,

(iii) Ta doappakeuTikad TMPoidvTa oxeSLATOVTAL KAl AVATTUGOOVTAL E TETOLO TPOTO WOTE VA
Aappavovrtat unton ot amattioelg Twv Kavovwv KaAng Mapaywyng,

(iv) OuL Opactnpldotnteg  mapaywyng kot eAéyxou kobopilovtal pe ocadivela Kot
vloBetouvtal ot Kavoveg KaAng MNapaywyng,

(v) OLumevBuvotnteg TN Aloiknong kaBopilovtal pe cadnvela,

(vi) FMvovtal puBuioelg yla TV mapaywyn, TNV MPoUnRBeLa Kot Th Xprion TWV CWOTWV MPWTWV
VAWV Kal UALKWV cuoKeuaolag, TNV emAoyr Kal TV moapakoAolBnon twv npounbesutwv Kal
via tnv emPeBaiwon otL kabBe mapohaBry mpoépxetal amd eykekpluévn aluacida
edpodlacpuou,
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(vii) Ymapyxouv Siepyaoieg ya va daocdalilouv tn Sloxeiplon Twv SpacTnPLOTATWY TOU
avatiBevrtal og tpitoug,

(viii) Muw kotdotoon eAéyxou KoBLEPWVETOL KOL GCUVINPE(TOL ovamtucoovtag Kal
XPNOLUOTIOLWVTAG OTTOTEAECUATIKA CUOTHMOTA TopakoAouBbnong kol €Aéyxou yla tnv
anodoon tng Stadlkaciog Kot TNV moLoTNTA TOU POoIoVTOoC.

(ix) Ta amoteAéopata  TNG TaApPAKOAOUBNONG TOU TPOIOVTOG Kol Twv Sladlkaclwv
Aappavovtal unoPn otnv amodécpeuon tng maptidag, otn dlepelivnon TwV AMOKAICEWY,
KOl He oKomo T ANYn MPOANTITIKWY €VEPYELWV yla va armodeuxBouv mibavég amokAloelg
TIOU UIopEl va cupBolv oto péAhov.

(x) Ae€ayovtal 6oL oL avaykaiol £Aeyxol ota evOLAUECO TPOIOVTA Kol orololdnmote
€Aeyxol katd Tn SlapKela NG mapoaywyns (in-process controls) kot afloAoynoelg tng
afloniotiag,

(xii) H ouvexnc BeAtiwon SleukoAUvetal Sla pEcou NG ePpaAPUOYAC TWV BEATIWOEWY TNG
molotNTag KatdAAnAwv yia to tpéxov emimedo ¢ Slepyaciag Kal tNg yvwong Tou
mpolovtog,

(xiii) Yrmapyxouv puBuioelg yla v €k Twv MPOTEPWV afloAOYNON TWV TPOYPAUUATIOUEVWV
oAAQYWV Kal TV €YKPLOT) TOUG TPV amo tnv edpapuoyn AapBavovtag urtogn tn KOVOVLIOTLKA
yVwoTomnoinon Kat €ykplon Omou amnatteital,

(xiv) Meta amnd tnv edappoyn owocdnimote allayng, afloAdynon Aaupavel xwpa yla va
ETPBEPALWOEL TOUG OTOXOUC TNG TIOLOTNTAG TIOU ETUTEUXONKaV Kal OTL §ev UTHPXE akouoLd
eruPBAapnc enibpaon otnv moldTNTA TOU TTPOILOVTOG,

(xv) Eva katdA\nAo eninedo tng avaluong tng mnyng tg attiag (root cause analysis) mpémnet
va epopudletal katd tn Olepelvnon TWV ATMOKAICEWVY, UTIOMTWV EAATTWHATWY TOU
TPOLOVTOG Kol GAAWV TPOPANUATWY. AUTO UTOpEl Vol TPOCSLOPLOTEL XPNOLUOTIOLWVTAC TLG
apx€G g Awaxeiplong KwwdUvou Moldtntog. ITIC TMEPUTTWOEL] OMOU N TPOYUATLKN Ttnyn
g(twv) attiog(lwv) tou Intipatog Sev pnopel va kaBoplobei, mpénel va §00el onupaocia
oTov PoaSLopLlopo tTNE To TBAVAS TtNyNG attiag(lwy) Kol otV avILeETwrton touc. Otav
unapxel unoPia ywa avBpwriivo AdBog 1 avayvwplotel wg n attia, autd TPEMEL va
attiodoynBet adpol AndBel pépuva yia va e€aopaiioBel otL n Siepyacia, ta SLadKAOTIKA
N He Baon to ovotnua AABn n mpoPAnuata, dev €xouv mopaPAedOel, €dv umapyxoULV.
KataAnAeg S10pBwTikéG Kat/fi PoANTTIkEG eveépyeleg (CAPAS) mpémel va poodloplotouy
Kol va AapPavovtal wg amavinon ot SLEPEUVNOELC. H amMOTEAECUATIKOTNTA QUTWY TWV
EVEPYELWV TIPETEL va TtapakolouBeital kat va aflohoyeital oe oxéon He TG ApXEC TNG
Awaxeipiong Kwdovou Mowdtntag.

(xv) Ta dappakeutikd mpoidvta Sev mwAolvtal f tiBevtal oe kKukAodopia Tpw TO
Eldlkeupévo MpoOowmo va TLOTOMOoLRoeL OTL KABe maptida mapaywyng €xel mapoayxBel kat
eleyxBel cvpdwva pe Ti¢ amattioelg g Adslag Kukhodoplag kal omowwvdnmote GAAwv
KOVOVIOUWY OXETIKWV ME TNV Tapaywyr], Tov €Aeyxo Kal TNV omnodécueucn Twv
dAPLAKEUTIKWY TIPOIOVIWY,

(xvi) Yolotavtal kavomolntikeég pubuioels yla va egaodpaiilouv, 600 auto sival duvatov,
OTL Tat PAPUOKEUTIKA Ttpoidvta anobnkevovtal, Slavépovtal Kol akoAoUBwG xelpilovtal e
TPOToOo, wote N notdtnta va dlatnpeital og 6An tn Slapkela tng {wHE Toug,

(xvii) Yrapyel Stadikacia yio Autdé-EmiBswpnon kat/ A emBewpnon moLoTNTag, e TNV omoia
TOKTIKA afloAoyeital N amoTEAEoUATIKOTNTA KAl N £bappooiuotnta tou DapUaKeUTIKOU
Juotnuatog Moldtntag.
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1.5 H avwtepn Stoiknon €xeL tnv teAikr uneuBuvotnta yla va dtacdalilel OTL uTtapxeL Eva
anoTteAeopATIKO DAPUAKEUTIKO ZUoThUA MoldTNTAG, e EMAPKELG TOPOUG KAl OTL OL POAOL, OL
umeuBuvotnTeg Kal ol apxeg kabopilovtal, kowomolouvtal kol epapuolovial ¢’ OAn tnv
opyavwon. H nyecla tng oavwtepng 6Ololknong KoL n €VePY OUUMUETOXA TNG OTO
QappakeuTiko Z0otnpa Nolotntag eival anapaitntn . Autn n nyeoia mpémnel va Staodalilet
TNV unooTAPLEn Kot Tn SECUEVCN TOU MPOCWTILKOU o€ OAa Ta emineda Kal T Boelg péoa
otnv opyavwon tou OapUaKeUTIKOU ZUCTALOTOG MoldtnTag.

1.6 Mpémel va UTIAPXEL TEPLOBIKN avackomnon tng dlaxeiplong, UE Tt CUMMUETOXN TNG
avwtepng Stoiknong, Tng Aettoupyiog tou QapUakeUTkoU ZUCTAUATOG MoLoTNTAG £TOL WOTE
va evtomilovtal gukalpieg ylo ocuvexn BeAtiwon Twv mpoloviwy, Twv SLEpyoLwY Kol Tou
6lou Tou cuoTHpATOC.

1.7 To ®apuaKeUTIKO ZUoTNMA MolotnTag Mpémel va kaboplletal Kal va TeKunpuwvetat. Eva
Eyxelpiblo Molotntag f t.ooduvaun tekunplwaon mpenel va KablepwBel kat va meplhapBavel
gl mepypadr tou ocuothpatog Slaxeiplong molotNTAg CUMMEPAAUBAVOUEVWV TWV
unevBuvotnTwv tNC Sloiknong.

Kavoveg KaArg Napaywyng yia @appakeutika Mpoiovia

1.8 Ot Kavoveg KaAng Mapaywyng eival to pépog ekeivo g Alaxeiplong Mowotntag, to
oroio Staodalilel, OTL Ta MPOIOVTO TTAPAYOVTAL CUCTNHATIKA Kot eAéyxovtal oludwva pe
Ta MPOTUTA TOLOTNTAC, IOV €ival KatdAAnAa yla Tn Xxprion yla tTnv omola mpoopiovtal Kalt
onwg amatteital amo tnv Adsia KukAodopiag, tnv Adsia KAWKNAG AOKWAG A TS
nipodiaypad£g Tou mpoidvToc.

Ot Kavoveg KaAng Mapaywyng avadépovtal TOC0 0TV Mopaywyr] 000 Kal OTov €AgyXo
molotnTag. O Baowkég amattnoelg twv Kavovwv Kaing Napaywyng (GMP) sivad ot

(i)OAeg oL Siepyaoieg mapaywyng kabopilovtal pe cadrvela, avooKomoUVTIAL CUOTNUATIKA
UTIO TO PWG TNG EUMELPLOC KOL KATASELKVUETAL OTL ELVOL LKAVEC VO TIOPAYOUV CUOTNUATIKA
bOPUOKEUTIKA TTPOLOVTA LE TNV AMALTOUMEVN TIOLOTNTA KOl cUPbwva e TIG podlaypadEg
ToUuG.

(i) Ta kplolpa oTtadLa Twv SLEPYAoLWY TTAPOYWYNG KoL OL CNUAVTIKEG aAAayEG ot Slepyacia
UTTOKELVTOL 0€ a§LoAOyNnon TG aflomotiag,

(iii) Nopéxovtal OAa ta avaykaia péco yla toug Kavoveg KaAng Mapaywyng (GMP),
CUUTEPLAOUPBAVOUEVWV:

- TOU KATAAMNAQ EL6LKEVUEVOU KOl EKTTALSEUUEVOU TIPOCWTTILKOU,

- TWV EMAPKWV EYKOTAOTACEWVY KOL XWPWV,

- Tou KATAAANAou e£OMALOLOU KAl UTINPECLWY,

— TWV OWOTWV UALKWY, TIEPLEKTWVY KOl ETLKETWV,

- TWV EYKEKPLUEVWYV SLadikaolwv Kat odnylwv, os cupdwvia pe 1o PapUAKEVTIKO IUoTHUA
MowdtnTag

- TNG KATAAANANG amoBrkeuong Kat petadopag,

(iv) OL 06nyieg kat ot Stadikaoieg eival Slatunwpuéveg pe kKaBobdnynTikod TPOMO O YAwooa
cadn kat xwpic Stpopoleveg £vvoleg, eQAPUOCLUES ELEIKA 0T LECQ TIOU TIOPEXOVTALL,
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(v) Ot 8Ladikaoieg dle€dyovtal owoTad Kol oL XELPLOTEG ekmaLldelovVTaL YLt VO TG EKTEAOUV
£101,

(vi) Kataypadeg yivovtal, xsipoypada kat/ r He dpyova kataypadrg, KAtd tnv mapaywyn,
oL omoie¢ KatadelkvUouv OTL MPAYMATIKA €ylvav OAd Ta OTASLA TOU AmMALTOUVTAL ATO TIG
KoBoplopéveg dladlkaoleg KoL odnyleg Kal OTL N TOCOTNTA KOl N TIOLOTNTA TOU TPOIOVTOG
TV N OVAUEVOUEVN,

(vii) OmoleadrmoTE GNUAVTIKEG AMOKALOELS KaTaypadovTal TARPWG, SLEPELVWVTOL LUE OKOTIO
va kaBoploBel n mnyn tng attiog kot edpapuoletal KATAANAN SLopOWTIKA KAl TIPOANTITIKA
EVEPYELQ,

(viii) Tnpouvtal apxela TN Mapaywyng cupnepAapBavouévng tng SLOVOUNG, O KATovontn
KoL pooBaociun popdr, to onoia KablotoUv LKAvo vo ovixveUBEel To TARPEC LOTOPLKO ULAG
naptidag,

(ix) H davoun tTwv mpoldviwv ehaylotomolel kKaBe kivbuvo yla tnv MOLOTNTA TOUG Kal
AapBavel umtodn toug Kavoveg KaAng Atavoung

(x) Eival dtaBéopo éva cvotnua yla tnv avakAnon kdBe maptidog mpoiovtog, and tnv
nwAnon n tov epodlacuo,

(xi) E€etalovtol Ta TOPAMOVO OXETIKA ME T Tpoidvta, OlEpEuvWvTAl Ta altla yla
g\aTTwpaTa oTNV oLoTNTA Kat AapBavovtotl KATAAANAQ HETPO OXETIKA UE TA EAQTTWHOTIKA
TpoiOVTa KoL TIPOKELUEVOU va arodpeuBel n ek véou gudavion toug.

‘EAeyxog Mowotntog

1.9 O éAeyxog molotnTog lval o PEPog Twv Kavovwy KaAng Mapaywyng to onoio adopd
otn SewypatoAnyia, ot mpodlaypadEg kol otov €Aeyxo Kol o omoio¢ pall pE TIg
Sladikaoiec opyavwong, tekunpiwong kat amodécopeuong efaodalilel OTL MpayUATIKA
Sie€ayovtal oL avaykaiol Kol oxetikol €Aeyxol Kot OTL Ta UALKA Sev amodecpevovtol mpog
xpnon, oUte ta mpoidvia amodeopelovtal mpog nwAnon i edodlacud péxpl n moldtnTa
TOUG va €XeL KpLBel OTL elval LKAVOTIOLNTIKI).

Ot Baowég amattnoslg tou EAéyxou Motdtntag eivat ot €€AC:

(i) Elvaw SlaBéoipa emapkr HECQ, EKTTALOEUMEVO TIPOOWTILKO KAl EYKEKPLUEVEG Sladikaoieg
yla tn SelypatoAndiia Kol Tov €AEYXO TWV MPWTWV VAWV, TWV UAIKWV CUCKEUOOLOC, TWV
evOlOUéowWY TPOIOVIWY, TwV YUMO KAl TWV TEAIKWV TPOIOVTIWV Kal avaloya HE TNV
TeplmTwon yla v nopakoAouBnon Twv nMePLBAAAOVTIKWY cUVONKWV YLl TOUG OKOTIOUG TWV
Kavévwv KaAng Napaywyng (GMP),

(i) AapPavovtal delypota amod TIG MPWTEC UAEG, T UALKA ouokevaoiag, Ta evdlapeoa
nmpoldvta, to YUMo TPOIOVTA Kol Ta TEALKA TPoilOvVTa amd £YKEKPLUEVO TIPOCWIIKO KOl HE
EVKEKPLUEVEC HEBOSOUG

(iii) A§loAoyeital n aglomiotia twv peBOSwV eAéyyou,

(iv) Kataypadég yivovtal , xelpoypada kai/ i pe Opyava Kataypadng, ta omoia
katadelkvoouv OtL  Sle€dyovtal TPAYUOTIKA OAEC oL amaltoupeveg Sladilkaoieg
SewypatoAnPiag, emBewpnong kat eAéyxou. Omolecdnmote amokAloelg kataypdadovrtol
TIANPWG Kal SLEPELVWVTAL,

(v) To TEAkA TipolovTa MEPLEXOUV SPOOTIKA CUCTATLKA, TTOU oUUGWVOUV LIE TNV TIOLOTLKA Kall
TNV moootTikr olvBeon tng Adslag KukAhodopiag f tng Adetag KAWIKAG AOKLUAC, €XOUV TNV
amaltoUPeVn KaBapdtnTa Kol MEPLEXOVTAL HECA O KATAAANAOUC SLKOUG TOUG TIEPLEKTEC KOl
dEpouv TNV 0pbN emtonuavon,
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(vi) TnpoUvrtal apyeia pe to anoteAéopata TnG eEMBewWPNOoNG KAl TO AMOTEAEGHATA OO TOV
£\eyX0 TWV UAKWVY, TwWV evllapéowy, TwV XUUA Kal TWV TEALKWVY Tpoloviwv aglodoyolvtat
enionua  évavit twv mpodlaypadwyv. H aflohdynon tou Tmpoidvtog mepAapPavel
avaokonnon Kot afloAdynon TNG OXETIKAG TEKUNPLWONG Mapaywyng Kot afloAoynon twv
anokAlogwv amno TG kaboplopéveg Stadikaoieg,

(vii) Aev anodeopeletal kapio maptida mpoiovtog npog mwAnon f epodlacuod mpwv oo tnv
muotonoinon amo to Ewdikeupévo Mpoowrmo OTL autr cUUGWVEL PE TIG OUITALTHOEL] TWV
OXETIKWV adelwv olpudwva pe to Mapaptnua 16

(viii) Alotnpouvtal emapkn Seiypata avadopds TwWV MPWTWV UAWV Kal TwV TPoloviwy,
oVupdwva pe to Noapdptnuo 19, TPOKELWEVOU VA ETUTPEMETAL N UEAAOVTIKN €E€TOON TOU
TPOLOVTOG, av lval avaykaio, kal 0Tl to Selypa Slatnpeital otnv TeEALKr) TOU CUCKEUaaia.

Avackornnon Mowdtntag tou Mpoidvtog

1.10 TaKTIKEG TTEPLOSIKEG 1} KUALOEVEG OVOLOKOTINOELG TIOLOTNTAG OAWV TWV EYKEKPLUEVWV
GAPUOKEUTIKWY TIPOIOVTWY, CUUMEPIAAUPAVOUEVWY TWV TIPOIOVIWY OITOKAELOTIKA YL
€aywyn TpEmnel va Ste€dyovtal e okomo va eMBePalwveTal N cuvox TNg UPLOTAUEVNG
Slepyaoiag, n KataAANAOTNTO TWV LOXUoUOWV Tpodlaypadwy TOoO yLa TIG TPWTEG UAEG 600
KOL ylo. TO TEAKO TIPOIOV, WOTE VA EMIONUALVOVIAL Ol OTMOLEGSATOTE TACEL KoL va
evtonilovtal oL BeATIWOEL; TOU TPoidvTo¢ Kal tng Slepyaciag. TETOLEG OVACKOTINOELG
KOVOVIKA TIPETEL va Sle€dyovtal Kol va TeKunplwvovtal etnoiwg, AapBdavovrag umoyn
T(PONYOUEVEG OVAOKOTINOELG KaL TIPETIEL VAL TIEPLAAUPBAVOUV TOUAA)XLOTOV Ta akoAouBa:

(i) Avaokomnon Twv MpWIwV VAWV CUUTEPIAAUBAVOUEVWY KaL TWV UALKWY CUCKEUACLAG TTOU
XPNOLUOTTOLOUVTAL YLat TO TtPOLOV, ELOLKA EKEIVWV A0 VEEG TtNYEG Kol BLaitepa avaokonnon
TNG AVLXVEUOLUOTNTACG TNG aAucidag ebpodlaopol Twv SpacTIKWY OUCLWV.

(i) Avaokomnon Twv Kplowwwv Kotd tn SLApKeElo NG mMapaywyns eAéyxwv (in-process
controls) KAl TwWV OMOTEAEGUATWY YLA TO TEALKO TTPOLOV.

(iii) Avookomnon OAwv Twv TOPTdwV TOU AmMETUXAV VO  LKAVOTIOWooUV TNV(TLg)
LoxUouaoa(oeg) mpodlaypadn(€g) kat tn Stepelivnon Toug.

(iv) Avaokomnon OAwv TwV CNUAVTIKWY ATOKAICEWV 1] [N CUUHOPPWOEWY, TIG OXETIKEG TOUG
SLEPEUVAOELG KAl TNV OMOTEAECUATIKOTNTA TWV SLOPOWTIKWY Kol TIPOANTITIKWY EVEPYELWY
Tou mpoékuav amo auTEC.

(v) Avaokomnon 0Awv twv aAlaywv, TTou €yvayv oTig Slepyacieg f TG avaAUTIKEG ueBodoug.

(vi) Avaokomnon twv tpomomowjoewv tng Adelag KukAodopiag, mou umefAnbnoav,
xopnynénkav n amoppidbnkav, cupnepllapBavopévwy ekeivwv Twv GakéAwv yla Tpltn
xwpa (uévo yla e€aywyn).

(vii) Avaokomnon Twv QmnoTEAECUATWY OO0 TO TPOYpPAUUA TapakoAouBbnong 1tng
otaBepotnTag Kal KaBe avermBuunTng Tdong.

(viii) Avaokomnon 0Awv Twv emotpodwy, moU cuvEEoVTalL Pe TNV TOLOTNTA, TWV MAPATIOVWY
KOl TwV avakAnoswyv Kot Twv Slepeuvhoewy, ou Sle€nxdnoav ToTe.

(ix) Avaokomnnon tng emapkeLag KaBe AAAwY TPonNyoUEVWY SLOPOWTIKWY EVEPYELWV CXETIKA
LE TNV mopaywylkn Stadikacia i tov e€omMALoUO.

(x) Ma véeg Adeleg Kukhodoplag kal tpomomnolnoslc os Adeleg KukAodopiag, avaokomnnon
Twv Seopevoswy petd tnv Adsla Kukhodoplac.

(xi) H katdotoon KataAANAGTNTAG TOU OXETIKOU €EOMALOLOU KOL TWV OXETIKWY TTAPOXWV, TL.X.
ocvotnua e€aeplopol HVAC, vepd, TEMIECUEVA AEPLO, KATT.
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(xii) Avaokomnon twv Texvikwv Zuudwviwv onwg opilovtal oto Keddlao 7, yw va
e€aodaliocouv OTL QUTEC elval EVNUEPWUEVEG.

1.11 O mapaywyog Kot 0 KAToxog tng adelag kukAodopiag, étav eival dladopetikol, pEmMeL
va afloAoyolV Ta AMOTEAECUATA QUTHG TNG AVAOKOTINCNG KoL TIPETEL va yivetal afloAdynon
Tou €dv mpEmel va AndBOouv SLopBWTIKEG Kal TIPOANTITIKEG EVEPYELEG N €K VEOU EMIKUPWON
™m¢ oaflomotiag unmd 1o QopUakeuTikd ZUotnpa Mowotntag. [Mpémel va  umdpyouv
Sladikaoieg Slaxeiplong ya tnv e€ehloocduevn Sloxeiplon Kal avoaokOmnon ouUTwv Twv
EVEPYELWV KOL N QTOTEAECUATIKOTNTA AUTWY Twv Sladlkaclwy TPEMeL va emBefatlwveTtal
KOTA TNV auTo-emiBewpnon.

OL aVOOKOTINCELG TIOLOTNTAG UIMOPEL va. opadomolouvTal ava TUTO TPOIOVTOG, TI.X. OTEPEEG
6000M\OYIKEG pOPdEC, UYPEC O0COMOYIKEG MOpdEC, oTelpa  mpoidvta, KA. oOtav
SKaloAoye(Tal EMLOTNUOVLIKA.

Otav o Katoxog tng Adelag KukAodopiag dev elval o mapaywyog, MPEMEL Vo UTIAPXEL OF
edappoyn Texvikn Zupdpwvia peTtafl twv Slodopwv Hepwy, n omola va kabopilel Tig
oVTloTOLYEG UTTELBUVOTNTEC TOUC WG TPOG TN Sefaywyrn TG oVaoKOTNOoNG MOLOTNTOC TOU
TpoiovTog.

Awayxeipion KivdUvou Mowotntag

1.12 H Awyeipion KwwdOvou Mowdtntag eival po cuotnuatiky Stadkaoia yla tnv
a€lohdynan, Tov £Aeyx0, TNV EMIKOWWVIO KaL TV avaoKOTNon Twv KwdUvwy otnv moldtnta
ToU OAPUOKEUTIKOU TIpoiovtog. Mmopel va epappocBel Kol €K TWV TPOTEPWV Kol
ovVaSpouLKA.

1.13 O apyég tng Alaxeiplong Kwwduvou Molodtntag sival ot €€N¢:

i) H aflohdynon tou kwdlvou otnv moldtnta PacileTal otnv €MOTNUOVIKA YVWaon, otnv
EUMELPLO OXETIKA LE TN Slepyacio Kot TEALKA cUVEEETAL e TNV TIpooTacia Tou acBevoug

ii) To eninedo tnNg MpoomdBelag, TNG TUTILKOTNTAG Kal TNG TeEKUnplwong tng Slepyaoiag
Slayxeiplong tou Kwvduvou moldtnTag elvat avaioyo Tou emmedou Kvduvou.

MNapadeiypata twv Slepyaciwyv Kal Twv epappoywv tng Alaxeipltong Kwvduvou Moldtntag
uropouv va PBpebolv petafl aAwv otn KateuBuvtipla Odnyia Q9 tou ICH n omoia
avarnapadystal oto Mépog Il tou O6nyou.
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Kedalaio 7

AvaOgon §paoTnpLoTHTWVY OE TPiToug

Apxn

KaBe Spaotnplotnta mou kaAumtetal and tov o6nyo KKM kal avatiBetal o€ tpitoug npemnel
va opiletal, ocupdwveltal Kat vo eAEyxetal KATAAMNAQ WoTe va amodeUyovTaL IO PAVONOELG
TIOU uropel va £xouv w¢g amotéAeopa mPoidv | Aeltoupyia pn LKAVOTIOLNTLKNAG TOLOTNTOC.
Mpénel va uTtapyel ypamtd cupBolalo petall tou 60Tn cupBolaiou Kol Tou AMOSEKTN
oupBoraiov mou Oa kabBopilel pe cadnvela ta kabrnkovto Kabe pépoug. To cuotnua
Slayxeiplong molotnTag tou 60tn cupPBolaiou mpémel va opilel Ye cadrnvela Tov TPOMO LE
Tov omolo to Ewdikeupévo Mpoowrmo Tmou Totornolel kKaBe maptiba mpoiovrog yla
anobd£opeuan, aokel tnv MARpn unteuBuvoTnTa TOU.

Znueiwon: To kepadaio autd aoyoAeital UE TIC EVIUVEC TWV TTAPACKEUAOTWY EVAVTL TWV
Apuobiwv Apxywv twv Kpatwv MeAwv yia tn xopriynon adelag KUKAoQopiag KAl mopaywyrg.
A&V EYEL OKOTIO UE KAVEVA TPOTTO VA EMNPEACEL TNV AVTIOTOLYN EVTUVN TOU ATTOSEKTN KOl TOU
60tn ouuBolaiou évavtl Twv katavaAwtwv 1n omnola  Siemetal ano dAAe¢ Kotvotikeg
Stataéelc kot eBvikn vouoveoia.

Fevikd

7.1 MNpémel va UTIAPXEL ypamto cUpBOAalo Tou va KAAUTTeEL TI SpaoTnplOTNTEG TOU
avatibevtal oe tpltoug, ta Tpoldvta 1 TG Asttoupyle¢ pe Ta omoia oxetilovtal, Kot
OTOLEGOATIOTE TEXVIKEG SLEUBETNOELG TTOU CUVEEOVTAL [UE QUTO.

7.2 OAeg oL puBuicelc yia tg Spaoctnplotnteg mou avatiBevtal oe  tpitoug,
TMeEPAOUPAVOUEVWY  OTOLOVONTIOTE TIPOTEWOUEVWY OAANOAYWV OCE TEXVIKEG 1 QAAEC
SlevBetnoslc, mpémel va elval og cupdwvia PE TOUG LOXUOVTEG KAVOVIOUOUG , Kal TV adela
KukAodoplag yla To OXETIKO TPoidv, omou edpapuoleTal.

7.3 Omnou o katoxog adsiag Kukhodoplag kal o mapaywyog Sev eival o i8log, mpenel va
vopilotavtal  Kat@AAnAeg oupdwvieg, mou Ba AapBdvouv umodn TG aAPXEG TOU
nieplypadovtal og auTto To KePAAalo.

A6TNG cupBoAaiou

7.4 To cuotnua moLotnTag tou 60tn cupPolaiou mpeénel va meplAapBavel Tov EAeyXo Kot
TV avaokonnon twv avatBépevwyv Spaoctnpotitwy. O 80tng cupBoAaiou elval TteEAKa
urteuBuvog va Sltacdalilel otL udilotavtal ol Slepyaocieg mov eEaopaAilouv Tov EAEYX0O TWV
avatlfépevwy Spaoctnplotitwy. Ol SLEPYAOIEG QUTEG TIPEMEL VAL EVOWHATWVYOUV TG BACLKEG
apxEg dlaxeilplong kivdUvou molotnTag Kat tslaltepa neptAappfavouy:

7.5 MNpw tnv avaBbeon 6pactnplotTwy o€ tpitoug, o §6TNG cupPoliaiou eival umelBuvog va
afLOAOYNOEL TNV VOULUMOTNTA, TNV KATOAANAOTNTA KOL TNV LKAVOTNTO TOU OMOSEKTN
oupBoAaiou va TPAYUATOMOL|OEL EMITUXWE TG avatlOgueveg dpaotnplotntec. O Stng
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ocupPoAaiou eival emiong umevBbuvog va Staodpalilel pe cupBoAlatlo OtL akoAouBouvtal ot
0PXEC Kal oL 08nyieg Twv KKIM, 0nwc epunvevovtal og autov Tov o8nyo.

7.6 O 60tng cupPolaiouv TpEmel va TApEXEL OTOV OMOOEKTN oupPBoAaiou OAEC TIG
mAnpodopleg KOl YVWOELG, TOU E£lvol amapaitnte¢ ywa Thv  owoth Sletaywyn Twv
avatlfgépevwy dpaotnplottwy cUUdwWvVaA PE TOUC LOXUOVTEG KAVOVIOUOUG, Kol TNV Adela
KukAodopiag Tou oxeTl{dopevoU mpoiovtog. O 60tng cupBolaiou mpemel va Staopalilel otL
o anodéktng cupPolraiou yvwpilel mAnpw¢ ta mBava nmpofAnuata mov oxetilovral PE TO
nmpoldv N Tnv epyacia mou pmopel va Béoouv oe kivbuvo TI €yKATAOTACELG TOU, TOV
€€OTMALOO, TO TPOCWTTILKO, AAAQ UALKA 1} AAAQ TpoiovTa.

7.7 O 60tn¢ cupPolaiou mpénel va mapakoAouBel kat va emavalohoyel tnv anddocn tou
anodéktn cupPoliaiou ToV TPOoOoSLoPLONO Kal tnv edappoyrn KAOe amalTtoUUEVNG
BeAtiwong.

7.8 O 80tng ocupPolaiou mpémel va eival umelBUvVOC ylo TNV OVAOKOTNGON Kol TNV
aflohdynon twv apxelwv Kal TwV AMOTEAECUATWY TOU OXeTilovtal UE TIC aVOTIOEUEVEG
Spaotnplotntes. Mpémnel eniong va Slachalilel, site o idlog eite PBaollopevog  otnv
eruPBeBaiwon tou Eldikeupévou Mpoowrou tou amodéktn cupBolaiou OtL OAa ta poidvta
Kol UALKG Ttou mapadidovtal oe autov amod tov amodékTn oupBoAaiou €xouv KatepyaoTel
cUudwva pe toug KKM kat tnv ddela kukhodoploc.

Anodéktng cuppoiaiov

7.9 O amnodéktng oupPolaiou mpEmeL va €xel TNV duvatotnta va PEPEL O TEPAG
LKOVOTTOLNTLKA TNV £pyaoia tou tou €xel avateBel amo tov §0tn cuppolaiou, Omwe va €XeL
ETIOPKELG EYKATOOTAOELG, EEOMALOUO, YVWOELG, EUTIELPLOL KOL LKOVO TIPOCWTILKO.

7.10 O amobéktng cupPoraiov mpémel va Stoodpaliilel 60Tl OAa Ta MPOIOVTA, UAKA KoL
YVWOELG TTou AapfBdvovtal and autov eivat KAatdAAnAa yla Tov oKoTo Tou poopilovtal.

7.11 O amodéktng cupPolaiou Sev mpénel va avaBETel o Tpita pépn omoladnmote epyacia
Tou avatifetal Baoel cupPolraiov, xwpig TNV MponyoUuevn afloAdynon Kol €ykpLon Twv
pubuicewv amno tov §6tn cupPBolraiou. Ot pubuicelg petatt tou anodéktn cupPBolaiou Kat
KaBe Ttpitou uépoug mpémel va Slaodalilouv OtL oL mMAnpodopleC KoL OL YVWOELS,
cuMmEPAOUBAVOUEVWY KOl auTwVv amd aflohoynoelg tng KotaAAnAotntag Tou tpitou
MEpouG, elval Slabéoipeg Oomwe akplpwg HeTaly Tou apxikol 60tn cuuPolaiou Kat
arnodéktn cupPolaiov.

7.12 O amodéktng cuppolaiov Sev mpémel va KAvel Un g€oucloSoTnUEVEG aAAayEG EKTOG
TWV Opwv ToUu cUpPBoAaiou, MOU UTOPEL va EMNPEACOUV SUCHUEVWG TNV TOLOTATO TWV
avatlBgpevwy dpaoctnplotitwy anod tov 66tn cupPfolaiou.

7.13 O amob£ktng cupPolailou TIPEMEL va KATOVOEL OTL oL avatBépeveg SpacTnpLOTNTEC,
cuunepAopPavopévng kot availuong PBaocel cupPolaiou, Hmopel va  AMOTEAEGOUV
OVTLKEIpEVO eMIBEWPNONG Ao TIg ApUOSLEG APXEG.
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To ocupfoAato

7.14 To cupPBoOAalo TIPEMEL VO CUVTAOOETAL LETAEY Tou SOTN Ko Tou amodEktn cupBoAaiou
va kaBopilel TIg avTioTolXeG UTTEUBUVOTNTEG QUTWV KL TG SLEPYAOLEG EMLKOWVWVIAG TIOU
oxetilovtal pe TS avoTBEpeveg Spaotnplotnteg. OL TEXVIKEC TMTUXEC TOu cupfolaiou
TPEMEL VO KOTOPTI(OVTOL OO KOVA ATOMA HE KATAAANAEG YVWOEL avOPOPLKA HE TIC
avatlfepeveg eveépyeleg kat toug KKM. OAeg oL OleuBetnoelg yia TG avaTlBEUEVEG
Spaotnpldtnteg MpENeL va eival oe cupdwvia HE TOUC LOYUOVTEG KAVOVIOUOUC, KoL TNV
abela Kukhodoplag Tou oxeTlOPEVOU TPOIOVTOG, Kol va cupdwvouvtal Kal amo ta dUo

Hépn.

7.15 To oupPoialo mpemnel cadwg va Teplypddel molog avalappavel kaBe otadlo tng
avatlBépevng Spaotnplotntag, ylo moapdadslypa tn Sloxeiplon yvwong, tn petadopd
texvohoyliag, tnv aluciba ebodlacpol, Ty unepyohafia, TRV MOLOTNTA KAl TNV PO BeLa
TWV UALKWV, TOV £AEyX0 Kal TNV OmeAeuBépwon UAKWY, TNV MPAYUATONOLNoN eAEYyXWV
TIPAYWYNG Kal TolotnTag (cupnepAapfavopuévwy in process eAéyxwv, SetypatoAnyiag Kat
avaluong).

7.16 O\a ta apyeia mou oxetiovral Pe TIC SpactnELOTNTEG OV avaTiBevTal og Tpitoug, yla
napAdelypa apxeio mapaywyng, avaluong kat Stavoung, kabwg kat ta Seiypata avadopdg,
TPETEL VO TpouvTaLl and tov 60tn cuuPolaiou. n va eival Slabéolua o autov. Kabe
opxelo OXETIKO HE TNV AELOAOGYNGCN TNG TOLOTNTAC EVOC MPOLOVTOC O TEPIMTWON TAPATIOVWY
N otov umdpxel vuroPia shattwpato¢ i Slepelvnong otnv mepUTTwon  mbovwg
TIAPATIOLNEVOU TIPOIOVTOG, TPEMEL va elval Slabgotpo Kol va KaBopiletal OTIC OXETIKEG
Stadikaoieg tou 86tn oupBolaiou.

7.17 To oupPohalo mpénel va emtpénel oto &0t ocupPoraiov va emBewpel TG
ovatlOEépeveg SpaoTNPLOTNTEG, TTOU TIPAYHOTOMOLOUVTAL Ao Tov amodéktn oupBolalov f
Toug apolpaia cupdwvnuévoug utepyoAdfoug.

H napovoa andépaon oxvel and g dnuoctevoews oty Eenuepida g KuBespvhoswg.
H andpaon auti va dnuooteudel otnv Epnuepida tg KuBepvioewg.

O Mpdbedpog
IQANNHZ TOYNTAZ
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EONIKO TYIMNOIPA®EIO

E®PHMEPIZ THZ KYBEPNHZEQZ

TIMH NOAHZHZ OYAAQN THZ EOHMEPIAAZ THZ KYBEPNHZEQ2

Z¢ £vTumm popon:
e Na ta D.EK. and 1 éwe 16 oehideg oe 1 € mpooaugavouevn katd 0,20 € yia kGBe erméov okTaoéAd0 i HEPOC auTou.
e 'a ta pwrtoavtiypapa ®.EK. og 0,15 € avd oehida.

Ze popon DVD/CD:

TeUxog Etfota ékdoon | Tpunviaia ékdoon | Mnviaia ékdoon TeUxoc Etota kdoon | Townviaia ékdoon | Mnviaia ékdoon
A 150 € 40 € 15 € AAI. 10 € 30 €
B’ 300 € 80 € 30 € EB.. 100 € -
r 50 € - - AE.A. 5€ -
Y.0.A.A. 50 € - - AAZ. 200 € - 20 €
Y 10 € 30 € - AE-ENE. - - 100 €

@ H T nwAnone pepovaudvav O.EK. oe popen cd-rom amnd exkeiva mou StatiBevrat og Ynelakh Hop®n kat uéxpt 100 oehidec, o 5 €
npooauEavépevn katd 1€ avd 50 oehidec.

ETHZIEZ ZYNAPOMEZ @.E.K.

Telyog ‘Evtumn popon Telyog ‘Evtumn popon Telyoq ‘Evtumn popon
A 225 € N 160 € AE.-ENE. 2250 €
B’ 320 € AAN. 160 € AAZ. 225 €
r 65 € E.B.I 65 € AZEN. 70 €
Y.0.A.A. 65 € AE.A. 10 € O.K. -

@ To teUyog AZET. (Svturmn Hopgn) 6a amooTENETAL 08 GUVBPOUNTES TAXUSPOUIKG, e Ty emBdpuvon Twv 70 € moad To orolo apopd
Ta TaxudpopIka £€oda.

o HkataBolnyivetaioe 6heg Tig Anudoteg Otkovouikég Yrnpeaieg(A.0.Y.). TompwTtoTumo Sirhdtumo (€yypapo aptdu. mowt.9067/28.22005
2n Ymnpeoia Erutpdnou EAeykTiKOU Zuvedpiou) pe ppovtida Twv evdlapepousvwy, PETEL va arnooTEAeTal 1 va katatifetat
oto E6viké Tumoypageio (Kamodiotpiou 34, TK. 104 32 A6rva).

® InuelveTal 4Tl wToavtiypapa SIMAoTUnwy, Taxudpoukég Emrtayég yia v eEdpAnon g ouvdpounc, dev yivovtal Sektd
Kat 6a emoTpépovTal

e O1 opyaviopol Torikng autodiolknong, Ta voukd mpdowna dnuoaiou dikaiou, Ta péAn g Evwaong ISlokmtwv Hugpnaoiou Tumou
ABnvav kat Enapxiag, ot tnAeomtikol kat padiopwvikoi otabuoi, n EZHE.A, ta TpitoBdduia ouvdiKaAloTikd dpyava Kat ot ToL-
TORAGBUIES EMAYYEAUATIKEG EVWOEIC SikaloUvTal KMTwong MevivTa Tolg ekatd (50%) eni Tng £TROLAG OUVSPOUNG.

e To oo urép TAMET. (5% enl Tou moooy ouvdpoung), kataBdietat oAdkAnpo (KAE. 3512) kat uroAoyiletal mpwv v ék-
TTWon.

o Imv Taxudpouikn ouvdpoun Tou teuxoug AZEM. dev yivetal ékmtwon.

MAnpo@opis¢ yia dnuooicupara mou Kataxwpifovralr ota ®.E.K. oto ThA.: 210 5279000.
owToavTiypapa mahaidv ®.E.K.: TnA.: 210 8220885.

Ta @UAAa dAwv TwV TeuXwv TG EQnuepidac Tne KuBepvioewe diatisvral Swpedv o€ NAEKTPOVIKN Hopon
amé v i1oToocAida Tou EOvikou Tumoypageiou (www.et.gr)

HAekTpoviki Aigubuvon: http://www.et.gr - e-mail: webmaster.et@et.gr

Ol YNHPEZIEZ EZYMHPETHZHZ MOAITQN AEITOYPIOYN KAGHMEPINA ArO 08:00 MEXPI 13:30

* 020035171902 130052 *

ANO T0 EONIKO TYNOIPAQEIO
KAMOAISTPIOY 34 * AOHNA 104 32 * THA. 210 52 79 000 * FAX 210 52 21 004
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