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EOHMEPIZ THZ KYBEPNHZEQ2

THZ EAAHNIKHZ AHMOKPATIAZ

TEYXOZ AEYTEPO

Ap. dUANou 1631

ANOGAZEIZ

ApOu. ano@. 0-379/3"

Tpormomoinon g urt aptdu. 0-833/18n/06-10-2008 arnd-
paong AZ/EO® mnepl «Kabopiopou twv Kateuduvn-
plwv Fpauuv e EE. oxetikd pe Tic Apxéc Kat
Toug Kavdveg Kalng Mapaywyng yia ta ddpuaka
Kal Ta dokiualdueva pApuaka avopwmivng xpnong»
(PEK 135 B’/29-01-2009) STiwg TPOTIOTIONONKE UE TIG
- Ut aptdu. 23022 anégpaon, (PEK B’779/29-04-2009),
- UTT aptdu. 69251 andpaon, (PEK B'2255/20-10-2009)
- Ut apB. 62060 andpacn, (PEK B'1586/30-09-2010)
- utt aptdy. 0-209/7 andpaon, (PEK B2115/22-09-2011).

TO AZ TOY EONIKOY OPIrANIZMOY ®APMAKQON

‘Exovtag undyn:

1. Tig diatdEeig Tou dpbpou 3 map. 1B, 16 kat 10 kat Tou
GpBpou 2 tou N.1316/1983 (PEK A’3/11-01-1983) dnwe to
Teheutaio avtikataotddnke ue to dpdpo 1 tou N.1965/91
(PEK A146/26-09-1991).

2. To 4pBpo 6 map. | 5.6 Tou N.1316/1983 (PEK A’3/
11-01-1983) 6nwg avtikataotdbnke amnd 1o apb.25 mepi-
rrtwon 2 tou N.3730/2008 (PEK A'262 /23-12-2008).

3. Tig datdEelq TG KOWNG UTIOUPYIKNG amépaong
AYT 3(a)/83657/30-12-2005 (PEK B'59/24-01-2006) mniepl
"Evapudvione Tng EAAnvikAg NouoBeoiag mpog tnv
OA.2001/83/EK (L.311 28-11-2001)".

4. Tig 81aTdEeIg TNG KOWNAG UTIOUPYIKAG amdpaong Ut
aplBu. 282371/31-05-2006 (PEK B'731/16-06-2006) mepi
"Evapudviong Tng EAAnvikng Nouofeoiag mpog TIg
0OA.2001/82/EK (L.311 28-11-2001) kat 2004/28/EK(L 136/
30-04-2004).

5. Tig d1aTdEelq TNG KOWAG UTIOUPYIKAG amdpaaong Ut
aptBu. AYT 3a/7567/23-07-2008 (PEK B1562/06-08-2008)
niep( "Mpooapuoyng ™g EAAnvikAg NopobBeaiag mpog
v OA.2003/94/EK (L.262 14-10-2003)’.

6. Tig dlatd&eig Tng utt aptdu. 313314/25-01-1994 (GEK
B’52/28-01-1994) urtoupyiKAg anépacong "O£aTiion YEVIKWY
apXWV Kat KateuBuvaswy yia tnv NMapaockeun papudkwv
TIPOOPILOUEVWV YId KTNVIATPIKN XPNOT), OE CUUUOPPWON
ue tnv OA.91/412/EOK (L228 17-08-1991)".

7. Tnv odnyia 91/356/EOK/(L193 17-07-1991) énwe ou-
MMANEWONKe pe tnv OA. 2003/94 (L.262 14-10-2003) kat
v odnyia 91/412/EOK(L228 17-08-1991) avtioTouxa.

10 Matou 2012

8. Tnv T.E.3 /2012 Eio)ynon tou Tunuatoc Erubewpn-
ong tou EO® kat Tnv oUupwvn yvaun g MNpolotaugvng
™™g Aledbuvong EMKM)

9. To yeyovdg 4t and Tig datdEelg g napoloag
anépaong dev mpokaAeitat damndvn og Bdpog tou Kpa-
TIkoU MpournoAoylopoy, anopaacifouus:

Tnv Tporormoinon g urt apdu. 0-833/18n/06-10-08
Anépaong AZ/EOD mniepl kaboplopol Twv Kateubuvtn-
piwv Mpauudv g EE. oxeTiKd ue TI «<ApXEQ Kal TOUG
Kavdveg Kahng Mapaywyng ya ta ddpuaka Kat ta
dokaldueva pdpuaka avlpwrivng xenong» ®EK 135
B"29-01-2009 énwg €xel Hdn tporormomnOel ye TIg

- utt aptBu. 23022 andpaan, (PEK B'779/29-04-2009),

- Ut aptBu. 69251 anégpaon, (PEK B'2255/20-10-2009)

- utT aptBu. 62060 andeaocn, (PEK B'1586/30-09-2010)

- utt aptdu. 0-209/7 andpaon, (PEK B'2115/22-09-2011)
WG akoAoUdwe:

To Mapdptnua 14 avtikabiotatal ye to akéAoubo
Keluevo:

Mapdptnua 14
Mapaywyrn QAPUAKEUTIKWV TIPOIOVTWY TIPOEPXOMEVWY
and avbpwrivo alua n to mMdoua

Nouikf Bdon yla Tn dnuocisuon Twv AETTTOUEPWY KATEU-
BuvTAPLWY Ypauuwv: To ApBpo 47 g Odnyiag 2001/83/EK
Tou KotvotikoU Kwdika yia Ta gdpuaka mou npoopifovtat
yia avBpwrvn xpnon kat tou ApBpou 51 g odnyiag
2001/82/EK tou KowvoTikoU K®dlka yia Ta KTnviatpikd
pdpuaka. Autd To €yypapo mapExet kabodnynon yla my
gpUNVEld TWV APXWV KAl TWV KATEUOUVTNPLWV YOAUUWY
Twv Kavévwv Kahig MNapaywyne (GMP: KKM) yia ta ¢ap-
MOKeUTIKA TIpoidvTa, Orwg opiCovtal otnv Odnyia 2003/94/
EK yla Ta papuakeuTikd mpoidvTta yla avipwrivn xenon
Kat g Odnyiag 91/412/EOK yla KTnviatpikr xenon.

Katdotaon tou gyypdpou: avabewpnon 1

Attieg alaywv: to Mapdptnua 14 avadswpndnke und
To mpiopa t™ng Odnyiag 2002/98/EK KAl TWV OXETIKWV
£QPAPUOOTIKWV OdNYLWV Tou BeomiCouv mpdtuna motdTn-
Tag Kat aoPdAelag yia I ocuAAoyn Kat Tov EAEYX0 ToU
avOpWIIlvou aluaTog Kal TwV CUCTATIKWY TOU aiNaTtog
yia OAeg TIG XPNOELG, CUUMEPIAQUBAVOUEVNG TNG TIAPA-
OKEUNG (PAPUAKEUTIKWV TIPOTOVTWV

MpoBeouia yia v Evapén wxvog: 30 Noguppiou 2011

Mapaywyn GAPUAKEUTIKWV TIPOIOVTWYV TIOU TIPOEPXO-
vtat and avlpwruvo aiua 1 midoua
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Meptexdueva

Ae€INSyLo

1. Nedio Epapuoyng

2. Apxég

3. Alaxeipion g Mowdtntag

4. IxvnAaowdmrta Kat uétpa KeTA T GUANOYN

5. Eykataotdoelg kat EEomAloudg

6. Mapaywyn

7. NoloTikég EAeYX0G

8. AreAeuBgpwon TwV evOIAUECWY KAl TEAIKWV TIPO-
OvTwv

9. Alathpnon Twv delyudtwv de€auevig nAdouaTog

10. AidBeon Twv anoBAATWV

NeEINGYI0

Alua

«Alua», énwe avagépetatl otnv Odnyia 2002/98/EK
(ApBpo 3a) onuaivel To MARPEG aiua mou cuAAéyeTal
amnd éva 3TN kat untoBAAAeTal ot ene€epyaacia eite yia
peTdyylon eiTe yla MEPAITEPW TTAPACKEUN.

SUOTATIKG aipaTtog

«ZUOTAaTIKG aiuatog», onwg avagpépetal otnv Odn-
yia 2002/98/EK (ApBpo 3B) onuaivel éva BegpamneuTikd
ouoTtaTiké Tou aipatog (epubpd aoopaipta, Asukd
aoo@aipta, aonetdAla, mAdoua), mou propsl va ma-
paokeudletal pe dldpopeg pedddoug.

Kévtpo aluatog (A «kévtpo ayuodooiag»)

‘Eva kévtpo aiuatog, dnwg avapépsTal atnv odnyia
2002/98/EK (ApBpo 3¢), eival kdBe doun 1 popag Tou
eival urtevBuvog yia omoladnrote mtuxA NG GUANOYNAQ
Kat eA§yxou Tou avlpwrivou aiuatog Kat Twv ouaTaTl-
KWV TOU aipaTog, Ornolog Kt av eivat o TpoopLoudg Toug,
KaOWe Kal Tng enegepyaaiag, Tng AMoBAKEUONS KAl TNG
dlavoung Ttoug, étav npoopifovtal yia uetdyylon. Evid
0 0ploM6e autdg Sev TIEPINAUBAVEL TIC VOOOKOUELAKEG
Tpdrneleg aluatog, voeital 6Tt mepthauBdvel kévtpa Orou
yivetal agpaipeon tou mAdopatocg (MAaouapaipeon)

Mpoidvta aiuatog

Jlpotdv aipatog», énwe avaespstal otnv Odnyia
2002/98/EK (ApBpo 3y) onuaivel kdBe BspamneuTikd TPo-
6v mou mpogpxeTtal and To avépwrivo aiua 1 mAdoua

KAaoudtwon, povdda kAaoudtwong

KAaoudtwon sivat n napaywyikn dadikaoia os éva
gpyootdolo mapaywyng (uovdda khaoudtwong) katd
Tnv oroia ta ouotaTikd Tou MAdouatog diaxwpilovratl/
kabapifovtal pue SIAPOPES PUOIKES KAl XNMUIKEG MEBD-
doug OMwg T.X. Kadilnon, xpwuaTtoypapia.

Kateubuvtnpleg Mpapuég Kaing MopakTikng

Ot Kateubuvtpleg Moauuég Kalng MpakTikAg mapé-
XOUV £pUNVEId TWV KOWOTIKOV MPOTUNMWV Kal Tpodia-
Yoapwv, mou kabopifovtal yia Ta oucthuaTa nmoldtntag
ota kévtpa aiyatog, onweg opifovtat oto Mapdptnua
g Odnylag 2005/62/EE

dappakeuTikd TPoidvTa mou napdyovtal and To av-
Bpwrivo aiua ) To avlpwrivo MAdoua

Ta pappakeuTikd mpoldvta tou mapdyovtal and 1o
avBpwrivo aiua A to avepwrivo MAdoua, énwg avapg-
povtal otnv Odnyia 2001/83/EK (ApBpo 1 No10), sival
(PAPMAKEUTIKA TPOTdvTa pe Bdon Ta ouoTatikd Tou
aluatog Ta omoia mapackeudlovtal Blounxavika os
dNUOOIES N IBIWTIKEG £YKATACOTAOELC.

MAGoua yia KAaoudtwon (A «kAAouaTtikog dlaxwpl-
oude» | Khaopatoroinon)

MAdoua ya khaoupatoroinon eivat To uypd uépog Tou
avepWTIVoU aitaTog, TIou Arnouével META TO SlaxwpPLoud
TWV KUTTAPIKWV OTOLXE{WV Tou aiuartog, mou cUAAEyo-
vtal og éva doxelo To omolo MEPIEXEL AVTITINKTIKG, 1) TTOU
dlaxwpiCovral ye ouvexn SINBNON R UYOKEVTENGN TOU
aipatoc pe avtimmkTiké os wa dadikaoia agaipeonc.
AuTO mpoopileTal yla TNV MAPACKEUN PAPUAKEUTIKWY
TPOTIOVTWY TIoU TipogpxovTal and nmhdoua, 18iwg tTnv
aABoupivn, Toug mapdyovTeg TENG Kal TIG AVOooOo@Al-
piveg avbpwruvng mpogheuong kat kabopifovtal otn
uovoypagia ™e Eupwnaiknig ®apupakomotiag (Ph. Eur.)
«AvBpwrivo MAdoua yia KAaopatikd diaxwpiopd”

Kupto Apxeio MAdouatog (PMF)

‘Eva Kdplo Apxeio MAdopatog, Snwe avapépeTtal otnv
Odnyia 2001/83/EK (Mapdptnua 1, Mépog lll, No. 11.a)
elval éva autoduvapuo, EexwploTd §yypapo, To oroio
eival dlaxwplouévo amnod to PpAakeAo (OUVOAIKY TEKUNEI-
waon) yia ddsta kukhopopiag. Mapéxel OAEG TIG OXETIKEQ
AeTTOUEPE(C MANPOPOPIES YIA TA XAPAKTNELOTIKA TOoU
oAIkoU avBpwritvou MAACUATOG, TTOU XONOLUOTIOLE(TAL WG
apPXIKS UAIKG Kal/M wg mewTn UAN yia TNV MAPACKEUN TwV
uné/ev8IAueEcWV KAAOUATWY, CUOTATIKWY TWV EKSOXWV
KAl SPACTIKWY OUCLWY, TIOU £ival EPOG TWV PAPUAKEU-
TIKWV TIPOTOVTWV 1) TWV IATPOTEXVOAOYIKWV TPOIOVTWY,
Ta omnoia mapackeudlovtal and to nAdoua.

EneEepyaoia

SUupwva pe v opoloyia tg Odnyiag 2005/62/EK,
«eneEepyaoia onuaivel omolodAnote oTAdlo TPOETOA-
olag ouotatikoU Tou aiuatog, mou pecohaBel HETAEU
TNG CUAOYNG TOU a{uaTog Kal TG TapoXNG OUCTATIKOU
TOU a{UaTog™>, TLX. SAXWPELOUOS TWV OUCTATIKWY TOU
aiuaTog kat YUEn. e autd To mapdpTnua, n eneEepyacia
erunAgov ava@épetal Kal oTIC AEIToupyieg mou dieEdyo-
vTal oTIg KEVTPA aluaTog, ol omoieg ival eidIkEg yia To
mAdoua mou Xpnoworoleitat yia KAaopudtwon.

Edikeuuévo Mpdowro (QP)

To Edkeupévo Mpdowto eival To dtouo, rou avagé-
petat otnv Odnyia 2001/83/EK (Apbpo 48).

Yredbuvo MNpdowto (RP)

YredBuvo Mpbdowro eival To dtopo Tou avapgpstat
otnv Odnyia 2002/93/EK (ApBpo 9).

SuuBdAalo TPoyPAUUATOg KAaoudtwong TPitwv Xw-
PWV

AuTO eival éva ouppoialo kKhaoudtwong og povdda
evOg mapaywyou KAaoudtwong otnv EE/EOX, mou xon-
oworolel PWTeG UAeg amd TPiTeq XWPEG Kal mapdyet
npoldvta tou dev mpoopilovtal yia v ayopd tg EE/
EOX.

1. Medio Epapuoyng

1.1 Ot dlatdEelc Tou MapdvToc NapapTANATOG LoXUOUV
yla Ta ¢ApUaKa TIoU TpogpxovTal and avlpwrivo aiua
n mAdoua, mou kKAaouaTorolouvtal evtdg i elodyovral
evTtdg g EE/EOX. To napdptnua toxUsl emiong yla thv
MPWT™N UAN (rux. avlpwrvo mMAdoua) ya ta mpoidvta
auTd. TUupwva Pe Toug dpouc Tou KabopilovTal otnv
odnyia 2003/63/EK, ol analtioslg oxUouv Kat yia Ta
otabepd napdywya tou avlpwrivou aipartog 1 MAG-
ouaTtog (m.X. aABouuivn), Ta omola evowuatwvovTal og
latpotexvoloyikd mpoidvra.

1.2 To mapdv napdptnua opilel CUYKEKPIUEVEG AmalTh-
oeig Kavévwv Kaiig Napaywyng (GMP) yia tv enekep-
yaoia, Tnv anobnkeuon kat T YeTapopd Tou avepwrivou
MAdouaTog, TMou XPNOooToLelTal yia KAaouatomnoinon
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KAl yia TNV TApAoKEUT] PAPUAKEUTIKWOV MPOIOVTWY TPo-
epxouevwy and avlpwrnivo aiya A mMAdoua

1.3 To napdptnua kabopilel e1dikég dlatdEelg yia tnv
Tep(MTWoN Tou ot MPWTES UAeg elodyovTal and Tpiteg
XWPES Kal Yld TEOYPAUUATA KAAOUATWOoNG Ue OUUBA-
OEIG YIA TIC TPITEC XWPEG.

1.4 To napdptnua dev 1oXUEL Yid TA OUCTATIKA TOU
aiuartog mou mpoopifovtat yia petdyylon.

2. ApxEg

21 Ta eapuakeuTikd mpoldvTa, mou mpogpxovTtal and
avlpwrtvo aiua f mMAdoua (Kat ot SPAcTIKEG OUCIES TOUG,
TIOU XPNOIUOTIOOUVTAL WG TPWTES UAEQ) TIPETIEL VA OUM-
MOPQWVOVTAL UE TIQ APXEQ KAl TI KATEUOUVTAPIEG YPAU-
pse Twv Kavévwv Kaiig Mapaywyne (dnwe opilovtal
otv Kootk Odnyia 2003/94/EK kat Tig KateuBuvThpt-
£¢ YpauuEg g EE yia toug KK, riou €xouv dnuoaoteudel
and v Eupwrnaikn Emutpomnn), KaBwg Kal TIG OXETIKEQ
ddeleg kukhopopiag (Odnyia 2001/83/EK, Apbpo. 46, 51).
OswpouvTal BIOAOYIKA PAPUAKEUTIKA TPOoidvTa Kat ot
PWTEG UAeg mepthauBdvouy BloAoyikég ouaieg, Omwg Ta
kUttapa f uypd (ouuneptAauBavougvou Tou aiuaTtog f
m\douatog) avlpwrivng rposheuong (Odnyia 2001/83/
EK, Mapdptnua I, Mépog |, No.3.21.1.3).

Oplopéva edIKA XapaKTNPELOTIKA MPOKUTTOUV and
BloAoyikn guUonN Tou apxikou uAikou. MNa mapddstyua, ot
napdyovteg YeTddoong véowy, W8{wg ot 1ol, uropolv
va PMOAUVOUV TO apXIKS UAIKG. H moldtnta kat n aocpd-
AEla QUTWV TWV TPOIdvTWY Bacilovtal wg ek ToUTOU
OTOV EAEYXO TWV TPWTWV UAWV Kal TNG TIPOEAEUONG
TOUg, KABWS Kal oTIC enakdhoubeg dladikaoisg mapa-
YWYNG, ouunePIAapBaVOUEVOU Tou eAEYX0oU Tou deiktn
AOWOWY VOONUATWY, TNG AMOopdKPUVoNG LWV Kat tTne
adpavornoinong Toug.

2.2 Katd kavéva ol paoTIKES OUCIES TIOU XPNOIUOTIOL-
oUvTal We MPWTN UAN YIa PAPUAKEUTIKA TIPOIOVTA TIPEMEL
VA CUUMOP(WVOVTAL JE TIG ApXEQ KAL TIG KATEUOUVTAPLEG
yoauuég Twv Kavévwv Kahrg Mapaywyng (BA. 21). MNa
TIC TIPWTEG UAEG TIOU TIPOogpxovTal arnd avlpwrivo alua
Kat m\dopa, TPEnel va akoAouBouvTal ol anatthoelg
yla ™ ouA\oy" Kat Tov éAeyxo Tou opilovtal otV
odnyia 2002/98/EK. H cuAhoyn kat o EAeyxoq TPETeL
va ektehouvTal ouupwva Pe éva KatdAAnho ouotnua
ToldTNTAG YIa TO OTolo MEATUNA Kal TIPOdIAYPAPES
kadopifovtal oto nmapdptnua g odnyiag 2005/62/EK
kal epunvevovtat oTig Kateubuvthplee Mpoaupée Kaing
MPaKTIKAG, Tou avagépovTal oTto dpbpo 2 (2) Tng odn-
yiag 2005/62/EK. EmurAgov, 1oxUouv ol anattioelg e
Odnyiag 2005/61/EK oxeTIKA he TNV txvnAaoudtnta Twv
oOoBaPWV AVETOUUNTWY EVEPYELWV KAl TWV EI50TIOINCE-
wv yla ooBapd avermbuunta ouppdvTa and Tov 34t
TPog Tov A\mTn. Erunpoofgtwg, mpénet va tnpouvtat ot
Movoypapieg g Eupwmalkng ®apuakorotiag (Odnyia
2001/83/EK, Napdptnua 1, Mépog Il No. 1.1.8).

2.3 MpwTeg UAEG YIA TNV TIAPAOCKEUN PAPMAKEUTIKWY
TPOTOVTWV TPOoePXOUEVWY amnd avlpwrivo aiua 1 mAG-
Oua, Tou stodyovtal and TPiTeg XWPeS Kat mpoopio-
vTal yia xpnon n diavoun evtdég tng EE/EOX mpénel
va mnpouv npdtuna, ta orola eivatl loodUvaua pe ta
KowoTikd Mpdtuma Kat mpodlaypapég OXETIKEG Ue Eva
oUoTnua moldtnTag yia KEvtpa aiuatog, onwg opiletal
otnv Odnyia 2005/62/EK (AttioAoyikh) okéYn 6, ApBpo 2
(3)), e TNV tXVNAQOWSTNTA TWV CORAPWY AVETOUUNTWY
EVEPYELWV KAl TWV £I80MOINCEWY Yia ooBapd averuou-

unta ouuBdvta, drnwg opiletal otnv odnyia 2005/61/EK
™™g Erutpomg (Attiohoyikh okéyn 5, dpbpo 7), Kat Tig
TEXVIKEG ATIAITACEIG YlA TO aAfua KAl Ta ouoTATIKA Tou
aiuatog, onwg opiletatl oty Odnyia 2004/33/EK tng
Erutpommg (AttioAoyikn okéyn 4, onueio 2.3 tou ma-
paptAuatog V).

2.4 3V mepmTwon TwV MPOYPAUUATWV KAaoudtwaong
TPITWV XWPWV e ouuBSAALo, ol MPWTEG UAEG TOU £104-
yovtal and TPI(TEC XWPES MPETEL VA CUUMOPPWVOVTAL UE
TIC anatthoslg modtnTag kat acpdielag énweg opilo-
vtat otnv Odnyia 2002/98/EK kat oto Mapdptnua V tng
Odnyiag 2004/33/EK. Ot 3paotneldtnTeg Mou PayuaTo-
riooUvtal evtée g EE/EOX mpérnel va ouppopp@veTat
M\Pwe mpog toug KKI. Oa npsnet va Aaupdvovtat
undPly ta KowvoTikd mpdTtuma Kat ol podlaypapEg,
Tou oxetiCovtal pe éva oUoTnua noldtnTac ota KEVTpa
afuatog, onwg opifovratl otnv 0dnyia 2005/62/EK, ol
anatrtoelg txvnAaoudTag Kal ol KOWVOTIOINOELG GO-
Bapwv averuduuntwv avtidpdoswv Kat CUMBAVTWY Tou
avagépovtatl otnv 0Odnyia 2005/61/EK tng Erutporig
KAl TIG OXETIKEG KATeuBUVTAPLEG YPauuég Tou MOY kat
ol ouoTtdoelg rou TiepthauBdvovTat oTnv MPOooONK.

25 MNa 6\a ta endueva PAUATA LETA TN CUANOYR Kal
Tov g\eyxo [r.X. eneEepyaoia (cuunepAauBavougvou
Tou dlaxwplopou), YUEn, amobnkeuon kat petapopd
TPOG TOV TIAPACKEUAOTH] LoXUOUV Ol amaltioelg Tng
Odnyiag 2001/83/EK kal ouvenwe MESMeL va yivovtat
oUUPWVA UE TIG APXEQ KAl TIG KATEUBUVTNPLEG YPAU-
uég twv Kavévwv Kaing Mapaywyng. Kavovikd, autsg
ol dpaotnpeidtnTeg Ba mpPérmel va dieEdyovtal umnd tnv
gubuvn evdg Edikeuuévou Mpoowrou oe eykatdotaon
ue Adesia Auvatdtntag Mapaywyng. e nepintwon, nmou
ouykekpéva Bruata enegepyaciag oe ox€on ue v
napaockeun nMAdouatog yia kKAaopatomnoinon Aaupd-
VOUV XWpa ot éva KEVTPO aiuaTog, 0 OUYKEKPIUEVOS
dloptoudg evig Eldikeuugvou Mpoowrou uropel, woTto-
00, va unv sival avdhoyog mAfpoug aracxoAnong, ue
dedopévn Tnv napoucia kat v gubuvn evdg Yrieubu-
vou Mpoowrou. Ma va avTiueTWTIOTE! N CUYKEKPIUEVN
katdotaon Kat va dlacPalloTel Tl ot VOUIKEG euBUveg
Tou Edikeupévou Mpoowrou avtuetwriovtal Katd-
ANAa, n povdda KAaouaToroinong/mapackeuaotig Oa
npénel va dgorioel £va oupBolalo olupwva ue 1o Ke-
@dAaio 7 tou Odnyou twv KK, ye 1o KEVTPO aluatog,
TO oroilo va kabopilel TIc avtioTolkeg eubUvee Kal TIG
AemTouepeilq analtnoelg mpokeévou va eEaopahioTtel
n ouppéppwon. O Yredbuvog Tou KEVTPOoU aiuaTtog Kat
T0 Edikeupévo Mpdowro Tou epyootaciou KAaouato-
noinong/mapackeung (BA. 3.5) MPEMEL VA CUUUETEXOUV
otn olUvta&n autou Tou cupBolaiou. To Edikeupévo
Mpdowro mpénetl va diacpalilel tL yivovtal éAeyxol
yia va smBepawdvetal Tl To KEVTPO AlATOg GUMUOP-
PWveTAlL ME TO cuPBSAalo.

2.6 Eldikég anaitioelg yia tnv tekunpiwon kat dAeg
puBuioelg ou apopolv TIC TPWTES UAEG TWV (PAPUA-
KEUTIKWV TIPOTOVTWY Tou TipoépxovTtal and mAdoua Ka-
Bopifovtal oto Kiplo Apxeio MAdouatog.

3. Alaxeipion e Mowdtntag

3.1. H diaxelpion g modtntag 6a mpémnel va KaAu-
nitel 6Aa ta otédla and tnv ermAoyh Tou 3GTN XL T
dlavoun tou TehikoU rpoldvTtog. Avapopd yivetat otnv
odnyia 2005/61/EK yia v ixvnAaoudtnta uéxpt kat tTnv
napddoon Tou MAGoUATOC 0Tn HovAada KAaouaToToin-
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ong, kat otnv odnyia 2005/62/EK yia 6Aa ta otédia, rou
apopPoUV T oUAAOYN Kal ToV EAEYX0 TOU avOpWIIVOU
aipaTtog kat avBpwrivou MAAoONATOG, TIOU TIPOKELTAL Va
XPNOWOoTomnOoUv yia TNV MAPACKEUN PAPUAKEUTIKWY
TIPOTIOVTWV.

3.2 To aiua 4 To MAGouQ, ToOU XPNOoWOoTIooUVTal WG
TEWTN UAN Yla TNV TIAPACKEUN TWV QAPUAKEUTIKWY TIPO-
OvTtwy, eénel va ouAAEyovTal and ta KEvtpa aiuatog
Kal va eAéyxovTtal 0€ epyaoThpla mou epapudlouv ou-
othuata modtntag olupwva ue v Odnyia 2005/62/
EK, éxouv eykpiBsl and uia EBvikA Apuddia Apxn Kal
UnOKELVTAL O TAKTIKEG ETOEWPENOELS, OWS avapspeTal
otnv odnyia 2002/98/EK. Mpoypduuata KAaoudtwong
TPTWV XWwPwv pe ouuBSAalo TPEMeL va Kolvorolouvtal
oty Apuddia Apxn t™g EE and tov mapaokeuaoTh,
onwe avagépetal otnv Odnyia 2001/83/EK.

3.3 Edv 1o mAdopa siodyetal and tpiteg xwpeg Ha
TIPETIEL VA TIPOEPXETAL MOVO ATIO EYKEKPIUEVOUG TIPOMN-
BeUTEG (TLX. KEVTPA aA{UATOG, CUMTEPIAQUBAVOUEVWY TWV
eEwTePIKWV amodnkwv). Autol Ba mpénel va avagépovrtal
OTIC TIPOSIAYPAPES TWV TPWTWY VAWV, dnwg opilovTal
and TN Movdda KAAoUATOToNoNG/MaPAocKEUAOTH, KAl
va eivat arnodektol and pia EE/EOX Apuddia Apxn (TLX.
peTd and embewpnon) kat and to Ewdikeupévo Mpdowrmo
™™g povddac khaoudtwong g EE/EOX. MoTtoroinon
Kat areAeuBEpwon Tou MAdouaTog (MAdoua yia KAaoua-
Toroinon) wg MPWTN UAN ava@épeTal oTo TUAUA 6.8.

3.4 H a€loAdéynon twv mpoundeuTtwy, cuuneplAaupa-
VOUEVWY TWV eTIOswPNOEWY, Ba TIPEMEL va ekTeAovvTtal
and ™ povdda KAaoUATOMoNoNG/MapacKeUaaoT | ToU
TeAkoU MPoldvTog, cUNPWVA e YpamTeg dladikaaoieg. H
£MavagloAdynon Twv MPoundeuTwV 6a MPEMEL va Tipay-
patomnoleital og Taktd xpovikd diaotiuarta, AauBdvo-
vTag unéyPn TPooEYYLon BACIOUEVT OTOUG EVOEXCUEVOUG
KlvdUvoug.

3.5 H povdda kKAaouaTomoinong/mapackeuao g Tou
TeAlkoU TipoldvTog Oa mpénel va Kablepwoel ypartd
oupBdAata pe ta Kévrpa aiuatog arr drou yivetal f
npounBeta tou aipatoc. Kat sAdxioto Oa mpénet va
avTeTwriovtal ol akdAoubeg BACIKEG apXEQ:

- 0 OPIONOG TWV KAONKOVTWY KAl TWV AVTIOTOXWV
UTeUBUVOTATWV

- Ol AMAITACEIC TOU CUCTAMATOG ToldTNTAG Kal TNg
Tekunpiwong

- TA KPITAPLA ETAOYNG Kal 0 AEYXOC Tou &N

- Ol AMattAOELG YIa Tov dlaxwpeLloud Tou aiuatog ota
OUOTATIKA TOU aipaTtog/mAouaTtoc

- 1 YU&EN Tou mMAdopatog

- N ano®nKeuon Kal 1 YETAPopPd Tou MAAoUATOC

- n xvnhaowdtnta Kat n Yetd T dwped/culoyn
TIANPOPOPLWV (CUUTEPINAUBAVOUEVWY TWV AVETIOUUN-
TWV EVEPYELWV).

Ta anoteAéouata TV SOKIWWV OAWV TWV HOVASWY
TIoU Tapgxovtal and To KEvipo aiodoaoiag Oa mpsnet
va eivat dlabgoa otn povdda khaouartonoinong/na-
POCKEUAOTH TOU (PAPUAKEUTIKOU TPoidvTog. ErmAgoy,
K&Be Brua kKAaoudtwong mou yivetal und KabeoTwg
uniepyohaBiag mpénet va kabopiletal os ypamntd oup-
BoAato.

3.6 Oa npénel va epapudletal éva ernionuo ovotnua
eAEyxoU aAAAYWV YIa TO oXeSLAOUS, TNV AEloASYNnoN Kal
™V TekunEiwon GAwv Twv aAAaywv Tou uropei va emm-
pedoouv TNV ModTNTA 1 TV ACPAAELA TWV TIPOTOVTWY,

A Vv xvnAaowdtnta. Ot evOeXOUEVES ETUMTTWOELS TWV
npotevouevwy alaywv Ba mpénet va aglohoyouvTal.
©a npénel va npoadlopiletal n avdykn yia mpedcbeTo
£€\eyxo Kal erkUpwaon tng afloriotiag, edikd n adpa-
voro{non v Kat Ta BAuata apaipeong.

3.7 ©a npérel va epapudleTal uia KatdAAnAn otpatn-
YIKA yla TNV ao@AdAelq, POKEWEVOU va eEAaxloTomoleitat
o Kivduvog amnd poAuoupaTtikoUg mapdyovTeg kal and
veoeuaviléuevouc Aouwdelg napdyovrtes. H otpatn-
YK auth Oa mpénel va nepthauBdvel agloAdynon tou
KlvdUvou Tou:

- va opiCel TNV Kataypapn Tou xpdvou kpdtnong (xpo-
VOG E0WTEPIKAG KapavTivag) mpwv and v eneEepyaoia
Tou MAdouaTog, £T0L WOTE va apalpoUvTal oL Pog EMa-
va&loAdynon povdadeg mAdouartog!

- va AauBdvel unidPn SAeg TIC MEPIMTWOELG TNG EAAT-
TWONG Tou 1oV B/Kal TIg JoKIWES yia Aoluoyovoug ma-
pdyovteg A urtokatdoTara.

- va ekTd TIg duvatdmreg eAdttwong Tou U, To
ugyeboc NG dsEaueving Kal AAAEG OXETIKEG TIAEUPEG
TWV dLAdIKACIOV MAPAYWYNAG.

4. IxvnAaowdtta kat Métpa petd ™ Zuloyn

4.1 Mpérnel va urtdpxetl oUoTNUA TIOU VA ETITPETEL TOV
eVTOTUONO KGBe dwpedg, and To 34N Kat Tn dwped
MEow TOU KEVTPOU aiuartog, mpog Tnv naptida Tou pap-
MAKeUTIKOU TPOTOVTOG Kal TO avTioTpoo.

4.2 Qa mpénel va opifovtal ot ureubuvéTNTES yia TNV
(XVNAQOATNTA TOU TIPOTVTOC (dev Ba TIPETEL va uttdp-
XOUV Kevd TAnpo®dpnong):

- A6 10 84Tn Kat TN dwpeed OTO KEVTPO AlUATOC TIPOG
™ novdada khaouatoroinong (autd amotelel subivn
Tou ‘YTieUuBuvou 0To KEVTPO aluatog),

- Arté ™ povdda KAaopaTtotoinong oTov aPaoKeUa-
0T TOU PAPUAKEUTIKOU TIPOIOVTOG Kal KABe deutepeu-
ouoag gykatdotaong, £ite MPAOKeLTAL YIA TIAPACKEUA-
0T PAPMAKEUTIKOU TPOTIOVTOG £(TE LATPOTEXVONOYIKOU
npotdvtog (autd amoteAel eubuvn tou Edikeuugvou
Mpoowrou).

4.3 Ta otouxeia mou anaitovvtatl yla mAfen (xvnAaot-
udtnTa npénet va anobnkedovtal yia Touhdxiotov 30
XpPovia, cuppwva ue to Apbpo 4 g 0dnyiag 2005/61/EK
Kal Tou ApBpou 14 tng Odnyiag 2002/98/2

4.4 Ta ouppoiala (dnwg avapeépeTal oto 3.5) ueTAEU
TWV KEVTPWV aiuatog (CUUTEPIANAUBAVOUEVWV TWV EPYA-
otnpiwv doKwwv) Kal Tng povadag kKhaouartomnoinong/
napaokeuaoth Oa mpénel va dtacg@alilouv OTL n xvn-
AaowdTNTA Kal Ta METPA META TN GUANOYY KAAUTTTOUV
oASkANEN TNV akucida and tn oulloyr Tou MAAouaTog
TPAg GAOUG TOUG MAPACKEUAOTEG, TIou eival utieUduvol
yla TNV anod£0PEeUnT) TOU TEAKWY MPOIOVTWY.

45 Ta kévipa auodociag MPEMEL va EVNUEPWVOUV
T Movdda KAaopaTomnoinong/ mapackeuaoTn yia kdbe
ouuBdv, mou uropel va emnpedoel Ty noldtnTa N v
ac@dAela Tou MPOIOVTOG, CUUMEPINAUBAVOUEVWY TWV
ouuBdvtwy, mou avapépovtal oto MNapdptnua Il Mépog

"Movddeg mAdouatog, nmou dwploav ot déTeg, Katd Tn ddp-
KEla Ulag KaboplopEvng XPOoVIKNAG reptddou (drwg opiletal ot
€bvikf / EE Bdon), mpwv daruotwel 6Tt pa dwped and évav
uPnAou Kivduvou 34Tn Ba €mpere va €xel AMokAeloTel and v
eneEepyaoia, m.x. mou opeiletal o éva BeTIKS amoTéAeoua.)

2Kal ot dUo Odnyieg ouvddovtal ue To ApBpo 109 Tng Odn-
yiag 2001/83/EK, kabopilovtag 181koug Kavoveg yia Ta Gpap-
MOKEUTIKA TipoldvTa, Tou MpogpxovTtal and avopwrmivo aiua
A MAdoua.
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A kat oto Mapdptnua Il Mépog A tg Odnyiag 2005/61/
EK, kal yia AA\eg OXETIKEG TIANPOYPOPI(EG TIOU OXETI-
Covtal ye TNV arodoxn Tou d4TN N} TNV anodEoueuon
Tou MAAouaTog, T.X. MAnpoPopieg and snavaglohdynon?
(MAnpo@opieg ueTd TN GUANOYN). Z& TiepimMTWON MOV N
povada kAaouatomnoinong/ mapackeuaoTig BpilokeTal
oe TpiTNn XWpea, ol mMAnpoopieg mpénel va dtaBiBdlovtal
OTOV TIAPACKEUAOTH - UTIEUBUVO YIa TNV ATIOOE0UEUO
evTdg Tng EE/EOX yia kd0e mpoidv nou napackeudletal
amnd 1o und e€gtaon nAdoua. Kat otig dUo TepInTwoElg,
av agopoulv oTnyv mowdtnNTa N 0TV AoPAAELld TOU TE-
AIKoU TipotdvTog, ol TAnpopopieg autég Ba mpénesl va
dlapiBalovtal otnv apuddia apxh?, mou sivat ureduvn
yla Tn povdda KAaoUaTomonong/mapackeuaot.

4.6 H dladikaoia kowvoronong, dnwg neplypdpetal
oT1o 4.5 epapudleTarl emniong dtav ya erbewpnon evog
K€vTpou aipatog and apuddia apxn, odnyel oe avdkAn-
on ulag urtidpxouoag Adelag/moTomoNTIKOU/EYKOLoNG.

4.7 H diaxeipion Twv MANEOPOPIWV HETA TN GUAAOYN
0a mpsnel va meplypdPeTal OTIC TUTIOTIOMNUEVEG dladt-
kaoleg Aettoupyiag (SOPs) kat AauBdvovtag undyn Tig
UTIOXPEWOEIG Kal TIG d1adlkaoieg yia v evnuépwon
TV Apuddlwv Apxwv. Oa mpénel va upiotavtal uétpa
META TN oul\oyn, Onwg opiletal oto «EmMeEnynuatiké
Inueiwua ya ta apuakeutikd Mpotdvta Mapaydueva
arnd M\doua” otnv Tpéxouca £kdoon TNg, Onwg ulode-
TNOnke amnd v Emutpomn ®apudkwyv yia Avopdrivn
Xpnon (CHMP) kat Snuootedetal and tnv Eupwraiki
Apxn Papudkwve

5. Eykataotdoelg kat EEomAloude

51 Npokelévou va ehaxlotoromnOel n UKPoBLOAOYIKA
emudluvon N N sloaywyn EEvwv UKWV otn deEauevn
Tou TMAQoNATOG, N ArOYPuEn Kal 1 CUYKEVTPWOT TWV
povadwy MAdouaTog mpénel va yivetal og éva Xweo Tou
OUMMOPQWVETAL UE TIG ATAITACELG TOUAdXLOoTOV Badui-
dag D énwg opiCovtal oto Mapdptnua 1 tou Odnyou Twv
KK tng EE. @a mpérnel va xpnotdormoleital KatdAAnAn
evdupaocia, ouuMePINaUBAVOUEVWY UAOKWY TIPOTWITOU
Kal yavtidv. OAot ot utiéhotrot avolytol xelplopoi katd
™ dadikacia mapackeung Ba mpgnel va yivovtal und
GpOUG TIOU CUMMOPPWVOVTAL TIPOG TIG KATAANAEG armat-
Tthoelg Tou Mapapthuatog 1 tou Odnyou KKIM tne EE.

5.2 H napakoAouBnon tou mepiBdAlovTtog 6a mpé-
meL va yivetal Taktikg, eildikd katd t didpkela tou
«QVO{yMATOG» TWV TEPIEKTWY TOU MAAOMATOG, KAl KATd
T SIAPKELA TWV YETEMELTA SlEPYATLOV AMOYUENG KAl OU-
YKEVTPWONG, oUNPWVA e To mapdptnua 1 tou Odnyou
EE-KKI. Mpénet va kabopifovtal épla anodoxng.

5.3 ZTnv nMapaywyn pAPUAKEUTIKOV TPOIOVTWY TOU
npoépyovtal and nmAdoua, XenoluomolouvTal KAaTAAAN-
A\eg dladikaaieg adpavornoinong 1 amoudkpuvong Twv
WV Kat 8a mpénel va Aaupdvovtat uétpa yia tnv meodAn-
YN SLla0TAUPOUUEVNG ETIIMOAUVONG TWV ETIEEEQYATUEVOV
JE Ta un eneEepyaouéva mpoidvta. AveEApTNTEG £YKa-
TAoTAOEIG ATIOKAEIOTIKAG XPNOMNGC Kal eEOTAONAOS Ba
MPEMEL VA XPNoWoTolouvTal yia Ta oTddla MapaocKeung

3 MAnpo@opieg, mou mpokUmTouy, av enakéioudn dwped and
341N, Tou ixe mMponyouuévwg dlamotwOel apvnTikdg oe ikoug
deikteg, lval OeTIKAG yla omolovdnmoTe amnd Toug Loyeveig
deikteq ) AA\oug mapdyovTeg KivdUvou, Tou Propel va mpo-
KaAéoouv uia oyevin AoluwEn

4 dnwe avagépetal otnv odnyia 2001/83/EK

5 Tpéxouoa ékdoon Katd Tnv nuepounvia dnuoocisuong:
CPMP/BWP/269/95

uetd and sneEepyaoia adpavornoinong Lwv.

54 INa va arnopeuxBei o kivduvoc uéAuvong g napa-
YWYNCG pouTivag amnd 1oug, Tou Xpnaotuomnolouvtal Katd
™ didpKela HEAETWY eTKUpWONG NG aglorioTiag, n
erkUpwon aflotiotiag Twv HEBGdwY TNS EAGTTWONC LWV
dev Ba npénel va dieEdyetal 0TI eyKataoTdoslg napa-
YwYAG. H emikUpwon alomiotiag Oa npsnet va ekteleitat
oUUPWVA PE TO «EMEENYNUATIKG Snuelwua yia HeNéTeg
emkUpwong afloriotiog wv: O Txedlaoudg, n ZUUBOAR
Kat n Epunveia MeAetwv, mou a&lémota kadlotouv £yKu-
pn v adpavoroinon Kat TNV anopdkpuvon Twv twv”
otnv TPéxouca €kdoon g, OmMwg uloBeONnke and thv
Erutporm ®apudkwy yia Avopwrivn Xprion (CHMP) kat
dnuoatevetal and v Eupwnaiki Apxn Papudkwve,

6. Mapaywyn

Mowteg YAeg

6.1 OL TPWTEQ UAEG TIPETIEL VA CUUMOPPWOVOVTAL UE TIC
anarmoelg OAwV TwV OXETIKWY Hovoypadlov The Eupw-
naikng dapuakomnoliag kat Twv dpwv, ou kabopilovtal
0TOUG avTioToLXoug PakEAOUG TNG Adelag KUKAopopiag,
ouurniephauBavougvou Tou Kupilou Apxeiou MAdouatog.
Ot analthoslc autég mpénet va opilovtal eyypdpwsg
oto oupBSAaio (BA. 3.5) ueta&lU tou kévtpou aiuarog
Kal TNG povadag khaouatornoinong/mapaywyou Kat va
e\éyxovtal uow TOU OUCTAUATOG TOLGTNTAG.

6.2. Ot MpwTteg UAEC YA TIPOYPAUMATA KAAOUATWONG
TPTWV XWPWV Ue CUUBSGAALO TIPETIEL VA CUMUOPPOVOVTAL
UE TIG ATIALTAOEIG TIou KaBopilovtal oto 2.4.

6.3 Avdloya ue to £idog NG cuAloyng (dnhadn eite
oUA\OYHA TAPOUC aiuatog 1 autouatononuévn apai-
pean) didpopa otddla eneEepyaoiag unopei va anartm-
Bouv. O\a ta otddla eneEepyaaniag (M. pUYOKEVTPNON
Kaym dlaxwpeloudg, detyuatoAnyia, smofuavon, Katayu-
En) npénet va kabopilovtal ye ypantsg S1adlkaoieg.

6.4 Mpénel va anogelyetal ornoladnrnote Aavoaougvn
avduiEn (mix-up) TWV HOVAdSWV Kal TWV SElYUATWY, 18L-
altepa katd v gronuavon, Kabwg Kat omoladnMoTe
emudAuvon, TLX. Katd TNV KOt TWV THNUATWY OWARvVa/
oPPAYION TWV TIEPIEKTWV.

6.5 H katdyugn eivat éva kpioo otéddio yia v avd-
KTNOoM TwV MPWTEIVAY, TIov eival aotabeic oto mAdoua,
TLX. TWV Mapaydvtwy mRENG. Qg ek ToUTou, N KATAYUEN
0a mpEnelL va mpayuatoroleital To ouvtoudtepo duvatd
uetd ™ ouloyn (BAEme Movoypagia Tng Eupwnaikng
dapuakorotiag No. 0853 “AvBpwrivo MNMAdoua yia KAa-
ouaTiké Alaxwploud” kat, érou epapudletal, Movoypa-
¢ia No 1646 “AvBpwrivo MAdoua mou €xel ouykevTpwOsel
Kal €xel unootel enegepyaoia yia adpavornoinon tou
1oU”) aKOAOUBWVTAG WL ETIKUPWUEVT UEB0SO.

6.6 H amobnkeuon kal n uetapopd Tou aiuatog N
Tou NMAGoUAToG og OonoldANoTe 0TddIo TS aAucidag
METAPOPAG OTN HOVAdA KAAOMATOTIOMOoNG TPEMEL va
kaBopiletal kal va kataypdpetat Kdbe amndkAion and
™V kKaboplouévn Beppokpaaia, MPEmnel va KotvoTole(tat
oTn povdda khaopatornoinong. Oa mnpémnet va Xpnotuo-
riotouvtal KATAAANAOG EOTAIOUOS KAl ETIKUPWUEVES
dladikaoieg

MoTtomoinon/anekeubEpwon Tou MAAoUATOG Yia KAQ-
ouatornoino”n wg mewtn UAN

6.7 To mAdopa yia kKhaouatoroinon 6a mpérnel va
aneAeuBepiveTal, dSnAadn and kapavtiva, uévo HEow

6 Tpéxouoa ékdoon katd tnv nuepounvia dnuoocisuonc:
CHMP/BWP/268/95




24786

E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

ouoTNUATWY Kal dadKaolwv TIou dlacPaiifouv Tnv
moldTNTa MoV AmatteiTal yla Tnv mapackeur Tou TeAL-
koU Tmpotdvtoc. Oa MPEnetL va dlavéusTal oTtn povasda
kAaoparomnoinong tou mMAAouaTog/mapackeuaoTh, uovo
agou €xel Tekunpwoel and to Yrnevbuvo Mpdowro (A
o€ Mep(nMTwon oUAOYAG aluaTog/MAAouATog o8 TPITEG
Xwpeg and gva mPdowTo Ue 1.oodUvaues ureuduvoTn-
TG KAl PoadvTa), 8Tt To MAdoua yia Khaopartomnoinon
CUMMOPPWVETAL e TIC ATIAITACELCS KAl TIG TPOdLIaypapER,
mou opiCovtal ota avriotoixa ypartd cuuBéAaia Kat
6tL 6Aa ta otdda €xouv dieEaxBel olupwva Pe TIQ
Op0Bég MPaKTIKES Kal TIG KATeuBuvTAPLEG Ypauueg KK,
avdloya pe v mepimTwon.

6.8 Katd tnv elocodo otn povdda khaoupatornoinong,
ol HovAdeg MAAoNATOG TPEMEL va amneAeubepwvovTal
yla kKhaopartomnoinon und tnv gudldvn Tou EdIKEUuEvou
MNopoowrou. To Edikeupévo Mpdowro mpérnet va emipe-
Bawwvel 6tL To MAdoua eival oUPPWVO UE TIG ATATACELG
OAWV TWV OXETIKWV LOVOYPAPLWV KAl TIC TIPOUTOBE0EIG
mou kaBopilovtal otov avtiotolxo gpdkeAo g Adelag
Kukhopopiag, cuuriepihauBavougvou Tou Kiplou Apxei-
ou MAdouatog A, oTNV NePMTWoN Tou MAGoNATOG, TIoU
0a xpnowornomOei yia mpoypduuata KAAoUATwong e
oUUBSOAal0 Ot TPITEG XWPEG, ME TIC AMAITACELS, OTIWG
opiCovtal oto 24.

EneEepyaoia m\douatog yia kKAacuatoronon

6.9 Ta otdda nou xpnoworiotolvtal otn dadikaocia
kAaouatomnoinong mowkiAouv avdhoya e To mpoldv kat
TOV MAPACKEUAOTN KAl CUVABWG TIEPINAUBAVOUV QPKETES
dladikaoieg khaopatonoinong/kadaplououy, UepIKEG amnd
TI¢ omoleg unopel va cuuBdhouv oty adpavoroinon
f/kat apaipeon rbavig ermpdAuvonc.

6.10 Arartoelg yla TIg dladikacieg NG OCUYKEVTPWONG,
™™g detypatohnyiag and t de€auevh Kat Tng KAAoud-
Twong/Kabaplopou Kal adpavoroinong/anoudkpuvong
Tou LoU Tpénel va opifovTtal Kat va akohouBouvTal oXo-
AAOTIKA.

6.11 OL u€Bodol Tou XpnowomnolouvTal oTn dadikacia
adpavornoinong Wy MPEMEL va MPAyuaTonolovvTal e
QUOTNPEN THPNON TWV ETIKUPWUEVWV WE TIPOC TNV a&lo-
mioTia dladkaolwy, Kat oUupwva YE TIG uedddoug mou
XPNoworolovvtal oTIC HEAETEG ETIIKUPWONG TOU LoU.

Oa mpémnel va Tpayuatornole(tal ASmTouepng €psuva
TWV ATOTUXIWV O€ 3ladlkaoieg adpavoronong Twyv Lwv.
H ThHpNnon TNg EMKUPWUEVNC TAPAYWYIKNAG dladikaciag
elval Blaitepa onuavtiki yla Tig diadikaoieg pelwong
Tou 10U, Kabwe ormoladfrote andkAlon a uropouce
va odnyfnoetL o Kivduvo NG ao@AAelag Tou TeAIKoU
mpoidvroq. Aladikacieg 6a mpénetl va upiotavtal, mou
va Aappdvouv undéym Ttov Kivduvo auTo.

6.12 OnoladnnoTe avakatepyaoia nf ek véou eneEep-
yaola unopsl va mpayuatonomdei uévo agou €xel
npayuatoromndsi doknon Staxeiplong KivdUvou Kat e
™ xpnowormnoinon Twv otadiwv enetepyaciag onwg
opiCovtal 0Tn OXeTIKA Gdela KUKAopoplac.

6.13 Oa npénel va epapudletal Eva oUotnua yla To
oapn dlaxwploud/dldkplon PETAEU TEAKWY 1 evdld-
MECWV TIPOIOVTWY, TIou €Xouv umooTel wa dadikaoia
pelwong Tou oy, and ekeiva mou dev €xouv unoaTel ™
dladikaoia auth.

6.14 Avdhoya e To anotéAeoua uag evdehexoug dla-
dikaaoiag diaxeiplong Kivduvou (Aaupdvovtag urdyn Tig
moavég dlapopss otnv srudnuioloyia), a mpEnet va

vloBeTelTal MIApAYwYr ME XPOVIKOUC SlaxwpLopoug, Tiou
ouurniepthauBdvel can Slaxwploud Kal KAOOPIOUEVEG,
ETIKUPWUEVES Sladikaoieg kabaplopoy, dtav MAAoua/
evdIdUEDa TPOIOVTA JLAPOPETIKWY TIPOEAEUCEWV ETIE-
Eepydlovtal otny {dla povdda. H anaitnon yia tétolou
eidoug pétpa mpénel va Baoifetal oTi¢ oUOTACEG TNG
Kateubuvtiplag Moauung oxeTikd pe ta Erudnuiohoyt-
KA Aedopéva yla TIG MeTadIdOUeVEG Sla TOU a{uaTog
NowwwEelg”. H dadikaoia diaxeipliong tou Kivdlvou Ba
npérnel va egetdoel katd néoov eivat avaykaia n xpn-
On AMOKAELOTIKAC XPNOoNG eE0MAIOMOU OTNV MEePMTWon
TWV MPOYPAPUATWY KAAOUATWOoNG Pe cUUBOAalo yia
TP(TEG XWPEC.

615 Ma ta evdidueoa npoidvta, rou npoopilovtal va
anodnkeutouy, n didpkela {wng mpénel va kadopiletal
ue Bdon ta dedouéva otabepdTNTAC.

6.16 ©a mpérel va poadlopifovtal Kat va kataypdgo-
vTal n arodAKeuon Kat n eTapopd Twv evaldueowy Kat
TEANKWV QAPUAKEUTIKWV TIPOTOVTWY 0t KABe 0TddI0 TNG
aluoidag yetapopde. Oa mpémel va xpnaouonoleital ka-
TAANAOG £EOTAIOMOG KAl ETUKUPWHEVES BladIKAOIEG.

7. Molotikdg EAeyX0Q

71 Ot anaitoelg SoKIwWY yia 1oug A AAAOUG HOAU-
ouaTtikoug mapdyovteg Ba mpgnetl va eEetdlovratl und
TO WG TNG avaduduevng yvwong emi Twv Aouoyovwv
MapaydvTwy Kat Tng dtabeoudtnTag Twv KATAAANAWY,
ETUKUPWUEVWV UEOGBWV SOKIUWV.

7.2 H mpwtn opoloyevhg deEauevh mAdopatog (Tuy.
META TOV Slaxwplopd Tou Kpuoilhuatog and tn deEaue-
v} MAdopatog) Ba mpEnel va eAEyXeTal e TN XPNon -
KUPWMEVWV HEBSOWV SOKIUNG ME KATAAANAN sualodnoia
kat e€e1dikeuan, oUuPWVa UE TIG OXETIKES Movoypapieg
™™g Evpwrnaikng ®apuakorotiag (r.x. No. 0853).

8. AieAeUBEPWOT TWV EVOIAUECWV KAl TEAIKWV TIPO-

TOvVTwv

81 Oa mnpénel va aneleubegpwvovTal HOvo TIAPTIBES,
Tou TpoépyovTal and deEauevég MAAouATog, mou £Xouv
eheyx0Oel kal éxouv Bpebel apvnTikég yia Toug deikteg/
QVTIOWUATA TWV LWV KAl CUMHOPPROVOVTAL JE TIG OXE-
TikéG Movoypagiec g Eupwrnaikng dapuakorotiag,
OUUTIEQIAAUBAVOUEVWV OTIOIWVINTIOTE EISIKWV OplwV
anéppwng LV, KAl Ue TIG EYKEKPIUEVES TIPOBLAYPAPES
(r.x. Kdpto Apxeio MAdouatog),

8.2 H aneAeuBépwon Twv evOIAUECWY TIPOTOVTWY, TIOU
npoopifovtal yia nepattépw evrdg g povdadag eme-
Eepyaoia i yla mapddoon oe SlAPOPETIKA Hovada, Kal,
N aneAeuBgpwon Twv TEAIKWV PoidvTwy Ba Tpénel va
ektehouvtat and 1o Ewdikeupévo MpdowTo kat ouupwva
HE TNV EYKEKPIUEVN Adela KUKAOPOPIaG.

8.3. H amneAeubsépwon Twv evBIAUESWY KAl TEAIKWV
TPOIOVTWY TIOU XPnaoldoTioloUvTal oe mpoypduuata
KAQOUATWONG TPITWwV XWweWwv pe ouuBoialo, Ba mpérnel
va mnipaypatomnole{tal and 1o EWdikeupévo mpdowmo ue
Bdon npdtuna, Tou €xouv cUUPWVNBEel e Tov TN Tou
ouuBoAaiou kat og oUPUSPPWON Ue Ta Eupwnaikd Mpd-
tura KKIM. H oupudp@won Ue TIG OXETIKEG HOVOYPAPIES
¢ Eupwnaikie ®apuakorotiac uropei va unv sivat
QappdoIun, kKabwe ta mpotévta autd dev mpoopilovtat
yla Xpfion oTnv eupwTAlkA ayopd.

9. Alathpnon Twv detyudTwv deEauevig mAGouaTtog

‘Eva deiypa deEauevig mAdouatog uropsi va xpnot-
pomoindel yla TNV MApAoKEUN TIEPIOCOTEPWV ATO Mg
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napTdwv Kat/f mpoidvtwy. Asiyuata dlathenong Kat Ta oxeTikd apxeia and kads de€auevi MAdouatog Oa rpsnet
va dlatnpeouvTtal yia TouAdxIoTov éva €1og MeTA TNV nuepounvia AMENG Tou TeAIKOU PAPUAKEUTIKOU TIPOIOVTOG
pe ™ ueyalUtepn didpkela wng, Tou mpogpxetal and tn dsEauevn.

10. AidBeon Twv anoBAATWV

Oa mpénel va uTIdpXouV YPamTsg dladlkaaieg yia TNV ac@aln Kal TEKUNPLWPEVN anodnkeuon Kat diddeon Twv
AMOBAATWY, AVAAWCIUWY KAl ATIOPPUTTOMEVWV EI0WV (TLX. ETIUOAUOUEVEG HOVADEG, HovAdeg amd HOAUCUEVOUQ
d4teg, Anyuévo aiua, mhdoua, evdidueoa 1 TeAIKA Tipoidvta).

MapdpTtnua

A) H EAAGSa déniwe kat ta Aottd Kpdtn MéAn 8a mpénet va spapudlouv Tic akdhoubeg Odnyiec kat Kateubu-
vtipleg Moauugg

1. yla ™ GUANOYN Kal Tov EAEYX0 TOU a{uaTog Kal TWvV CUCTATIK®WY TOU aiuaTtog:

0dnyia/ Kateubuvthpleg

Foaupée TitAog Medlo Epapuoyng
Odnyia 2002/98/EK Ttou Eu- |@£omion nmpotunwy notdtrag kat  |To Apbpo 2 opilel mpdtuma nodtntag Kat
pwraikoU KowvoBouAiou kal |aopdAelag yia tn cuhloyr, Tov aopdAelag yia tn oUAAOYH Kat Tov EAeyX0
Tou ZuuBouAiou g\eyxo, Tnv ene€epyaonia, TNV Amo- | Tou avbpwrnivou aiuatog Kal CUCTATIKWY

Onkeuon kat TN dlavour) avlpwrivou |Tou aipatog, aveEdptnta and v TeAKN
aiuaTog KAl CUCTATIKWY TOU aija- | XPeNon Toug, Kal yia v enegepyaoia, tTnv
TOG, TPOTIOTIOLWVTAG TNV UE TNV TPO- |amodnKeuon Kat Tn diavour toug dtav mpo-
riortoinon g Odnyiag 2001/83/EK.  |opiCovtal yia petdyylon.

Odnyia 2004/33/EK g Epapuoyn tg Odnyiag 2002/98/EK  |KaBopilel tnv mapoxf MANEOPOpIWY 0ToUg
Erutponng Tou EupwriaikoU KowvoBouAiou kat  |urtoyfiploug d4Teg Kal TI§ MANPOoPopieg
Tou ZupBouliou, doov apopd opl- rou anatrtouvtat and toug ddteg (Mépog
ouéveg TEXVIKEG anartoelg yia To  |A kat B, tou MapaptAuarog II), tnv erAe-
aiua kat Ta ouotatikd tou aiyatog |EdtnTa Twv dotwv (Mapdptnua lil), Tnv
anoBfkeuon, HeTapopd Kat dtavour) Tou
aiuaTtog Kat Twv CUOTATIKWV TOU aiuaTtog
(Mapdptnua IV), kKabwe Kat TI§ anatthoelg
rmoldTNTag Kat acPdAelag yia To aiua kat
Ta ouoTatikd tou aipatog (Mapdptnua V).

Odnyia 2005/61/EK tng Emi- |E@apuoyn Tng odnyiag 2002/98/EK  |KaBopilel TIg anatthoelg ixvnAaoudtnTag
TPOTNG Tou Eupwriaikou KowvoBouliou kat  |yla ta kévtpa aiuatog, Toug Xopnyoug d6-
Tou ZupBouliou doov agopd TIg TG, TO alua Kal Ta ouoTaTikd Tou aiuarog,
AMAITACELG LXVNAACILOTNTAG KAl TNV |Kal Yia ToV TEAIKO MPooploud Kdbe povd-
Kolvoroinon cgoBapwv avemduunTwy |dag, aveEdptnta amnd Tov eMSIWKOUEVO
ouuBdvtwy Kat avtidpdoewy. okord. Oplilel MepaITEPW TIG ATAITACELG
uTtoBoANG ekBEaewv og TepimTwon cofa-
PWV AverOUUNTWY cuPBAVTWY Kal avtidpd-
OEWV.

Odnyia 2005/62/EK tng Epapuoyn e odnyiag 2002/98/EK  |KaBopilel Tnv epapuoyn Tou OUCTAUATOS
Erutpornng Tou Eupwrniaikod KowvoBouliou kat  |ripotinwv rmotdtntag Kat mpodlaypapav,
Tou ZupBouliou yia Tn Bgomuon Kot- |dnwg avapépetal ato Apdpo 47 e Odn-
VOTIKQV TIPOTUNWYV Kat rpodlaypa-  |yiag 2001/83/EK.

PWVv yia éva odoTtnua rnoldtnTag ota
Kévtpa aodooiag.

2. yla TN GUA\OYN Kal TNV oUupwVva UE TOUG KAVOVIOMOUG UTTIOROAA TwV OTOLXEIWV/MANPOQOPLWV Yia TNV mapa-
oKkeun MAAoATOC yia KAaouatoromon:

Odnyia/ Kateubuvtnpleg
Moauuég

Odnyia 2001/83/EK tou Eu- |ZxeTIKA ue Tov KowvoTikd Kodika ApH.2 dapuakeuTIKA TPOoldvVTa yia avepw-
pwrnaikou KowvoBouAiou kat |yla Ta ¢pdpuaka mou mpoopifovtal  |rivn Xpfon nou mpoopifovTatl va diate-
Tou ZupBouliou yia avepwrivn xenon Bouv oTnv ayopd Twv Kpatwv MeAwv Kat
elte mapaokeudlovtal Blounxavikd f ue
U600 Tou TePIAaAUBAVEL BlopNXavikf St-
adkaoia, mou KaAUTTEL TA PAPUAKEUTIKA
TpoidvTa Tou npogpxovtal and avlpwril-
vo aiua 1 avBpwrivo nAdoua

Tithog MNedio EQapuoyne
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Odnyia 2003/63/EK tng Emi-
TPOTG

Tpormormoinon tne odnyiag 2001/83/
EK tou EupwraikoU KowvoBouhiou
Kal Tou ZupBouliou oxeTIKA ue ™
O€0TIOT KOWVOTIKOU KWAIKA OXETIKA
JE TA QAPMAKEUTIKA TpoidvTa yla
avOpwrivn xpnon

-Tpototoinon tou MapaptAuaTog
yia TNV TEKUNEIWoN TWV PAPUAKEU-
TIKWV TIPOIOVTWV

Odnyia 2003/94/EK tng Emu-
TPOTG

Kaboploudg Twv apxwv Kat Twv
KATEUOUVTAPLWV YOAUUWV TWV Kavo-
VWV KaAAg mapaywyng, 6oov apopd
Ta @dpuaka Tou mpoopifovtal yia
avOpwmivn XeNon Kat yia ta doKiua-
{éueva @Aapuaka tou mpoopifovTatl
yia avOpwrivn Xpnon

ApB. 1 ApXEG KAl KATEUBUVTAPIEG YPAUMES
TWV KAvOVwV KaAAg mapaywyng, doov
agopd Ta epdpuaka Tou mpoopifovTal ya
avOprivn Xpnon Kat yia ta dokiualdueva
(dpuaka Tou mpoopifovTal yia avopwrivn
xenon

Kateubuvtipleg YPauUES
™™g EE oxeTikd pe toug Ka-
vévee Kahne Napaywyne

Epunveia oxeTIkA PE TIC apXES Kal
TIC KATEUBUVTAPLIEG YPAMUES TWV
KAvVOVWV KAAAC mapaywyng

EMEA/CHMP/BWP/3794/03
Ava®. 1, 15. Noéupptog 2006

Kateubuvtipla ypauur oXeTikA ue
TIG ETIOTNUOVIKEG aTAITHOELG Sed0-
uévwv yia éva Kdplo Apxeio MAG-
ouatog (PMF) AvaBewpnon 1

EMEA/CHMP/
BWP/548524/2008 EMEA Ka-
TeuBuvTthpla Mpauun

Kateubuvtipla ypauur oXeTikA ue
Erudnuioloyikd Asdougva yia Mo-
AUvoelg rou petadidovtal e Alua

B). AA\a OXeTIKA §yypaga:

Odnyia/ KateubuvThpleg
Fpapuég

TitAog

Medio Epapuoyng

SUotaon aptb. R (95) 15
(ZupBoUALO TNG EUPWING)

0Odnyde yua v Mpostowaaoia, ™
xPHon Kat tn dlacPdiion Tng 1oLd-
NTAG TWV CUCTATIKWV TOU aA{laToq

Suotdoelg tou MOY ya v
TapAywyn, Tov EAEYXO Kal
N PUBUION Tou avopwrilvou
TMAQONATOC YA KAAOUATW-
on. Napdptua 4 oe:
Erutpom Eunelpoyvwudvav
Tou MNOY yia ™ Blohoyikn
Turoroinon.

MevinkooTn €kTn £kBean.
eveln, Naykdouiog Opyavi-
oudg Yyelag, 2007

(WHO Technical Report
Series, No 941)

Juotdoelg tou MOY yia v napa-
YwYN, Tov EAeYX0 Kat Tn puduion
Tou avBpwrivou MAGoUATOG Yid
k\aouatornoinon

0dnyieg oxetikd pe v nMapaywyn, Tov
E\EYXO Kal TN PUBULON TOU avOpwrivou
MAQoNATOC YA KAQOUATOTIOMOoN

KateuBbuvtipleg YPAUUES
Tou NOY otoug Kavdveg

KaAng Mapaywyng yia ta
Kévtpa aipatog

©a mpémel va yivetal avapopd oTig TeheuTaieg avabewpnoelg Twv eyYypdQwy auTwy yid TV Tpéxouca Kado-

dfynon

H rmapouoa anépaon woxvel and g dnuocteloewg otnv Eenuepida tng KuBepvioewg
H amdépaon auth va dnuoateudel otnv Epnuepida g KuBepvrnoswg.

* 020163 11005120008 *

XoAapydg, 30 MapTiou 2012

O Mpdedpog Tou A3,
IQANNHZ TOYNTAZ

ANO TO EONIKO TYNOTPAQEIO
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