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IIAPAPTHMA TPITO
THS EINISHMHS EGHMEPIAAS THE AHMOKPATIAS
AQ. 3964 g 41 MAPTIOY 2005
AIOIKHTIKEE ITPAEEIE

MEPOX 1

Kavoviotinég Arowxnrixeg IlpdEeig
Agibuog 118
Ol NEPI ZQOTPO®ON KAI MPOZGETIKQN TON ZQOTPODPQN (EAEMXOZ
MOIOTHTAEZ, NPOMHOEIAZ KAl XPHZEQE) NOMOI TOY 1993 EQE 2004
KAl
Ol NEPI ZQOTPO®ON (EAETXOZ MOIOTHTAL, MPOMHOEIAZ KAl
XPHIEQS)
KANONIZMOI TOY 2001 KAl 2004

Aigraypa duvdpel Tou GpBpou 30 Kai Tou Kavoviopoy 38

lMa okomolg evappéviong He TIC 'lTpC((c,Elg ™¢ Eupwraikig
‘Evwong pe Titho- ]
Emionun

E i
«Odnyia 2002/2/EK tou Eupwaikol KoivoBouhiou kot Ttou E‘&’Q&’,Z";-,-fﬁ?g

ZupPouliou Tng 28/1/2002 yia v TpoTroToingn TG odnyiag  Evwong:
79/373/EOK tou ZupBouhiou Trepi KukAopopiag Twv aUVBETWY

{wotpouv Kai yia TNV Karapynon mg odnyiag 91/357/EOK g Ié?'ga%gg,
EmiTpoTiig oeA.23.
OB&nyia 2002/32/EK tou Eupwmaikol KoivoRouAiou kal Tou 1140, m¢
ZupPouliou NG 7/5/2002 GXETIKA HE TIC AVETIBUUNTEG OUCiEg 30.5.2002,
oTig {WOTPOPES Ger10.
OBnyia 2003/57/EK Tn¢ Emiporrric e 17/6/2003 yia v L151, e
TpoTToToinan ¢ 0dnyiag 2002/32/EK tou Eupwraikol 19.6.2003,

KoivoBouAiou kai Tou ZupBouliou GXETIKA HE Tig avemeupmsg och.38.

0UCIEG OTIG LWOTPOYPEG

(783)



L268, hg
18.10.2003,
oeh.29.

1285, g
1.11.2003,
oeA.33.

L47, g
18.2.2004,
oeh.20.

L239, mg
9.7.2004,
oeA.8.

L243, mg
16.7.2004,

oeh10.

1243, g
. 15.7.2004,
oeh.15.

L247, g
21.7.2004,
OEA.8.

1.247, g
21.7.2004,
oeA11.

L251, g
27.7.2004,
GEA.B.

L269, Tng
17.8.2004,
oeA.3.

1269, g
17.8.2004,
cel.14.

1270, g
18.8.2004,
oeh.5.
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Kavoviopog tTou Eupwiraikou KolvoBouAiou kat Tou
ZupBouAiou 1831/2003/EK g 22/9/2003 yia Tig TpdoBeTEC
UAEG TTOU XproigoTroiodvTal aTn SiaTpoer Twy {wwv

Odnyia 2003/100/EK 1ng Emitpotmig g 31/10/2003 yia Tnv
TPOTTOTTOINON TOU TTaPAPTHKATOS | TG 0dnyiag 2002/32/EK Tou
Eupwmaikot KoivoBouhiou kai Tou Zupfouliou OXETIKA e TiG
avemBiunTeEG oUGies OTIC JWOTPOYEC

Kavoviapég tng Emtpotic 277/2004/EK 1ng 17/2/2004 yia Tnv
€yKpion, Xwpig Xpovikd TepIopigpd, piag TpoadeTng UANG aTig
{woTpoPég

Kavoviouog tng EmirpoTrig 1259/2004/EK 1ng 8/7/2004 oxetikd
pE T HévIUN EYKPIOT) OpIopEVWY TTIPOOBETWY UAWV 118N
EYKEKPIPEVWV OE WOTPOPEG

Kavoviopdg g Emrpotrig 1288/2004/EK tng 14/7/2004
OXETIKA UE TN pOVIUN EYKPIOT OpICHEVWY TTPOCBETWY UAWV Kal
TNV TTPOCWPIVI| EYKPICT) HIAG NN EYKEKPIPEVNG TTPOCBETNGS UANG
yia véa Xprion o€ (woTpogég

Kavoviopdg g Emrpotrig 1289/2004/EK g 14/7/2004 vyia
Xoprynorn dekaeTolg £yKpIong OTNV TPGaBeT UAR JWOTPOYMV
Deccox®, mou avrikel Oty odGdA TWV KOKKIBIOCTATIKWV KAl
GAAWY QAPUAKEUTIKIIV OUCILV

Kavoviouég ¢ Emrpomric 1332/2004/EK g 20/7/2004
OXETIKA HE T HOVIUN £yKpion opiopévwy TPAoBETWY UALV OTIG
{woTpoPis .

Kavoviopdg g Emtpotmig 1333/2004/EK g 20/7/2004 yia
HOVIUN £YKPION OUYKEKPIUEVNG TTPOCBETNG UANG Ot LWOTPOQES

Kavoviouég g Empotic 1356/2004/EK 1rg  26/7/2004
OXETIKA UE TN XOPNynon SeKAETOUG £yKpIONG oTnY TTPOCOETN UAN
{wotpopwyv Elancoban mou avAkel otpv  opdda  Twv
KOKKIBIOOTATIKWIV KAl GAAWV QAPHCGKEUTIKWY OUCIDV

Kavoviouég g Emmpomg 1453/2004/EK g 16/8/2004

-OXETIKA PE I} pOVIPn £YKPION OpICHEVWY TTPOCEETWY UMDV OTIG

{woTtpopég

Kavoviopég tng Emmmporric  1455/2004/EK ¢ 16/8/2004
OXETIKA WE TN Xopriynon SekaeTolg EykpIong oTnv TPOoBETN UAN
Cwotpopwv  Avatec 15% Tou aviikel otV ouada  Twv
KOKKIBIOOTATIKWY KAl GAAWY QOPUAKEUTIKIV OUTIDV

Kavoviopég g Emitporric 1463/2004/EK ¢  17/8/2004
OXETIKA pE T} Xopriynan SekaeTodg £ykpiang otnv TpOCOEeTn UAN
Cwotpoguv Sacox 120 microGranulate Tou avrikel oTnv opdda
TWV KOKKIBIOOTATIKWY KA GAAWVY QAPUCKEUTIKWIV QUTTWV



L270, 1ng
18.8.2004,
CeA.8.

L270, ¢
18.8.2004,
oel11.

L317, mg
16.10.2004,
0eA.37.

L370, 1ng
17.12.2004,
agel.24.

L.379, g
24.12.2004,
oeA.81.

13(1) Tou 1993
34(1) Tou 2001
53(1) Tou 2002
19(1) Tou 2004
125(1) Tou
2004
Etrionun
Epnuepida
MapdpTnua
Tpito (1)
19.3.2001
30.4.2004

ZUVOTITIKOG
TiTAOg
Emionun
Epnuepida

Mapdptnya
Tpito (1)

Eppnveia

785

Kavoviouog tg Emmpommig 1464/2004/EK g 17/8/2004
OYXETIKA HE TN xopnynan dekaeTolg Eykpiong atny mpdabetn UAn
{wotpopwv Monteban Tou aviAkel omv opdda  Twv
KOKKISIOOTATIKWY Kal GAANIYV QOPHAKEUTIKWY CUTIWV

Kavoviopdg mng Emirpotmg 1465/2004/EK g 17/8/2004 Trepi
HOVIUNG £yKPIoNG HIag TTPOCBeTNG UANG OTIG {WOTPOPES

Kavoviopog mg Emrporrig 1800/2004/EK g 15/10/2004
OXETIKA PE TN Xopriynon dekaeToug Eykpiong oTnv TPoaBeTn UAn
{woTtpopwyv Cycostat 66G Tou aviker oV OHGEdA  Twv
KOKKISIOGTATIKWV Kal GAAWV QOPUAKEUTIKUWV QUCIWV

Kavoviopoc g Emitporrric 2148/2004/EK g 16/12/2004.
OXETIKG HE TN POVIHN KAl TNV TTPOCWPIVA EYKPIOH OPIoHEVWY
TTPOOBETWY VAWV KAl TNV EYKPIOT VEWV XPMOEWV HIOG

TTPOOBETNG UANG BN EYKEKPILEVNGS OTIG {WOTPOYEG

O0nyia 2004/116/EK tng Emitpotig tng 23/12/2004 yia mv
TPOTIOTIOINGN TOU TTapapTANATOS TG odnyiag 82/471/EOK Tou
TupBouAiou 6oov agopd TV TTPooBikn Tou TpoidvTog Candida
guilliermondii ».

O Ytroupydg Mewpyiag, Puaikwv MNépwyv kar MepiBdAhovtog
AoKWVTAS TIG e€ouaieg TTou Tou Trapéxel 1o apBpo 30 Twv Trepi
Zwotpopwy ka1 TMpooBetkwv  Twv  Zwotpopwyv  (EAeyxog
MoiétTag, MpoprBeiag kot Xprioewg) Népwv Tou 1993 £wg 2004
Kal 0 Kavoviopdg 39 Twv Trepi ZwoTpo@wy Kal T1poGBETIKLV TwY
Zwotpopwv (Eheyxoc MMoidtnrag, [MpounBeiag kai Xprioewg)
Kavoviouwy tou 2001, 6TTwg autol TpotroTroiiBnkav [e Toug mepi
ZwoTtpogwy [Mpoobenkwyv Twv Zwotpopwv (EAeyyog Moidtnrag,
MpopnBelag kai Xprioewg) TpoTtromointikolg Kavoviopols Ttou
2004, £kdidel To akdAoubo didraypa:

1. To mapov Aidraypa 6a ava@EpeTal wg 1o TEP ZWOTPOPWV
kal  [pooBerikiv  Twv  Zwotpopwyv  (EAeyxog [loidtnTag,
MpounBeiag kai Xprioewg) (Tpotromrainon Mapaptnudiwy) TEtapto
Aldgraypa, Ttou 2005 kai Ba SiaBdlerar padi pe Toug Trepi
ZwoTtpopwv kai [pooBerkwv  Twv Zwotpopwyv (EAeyxog
Moiétntag, [pounbeiag kai Xprioewg) Kavoviagpolg tou 2001,
OTTWG autol  TpoToTraIBnKav  pE  Toug  TeEPi  ZWOTpoQwvV
MpooBenkwy Twyv Zwotpopwv (EAeyxog Moidtnrag, MNpopnBeiag
kai Xpricewc) TpomoTroinTikodg Kavovigpoug Tou 2004,

2. X10 Trapov Aidraypa-
«Kavovicpoi» onuaivel Toug mepi Zwotpopwv kat NpocBeTiKwyY
Twv Zwotpopwyv (EAeyxog Moiétnrag, Mpoundeiag kal XpRoswg)
Kavovicpotg tou 2001, 6Trwg auTtoi TpoTToTroIfenkav He Toug mepi
Zwotpopwyv lMpoobetikwv Twv Zwotpopwyv (EAeyxog MoiétnTag,
MpopnBeiag kai Xprioewg) Tpotmomomnrikolus Kavoviopolg Tou
2004.



Tpotrotroinon
TOU
Mapaptrpa-
T0G 2 TWV
Kavaviopwy.

Mivakag |

TpotroTroinon
Tou Mépoug A
TOU
Mapaptripa-
106 3

Mivaxag 1l
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3.To Mapdpmpa 2 Twv Kavoviopwv tpoTroToieital 6Twg
kaBopidetal oy Tapodoa Tapdypago kai  otov [Mivaka |, Tou
TTapdvTog AIdTAYUATog, o oTroiog TTPOTdIoPIZEl TIC TPOTIOTIOIRCEIS
Kal amotehel TNV TEAIK HOPQR TOU  KATOAGYOU OPICUEVWV
TPWTEIVIKWY TNYWV Tou Mapaptiuarog 2 Twv Kavoviopwv wg
£8ng:

(@) diaypagn Twv akOAOUBWY TTPWTEIVIKWIV TTYMV atmd To
Flapaptipatog 2 Twv Kavoviopwy:

' () 2.1. g oupiag Kal TWV TFOPAYWYWY TG
(i) 3. Twv apivogEwv kai TWV CAGTWY Toug
(i) 4. Twv UBPOLUAVAACYWY TWV TUIVOEEWY

(B) TpoaBiikn otV opddag wpoidvTwy «1.2.1. ZUeg TTou
KaAAigpyoUvTal OE {WIKG 1} QUTIKA UTTOOTPWHATA» TOU
Candida guilliermondii yia Xprion 0TOUG TIAXUVOHEVOUG
Xoipoug.

4. To Mépog A, tou Mapaptipatog 3 Twv Kavoviopwy,
TpoTroTrolEital OTrwg KaBopiferal oty TTapoloa TAPGypPaPs Koi
otov MMivaka Il , Tou MNapdviog AloTdypaTog, o omoiog Tpoodiopidel
TIG TPOTIOTIOINCEIG KAl aToTeAE] TV TEAIKI ORI TWV OTOIXEWY
TTOU amraitolvTal otV ypaT ] SQAwaon Twv JWoTpoQwy Tou

~Mépoug A tou MNapaptripatog 3 twv Kavoviopwv we E€ng:

(a) daypagn ot mapdypago 5.(1), (0)
- mgG epaong “... 6tav dev dnAwveTal
TTPOAIPETIKA N NHEPOUNViA Trapaokeuric.”™

(B) TTpoabrikn oty Tapdypaeo 5.(1) Twv o kdTw
AETITOHEPEIDY OV YPOTITH SiAWOT Twv gUVBETWY
Cwotpopuwv:

«K) n nUEpounvia eAdXIoTNG BIaTnPENOINGTTAC, N
KaBapr} TogoTTA, © ApIBUSGS TG TapTIBAg KABWS Kal
0 apIBUOG EYKPIONG 1] KATAXWPICTC HTTopolv va
avaypa@ovTal EKTOG TOU XWPEOU Trou Trpoopiletal

yia Tig GAAeg evOEitelg ETIOARAVONCY,

«N) oTNV TEPITTTWOT], TV CUVEETWY {WOTPOPUIV EKTOC
EKEIVWY TToU TTpoopifovTal Yia Jtid SUVTPOQIAC, N £VBEIEn
“ra akpiBn TTOo0OTA KATA BAPOG TWV TTPWTWY UADV
CWwoTpOoPWV TTOU TEPIEXOVTAI OTN {WOTPOYr} QUTH
ptropouv va AapBdvovrar atrd: ..." (avaypaer} Tou
ovOaTOS 1} TG ETAIPIKNG ETTWVUIag, TG SielBuveng i
™G £Dpag TNG ETAIPEiAg, TOU apIBHOU TNAEQWVOU Kai TN
01e08uvang nAekTpovikol Tayudpopeiou Tou utreuBivou
yia Tig evdeitelg Tou avapépovial oty Tapouod TTapd-

ypago). Ta oToixela auTd TTApEXOVTAl KATOTTIV QUTHOEWS
TOU TTEAGTN.»



Tpomrotroinan
TOU
Napapripa-
106 6

Mivakag I

Tpotrotoinon
Tou Mépoug A
TOU
Napapripa-
10¢ 15

Mivakag IV
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(y) otV Tapaypago 5. (2) TpooBKn TWV TIo KATW
TP6CBETWV aTOIXEIWY OV YpaTmTr dAwon Twv
oUVBETWYV (WOoTPOPWV:

«(8) Ztnv yparrt dfAwaon Twv gUVBETWY {WOoTPoYLIV YIa
{wa cuvTpo@idg Utropei eTTiong va avaypaeeTal, e 151K
dnhworn, n Tapoucia f n XapnAn TEPIEKTIKATTA Hiag
TIEPICOBTEPWV TTPWTWYV UAGV WOTPOPWV TTOU EXOUV
QUCIACTIK onpacia yia 1o XapakTnpiopd piag
CwoTpoQnG. LTV TEPITITWON AUTH, N EAGXIOTN i N
HEYIOTN TTEPIEKTIKOTNTA, EKPPATHEVT OE TTOCOOTA
Bdipoug TG 1 TWV EVOWHATWHEVWY TTPWTWY UAWDY
avaypdgeral capwg, eite dimAa ot dRAwon,
ETTIONUAIVOVTAG TNV 1 TIG TTPWTEG UAEG, €iTe oTov
KATAAOYO TWV TTPWTWY UAWY, GVOQEPOVTAC TV 1

TIG TRWTEG UAES KAl TA OXETIKA TTOOOOTA Bdpouc dimAa
OTNV QVTIOTOIXN KATRYOPIa TTPWTWY UAWV.».

5. To Mépog A Ttou Mapaptipatog 6 Twv Kavovioudy,
avtikaBiotavtal oo Tov Mivaka I, Tou Tapovrog Alatdyparocg, o
omoiog TTPOCdIoPICel TIG TPOTTOTTOINCEIS KAl ATOTeEAEl TNV TEAIKA
HOP®I] YIO Ta PEYIOTA ETITPEMTA Opid QVEBUUNTWY OUCIDY OF
CWOoTpo@EG Kal TPWTEG UAEG JwoTpopwy tou MapapTiuarog 6 Twv
Kavoviouwv.

6. To Mépog A Ttou Mapaptiparog 15 Twv KavoviGuov
TpomoTroigitar émwg KaBopiletal otV Tapolod TApdypaPo Kal
avrikaBioTarar amwé Tov Mivaka IV Tou mapévrog Alatdyparog o
omoiog Trpocdiopilel KAl TIC TPOTOTON|OEIC TWV IO KATW
KATNYOPIWV  TIPOCBETIKWY  OuCIY  Tou  Mépoug A Tou
flapaptiparog 15 we e€ric:

(o) oy katnyopia «A. KokkidiooTarikd kai Aoitég
(PAPHAKEUTIKEG ouaiecy :

(i) draypaen Twv akdAoUBWYV TTPOTBETIKWIV:
HE apIBué E756 «Askokivdarn»
ye apiBud E757 «Movevaivikd vaTpio»
pe apiBud E758 «YBpoxAwpikr] poptrevidivi»
WE apiBud E765 «Napadivn»
UE apiBué E766 «ZaAIVOHUKIVIKG VATPIOY,

(if) poabnkn NG ouciag e apiBud E757 Movevoivikd
varpio g etaipeiag Eli Lilly and Company Limited yia
XPrion oTa TTOXUVOUEVA KOTOTIOUAT, OTIS OpVIBES
QUYOTIaPAYWYT|G Kal aTig YGAOTTOUAES Pe SidpKeia
xpnong péypr 30.7.2014,

(iii) mpooBrikn Tng cuoiag pe apiBpd E758 YSpoxAwpik
pouTevidivn 66g/kg (Cycostat 66 G) Tng sraipeiag
Alpharma AS, yia Xprjan oTa TTaYUVOHEVA KOTOTTOUAQ
OTIG YOAOTTOUAEG, OTQ TTOXUVOHEVA KOUVEAID KAl OTC
KOUVENIQ avatrapaywyrig, e didpkeia Xpriong uéxpl
19.10.2014,



