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K.AIL 66/2005
Ag. 3955, 18.2.2005

ApBudg 66

Ol NMEPI ZQOTPODON KAI NPOZOETIKON TON ZQOTPOOQN (EAEMXOX
MOICTHTAZ, NPOMHBEIAZ KAl XPHZEQZ) NOMOI TOY 1993 EQE 2004
KAl )
Ol NEPI ZOOTPOOGN (EAEMXOZ f1I0IOTHTAZ, MPOMHOEIAL KAl
XPHIEQZX)
KANONIZMO! TOY 2001 KAI 2004

Aaraypa Suvdapsi Tou dpBpou 30 kai Tou Kavovigiol 39

Ma okotoug evapuéviong pe Ti TPdgeig Tg Eupwrraikic
‘Evwong e TitAo-

ETFI'O‘!’][JI:\

g‘fgg;p;?:ﬂ;”g «OBnyia 2002/2/EK 1ou  Eupuwraikol KovoBouhiou ai 1ou

“Evwong: Zupfouliou Tng 28/1/2002 yia Vv TpoTTOTIOINGN NS 0dnyiag
79/373/EOK 1ou ZupBouiiou mrepi KUKAOQOPIOG Twy GUVBETWY

g?éé%%. JWOTPOPWY Kal yia T kaTdpynar g odnyiag 81/357/EO0K g

oeA.23. EmiTpoTnC

L140, ¢ OBryyia 2002/32/EK Tou Eupwrraikou KoivoBauhiou kai Tou

30.5.2002, ZUpPouAiou g 7/5/2002 oyeTIKG HE TiG OVETHOUUNTES OUTTEC

oeA.10. oTIG {WOTPOYEC

L151, ¢ Obnyia 2003/57/EK tng EmitpoTmc g 17/6/2003 yia v

19.6.2003, TpOTTGTTONGN TNG 0dnyiag 2002/32/EK Tou Eupwirdikou

OEA.38. KolvoBouAiou kai Tou ZUPBOUAIDU OXETIKG HE TIC QVETTIOUUNTEC
OUCIES OTIC JWOTPOYES

-L268, me Kavoviouég rou Eupwraikod KoivoBouAiou kai Tou

18102003, ZupBouAiou 1831/2003/EK Tng 22/8/2003 yia TiC TTPOTOETEC

o UAEG TTOU XpnoidoTralolvial oTn SIaTpoer Twy ZWwv

s 1 O nvine 20071 0NIEK ne Ermraatmic e 31710/2003 yia TNy

1.11,'20%‘;3, TPOTTCTTOINGN Tou TrapapTHaTog | Tng odnyiag 2002/32/EK tou

CEA.33. Eupwrraikod KoivoBouAiou kai Tou ZUPBoUAIOU OXETIKG HE TIC
aveTOUuNTeG oUTieg OTIC {LIOTPOQEC

L47, e Kavoviouog 1ng Emirpotig 277/2004/EK g 17/2/2004 yia tv

18.2.2004, EYKPION, XWpIG XPOVIKS TTEPIOPITHO, HIag TTPOCBETNS UANG OTIC

0eA.20. CUJOTpO(PéQ

1239, mg Kavoviouég tng Emirpotig 1259/2004/EK ¢ 8/7/2004 oXeTIKA

9.7.2004, HE TN WOVIUN EYKpPIon OpIoHEVWV TTPOOBETWY UMDY 118N

GEA.8. EYKEKPIMEVWV OE JWOTPOPEC

'1—24731210%3 Kavoviopdg ng EmritpoTrric 1288/2004/EK ¢ 14/7/2004

OXETIKG HE T} HOVILN £YKPION OPITHEVWY TTPOTBETWY UADV Kal
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TNV TTPOGWPIVI EYKPIOT] WIS RON EYKEKPINEVNG TTPOGBETNG UANG
yiat vEQ Xprian g€ CwoTPogES

Kavovioudg e Emirpotmc 1289/2004/EK g 14/7/2004 yia
XopAyNon BeKacTolg Eykpiong oty TTpdoBeTn UAN JWoTPOPUIV
Deccox®, TTou avAKel OTNV OPAda TWY KOKKISIOOTATIKWY Kl
GAAWY QOPHAKEUTIKUWY QUCIWY

Kavoviopde ¢ Emrpormrig 1332/2004/EK ¢ 20/7/2004
OXETIKA HE T} HOVIHN EYKPION OPICHEVWY TTPOCBETWY UAWY OTIG
CWOTPOYEC

Kavovioudc mg Emitpatmg 1333/2004/EK g 20/7/2004 yia
uAVIUN EYKPIOT CUYKEKPILEVNG TTPOCBETNG UANG T8 JWOTPOYES

Kavovioude ¢ Emmirporric 1356/2004/EK g 26/7/2004
OXETIKA HE T XOPriynan SeKaGeToug EYKpIong oTny TTPOGBETH UAN
{worpogwy Elancoban Tou avAker oTnv  Opada Twv
KOKKIBIOOTATIKWY KAl GAAWY QOPHOKEUTIKWY OUTIWY

Kavoviouog ¢ Emrpormg  1453/2004/EK g 16/8/2004
OXETKA HE TN HOVIMN EyKpION OPIoHEVWY TTPOCEETWY UMUV OTIG
{woTpOYES

Kavoviouoe g Emrpotrig  1455/2004/EK g 16/8/2004
OXETIKG HE TR Xopriynon SekoeTolg Eykpiong oTnyv TPoaBeTn UAn
{wotpogwy Avatec 15% ToU avikel OTV  opdda Twv
KOKKIBIOOTATIKWY KOl GAAWY QOPHOKEUTIKWY OUCIWY

Kavoviopdg ¢ Emrpormc 1463/2004/EK g 17/8/2004
OXETIKG WE TN Xopriynon SekaeTodg £ykpiong oTny TPOaBeTn UAN
fwotpogwv Sacox 120 microGranulate Tou avrikel oTnv ouada
TWV KOKKISIOGTATIKWV KAl GAAWY QUPHOKEUTIKLOV OUCILY

Kavoviopde mg Emrpormic 1464/2004/EK ng  17/8/2004
OXETIKG JE T XOprynon SeKoeToUg Eykpiang oty TTPOcBEeTn UAN
{wotpopwy Monteban Tmou avAker omy  oudda  TWv
KOKKIDIOOTATIKWY KAl GAAWY QAPHOKEUTIKWV QUTIDY

Kavoviopée g Emmpotmig 1465/2004/EK tng 17/8/2004 Trepi
HOVILNG £YKPIOTIC JIag TTpOaBeTng UANG OTIG JWOTPOPEG

Kavoviouoc g Emirpormig 1800/2004/EK g 15/10/2004
OXETIKG e TN xoprynon Sekaerols éykpiong oTny TTPOCBETH UAN
Jwotpopwy Cycostat 66G Tou avrkel oIy OpAda  Twv
KOKKIBIOOTATIKWY KO GAAWY QAPUAKEUTIKWY OUCTIWY

Kavoviopdg g Emmmporric 2148/2004/EK ¢ 16/12/2004.
OXETIKG WE T HOVIUN Kai TNV TTPOCWPIVA EYKPIOT} OPICHEVLIV
TTPOCBETWY UNDV KOl TNV EYKPION VEWY XPrTEWY HIag
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TTPOGBETNC UANG rdN eyKEKPINEVNG OTIG JWOTPOPES

OB8nyia 2004/116/EK ¢ Emmpormig g 23/12/2004 yia v’
TpOTTOTIOINGT TOU TrapapTiHaTog g odnyiag 82/471/EOK Tou
TupBouhiou Goov agopd TV TTPoadikn Tou TrpoiovTog Candida
guilliermondii ».

O Ymoupydg Mewpyiag, Guaikwy Népwy kar MepiBdhioviog
aoKWVTAC TIC efouciec Trou Tou TTapExel T0 GpBpo 30 Twv Trepi
Zwotpopwy  kai  MpooBetiky  Twv  Zwotpoewy  (EAeyxog
Moidtntac, MpopnBeiag kai Xproewg) Nopwy tou 1993 €wg 2004
kal 0 Kavovioudg 39 twy Tepi Zwotpopuy kai MpocBeTkwy Twy |
Zwotpopwy (Eheyxog TModtnrag, MpopriBeiag kol Xprjoewg)
Kavoviopwy Tou 2001, 8TTwg auToi TROTTOTIOINBNKAY HE TOUG TTEP]
ZwoTpopwyv MpocBetikiv Twy Zwotpogwy (EAeyxog Moidtnrag,
MpopnBeiag kai XpAcewg) Tpototoinmkols Kavoviopoug tou
2004, £kdidel 1o akdAouBo BidTaypa:

1. To Trapév Aidrayua 8a ava@éperal wg 1o TER ZWOTPOPWY
kai  TMpooBemkv  Twv  Zwotpopwy  (Eleyxog  [oiotnrag,
MpopnBeiag kai Xprioewg) (TpomoToinon Mapaptnudtwy) Terapto
Aidraypa, Tou 2005 kot Ba SioBdgeran padi pe TOug  TTERI
ZwoTtpopwy  kar  TMpooBerikwyv  Twy  Zwotpowv  (EAeyxog
MoidTnTag, MpounBeaag kai Xprioewg) Kavovicuoug Tou 2001,
6mwe  autol  TpoTroTroenKav e TOUG  TIEPE  ZWOTPOQUYV
MpocBetikv Twv ZwoTpogwy (EAeyxog Moiotnrag, MpouriBeiag
kal Xprioewe) TpomrorroinTikoug Kavoviguoug tou 2004.

2. Z10 Tapdv AigTayua-
«Kavoviopoi» onuaivel Toug TEpi ZwoTpo@wy kai TpooBeTikwy
Twv Zwotpoewy (EAeyxog Moidtnrag, MpourBeiag Kai Xproews)
Kavoviopoug Tou 2001, 6TTWG QUTOI TPOTTOTTOMBNKAY HE TOUG TTER]
ZwoTpoewy MpooBeTikv 1wy Zwotpogwy (EAeyxog Moidtnrag,
MpoprBeiag kai Xproewg) Tpomotomtikolg Kavoviopolg Ttou
2004.

3.To MMopdprnua 2 Twv Kavoviouwy TPOTTOTToETal OTrwg
kaBopiletal otV TrOpouca Tapdypago kai  orov [livaka |, Tou
TTaPGVTOC AITEYHATOC, 0 OTT0I0G TTPOCTBIOpIZEl TIG TPOTTOTTOINTEIG
Kai OTOTEAEl TNV TEAKr MOPPry TOU KATAAGYOU OPICHEVWY
TIPWTEIVIKWY TInywv Tou TapapTAuarog 2 Twy Kavovigpwy wg
£EAG:

(o) Blaypa®r Twv OKOAOUBWY TTPWTEIVIKWV TIMyWY aTmd 10
MapapTARaTog 2 Twy Kavovieuwy:

(i) 2.1. TNg oupiag KAl TwWV TIAPAYWYWY TNG

(i) 3. TWv apIVOZEWY Kal TWY GAGTWY TOUG



Tpomowoinon
ToU Mépoug A
TO0U
MNapapTtipa-
106 3

Mivakag 1

334

(iii) 4. Twv UBPOEUAVANOYWY TWYV GUIVOEEWY"

(B) TpoaBrikn otV opadag TPoIGVTWY «1.2.1. ZUWEC TTou
KaMiepyoUvTal oe WIKA 1 QUTIKG UTTOTTPWUATA» TOU
Candida guilliermondii yia Xprion GToug TraxuVOHEVOUG
Xoipoug.

4. To Mépog A, Ttou Mapoptiparog 3 Twv Kavoviouwy,
TPOTOTIOEITAl OTTWG KaBopiletal otV TOpoUCa TTapdyPaQPo Kal
orov [ivaka Il , Tou Mapdvrog AaTdyHATOG, © oTToiog TTPOTdIopIZel
TIC TPOTOTTOINCEIG KAl QTTOTEAEl TV TENK HOPQI| TWV GTOIXEIWY
TOU  amaitodvral otV yparmTr dAAwarn Twv JwoTpoeulv Tou
Mépoug A Tou Mapaptiparog 3 Twv Kavoviopwy wg eEAc:

() Siaypagr| otV TTapdypago 5.(1), (2)
™G @pacng “.... étav dev dnAwveral
TIPOQIPETIKA N NUEPOHNVIA TTAPATKEURC.”

(B) TTpoolrkn oty TTapdypPapo 5.(1) Twy o KETW
AETITOUEPEILY GTNV YPOTITH SriAwen Twy cUvOETWY
CwoTpoPwy:

«K) j nEepopnvia eAdxioTng SlampnaoiudTTac, n
kabapr| ToodTnTa, 0 APIBHOS TNG TAPTIBAC KABWCE Kal
0 apIBOC EVKPIONG 1] KOTAXWRIONE UTTopoly va
avaypaQovTal EKTAE TOU XWPOU TTOU TTPOopPIETal

YO TIC GAAeG evBEeiteic eTianuavongy,

«A) oV TrEPITTTWOT] TWV CUVBETWY JWOTPOPWV EXTAG
eKeivwv TToU TTpoOopIiZovTal yia Wa CUVTRPOQIAE, 1 évBeitn
“1a akpiPr] TTocoaTd KATG BEPOG TWV TIPWTWY UADY
CWOTPOPUIV TTOU TIEPIEXOVTAI 0T JWOTPOPH auTh
HTTOpOUY va AapBavovTal amd: ... (avaypaer Tou .
OVOHATOC ] TNG ETAIPIKAG ETTWVULIAG, TG SietBuvanc R
NG £€5pag NG eTaIpEiag, Tou apiBuol TAEQPIVOU Kal TN
BietBuvang NAEKTPOVIKOU Taxudposiou Tou UTFEUBUVOU
yia Tig evBEIEEIS TTOU avapépovTal Ty TTapolod TTapd-

ypago). Ta oToixeia auTd TTapEXOVTGI KATATTIV QITHOEWS
TOU TTEAATN. »

(v) otV TTapdypaeo 5. (2) TTpocBrikn Twy o KATW
TIPOCBETWY CTOIXEIWY TTNY YPATTTr BrAWen Twy
OUVBeTWV JWOTPOPIV:

«(8) Zmv yparrT dnAwon Twy oUVBETWY {WOoTPOPUV Yia
JWo OUVTPOPIGS WTTOPET ETTIONG Va avaypaQEeTal, LE EIBIKN
dridwaon, n TTapousia i N XaunAr TEPIEKTIKOTATA Wiag i
TIEPICTOTEPWV TTPWTWY UAWY {WOTPOQWIV TTOU EXOUY
OUCIQOTIKI] ONHACTA YIO TO XAPOKTNPIGHO JIGC
CWOTPOEriC. TNV TEPITTTWOT auTh, N eAAXIOTN i N
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MEYIOTN TTEQIEKTIKOTNTA, EKPPOATHEVT OE TTOCOCTA
BEPOUC TNC 1 TWY EVOWHATWHEVWY TTIPWTWY UMDV
avaypageTal oaQwg, £ite ditrha ot Bridwaer,
emonuaivovTag Ty 1 TIS TTPWTEG UAEG, EiTe GTOV
KATAAOYO TWV TTPWTWY UMDY, QVaQEPOVTAS TNV 1

TIC TTPWTEC UAEC KAl T OXETIKG TTOo0aTA Bdpoug BitTAa
o1V QVTIOTOIXN KATNYOPIO TTPWTWY UAWV.».

5. To Mépog A tou Tapapmiuarog 6 Twv Kavovigpwy,
avTikaBiotavrar amd Tov Mivaka i, Tou TTapdvtog AlaTdypaTtog, o
omrolog TTpocBiopilel TIC TPOTTOTTOINCEIG KOl OTTOTEAEl TNV TENIKA
HOPON VIO Ta PEYIOTA EMITPETITA OpIG avemBUUNTWY OUCIWY OF
{wotpopéc Kar TTPWTEC UAeg JwoTpogwy Tou MNapaptiuatog 6 Twyv
Kavoviopwy.

6. To Mépog A tou Mapapriuarog 15 twv Kavoviouwy
TpoTroTrolElTal &TTWS KaBopileTal OtV TTapoUca TTApdypa®o Kal
avtikaBiotarar amd tov flivaka [V tou Trapdviog AIGTAypaTog o
otolog  TPoCdiopilel KA TIC TPOTOTOINCES Twy O  KATW
KQTNyopIwy — TTPOOBETIKWY  oudiwv  Tou  Mépoug A Tou
Mapaptipatog 15 we eEng:

(a) otV KaTnyopia «A. KokkiSIooTaTIKG Kat AOITTEG
(PUPUOKEUTIKEG OUGIECY !

(i) Sloypa®r] Twv aKOAOUBWY TIPOTOETIKWV:
HE opIBo E756 «AeKOKIVATI»
He apiBpo E757 «Movevoivikd vaTpioy
HE apiB6 E758 «YBpoxAwpikr popTrevidivr»
He apiBpo E765 «Napadivn»
e apIBpG E766 « ZaAMVOPUKIVIKO VETRION,

(if) Trpoorikn TNC ouoiag pe apiBud E757 Movevaiviko
varpio Tng etaipeiag Eli Lilly and Company Limited yia
Xprian OTa TTAXUVOHEVD KOTOTTOUAQ, OTIG OpvIBEG
QUYOTIGPAYWYHC KAl OTIG YOAOTTOUAEG e BidpKed
xpriong péxpt 30.7.2014,

(i} TTpooBrikn TNG ouoiag pe apiBud E758 YBpoxAwpikn
popTrevidivn 66g/kg (Cycostat 66 G) g eTaipeiag
Alpharma AS, yia Xpfion OTa TTaXUVOHEVA KOTOTTOUAT
OTIC YOAOTTOUAEG, OTQ TTOXUVOEVA KOUVENQ Kal OTQ
KOUVEND avaTrapoywyrg, He DIGpKela Xpriong HEXP!
19.10.2014,

{iv) TTpooBnkn g cuciag pe apiBud E763 Aacalooivikd
varplo Lasalocid A sodium 15 g/100 g (Avatec15% cc)
¢ eTaipeiog Alpharma (Belgium) BVBA, yia xprion

TA TIAXUVOHEVA KOTOTTOUAG Kal 0Ta OpVviBeg
auyoTrapaywyng He diGpkea xprong péxpt 20.8.2014,



