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Ap1Bu6g ékdoong 2.0 (avTtikaBioTd Tnv ékdoon 1.0)

TMHMA 1: MNMpoodiopIcHOG ouTiag/PEiyHaTOG Kal eTaIpEiag/
EmXeipnong

- 1.1 AvayvwpIoTIKOG KWBIKOG TTPoIiovVTOg

- Ovopaoia Tou TpoidvTog oTo uTroplo: ltraconazole

- Ap1Bp6g TTpoidvTog: 103895
- Ap10po6g CAS:
84625-61-6
- Ap1Opog EC:
617-596-9
- 1.2 Zuvageig TpoodiopI{OPEVES XPNOEIS TNG OUCING } TOU JEIYMATOG KAl AVTEVOEIKVUOMEVEG
XPNOoEIg
Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.
- Xprion Tou UAIKOU / TOU JEiypMaTOg
Mp6oBeTo MECO YIa KOAAUVTIKG 1 QAPUAKEUTIKA TTAPOACKEUACHATA

- 1.3 ZToixeia Tou rpounBeuTh Tou SeATiou dedopévwyv ao@alcgiag
- Mapaywyog/rpounBeuTng:

Fagron Hellas ABEE

12km N.R. Trikala-Larisa

Trikala - Greece

PC42100 - PO BOX:32

www.fagron.gr

- Mapoxn TTAnpo@opiwv:
Tel.: 0030 24310 83633-5
Fax.: 0030 24310 83615
- 1.4 ApIBu6Gg THAEQWVOU eTTEiyoucag avAayKng:
Poison Information Centre
Emergency number: (0030) 2107793777
Kévrpo AnAntnpidoewv, 210 7793777

TMHMA 2: MNMpoodiopIcHOG ETTIKIVOUVOTNTAG

- 2.1 Ta§ivéunon Tng ouoiag 1} Tou peiyyarog
- Tag§ivéunon ocp@wva pe Tov kavoviouoé (EK) api6. 1272/2008
Acute Tox. 4 H302 EmBAaBEg o€ TTEPITITWON KATATTOONG.
Skin Irrit. 2 H315 lMpokaAei peBiopod Tou dEpUATOG.
Eye Irrit. 2~ H319 MNpokaAei coBapd opBaAuIkS epeBioud.
STOT SE 3 H335 Mmopei va TTpokaAécel peBICUO TNG AVATTIVEUCTIKNG 000U.

- 2.2 ZToixeia eTIKETAG
- Emofpavon ocupewva pe Tov kavoviouo (EK) api8. 1272/2008

H oucia ta&ivoueitar kal emonuaiveral gUpQwva Pe Tov Kavoviouo CLP.
- EIkovoypdppara Kivduvou

GHSO07

- MpogidotroinTikA Aégn MNpoooxn

- AnAwoeig emMKIVOUVOTNTAG
H302 EmBAaBég o€ TTEPITITWON KATATTOONG.
H315 lMNpokaAei epeBiopod Tou dEPUATOG.

(ouvéxela aTn oghida 2)
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Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

(ouvéxela atrod T oghida 1)
H319 lMpokaAei coBapd oPOaAuIKS epeBIOUO.
H335 Mrtropei va TTpokaAécel epeBIcUS TNG AVATIVEUCTIKAG 000U.

- AnAwoeig TpoPuUAGSEwV
P261 ATtro@eUyeTe va avaTtrvéeTe okévn/avabuuidoeig/aépla/otayovidia/atuoug/
EKVEQUMATA.
P280 Na @opdTe TTPOCTATEUTIKA YAVTIA / JETA ATOMIKAG TTPOOTACIAG Yia T paTIa /
MEOQ ATOUIKAG TTPOCTACIAC YIa TO TTIPOCWTTO.
P301+P312 2E NEPINTQZH KATAMNOZHZ: KaAéote To KENTPO AHAHTHPIAZEQN/

yiatpo, av aioBaveoeite adlabeaia.
P305+P351+P338 ZE MEPINTQXZH EMNA®HZ ME TA MATIA: ZeTTAUVETE TTIPOOEKTIKA HE VEPO YIa
ApPKETA AeTTTA. Av UTTAPXOUV QOKOI ETTAPAG, APAIPECTE TOUG, AV Eival EUKOAO.
JuvexioTe va EETTAEVETE.
P405 duAdooeTal KAEIDWUEVO.
P501 AtroppiyTe Ta TTEPIEXOUEVA/DOXEID CUPPWVA PE TOUG TOTTIKOUG/EBVIKOUG/
O1ebveig kavoviopoug.
- 2.3 AAAoi kivduvol
- ATroteAéoparta TnG agioAdéynong ABT ka1 aAaB
- ABT: Mn xpnoigotroiroiyo
- AAaB: Mn xpnoigotroiioiyo

TMHMA 3: 20vBeon/TTAnpo@Yopieg yia T CUCTATIKA

- 3.1 Oucigg
- Ap10. CAS, 6vopua
CAS: 84625-61-6 Itraconazole
- Ap1Bu6g(oi) TauTéTNTAG TIPOIOVTOG
- Ap1Bp6g EC: 617-596-9

TMHMA 4: Métpa rpwTWwV Bonbsiwv

- 4.1 Meprypa@n HETPWV TTPWTWYV Bondsiwv
- Tevikég odnyieg:
To&IKd ouUPTTITWHATA UTTOPOUV VA EUPAVICTOUV AKOWPN Kal JETE atrd TTOANEG WPEG, YIQUTO gival
aTmapaitTnTn N 1I0TPIKA TTApakoAoudnaon 1o AlywTEPO yia dU0 24wpa PETA aTTd £€va aTUxnua.
- MeTa amrd ei1omrvon: ATrapaitnTog o kaBapdg aépag Kai yia BeRaIdTNTa CUPBOUAEUTEITE yIOTPO.
- MeTd amrd ema@n pe 1o Sépua:
=emAUBEeiTe apéowg Pe vepd Kal oatrouvi Kal TTOAU KAAS EETTAUpA.
> TrepITTwan ouvexiIgouevou epeBiouol TTIOKEUBEITE yIaTPO.
- META OTTO ETTAQN PE TA MATIAL
Na TTAOVETE Ta PATIO KATW aTTO TPEXOUUEVO VEPO APKETH WpPa Kal avolxTd Ta BAEpapa. Av
ouveyifovTal ol evoxXAHOEIG CUUBOUAEUTEITE TOV YIOTPO.
- META a1TO KATATTOON):
Na EeTTAUVETE TO OTOPA KAI VO TTIEITE KATOTTIV APKETO VEPO.
Emoke@Beite apéowg Tov yiarpo.
- 4.2 ZNUAVTIKOTEPO CUUTITWHATA KAl ETISPACEIG, AMETES | HETAYEVECTEPES
Agv d1aTiBevtal AANEG OXETIKESG TTANPOPOPIEG.
- 4.3 'Evdei§n omolaodAITOoTE ATTAITOUNEVNG AUECNG IATPIKAG PPOVTIdAG Kal €15IKAG
Oeparreiag
Agv d1aTiBevtal GANEG OXETIKES TTANPOYOPIEG.
GR
(ouvéxela oTn oehida 3)
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Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

(ouvéxela atré Tn ogAida 2)

TMHMA 5: MéTpa yia TRV KATATTOAEUNON TS TTUPKAYIAG

- 5.1 NMupooBeoTikd péoa
- KatdAAnAa TTupooBeoTIKA HEOQ.
Ta péTpa KATOORECEWS TNG PWTIAG EVOPUOVICOVTaI JE TA TTEPIKEIJEVA.
aQPOG avOeKTIKOG OTO OIVOTIVEUUA
d10&eidiov Tou avBpakog (CO2)
TTUPOORETTIKN OKOVN
- 5.2 E181K0i Kiviuvol TTou TTpOoKUTITOUV a1Té TNV oudia | To pEiyHa
2€ TTEPITITWON UTTEPBEPUAVOEWG 1] TTUPKAIAG UTTOPEI va avaTTTuxBouv ToEIKG aépia.
Movoéeidiov Tou dvBpakog (CO)
udpoxAwpio (HCI)
o&gidia alwTtou (NOx)
- 5.3 ZuoTdoeig yia TOug TTUPOoOoRECTEG
- EIBIKOG TTPOOTATEUTIKOG EEOTTAIONOG:
XPNOIUOTTOIEIOTE Wia OTTOIAdNTTOTE AVATIVEUCTIKA OUOKEUN.
PopéoTe OAOOWUEG EQAPUOOTEG OTOAEG.

TMHMA 6: MéTpa o€ TTePITITWON aKoUolag EKAuong

- 6.1 MPOCWTTIKEG TIPOQPUAAEEIG, TTPOCTATEUTIKOG £§OTTAICUOG Kal B1adIKATiEg EKTAKTNG
avaykng
XpnoIYoTToIEioTE TIPOCTATEUTIKO £EOTTAIOUG. ATTOUAKPUVETE TA ATTPOCTATEUTA TTPOCWTIA.
- 6.2 Mep1BaAAovTikéG TTPpOQUAGSeIg:
Mnv 10 ad€IdleTe OTNV ATTOXETEUON Kal ETTIQAVEIEG UBATWYV. Agv TTPETTEl va BIEIOdUOEl OTA YrIva
VEPQ.
- 6.3 M£00odo1 Kal UAIKG yia TTEPIOPICHO Kal KABApPIoHO:
MepiuvnoTe yia ETTAPKI agPIOUO.
To cuAAeypévo UAIKS va aTToppITITETAI OTTWG TTPORAETTETAL.
EvatroBéoTe poAuopéva UAIKA wg eTTIKivOuva atmoBAnTa katd 10 onueio 13.
- 6.4 Mapatroutrn o€ dAAa TUAMATA
MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KeE@AAaIO 7.
MAnpo@opieg yia TOV ATOUIKG TTPOCTATEUTIKO £E0TTAIOUS BpeiTe aTO KEPAAQIo 8.
MAnpoopieg yia TNV evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipion6g Kal atrofRKeuon

- 7.1 Mpo@uAdgeig yia ac@aAn Xeipiopd Me cwaTh xprjon dev atTaiTeital Ayn €I0IKWY PETPWV.
- Odnyigg yia ToV TPOTTO TTPOOTACIOG KATA TNG TTUPKAIAG Kol £KPNENG:
Agev aTraiteital Ayn €1I8IKWY PETPWV.

- 7.2 ZuvOnikeg aoc@aloug @UAagng, ocuptrepIAapfavopévwy TUXOV aoUHBATOTATWY
- ATroORikeuon:
- ATTAITAOEIG YIO TOUG XWPOUG ATTOOAKEUO NG KAl TOUG TTEPIEKTEG Kapia €10IkA agiwan.
- Y1rodeigeig ouvatroBikeuong: dev attaiteital
- MepaiTépw dNAWOEIG Yia TOUG 6poug aTToBRKEUONG:
ATTOONKEUETAI OE OTEYVO XWPO.
Na diatnpeital o€ KOAG KAEIoPEVO DOoXEiO.
- 7.3 Eid1kA TeAIKA Xprion N xpnoeig Acv ival d1aB£aiueg AAAEG OXETIKEG TTANPOPOPIEG.
GR
(ouvéxela aTn oghida 4)
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Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

(ouvéxela atrod Tn oehida 3)

TMHMA 8: 'EAeyX0G TnG €KOEONG/ATOMIKE TTPOCTAC I

- 8.1 MapdapeTpol eAéyxou

- ZUOTOTIKA OTOIXEIO ME OPOBETIKEG TINEG APOPOUCES TOV TOTTO EPYATiag KAl TTOU opEiAouv
va €mITPOUVTal:
Agv UTTAPXEL.

- ZUNTTANPWHATIKEG UTTODEISEIG:
Zav Baon xpnaiyoTroiénkav ol IoXUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyn.

- 8.2 'EAeyxol ékBeong
- KardAAnAoil ynxavikoi éAeyxol Kayia dAAn auotaon, BAETTE ke@AAalo 7.
- MéTpa aTOUIKAG TTPOOTACING, OTTWG ATOUIKOG TTPOOTATEUTIKOG £€OTTAICUOG
- Tevikd péTpa TTpOOTACIOG KAI UYIEIVAG:
Makpud atrd TPoO@Iua, TTOTA Kal {WOTPOPEG.
Na Byalete auéowg Ta Aepwpéva, Bpeyuéva evouuaTa.
Na TTAEveETE Ta XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.
Na aTTOQEUYETE TNV ETTAQPN WE TA PATIO KAl TO EPUA.
- MpooTacia TWV AVATTVEUCTIKWY 03WV
MNa ouvtoun A Yikper] €mMBApUVON va XPNOIUOTIOIEITE AVOTTIVEUGTIKA CUCKEUN PE QIATPO, yIa évTovn
] TTOPATETAPEVN £€KOEGN TTPOCTATEUTIKI) AVATIVEUCTIKI] CUOKEUK aveEAPTNTA TOU TTEPIBAAAOVTOG
aépa.
- MpooTacia Twv Xepiwv

MpoaoTaTeuTikd yavTia.

To UAIKO Twv yavTiwv Ba TTRETTEN va gival un SIaTTepaTd Kal avBeKTIKO EvavTl TOU TTPOIOVTOG / TOU
UAIKOU / TOU TTOPACKEUGTUATOG.
AGYyw Un TpaypaToTToinong OOKIUWY Oev PTTOPET va TTPOTABE Kavéva UAIKO YavTIWV yIa TO TTPOIdV /
TO TTAPACKEUACTUA / TO XNMIKO HEiyHa.
EmA£ETE TO UAIKO TOU yavTiou AapdavovTag utr' dyn Toug Xpovoug diEAeuang, To Babud
d1aTTEPATOTNTAS KAl TNV UTToRA6uIoN.

- YAIKS yavTiwv
H emAoyn Tou KatdAAnAou yavTiou dev e€apTdral pévov atod 1o UAIKG, aAAG Kail Ta ETTITTAEOV
XAPAKTNPIOTIKA TTOIOTNTAG, TA OTToia SIAPEPOUV avAAoya E TOV KOTAOKEUAGTH).

- Xp6vog digioduong Tou UAIKOU yavTIWV
O akpIBAG xpOvog dIEAEUCNG OVAKOIVWVETAI OTTO TOV KATACOKEUAOTH TWV TIPOCTATEUTIKWY YAVTIWV
Kal Ba TTPETTEl va TNPEITAl TTAVTOTE.

- MpooTacia Twv HATIWYV / TOU TTPOCWTTOU

MpooTtaTeuTikd yuaAid atroAUTWGS £QAPPOOTA.

- MpooTacia yia To cwpa: MNMNpocaTaTeuTIKA €vOUUATia Epyaaiag.

TMHMA 9: ®uoikég Kal XNMIKES 1I010TNTEG

- 9.1 Zroixeia yia TIG BACIKEG PUOIKEG KAl XNUIKES IBIOTNTEG
- Tevikég TTANpoQoOpieg

- Quoikn KaTdoTaon oTePED

- Xpwpa: AkaBopioTo.

- Oopn: XOPOKTNPIOTIKA

- 'Op10 OOUAG: Mn kaBopiopévo.

(ouvéxela oTn oehida 5)
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Ap1Bu6g ékdoong 2.0 (avtikaBioTd Tnv ékdoon 1.0)

Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

- Znueio TASewg/onueio TA§ewg:

- ZnMeio {éocwg N apXIKO onpeio {Eo0Ewg Kal
meploxn {éoewg

- EUQAEKTOTNTA

- AVWTATO KOI KATWTATO OpI0 EKPNEINOTNTAG

- KATWTEPA:

- AVWTEPA:

- Znueio avdagAedng:

- OgpHoKpacia arroouvleong:

- 1§wdeg:

- Kivnuariké 1§wdeg

- SUVAMIKA:

- AloAUTOTNTA

- VEPO:

- ZUVTEAEOTAG KATAVOUNAG O€ h-OKTAVOAN/vepod
(AoyapiOuIKA TIPA)

- Tdon atpwyv

- MukvéTNTA KAI/ GXETIKN TTUKVOTNTA

- MukvéTnTa:

- ZXETIKA TTUKVOTNTA

- MukvéTNTa ATHWV

- XapaKTNPICTIKG CWHATISIWY

- 9.2 Nortrég TAnpogopieg

-Oyn:

- Mopen:

- ZNMAVTIKEG TTANPOYPOPIES YIA TNV TTPOCTACIO
TNG UyEiag Kai Tou TePIBAAAOVTOG, aAAd Kal
TNV ao@dAsia.

- OgpHoOKpaATia auTavAa@Aeing

- EKPNKTIKEG 1810TNTEG:

- MeTafoAn Tng KaTtdoTaong.
- PuBpog g§arpiong

- MAnpo@opieg OXETIKA HE TIG KAAOEIS QUOIKOU
KivdUivou

- EKpNKTIKA

- EO@AeKTa aépia

- AgpoAlpara

- OgeIdWTIKG aépia

- Aépla utré Trigon

- EO@AekTa UYpd

- EO@AeKTO OTEPEA

- AUTEVEPYEG OUTIEG KOl EIYyHATO

- Mupo@opikd uypd

- Mupo@opikd oTeped

- AUTOOEPHAIVOEVEG OUTIEG KAl PEIYMATO

- Ougigg Kal geiygaTa TTou eKAUOUV EUQAEKTA
AEPI0 OE ETTAPR ME TO VEPO

- O&EIdWTIKA Uypd

- O&EIBWTIKA OTEPED

(ouvéxela atrod T oghida 4)

163°C

Aev gival TTpoadlopICuEVO
To UAIKO Bev gival eUQAEKTO

Mn kaBopicuévo.
Mn kaBopicuévo.
Mn xpnoipoTToInoipo
Mn kaBopicuévo.
Mn xpnoipoTToInoipo

Mn xpnoigoTToInoipo
Mn xpnoigoTroinaiyo

Mn kaBopicuévo.

Mn kaBwpiouévo.
Mn xpnoipoTToInoipo

Aev gival TTpoadlopICuEVO
Mn kaBopicuévo.

Mn xpnoigoTroInaciyo
BAéte kepdAaio 3.

KPUOTOAAIKG

Mn kaBopicuévo.
Agv vgioTatal Kivduvog eKpALEwS Tou
TTPOIGVTOG.

Mn xpnoligoTtToInoipo

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

EKTTITTTEI
EKTTITTTEI
EKTTITTTEI

(ouvéxela oTn oehida 6)
GR

ron

personalizing
medicine

FCIq



AgATio dedopévwv ac@alAgiag ZeAida: 6/8

cUp@wva pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’g§f gjgggggg

Ap1Bu6g ékdoong 2.0 (avtikaBioTd Tnv ékdoon 1.0)

Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

(ouvéxela atrod Tn oghida 5)

- Opyavikd utrepoéeidia EKTTITTTEI
- Ougigg kal peiypgarta rou Spouv diaBpwTikd

EVAVTI TWV PETAAAWV EKTTITTTEI
- ATreuaioONTOTTOINMEVA EKPNKTIKA/HEIYMATO

Kal TTPOIOVTA UE EKPNKTIKA EKTTITTTEI

TMHMA 10: ZTa0epdTNTA KOl AVTIOPACTIKOTNTA

-10.1 AvTidpaoTikéTnTa Acv diaTiOevTal AAAEG OXETIKEG TTANPOPOPIES.
- 10.2 Xnuikf oTtaBepbdTNTA
- QepuIKA amroouvOeon / Opol TTou TTPETTEI VA ATTOQEUYOVTAI:
Agv atroouvTiBeTal av n XpNOIUOTIOINGT] TOU YiVETAl KAVOVIKA.
-10.3 MBavoTnTa EMIKIVOUVWYV avTIdpdoewv Agv gival yvwaoTr Kapia emmikivouvn avtidpaaon.
- 10.4 ZuvOniRkeg TPog atropuyn Acv diaTiOevTal AAAEG OXETIKEG TTANPOPOPIES.
- 10.5 Mn oupBard uAikd: Acv diaTiBevtal GAAEG OXETIKEG TTANPOYOPIEG.
- 10.6 Emikivduva mpoiévTa atroouvleong:
Movo£eidio kai dio&gidio Tou dvBpaka.
YopoxAwpio (HCI)
NiITpwdn aépia
O¢eidia alwtou (NOXx)

TMHMA 11: ToSikoAoyIKEG TTANPOPOPIEG

-11.1 MAnpo@opieg yia Tig Tagelg KIvBUvou, 6TTwG opiovTal oTov Kavoviouo (EK) apif.
1272/2008
- Ogeia To§iIkoTNTA ETRACBEG O€E TTEPITITWON KOTATTOONG.
- ZNUOVTIKEG TIMEG Tagivounong-LD/LC50
A6 10 oTépa | LD50 | >320 mg/kg (rat)
- AidBpwon kal epeBICUOG TOu dépUaTog [NpokaAei epeBIoUO Tou OEPUATOG.
- ZoBapn opBaApuiki BAGBN/epeBioudg MNpokahei coBapd oPBAAUIKO epeBICUO.
- EuaioOnrotroinon Tou avatrveuoTikoU | euaiocBnToTroinon Tou dépparog
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounaong dev TTAnpouvTal.
- MetaAAagloyéveon YEVVNTIKWV KUTTAPWV
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounaong dev TTAnpouvTal.
- Kapkivoyéveon Baoel Twv d1aBéaiywy dedouévwy, Ta KpIThpia Tagivounong dev TTAnpouvTal.
- To§ikéTnTa OTNV AVaTTAPAYWYH
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EI81KA To§IKOTNTA 0T Opyava-oToxoug (STOT) - epdrrag ékBeon
Mrtropei va TTpokaAéoel epeBIoUO TNG AVATTIVEUCTIKAG 000U.
- EI81KA T0§IKOTNTA OTa Opyava-oToxoug (STOT) - eravelAnuuévn €kBgon
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EmkivduvoTnTa avappoé@nong
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- 11.2 NMAnpo@opieg yia GAAoug TUTTOUG ETTIKIVOUVOTNTOG
- 1816TNTEG EVOOKPIVIKAG BlaTapaxfg H ouaia dev TrepiéxeTal

TMHMA 12: Oi1KoAoyIKEG TTANPOPOPIES

-12.1 ToikoéTNnTA
- Y&aTtikA To§ikoTnTa: Agv diaTiBevtal GANEG OXETIKEG TTANPOPOPIEG.
- 12.2 AvOEKTIKOTNTA KAl IKAVOTNTA a1trodopnong Aev diatiBevral GAAEG OXETIKEG TTANPOPOPIEG.

- 12.3 AuvaroTnta Biooucowpeuong Aev OiatiBevTal GAANEG OXETIKEG TTANPOPOPIEG.
(ouvéxela otn oghida 7)
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Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

(ouvéxela atrod Tn oehida 6)
- 12.4 KivnTikéTnTa 010 £€8a@og Acv diatiBevtal GAAEG OXETIKEG TTANPOPOPIEG.
-12.5 AroteAéopara Tng a§ioAdéynong ABT kai aAaB
- ABT: Mn xpnoigotroiroigo
- AAaB: Mn xpnoigotroinoiyo
- 12.6 1316TNTEG EVBOKPIVIKAG Slatapaxng
To 1Tpoidv dev TTEPIEXEI OUTIEG UE IBIGTNTEG TTOU BIATAPACOOUV TO EVOOKPIVIKO UCTNUA.
- 12.7 AAAEG ApVNTIKEG ETTITITWOEIG
- MepaiTépw olkoAoyIkEG evdei§eig:
- Tevikég odnyieg:
Emikiviuvo yia To uddrivo TTepiBaAAov - KAdon 1 (Aikr pag ektipnon): eAa@pwg miKivouvo
Agv emtpémetal va d1E100U€l OTa yhIva vepd, va adeIdeTal oTo UdATIVO TTEPIBAAAOV ) OTNV
QATTOXETEUCT) U OPAIWHEVO ) OXETIKA O€ HEYAAEG TTOOOTNTEG.

TMHMA 13: ZToIxeia OXETIKA pE TN d1G0g0N

- 13.1 Mé0BoboI ereéepyaciag ammroBARTWY

- ZuoTaon:
Aev emTpétreTal va evatroTiBetal padi pe Ta koiva atmmoppiyparta. Mnv 1o adeidlete aTnv
ATTOXETEUON.

- EupwTTaikog katdAoyog amroBARTWY
HP4 | EpeBioTiké - £peBIou6G TOu d€puaTtog Kal o@BaApiKA BAGRN
HP5 | Eidikr) To€ikéTnTa 01O Opyava-otéxoug (ETOZ)/TofikoTnTa a1rd avappopnon
HP6 | Oteia TogikodTNTO

- AKAOOPTEG CUOKEUATIEG:
- XooTtaon: H evaméBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyYieg.

TMHMA 14: NMAnpo@opisg OXETIKA HE TN HETAPOPA
-14.1 Ap1Bpu6g OHE 1 ap1Buédg TautéTNTOG

- ADR, IMDG, IATA EKTTITITEI
- 14.2 Oikeia ovopacoia arrootoArig OHE
- ADR, IMDG, IATA EKTTITITEI

- 14.3 Tagn/-&1g KIvdUvou Katd Tn HETaPOpPd
- ADR, ADN, IMDG, IATA

- KAdon EKTTITTTEI

-14.4 Opdada cuokevaoiag

- ADR, IMDG, IATA EKTTITITEI

- 14.5 MepiBaAAovTikoi Kivduvol: Aev £xel e@apuoyn

- 14.6 E1d1kég rpo@UAAGSeIg yia Tov XpAOTH  Acgv €xEl eQapuoyn

- 14.7 OaAdooieg HETAPOPES XUBNV CUNPWVA
HE TIg Trpdselg Tou IMO Agv €xel e@apuoyn

- UN "Model Regulation": EKTTITITEI

GR
(ouvéxela aTn oghida 8)

3 Fagron

personalizing
medicine



AgATio dedopévwv ac@alAgiag ZeAido: 8/8

cUp@wva pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’g§f gjgggggg

Ap1Bu6g ékdoong 2.0 (avtikaBioTd Tnv ékdoon 1.0)

Ovopagia Tou TPoidvTog oTO gUTTOpIo: Itraconazole

(ouvéxela atré Tn ogAida 7)

TMHMA 15: ZTo1Xgia VOMOBETIKOU XOPOAKTAP

- 15.1 Kavoviopoi/vopoBeoia oXeTIKA PE TRV ao@AAEla, TV vyEia Kal To TTeEPIBAAAoV yia Thv
oucia ] To peiypa

- Odnyia 2012/18 / EE

- Karovopadéueveg emikivouveg ouaieg - MAPAPTHMA | H oucia dev repiéxeTal

- Odnyia 2011/65/EE yia Tov TepIOopIoN6 TG XPNONG OPICUEVWV ETTIKIVOUVWY OUCIWV OE
NAeKTPIKO Kal NAekTPOVIKS £§oTTAIONO - MapapTnua ll
H oucia dev TrepiExeTal

- KANONIZMOZ (EE) 2019/1148

- MapapTnua | - MIPOAPOMEZ OYZIEZ EKPHKTIKQN YAQN YNO MEPIOPIZMOYZ (AvwTaTtn
TIMR OPioOU yia TOUG OKOTTOUG TNG Xopnynong adsiag cuu@wva Je 1o dppo 5 Trapdypagog
3)
H oucia dev TrepiExeTal

- MapapTtnua Il - AHAQTEEXZ NPOAPOMEZ OYZIEX EKPHKTIKQN YAQN
H oucia dev TrepiExeTal

- Kavoviopég (EK) api0. 273/2004 1repi TwV TPOoSpOWYV OUCIWYV TWV VAPKWTIKWV
H oucia dev TrepiExeTal

- Kavoviopoéo (EK) apif. 111/2005 oxeTikd pe Tn 0£0TTION KAVOVWY YIO TNV TTaOPpaKoAoudnon
TOU EUTTOPIOU TTPOSPOUWYV OUCIWV VOPKWTIKWV HETASU TG KolvoTnTag KAl TRITWV XWPWV
H ouoia dev TrepiExeTal

- 15.2 ASloAdynon XnUIKAG ao@daAsiag:
H afioAdynan xnUIKAG ac@aAeiag Ogv TTPAYUATOTTOINBONKE.

TMHMA 16: Aoitrég TTAnpo@opieg
AuTég o1 dnAwoelg BacifovTal OTO CNPEPIVO ETTITTEDO TWV YVWOEWV Pag, Oev AtToTEAOUV £yyUnon
yIQ TIG IBIOTNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV T SNUIOUPYiIa CUPBATIKWY UTTOXPEWTEWV.

- Topéag Tou €kdidel To AgAtio Agdopévwyv:
Fagron Hellas
Quality Assurance
- MNa mAnpog@opieg areuBuvBeite: v.dimitroulis@fagron.gr
- Ap1Bp6g TTponyolpevng €kdoong: 1.0
- ZUVTUAOEIG KOl APKTIKOAESa:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement
Concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Acute Tox. 4: O&eia TogIkdTNTa péow Tou — Katnyopia 4
Skin Irrit. 2: AiGBpwon/epeBioudg Tou dépuaTog — Karnyopia 2
Eye Irrit. 2: ZoBapn o@BaAuikr BAGRN/epeBiopds Twv opBaAuwy — Katnyopia 2
STOT SE 3: EidIkA TogIkdTNTa 0Ta dpyava-oToxoug (Hia epdaTrag ékBean) — Kartnyopia 3
- * Tpotmrotroinuéva oToIXEia O€ OXEON ME TNV TTPONYOUNEVN €KBoon
GR
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