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Ap1Buog ékdoong 1.0

TMHMA 1: MNpoodiopiocudg ouciag/PeEiypaTog Kal eTaipeiag/
ETMIXEIPNONG
* 1.1 AvayvwpIoTIKOG KWBIKOG TTPoiovTog

- Ovopacia Tou TpoiodvTog oto eumropio: Ofloxacin
Ofloxacinum

- Ap1Bp6g Trpoidvrog: 102790
- Ap10uo6g CAS:
82419-36-1
- Ap10u6g EC:
680-263-1
* 1.2 Zuva@eig TpoodiopI{OpEVEG XPNOEIG TNG OUCIAG | TOU MEIYHOATOG KOl AVTEVOEIKVUOUEVES
Xxenoeig
Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.
* Xpion Tou UAIkoU / Tou peiyparog PapPakeUTIKG CUOTATIKA

1.3 ZToixeia Tou TpopnBeuTh TOU SeATiou Sedopévwv ao@aleiag
* Napaywyog/Tpoun0euTAG:
Fagron Hellas ABEE
12km N.R. Trikala-Larisa
Trikala - Greece
PC42100 - PO BOX:32
www.fagron.gr
* Mapoxn TAnpo@opiwyv:
Tel.: 0030 24310 83633-5
Fax.: 0030 24310 83615
1.4 Ap1O6G TNAEQWVOU eTTEiyoucag AVAYKNG:
Poison Information Centre
Emergency number: (0030) 2107793777
Kévtpo AnAntnpidoewv, 210 7793777

TMHMA 2: MNMpoodiopIcHOG ETTIKIVOUVOTNTAG
* 2.1 Ta§ivéunon Tng ouciag ) Tou PEiYHATOG
* Tag§ivopnon cUp@wva pe Tov kavovioué (EK) api. 1272/2008
Acute Tox. 4 H302 EmBAaBEg o€ TTeEPITTTWON KATATTOONG.
Acute Tox. 4 H332 EmBAaBég o€ TTEPITITWON EICTIVOAG.
Skin Irrit. 2 H315 lMNpokaAei epeBioud Tou dEPPATOG.
Eye Irrit. 2 H319 lNpokaAei coBapd opBaAUIKO epeBICUO.

Resp. Sens. 1 H334 Mmopei va TrpokaAéael ahAepyia f cupTITwaTa dobuaTtog f dUCTIVOIa O€
TTEPITITWON EICTTVONG.

Skin Sens. 1 H317 Mtropei va TpokaAéoel aAAepyIKA dEPUATIKA avTidpaon.

2.2 TTOoIXEiO ETIKETAG
* Emiopavon oopewva pe Tov kavoviopo (EK) api8. 1272/2008
H oucia Ta&ivoueital kal emonuaiveral cUpQwva Pe Tov Kavoviouo CLP.
(ouvéxela aTn oghida 2)
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Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atod T oghida 1)
- ElIkovoypdppaTta Kivduvou

%

GHS07 GHS08

 MpoegidotroinTikn Aégn Kivdouvog
- AnAwoeig emiKivouvoeTnTag
H302+H332 EmRAaBEg o€ TTEPITTITWON KATATIOONG | O€ TTEPITITWON EIGTIVONG.

H315 MpokaAei epeBIouo TOU HEPUATOG.

H319 MpokaAei coBapo o@BaAUIKO £peBIOUO.

H334 Mrropei va TTpokaAéoel aAAepyia i cupTITWPATA GoBuaTog ] SUCTIVoIa OE TTEPITITWON

EICTTVONG.
H317 Mrtropei va TTpokaAéoel aAAePYIKT) dEpUATIKA avTidpaon.
- AnAwoeig rpopuAdéewv

P261 ATro@elyeTe va avatvéeTe okoOvn/avabuuidoeig/agpia/oTayovidia/aTuoug/
EKVEQUWMATA.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIO / JETA ATOMIKAG TTPOCTACIAC YIa Ta YaTIa / yéoa
ATOMIKNG TTPOCTACIAG YIA TO TIPOCWTTO.

P284 [Z€ TrepiTTTWON aveTTaPKOUG AEPIGUOU] XPNOIPOTIOIEIOTE HEGA ATOWIKNG TTPOCTACIAG

TNG AvaTIVONG.

P305+P351+P338 XE MEPINTQXH EMNA®HE ME TA MATIA: ZeTTAUVETE TIPOOEKTIKA PE VEPO YIa
APKETA AETTTA. AV UTTAPXOUV QOKOI ETTAPNG, APAIPECTE TOUG, AV Eival EUKOAO.
2UVEXIOTE va EETTAEVETE.

P342+P311 Edv mapoucidlovral avatveuoTIKG cuptiTwpata: KaAéote To KENTPO
AHAHTHPIAZEQN/yiatpd.

P501 ATToppiyTe T TTEPIEXOUEVA/DOXEIO CUPPWVA UE TOUG TOTTIKOUG/EBVIKOUG/DIEBVEiG
KavovIouoUG.

2.3 AAAoi kivduvol

- AtroteAéopara Tng agiohéynong ABT kai aAaB
* ABT: Mn xpnoIJOTIOINCIKO

- AAaB: Mn xpnaoiyoTtroinaiyo

TMHMA 3: 20v0eon/TTANpo@OPIES VIO TA CUCTATIKA

3.1 Oucigg
- Ap10. CAS, 6voua
CAS: 82419-36-1 Ofloxacin
Ofloxacinum
- Ap1O0pOg(0i) TAUTOTNTAG TTPOIGVTOG
* Ap1Bp6¢ EC: 680-263-1

TMHMA 4: Métpa rpwTwV Bonbsiwv

- 4.1 MNeprypa@n PETPWYV TTPWTWV Bonbeiwv
: Fevikég odnyieg:
To&IKG CUPTTTWHATA PTTOPOUV VA EUPAVICTOUV AKOMN Kal JETA atrd TTOAAEG WPEG, YIQUTO ival
aATTaPaiTNTN N 1ATPIKA TTApaKoAoUBnon 1o AiyWTePO yia dUo 24wpa PETA atrd éva aTtixnua.
(ouvéxela atn oghida 3)
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Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atod T oghida 2)
>¢ TTepiTTwaon appubuiag TNG avatvor|g 1 avaoToAnG emMRAAAETAI TEXVNTH avaTIvor).
* Merd amrod siomrvon:
Atrapaitntog 0 kKaBapdg aépag kal yia BeBaidtnTa cuuUBOUAEUTEITE yIATPO.
>¢ mrepimTwaon AirroBupiag emPBAAAeTal KATAKAION Kal JETOQOPA o€ aTaBepr TTAGyIa BEon.
* Merd amwd ea@n pe 1o dépua:
=emAuBEeiTe apéowg pe vepo.
KaAéaTe apéowg yiatpod.
* META aTTé €TTAPN ME TA PATIA:
Na TTAOvVETE Ta PATIO KATW ATTO TPEXOUMEVO VEPO QPKETH WPA Kal avoixTd Ta BAEpapa.
* METG aTré KaTdtroon: Emokepbeite apéowg Tov yiatpd.
* 4.2 INUAVTIKOTEPO CUMTITWHATA Kl ETTIOPACEIG, AUECES | METAYEVEOTEPES
Agv d1aTiBevtal GANEG OXETIKEG TTANPOYOPIEG.
* 4.3 'EvdeIgn omol100SATTOTE ATTAITOUMEVNG AMECNG IATPIKAG PPOVTIdAG Kal €1I0IKAG BepaTtreiag
Agv diaTiBevTal GANEG OXETIKESG TTANPOPOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1 NupooBeoTikd péca
- KatdAAnAa TupooBeoTIKA péoa.
Ta péTpa KATOORECEWS TNG PWTIAG EVAPUOVICOVTaIl JE TO TTEPIKEIUEVA.
ekTivagn vepou uwnAng Trieong
d10&eidiov Tou avBpakog (CO2)
TTUPOORETTIKA OKOVN
appog
+ 5.2 E181K0i Kivduvol TTou TTpoKUTITOUV a1rd TNV OUsia 1] TO MEiypa
2€ TTEPITITWON UTTEPBEPUAVOEWG 1] TTUPKAIAG EKAUOVTAI TOEIKA aépia.
2¢€ pia TTUpKaid eival duvaTov va eAeubBepwBouv:
povoéeidiov Tou dvBpakog (CO)
o&gidia afwTtou (NOx)
udpoBodpiov (HF)
5.3 ZuoTdoE€ig Yia TOUG TTUPOOREDCTEG
- EI81k6G TpooTaTEUTIKOG ESOTTAIONOG:
XPNOIUOTTOIEIOTE AVATTIVEUOTIKI) CUOKEUN.
PopéoTe OAOOWUEG EQAPUOOTEG OTOAEG.
XPNOIUOTTOIEIOTE Wia OTTOIAdNTTIOTE AVATIVEUCTIKA OUOKEUN.

TMHMA 6: MéTpa o€ TTepPITITWON AKOUOI10G EKAuong

* 6.1 MPooWTTIKEG TTPOPUAAEEIG, TTPOCTATEUTIKOG £§OTTAICOG Kail B1adIKATIEG EKTAKTNG AVAYKNG
dpovTioTE YIa ETTAPKI AEPIOUO.
XpNOoIYOTTOIEIoTE TIPOCTATEUTIKO £EOTTAIOUO. ATTOUAKPUVETE TA ATTPOCTATEUTA TTPOCWTIA.
ATtropelyeTe va dnuioupynBei okdvn.
* 6.2 NMepiBaAAovTikéG TTpo@UAdseIg:
Mnv 1o adeIdleTe OTNV ATTOXETEUON KAl ETTIQAVEIEG UBATWYV. Agv TTpETTEl va DIEIodUOEl OTA yiIva vepd.
* 6.3 M£00d01 Kal UAIKA yia TTEPIOPICHO Kal KaBapIouo:
SUMAéyovTal PNXAVIKA.
MepiuvnoTe yIa ETTAPKI aEPIOUO.
To cuAAeypévo UAIKS va aTToppITITETAI OTTWG TTPOPRAETTETAL.

EvatroBéoTe poAuopéva UAIKA wg eTTIKivOuva atmoBAnTa katd 10 onueio 13.
(ouvéxela otn oghida 4)
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Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atod Tn oghida 3)
* 6.4 NMapatrou ) o€ AAAG THARHATA
MAnpoopieg yia Tov aiyoupo XeIpiopd BAETTE KE@AAaIO 7.
IMAnpo@opieg yia TOV ATOUIKG TTPOCTATEUTIKO £E0TTAIOUS BpeiTe aTO KEPAAQIO 8.
MAnpoopieg yia Tnv evatmoBETnan PAETTE KepaAaio 13.

TMHMA 7: Xeipion6g Kal atrofRKeuon

- 7.1 NMpo@uldéeig yia ac@aln Xeipiopd
KaAdg kaBapiopdg atmé Tnv akovn.
ATTOQEUYETE VO dnuIoupynBei akovN.
®povTioTe yia Tov KOAS e§aepioud/aTToppdPnon Tou aEpa OTo TOTTO EPYOCIAG.
- Odnyigg y1a TOV TPOTTO TTPOOCTACING KATA TNG TTUPKAiGG Kol €Kpnéng:
Aev aTraiteital Ayn 1I8IKWY PETPWV.

* 7.2 TuvBnikeg ac@alolg @UAagng, ouptrepIAapBavopévwy TUXOV aCUHBATOTATWY
- ATToOiKkeuonN:
- ATTaITAO €16 Y10 TOUG XWpPoug atroBnkeuong Kal Toug Trepiékteg Kapia €101kr agiwan.
- Ymoodeigeig ouvatrofnkeuong: Alatnpeital xwpioTd atd ofeIdWTIKEG OUTIES.
‘MepaiTépw dnAwoeig yia Toug 6poug atroBikeuong:

Na 1o TTPOQUAAYETE aTTd TNV ETTIOPACH TOU PWTOC.

Na diatnpeite T0 doxeio 0 PEPOG PE KOAD AEPICUO.

Na mpooTarteveTal atmo Tn {E0Tn Kal TNV Aueon mmidpacn Tou AAIOU.

Na diatnpeital o€ KOAG KAEIoPEVO DoXEio.
- 7.3 E181IkA TeAIKA XpAon | Xpnoeig Aev gival d1aB£a1ueg GAAEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAeyX0G TnG £€KOEONG/ATOMIKN TTPOCTACI

* 8.1 NMapdueTpol eAéyxou

* ZUOTOTIKA OTOIXEIO PE OPOBETIKEG TINEG APOPOUCES TOV TOTTO £PYACTiag KAl TTOU OQEiAOuV va
€mITNPOUVTAIL:
Agv utrdpxel.

* ZUPTTANpwHATIKEG UTTOdEi§EIG:
>av Baon xpnaoigotroiénkav ol 1I0XUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyr).

- 8.2 "EAgyxoI ékBeong
* KardAAnAol pnxavikoi éAeyxol Kapia GAAn auaTaon, BAETTE Ke@AAalo 7.
* MéTpa aTOHIKAG TTPOCTACING, OTTWG ATOMIKOG TTPOCTATEUTIKOG EEOTTAICHOG
: Fevikd pETPO TTPOCTACIAG KO UYIEIVAG:
Makpud atré Tpé@Iua, TTOTA KAl (WOTPOYEG.
Na Byalete apéowg Ta Aepwpéva, Bpeypéva evouuaTa.
Na TTAéveTE Ta XEpIia TTPO Tou SIaAEiuPATOS KAl OTO TEAOG TNG £pyaciag.
Na aTTo@eUyETE TNV ETTAQPN WE TA PATIO Kal TO OEpUA.
* MpooTaCia TWV AVATIVEUCTIKWY 08wV
MNa olvToun N MIKPN ETTIRAPUVON VA XPNOIUOTIOIEITE AVATTIVEUCTIKI) CUOKEUNR WE QIATPO, yia éviovn 1)
TTOPATETAUEVN €KBECN TTPOCTATEUTIKI] AVOTIVEUCTIKA GUOKEUN aveEdpTnTa Tou TTEPIBAAAOVTOG aépa.
(ouvéxela otn oglida 5)
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Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin

Ofloxacinum

(ouvéxela atrod Tn oghida 4)
‘ MpooTacia Twv Xepiwv

MpooTaTEUTIKA YAVTIQ.

To UAIKO Twv yavTiwv Ba TTpETTEl va gival un SIaTrepaTd Kal avOeKTIKG £vavTi TOU TTPOIOVTOG / TOU UAIKOU
/ TOU TTAPACKEUACUATOG.
ASyw un TpaypaToTToinong doKIPwy Ogv PTTOPEi va TTPOoTabEl Kavéva UAIKO yavTIwy yIa TO TTPOIdV / TO
TTAPACKEUACUA / TO XNMIKO HEiyHa.
EmA£ETE TO UAIKO TOU yavTiou AapfdavovTag utr' dyn Toug Xpovoug diEAeuang, To Babud
dlaTTEPATOTNTAS KAl TNV uTToRAaduIon.

* YAIKO yavTiwv
H emAoyn Tou KatdAAnAou yavTiou dev e€apTdral pévov atod 1o UAIKG, aAAG Kail Ta ETTITTAEOV
XOAPAKTNPIOTIKA TTOIOTNTAG, TA OTToia SIAPEPOUV avAAOYyd E TOV KOTAOKEUAOTH).

- Xpbvog digioduong Tou UAIKOU yavTiwV
O akpIBAG xpovog dIEAEUCNG OVAKOIVWVETAI OTTO TOV KOTAOKEUAGOTH TWV TTPOCTATEUTIKWY YAVTIWYV KAl
Ba TTpéTTel Vva TnpeiTal TTAvVTOoTE.

‘ MpooTacia TWV HATIWY / TOU TTPOCWTTOU

MpooTtaTeuTikd yuaAid atToAUTWGS £QAPUOOTA.

‘ MpooTacia yia To owpa: NpocTaTeuTikr vOUACia epyaciag.

TMHMA 9: QuoikéG Kal XNMUIKES 1I010TNTEG

* 9.1 Zroixeia yia TIG BACIKEG QUOIKEG KAl XNMIKEG 1810TNTEG
* Fevikég TTANnpOPOpPiEg

- Duoikn KaTdoTaon aTePED
- Xpwpa: AOTTPOUAG
- Oopn: XOPOKTNPIOTIKA
- 'Oplo oouNAg: Mn kaBopiouévo.
- Inueio TASEwg/onueio TAgEwWG: Aegv gival TTpoadiwpicuévo
- Inueio (éoewg | apxIKO onueio (Eoewg Kal
meploxn {£oewg Agv gival TTpoadlopiopévo
- EupAekTéTnTO To UAIKG Bev gival EUQPAEKTO
* AvTaTO KOl KATWTATO OpI0 EKPNEINOTNTAG
* KATWTEPA: Mn kaBopiouévo.
T AvVWTEPA: Mn kaBopiouévo.
* Znueio ava@Aedng: Mn xpnCIYOTTOINCINO
- OQgppokpaocia arroouvleong: Mn kaBopiouévo.
*pH Mn xpnoigoTToIfoipo
- I§woeg:
- Kivnuatiké 1§wdeg Mn xpnoigoTToIfoipo
* SUVOMIKA: Mn xpnoigoTToIfoipo

(ouvéxela aTn oghida 6)
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Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atrod T oghida 5)

- AlgAuTOTNTA

: VEPO: Mn kaBopiouévo.
* ZUVTEAEOTAG KATAVOUNG O€ h-OKTAVOAN/vepoO

(AoyapiOuIkA TIURA) Mn kaBwpiopévo.
* Tdon atywyv Mn xpnoigoTroInoipo
* MukvoTNTA KAI/ OXETIKN TTUKVOTNTA
* MukvoéTnTa: Aev gival TTpoadlopICuEVO
* ZXETIKA TTUKVOTNTA Mn kaBopiopévo.
* MukvoTnNTA ATHWV Mn xpnoligoTroinoipo
* XapaKTNPIOTIKA CWHATISIWV BAéte kepdAaio 3.
9.2 Noitrég TAnpo@opieg
- Oyn:
* Mopon: KPUOTAAAIKA OKOVN

* ZNMAVTIKEG TTANPOPOPIES YIO TRV TTPpOCTACIA
TNG UyEiag Kai Tou TePIBAAAOVTOG, aAAd Kal
TNV ac@dAsia.

* Ogpuokpacia auTava@Ae§ng Mn kaBopiopévo.
* EKpNKTIKEG 1510TNTEG: Agv vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.
* MetaBoAn Tng KardoTaong.
* PuBpég e§arpiong Mn xpnoigoTroInoipo
* MAnpo@opieg OXETIKA HE TIG KAAOEIS QUOIKOU
KivdUivou
* EKpNKTIKA EKTTITTTEI
- EdpAekTa aépia EKTTITTTEI
* AgpoAuparta EKTTITTTEI
* O%eIdBwTIKA aépia EKTTITTTEI
* Aépia utré Trieon EKTTITTTEI
- EGpAekTa uypd EKTTITTTEI
- EOpAekTa oTEPEG EKTTITTTEI
* AuTevepyEg OUTiEG KOl PEiypaTa EKTTITTTEI
* Mupogopikda uypd EKTTITTTEI
* Mupo@opikd oTePEd EKTTITTTEI
* AUTOBEPHAIVONEVEG OUTIEG KAl JEIYHOTO EKTTITTTEI
- Ouoigg Kal PeiypaTa TTou EKAUOUV eUQAEKTA
aépla o€ ETAPN UE TO VEPO EKTTITTTEI
* O&eIBWTIKA UYpd EKTTITTTEI
* OEEIBWTIKA OTEPEA EKTTITTTEI
- Opyavikd utrepo&eidia EKTTITTTEI
- Ouoigg Kal peiypara Tou dpouv S1afpwTIKA
EVAVTI TWV PETAAAWV EKTTITTTEI
* ATreuaicONTOTTOINMEVA EKPNKTIKA/HEIYHOTO KAl
TPOIOVTA PE EKPNKTIKA EKTTITTTEI

TMHMA 10: ZTa0epdTNTA KOl AVTIOPACTIKOTNTA

*10.1 AvTidpaoTikOTNTA Agv dIaTIOEVTAI AAAEG TXETIKEG TTANPOPOPIES.
(ouvéxela aTn oghida 7)
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Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atrod Tn oghida 6)

* 10.2 XnuIK oTalegpdTnTa
* QgpMIKN amrooUvleon / Opol TTou TTPETTEI VO ATTOQEUYOVTAl:

Agv aTTOOUVTIBETAI AV N XPNOIUOTIOINGCTK] TOU YiVETAI KAVOVIKA.
*10.3 MBavoTnTa emiKiviuvwy avTidpdoewv AvTtidpd pe 1I0XUpd ogeIdwTIKA PETQ.
* 10.4 ZuvBnkeg pog amo@uyn Aev diatiBevTal GAAEG OXETIKEG TTANPOPOPIEG.
* 10.5 Mn cupBartd uAikd: Acv diaTiBevTtal GAAEG OXETIKEG TTANPOPOPIEG.
*10.6 Emikiviuva mpoidvra arroouvleong:

Toéikd aépia/atuoi

Movoéeidio kai d10&eidlo Tou dvBpaka.

O¢eidia adwTou (NOXx)

Y&popBdpio

TMHMA 11: TogikoAoyIkéG TTANpo@oOpiEg

*11.1 NMAnpo@opieg yia TiIg TAgEIG KIVOUVOU, 6TTWG opi{ovTal oTov Kavoviouo (EK) api.
1272/2008
- O&eia To§ikéTNTA EMRACBEG O€ TTEPITITWON KATATTOONG 1 O€ TTEPITITWAON EICTIVONG.
- AidBpwon kal epeBIop6G Tou dépuaTog MNMpokaAei epeBIod Tou d€puaTog.
- Zofapn o@BaAuik BAABN/epe®IonOG MNpokaAei cofapd oPBaAuIKS epeBIoUO.
* EuvaioOnTotroinon Tou avatrveuoTikoU ) EuaicOnTOTTOINCN TOU BEPHATOG
Mrropei va TTpokaAéoel aAAepyia i CUUTITWHPATA ACBPATOG 1) SUCTIVOIA OE TTEPITITWAN EICTIVONG.
Mtropei va TTpoKaAéTEl AANEPYIKT) DEPUATIKY avTidpaon.
* MeraAAagloyéveon YEVVNTIKWYV KUTTAPWV
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- Kapkivoyéveon Bdoel Twv diaBéoipwv dedouévwy, Ta KpITRpIa Tagivopunong dev TAnpouvTal.
* To8§IkéTNTA 0TV AvaTTapAYWYN
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EI8IkA To§IkOTNTA OTa 6pyava-oToxoug (STOT) - epdmras ékBeon
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EISIKA To§IkOTNTA OTA 6pyava-oToxoug (STOT) - eravelAnuuévn €kBeon
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EmikivduvéTnTa avappé@nong
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
*11.2 NMAnpo@opieg yia AAAOUG TUTTOUG ETTIKIVOUVOTNTAG
- 1816TNTEG EVOOKPIVIKNG SlaTtapaxg H oucia dev TrepiéxeTal

TMHMA 12: Oi1koAoyIKEG TTANPOPOPIES

*12.1 To§ikéTNnTO

* YoartikA TogIkoTNTA: Acv dIaTiBEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

* 12.2 AvOEKTIKOTNTA KaI IKAVOTNTA a1trodopnong Acv diatiBevral GAAEG OXETIKEG TTANPOPOPIEG.
*12.3 AuvatoTtnTa Biloouoowpeuong Acv diatiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

* 12.4 KivnTikOoTnTa 01O £€5a@Og Acv diaTiBevtal AAAEG OXETIKEG TTANPOPOPIEG.

- 12.5 AmroteAéopata Tng afioAdynong ABT kai aAaB

- ABT: Mn xpnoigoTToIfaiyo

- AAaB: Mn xpnoigoTtroioiyo

+ 12.6 18160TNTEG EVOOKPIVIKAG dlaTapayxng

To 1poidv dev TTEPIEXEI OUTIEG UE IBIGTNTEG TTOU BIATAPACOOUV TO EVOOKPIVIKO OUCTNUA.
(ouvéxela oTn oehida 8)
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Ap1Buog ékdoong 1.0

Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atrod TN oghida 7)
+ 12.7 AAAEG APVNTIKEG ETTITITWOEIG
‘ MepaiTépw oIKOAOYIKEG evOEieIg:
: Fevikég odnyieg:
Emikiviuvo yia To uddrivo TTepIBaAAov - KAdon 1 (A pag ekTipnon): eAa@pwg miKivouvo
Agv emtpémetal va d1E1000€l OTA yhIva vePd, va adeldleTal 0To UdATIVO TTEPIBAAAOV ) 0TV
QATTOXETEUCT) UN OPOIWHEVO ) OXETIKA O€ HEYAAEG TTOCOTNTEG.

TMHMA 13: ZToixeia oOXETIKG pE TN d1G0eoN
*13.1 Mé0odol eregepyaoiag amoBARTWYV
- ZooTaon:

Aev emTpéteTal va evatroTifeTal padi ye Ta koiva atroppiguara. Mnv 1o adeidleTe TNV ATTOXETEUAN.
* EupwTraikég KardAoyog amoBARTWY

HP4 | EpeBioTiKO - £peBIOUOG TOU OEPUATOG Kal 0OQBaAUIKr BAGRN

HP6 | Ogcia ToikéTNTA

HP13 | EuaigBnroTroinTiko

* AKABOPTEG CUCKEUATIEG:
* Z0oTaon: H evamdbeon TTpéTrel va yiveTal CUPQWVA WE TIG ETTIONKES 0ONYiEG.

TMHMA 14: NMAnpo@opieg OXETIKA HE TN HETAPOPA
*14.1 Ap1Bu6g OHE 1 apiBpog TautoéTnTag

- ADR, IMDG, IATA EKTTITITEI
- 14.2 Oikeia ovopacia amrootoAig OHE
- ADR, IMDG, IATA EKTTITITEI

* 14.3 Tagn/-e1g KiIvdUvou Katd Tn peTa@opd
- ADR, ADN, IMDG, IATA

* KAdon EKTTITTTEI

* 14.4 Opdda ouockevaoiag

- ADR, IMDG, IATA EKTTITITEI

* 14.5 MNepi1BaAAovTikoi Kivduvol: Aev £xel e@apuoyn

* 14.6 E181kég rpo@uUAdgelg yia Tov XpAOTn  Agv £XEl epapuoyn

* 14.7 OaAdoo1£G HETAPOPESG XUBNV OCUNQWVA
HE TIg pdselg Tou IMO Aev €xel e@apuoyn

- UN "Model Regulation": EKTTITTTEI

GR
(ouvéxela aTn oghida 9)
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Ap1Buog ékdoong 1.0

Ovopacia Tou TpoidvTog oTo gutropio: Ofloxacin
Ofloxacinum

(ouvéxela atrod Tn oehida 8)

TMHMA 15: ZTo1Xgia VOMOBETIKOU XOPOAKTAP

*15.1 Kavoviopoi/vopoBeoia oXeTikKd pe TRV ao@dAgia, Tnv vyeia kai To TTePIBdAAov yia Thv
oucia I} To peiypa

- Odnyia 2012/18 / EE

- Katovopagopueveg emikivouveg ouoieg - MAPAPTHMA | H oucia dev TrepiExeTal

- Odnyia 2011/65/EE yia Tov TEPIOPIoUS TNG XPAONG OPICHEVWYV ETTIKIVOUVWV OUCIWV O€
NAEKTPIKO Kal NAeKTPOVIKS €§O0TTAIGHO - MapapTnua ll
H oucia dev TTepiéxeTal

- KANONIZMOZX (EE) 2019/1148

* Napaptnua | - MIPOAPOMEZ OYZIEX EKPHKTIKQN YAQN YO NEPIOPIZMOYZX (AvwTaTn TIPA
opiou yid TOUG OKOTTOUG TNG Xopnynong adsiag cUp@wva Je To dpBpo 5 Trapdypagog 3)
H oucia dev TTepiéxeTal

* Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEZ EKPHKTIKQN YAQN H ouacia dev Trepiéxetal

- Kavoviopég (EK) api8. 273/2004 1repi Twv TTPOoSpOHWY OUCIWYV TWV VOPKWTIKWV
H oucia dev TTepiéxeTal

- Kavoviopéo (EK) api8. 111/2005 oxeTikd pe Tn 8£0TTION KAVOVWY YIA TNV TTapaKoAoudnon Tou
EUTTOPIOU TTPOSPOUWYV OUCIWV VAPKWTIKWYV METAEU TG KoIvoTnTag Kl TPITWV XWPWV
H oucia dev TTepiExeTal

*15.2 A§ioAdynon xnUIKAg ac@daAsiag: H afioAdynon XnNUIKAG ao@AAEIag Oev TTPAYUATOTTOINONKE.

TMHMA 16: Aoi1trég TTAnpo@opieg
AuTég 01 dnAwoeig BaaifovTal 0TO CNUEPIVO ETTITTEDO TWV YVWOEWY PAG, Oev atToTEAOUV £yyunon yida
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnIoUpYia CUPBATIKWY UTTOXPEWOEWV.

* Topéag Trou ek3idel To AgATio AeSopévwy:
Fagron Hellas
Quality Assurance
* TNa mAnpogopieg amreuBuvBeite: v.dimitroulis@fagron.gr

* ZUVTHNOEIG KOl OPKTIKOAESa:
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)
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/epeBiouodg Tou dépuatog — Karnyopia 2
Eye Irrit. 2: ZoBapn o@BaAuikr BAGRN/epeBiopds Twv opBaAuwy — Karnyopia 2
Resp. Sens. 1: EuaioBnToTtroifjon Tou avatveuoTikoU guoTripatog — Katnyopia 1
Skin Sens. 1: EvaioBnrotroijon tou 8éppaTtog — Katnyopia 1
GR



