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GUpQWVa pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gfg)‘gr‘]’ggf oo 0020

Ap1Bu6g ékdoong 1.0
TMHMA 1: MNMpoodiopIcuOG oUTiag/HEiYHOTOG Kal TAIpEiag/
EmXeipnong
* 1.1 AvayvwpIoTIKOG KWBIKOG TTPoiovTog

* Ovopaoia Tou rpoidvrog ato eutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

* Ap1Bu6g TrpoidvTog: 133659, 102832
* Ap1Bu6g CAS:
86393-32-0
- Ap1Bp6g EC:
617-845-1
* 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
Eye Irrit. 2 H319 MpokaAei coBapd o@OBaAuIKS epeBIoud.

* 2.2 ZTOIXEiO ETIKETAG
- Emioipavon ocupewva pe Tov kKavoviouo (EK) api8. 1272/2008

H oucia Ta&ivopeital kal emonuaivetal cUP@wva Pe Tov Kavoviopod CLP.
- ElIkovoypdupaTta Kiviuvou

GHSO07

* MpoeidotroinTikn Aégn MNpoaooxn
- AnAwoeig emiKivouvoeTnTag
H319 MNpokaAei coBapd o@BaAuikéd epeBioud.
(ouvéxela aTn oghida 2)
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Ap1Buog ékdoong 1.0

Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atod T oghida 1)

- AnAwoeig Tpo@uAdéewyv
P264 MAUvVETE OXOAQOTIKA PETA TO XEIPIOUO.
P280 Na @opdTe y€oa aTodiKAG TTPOOTACIAG YIa Ta PHATIA / HECA ATOWPIKAG TTPOCTACIAG

yia 10 TTPOCWTTO.
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.
P337+P313 Edv dev uttoxwpei 0 opBaAuIKOG epeBiopdg: ZupPouleuBeite/ETIoKEPOEITE VIATPO.
+ 2.3 AAAoi Kivduvol
- AtroteAéopara TnG agioAéynong ABT kai aAaB
- ABT: Mn xpnoigoTToIfaiyo
- AAaB: Mn xpnoigoTtroioiyo

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

3.1 Oucigg

- Ap18. CAS, 6voua
CAS: 86393-32-0 Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

- Ap1Op6g(0i) TauTOTNTAG TTPOIGVTOG

- Ap1Bu6g EC: 617-845-1

TMHMA 4: Métpa TpwTwV Bonbsiwv

- 4.1 Nepiypa@n METPWYV TTPWTWYV Bondeiwv

* MeTd amd g1o0mrvon: ATrapaitnTog 0 KaBapdg aépag, oe TTEPITITWON EVOXANOEWVY KOAEDTE yIaTpo.

* MeTd ammd emmagn Ye 1o Séppa: Ze TTEPITITWON CUVEXI(OUEVOU EPEBICHOU ETTIOKEUBEITE yIaTPO.

* META aTTé €TTAPN ME TA PATIA:
Na TTAUVETE Ta PATIO KATW aTTO TPEXOUUEVO VEPO APKETH WPA Kal avoIXTd Ta BAEpapa. Av cuveyiovtal
01 eVOXAROoE€Ig ouPPBouAeuTEiTE TOV YIATPO.

* METG a1rd KaTdtroon: Na EETTAUVETE TO OTOMA KAl VO TTIEITE KATOTTIV APKETO vEPO.

* 4.2 INUAVTIKOTEPO CUMTITWHATA Kl ETTIOPACEIG, AUECES | METAYEVEOTEPES
Agv diaTiBevtal GANEG OXETIKESG TTANPOPOPIEG.

* 4.3 'EvdeIgn omo1003ATTOTE ATTAITOUMEVNG AMECNG IATPIKAG PPOVTIdAG Kal €1IBIKAG BepaTtreiag
Agv d1aTiBevTal GANEG OXETIKESG TTANPOYOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUNON TG TTUPKAYIAG

5.1 NupooBeoTikd péca
- KatdAAnAa TupooBeoTIKA péoa.
veEPO
appog
TTUPOCRETTIKA OKOVN
d10&eidiov Tou avBpakog (CO2)
Ta YETpa KATOORECEWS TNG PWTIAG EVOPUOVICOVTaIl JE TA TTEPIKEIUEVA.
* 5.2 E181Ko0i Kivduvol TTou TTpoKUTITOUV a1rd TNV ousia I TO PEiypa
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

(ouvéxela atn oghida 3)
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Ap1Buog ékdoong 1.0

Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atod T oghida 2)
* 5.3 ZuOTAOEIG VIO TOUG TTUPOORECTES
* EISIKOG TpOoOoTATEUTIKOG £SOTTAICUOG: XPNOIPOTIOIEITTE Yia OTTOIAdNTIOTE AVATIVEUCTIKI) CUOKEUR.

TMHMA 6: MéTpa o€ TTEPITITWON aKoUolag EKAuong

* 6.1 MNpoowTTIKEG TTPOPUAAEEIG, TTPOOTATEUTIKOG £§OTTAICNOG Kl B10dIKATIEG EKTAKTNG AVAYKNG
dpovTioTE yIa ETTAPKI AEPICHO.
ATTOQEUYETE VO dnuioupynBei oKOvN.
- 6.2 MepIBaAAovTIKEG TTPOPUAASEIG:
Mnv 10 adeIddeTe OTNV ATTOXETEUOT KAl ETTIQAVEIEG UBATWY. Aev TTPETTEI va BIEIodUCEl OTa yrjiva vePQ.
* 6.3 M£€00do1 Kal UAIKA yia TTEPIOPITHO Kal KAaBapIouo: ZUAAEyovTal PnXavikd.
* 6.4 NMapatroptri) o€ GAAa TUARPATA
MAnpoopieg yia Tov Giyoupo XeIpIouO BAETTE KEQAAQIO 7.
MANpo@opies yia TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUOG BpeiTe aTO KEPAAaIO 8.
MAnpoopieg yia Tnv evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xei1p1op6g Kal atroBnkeuon

7.1 Mpo@uAdseig yia ac@aln xeipiopd Me owaTth xprion Ogv aTTaITEITal AYn €I0IKWV JETPWV.
- Odnyieg y1a TOV TPOTTO TTPOCTACIOG KATA TNG TTUPKAIAG Kal €Kpnéng:
Agv amraiteital Ayn €18IKWV PETPWV.

* 7.2 ZuvBnkeg ao@aAolg @UAAENG, CUNTTEPIAQUBAVONEVWYV TUXOV ACUHBATOTATWY

- ATrofnkeuon:

* ATAITACEIG YIA TOUG XWPOUG ATTOBNKEUONG KAl TOUG TTEPIEKTEG Kapia €101kr agiwaon.

* Ymwodeigeig ouvamobnkeuong: dev amaiteital

' NepaiTépw dnAwoeig yia Toug 6poug atrobnkeuong: Na diatnpeital g€ KaAd kAelopévo doxeio.
* 7.3 E1d1kA TeAIKA XpAon i Xpnoeig Acv gival dIaBEaieg AAAEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAgyX0g TnNG €KOEONG/ATOMIKE TTPOCTAC I

- 8.1 Mapduerpol eEAéyxou

* ZUOTOTIKG OTOIXEIO PE OPOBETIKEG TINEG APOPOUCES TOV TOTTO EPYACiag KAl TTOU opEiAouv va
€miTnPoUvTal:
Agev UTTAPXEI.

* ZUPTTANpwWHATIKEG UTTODEIEIG:
Zav Baon xpnaiyoTroiénkav ol IoXUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyn).

* 8.2 "EAgyxol ékBeong
* KardAAnAo1 pnxavikoi éAeyxol Kauia GAAn ouoTacon, BAETTE KEAAaio 7.
* Mérpa aTopIKAG TTPOOTACING, OTTWG ATOMIKOG TTPOCTATEUTIKOG EEOTTAIGHOG
 Fevikd péTpa TpOOTACiAG KOl UYIEIVAG:
Makpud atrd TPoOQIua, TTOTA Kal {WOTPOPEG.
Na Byalete auéowg Ta Aepwpéva, Bpeyuéva evouuaTa.
Na TTAEéveTE Ta XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.
Na aTTOQEUYETE TNV ETTAQPN UE TA PATIOL.
Na aTTOQEUYETE TNV ETTAQPN WE TA PATIO KAl TO OEPUA.

‘ MpooTacia TWV AVATIVEUCSTIKWY 08WV ZuvioTaTal N Xpron TTPOCTATEUTIKNG JACTKOG.
(ouvéxela atn oghida 4)
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Ap1Buog ékdoong 1.0

Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atod Tn oghida 3)
‘ MpooTacia Twv Xepiwv
To UAIKO Twv yavTiwv Ba TTpéTTel va gival un diatrepatd Kal avOekTIKG EvavTl TOU TTPOIOVTOG / TOU UAIKOU
/ TOU TTAPOCKEUAOUATOG.
A6yw un Tpayparotroinong dokiywy &ev PUTTopei va TTpoTabei Kavéva UAIKO yavTIwy yia TO TTpoidV / To
TTAOPACKEUAOUA / TO XNMIKO pEiypa.
EmA£ETE TO UAIKO TOU yavTiou AapfdavovTag utr dyn Toug Xpoévoug diEAeuong, To Babud
dIaTTEPATOTNTOG KAl TNV uTToBABuIoN.
* YAIKO yavTiwv
H emAoyn Tou katdAAnAou yavTiou dev e¢aptdral pyévov atmd 1o UAIKG, aAAG Kal Ta eTTITTAEOV
XOPOKTNPIOTIKA TTOIOTNTAG, TA OTToIa SIAPEPOUV avAAOYa UE TOV KATAOKEUAQDTH).
* Xpovog digioduong Tou UAIKOU yavTiwy
O akpIBAG xpovog dIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAOTH TWV TTPOCTATEUTIKWY YAVTIWV KAl
Ba TTpETTEl VO TRPEITAI TTAVTOTE.
* MpooTacia TWV HATIWYV / TOU TTPOCWTTOU

MpooTaTEUTIKA YUOAIQ OTTOAUTWGS EQAPUOOTA.

‘ MpooTacia yia To cwpa: MNpooTaTeuTIkr evOuuagia pyaaciag.

TMHMA 9: ®uoikég Kal XNMIKES 1I010TNTEG

* 9.1 Zroixeia yia TiG BaOIKEG QUOIKEG KAl XNUIKEG 1I810TNTEG
* Fevikég TTANpOQOpiEg

* Duoikn KaTtdoTaon oTePED
- Xpwpa: QAOCTTPOUAG
- Oopn: doopo
- Oplo oouNAg: Mn kaBopiopévo.
* Inpeio TAewg/onueio TAgEwWG: 318-320°C
- Inueio {€oewg R apXIKO onueio (Eoewg Kal

meploxn {Eoewg Agv gival TTpoadlopiopévo
- EupAekTéTnTa To UAIKO Bev gival eUQAEKTO
* AVOTATO KOl KATWTATO OpPI0 EKPNEINOTNTAG
* KATWTEPA: Mn kaBopiouévo.
* AVWTEPA: Mn kaBopiouévo.
- Inueio ava@Aeéng: Mn xpnoigoTroInoipo
* Ogpokpacia aroouveeong: Mn kaBopiopévo.
- pH 3-4,5
- I€wdeg:
- KivnuaTiko 1§wdeg Mn xpnoipoTroInoipo
* SUVOMIKA: Mn xpnoigoTroInoipo
* AlgAuTOTNTA
* VEPO: Mn kaBopiouévo.
* ZUVTEAEOTAG KATAVOUNG O€ h-OKTAVOAN/vepO

(AoyapiOuIkA TIURA) Mn kaBwpiopévo.
* Tdon atywyv Mn xpnoligoTtroInoipo
* MukvoTNTA KAI/ OXETIKN TTUKVOTNTA
* MukvoéTnTa: Aev gival TTpoadlopICuéVO

(ouvéxela oTn oehida 5)
GR
o000
::Fagron

personalizing
medicine



AgATio dedopévwv ac@alAgiag ZeNida: 5/8

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

Ap1Buog ékdoong 1.0

Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atrod Tn oghida 4)

* ZXETIKA TTUKVOTNTA Mn kaBopiopévo.

* MukvoTnNTa ATHWV Mn xpnoipoTroInoipo
* XapaKTNPIOTIKA CWHATISIWV BAéte kepdAaio 3.

* 9.2 Aoirég TTAnpo@opieg

- Oyn:

* Mopon: KPUOTOAAIKA OKOVN

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

* Ogpuokpacia auTavAa@Ae§ng Mn kaBopiopévo.
* EKpNKTIKEG 1510TNTEG: Agv vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.
* Mopiaké Bdpog 385,82 g/mol
* MeTaBoAn TG KardoTaong.
* PuBpog e§arpiong Mn xpnoipoTroInoipo
* MAnpo@opieg OXETIKA HE TIG KAAOEIS QUOIKOU
KivdUivou
- EKpNKTIKA EKTTITTTEI
- EdpAekTa aépia EKTTITTTEI
* AgpoAupara EKTTITTTEI
* O%eIdBwTIKA aépia EKTTITTTEI
* Aépia utré Trieon EKTTITTTEI
- EGpAekTa uypd EKTTITTTEI
- E0pAekTa oTEPEG EKTTITTTEI
* AuTevepyég OUTiEG KOl PEiypaTa EKTTITTTEI
* Mupogopikda uypd EKTTITTTEI
* Mupo@opikd oTeped EKTTITTTEI
* AUTOBEPUAIVONEVEG OUTIEG KAl JEIYHOTO EKTTITTTEI
- Ouoigg Kal PeiypaTa TTou EKAUOUV eUQAEKTA
aépla o€ ETAPN JE TO VEPO EKTTITTTEI
* O&eIBWTIKA UYpd EKTTITTTEI
* OEeIBWTIKA OTEPEA EKTTITTTEI
- Opyavikd utrepogeidia EKTTITTTEI
* Ouoigg Kal peiypara Tou dpouv S1afpwTIKA
EVAVTI TWV PETAAAWV EKTTITTTEI
* ATreuaiocONTOTTOINMEVA EKPNKTIKA/HEIYHOT KAl
TPOIOVTA PE EKPNKTIKA EKTTITTTEI

TMHMA 10: ZTaf0epdTNTA KOl AVTIOPACTIKOTNTA

*10.1 AvTidpaoTikOTnTA Agv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIES.
* 10.2 Xnuik otaBegpdTnTa
- OgpUIKN aroouvBeon / Opol TTou TTPETTEI VA ATTOQEUYOVTAI:

Agv atroouvTiBeTal av n XPNOIUOTIOINGT] TOU YiVETAl KAVOVIKA.
*10.3 MBavéTnTa EMIKIVOUVWYV avTIOPACEWYV AVTIOPA e IOXUPA OEEIOWTIKA PETQ.
* 10.4 ZuvBnkeg TTpog atro@uyn Acv diaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.
*10.5 Mn ocupBard uAikd: Aev diaTiOevTtal GAAEG OXETIKEG TTANPOPOPIEG.

(ouvéxela aTn oghida 6)
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Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atrod T oghida 5)
*10.6 Emikiviuva mpoiévra amroouvleong:
O¢eidia adwTou (NOXx)
YdpoxAwpio (HCI)
Y&popBopio

TMHMA 11: TogikoAoyIkéG TTANpo@OpiEg

*11.1 NMAnpo@opieg yia TiIg TAgEIG KIVOUVOU, 6TTWG opifovTal oTov Kavoviouo (EK) api.
1272/2008
- O&eia To§ikéTNTA Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPOUVTAl.

* ZNMAVTIKEG TIMEG Tagivounong-LD/LC50
A6 10 0T6pa | LD50 | >5000 mg/kg (mouse)
>5000 mg/kg (rat)

- AidBpwon kal epeBIoUOG TOU SEPUATOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- Zofapn o@BaAuiki BAABN/epe®IonOG MNpokaAei cofapd oPBaAuIKS epeBIoUO.
* EuvaioBnTotroinon Tou avaTtrveuoTiKoU ) EuaicOnTOTTOINCN TOU BEPHATOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
* MeraAAagloyéveon YEVVNTIKWYV KUTTAPWV
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- Kapkivoyéveon Bdoel Twv diaBéoipwv dedouévwy, Ta KPITRApIa Tagivounong dev TAnpouvTal.
* To§IkéTNTA 0TV AvaTTaOpAYWYN
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 Tagivounaong dev TTAnpouvTal.
- EmikivdéuvéTnTa avappé@nong
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounaong dev TTAnpouvTal.
*11.2 NMAnpo@opieg yia AAAOUg TUTTOUG ETTIKIVOUVOTNTAG
- 1816TNTEG EVOOKPIVIKAG SlaTtapaxig H ouaia dev TrepiéxeTal

TMHMA 12: Oi1KoAoyIKEG TTANPOPOPIES

*12.1 To§ikéTNnTO

- YoartikA TogIkoTNTA: Acv dIaTiBeVTaI AAAEG OXETIKEG TTANPOPOPIEG.

* 12.2 AvOEeKTIKOTNTA KaI IKAVOTNTA atrodopnong Acv diatiBevral GAAEG OXETIKEG TTANPOPOPIEG.
*12.3 AuvartoTnTa Bioouogowpeuong Acv diatiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

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

- 12.5 AmroteAéopata Tng afioAoynong ABT kai aAaB

- ABT: Mn xpnoigoTToIfaiyo

- AAaB: Mn xpnoigoTtroioiyo

+ 12.6 18160TNTEG EVOOKPIVIKAG dlaTapayxng

To 1poidv dev TTEPIEXEI OUTIESG UE IBIGTNTEG TTOU BIATAPACOOUV TO EVOOKPIVIKO UCTNUA.
(ouvéxela otn oghida 7)
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Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atrod Tn oghida 6)
+ 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 | EpeBioTikS - £peBIo6G TOu d€puaTog Kal o@BaApiKA BAGRN

* AKABOPTEG CUCKEUATIEG:
* Z0oTaon: H evammdbeon TTpéTrel va yiveTal CUPQWVA WE TIG ETTIONHES 0ONYiEG.

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

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

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

* KAdon EKTTITTTEI

* 14.4 Opdda ouokevaoiag

- ADR, IMDG, IATA EKTTITITEI

* 14.5 MNepi1BaAAovTikoi Kivduvol: Aev £xel e@apuoyn

* 14.6 E181kég rpo@uUAdgelg yia Tov XpAOTn  Agv £X€l eQapuoyn

* 14.7 OaAdoC1£G HETAPOPESG XUBNV OCUNQWVA
HE TIg pdselg Tou IMO Aev €xel e@apuoyn

- UN "Model Regulation": EKTTITTTEI

TMHMA 15: ZTo1xgia VOMOBETIKOU XOPOKTAP

*15.1 Kavoviopoi/vopofeoia oxXeTikKd He TRV ao@dAeia, Tnv uyeia Kal To TePIBAAAovV yia Tnv
ougia 1 To peiyua

- Odnyia 2012/18 / EE

* Katovopagopeveg emikiviuveg ouoieg - MAPAPTHMA | H ouaia dev TrepiéxeTal
(ouvéxela oTn oehida 8)
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AgATio dedopévwv ac@alAgiag ZeNida: 8/8

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

Ap1Buog ékdoong 1.0

Ovopaoia Tou rpoidvTog oto gutropio: Ciprofloxacin hydrochloride
Ciprofloxacini hydrochloridum

(ouvéxela atrod TN oghida 7)
- O3nyia 2011/65/EE yia Tov TEPIOPICHO TNG XPRONG OPICHEVWYV ETTIKIVOUVWYV OUCIWV O€
NAEKTPIKO Kal NAEKTPOVIKO €§0TTAICHO - MapapTnua ll
H ouoia dev mrepiéxeTal
- KANONIZMOZX (EE) 2019/1148
* Mapaptnua | - MIPOAPOMEZ OYZIEX EKPHKTIKQN YAQN YO MNEPIOPIZMOYZ (AvwTaTn TIPA
Oopiou yIa TOUG OKOTTOUG TNG Xopnynong adsiag cUP@wva e To dpBpo 5 Trapdypagog 3)
H oucia dev repiéxeTal
* Napaptnua ll - AHAQTEEZ MPOAPOMEZ OYZIEZ EKPHKTIKQN YAQN H ouaia dev Trepiéxetal
- Kavoviopég (EK) apif. 273/2004 repi Twv TPOSPONWY OUCIWY TWV VAPKWTIKWYV
H ouoia dev mTepiéxeTal
- Kavoviopéo (EK) apif. 111/2005 oxeTIKG pe Tn B£0TTION KAVOVWY YIA TNV TTAPAKOAoUOnon Tou
EUTTOPiIOU TTPOSPOUWY OUCIWYV VAPKWTIKWYV METAEU TG KoIvoTnTag KaIl TRITWV XWPWwV
H ouoia dev repiéxeTal
* 15.2 ASiIoAdynon xnuIkAG ac@aAeiag: H agloAdynon xnNHIKAG ao@AAEIag OV TTPAYHATOTTOINONKE.

TMHMA 16: Aoitrég TTAnpo@opieg
AuTéG 01 OnAwaoelg BaaifovTal GTO CNUEPIVO ETTITTED0 TWV YVWOEWV HAG, Ogv aTTOTEAOUV £yyunaon yia
TIG 1010TNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV T dnuIoUpYia CUPBATIKWY UTTOXPEWTEWV.

* Topéag Trou £kdidel To AgATio Aedopévwy:
Fagron Hellas
Quality Assurance
- MNa wAnpogopieg arreuBuvBeite: v.dimitroulis@fagron.gr

* ZUVTUAOEIG 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)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Eye Irrit. 2: ZoBapr) o@BaAuIkr) BAGBN/epeBiopds Twv opBaAuwy — Karnyopia 2
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