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Ap1Bu6g ékdoong 1.1 (avtikabioTtd Tnv ékdoon 1.0)

TMHMA 1: MNMpoodiopIcHOG ouTiag/PEiyHaTOG Kal eTaIpEiag/
EmXeipnong
- 1.1 AvayvwpIoTIKOG KWBIKOG TTPoIiovVTOg

- Ovopaoia Tou TpoidvTog oto eumropio: Finasteride (Form lil)
Finasteridum

- Ap1Bp6g TTpoidvTog: 101588
- Ap10po6g CAS:
98319-26-7
- Ap1Opog EC:
620-534-3
- 1.2 Zuvageig TpoodiopI{OPEVES XPNOEIS TNG OUCING ] TOU JEIYMATOG KAl AVTEVOEIKVUOMEVEG
XPNOoEIg
Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.
- Xprion Tou UAIKOU / TOU JEiypNaTog
Mp6oBeTo ECO VIO KOAAUVTIKG 1 QAPUAKEUTIKA TTAPOACKEUACHATA

- 1.3 ZToixeia Tou rpounBeuTh Tou SeATiou dedopévwyv ao@alegiag
- 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 avAyKng:
Poison Information Centre
Emergency number: (0030) 2107793777
Kévtpo AnAntnpidoewv, 210 7793777

TMHMA 2: MNMpoodiopIcHOG ETTIKIVOUVOTNTAG

- 2.1 Ta§ivéunon Tng ouoiag 1} Tou peiyyarog
- Ta§ivéunon ocp@wva pe Tov kavoviouoé (EK) api6. 1272/2008

Acute Tox. 4 H302 EmBAaBég o€ TepITITWON KATATTOONG.
Repr. 1B H360 Mtropei va BAdwyer Tn yoviyotnTta f 10 €uPpuo.
STOT RE 1 H372 MpokaAei BAGBeg oTa dpyava UCTEPA ATTO TTOPATETANEVN 1

eTTaveINnuuévn €KBeon.
Aquatic Acute 1 H400 MoAU To&iké yia Toug udpoBioug opyaviopoug.

Aquatic Chronic 1 H410 MoAU 10iké yia Toug udPORIoUg opyaviouoUg, e HAKPOXPOVIEG
ETTITITWOEIG,.

- 2.2 ZTOIXEIO ETIKETOG
- EmioApavon ocup@wva pe Tov Kavoviouo (EK) apiB. 1272/2008

H oucia Ta&ivopeital kal emonuaivetal cUP@wva Pe Tov Kavoviopod CLP.
(ouvéxela otn oghida 2)
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Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod T oghida 1)
- EIKovoypdppata Kivduvou

&<

GHS07 GHS08 GHS09

- MpoegidotroinTikn Aégn Kivduvog
- AnAwoeig eMIKIVOUVOTNTAG
H302 EmBAaBég o€ TTepITTITWON KATATTOONG.
H360 Mrtropei va BAdwel Tn yoviudtnta A T0 €UBpPUO.
H372 MpokaAei BAGBeC oTa dpyava UCTEPA ATTO TTOPATETANEVN i ETTAVEIANUUEVN €KBEOT.
H410 MoAU 10€IKS yia Toug udPORIoUG OPYAVICUOUG, UE HOKPOXPOVIES ETTITITWOEIG.

- AnAwoeig TpoPuUAGSEwy
P260 Mnv avatrvéeTe okovn/avabupidosig/aépia/oTayovidia/aTuous/ekvepwuaTa.
P280 Na @opdre TTPOOTATEUTIKA YAVTIQ/ TTPOCTATEUTIKA evOUUATA/UECT ATOMIKAG

TTPOOTACIAG YIa Ta PATIO/TO TIPOCWTTO/TA AUTIA.
P301+P312 ZE MEPINTQZH KATAMNOZHZX: KaAéote To KENTPO AHAHTHPIAZEQN/yiatpd, av
aioBavBeite adiabeaia.

P330 ZeTAUveTE TO OTONA.

P405 duldooeTal KAEIBWPEVO.

P501 ATtroppiyTe Ta TTEPIEXOUEVA/DOXEID CUNPWVA PE TOUG TOTTIKOUG/EBVIKOUG/BIEBVEIG
KavoVIOHOoUG.

- 2.3 AAAoi kivduvol

- ATroteAéopara Tng agioAéynong ABT ka1 aAaB
- ABT: Mn xpnoigotroiroigo

- AAaB: Mn xpnoigotroinoiyo

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

- 3.1 Oucigg
- Ap10. CAS, 6vopa
98319-26-7 Finasteride (Form lI)
Finasteridum
- Ap1Bu6g(oi) TauTéTNTAG TIPOIOVTOG
- Ap1Bp6g EC: 620-534-3

TMHMA 4: MéTpa TpwTWwV Bonbsiwv

- 4.1 Meprypa@n HETPWV TTPWTWYV Bondsiwv
- Tevikég odnyieg:
To&IKd ouPTTITWHATA UTTOPOUV VA EUPAVICTOUV AKOWPN KAl JETE atrd TTOANEG WPEG, YIQUTO gival
aTrapaitTnTn N 1I0TPIKA TTApakoAoudnaon 1o AlywTEPO yia dU0 24wpa PETA aTTd £€va aTUXnua.
- MeTd amrd ei1omrvon: ATrapaitnTog 0 KaBapdg aépag, oe TTEPITITWON EVOXANOEWV KOAEDTE yIaTpo.
- MeTd amrd ema@n pe 1o Sépua:
=emAuBeiTe apéowg pe vepd Kal oatrouvi Kal TTOAU KaAS EETTAUpA.
> TTepITTwaon ouvexIgouevou epeBiouol TTIOKEUBEITE yIaTPO.
- META OTTO ETTAQ@N HE TA MATIOL
Na TTAOvVETE Ta PATIO KATW aTTO TPEXOUUEVO VEPO APKETH WpPa Kal avolxTd Ta BAEpapa. Av
ouveyifovTal ol evoXAHOEIG CUUBOUAEUTEITE TOV YIOTPO.
- META a1ré KaTdtroon: ETokepOeite apéowg Tov yiaTpo.
- 4.2 ZNUAVTIKOTEPO CUUTITWHOATA KAl ETISPACEIG, AMETES I HETAYEVECTEPES

Agv d1aTiBevtal GANEG OXETIKES TTANPOPOPIEG.
(ouvéxela oTn oehida 3)
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Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod T oghida 2)
- 4.3 'Evdei§n omolaodAIToTE ATTAITOUNEVNG AUECN G IOTPIKAG PPOVTIdAG Kal €15IKAG
Oeparreiag
Agv d1aTiBevtal GANEG OXETIKEG TTANPOPOPIEG.

TMHMA 5: MéTpa yia TRV KATATTOAEUNON TG TTUPKAYIAG

- 5.1 NMupooBeoTikd péoa
- KatdAAnAa TTupooBeoTIKA HEOa.
ekTivagn vepou uwnAng Trieong
TTUPOORETTIKA OKOVN
d10&eidiov Tou avBpakog (CO2)
aQPOG avOeKTIKOG OTO OIVOTIVEUUA
Ta péTpa KATaORECEWS TNG PWTIAG EVAPUOVICOVTaIl JE TA TTEPIKEIJEVA.
- 5.2 E181K0i Kiviuvol TTou TTpOoKUTITOUV a1Té TNV oudia | To MEiyHa
2 € TTEPITITWON UTTEPBEPUAVOEWG 1] TTUPKAIAG UTTOPEI va avaTTTuxBouv TogIKa aépia.
o&eidia afwTtou (NOx)
Movoéeidiov Tou dvBpakog (CO)
- 5.3 ZuoTdoeig yia TOug TTUPOORECTEG
- EIBIKOG TTPOOTATEUTIKOG EEOTTAIONOG:
XPNOIUOTTOIEIOTE Wia OTTOIAdNTTOTE AVATIVEUCTIKA OUOKEUN.
PopéoTe OAOOWUEG EQAPUOOTEG OTOAEG.

TMHMA 6: MéTpa o€ TrePITITWON aKoUolag EKAuong

- 6.1 MPOCWTTIKEG TIPOQPUAAEEIG, TTPOCTATEUTIKOG £§OTTAICUOG Kl B1adIKATiIEG EKTAKTNG
avdaykng
dpovTioTE YIa ETTAPKI AEPIOHO.
XpnoIYoTToIEioTE TIPOCTATEUTIKO £EOTTAIOUS. ATTOPAKPUVETE TA ATTPOCTATEUTA TTPOCWTIA.
dopéoTe TNV ATOUIKN 0OG TTPOCTATEUTIKN EVOUMAQTia.
- 6.2 MepiBaAAovTikéG TTpOoQUAdSeIg:
> repimTwan dloxéTeucng oTo udATIVO TTEPIBAAAOV 1 OTNV aTTOXETEUON EI0OTTOINOTE TIG APHODIES
Apxéc.
Mnv 10 ad€IdleTe OTNV ATTOXETEUON Kal ETTIQAVEIEG UBATWV. Agv TTPETTEl va DIEIOdUOEl OTA YrIva
VEPQ.
- 6.3 M£60odo1 kal UAIKG yia TTEPIOPICHO Kal KABApPIoHO:
MepiuvnoTe yia ETTAPKI aEPICUO.
To cuAAeypévo UAIKS va aTToppITITETAI OTTWG TTPORAETTETAL.
EvatroBéoTe poAuopéva UAIKA wg eTTIKivOuva atméBAnTa katd 1o onueio 13.
- 6.4 Mapatroutrn o€ dAAa TUAUATA
MAnpoopieg yia Tov aiyoupo XeIpiopd BAETTE KeE@AAaIO 7.
IMAnpo@opieg yia TOV ATOUIKG TTPOCTATEUTIKO £E0TTAIOUS BpeiTe aTO KEPAAQIO 8.
MAnpo@opieg yia Tnv evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipion6g Kal atrofRKeuon

- 7.1 Mpo@uAdgeig yia ac@aAn Xeipioud
Me ocwoTh xpAon dev attaiteital AQyn €I0IKWY JETPWV.
ATTOQEUYETE VO dnuIoupynBei okovn.

- Odnyigg yia ToV TPOTTO TTPOOTACIOG KATA TNG TTUPKAIAG Kol £KPNENgG:
Aev aTraiteital Ayn €1I8IKWY PETPWV.

- 7.2 ZuvBnikeg ao@aloug @UAagng, ocuptrepIAauBavopévwy TUXOV aoUHBATOTATWY
- ATroORikeuon:
- ATTAITAOEIG YIO TOUG XWPOUG ATTOOAKEUON G KAl TOUG TTEPIEKTEG Kapia €10IkA agiwan.
(ouvéxela atn oghida 4)
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ApIBu6g ékdoong 1.1 (avtikabioTtd Tnv ékdoon 1.0)

Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod T oghida 3)
- Yrodei§eig ouvatroBnkeuong: dev atraiteital
- MepaiTépw dNAWOEIG YIO TOUG OpOUG ATTOORKEUONG:
Na diatnpeital oe KaAd kAsiopévo doxeio.
Na 1o TTpo@UAdyETE aTrd TNV £TTIOPACH TOU QWTAOG.
Na ammoBnkeUeTal 0TI KOAG KAEIOPEVEG HOPPES TOU, O€ BPOoEPO Kal ENpd PEPOG.
- 7.3 EI81IkA TeAIKA Xprion | XPROo&Ig Aev gival O10B£01uEG GANEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAgyX0¢g TnNG €KOEONG/ATOMIKE TTPOCTACIA

- 8.1 MapdapeTpol eAéyxou

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

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

- 8.2 'EAeyxol ékBeong
- KardAAnAoil ynxavikoi éAeyxol Kayia dAAn auotaon, BAETTE ke@AAalo 7.
- MéTpa aTOUIKAG TTPOOTACING, OTTWG ATOUIKOG TTPOOTATEUTIKOG £€OTTAICUOG
- Tevikd péTpa TTpoOTACIOG KA UYIEIVAG:
Makpud atrd TPoO@Iua, TTOTA Kal {WOTPOPEG.
Na TTAEveETE Ta XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.
Na TOTTOBETEITE TN TTPOCTATEUTIKN EvOUMACia O€ EEXWPIOTO anEio.
- MpooTacia TWV AVATTVEUCTIKWY 03WV
MNa ouvtoun A YIkper] €mMBApPUVON va XPNOIUOTTOIEITE AVOTTIVEUGTIKA CUCKEUN JE QIATPO, yia évTovn
] TTOPATETAPEVN £€KOEGN TTPOCTATEUTIKI) AVATIVEUCTIKI] CUOKEUN aveEAPTNTA TOU TTEPIBAAAOVTOG
aépa.
®iAtpo P2
- MpooTacia Twv Xepiwv

MpoaoTaTeuTikd yavTia.

To UAIKO Twv yavTiwv Ba TTRETTEN va gival Un SIaTTePATO Kal avBeKTIKO EvavTl TOU TTPOIOVTOG / TOU
UAIKOU / TOU TTOPACKEUGCUATOG.
AGYyw un TpaypaToTToinong OOKIYWY Ogv PTTOPET va TTPOTABE Kavéva UAIKO YavTIWV 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 UTToRA6UIoN.

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

- Xp6vog digioduong Tou UAIKOU YavTIWV
O akpIBAG xpovog dIEAEUCNG AVAKOIVWVETAI OTTO TOV KATACOKEUAOTH TWV TIPOCTATEUTIKWY YAVTIWV
Kal Ba TTPETTEl va TNPEITAl TTAVTOTE.

- MpooTacia Twv HATIWYV / TOU TTPOCWTTOU

MpooTtaTeuTikd yuaAid atroAUTWGS £QAPUOOTA.

- MpooTacia yia To cwpa: MNMpoaTaTeuTIKA €VOUUATIia Epyaaiag.
GR
(ouvéxela aTn oghida 5)
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ApIBu6g ékdoong 1.1 (avtikabioTtd Tnv ékdoon 1.0)

Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

TMHMA 9: ®uoiKkEG Kal XNMIKES

(ouvéxela atré T oeAida 4)

1I010TNTEG

- 9.1 Zroixeia yia TIG BaCIKESG PUOIKEG KAl XNHIKEG 1IB10TNTEG

- Tevikég TTANpoOPoOpieg

- Quoiki KaTdoTaon

- Xpwpa:

- Ooun:

- 'Oplo oouAg:

- Znueio TAgewg/onpeio TAEwg:

- Znueio {éoewg N apXIké onueio {Eoewg Kal
meploxn {£oewg

- EU@AEKTOTNTA

- AV TATO KOI KATWTATO 6pI10 EKPNEINOTNTAG

- KATWTEPA:

- AVWTEPA:

- Znueio avda@Aedng:

- OgppoKpacia atroouvleong:

- I&woeg:

- Kivnpariké 1§wdeg

- SUVAMIKA:

- AlaAuTéTnTO

- VEPO:

- ZUVTEAEOTAG KATAVOURG O€ h-OKTAVOAN/vepH
(AoyapiOuIkA TIPA)

- Tdon atpwyv

- MukvéTNTa KAI/} OXETIKN TTUKVOTNTA

- MukvéTtnra:

- ZXETIKN TTUKVOTNTA

- MukvéTnTa aTpWV

- XapaKTNPIOTIKA CWHATISIWV

- 9.2 Aoitrég TTAnpogopieg

-Oyn:

- Mopen:

- ZNMAVTIKEG TTANPOPOPIES YIA TNV TIPOCTACIA
TNG uyeiag Kai Tou ePIBAAAOVTOG, aAAd Kal
TNV ao@dAcia.

- OgppoKpacia auTavAa@Aeing

- EKpNKTIKEG 1810TNTEG:

- MeTafoAn Tng KaTtdoTaong.
- PuBpég g§arpiong

oTEPED

daoTpo
XOAPOKTNPIOTIKN
Mn kaBopiouévo.
252-254°C

Aegv gival TTpoodIopICUEVO
To UAIKS dev gival EUPAEKTO

Mn kaBopiouévo.
Mn kaBopiouévo.
Mn xpnoipoTroInoipo
Mn kaBopiouévo.
Mn xpnoigoTToIfoipo

Mn xpnoihoTToInoipo
Mn xpnoihoTToInoipo

adidAuTo

Mn kaBwpiopévo.
Mn xpnoigoTToIfoipo

Aev gival TTpoodIopICUEVO
Mn kaBopiouévo.

Mn xpnoigoTToIfoipo
BA&Te kepdAaio 3.

TToudpa

Mn kaBopiouévo.
Aev ugioTaTal Kivduvog eKpAgEwS Tou
TTPOIOVTOG.

Mn xpnoigoTroIfoipo

- MAnpo@opieg OXETIKA PE TIG KAAOEIS QUOIKOU

Kivduvou
- EKpNKTIKA
- EO@AekTO aépia
- AgpoAUpata
- O&eIBWTIKA aépia
- Aépla utré trieon
- EO@AekTO Uypd
- EO@AekTO OTEPEQ
- Autevepyég ouoigg Kal peiyparta

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

(ouvéxela aTn oghida 6)
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Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod T oghida 5)

- Mupo@opikd uypd EKTTITTTEI
- Mupo@opikd oTeped EKTTITTTEI
- AUTOBEPHUAIVOEVEG OUTIEG KAl JEIYHOTO EKTTITTTEI
- Ougigg Kal peiygaTta TTou eKAUOUV EUQAEKTA

aépla o€ ETAPN UE TO VEPO EKTTITTTEI
- O%e1dwTIKG Uypd EKTTITTTEI
- O%eIdwTIKG OTEPEG EKTTITTTEI
- Opyavikd utrepoéeidia EKTTITTTEI
- Oucigg kal peiyparta rou Spouv diaBpwTikd

EVAVTI TWV PHETAAAWV EKTTITTTEI
- ATreuaioBnTOTTOINMEVA EKPNKTIKA/JEIYMATO

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 TTPog 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.
O¢eidia alwtou (NOXx)

TMHMA 11: ToSIKoAoOyIKEG TTANPOPOPIEG

-11.1 MAnpo@opieg yia Tig TageIg KIvEUvou, 6TTwG opiovTal oTov Kavoviouo (EK) apif.
1272/2008

- Ogeia To§ikoTNTA ETRACBEG O€E TTEPITITWON KOTATTOONG.

- ZNUOVTIKEG TIMEG TagIvOounong-LD/LC50
A6 10 o160 | LD50 | 418 mg/kg (rat)

- A1dBpwon Kal PeEBICUOG TOU SEPUATOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounang dev TTAnpouvTal.
- ZoBapn o@BaApiki BAABN/epeBIoUOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounaong dev TTAnpouvTal.
- EuaioOnrotroinon Tou avatrveuoTikoU ) euaioclnToTtroinon Tou dépparog
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- MetaAAagloyéveon YEVVNTIKWV KUTTAPpWV
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- Kapkivoyéveon Baoel Twv d1aBéaiywy dedouévwy, Ta KpIthpia Tagivounong dev TTAnpouvTal.
- To§ikéTnTa 0TNV avatrapaywyn Mmopei va BAdwer Tn yovipoTnTa A 10 £Upuo.
- E181KA T0§IKOTNTA OTOa Opyava-oToxoug (STOT) - epdrrag ékBeon
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounaong &ev TTAnpouvTal.
- EI81KA T0§IKOTNTA 0T Opyava-oToxoug (STOT) - eravelAnuuévn €kBgon
MpokaAei BAGReg oTa 6pyava UOTEPA ATTO TTAPATETAUEVN 1 ETTAVEIANUPEVN €KOED.
- EmKivduvoTnTa avappoé@nong

Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
(ouvéxela aTn oghida 7)
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Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod T oehida 6)
- 11.2 MAnpo@opieg yia GAAOUG TUTTOUG ETTIKIVEUVOTNTAG
- 1816TNTEG EVBOKPIVIKAG SlaTtapaxig H ouaia dev TrepiéxeTal

TMHMA 12: O1koAoyIKéG TTANPOPOPIEG

-12.1 TogikéTnTCO

- Yoariki ToSikéTnTa: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.

- 12.2 AvOEKTIKOTNTA Kal IKAVOTNTA ATrodounong Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIES.

-12.3 AuvatéTnra Biloouoowpeuong Acv diaTiBevTtal GAAEG OXETIKEG TTANPOPOPIEG.

- 12.4 KivnTikOTnTO OTO £30pOg Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.

-12.5 AtroteAéopara Tng agiohéynong ABT ka1 aAaB

- ABT: Mn xpnoIuoTTOINCIWO

- AAaB: Mn xpnoigoTroinfaiyo

- 12.6 1816TNTEG EVOOKPIVIKAG SiaTapaxnig
To TTpoidv dev TTEPIEXEI OUTIESG UE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.

- 12.7 AAAEG APVNTIKEG ETTITITWOEIG

- MaparApnon: ESaipeTikGd dNANTNPIWOES yia Ta YAPIA.

- MepauTépw oikoAoyikég evoeigelg:

- l'evikég odnyieg:
Aev emTpémreTal va O1EIodUel oTa yhiva vepd, va adelddeTal aTo udATIVOo TTEPIBAAAOV 1 oTNV
ATTOXETEUCT OKOWN OUTE KAl OE PIKPEG TTOOOTNTEG.
Emkivduvo yia 10 TTOCIMO vEPS aKOUN Kal OTaV EKPEUCOUV OTO UTTESAPOG UIKPEG TTOOOTNTEG.
2710 udATIVO TTEPIRAAAOV gival SNANTNPIWOEG yia Ta Wapia Kal Toug udpofIoug opyaviGuoUG.
Emikivouvo yia 1o uddtivo trepiBaAAov - KAdon 3 (AIKA pag ekTipnon): TToAU emmikivouvo
E€aipeTikd dnAnTnpItndeg yia Toug udpoRioug opyaviououg.

TMHMA 13: Z1oixeia oXeTIKG pE TN d1G0gon
- 13.1 Mé08odo1 ere§epyaciag ammoBARTWY
- Z0oTaon:
Agv emTpémreTal va gvatroTiBetal padi pe ta koivé atmmoppiypara. Mnv 1o adeidlete otnv
QTTOXETEUON.
- EupwTraik6g katdAoyog amoBARTwv
HP5 | Eidikr ToéIkdTnTa O0TA Opyava-otoxoug (ETOZ)/TogikdTnTa atrd avappdenon
HP6 | O&cia TogikéTnTa
HP10 | To¢iké yia Tnv avatrapaywyn
HP14 | Oikotogikd

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

TMHMA 14: NMAnpo@opisg OXETIKA HE TN HETAPOPA
-14.1 Ap1Bpu6g OHE 1\ ap1Buédg TautéTNTOG
- ADR, IMDG, IATA UN3077
- 14.2 Oikeia ovopacoia arrootoArig OHE

(ouvéxela aTn oghida 8)
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cUp@wva pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’g§f gjgggggg

ApIBu6g ékdoong 1.1 (avtikabioTtd Tnv ékdoon 1.0)

Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod Tn oghida 7)

- ADR 3077 MEPIBAAAONTIKA EMNIKINAYNEZ
OYZIEZ, ZTEPEEZ, E.A.O. (Finasteride (Form
)
Finasteridum)

-IMDG ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S. (Finasteride
Finasteridum)

- 1ATA Environmentally hazardous substance, solid,
n.o.s. (Finasteride
Finasteridum)

- 14.3 Tagn/-e1g KIvdUvou KaTd Tn JETAQOPA
- ADR, IMDG, IATA

- KAdon 9 AiIdpopeg eTTIKiVOUVEG OUCIEG Kal €idn
- ETIKéTA KIVEUVOU 9

- 14.4 Opdada cuokeuaoiag
- ADR, IMDG, IATA 11

- 14.5 MepiBaAAovTikoi Kivduvol:

- @aAdooiog Putravrig: >uppolo (wapia kal 6€vTpo)
- Eid1k oRpavon (ADR): >uppolo (wapia kar 6€vTpo)
- Eid1k ofuavon (IATA): >uppolo (wapia kar 6€vTpo)

- 14.6 E181kég Tpo@uUAGEeIg yia Tov Xpaotn  poooxn: AIG@Qopeg ETTIKIVOUVEG OUTIEG Kal €idN
- Ap18 avayvwpiong kivduvou (Kwdikog

Kemler): 90
- Ap1O6g-EMS: F-A,S-F
- Stowage Category A
- Stowage Code SW23 When transported in BK3 bulk container,

see 7.6.2.12 and 7.7.3.9.
- 14.7 OaAdoCIEG HETAPOPES XUBNV CUNPWVA

HE TIG TPageig Tou IMO Aev €xel epapuoyn

- MeTag@opd/MNMpoobereg MNMnpogopitg:

- ADR

- Mepropiopéveg TooodTnTeg (LQ) 5 kg

- E§aipoUpeveg roootnteg (EQ) Kwdikég: E1
MéyioTn kaBapr TToodTNTA AvA ECWTEPIKA
ouokeuaaoia: 30 g
MéyioTn kaBapr) TToodTNTA avA EEWTEPIKA
ouokeuaoia: 1000 g

- Katnyopia petapopdg 3

- Kwdikoi mepiopiocyol oRpayyag: (-)

-IMDG

- Limited quantities (LQ) 5 kg

(ouvéxela oTn oehida 9)
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cUp@wva pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’g§f gjgggggg

ApIBu6g ékdoong 1.1 (avtikabioTtd Tnv ékdoon 1.0)

Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod T oghida 8)

- Excepted quantities (EQ) Code: E1
Maximum net quantity per inner packaging: 30 g
Maximum net quantity per outer packaging: 1000

g

- UN "Model Regulation": UN 3077 MEPIBAAAONTIKA EMIKINAYNES
OYZIEZ, STEPEES, E.A.O. (FINASTERIDE
(FORM IIl)
FINASTERIDUM), 9, Il

TMHMA 15: ZTo1xgia VOMOBETIKOU XOpPOAKTAP

- 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 ouoieg - MAPAPTHMA | H oucia dev trepiéxetal

- Katnyopia Seveso E1 Emikivduvo yia 1o uddTivo TTepIBAAAov

- Oplaknf TTooéTNTA (TOVOI) YIA TNV £QAPHOYH TWV ATTAITACEWV KATWTEPNG Badpidag 100 t

- Oplaknf TToo6TNTA (TOVOI) YIA TNV £QAPHOYH TWV ATTAITACEWV avwTEPNG BaBpidag 200 t

- Odnyia 2011/65/EE yia Tov TepIopIoN6 TG XPNONG OPICUEVWV ETTIKIVOUVWY OUCIWV €
NAEKTPIKO Kal NAeKTPOVIKS £§o0TTAICNO - MapapTnua ll
H oucia dev TrepiExeTal

- KANONIZMOZ (EE) 2019/1148

- MapapTtnua | - MIPOAPOMEZX OYZIEZ EKPHKTIKQN YAQN YINO MEPIOPIZMOYZ (AvwTaTtn
TIMR OPioOU yIa TOUG OKOTTOUG TNG Xopnynong adsiag cuu@wva Je To dppo 5 Trapdypagpog
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 Je Tn 0£0TTION KAVOVWY YIA TNV TTAOPpaKoAoudnon
TOU EUTTOPIOU TTPOSPOUWYV OUCIWV VOPKWTIKWV HETASU TG KoIlvoTnTag Kal TRITWV XWPWV
H ouoia dev TrepiExeTal

- 15.2 ASloAdynon XnUIKAG ao@daAsiag:
H afioAdynaon xnUIKAG ac@aAeiag gV TTPAyUATOTTOINBNKE.

TMHMA 16: Aoi1trég TTAnpo@opiEg
AuTég o1 dnAwoeig BacifovTal OTO CNPEPIVO ETTITTED0 TWV YVWOEWV Pag, Oev atroTEAOUV £yyUnon
yIQ TIG IBIOTNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV Tn SNUIOUPYiIa CUMBATIKWY UTTOXPEWTEWV.

- Topéag Tou ekdidel To AgATio Agdopévwy:
Fagron Hellas
Quality Assurance
- MNa mAnpog@opieg areuBuvBeite: v.dimitroulis@fagron.gr
- Huepounvia rponyouUpuevng ékdoong: 04.01.2022
- Ap1Bp6g TTponyoUpevng €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
(ouvéxela otn oghida 10)
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GUpQWVa pe To 1907/2006/EK, ApBpo 31 H““'p°“”"“/’_‘\j§gg‘g)‘gr‘]’grﬁf e

Ap1Bu6g ékdoong 1.1 (avtikabioTtd Tnv ékdoon 1.0)

Ovopaoia Tou TpoidvTog oto gutropio: Finasteride (Form lil)
Finasteridum

(ouvéxela atrod Tn oghida 9)
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 — Karnyopia 4
Repr. 1B: Togikétnta otnVv avatmapaywyn — Katnyopia 1B
STOT RE 1: Eidikn To€IkdTNTa OTA Opyava oToXoug (eTTavaiapBavopevn €kBean) — Katnyopia 1
Aquatic Acute 1: Emikivduvo yia To uddaTivo TrepIBaAAov - o&ug Kivouvog yia To udativo TrepiBailov — Karnyopia 1
Agquatic Chronic 1: Emikivduvo yia 1o uddrivo TTepIBGAAOV - HaKPOTTPOBETUOG KIVOUVOG yia To udaTivo TrepIBaAAov —
Katnyopia 1

- * Tpotrotmroinuéva oToIXEia 0€ OXEON ME TNV TTPONYOUNEVN €KBoon
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