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TMHMA 1: AvayvwpIoTIKOG KwSIKOG oUuTiag/HeiyHaTOG KAl ETAIPEIAG/ETIXEIPNONG

1.1 AvayvwpIoTIKOG KwBIKOG TTPOoidvVTOg
2Aua karaTeBév : Gentamicin / Betamethasone Formulation

1.2 Zuvageig TpoodiopI{OPEVES XPAOEIG TG OUCIAG ] TOU JEIYMATOG KAl AVTEVOEIKVUOMEVEG
XpNnoeig

Xpnon tng Ouciag/Tou : Kmnviatpiko mpoidv

Meiypartog

1.3 ZToixgia Tou TTpopnBeuTA TOU SeATiou dedopévwv ao@algiag

Etaipeia : MSD
Kilsheelan
Clonmel Tipperary, IE

TnAé@wvo : 353-51-601000
AielBuvan nAekTpovIKoU . EHSDATASTEWARD@msd.com

Taxudpoueiou Tou aréuou
utreUBuvou yia 1o SDS

1.4 Ap1Buég TNAs@wvou ereiyoucag avaykng
+1-908-423-6000

TMHMA 2: MNpood10pICHOG EMIKIVOUVOTNTAG

2.1 Ta§ivounon Tng ouciag | TOU MEiYUATOG
Tagivopnon (KANONIZMOZ (EK) ap16. 1272/2008)

To&IkOTNTA yIa TNV avaTrapaywyn, H360D: MTropei va BAdwel To €uPpuo.
Kartnyopia 1A
EidikA ToikéTnTa O0Ta Opyava oTdXouG - H372: NpokaAei BAGReG oTa dpyava UoTEPa AT

eTavoAaupavouevn ékBean, Karnyopia 1 TTOPATETAPEVN 1) ETTAVEIANUMEVN EKBEDT.
BpaxutrpdBeopoo (0gu) Kivduvog yia 1o H400: MoAU TogIko yia Toug udpPORIoug

udarTivo trepiBaiiov, Karnyopia 1 opyaviououg.
MakpoT1rpoBecauoo (xpovio) Kivduvog yia H410: MoAU TogIkd yia Toug udpORIoug
10 UdaTtivo TrepiBaiAiov, Katnyopia 1 opyaviououg, JE HOKPOXPOVIEG ETTITITWOEIG.

2.2 Zroixeia emioApavong

Emonpavon (KANONIZMOZ (EK) apif. 1272/2008)
Eikovoypdupara Kivéuvou

MpoeidoTroiNTIKA A&EN : Kivduvog
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AnAWOoEIg ETTIKIVOUVOTATAG

AnAWOEIG TTPOQUAGEE WV

H360D MTropei va BAdwel To £uBpuo.

H372 TpokaAei BAGPReg oTa 6pyava UoTEPA ATTO
TTapATETAPEVN 1) ETTAVEIANUPEVN €KBEOT.

H410 TloAU T0gIKO yia Toug udpPORIoUG opyaviououg, Je
MOKPOXPOVIEG ETTITITWOEIG.

MpoAnyn:

P201 E@odiaoTeite pe TIG €10IKEG 0dNnyieg TTPIV aTTd TN XPNAON.
P264 TAUveTe TO OEPUA OXOAAOTIKA PETE TO XEIPIOUO.

P273 Na atro@euyeTal n eAeuBEpwon oTo TTEPIBAAAOV.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIO/ TIPOCTATEUTIKA
evoupara/ yéoa aTopIKAG TTPOCTACIAG yIa TA JATIA/ TTIPOCWTTO.

Eméppaon:
P308 + P313 ZE MEPINTQZXH ékBeong r mBavoeTnTOg

€kBeang: ZupuBouleuBeite/ EtmiokepBeite yiaTpo.
P391 MadléwTte TN XUPEvn TTO0OTNTA.

Emikiviuva ouoTaTIKA TTOU TTPETTEI VA AvAyPA@OVTAl OTNV ETIKETA:

Gentamicin
Betamethasone

2.3 AAAoi kivduvol
Kayia yvwoTn.

TMHMA 3: 20vBson/TTAnpo@opiss yia T CUCTATIKA

3.2 Meiypara
ZUOTATIKG
XnUIKA ovouaacia CAS-Apib. Tagivounon ZUYKEVTPWON
EK-Apib. (% wiw)
ApiBu6g KataAdyou
ApiBuo6g
Kataxwpenong
Gentamicin 1403-66-3 Repr. 1A; H360D 0,49
215-765-8 STOT RE 1; H372
Aquatic Acute 1;
H400
Aquatic Chronic 1;
H410

>uvteAeotAig m (O&cia
TOEIKOTNTA YIA TO
uddaTivo TTEPIBAAAOV):
100

2UVTEAEOTAG M
(Xpovia TogikoTnTa
yia 10 uddTIVO
TePIBAAAoV): 1
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Betamethasone 378-44-9 Acute Tox. 2; H330 0,1
206-825-4 Repr. 1B; H360D

STOT RE 1; H372
Aquatic Chronic 1;
H410

ZuvTeAeOTAG M
(Xpoévia TogikdTnTa
yia 10 UBATIVO
TePIBAAAOV): 1.000

XAwplouxo BeviaAikdvio 8001-54-5 Acute Tox. 3; H301 0,01
Acute Tox. 2; H330
Acute Tox. 3; H311
Skin Corr. 1; H314
Eye Dam. 1; H318
Aquatic Acute 1;
H400

Aquatic Chronic 2;
H411

2uvteAeoTAg m (O&eia
TOEIKOTNTA YIA TO
uddaTIvo TTEPIBAAAOV):
100

MNa eme€ynon Twv cguvtopoypa@iwy BAETTE evotnTa 16.

TMHMA 4: Métpa mpwTwy Bondsiwv

4.1 Nepiypa@n TWV HETPWV TTPWTWV Bondeiwv
eviKEG UTTOOEIEEIS . Zg TEPITITWON aTUXNAMATOG 1 av dev aioBdveoBe KaAd,
€100TTOIEIOTE TOV YIATPO.
Av dI0pKOUV TO GUUTITWHATA 1] UTTAPXEI KATTOIO auIBOAIa,
OupPBouAeuBEiTE £va yiaTpo.

MpooTacia Twv MpoowTiwyv  : Oool Tpoc@épouv TG MNMpwTeg BorBeieg Ba TTpéTTel va
TTOU TTAPEXOUV TTPWITEG TIPOGEEOUV TNV AUTOTTPOCTACIA KAl VA XPNOIKOTToIoUV TOV
BonBeieg OUVIOTWHEVO ATOUIKO TIPOCTATEUTIKO £EOTTAICUO GTAV UTTAPXEI

n mBavarnta ékBeong (BA. TuRua 8).

> TTEPITITWON EICTIVONG : Z& TIEPITITWON EICTIVONG PETOPEPETE TO BUPa GTO KABAPO
agpa.
2UMBouAeuTeiTE yIATPO.

>€ TIEPITITWON ETTAPAG HETO  :  Z& TTEPITITWON ETTAPNG EETTAUVETE APECWG TO OEPUA E
Oépua dagpBovo vepd Kal aaTrouvi.
BydaATe Ta poAucpéva pouxa Kal TTatrouTold.
2UMBouAeuTeiTE yIaTPO.
MAUveTE Ta JOAUCPEVA TTOUXO TIPIV TA EQVOAPOPEDETE.
KaBapioTe emMpeAWS Ta TTATTOUTOIA TIPIV TAV
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€TTAVAYPNOIYOTTOINON.

2€ TTEPITITWON ETTAPAG ME TA  ©  =ETTAUVETE TA PATIA TTPOANTITIKA PE VEPOD.

MAaTIO ETmoke@OeiTe yIaTpO O€ TTEPITITWON TTOU BEV UTTOXWPEI O
epeBIOPAC.

2 € TTEPITTITWON KATATTOoNG : Ze mepitrmwon kardmoong: MHN tTpokaAéoeTe eUETO.

2UMBouUAeuTEiTE YIATPO.
MAUOveTE TO OTOUA OXOAAOTIKA PE VEPO.

4.2 INUAVTIKOTEPO CUUTITWHATA Kol ETMISPACEIG, AUECES ) UETAYEVECTEPEG

Kivduvol . Mrmropei va BAGyel To €uppuo.
MpokaAei BAGREG oTa dpyava UOTEPT ATTO TTAPATETAPEVN 1
eTTaveIAnuuévn €kBean.

4.3 "Evdeign omolaodATTOoTE AmaITOUNEVNG AUEONS IATPIKAG @POVTIOAS Kal £18IKAG BepaTreiag
MeTayeipion © AVTIUETWTTIOTE TO CUPTITWHATA KAl OTNPIETE TOV A0BeVN.

TMHMA 5: MéTtpa yia TNV KAatamroAéunon TnG TTUPKAyYIAg

5.1 NMupooBeoTIKA péoa
KatdAAnAa TTupooBeaTikd . Exvépwpa vepou
uéoa AQpb¢ oTabepds o aAKOOAN
Alogegidio Tou avBpaka (CO2)
=npa XNUIKG yéoa TTupdaBeong

AkaTdAANAQ TTUPOGRECTIKA . Kapia yvwoTn.
uéoa

5.2 E181koi Kiviuvol TTou TTPOKUTITOUV a1Td TNV OUCid ) TO HEiypa

ISiaiTepol Kivduvor katd Tnv . H ékBeon og kauoiya TTPOIGVTA PTTOPEI Va gival KivOUvog yia
KaTatmoAéunon NG TNV Uyeia.

TTUPKayIGg

Emkivduva TTpoidvta . O¢eidia Tou avBpakog

KaUuoewg

5.3 ZuoTAOEIG YIO TOUG TTUPOORECTEG

EIBIKOG TTPOCTATEUTIKOG D XZg TEPITITWON TTUPKAYIAG £XETE AUTOBUVAN OVATTVEUOTIKI)
€EOTTAIGNOG YIa TOUG OUOKEUN. XpNOIKOTTOINOTE TTPOCWTTIKA £vOUaCia
TTUPOCPRECTEG TTPOOTATIOG.

Eidikég péBodol TTupdofeong :  XpnoIYOTTOINOTE HEoA TTUPOOBEONG TTOU €ival KATAAANAQ yIa

TIG GUVONKEG Kal TO TTEPIBAAAOV.

MNa ™ Yngn Twv KAEIOTWYV SOXEIWV XPNOIUOTIOIEIOTE WEKATHA
vepou.

ApaipéoTe Ta aképala doxEia ATTO TNV TTEPIOXT TTUPKAYIAG, EQV
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auUTO €ival ao@PAAEG VA TO TTPAEETE.
EkkevwoTe TNV TTEPIOXA.

TMHMA 6: MéTpa yia TV AVTIJETWITION TUXAiag éKAuong

6.1 NMPooWTTIKEG TTPOPUAAEEIG, TIPOCTATEUTIKOG £EOTTAIGHOG KAl S1a8IKACiIEG EKTAKTNG AVAYKNG
MpoowTTIKEG TTPOPUAAEEIG : XpPNOIYOTTOINOTE TTPOCWTTIKA EVOUACia TTPOCTATIOG.
AkoAouBNoTE TIGC CUUPBOUAEG yIa AoPaA XEIPIOUO KAl TIG
OUOTAOEIG VIO ATOUIKO TTPOCTATEUTIKO ECOTTAICUO.

6.2 MepiBaAovTikég npocpu)\af,slg

MepiBalAovTIKEG : H atmoBoAn oto epIBGAANoV TTPETTEN va aTTOPEUYETAL.
TTPOPUAAGEEIG EutrodioTe Tn TTEpETAipW SIappor Kal SIACKOPTTICNO, av auTd
gival duvard dixwg Kivouvo.

EptrodioTe Tnv €€aTAwGOnN o€ peyaAn trepioxn (Tr.X. MEOw
TTEPIOPIOHOU ] @pAayuaTa eAaiou).

To poAucpévo vepd TTAUCEWG GUAAEyETaI Kail diaTiBeTal.
EidoT1T0IEIOTE TIG TOTTIKEG UTTNPETIES, AV UTTAPXEI TNUAVTIKOG
OIa0KOPTTIONOG Kal OV UTTOPET va TTEPIOPICTEI.

6.3 Mé&0odo1 kai UAIKA yia TI'£pIOpIO'|.IO Kal KaBapiopd

Mé¢Bodol kaBapiouou . ZUYKEVTPWOTE JE adpavES HEGO aTTopPOPNONG.
MNa peydAeg KNAIdeG, TTAPACKETE AVTITTANUUUPIKG aQVAXWHUOTA A
AAAEG KaTAAANAEG oTeyaveég CWVEG YIA VO OTTOTPEWETE TV
e€amAwaon Tou UAIKoU. Edv eival duvarr) n dvtAnan Tou UAIKoU
TTOU TTPOEPXETAI OTTO TA AVTITIANUMUPIKG QvaXWHUATA,
a1roONKEUOETE TO AVAKTNOEV UAIKO OTOV KATAAANAO TTEPIEKTN.
KaBapioTe Ta uttoAEmméueva UAIKA TNG KNAIdAG pe Tov
KatdAANAo TTpocpo@nTH.
Ol ToTTIKOI A €BVIKOI KAVOVIOHOi EVOEXETAI VO £QAPPOCTOUV O€
TEPITITWON ATTEAEUBEPWONG KAl aTTOPPIYPNS TOU UAIKOU auTou,
KaBwg Kal 60wV UAIKWYV Kal TEPJAXiwV XpnaoiyoTroinénkav Katd
TOV KaBapIouo Twv atTeAEUBEPWHEVWY OUCIWY. Oa TTPETTEI va
TTPOGCOIOPICETE TTOIOI KAVOVIOUOI €ival EQAPUOCTEOL.
211G evoTnTEG 13 Kal 15 Tou TTAPOVTOG PUAAOU aGPaAEiag
0edopEvV TTAPEXOUV TTANPOPOPIEG OXETIKA WE TIG ATTAITHOEIG
OPICHEVWYV TOTTIKWY I €BVIKWYV KAVOVICUWV.

6.4 MapatrouT ) o€ AAAA THAMATA
BAémre TuApara: 7, 8, 11, 12 kai 13.

TMHMA 7: Xeipiop6g Kai atrofnkeuon

7.1 Npo@uAdgeig yia ac@aAn xslplopo

TexvIKa uETpa . Acite Mnxavikd pétpa oto TuAPa EAEMXOZ THZ
EKOEZHZ/ATOMIKH MPOZTAZIA.
Tommikog/Tevikdg e€aepiopudg : EAv Oev uttapxel OI0BECIUOG ETTAPKNG £EaEPITUOG,

XPNOIUOTTOINCTE £EOEPIOUO E TOTTIKI ATTAYWYA.
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YTTod¢€iEeIS yIa ao@aAn . Mnv agnrioTe va épBel o€ eTTaQN PE To dEPUA 1) TNV evdupaacia.
XEIPIOUO Mnv avaTtTvéETe TOUG aTUOUG 1 TO EKVEQWHOTA.

Mn kaTaTTiveTe.

ATTOQEUYETE TNV ETTAQPN PE TA PATIQL

O xeIpiopdg TTPETTEN va YiveTal CUPQWVA PE TIG BEATIOTEG
TIPAKTIKEG BIOUNXAVIKAG UYIEIVAG Kal aoPAAEIag, ye Bdon Ta
ATTOTEAEOUATA TNG EKTIMNONG £KBEONG OTOV XWPO EPYATIag
Na diatnpeital o TTEPIEKTNG EPUNTIKA KAEIOTOG.

dpovrioTe va aTTOTPEYPETE TIG DIAPPOES, TO ATTORANTA Kal va
€ENAYIOTOTTOINOETE TNV ATTEAEUBEPWON OTO TTEPIBAAAOV.

Métpa uyievng : Eav umtdpyxel mBavoTnTa €KBEONG O€ XNMUIKEG OUTIEG KATA TN
dIdpKEIa TNG TUTTIKAG XPNONG, PPOVTIOTE yia TnV TTapouacia
OUOTNUATWY EKTTAUGNG 0QOAANWY Kal VTOUG YIO TV Ao@AAEIa
TOU TTPOCWTTIKOU, KOVTA aTOV XWPo epyaciag. Otav 1o
XPNOIUOTTOIEITE PNV TPWTE, PNV TTiVETE, uNv KaTTvideTe. MAUveTE
Ta JOAUGEVA poUXa TTPIV TA EAVOAPOPETETE.

H atroteAeopaTIKh AEIToupyia PIag EYKATAOTOONG TTRETTEI VA
TTEPINAPPBAVEI TNV ETTIBEWPNCN TWV PINXAVIKWY PETPWV
eAEyXOU, TOV OWOTO XEIPIOUS Tou EOTTAICOU ATOMIKNAG
TIPOCTACIAG, TIG KATAAANAEG DIadIKaaieg apaipeans pouxIouoU
Kal atToAUpavong, EAEYXO0 TNG EPYACIAKNG UYIEIVAG, IATPIKN
ETTITAPNON KAl XPron SIOIKNTIKWVY PETPWV EAEYXOU.

7.2 ZuvOnKeg ao@AAoUg @UAAENG, CUMTTEPIAAUBAVONEVWY TUXOV ACUHBIBACTWY KATAOTACEWYV

ATTQITACEIS yIa XWPOUG . AmobnkeleTal o doxeia TTou Ye owaoTr oRuavon. Puldoaoetal
atmobnikeuong kal doxeia KAEIdwEVO. AlaTnpeital KOAG KAEIOTO. ATToOnKeUETaI
oUPQWVA WE TIG 1IDIAITEPESG EBVIKEG VOUIKES DIATACEIG.

YTTodE€iEeIS yia KoIVA : Mnv amobnkeveTe Pe Toug akOGAouBoUG TUTTOUG TTPOIOVTWV:
atmobnikeuon loxupd oCeIdwTIKG péoa

Opyavikd utrepoceidia

ExkpnkTIKG

Aépia

7.3 E1dIkA TEAIKA XpRon R XpPNoEIg
EidikA xprion 1 xpnoeig . Aev umr@pyouv aToixeia

TMHMA 8: 'EAeyx0g TnG ékOsong/aTolIKA TTpooTaTia

8.1 Mapduerpol eAéyxou
Opia erayyeApOTIKAG €KOECNG

2UCTOTIKA CAS-ApB. Eidog Tiung Mapduetpol eAéyxou Bdon
(Eidog Tng
eKBEoEWQ)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 2) EowTtepikn
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) EowTtepikn
Mepairépw TANPOQOPIES: Aépua
| Opio kaBapiopol | 10 pug/100 cm? | Ecwrepikn
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Huepounvia Tng TeAeuTaiag ékdoong:

Etritredo xwpig emimrrwoelg (DNEL) oOpwva pe Tov Kavoviopd (EK) apiBu. 1907/2006:

Ovopaocia Tng ouciag | TeAikr xprion | Odoi ékBeong AuvnTikég BAGBeG TNG | Tiun
uyeiag
KaoTopéAaio Epyalbpuevol Eiotvon Makpoxpovia - 16,4 mg/m?3
TTOAUQIBUAEVIKNG OUOTEMIKA
YAUKOANG arroteAéopara
Epyaléuevol Etraen pe 10 Makpoxpovia - 4,67 mg / kg
Oépua OUOTEUIKA owuaTikéd
amoteAéouaTta Bdapog / nuépa
KatavaAwTég Eiotvon Makpoxpovia - 2,9 mg/m3
OUOTEUIKA
amoteAéouaTta
KatavaAwTég Emaer| pe 1o Makpoypovia - 1,67 mg / kg
Oépua OUCTEUIKA owHaTikéd
amoteAéouaTta Bdapog / nuépa
KatavaAwTég Kartdarroon Makpoypovia - 1,67 mg / kg
OUCTEUIKA OwuaTikéd
amoteAéouaTta Bdapog / nuépa

TTPORAETTONEVN CUYKEVTPpWON Xwpig emimTwoel§ (PNEC) oup@wva pe Tov Kavoviouoé (EK)

apiBy. 1907/2006:

Ovopagaia Tng ouaiag MepiBaAovTikd TunRua TiuR
KaoTopéAaio TTOAUGIBUAEVIKNG "AUKO vepO 0,000 pg/l
YAUKOANg
"AUKO vePO - SIOKOTTITOUEVO 66,1 pg/l
©aAdoacio Udwp 0,000 pg/l
©aAdaoaio vepd - DIAKOTTITOUEVO 6,61 pg/l
‘ICnpa Tou YAUKOU vepOU 0,0129 mg/kg
gnpPo Bapog
(d.w.)
©aAdooio iCnua 0,00129 mg/kg
gnpPo Bapog
(d.w.)
Edagog 0,00258 mg/kg
&npPd Bapog
(d.w.)

8.2 "EAeyxo1 €kBeong

TeXVIKA TTPOCTATEUTIKA METPA

OAa 1a pnxavikd pETpa eAEyxou TTPETTEN va UAOTTOINBOUV GUP@WVA PE TOV OXEBIOOUO TNG
EYKATAOTOONG KOI O XEIPIOPOG TOUG TTPETTEI va yiveTal pe Bdon Tig apxEg Opbig KaTtaokeuaoTikAg
MPAKTIKAG yIa TNV TTPOCTACIA TWV TIPOIOVTWY, TWV £PYACOPEVWY Kal TOU TTEPIBAAAOVTOG.
OuoI00TIKG OeV ETTITPETTETAI KAVEVAG XEIPIOPOG XWPIG EYKAWRITHO.
XpnoIyoTroIEiTE KAEIOTG CUOTAPOTA £TTECEPYATiag ) TEXvOAoyieg EykAwBIouoU.
2€ TTEPITITWON XEIPIOWOU O€ EPYOTTHPIO, XPNOIMOTTOIEITE KATAAANAG oxedlaguévo BAGAauo
BioAoyikng acpdAciag, amaywyd avabupidoewy i AAAN cuokeun eyKAWRIOPOU €av UTTAPXEI
mBOavoTNTa agpowekacpou. EGv autr n mBavotnTa dev UTTAPXE], O XEIPIOUOG TTIPETTEI VA YIVETQI
ETTAvVW o€ BIOKOUG A ETTIPAVEIEG TTAYKWV WE ETTEVOUOT.

ATOMIKOG TTPOCTATEUTIKOG EEOTTAIONOG

MpooTacia TwV PaTIWV

dopdre TTPOCTATEUTIKA YUAAIG JE TTAEUPIKA TTPOCTATEUTIKA I
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TTPOCWTTIOEG.
Eav 1o TrepIBdAAov epyaciag A k&trola dpacTnpidTnTa
TTEPINAPPBAVEI CUVONKEG UE OKOVEG, OMIXAES ) agpoAUpaTa,
TIPETTEI VA POPATE TA KATAAANAQ TTPOOTATEUTIKG YUOAIG.
dopdTe TTPOCTATEUTIKA TTPOCWTTIOA 1) GAAO PECO TTPOCTACIAG
OAGKANPOU TOU TTPOCWTTOU €AV UTTAPXE! TTIBavVATNTA GUECNS
ETTAPAG TOU TTPOCWTTOU PE OKOVEG, OUIXAEG A agpoAuparTa.
MpooTacia TwWV XEPIWV

YAIKO : TavTia avOekTIKA O€ XNUIKEG OUTIiEG

Mapatnpnoeig . E&erdoTe 10 evdeEXOUEVO XPAONG BITTAWY YOVTIWV.
MpooTacia Tou dépuaTtog kal @ PopdTte POpUa pyaaiag i epyacTnpiakh TodId.
TOU CWHATOG Mpétrel va €TTioNg va xpnoigoTTolouvTal TTpOoBeTa evouuaTa

avaloya pe TNV epyacia TTou ekTeAETal (TT.X. TTPOCTATEUTIKA
pavikia, Todid, yavTia, OTOAEG piag Xpriong) yia TV aTToQuyn
NG €KBEONG ETTIPAVEIWV TOU OEPUATOG.
XPNOIYOTTOIEITE TIG KATAAANAEG TEXVIKEG YIA TNV APAipeCn Tou
OuUVNTIKA HOAUCUEVOU POUXITHOU.
MpooTacia Twv . Eav dev utrdpyxel 01a6£01u0G £TTAPKNG £€AEPIOUOS PE TOTTIKA
AVATTVEUCTIKWY 00WV ATTayWYyr 1 N €KTiuNon €kBeang UTTOBEIKVUEI EKBETEIG EKTOG
TWV OUVIOTWHPEVWY KATEUBUVTHpIWY 0dnyIwy,
XPNOIUOTTOINCTE AVATIVEUCTIKN TTPOCTACIa.
O egommAiopog TrpéTel va TAnpoi 1o potutto EAOT EN 143
®iAtpo TUTTOU . TOmog owpaTdiwv (P)

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 ZToixeia yia TIG BACIKEG QUOIKES KOl XNMIKESG 1810TNTEG

Ouyn ©uypo

Xpwua . Aev uttdpyouv aToixeia
Oouni . Aev umt@pyouv aToixeia
Oplo oounig . Aev utt@pyouv aToixeia
pH . Aev umr@pyouv aToixeia

>nueio TAgswg/onueio TTAgEWG @ Agv UTTAPXOUV OTOIXEIQ

ApxIkd onpeio {éong Kai . Aev umr@pyouv aToixeia
epIoxn ¢éong

2nueio avaeAeéng . Aev umt@pyouv aToixeia
TaxuTtnra e§aTpiong . Aev uttdpxouv oToIxEia
Ava@Ae€iudtnTa (oTePED, : Mn gpapudoipo

aépIo)

AvwTepo 6pio €kpnéng / ;. Aev umt@pyouv aToixeia
AvwTePO 6pI0 avaPAEENg

KatwTtepo 6pio €kpnéng / . Aev uttdpyouv oToIxEia

KatwTepo 6pio avagAeéng
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Micon aTpwv Agv utTdpyouV oToIXEid

SYETIKA TTUKVOTNG OTUWV

2YETIKA TTUKVOTNTA

MukvoTnTa

AlagAuTtoTnTa (S1I0AUTETATEG)
YdarodioAutéTnTa

2UVTEAEOTAG KOTAVOMNG: N-

oKTavoAn/vepd

O¢puokpaacia autoavagAeéng

O¢puokpaaoia atroolvBeong

1Ewdeg
[Ewdeg, KIVNTIKO

EKPNKTIKEG 1810TNTES

OLeIdWTIKEG 1010TNTES

9.2 AAAeg TTAnpo@opieg

AvagAe€iuotnra (uypd)
Mopiakd Bdapog

MéyeBog cwpaTidiwv

Agv utTdpyouv aTolxeia
Agv utTdpyxouv aTolxeia
Agv utTdpyouv aTolxeia
Agv utTdpyouv aTolxeia
Agv utTGpyxouv aToIxXEia
Agv utTGpyxouv aToIxXEia

Agv utTGpyouv aTolxeia

Agv utTGpyxouv aToIxXEia

Mn ekpnKTIKO

H ouacia A 1o peiypa dev Tagivopeital wg oEeIdwTIKO.

Agv utTdpyouv aToIxXEia
Agv utTdpyxouV aToIXEia

Agv utTdpyxouV aToIXEia

TMHMA 10: Z1a0gpdTNTA KAl AVTIOPACTIKOTNTA

10.1 AvTISpaoTIKOTNTA
Mn Ta&ivounuévo wg Kivduvog avTidpacTIKOTNTAG.

10.2 XnuIKA oTaBepdTnTa
>1a0ep0 KATW aTTO KAVOVIKEG OUVONKEG.

10.3 MBavoTnTa £MIKIiVOUVWY avTISpACEWV
Mrtropei va avTIOpacoel P I0XUPOUG OEEIDWTIKOUG TTAPAYOVTEG.

Emmikivduveg avTidpaoeig

10.4 ZuvBRKeGg TTPOG ATTOPUYRV

2UVBNKEG TTPOG ATTOPUYAV

10.5 Mn oupBard uAIkd

YAIKG TTPOG aTTOQUYA

Kapia yvwoTn.

OCeidwTika péca
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10.6 Emikivduva 1TpoiévTa arroouvlsong
Agv gival yvwoTd emmikivduva trpoidvra didoTraong.

TMHMA 11: To§ikoAoyikég TTAnpo@opiEg

11.1 NMAnpo@opitg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpogopieg yia TOaveg
000U¢ €kBeong

Oteia TogIkOTNTA

Eiotrvon

Etraen pe 10 épua
Karétroon

Etaer) patiwv

Agv Tagivopeital ye Baon TIG SI0BECIUES TTANPOPOPIEG.

O¢eia To€ikoTNTa OI1& TNG
EIOTIVONG

ZUOTATIKG:

Gentamicin:
O¢eia To€IkdTNTA ATT6 TOU
OTOUATOG

O¢cia ToCikoTNTA OI1& TNG
€I0TIVONG

Oteia TogikoTNTa (GAAOI OdOI
Aqwng)

Betamethasone:

Oteia TogIKOTNTO OTTO TOU
OTOUATOG

Oteia TogikoTnTa dI1G TNG
€I0TIVONG

Ekripnon ogeiag toéikéTNTag: > 5 mgl/l
Xpovog ékBeong: 4 h

ATUOC@AIpa BOKIPNG: OKOVN/EKVEQW A
MéBodog: MéBodog uttoAoyiouou

LD50 (Apoupaiog): 8.000 - 10.000 mg/kg

LD50 (Movriki): 10.000 mg/kg

LC50 (Apoupaiog): > 0,2 mg/l

Xpovog ékBeong: 4 h

ATuOc@aIpa BOKIUNG: OKOVN/EKVEQW A

Mapartnpenoeig: Aev TTaparnpndnke BvnoiudTnNTa € QUTA TN
doon.

LD50 (Apoupaiog): 67 - 96 mg/kg
Tpotrog Epapuoyng: Evoo@A£fia

LD50 (Apoupaiog): 371 - 384 mg/kg
Tpotrog E@appoyng: Evdouuika

LDLo (MiBnkog): 30 mg/kg
Tpotrog Epapuoyng: Evoo@A£fia

LD50 (Apoupaiog): > 5.000 mg/kg
LD50 (Movriki): > 4.500 mg/kg

LC50 (Apoupaiog): 0,4 mgl/l
Xpovog ékBeong: 4 h

10/ 26



AEATIO AEAOMENQN AZDAAEIAZ
oUp@wva pe Tov Kavoviouo (EK) apiBu. 1907/2006 Q MSD A"“”"‘

Gentamicin / Betamethasone Formulation

‘Ekdoon Huepounvia Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
23 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 09.10.2017

2054152-00006

XAwpirouxo BeviaAkovio:

O¢eia TofIkOTNTA aTT6 TOU . LD50 (Apoupaiog): 240 mg/kg

OTOUATOG

O¢eia To€IkOTNTA &I1A TNG : LC50 (Apoupaiog, apoevikd): > 0,05 - 0,5 mg/l
€I0TIVONG Xpovog ékBeong: 4 h

ATUOO@AIpa BOKIPNG: OKOVN/EKVEQW A

MéBodog: OECD KareuBuvtipia ypauuf dokiung 403
AloAoynon: AlaBpwTIKG TNG AVATIVEUOTIKIAG 000U.
Mapatnpnocig: Me Bdon Ta dedopéva atmd TTapouoIa UAIKA

O¢eia To€IkéTNTa &1 TOU . LD50 (Apoupaiog, BnAukd): 704 mg/kg
OépuaTog

AidBpwon kal epeBIOCUOG TOU déPUATOG
Agv Tagivopeital pe Baon TIG SI0BECIUES TTANPOPOPIEG.

ZUCTATIKG:

Gentamicin:

Eidog . Kouvé

ATroTéAECUQ . EAa@pucg epeBiopods Tou dEpuaTog
Betamethasone:

Eidog . Kouvé

ATroTéAECUQ . EAa@pucg epeBiopodg Tou dEpuaTog

XAwp10Uxo BeviaAkoévio:
Eidog . AvBpwTtrog
ATroTéAECUQ o AlaBpwTIKG PETA aTTd £KBECN 4 WPWV N AIYOTEPO AETTTWV

ZoBapn BAABN/epeBICUOG TWV PaATIWY
Aev Tagivopeital ye Baon Tig O1ABETIUES TTANPOPOPIEG.

ZUOTOTIKG:

Gentamicin:

Eidog . Kouvéh

ATroTéAeCua . EAag@pdg epeBiopods Twv paTiwv
Betamethasone:

Eidog : Kouvéh

ATtroTéAecua . Kavévag epeBiopdg Twv paTiwv

XAwpioUxo Bev{aAkovio:
Eidog : Kouvéh
ATtroTéAecua : Mn avaoTpéWiyeg ETITITWOEIG OTA PATIA
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AvaTrveuoTIKA euaioBntoTroinon f euaiodntoTroinon Tou dépuaTog
EuvaioOnrotroinon Tou dépuartog

Aev Tagivopeital ue Baon Tig S1aBETIUES TTANPOPOPIEG.
EuvaioOnrotroinon tng avamvong

Aev Tagivopeital ue Baon Tig S1aBETIPES TTANPOPOPIEG.

ZUCTATIKG:

Gentamicin:

Mapatnpnoeig . Aev uttdpyouv aToixeia
Betamethasone:

Odoi ékBeong : Aépua

Eidog : Y®poxoipog
AtroTéAecpa : 'Hmog euaioBnToTroinTAg

XAwp10Uxo BeviaAkoévio:

Eidog Aokiung . Human repeat insult patch test (HRIPT)
Odoi ékBeong . Emaoen pe 10 8épua

Eidog . AvBpwTtrog

ATroTéAECUQ . apvnTiké

MeTaAAaiyéveon YEVVNTIKWY KUTTAPWYV
Aev Tagivopeital ye Baon Tig S1ABECIUES TTANPOPOPIEG.

ZUCTOTIKG:

Gentamicin:

ovidioTogIKOTNTA in vitro . Eidog Aokiung: Aokipn in vitro yovidiakAg HeTAAAAENS
KUTTApou BnAacTikou
ATToTéAeCQ: apvnNTIKO
Eidog Aokiung: TeoT TTAPAPOPPWONG XPWHATOOWHATWY in
vitro
AtrotéAeapa: au@ifoio

ovIBIoTOEIKOTNTA in Vivo . Eidog Aokiuig: AoKiuf HIKPOTTUPAVWY £PUBPOKUTTAPWY O€
ONAaOTIKG (KUTTOPOYEVETIKN OKIPaaia in vivo)
Eidog: Movriki
Tpotrog E@apuoyng: Evoo@A£Ria Eveon
ATtToTéAeopa: apvnTiko

Betamethasone:

MovidioToIkdTNTA in vitro : Eidog Aokiung: Baktnpiakr dokipgaoia avaotpoeng

peTaAAaéNG (AMES)
ATttoTéAeopa: apvnTiko

Eidog Aokiung: Aokiur in vitro yovidiakng neTdAAagng
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KUTTApou BnAacTiKoU
ATroTéAeopa: apvnTIKO

Eidog Aokipng: TeoT TTapapoppwong XPWHATOCWHATWY in
vitro
AtrotéAeopa: BeTIKG

"ovIBIOTOEIKOTNTA iN ViIVO : Eidog Aokiung: AoKiur PIKpOTTUpAVWY pUBPOKUTTAPWY O€
OnAaoTIKA (KUTTapoyeveTIKA dOKIPaoia in vivo)
Eidog: Movriki
Tpotog E@appuoyng: Ammé oTOPaTOg
ATtrotéAeapa: au@iBoAo

MeTaMalyéveon yevvnrikwy :  To BAPOG TwV ETTICTNUOVIKWY OTOIXEIWV &gV UTTOOTNPICEI TNV
KUTTGpwv- AgiIoAdynon TagIivounon wg PeTaAAagioydvo TTapayovTa YEVVNTIKOU
KUTTAPOU.

XAwpiroUxo BeviaAkovio:
MovidioTogIKOTNTA in Vvitro . Eidog Aokiung: Baktnpiakr dokipgagia avaatpoeng

MeTAAAaENG (AMES)
ATroTéAeCa: apvnTIKO

Eidog Aokiung: Aokipn in vitro yovidiakAg HeTAAAAENS
KUTTApou BnAacTikou

MéBodog: OECD KareuBuvtipia ypauunf 0okiung 476
ATroTéAeca: apvnTIKO

Mapartnenoeig: Me Bdon Ta dedopéva atrd TTapOUoIa UAIKA

Eidog Aokiung: TeoT TTapapdppwong XPWHATOCWHATWY in
vitro

MéBodog: OECD KareuBuvtipia ypauuf 0oKIung 473
ATToTéAeCQ: apvnNTIKO

Mapartnenoeig: Me Bdon Ta dedopéva atrd TTapOUoIa UAIKA

ovIdIoTOEIKOTNTA in Vivo . Eidog Aokiuig: AoKiuf HIKPOTTUPAVWY £pUBPOKUTTAPWY O€
ONAAOTIKG (KUTTOPOYEVETIKN doKIPagia in vivo)
Eidog: Movriki
Tpotog E@apuoyng: Kararmoon
MéBodog: OECD KareuBuvtrpia ypapur dokiuAg 474
ATToTéAeCUQ: apvNTIKO
Mapatnpnosig: Me Bdon Ta dedopéva ammod TTapouoia UAIKA

Kapkivoyéveon
Aev Tagivopeital pe Baon TiG SIOBECIUEG TTANPOPOPIEG.
ZUCTOATIKG:

Gentamicin:
Kapkivoyéveon - AloAdynon :  Aev uttdpyouv oToixeia
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XAwpirouxo BeviaAkovio:

Eidog : Apoupaiog

Tpotrog E@apuoynig : Kardrmroon

Xpoévog ékBeong : 2Em

MéBodog . OECD KateuBuvTrpia ypauur dokiuAig 453
ATtroTéAECUQ ©apvnTiké

Mapatnpnoeig : Me Bdon ta dedopéva amd Tapduoia UAIKA
Eidog : TMovriki

Tpotog E@apuoynig : Emmaen pe 1o déppa

Xpoévog ékBeong : 80 ¢Bdouddeg

ATToTéAECUO . apvnTiké

Eidog : Kouvéh

Tpotrog E@apuoynig . Emmaen pe 1o déppa

Xpoévog ékBeong © 90 ¢Bdouddeg

ATToTéAECUQ . apvnTiké

To§IkéTNTA YIO TV AVATTApAYWYR
Mrtropei va BAGwel To €uBpuo.

ZUOTOTIKG:

Gentamicin:

Emmrwoeig otn yoviydétnta  :  Eidog Aokiuig: MeAETnG TOEIKOTNTAG OTNV avatTapaywyr dUo
YEVEWV
Eidog: Apoupaiog
MNovipétnTa: NOAEL: 20 mg / kg B&pog ocwuaTog
AtrotéAeopa; Aev ava@EépBnkav anUavTIKES AVETTIOUUNTES
EVEPYEIEC

Emdpdoeig otnv avamTuén . Eidog Aokiung: EuBpuikn avamTuén

TOU €uPpUoU Eidog: Kouvéh
To&ikétnTa yia Tnv AvamTuén: NOAEL: 3,6 mg / kg Bdpog
OWPaTOG

AtrotéAeopa: Kayia euppuikn TogikéTnTa.

Eidog Aokiung: EpBpuikh avamtugn

Eidog: Apoupaiog

Tpotrog E@apuoyng: Evdotrepitovaikni

To&ikotnTta yia Tnv Avamtuén: LOAEL: 75 mg / kg Bapog
OWUaTOG

AmrotéAeopa: EpBpuikA TogIKATNTA.

Eidog Aokiung: EpBpuikn avamtugn

Eidog: MNovriki

Tpotrog E@apuoyng: Evdotrepitovaikni

ToikotnTa yia Tnv Avamtuén: LOAEL: 10 mg / kg Bdapog
owpaTog

AtrotéAecpa; EuBpuikn Bvnoiudtnra., Acv Traparnpenénkav
AVWHUAAIEG.
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To&IkOTNTA YIa TNV
avatrapaywyn - AgloAdynon

Betamethasone:

Emdpdoeig otnv avamTuén
TOU €uPpUOU

TogikéTnTa yIa TNV
avatrapaywyn - AZloAdynon

XAwpioUxo Bev{aAkovio:
EmmTwoeig oTn yovigotnta

Emdpdaoeig otnv avamrtugn
TOU €uBpUOU

Eidog Aokiung: EpBpuikh avarrugn

Eidog: Apoupaiog

Tpotrog E@apuoyng: EvdotrepiTovaikni

To&ikoTnTa yia Tnv Avdrtuén: LOAEL: 50 mg / kg Bédpog
OwuaTog

AtrotéAeopa: EuBpuikr) Bvnoipgdtnra., Asv Traparnprénkav
AVWHMOAIEG.

Ymrapyouv BeTikEG ammodeitelg yia duapeveig emOpdoeIg TNV
avaTrTugn atrd €mMONUIOAOYIKEG HEAETEG GTOV AVOPWTTO.

Eidog: KouvéA

Tpoétrog E@appuoyng: Evoouuika

To&ikoTnTa yia Tnv Avdrtuén: LOAEL: 0,05 mg / kg Bdpog
OWHaATOG

AtrotéAeopa: EuBpuovikn TogikéTnTa., Maparnprénkav
AVWHMOAIEG.

Eidog: Apoupaiog

Tpoétog E@appuoyng: Yodopia

To&ikétnTa yia Tnv Avamruén: LOAEL: 0,42 mg / kg Bdpog
OwuaTog

AtrotéAeapa: Maparnprdnkav avwpualicg.

Eidog: Movriki

Tpoétog E@appuoyng: Evoouuika

To&ikétnTa yia Tnv AvamTuén: LOAEL: 1 mg / kg Bapog
OWuaTOg

AtrotéAeopa: Maparnperdnkav avwualicg.

YTTapxouv oageic atrodeigelg duaueEVWY eTIOPACEWY OTNV
avaTTuén, ye Baaon meipduara o€ wa.

Eidog Aokiung: MeAéTng ToSIkOTNTAG OTNV avaTTapaywyn dUo
YEVEWV

Eidog: Apoupaiog

Tpotog Epapuoyng: Kararmoon

MéBodog: OECD KareuBuvtrpia ypapur dokiuAg 416
ATToTéAeCUQ: apvNTIKO

Mapatnpnosig: Me Bdon Ta dedopéva ammod TTapouoia UNIKG

Eidog Aokiung: EpBpuikn avamtugn

Eidog: KouvéN

Tpotrog E@appuoyng: Kardrroon

MéBodog: OECD KareuBuvtrpia ypapur dokiung 414
ATttoTéAeopa: apvnTiko

Mapatnpnocig: Me Bdon Ta dedopéva ammod TTapouoia UNIKG
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2.3

AvabBewpnong:

23.03.2020

Ap1Bu6g AgATiou
Aedopévwv
Ao@dAciag:
2054152-00006

€3 MSD /) e

Huepounvia Tng TeAeuTaiag ékdoong:

13.09.2019

Huepounvia mpwTtng ékdoong: 09.10.2017

STOT-e@dartrag ékBeon

Agv Tagivoueital pe Baon T1IG SI0BECIUES TTANPOPOPIEG.

STOT-emraveiAnpuévn ékBeon
MpokaAei BAGReS oTa dpyava UOTEPA ATTO TTAPATETANEVN ) ETTAVEIANUUEVN EKBEDN.

ZUOTOTIKA:

Gentamicin:

Opyava Z1éxo0I
AtloAdynon

Betamethasone:
Opyava Z1éxo0I

AtloAdynon

XAwp10Uxo BeviaAkoévio:

AloAéynon

Neppd, E0WTEPIKG AuTIoU
MpokaAei BAGREG oTa dpyava UOTEPA ATTO TTAPATETAPEVN 1
eTTaveEINNUUEVN €KBETN.

Ymoguaon, AvogoTtroinTiké auoTnua, pug, Bupocidnig adévag,
Aipa, Emivegpidlog adévag
MpokaAei BAGREG oTa dpyava UOTEPT ATTO TTAPATETAPEVN 1
eTTaveIAnuuévn €kBean.

Aev TTapatnpnOnkav 1ISIITEPES ETTITITWOEIG OTNV UYEIQ TWV
{wwv og auvykevtpwoelg 100 mg/kg cwpuatikou Bdapoug i

Aiyétepo.

ToikéTnTa eTTaAvaAaupavopevng dé6ong

ZUOTATIKG:

Gentamicin:

Eidog

LOAEL

Tpotog Egappoyng
Xpovog ékBeong
Opyava Z16x0I
ZUUTITWHATO

Eidog

LOAEL

Tpotog Egappoyng
Xpovog ékBeong
Opyava Z16x0I

Eidog

LOAEL

Tpotmog Egappoynig
Xpoévog ékBeong
Opyava Z16xo0I

Eidog
NOAEL
LOAEL

2KUAOG

3 mg/kg
Evoopuikd
12 MAveg
Negppa

Epetég, Ekpony adAiwyv

Mibnkog
50 mg/kg
YT1rodopia
3 EBSou

Neppd, eowTEPIKO AUTIOU

MMienkog
6 mg/kg
Evoopuika
3 EBdop

Aiua, Neppd, ecwTePIKO AUTIOU, ZUKWTI

Apoupaiog
5 mg/kg
10 mg/kg
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AEATIO AEAOMENQN AZDAAEIAZ
oupewva pe Tov Kavoviouo (EK) apiBu. 1907/2006
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Gentamicin / Betamethasone Formulation

‘Ekdoon Huepounvia Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
23 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 09.10.2017
2054152-00006
Tpotog E@apuoyng Evdopuuiké
Xpobvog ékBeong 52 Edou
Opyava Z1éxo0I Neppd, Aipa
Eidog Apoupaiog
NOAEL 12,5 mg/kg
LOAEL 50 mg/kg
Tpotog E@appuoyng Evdopuuiké
Xpobvog ékBeong 13 ERSou
Opyava Z1éxo0I Negppd
Betamethasone:
Eidog Kouvéh
LOAEL 0.05 %
Tpotrog E@apuoynig Etragr| pe 1o dépua
Xpoévog ékBeong 10-30d
Opyava Z1éxo0I Ymoguaon, AvoooTtroinTiké aUoTnuad, Jug
Eidog Apoupaiog
LOAEL 0.05 %
Tpoétog E@appuoyng Etraen pe 10 &épua
Xpovog ékBeang 8 ERSou
Opyava Z16xo0I BupocIdng adévag
Eidog Movriki
LOAEL 0.1%
Tpoétog E@appuoyng Etraen pe 10 &épua
Xpovog ékBeong 8 ERdou
Opyava Z16xo0I BupoeIdnrg adévag
Eidog 2KUAOG
LOAEL 0,05 mg/kg
Tpoétog E@appuoyng ATT6 oTéuaTOG
Xpovog ékBeong 28d

Opyava Z16x0I

XAwpioUxo Bev{aAkovio:

Aiya, Bupoeidng adévag, Emveppidiog adévag

Eidog Apoupaiog
NOAEL >= 100 mg/kg
Tpoétog E@appuoyng Kardrtroon
Xpoévog ékBeong 12 ERSou

TogikéTnTa avappopnong
Aev Tagivopeital pe Baon TiG SIOBECIUESG TTANPOPOPIEG.
Eptraipia amwé tnv avBpwivn ékOeon oTnv oudia

ZUOTATIKG:

Gentamicin:
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Katétroon . Opyava 216x01: Neppd
Opyava Z1éxol: e0WTEPIKG AUTIOU
ZupTtrtwparta: Z4aAn, TAiyyog, ATTwAgia akong, eppon, euBpuikn

KWoQwon
Betamethasone:
Eiotrvon . Opyava 21oxo1: Emive@pidlog adévag
ETragn pe 1o 8épua : Zupmmwpata: Kokkiviopa, Kvnoudg, EpeBiouog

TMHMA 12: OikoAoyikég TTAnpo@opicg

12.1 TodikéTNTOA
ZUOTOTIKG:

Gentamicin:
TogikétnTa oTIg dAYvieg kal  :  EC50 (Daphnia magna (NepowuAAog o péyag)): 86 mg/l
GAAa udpoBIa poAdKIa Xpobvog €kBeong: 48 h

MéBodog: OECD KareuBuvtipia ypauun dokiung 202

LC50 (Americamysis (apida €idoug Muaidwv
Americamysis)): 30 mg/I

Xpovog ékBeong: 96 h

MéBodog: HIMA-Opyavioudg MpooTtaciag MepiBdAAovTog
(EPA) Odnyia Aokiuig OPPTS 850.1035

TogikéTnTa oT( . EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): 10
PUkn/udpoBIa QuTh pg/l

Xpovog ékBeong: 72 h

MéBodog: OECD KareuBuvtApia ypauur dokiung 201

NOEC (Pseudokirchneriella subcapitata (Trpaciva @ukia)): 1,5
o/l

Xpovog ékBeong: 72 h

MéBodog: OECD KareuBuvtrpia ypappur dokiuig 201

EC50 (Anabaena flos-aquae (kuavoBaktrpio)): 4,7 ug/l
Xpoévog €kBeong: 72 h
MéBodog: OECD KareuBuvtrpia ypaupur dokiung 201

NOEC (Anabaena flos-aquae (kuavoBakrpio)): 1,6 pg/l
Xpoévog €kBeong: 72 h
MéBodog: OECD KareuBuvtrpia ypauur dokiuig 201

>uvteAeotrig m (O¢eia ;100
TOEIKOTNTA YyIa TO UDATIVO
TEPIBAAAOV)

ToikoTnTa O€ . EC50:288,7 mgl/l

MIKpOOpPYavIoUoUG Xpovog ékBeong: 3 h
Eidog Aokiung: Mapeutrddion TneG avatvorg
MéBodog: OECD KareuBuvtrpia ypapur dokiung 209
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‘Ekdoon Huepounvia
2.3 AvabBewpnong:
23.03.2020

Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
Aedopévwv 13.09.2019

Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 09.10.2017
2054152-00006

2uvTeAeoTAG m (Xpovia
TOEIKOTNTA YIA TO UBATIVO
TEPIBAAAOV)
Betamethasone:
To&IkéTNTa OTIG BAPVIES KOl
GAAa UBPORIa HaAdKIa

To&ikéTnTa OoTA
dukn/udpdBIa QuTd

To&ikétnTa oTa Wapia
(Xpovia ToIkéTnTa)

To&IkdTNTA OTIG BAPVIES KOl
AAAa udpOBIa paAdkia
(Xpovia TofIkéTnTa)

>uvteAeotrig m (Xpovia
TOgIKOTNTA YIa TO UBATIVO
TEPIBAAAOV)

XAwpioUxo Bev{aAkovio:
ToikoTnTa OTO WhpIa

ToIkOTNTa OTIG OAPVIES KAl
GAAa udpORIa HaAdKia

ToikoTnTa OTA
PUKN/udpoOBIa PuTa

EC50 (Americamysis (Iapida gidoug Muoidwv
Americamysis)): > 50 mg/I
Xpovog ékBeong: 96 h

EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): > 34
mg/l

Xpobvog €kBeong: 72 h

MéBodog: OECD KareuBuvtApia ypauur dokiung 201
Mapatnpenosig: Kayia TogikotnTa oTa 6pia SiIaAuTdTNTAG

NOEC (Pseudokirchneriella subcapitata (Trpdciva @ukia)): 34
mg/l

Xpobvog €kBeong: 72 h

MéBodog: OECD KareuBuvtApia ypauur dokiung 201
Mapatnpenoeig: Kayia To€ikotnTa ota 6pia SiaAutdTNTAG

NOEC: 0,052 mg/l

Xpovog ékBeong: 32d

Eidog: Pimephales promelas (Xovtpoké@aAog KuTTpivog)
MéBodog: OECD KareuBuvtipia ypauunf dokiung 210

NOEC: 0,07 ug/l

Xpovog ékBeong: 219d

Eidog: Oryzias latipes (Japanese medaka)

MéBodog: OECD KareuBuvtipia ypauunf 0oKiung 229

NOEC: 8 mg/l

Xpovog ékBeong: 21d

Eidog: Daphnia magna (NepOwuAAog 0 péyag)
MéBodog: OECD KareuBuvtrpia ypapur dokiuig 211

1.000

LC50 (Pimephales promelas (XovTpokEé@aAog KUTTpivog)):
0,28 mgl/l
Xpovog €kBeong: 96 h

EC50 (Daphnia magna (NepowuAAog o péyag)): 0,0056 mg/l
Xpovog €kBeong: 48 h

ErC50 (Chlorella pyrenoidosa (XAwpéAAa pyrenoidosa)): 0,09
mg/l
Xpoévog €kBeong: 72 h
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>uvteleoTrig m (Ogeia : 100
TOEIKOTNTA YIA TO UDATIVO
TEPIBAAAOV)
To&ikétnTa oTa Wapia : NOEC: 0,032 mg/l
(Xpovia TogIkdTNTA) Xpévog ékBeong: 34 d

Eidog: Pimephales promelas (XovTpoké@aAog KuTTpivog)

12.2 AVOEKTIKOTNTA KAl IKAVOTNTA ATTOdOuNoNg

Gentamicin:

Bioatmrodounoiuétnra : ATTOTEAEOUA: TAXEWG OTTOIKOOOWNTINO
Bioatroikoddéunon: 100 %
Xpévog €kBeong: 28 d
MéBodog: OECD KareuBuvtApia ypauuf dokiung 314

XAwp10Uxo BeviaAkoévio:

Bioatmrodounoiuétnra . AmotéAeopa: Atroikodopeital BioAoyiké eUKOAQ.
MéBodog: OECD KareuBuvtipia ypauun dokiung 301D
Mapartnpenoeig: Me Bdon Ta dedopéva atrd TTapduola UAIKA

12.3 AuvaréTtnra BIOCUCOoWPEUCNHS
ZUCTOTIKG:

Gentamicin:

2UVTEAECTAG KOTAVOMNG: N- . log Pow: < -2
oKTavoAn/vepd

Betamethasone:

2UVTEAECTAG KOTAVOMNG: N- . log Pow: 2,11
oKTavoAn/vepd

XAwpioUxo Bev{aAkovio:

Bioouoowpeuon . Eidog: Lepomis macrochirus (Mépka (wapr))
Bioouykévrpwong (BCF): < 500
Mapatnpnosig: Me Bdon Ta dedopéva ammod TTapoduoia UNIKG

2UVTEAEOTAG KATAVOUNAG: N- . log Pow: 1,692
oKTavOAn/vepd Mapatnpnoeig: YTroAoyiopog

12.4 KivnTikOTNTO OTO £50(POG
Agv UTTAPYOUV OTOIXEIO

12.5 AmroteAéopara Tng aioAdynong ABT ka1 aAaB
Aixwg onuoaoia

12.6 AAAEG APVNTIKEG ETTITITWOEIG
Agv utTApyOUV OTOoIXEIO
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TMHMA 13: Zroixeia oxeTiKa pe Tn d1d0£0n

13.1 MéBodoi diaxeipiong amroBARTWY

Mpoidv

Mn kaBapiopéveg
OUOKEUAOiES (TTOKETA)

KartaoTtpégeral Aaudvovrag utr” oyn TIG 00nyieg TwV TOTTIKWV
UTTNPETIWV.

2Upowva pe Tov Eupwtraikd Katdhoyo ATToBARTWY oI Kwdikoi
Twv ATTOBARTWY avagépovTtal T XPron Kal 01 OTa TTPOoIOVTA.
O1 kwdikoi atroBAATWYV TTPETTEI Va KaBopioBoUuv atrd Tov
XPAOoTN, 600 10 duvaTrd O CUVEVVONON HE TIG UTTNPETIES
d138eong atmoBATWV.

Ta adeia doxeia TTPETTEI VA HETAPEPOVTAI O EYKEKPIPEVO
MEPOG Blaxeipiong aTToRANTWY yIa avakUKAwGoN A amoppiyn.
Av dev uTTOdEIKVUETAI KATI DIAPOPETIKG: ATTOPPIYTE TO WG KN
XPNOIPOTTOINUEVO TTPOIOV.

TMHMA 14: NMAnpo@opisg OXETIKA JE TN HETAPOPA

14.1 ApiBu6g OHE

ADN
ADR
RID
IMDG
IATA

UN 3082
UN 3082
UN 3082
UN 3082
UN 3082

14.2 Oikeia ovopacia amrootoAng OHE

ADN

ADR

RID

IMDG

IATA

MEPIBAANONTIKA EMNIKINAYNEZ OYZIEZ, YTPEZ, E. A. O.
(Gentamicin, XAwpiouxo Bev{aAkévio)

MEPIBAANONTIKA EMNIKINAYNEZ OYZIEZ, YTPEZ, E. A. O.
(Gentamicin, XAwpiouxo Bev{aAkévio)

MEPIBAANONTIKA EMNIKINAYNEZ OYZIEZ, YTPEZ, E. A. O.
(Gentamicin, XAwpiouxo Bev{aAkévio)

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Benzalkonium chloride)

Environmentally hazardous substance, liquid, n.o.s.
(Gentamicin, Benzalkonium chloride)

14.3 Tagn/-ei1g KIivSUvou KATA TN HETAPOPA

ADN
ADR
RID
IMDG
IATA

9

© © ©o© ©
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Gentamicin / Betamethasone Formulation

‘Ekdoon Huepounvia

2.3

AvabBewpnong:
23.03.2020

Ap1Bu6g AgATiou

Aedopévwv
Ao@dAciag:

2054152-00006

Huepounvia Tng TeAeuTaiag ékdoong:
13.09.2019
Huepounvia mpwTtng ékdoong: 09.10.2017

14.4 Opdada cuoKevaoiog

ADN

Oudda cuokeuaoiog
KwdIkdg Tagivounong

Ap1B. avayvwpiong Kivduvou
ETikéTeg

ADR

Oudda cuokeuaoiag
KwdIkdg Tagivounong

Ap1B. avayvwpiong Kivduvou
ETikéTeg

Kwdikag teplopiopou yia Ta
TOUVEA

RID

Oudda cuokeuaaiag
KwdIkog Tagivounong

Ap18. avayvwpiong Kivéuvou
ETikéTEG

IMDG
Oudda cuokeuaaiag

ETikéTEG
EmS Kwdikog

IATA (®Poprio)

Odnyia ouokeuaaiag
(popTnyod agpoTTAdvo)
EvToAn cuokeuaaiag (LQ)
Oudda cuokeuaaiog
ETikéTEG

IATA (EmBaTikoé)
Odnyia ouokeuaaiag
(emBaTiké agpoTTAdvo)
EvTtoAf ouokeuaoiag (LQ)
Oudda cuokeuaaiag
ETikéTeg

14.5 NepiBaAAovTiKoi Kiviuvol

ADN
Emkivduvo yia 1o
TEPIBAAAOV

ADR
Emmikivbuvo yia 10
TEPIBAAAOV

RID
Emmikivbuvo yia 10
TEPIBAAAOV

IMDG
OaAdoaiog pUTTog

"
M6
90

"
M6
90

I
9
F-A, S-F

964

Y964
"

Miscellaneous

964

Y964
"

Miscellaneous

val

val

val

vai
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IATA (EmIBaTikd)

Emikivduvo yia To Dooval
TEPIBAAAOV

IATA (PoprTio)

ETikivduvo yia To Yo {
TEPIBAAAOV

14.6 E1d81kég TTpo@UAASEIS yia Tov XpARoTh
H(or) Tagivounon(eig) NETAQOPAg TTou TTapEXETAI(OVTal) OTO TTAPOV £yypago TTpoopileTal Pévo yia
EVNUEPWTIKOUG OKOTTOUG Kal BacifeTal ATTOKAEIOTIKA OTIG 1I816TNTEG TOU N CUOKEUAOUEVOU UAIKOU,
OTTWG aUTEG TTEPIYpAgovTal oTo TTapov AegATio Aedopévwv Aa@alcgiag. Or Tagivounoeig JETapopdsg
evOEXETAI va dlapEPOouV avaAoya e Tov TPOTTO PETAPOPAG, TO UEyEBOG TNG CUCKEUATIAG KAl TIG
OI0POPES AVANETA OTOUG TTEPIPEPEIAKOUG 1) €BVIKOUG KavovIGUoUg.

14.7 X0dnv peragopd cupewva e 1o rapdprnua ll tng cuppaocng MARPOL kal Tou KwdIKa
IBC

Mapatnpnoeig . Agev 10Ul yIa TO TTPOIOV OTTWG dIaTiBETA.

TMHMA 15: ZToixcia vOOBETIKOU XapaKTAPA

15.1 KavoviopoilvopyoBeoia oXeTIKA JE TNV AaO@AALIN, TNV UyEia Kal TO TTEPIBAAAOV yia TV
ougia 1} To peiypa
REACH - Mepiopiouol otnv mmapaywyn, 1n diabean otnv ;. Na An@Bouv utrdéyn oi 6pol

ayopa Kal T Xpnon OPICHEVWY ETTIKIVOUVWY OUCIWY, TTEPIOPIOHOU YIa TIG AKOAOUBEG
TTAPACKEUOOUATWVY Kal avTiKelhevwy (Mapaptnua XVII) €10000UG:

ApiBudg atn AioTta 3
REACH - KatdAoyog utroyni@iwv TTpog adeioddtnon . Mn gpapudoipo
OUGCIWYV TTOU TTPOKAAOUV TTOAU peyaAn avnouyia ( ApBpo
59).
REACH - KatdAoyog ousiwy TToU UTTOKEIVTAI OE . Mn gpapudoipo
adei0dotnaon (Mapdaptnua XIV)
Kavoviouog (EK) apib. 1005/2009 yia Tig ouaieg TTou . Mn gpapudoipo
KATAOTPEPOUV TN OTIRGSA TOUu 6LOVTOG
KANONIZMOZ (EE) 2019/1021 yia Toug £upovoug . Mn gpapudoipo
0opyavikoug puUTToug (avadiaTuTrwaon)
Kavoviopog (EK) apiB. 649/2012 tou EupwTraikou . Mn gpapudoipo

KoivoBouAiou kai Tou ZUpBoUAiou OXETIKA JE TIG

€EAYWYEG KOl EI0AYWYEG ETTIKIVOUVWV XNHIKWV

TTPOIOVTWY

Seveso llI: Odnyia 2012/18/EE Tou EupwTraikou KoivoBouAiou kal Tou ZuuouAiou yia Tnv

QVTIMETWTTION TWV KIVOUVWYV PEYAAWY OTUXNHATWY OXETICOPEVWY PE ETTIKIVOUVEG OUCIEG .

Mooétnta 1 Mooétnta 2

El KINAYNOITIATO 100t 200t

MEPIBAAAON

AMAAegg odnyieg:
Na AngBei uttoywn n Odnyia 92/85/EOK yia Tnv TpooTacia TnNg unTpdTNTAG i OI AUCTNPEOTEPOI
€0VIKOi Kavoviouoi, 6TTou auToi IoXUoUV.

Na AneBei uttéwn n Odnyia 94/33/EK yia Tnv TTpooTacia Twv VEwv KATd TNV epyacia A ol
auaTnNPOTEPOI EBVIKOI KaVOVIOUOi, 6TTOU auToi IoXUouv.
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To CUCTATIKA TOU TTPOIGVTOG AUTOU TTEPIEXOVTAI OTOUG TTOPOKATW KATOAGYOUG:

AICS . Oev éxel TTpoodIoploBei
DSL . Ogev éxel TTpoadioploBei
IECSC . Oev éxel TTpoadIopIoBEi

15.2 AgIoAdynon XNHIKAG ao@AaAsiag
Agv €xel TTpaypaToTroinBei agloAdynon XNMUIKAG 0OQAAEING.

TMHMA 16: AAAeg TTAnpogopieg

AMN\eG TTANPOPOpPIES . ZToIXeia O1ToU €X0UV Yivel aAAayEG aTnV TTpoNyoUlEvn €Kdoon
ETTIONUAiVOVTAI OTO CWHPA auToU TOU £yyPAPOU e dUO KABETEG
YPAUES.

MAAQpeg keipevo Twv Ppdoewv H

H301 . Togikd o€ TepiTTwon KaTamoong.

H311 . To&ikd o€ eTaQr] ue 1o dEpa.

H314 . lMpokaAei coBapd depuaTiKG eyKaUPATa Kal OPOAAUIKES
BAGPeg.

H318 . MpokaAei coBapnr o@BaAuIkr BAGRN.

H330 . ©@avartneopo o€ TTEPITITWON EI0TTVONG.

H360D . Mrmropei va BAGyel To €uppuo.

H372 . lMpokaAei BAGREG oTa dpyava UOTEPA ATTO TTAPATETAPEVN 1
eTTaveIAnuuévn €kBean.

H372 . TMpokaAei BAGReG oTa Opyava UOTEPA ATTO TTAPATETAPEVN 1
eTTaveIAnuuévn €kBean AGyw KaTATToong.

H400 . oAU T0IKS yia Toug UdPORIoUS OPYAVIGHOUG.

H410 . oAU ToIKS yia Toug UdPORIoUG OPYAVIGHOUG, UE
MOKPOXPOVIEG ETTITITWOEIG.

H411 : To&ikd yia Toug udpobRIoug opyaviououg, e HOKPOXPOVIES
ETTITITWOEIG.

MAARpeg keipevo AAAwV cuvTOopOYpaPIWV

Acute Tox. . OC&eia TogIkOTNTO

Aquatic Acute . Bpaxutrpdé8eouoo (0€U) Kivouvog yia To udaTivo TrepIBailov

Aquatic Chronic : MakpotrpoBeopoo (xpovio) Kivouvog yia To udaTivo
TrepiBaiiov

Eye Dam. ;. ZoBapr) o@BaAuIkh BAGRN

Repr. . TogikdTnTa VIO TNV avatTapaywyn

Skin Corr. : AdBpwaon Tou dEpUaTog

STOT RE : E1dkn To€IkOTNTO OTO Opyava 0TOXOUG - ETTAVOAAUBAVOUEVN
£€kBeaon

ADN - EupwTtaikq Zup@wvia yia 1n O1Ebvr PETa@Oopd ETMIKIVOUVWY EUTTOPEUNATWY HECW
€OWTEPIKWY TTAWTWV 0dwv; ADR - EupwTrdikrp cup@wvia yia Tig dieBveic 0OIKEG PETAPOPES
eMKiVOUVwY gutropeupdTwy; AICS - AucTpoAiavd eUpeTAPIO  XNMIKWV oucaiwv; ASTM -
Apepikavikh  eTaipeia OOKIMWV  UAIKWvV; bw - Zwpartiké pdpog; CLP - Kavovioudg Trepi
Ta&ivopnong, Emonuavong kar 2uokeuaciag, Kavoviopdg (EK) Ap. 1272/2008; CMR -
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Kapkivoyévog, petarAagioyovog ouaia i ouaia TogIkA yia Tnv avarrapaywyr; DIN - Mpdtutro Tou
MeppavikoU lvoTiroltou Tutrotroinong; DSL - KatdAoyog oikiakwyv ouaiwv (Kavaddg); ECHA -
EupwTtraikdg Opyaviopog Xnuikwyv Mpoidvtwy; EC-Number - ApiBudg EupwTraikig Koivétnrag;
ECx - Xuykévipwon Trou oxeti¢etar pe avrtamékpion x%; ELx - lMooootd emBdpuvong trou
oxeTiCeTal pe avratmokpion x%; EmS - Xpovodidypauua éktaktng avaykng; ENCS - YTrdpyouoeg
Kal vEeg XNUIKES ouaieg (latTwvia); ErCx - Zuykévipwaon TTou oXeTieTal e avtatmokpion pubuou
auvgnong x%; GHS - MNaykdouio evapuoviopévo cuotnua; GLP - OpBn gpyacTtnpiokh TTPOKTIKA;
IARC - AieBvrig Opyaviouédg Epsuvwv Kapkivou; IATA - Aigbvig ‘Evwaon Aegpopetagopwy; IBC -
Aigbvig KWAIKAG yIa TNV KATAOKEUR KAl TOV £EOTTAIONO TWV TTAOIWV TTOU PETAPEPOUV ETTIKIVOUVA
XNUIKA Xudnv; IC50 - Miory pé€yiotn avaoTaATIKh ouykévipwor); ICAO - Aigbvrig Opyaviopog
MoAimikig Aepotropiag; IECSC - Eupetripio utrapxouocwv Xnuikwv ouciwv oTtnv Kiva; IMDG -
AieBvig Nautihiakog Kwdikag Eikivouvwy Eidwyv; IMO - AigBviig NauTiAiakég Opyaviouog; ISHL
- Noéuog Trepi Pilounxavikig aceaieiag kar uyeiag (lamwvia); 1SO - AieBviig Opyaviouédg
Tutrotroinong; KECI - Eupetipio utmapxouocwyv Xnuikwv ouciwv Tng Kopéag; LC50 - Oavdaoiun
ouykévipwon oT1o 50% TtAnBucpolu dokiuAg; LD50 - Oavdéoiun d6on oto 50% TmAnBucuou
OokIUAG (Méon Bavaciun 66on); MARPOL - AligBviAg didokewn yia Tnv TTpOANWN TG pUTTavong
amd TAoia; n.o.s. - Aegv opietal diagopeTikd;, NO(A)EC - Zuykévipwaon oTnv OToi0 Ogv
Tapartnpouvtal (ducpeveig) emodpdaoelg; NO(A)EL - Emimedo oto otroio dev TmaparnpouvTal
(duopeveic) emdpdoeig; NOELR - Tlloocootd empdpuvong oTo omoio dev  Traparneoulvral
emodpdoeig; NZIoC - EupetApio xnuikwv ouciwv Tng Néag ZnAavdiag; OECD - Opyavioudg
Oikovouikng Zuvepyaaiag kal AvamTuéng; OPPTS - Ymrnpeoia Aa@daAeiag Xnuikwv Ouciwv Kai
MpoAnwng Tng PuUmavong, PBT - AvBekTikr, Blooucowpeutikl kai Toéikr) oucia; PICCS -
Eupetrpio xnuikwv ouciwv Twv PiAmrrivwy; (Q)SAR - (MoooTikr) oxéaon douRg-0pacTnEIdTNTAG;
REACH - Kavoviouég (EK) Ap. 1907/2006 tou EupwtrdikoU KoivoBouAiou kai Tou Zuufouliou
OXETIKA Me Tnv Kataxwpion, afioAoynon, adeioddTnon Kal ToV TTEPIOPICHUO TwV  XNMIKWV
mpoidviwy; RID - Kavoviopoi yia TG O1€Bveic O1ONPOOPOUIKEG METAPOPES  ETTIKIVOUVWV
guTTopeUpdTwyY; SADT - OegpuoKpagia auTOETITAXUVONEVNG aTTooUvBeong, SDS - Aehtio
Aedopévwv Aogaleiag; SVHC - oucia tmou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetriplo
XNUIKWV ouaiwv TnG Taidv; TRGS - Texvikd mpoTuTIO VIa TIG €TIKivOUVeS ouaieg; TSCA - Nouog
Tepi eAéyxou ToEIkWwV ouoiwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva 'EBvn; vPvB - Akpwg
avOeKTIKN Kal AKpw¢ Blooucowpelaiun ouaia

Mepaitépw TTANPOPOpPIEg

MnNy€g TWV CNUAVTIKWY . Eowrtepikd texvikd dedopéva, dedopéva atrd Ta AAA TTpWTWV
0edopEVWY TTOU uAwv, atroteAéopata avalntnong Tng SIKTUOKNAG TTUANG OOZA
Xpnoiyotroinénkav yia tn eChem kai Tov EupwTraiké Opyavioud Xnuikwyv Mpoidvtwy,
ouvtagn Tou AgATiou http://echa.europa.eu/

Aedopévwyv Aopaleiag

Tagivounon Tou Hiyparog: Aladikacia Tagivopnong:

Repr. 1A H360D MéBodog utroAoyiouou

STOTRE 1 H372 MéBodog uttoAoyiouoU

Aquatic Acute 1 H400 MéEBodog uttoAoyiouou

Aquatic Chronic 1 H410 MéEBodog uttoAoyiouou

O1 mAnpo@opieg o€ autd 1o AeATio Aedopévwv Aa@aleiag (SDS) avratrokpivoTval OTIG yVWOEIG
MG KaTa TO XpOvo TnG €kdooorg Toug. O1 TTAnpo@opieg TTpoopifovTal povo aav kabodriynan yia
OwaTO XEIPIOUO, Xpron, ammobrikeuon, HETapopd, diaBeon kal EKAuan Kal dev BewpolvTal wg
gyyunaon 1 mpodiaypag An ToIOTTAG yia o1rolovOnTToTE TUTTo. OI TTANPO®OPIEG apopoUv JOVO TO
€1I0IKO UNIKS TTOU avapépeTal oTnv apxr) Tou AeAtiou Aedopévwv ACPaAEiag Kal EVOEXOPEVWG Va
MNV 10XUEl O€ TTEPITITWAON TTOU TO UAIKO auTd Tou AcAtiou Aedopévwy XpnaiyoTtroinBei oe
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OuVvOUAOo O PE AAAa UAIKA 1 o€ AAAEG Bladikaaieg aTTd auTr TToU ava@EpeTal 0To AgATIO
Aedopévwv. O1 XpAoTeG Tou UAIKOU va Aaudévouv uttdown Toug TIG TTANPOQOPIES KAl CUCTACEIG OE
ox€on Pe TN Xpron trou €1mBupoU, os oxéon ue T dladikagia Kal atrobAkeuan,
oupTtrepIAauBavopévng Kal TNG KATAAANASTATAG Tou UAIKOU Tou AgATiou Acdouévwv Ao@alciag oTo
TENIKO TTPOIOV TOU XPNOTN, KATA TTEPITITWON.

GR/EL
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