(@ Duchefa Biochemie  Spectinomycin S0188
dihydrochloride

pentahydrate

AeATio Aedopevwyv Aopalcsiag

oUpQwva pe Tov Kavoviopo REACH (EK) 1907/2006 6nwg Tpononoinenke anod Tov Kavovioud (EE)
2020/878

Ap1Buo6G avapopdg: S0188

Hpepounvia ékdoong: 02/10/2024 evnuépwon: 02/10/2024 AvTikabioTa Tnv €kdoon: 13/06/2018
ekdoxn: 3.0

TMHMA 1: NpoodiopIcCHOG ouciag/HEIYHATOG KAl ETAIPEIAG/ ENIXEIPNONG

Mop®r NpoiovTog : Ouoia

Epnopikn ovopacia : Spectinomycin dihydrochloride pentahydrate
Kwd.-EE 1 244-554-3

apiBuoc CAS : 22189-32-8

Kwd1KOC NpoidvTog 1 50188

Xnuikdg TUNOG 1 Ci4H24N,05 - 2HCI - 5H,0

Opada npoidvTwv : Mp®Tn UAN

1.2.1. ZXeTIKEG NPOPBAENOHEVEG XPNOEIG

Kupia katnyopia xpriong 1 EnayyeApaTikn xprion

Mpoad. BlounXavikng/enayyeANaTikng Xpnong : Movo yia enayyeApaTikn Xpnon. Ta npoiovra Duchefa Biochemie B.V.
npoopilovTal HOvo Yia EpeuvnTIKOUG okonoug "in vitro epyaoTtnpiou”.

1.2.2. AVTEVIEIKVUOHEVEG XPROEIG

Agv undapyouv eninAéov NANPOPOpPIeg

1.3. ZTOIXEia TOU NpPo

A

Alavopéacgg

Duchefa Biochemie B.V.

A. Hofmanweg 71

2031 BH Haarlem

The Netherlands

T +31(0)23-5319093 - F +31(0)23-5318027

info@duchefa.nl

ApIBuOG TNAEQWVOU engiyoucag avaykng 1 Supplier contact information:
+31(0)23-5319093 (M-F 09:00-17:00)
+31(0)6-30008100 (outside office hours)

Xwpa Opyaviopog/ETaipia AigOuvon ApIOpOG THAEPWVOU | ZXO0AIa
€negiyouoag avaykng
EAAGDa Poisons Information Centre 11762 ABrva +30 2107 79 37 77
Children’s Hospital P&A
Kyriakou
Kunpog KévTpou AnAnTnpidoswy P.O. Box 24855 Acukwaia | 1401 Opeg Aerroupyiag 24
TuAua EniBeopnong Epyaciac PEG/24wPO, 7 NUEPEG TNV

£Bdopada

TMHMA 2: NMpoaodiopIcHOG ENIKIVEUVOTNTAG

Katarain cUp@wva ge Tnv odnyia 1272/2008 EK [CLP]
A1GBpwaon/epebiondg Tou dEpUATog, katnyopia 2 H315
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

ZoBapn o@BaApikn BAGRN/o@BaAuIkOG epeBIOUOG, KaTnyopia 2 H319
Eidikr) TOEIKOTNTA 0g Opyava-oToxoug UoTepa anod Wia epanag H335
€kBean, kaTnyopia 3, epeBICUOC TNG AVANVEUCTIKNG 0d0U

MANpeg keipevo Twv dnAwoewv H kal EUH: BA&ne Tunpa 16

AvVeNIOUUNTEG PUOIKOXNHIKEG EMBPACEIG, KAOWG KAl EMSPACEIG 0TV avOp®nivn UyEia kal oTo nepifaAlov

Mnopei va npokaA€oel peBioud TNG avanveuoTikng odou. MpokaAei peBioud Tou dEpuaTog. MpokaAei goBapd oPOaAAIKO
epebiopo.

2.2. ZTOIXEia ETIKETA
XapakTnpIoHOG cUpNPwva He Tov Kavoviouo (EE) Ap. 1272/2008 [CLP]
EikovoypappaTa kivduvou (CLP)

GHS07
MpoeidonoinTikn A€EN (CLP) : Mpoooxn
AnAwoeig enikivduvoTnTag (CLP) 1 H315 - MNpokaAei epeBiopo Tou dEPUATOG.

H319 - MpokaAei coBapd oPOBAAUIKO epeBITHO.
H335 - Mnopei va npokaAéoel epeBIOPO TNG avanveuoTIKNG 0dou.

AnAwoeig npopuAagng (CLP) 1 P261 - AnogpeUyYETE va avanveeTe okOVN.
P264 - MAUVETE Ta XEPIA OXOAACTIKA WETA TO XEIPIGHO.
P280 - Na qopdTe NpooTATEUTIKA evdUUATA, HECA ATOMIKAG NPOCTACiag yia Ta
paTia/npoécwno.
P312 - KaAéoTe To KENTPO AHAHTHPIAZEQN 1 éva yiaTtpo, av aiobavBeite
adiabeaia.
P337+P313 - Edv dev unoXwpei 0 opBaApikdg epeBIopog:
SUMBOUAEUBEITE/EMIOKEPOEITE YIATPO.

2.3. AAAo1 Kivduvol

Agv unapxouv eninA£ov NANPOPOpPIeg

TMHMA 3: 20vOson/nAnpoPopiEG yia Ta CUCTATIKA
3.1.0v0iggc |

Eidog ouaiag : MJOvVoOouoTaTikn

‘Ovopa AvayvmpioTIKOG %
K®J3IKOG NPOiovVTOoG

Spectinomycin dihydrochloride pentahydrate apiBuog CAS: 22189-32-8 | = 93
Kwd.-EE: 244-554-3

Aev 10xUEl

TMHMA 4: MéTpa NpOTOV BonOeI®V

levika PETPA NpWTWV Bondeinv : KaAgoTe To KEvTpo dNANTNpPIdoswy N €vav yiaTpd €av aicbavbeite adiabeaia.

MéTpa npwTwv BonBeiwV WETA Anod €10Mvon : MeTagépeTe Tov NabodvTa oTov KaBapod agpa kai aphaoTe Tov va EEKoupaacTei ot
oTdon nou dieukoAUvel Tnv avanvor). KaAéoTe To KEVTPO dNANTNPIACEWY I Evav
y1aTpo €av aiobavBeite adiabeaia.
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

METpa NpwTwv BonBeiwv WeTd and enapn pe @ MAUveTe To OEpUa Pe apOovo vepo. ByaATe Ta poAuouEva pouxa. Eav

To dépua napatnpnei epedioPOg Tou 3EPATOG: SuPBouleuBeiTe/ENIOKEPOEITE YIATPO.
METpa NpwTWV BonBei®v WETA and enagn Je  : ZenAUVETE NPOCEKTIKA UE VEPO YIa ApKeTA AenTd. Eav unapxouv @akoi enaeng,
Ta pyarma apaipETTe TOUG, OOV gival eUKONO. ZuvexioTe va EenAéveTe. Eav dev unoxwpei

0 0POAAMIKOG €peBIONOG: SUNPBOUAEUBEITE/EMIOKEPBEITE VIATPO.
METpa NpwTwv BonBei®wv WETA and katanoon : KaA&éoTe To kEvTpo dNANTNpIdcswy N évav yiaTpo av aiobavBeite adiabeaia.

SuNNTOHATA/EMOPATEIg HETA ano €i0nvon : Mnopei va npokaAéoel peBIOPO TNG avanveuaTiknG odou.
SupnTopaTa/enidpacelg PeTd anod enagn P : EpeBiopog.

To Oépua

SuhnNTOHATa/eEMdpAcelg HETA ano enagn Ye @ EpeBiopodg oTa paria.

Ta paTia

4.3. 'EVOEl INOTE ANAITOUHEV

SupnTwpaTikn Bepaneia.

TMHMA 5: M£Tpa yia TNV KartanoAé€Unon TnG NupkKayidag

KaTtaAAnAa péoa nupooBeong 1 AI0&gidio Tou avBpaka. Wekaopog pe vepd. =npr okovn. AQpog.
AkaTaAANAO NUPOCBECTIKO HECO 1 Mn xpnoiJonolgiTe peyaAn pon vepou.

5.2. E101k0i TUNOI ENIKIVOUVOTNTAC NOU NPOKUNTOUV AnNO TV ouaida I

S€ NepinTwaon Nupkayiag napdayovrai : - H uwnAn Beppokpacia pnopei va aneheuBepwoel ToEIkA agpia. - H uynAn

enikivduva npoidvra anoclvOeong Bepuokpaaia pnopei va aneAeuBepwoel ToEIka agpia. HCI.

MpoAnnTIKA PETPA NUpoOMpPoCTaAciag : Na ano@eUyETE va ONKWVETE aKOVN.

METpa yia TNV KATanoAéunon Tng nupkaylag : WUETE TOUG PUNACKEVOUG NEPIEKTEG PUE WYEKATKO VEPOU I VEPOUG WeKATHOU.
MpoogxeTe NAVTOTE KATA TN JIAPKEIA KATAOBEONG MIAG XNHIKNAG NUPKAyIAG.

MpooTacia katd Tnv nupdoBeon 1 Mnv enepBaivete Xwpic kKataAAnAo €EoNAIOHO. AUTOVOUN AVanVveUaTIKI CUOKEUN

ME HOVwaon. OAOCWHN NPOCTATEUTIKA OTOAR.

TMHMA 6: MéTpa o€ NePIiNT®ON akoUolag EKAUCNG

6.1.1. Na npoownikd AAAo anod To NPOCWNIKO EKTAKTNG AVAYKNG

METpa €KTAKTNG Avaykng 1 EEaepilete Tn Cwvn €KponG. ANOPEUYETE va AVANVEETE
okovn/avabupiaceic/aépia/oTayovidia/aTuoug/ekvepwpuaTa. AnopeUyETE enagpn
ME To déppa kal Ta paria.

6.1.2. Na aropa Nou NPOocPEPOUV NPWTEG BONOEIEG

E€onAiopog npooTaaiag : Mnv enepBaivete Xwpic kataAAnAo eEonAiopo. EEonAioTe Toug TeEXVIKOUG
KaBaploTNTacg U KATAAANAN npooTacia. MNa NepiooOTEPEC NANPOPOPIEG avaTpEETe
oTnVv evotnTa 8 :"™EAeyxog TnG €kBeong-ATolIKn npooTaacia”.

METpa EKTAKTNG AVAYKNG : E€aepwaTe TNV nepioxn.

Na anogeuyeTal n eAeuBépwaon oTo nepiBaAiov. EUnodioTe Tnv €i0030 OTOUG ANOXETEUTIKOUG aywyoug r aTo dnuodacio dikTuo
vepou.

MéBodol kabapigpoU 1 SUAAEETE TO MPOIOGV HE PUNXAVIKO PECO. TNV ENPa OKOUMIOTE N PpTUAPIOTE OE
kaTtaAAnAa doxeia. EAayioTonoinon dnuioupyiag okovng.
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

NoINEG NANPOPOpIEG : AnoppiyTe Ta UAIKA 1) TA UNOAEIPPATA OE EYKEKPIUEVO KEVTPO.

6.4. MNapanounn o€ aAAa TUApATaA

Ma neploodTeEPEG NANPOPOPIEG avaTpeETe oTNV €voTnTa 13.

TMHMA 7: Xei1pIoHOG Kal ano®nkKeuon

MPOoQUAAGEEIG yia aopaAr XEIPIOUO : XpnRon Tou NpoiovTog He opBn Blounxavikn uyleivn kai diadikaoieg acpaleiac. Na
XPNOolJonolgiTal HOVo o€ avolkTo ) KaAd agpifopevo XmPo. AnoQelyeTe va
avanveéeTre okovn. Ano@eUyeTe enan WUe To dEpa Kal Ta PaTia. PopaTe aToIKO
eEonAiopo npooTaociag.

METpa UYIEIVAG : MAUveTe Ta poAuopéva evdlpara npiv Ta EavayxpnoihonolinoeTe. Mnv TPWTE,
niveTe N kanvigere, 6Tav XpNOILONOIEITE AUTO TO NPOoidv. MAEVETE NAVTOTE Ta
XEPIa 0ag PETA ano kabe xpnon.

ZUVONKeG QUAAENG : AlaTnpnoTe To doxeio KAEIOTO O0Tav dev Xpnaoigonolsital. AnodnkeUOTE O€ GTEYVO,
dpooepd, kKaAd eEaepilopevo PEPoG. DuAdaooeTal kKAeIdwévo. AnoBnKeUeTal o
KaAa agpifopevo Xwpo. Na diaTnpeital o NEPIEKTNG EPUNTIKA KAEIOTOG. Na
diatnpeital dpooepd.

Bepuokpaaia UAAENg 1 2-8°C

Mdvo yia enayyeApaTikn xpnon. Ta npoidovra Duchefa Biochemie B.V. npoopilovTal povo yia epeuvnTikoUG okonoug "in vitro
gpyaoTnpiou”.

TMHMA 8: 'EAsyX0G TNG £€KOE0NG/ATOHIKN NpooTacia
8.1. MapaperporeAéyxos |

8.1. MapapeTpol EAEyXouU

8.1.1 EOVIKEG OPIAKEG TIHEG ENAYYEAHATIKNAG EKOEONG KaAl BIOAOYIKEG OPIAKEG TIHEG
Agv unapxouv eninAéov NANPOPOpPIeg

8.1.2. ZuvioT®WHEVEG d1adikacieg napakoAouOnong

Agv UNApxXouv eniNA£oV NANPOPOPIES

8.1.3. ZxnuaridovTal oToiXEgia puUnavong Tou agpa

Aev undpxouv eniNAEOV NANPOPOPIEG

8.1.4. DNEL ka1 PNEC

Agv unapxouv eniNnA£oV NANPOPOpPIES

8.1.5. MNepioxég eAEyXou
Agv UnNApxouv eniNA£oV NANPOPOPIES

8.2. 'EAeyxol £KOEC
8.2.1. KataAAnAol pnxavikoi éAgyxol

KataAAnAoi pnxavikoi £Agyxoi:
®povTioTE WOTE 0 XWPOG epyaciag va e€agpileTal owaTa.

8.2.2. ATOMIKOG NPOCTATEUTIKOG €E0NAICHOG

ATOHIKRA npooTacia:
AnoQeUYETE KABE NepITTA €kOeaN.
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Spectinomycin dihydrochloride

pentahydrate

AeATio Aedopevwyv Aopalcsiag

oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

S0188

ZUHBoAo(a) eEonAICHOU ATOMIKNG NpooTACiag:

8.2.2.1. NpooTacia TWV HATIOV Kdl TOU NPOC®INOU

MpooTacia opOaApmv

TUNOG MNedio eppapHoOyYng XapakTnpIoTIKa MpoTuno

MpooTaTEUTIKA YUAAId Skovn EN 166

8.2.2.2. NpooTacia Tou dEpHATOg

MNMpooTacia Tou 3EpHATOG:

®opdTe KATAAANAO NPOCTATEUTIKO POUXICHO

MpooTacia TV Xepi®V

TUNOG Material Permeation NMaxog (mm) Penetration MpoTuno

ravria EAaaTiko viTpiAiou 6 (> 480 AenTd) EN ISO 374
(NBR)

8.2.2.3. NpooTacia TWV avanveuoTIKOV 03®mV

MpooTacia TWV avanveuoTIKOV 03wV

ZUOKEUR TUnog @iATpou Karaotaon MpoTuno

Mdoka npooTaagiag ano Tn okovn TUNoG P2 MpooTacia kata Tng okovng EN 143

8.2.2.4. OgppikKoi Kivouvol

Agv undapxouv eninAéov NANPoPopieg
8.2.3. 'EAeyxo1 nepiBaAAoVTIKNG EKOECONG

‘EAgyxol nepiBaAAovTiknG £ékBEoNG:
Na anogeuyeTal N eAeuBEpwaon aTo nepiBaAlov.

duoikn kaTaoTaon

Xpwua

Epgavion

Mopiakn pala

Oopn

'Oplo 0OHNAG

Znueio TNEEWG

Znueio NR&Ewg

Snueio Bpaououl
EupAekTOTNTA

'Opla KIvOUVOU ekpAEEWG
XapnAoTepo Opio €KPNENG
AvoTaTo OpIo EKPNEINOTNTAG
Snueio avapAeEng
Oepuokpacia autavapAegng
Oepuokpaacia anoouvBeong

1 STeped

1 AEUKO. AXpwHO.
: KpuoTaAAikn okovn.
1 495,34 g/mol

: Aoagpo.

: Mn diaBgaipo

1 210 °C

: Aev ioxUel

: Mn diabgaipo

: ApAekTO.

1 Aev 1oxUel

: Aev 1oxUEl

: Aev 1oxUEl

1 Aev 1oxUel

1 Aev 1oxUEl

: Mn diaBgaipo
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

pH : 3,8-5,6
AldAupa pH : Mn diabaipo
1IEWJEG, KIVENATIKOG (1) 1 Aev IoXUEI
AlgAuTdTNTA : KaAd d1aAuTo oTo vepo.
SUVTEAEDTNC KATAvouNG o< Peiypa n- : Mn diaB6gaiuo
okTavoAng/vepou (Log Kow)

Taon aTpwv : Mn diabgaipo
Mieon aTpou og Beppokpacia 50°C : Mn diabéaipo
MukvoTnTa : Mn diaBaipo
SXETIKN NUKVOTNTA : Mn diaB6gaipo
SXETIKA NUKVOTNTA ATHWV 0Toug 20°C 1 Aev IoXUEI
Méyebog cwuaTIdinyv : Mn diaBaipo

9.2. Aoinéc NANPoOPopiE
9.2.1. NMANPOPOPIEG OXETIKA HE TIG KAAOEIG PUOCIKOU KIVEUVOU

Agv undapyouv eninAéov NANPOPOpPIEg

9.2.2. AAAa XapakTnpIoTIKG acpalAsgiag

Aev unapxouVv eniNA€ov NANPOPOpIeg

TMHMA 10: ZTaBepdTNTA KAl AVTIOPACTIKOTNTA

10.1. AvTIOpAOCTIKOTNTA

ZTaBepoO UNO KAVOVIKEG OUVBONKEG anoBrnKeuong, XelpIoPoU Kal XpRong.

10.2. XnuIKn oTa@epoTnTa

STaBepO UNO KAVOVIKEG OUVONKEG.

10.3. MOavoTnNTa €NiKivOUuVWV avtTidpacewv

Yno KavovikeG oUVONKeG xpriong, Kapia yvwoTn enikivduvn avTidpaon.

10.4. ZuVvONKEGC NPOG ANMOPUYI]

Yypaaoia. YynAég Beppokpaaiec.

10.5. Mn cupBarta uAika

Toxupd o€eIdwTIKA.

10.6. Enikivduva npoiovra anoocuUvOEo

H Bepuikn anoolvBeon dnuioupyei : - H uwnAn Bepuokpacia pnopei va aneheuBepwoel ToEIka agpia. - H uwnAn Bgpuokpaacia
Mnopei va aneAeuBepwasl TOEIKA agpia.

TMHMA 11: To&ikoAOYIKEG NANPOPOPIEG

KiviUvou, onwg opilovTtal oTov kavoviopo (EK) api6. 1272/2008

OEcia To€IkdéTNTA (aNd OTOMATOG) : Mn Ta&ivounuévog
OEgia To&IkOTNTA (dEPUATIKR) 1 Mn Ta&ivopunuévog
OEsgia To€ikdéTNTa (avanvon) 1 Mn Ta&ivounuévog

Spectinomycin dihydrochloride pentahydrate (22189-32-8)

LD50 ano Tou oTONATOC OE apoupaioug > 5000 mg/kg

A1GBpwaon Kal peBIOPOG TOU SEPUATOCG : MNpokaAei epeBIoUO TOU dEPUATOG.
pH: 3,8 - 5,6

SoBapn o@BaAuikr BAGBRN/epeBIoUOC : MNpokaAei coBapo o@BaApIkd epeBITHO.
pH: 3,8 - 5,6
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

EuaioBnTonoinon Tou avanveuoTikoU r : Mn Ta&§ivounpuévog

guaiodnTonoinon Tou 8&PUATog

MeTaAAQ&lyEveDn YEVVNTIKOV KUTTAPWYV : Mn Ta&§ivounuévog

Kapkivoyéveon 1 Mn Ta&ivopunuévog

To&kOTNTA oTNV avanapaywyn : Mn Ta&ivopunuévog

Eidikrf TOEIKOTNTA oTa Opyava-oToxoug : Mnopei va npokaAéoel peBIOPO TNG avanveuaTikng odou.
(STOT) — epanag ékBeon

Eid1kf ToEIKOTNTA 0Ta Opyava-oToxXoug 1 Mn Ta&ivounuévog

(STOT) — enavelAnuuévn €kBean

EnikivduvoTnTa avappo®pnong 1 Mn Ta&ivounpévog

Spectinomycin dihydrochloride pentahydrate (22189-32-8)

IEWOEG, KIVEPATIKOG (1) Aev 10xUEl

11.2.1. IS10TNTEG EVIOKPIVIKNAG SiaTapaxng

AUGCHEVEIG ENINTWOEIC TNV UYEia Nou : To peiypa dev nepiéxel ouoia(eg) nou nepIAAPBAVETAl GTOV KATAAOYO Mou
npokaAoUvTal ano 1510TNTEG EVOOKPIVIKNG katapTifeTal cUpPwva pe To ApBpo 59 Mapaypapog 1 Tou kavoviopol REACH
diatapaxng yla TIG 1310TNTEG evdokpIvikng diatapaxng r n(ol) ouaia(eg) dev

avayvwpiletai(ovTtal) 6T £xel(ouv) 1I310TNTEG EVOOKPIVIKNG dlaTapaxng cUpupwva
ME Ta kpITrpia nou opifovTal aTov kat' eEoucioddTnon Kavoviouo Tng Emimponng
(EE) 2017/2100 1} Tov Kavoviouo Tng Enirponng (EE) 2018/605 o€ GUYKEVTPWON
ion N peyaAUTtepn anod 0,1 %

11.2.2. Aoinég NAnpopopieg

Aev unapxouVv eniNAEov NANPOPOpIeg

TMHMA 12: O1KOAOYIKEG NANPOPOPIEG

12.1. To&ikoTnTa

OikoAoyia - yevika : To npoiov de Bewpeital eniBAaBEC yia Toug udPORIOUC OpYyavIioPoUG Kal dev EXEl
HakpoxpoOVvieG aveniBUUNTEG eNIOPATEIC 0TO NEPIBAAAOV.

Enikivduvo yia To uddartivo nepiBaiiov, : Mn Ta&ivounuévog

BpaxunpoBeouog (08UG)

Enikivouvo yia To uddaTivo nepiBaAiov, : Mn Ta&ivounuévog

HakponpoBeopog (Xpoviog)

12.2. AVOEKTIKOTNTA KAl IKAVOTNTA anodouno

Aev unapxouv eninA€ov NANPoOPopieg

12.3. AuvaToTnTa BIoOOUGC®PEUC

Agv undapyouv eninAéov NANpPoPopieg

12.4. KivnTIKOTNTA OTO £3apO

Agv UNApXouV eNINAEOV NANPOPOPIEG

12.5. AnoteAéopara T b ABT ka1 aAaB

Agv unapxouv eniNnA£ov NANPOPOpPIeg
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

12.6. I810TNTEG EVOOK

AUGUEVEIG ENINTWOEIC 0TO NEPIBAAANOV Mou 1 To peiypa dev nepigxel ouoia(eg) nou nepIAaPBAVETAl GTOV KATAAOYO Mou
npokahoUvTal ano 1810TNTEG EVOOKPIVIKAG kaTapTileTal cUPPwVa Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouoU REACH
diatapaxng yia TIG 1316TNTEG evDOKPIVIKAG diatapaxng n n(ol) ouaia(eg) dev

avayvwpiletai(ovtal) ot £xel(ouv) 1I310TNTEG eVOOKPIVIKNG diaTapaxng cUPewva

ME Ta kpITrpIa nou opifovTal oTov kat' e€ouaioddTnon Kavoviopo Tng Enimponng
(EE) 2017/2100 1 Tov Kavoviopd Tng Emitponng (EE) 2018/605 0g CUYKEVTPWON
ion N yeyaAUtepn and 0,1 %.

12.7. AAAEC QUOHEVEIC ENINTOOEI

MNepaTépw NANPOPOPIES : Na anogeuyeTal n eAeuBépwaon oTo nepiBaiiov

TMHMA 13: ZTOIXEia OXETIKA HE TN 81a0&€0N

13.1. M£0odo1 enetep

MéBodol eneEepyaaiag anoBARTwV : Anoppiyn Tou nepiexopévou/doxeiou oUPPWVA HE TIG 0dnYieg dialoyng Tou
EYKEKPIPNEVOU (POPEA GUAAOYNG.

SUOTACEIG OXETIKA HE TNV andppiyn : KaTaoTpewTe Pe ao@aAr Tpono cUPPVO WE Toug Tonikoug/ €BvikoUg

NpoidVTWV/CUCKEUATIWV Kavoviguoug.

OikoAoyia - anoBAnTa : Na anogelyeTtal n eAeuBépwan oTo NepPIBAAAov.

TMHMA 14: NMANPoOQPOPIEG OXETIKA HE TN HETAPOPA

SUp@wva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opo6G OHE 1 api®pog TautToTNTAG

Mn puBuIlopevo Mn puBuIlopEevo Mn puBuIlopEevo

14.2. Oikeia ovopacia anooTtoAng OHE

Mn puBuIfopEevo Mn puBuIfopEevo Mn puBuIfopEevo

14.3. Ta&n/-<1G KIvdUvou KaTta Tn HETAQPOPa

Mn puBuIlopevo Mn puBuIlopevo Mn puBuIZopevo

14.4. Opada cuokeuaaciag

Mn puBuIlopEVO Mn puBuIlopEVO Mn puBuIZopEVO

14.5. NepiBaAAovTiKn ENIKIVOUVOTNTA

Mn puBuIlOpEVO Mn puBuIlOpEVO Mn puBuIZOKEVO

Aev undpyouv eninAéov d1aBEaIPEG NANPOPOPIEG

Eniysia HeETAQOpa
Mn pubpIZopevo

HETAPoOpPA HEOW BaAdoong
Mn puBuIfopEVO

Evaépia HeTagopa
Mn puBuIZOuEVO
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

Tou IMO

15.1.1. kavoviopoi EE

Mapaptnua XVII Tou REACH (MpoiUnoB£oeig NEPIOPICHOU)

Aev nepihappaveral oo MNapdaptnua XVII Tou REACH

Mapaprnpa XIV Tou REACH (KataAoyog ad€1030TnoNgG)

Aev nepiAapBaveral oto MapapTtnua XIV Tou REACH (KataAoyoc adeiod6Tnong)

KataAoyog unown@pimnv ouci®ov REACH (SVHC)

Agv nepIAaPBAVETAl OTOV KATAAOYO unown@iwv ouci®v REACH

Kavoviopog PIC (EE 649/2012, MponyoUHEvVN OUVAIVESN HETA Ano evnpépwon)
Aev nepiAapBaverar oTov kataloyo PIC (Kavoviopog EE 649/2012)

Kavoviopog POP (EE 2019/1021, 'Eppovol opyavikoi punot)
Aev nepiAapBaveral otov katdAoyo POP (Kavoviopog EE 2019/1021)

Kavoviopog nepi e§ac0évnong Tou 6fovtog (EE 1005/ 2009)

Aev nepiAapyBaveral oTov KaTaloyo ouciwv nou eEacBevilouv To 6Zov (Kavovioudg EE 1005/2009)

Kavoviopog nepi EKpNKTIKOV Npodpopmwv oucimv (EE 2019/1148)

Aev nepiéxel kapia ouaia(eg) nou nepiAapBaverai(ovral) oTov KATAAOYo NPOdPOUWY OUCIWV €KpNKTIKWV (Kavoviouog EE
2019/1148 oxeTIkdG WE TNV eUnopia Kal Tn Xpron npodpouwy OUCINV EKPNKTIKWV)

Kavoviopog nepi npodpopmv oucsimv vapkoTikav (EK 273/2004)

Aev nepigxel ouoia(eg) nou nepiAappaveral(ovral) oTov KataAoyo npddpouwV oudi®V vapkwTIKwV (Kavoviopog EK 273/2004
OXETIKA HE TIG NPOOPOUES OUTIEG VAPKWTIKWV)

15.1.2. EOvIkEG d1aTageig

BeBaiwbeiTe 0TI £xouv AnpOei uNOWN 6AoI 01 KAVOVIOHOI, €BVIKOI/TOMIKOI.

FaAAia

EnayyeApATIKEG NAOROEIG

KwdIkog Nepiypaon

RG 31 EnayyeApaTikég aoBeveleg nou npokaAouvTal and apivoyAukooideg, oudnepIAauBavopévng Tng
OTPENTOMUKIVNG, TNG VEOUUKIVNG Kal TWV aAdTWV TOUG

Feppavia

KaTtnyopia kivdUvou yia 1o vepd (WGK) : WGK 1, eAaxiora BAaBepo yia To vepo.

Odnyia nepi enikivduvwyv atuxnuaTtwoyv (12. : Aev unokerral oto Odnyia nepi enikivduvwv atuxnuatwy (12. BImSchV)
BImSchV)

OAAavdia

SZW-lijst van kankerverwekkende stoffen : H ouaia dev eival katayeypappévn

SZW-lijst van mutagene stoffen : H ouaoia dev eival kaTayeypappévn

SZW-lijst van reprotoxische stoffen - : H ouaia dev eival kaTayeypappévn

Borstvoeding

SZW-lijst van reprotoxische stoffen - : H ouaia dev eival kaTayeypapPpevn

Vruchtbaarheid
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Spectinomycin dihydrochloride S0188
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

SZW-lijst van reprotoxische stoffen — : H ouadia dev gival kaTayeypappevn

Ontwikkeling

Aavia

EBvikoi kavoviopoi TnG Aaviag : AnayopeUegTal n Xpron Tou NpoidvTog anod aToua KATw Twv 18 eTwv

15.2. AZioAoynon XnNMIKNG ac@paAsia

Aev £x€l npaypaTonoindei Kevévag UNoAoyIoHOG XNMIKAG aoPAAeiag

TMHMA 16: AAeG NANPOPOPIEG

Eniofipavon aAAayov

TunHa TpononoinHEVO OTOIXEIO Tpononoinon Maparnpnoeig
AvTIKaBIoTd To AgATio MNpooTédnke
evnuéPwOn Tpononoinénke
EupAekTOTNTA MNpooTeBbnKke
AUGHEVEIG ENINTWOEIG TNV UYEId Nou MpooTebnke

npokaAoUvTal ano 1510TNTeG
€vOOKPIVIKNG diaTapaxng

KavoviaTikd nAaioio MNpooTédnke

Eidog ouaiag MNpooTédnke
1.1 XNuIKOG TUNOG Tpononoinénke
2.1 AvVeNIBUUNTEG PUOIKOXNHIKEG €NIdpacelg, | MpooTeBnke

Kabwg kal eNdpAaceIg aTnV avepwnivn
uyeia kai oTo nepiBaiiov

2.1 KaTtdta&n oUp@wva pe Tnv odnyia Tpononoinénke
1272/2008 EK [CLP]

2.2 MpocidonoinTikn A&En (CLP) Tpononoinénke

2.2 EikovoypauuaTa kivduvou (CLP) Tpononoinénke

2.2 AnAwoeig npopUAa&ng (CLP) Tpononoinénke

2.2 AnAwoeig nikivduvoTnTag (CLP) Tpononoinénke

3 SUvBeon/nAnpopopiec yia Ta ouoTaTika | Tpornonoinénke

4.1 METpa NpwTwV BonBei®v WeTA anod MpooTebnke
Karanoon

4.1 METpa NnpwTwv Bonbei®v WeTA anod MpooTebnke

€nagn Ye Ta paria

4.1 METpa npwTwv Bonbei®v WeTd anod MpooTebnke
enagn pe 1o d€pua

4.1 levika PETPa NpWTwWV Bondeiwv MpooTEbnke

4.1 METpa npwTwV Bondei®v PeTG anod MNpooTebnKe
glgnvon

4.2 SupnTouaTa/enidpaceig HeTd anod snagn |MNpooTédnke
ME Ta paTia

4.2 SupnTouaTa/enidpacsig HeTd and enagn |MNpooTédnke
ME TO dépua
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Spectinomycin dihydrochloride
pentahydrate
AeATio Aedopevwyv Aopalcsiag

oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

S0188

Eniofpavon aAAayeov

TunHa TpononoinHEVO OTOIXEIO Tpononoinon Maparnpnoeig
4.2 ZupnTwuaTa/endpdaceig HETA ano MpooTebnke

€I0TIVON
4.3 AAAN 1aTPIKNA YVWPATEUON 1) Bepaneia MpooTebnke
5.3 MpooTacia katd Tnv nupdoPeon Tpononoinénke
6.1 METpa €KTAKTNG avaykng MNpooTédnke
6.1 E&onAiopog npooTaciag Tpononoinénke
6.2 NepIBAANOVTIKEC MPOPUAAGEEIG Tpononoinénke
6.3 NOINEG NANpopopieg MpooTebnke
6.3 MéBodol kabapiapoU Tpononoinénke
6.4 Napanopnn og dAAa TunuaTta (8, 13) Tpononoinénke
7.1 METpa UYIEIVAG MNpooTeBnke
7.1 MpoUAAEEIG yia aocpaAn XeIpIoHO Tpononoinénke
7.2 Suvenkeg QUAAENGg Tpononoinénke
8.2 "EAgyxol nepIBaANOVTIKNG EKBEONG MpooTédnke
8.2 KaTaAAnAoi pnxavikoi €Agyxol MpooTebnke
9.1 1EWOEC, KIVEPATIKOC (1)) MNpooTeBbnKe
9.1 Znueio NR&Ewg MNpooTéBnke
9.1 Snueio avapAgEng MpooTeBnKe
9.1 ‘Opia kivdUvou ekpn&ewg (vol %) MpooTeBbnke
9.1 Oepuokpacia auTavapAeEng MNpooTeBnke
10.3 MeavoTnTa €nikivduvwy avTidpacewv MpooTeBbnke
11.1 LD50 ano Tou oTOMATOG O apoupaioug | MpoaTEdnke
12.1 OikoAoyia - yevika MpooTéBnKe
12.6 AUGHEVEIG ENINTWOEIG 0TO NEPIBAAAOV MpooTEbnke

nou npokaAouvTal ano 1310TNTEG

€vOOKPIVIKAG diaTapaxng
13.1 Mé&Bodol eneEepyaaiag anoBARTWV MpooTeBbnke
16 SUVTOMOYPAPIEG KAl akpwvula Tpononoinénke
16 Mnyeg dedopévwv Tpononoinénke

ZUVTOHOYPAPIEG KAl AKPOVUHA:

1907/2006

CLP Kavoviouog yia Tnv Taivounon, Tnv enionyavaon Kai Tn cuokeuacia, Kavoviopog (EK) apib. 1272/2008
DPD Odnyia yia Ta enikivduva napackeuaouata 1999/45/EK

DSD Odnyia yia Tig enikiviuveg ouaieg 67/548/EOK

REACH KaTtaxwpion, agloAoynaon, adgioddTnon Kal NEPIOPIoHOi TwV XNHIKWV NpoiovTwyv Kavoviouog (EK) apib.
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Spectinomycin dihydrochloride
pentahydrate

AeATio Aedopevwyv Aopalcsiag
oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

S0188

ZUVTOHOYPAPIEG KAl AKPOVUHA:

ADN Eupwnaikr cup@wvia yia Tn dI1€dvr HETAPOopa ENIKIVOUVWV EUNOPEUNATWV HECW EOWTEPIKWV MAWTOV
00wV

ADR Eupwnaikr cup@wvia yia TI¢ 31€BVEIC 00IKEG NETAPOPEG EMIKIVOUVWY EUMNOPEUNATOV

ATE ExTiunon o&eiag To§ikoTNTAG

BCF MNapayovTag BIOCUCCWPEUTIPOTNTAG

Tiur BioAoyikoU Opiou | BloAoyIKr opIakm TIWN

BOD Bloxnuikw¢ anairoupevo OEuydvo (BOD)

COoD Xnuika anairoupevo oEuyovo (COD)

DMEL Napaywyo €ninedo Pe eAAXIOTEG EMNNTWOEIG

DNEL Napaywyo £ninedo Xwpig ENINTWOEIG

Kwd.-EE ApiBuog Eupwnaikng KoivotnTag

EC50 SIGUEDTOG TIMN ANOTEAECUATIKAG CUYKEVTPWONG

EN Eupwnaikd MpoTuno

IARC Aigbvng Opyaviouog Epeuvav yia Tov Kapkivo

IATA AIgBVAG 'Evwon AgpopETaPopmV

IMDG A1gbvng NauTikog Kwdikag Enikivduvwv Epnopeupatov

LC50 OUYKEVTPWON Nou npokaAei 8avato ato 50% nAnBuopou JOKIKAG

LD50 d060n nou npokaAei 8avato oto 50% nAnBuopou dokiung (Siapeon BavaTtngodpog do6aon)

LOAEL KaTwTaTo ninedo oTo onoio napaTtnpouvTal eniBAaBeic emdpdoeig

NOAEC OUYKEVTPWON oTnv onoia dev napatnpoUvTdal SUCHEVEIG ENIMTWOEIC

NOAEL €ninedo pn napaTtripnong dUCHEVMV ENIOPATEWV

NOEC OUYKEVTPWON KN nNapatnpouUpevng enidpaong

OECD Opyaviopog OIKoVoUIKNAG Zuvepyaaoiag kal AvanTugng

OEL 'Opio enayyeAUaTIKnG €kBeang

ABT AvVOEeKTIKN, BloouogowpeUoIun Kal TOEIKN ouaia

PNEC MpoBAENOUEVN/EC CUYKEVTPWON/EIC XWPIG ENINTWOEIC

RID Kavoviopoi yia Tn 31€bvr a1dnpodpopiKr HETAPOopa eNKivOUVWV EUNOPEUNATWV

AAA AeATio Acdopévwv Aopaleiag

STP Movada BioAoyikoU kabapiopou

OewpPNTIKWG OewpNTIKWC analToUPevo 0Euyovo

anaiToUpevo o§uyovo

(ThOD)

TLM AlGpeco 0pIo avoxng

MNOE NTNTIKEG OPYAVIKEC EVOTEIC

apiduodg CAS Api1Budg Chemical Abstract Service

E.A.O. Aev opileTal d1aPopeTIKa

aAaB AKPWG avBEKTIKN Kdl AKpWG BIOCUCOWPEUTIKN ouaia

02/10/2024 (evnuépwan)

EL (eAAnvika)

12/13




Spectinomycin dihydrochloride S0188

pentahydrate
AeATio Aedopevwyv Aopalcsiag

oUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anoé Tov Kavoviopo (EE) 2020/878

ZUVTOHOYPAPIEG KAl AKPOVUHA:

ED 13160TNTEG EVDOKPIVIKNG dlaTapaxng

Mnyég dedopEvmV : KANONIZMOZ (EK) apif. 1272/2008 TOY EYPQIMAIKOY KOINOBOYAIOY KAI TOY
SYMBOYAIOQY Tng 16n¢ AskeuBpiou 2008 yia Tnv Ta&ivounan, TNV eNiCHHavon
Kal TN OUOKEUACia TWV OUCIWV Kal TwV WelyPdTwy, TV Tpononoinon kai Tnv
KaTapynon Twv odnyinv 67/548/EOK kal 1999/45/EK kai Tnv Tpononoinan Tou
kavoviopouU (EK) apif. 1907/2006. ECHA (Eupwnaikdg Opyaviopdg Xnpikmv
MpoiovTWV).

AAAEG NANpoPopieg : AMOMNOIHZH EYONHZ O1 nAnpo®opieg Nou NepIEXOVTAl O AUTO TO JEATIO
NPOoEPYXOVTAl ano nny&Eg TiG onoieg Bewpoupe agionioTeg. MapdAa auta, divovTal
XWPIG Kapia gyyunaon, pnTh N dppnTn, yia Tnv akpipeid Toug.

MNMARpPEeG keipevo ppaoswv H kai EUH:

Eye Irrit. 2 ZoBapn o@BaApikn BAGBN/opBaANIKOG EpeBICHOC, KaTnyopia 2

H315 MpokaAei epeBICUO TOU dEPUATOG.

H319 MpokaAei coBapd oPBaipikd epeBIGHO.

H335 Mnopei va npokaAéael peBIoPd TNG avanveuaoTiKhAG odou.

Skin Irrit. 2 A1GBpwaon/epebiopog Tou dépuaTtog, katnyopia 2

STOT SE 3 Eidikr ToEIKOTNTa 0 Opyava-oToXouG UoTEpa anod pia epanag €kbeon, katnyopia 3, €peBICUOC TNG
avanveuaTIKAG odou

Safety Data Sheet (SDS), EU Duchefa 2023

UTEG oI NAnpogopieg BaacilovTal OTIC TPEXOUTES YVWOEIC ag Kal npoopifovTadl yia va neplypayouyv To npoidv anokAEIoTIKA Yid
AOYOUG uyeiag, acpaAeiag kal NnepIBAANOVTIK®WV anaiTAOEwV. SUVENW®G, dev Ba npenel va BewpnBei OTI eyyudTal onoladnnoTe
OUYKEKPIPEVN 1810TNTA TOU MPOIOVTOG.
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