AEATIO AEAOMENQN AZOAANEIAZ
oupewva ue Tov Kavovioud (EK) apiBu. 1907/2006

Sika® Injection-AC20 Accel. for Sika® Injection-201/-203

®

Huepounvia AvaBswpnong: 27.04.2023 ‘Ekdoon 3.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 27.04.2023
30.12.2021

TMHMA 1: AvayvwpioTIKOG KwdIKOG ouaiag/eiyuaTog Kal eTaipeiag/emixeipnong

1.1 AvayvwpIoTIKOG KwBIKOG TTPOoidvTOog
Zpa KoTareBév : Sika® Injection-AC20 Accel. for Sika® Injection-201/-203

1.2 Tuva@eic TpoodiopIfOEVES XPNOEIS TG OUCIAG ] TOU MEIYHATOG KOl AVTEVOEIKVUOMEVEG
XPNoEIg

XpAon TTpoidvTog : Zuotnua aepdyiong, Mévo yia errayyeApaTikn XprRon.

1.3 Zroixeia Tou TTpouNn0euTH TOU SeATiou dedopévwv ao@algiag

Emmwvupia Tou rpounBeuti  : Zika EAANGG ABEE
0d6¢: MpwTtopayidg 15,
14568 Kpuovépi / ABriva

TnAépwvo . +30 210 81 60 600
TéNeag : +30210 81 60 606
AledBuvaon nAekTpovikou . EHS@gr.sika.com

Taxudpopeiou Tou aTéuou
utreUBuvou yia To SDS

1.4 Ap1Bp6g TNAEPWVOU eTTEiyOoUTAG AVAYKNG
Kévtpo AnAntnpidoewv: + 30 210 77 93 777

TMHMA 2: NMpoodiopIouog ETIKIVOUVOTNTAG

2.1 Ta§ivounon TnG ouciag 1} TOU pEiypMATOG

Ta&ivépnon (KANONIZEMOX (EK) api@. 1272/2008)

Otcia T0gIkKOTNTA, KaTtnyopia 4 H302: EmBAaBEg o€ TTEPITTTWON KATATTOONG.
EpeBiopdg Twv opBaipwyv, Katnyopia 2 H319: MNpokaAei coBapd oPOBAAUIKO £peBICUO.

2.2 Zroixeia emoAuavong

Emionupavon (KANONIZMOZ (EK) api6. 1272/2008)
EikovoypduuaTta Kivouvou

MpogidoTroinTikr AéEN . TMpoooxn
AnAwosig emkivduvétntag . H302 EmBAaBég o€ TepiTTTWON KATATTOONG.
H319 MpokaAei copapd 0@OAAUIKS epeBICUO.
AnAWwoeIg TTPOPUAGEEWV . MpdéAnyn:
P264 MAUveTE TO O€PUa OXOAAOTIKA PETA TO

XEIPIOHO.
Xwpa GR 000000601363 1/14




AEATIO AEAOMENQN AZOAANEIAZ
oupewva ue Tov Kavovioud (EK) apiBu. 1907/2006

Sika® Injection-AC20 Accel. for Sika® Injection-201/-203

®

Huepounvia AvaBswpnong: 27.04.2023 ‘Ekdoon 3.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 27.04.2023
30.12.2021
P270 Mnv TpwTe, TiVeTE 1) KATTViCETE, OTAV
XPNOIUOTTIOIEITE AUTO TO TTPOIOV.
P280 Na @opdTe TTPOCTATEUTIKA MECT OTOMIKNG

TTPOOTACIAG yIa TA PATIA/ TO TTIPOCWTTO.

EméuBaon:

P301 + P312 + P330 2E MEPINTQZH KATAMNOZHX:
KaAéote To KENTPO AHAHTHPIAZEQN/
ylatpd, av aioBavBeite adiabeaia. =eTTAUvVETE
TO OTOUQ.

P337 + P313 Edv dev uttoxwpei 0 0@BaAuIKOG epeBICOG:
>upPBouleuBeite/ ETokeOeite yiaTpo.

Ai1a@eon:

P501 AlIGBeON TOU TTEPIEXOUEVOU/TTEPIEKTN
OUP@WVA JE TOUG TOTTIKOUG KAvoVIoUOoUG.

Emikiviuva ouoTATIKA TTOU TTPETTEI VA AVOYPA@OVTAI OTNV ETIKETA:
MoAutrpoTTuAEVOYAUKOAN

2.3 AAAol Kivduvol

H ouagia / 10 peiypa dev TTEPIEXEI CUCTATIKG TTOU BEWPOUVTAl AVOEKTIKA, BIOCUCOWPEUTINA Kal TOEIKG
(PBT), i dkpwg avBeKkTIKA Kal kpwg Blooucowpeuaipa (VPVB) o emireda Tou 0,1% A uwnAodTepa.

OikoAoyikég TTAnpoopieg: H ouaia / To piypa dev TTEPIEXEI CUATATIKA, T OTToia BewpeiTal 6T £€Xouv
1016TNTEG EVOOKPIVIKAG dlatapaxhg ouuewva pe 1o ApBpo 57(f) Tou Kavoviopou REACH 1y Tov Kar'
E€ouci0d6tnon Kavovioud (EE) 2017/2100 A Tov Kavoviopd tng Emitpotm¢ (EE) 2018/605, ot
etrimredo 0,1% 1 upnAdTEpO.

To&ikoAoyikEG TTANpo@opieg: H ouaia / To piypa dev TTEPIEXEI CUCTATIKA, TO OTTOI0 BewpeiTal Tl EXouv
1I016TNTEG EVOOKPIVIKAG diatapaxng oluuewva pe 1o ApBpo 57(f) Tou Kavoviopol REACH r tov Kar'
E¢oucioddtnon Kavovioud (EE) 2017/2100 A Tov Kavoviopd tng Emitpotmg (EE) 2018/605, o€
emitedo 0,1% 1 upnAdTEPO.
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TMHMA 3: X0vBson/TTAnpo@opisg yia T CUCTATIKA

3.2 Meiypara
ZUCTATIKA
XnuIkr ovouaaia CAS-Apib. Ta&ivéunon 2UYKEVTPWON
EK-Api6. (% wiw)
Ap1Bu6S
Karaxwpnong
MoAutrpoTTUAEVOYAUKOAN 25322-69-4 Acute Tox. 4; H302 >=80
500-039-8
EkTipnon oéeiag
TOEIKOTNTOG
O¢eia TogIKOTNTO ATTO
TOoUu oTONaTOG: 1.000
mg/kg
triethylene diamine 280-57-9 Flam. Sol. 1; H228 >=1-<25
205-999-9 Acute Tox. 4; H302
01-2119980944-22- Skin Irrit. 2; H315
XXXX Eye Dam. 1; H318
EkTipnon oéeiag
TOEIKOTNTOG
O¢teia TogIkOTNTO ATTO
TOU oTOpaTOG: 700
mg/kg

MNa eme€Aynon Twv cuvTopoypa@iwyv BAETE evotnTa 16.

TMHMA 4: Métpa TTpwTWYV Bondsiwyv

4.1 Meprypa@n TWV HETPWYV TTPWTWYV Bondeiwv
evikég UTTOOEIEEIG . AmropakpuvBeite atod Tnv TmIKivduvn TTePIOXN.

>upBouleuteite £va yiaTpo.
Acgi€te oTOV BepATTOVTA YIOTPO AUTO TO BEATIO AOPAAEIOG.

2¢& TTEPITITWON EI0TTVONG . MetagépeTe oTov KaBapo agpa.
Kato1miv onpavTikig €kBeong CUPPBOUAEUTEITE éva yIaTpo.

>e ePITITWON €TTAQNG HETO @ BydAete auéowg Ta oAuopéva pouya Kal TTatrouTold.
dépua MAUveTE pe oaTToUVI KOl TTOAU veEPO.
Edav Ta cuptrtwpata diapkouv, KaAEaTe yiaTpo.

Z€ TIEPITITWON ETTOQNAG PETA  ©  Z€ TIEPITITWON ETTAPNG JE TA PATIA, EETTAUVETE e TTOAU VEPO.
paTIa ATTOPOKPUVETE TO PAKOUG ETTAPNAG.
KpaTeioTe Ta HaTIO avoIXTd Kal EETTAUVETE.
Edv 0 epeBiopdg Twv paTiwv diapkei, cuuBouAeuTeiTe Evav
€101KO6 yIaTpo.
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>¢ ePITTWON KATdmoong : Mnv TTpOKOAEITE EPETO XWPIG IATPIKA UTTOBEIEN.

[MAUveTE TO OTOUA HE VEPO.

Mn xopnyeite yaAa 1 aAkooAoUxa TToTd.

Na unv xopnyeitai Titrota atd 10 oTOUa G€ ATOUO TTOU EXEI
XAo¢€l TIG alIoBARTEIg TOU.

4.2 ZNUAVTIKOTEPO CUUTITWHOTO KAl ETIOPAOCEIG, AUECES I HETOYEVEOTEPES
ZUNTTTWHATO . TaoTpevrepikéG evoxAnoEIg
Y1repPoAIKr €kpuan dakpUwv
MNa AetrTopepeig TTANPOPOPIEG OXETIKA PE TIG CUVETTEIEG OTNV
uy€ia Kal Ta CUPTTITWHATA, avaTpégTe oTnyv evotnta 11.

Kivduvol . gpeBioTIKN dpdon

EmBAaBég o€ TepiTITWON KATATTIOONG.
MpokaAei coBapd opBaAUIKS peBIoUO.

4.3 'EvdeI§n oTolaodNTIToTE ATTAITOUMEVNG AMECNG IATPIKNAG @POVTIdAG Kal €18IKAG BepaTreiag
MeTaxeipion . OepaTreEia CUPTITWHATWY.

TMHMA 5: MéTpa yia TV KATATTOAEMN O TNG TTUPKAYIAG

5.1 NMupooBeoTiKA pECA

KatdAAnAa TTupooBeoTikd . Ze TTEPITITWON TTUPKAYIAG, XPNOIYOTTIOIEIOTE yia TNV atmdoeon
péoa vepo/pékaapa vepol/dEaun vepol/dioeidio Tou
avBpakog/auuo/appd atabepd ae aAkodAn/okdvn améaReong.

5.2 E181koi Kiviuvol TTou TTpOKUTITOUV O1Td TNV oUCia I} TO HEiyHa

Emkivduva TpoidvTta : Aev gival yvwoTd emikivouva TTpoidvTa kalong
KaUOEWS

5.3 ZuoTdoeig Yo TOUG TTUPOORECTEG

Eid1k6G TTpooTaTeuTiKOG © Ze TTEPITITWON TTUPKAYIAG EXETE AUTOBUVAUN AVOATTIVEUOTIKN)
€EOTTAIOUOG YIa TOUG OUOKEUN.

TTUPOOBEDTEG

Mepaitépw TTANPOPOPIES ;. Zuvitn PéTpa o€ TTEPITITWON AVAPAEENG XNHIKWY OUCIWV.

TMHMA 6: MéTpa yia TNV GVTIMETWITION TUXaiag éKAuong

6.1 NMpoowTrikéG TTPOPUAGSEIG, TTPOOTATEUTIKOG £EOTTAICNOG KAl B10BIKACIEG EKTOKTNG AVAYKNG
MPooWTTIKES TTPOPUAGEEIS : XpNOIYOTIOIRCTE TTPOCWTTIKN evOupacia TTPOoTACIOG.
ApvnBeite TNV TpdoRacn o€ ATTPOCTATEUTA ATOMQ.
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6.2 Mep1BAAAOVTIKEG TTPOQUAGEEIG
MepiBaAAovTikEG . Z€ TTEPITITWON JOAUVONG TTOTAPWY 1} UTTOVOUWYV
TIPOQPUAAEEIG TTANPOPOPEICTE TIG UTTEUBUVEG UTTNPETIEG.
Aev atmaitouvTal 1I8IAITEPA PETPA TTPOCTACIAG TOU
TTEPIBAAAOVTOG.

6.3 M&Bodo1 kal UAIKA yia TTEPIOPICHO Kal KaBapiouo
MéBodoil kaBapiauou . ZUYKEVTPWATE PE aTToppo@nTIKO UAIKS UypwvV (TT.X. GUMOG,
YEAN TTUPITIOG, GUVOETIKA UAIKG OEEWV, YEVIKA CUVOETIKA UAIKA,
EUAGAeupo).
Mapadiveral Tpog d1d6eon o€ KatdAANAa KAEIoTA doxeia.

6.4 MapatrouTA o€ AAAQ TUAMATA
la TTpoowWTTIKA evoupaaia TTpooTaaciag BAETTE TTapdypago 8.

TMHMA 7: Xeipiop6g kal atrofnkeuon

7.1 Npo@uAdseig yia ac@ali XeIpIouo

YTodeigeIg yia ao@aln . Ammogeuyete TNV UTTEPPaCN TOU KABOPIGPEVOU ETTAYYEAUATIKOU
XEIPIOUO opiou ékBeang (BAETTe evoTnTa 8).
Na pnv €pBel o€ eTTaQr] e Ta PATIQ, JE TO DEPUA I PE TA
pouxa.

lNa TpoowTTiKA evduuacia TTpoaTagiag PAETTE TTapdypago 8.
Mn TpWwTE, TIVETE, KATTVICETE OTO XWPO TNG EPYACIAG.

OrTav xeIpiCeoTe XNUIKA TTPOIOVTA VA aKOAOUBEITE Ta ouVvr BN
METPO UYIEIVAG

YTmrodeigeig TpooTaciog o€ : ZuvABn pétpa TPdANWNG TTUPKAIGG.

TTEPITITWON TTUPKAYIAG Kal

€KpNENG

MéTpa uyieivig : Ta katd ToV XEIPIOUO XNMIKWY OUCIWV CUVIGTWHEVA PETPA

TpooTagiag TEETEl va AaudvovTtal utr' oyn. Mn TpwTe i
TTiveTe TV TO XpnoiyoTroigite. Mn katvidete 6Tav TO
xpnoipoTroleite. MAEveTE Ta XEPIa TTPIV TA SIOAEIMPOTA KAl KATA
TO TEAOG TNG £PYACiag.

7.2 ZuvOnkeg ac@aloug @UAaéng, cuptrepIAapBavopévwy TUXOV aoUUBiBaCTWY KATAOTACEWV

ATTQITACEIG YIO XWPEOUG . To doxeio diatnpeital epunTIKG KAEIOTO, G€ TOTTO NP0, e KaAS

atmmoBbnkeuong kail doxeia eCagpiopd. Ta avolkTd doxeia TTPETTEl va KAEivovTal
TIPOCEKTIKA Kal va atroBnkevovTtal 6pBia, yia va atropeuxOei
otroladnTroTe dlappor]. ATTOBNKeUETAI CUNQWVA PE TOUG
TOTTIKOUG KAVOVIOHOUG.

Mepaitépw TTANPOPOPIES :  Kapia atroolvBeon katd TRV KAvoVvikr atToBiKeuon Kail
OXETIKA UE TN OTABEPOTNTA xpnon.
oTnv atmobnkeuon

7.3 E1d1kA TeEAIKA XpAon | XpHoeig
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EidIKA xprion n Xxpnoeig . 2ZupBouleuteite TO TTAéoV TTPOOPATO TOTTIKO PUAAO IBI0TATWY

MpoidvTog Tpiv atmd kKabe xpAon.

TMHMA 8: 'EAgyx0¢ TnG éKBeoNnG/ATOMIKA TTpOOTACIA

8.1 MapdpeTpol eAéyxou

JuoTatikd CAS-Api6. Eidog miung (Eidog | Mapdauerpol Bdon *
TNG EKOECEWG) eAéyxou *

Agv TTEPIEXEI KOPia ousia pe oplakn TIUA €KBEoNG OTO XWPO EPYATiag.
8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPO

AlaTnpEiTe TN CUYKEVTPWON OTOV AEPa KATW ATTO TIG OPIOKEG TINEG €KBEONG GTO XWPO £pyaaiag.
Nd&Bate pétpa KaAoU e€aepiapoU, 18iwg o€ KAEIOTOUG XWPOUG.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICOG

MpooTtacia Twv patiwv / Tou @ MPooTATEUTIKA YUOAIA UE TTAPATTAEUPN TTPOCTACIO CUUPWVa
TTPOCWTTOU pue EN166

Aoxeio améTTAuoNG paTiwy PE KaBapod vepd
MpooTacia Twv Xepiwv . Otav xeIpiCeaTe XNUIKA TTPOIOVTA, TTPETTEI VA POPATE TTAVTA

TIPOCTATEUTIKA YAVTIO EYKEKPIPEVOU TTPOTUTTOU TTOU €ival
avOekTIK& OTIG XNUIKEG OUai

KartdAAnAa yia ouvtoun xpAon f TpooTacia atréd 1o
mToiAIoua:

[avTtia atmd eAacTikd BouTuAiou/viTpiAiou (> 0,1 mm)

Ta poAucpéva yavTia TTPETTEl va apaipeBoUy.
KatdAAnAa yia poviun xpron:

[avria atré Viton (0.4 mm),

XPOvog evépyeiag >30 AeTTd.

MpooTacia Tou déppatog kKai @ [MpooTaTeuTIKA vOoUpaTa (TT.X. YTTOSMATA ACQaAEiag

TOU CWHATOG oupewva e 1o EN I1ISO 20345, pakpuudvika evouuara
epyaciag, pakpud TravreAdvia). Ma epyacieg avapigng kai
avAadeuang TTPOTEIVOVTAl ETTITTPOCBETWG AACTIXEVIEG TTODIEG
Kl TTIPOCTATEUTIKEG PTTOTEG .

MpooTacia Twv . Agv atmaiTouvTal €1I0IKA PETPA.
AVATTVEUCTIKWV 0wV

‘EAeyxol repIBaAAovTIKAG £KBEONG

evikég UTTOOEIEEIG . Ze epIMTwaon POAUVONG TTOTAPWY f UTTOVOUWY
TTANPOPOPEICTE TIG UTTEUBUVEG UTTNPEDIEG.
Aev atrairolvTal 1I81AiTEPA YETPA TTPOCTACIAG TOU
TTEPIBAAAOVTOG.

TMHMA 9: ®uoikég Kal XNUIKEG 1810TNTEG

9.1 Zroixeia yia TIG BACIKEG PUOIKEG KAl XNHIKEG IBIOTNTEG
®duoikr KataaTaon . uypd
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Xpwua © Axpwpuo

Oaoun . eAa@pod

2nueio TAgNG/TTeploxn TAENG /@ Agv utrdpxouv aToixeia

Znueio TNENG

Mn epapudoipo
Ava@Ae€iudtnTa (aTepED, . Aev uttdpyouv oToIxEia
aéplo)

AvwTepal KATWTEPA OPIa EUPAEKTOTNTAG I EKPNKTIKOTNTAG

AvwTepo Opio ékpnéng / . Aev uttGp)oUV OTOIXEID
AvWTEPO 6pI0 avaPAeEng

Katwtepo 6plo €kpnéng / . Aev uttdpyouv oToIxEia
KatwTepo 6plo avapAeéng

Znueio avagpAegng . >160°C

MéEB0d0G: KAEIOTO KUTTEAAO
O¢puokpacia autava@AegEng  :  Aev uTTdpyouv OToIXEia
O¢puokpaacia amoouvBeong . Aev utt@pxouv aToIxeia
pH . Mn e@apudoipo
1ISwdeg

[EWEG, KIVNTIKO : >20,5mm2/s (40 °C)
AlaAuToTNTA (SIGAUTOTNTEG)

YoarodioAuTtéTnTa . &v Pépel IoAUTO
2UVTEAEOTAG KATAVOUNG: N- . Aev uttGp)OoUV OTOIXEID
okTavoAn/vepd
Mieon atpwv : 0,098 hPa (20 °C)
MukvéTtnTa . Trepitrou 1,00 g/cm3 (20 °C)
2YETIKA TTUKVOTNG ATHWV . Aev uttdpyouv oTolxEia
XapaKTnEIoTIKA CwUaTIdiwy . Aev uttdpyouv oTolxEia

9.2 AAAeg TAnpo@opieg
Aev uttdpxouv aTolxeia
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TMHMA 10: Z1a@gpoTnTa KAI AVTISPACTIKOTNTA

10.1 AvTISpaoTIKOTNTA

Agv gival yvwoTA Kapia eTmikivéuvn avtidpacon o€ TTEPITTTWON KAVOVIKAG XPAOEWC.
10.2 XnuikA o1a0epoTNTA

To Tpoidv eival XNUIKG oTabepod.
10.3 MBavoéTnTa EMIKIVOUVWY avTISpAoEWYV

Emkivbuveg avtidpdoeig . Kavévag 181aitepog Kivouvog.

10.4 ZuvBnKeg TTPOG ATTOPUYRHV
2uvBnKeg TTPOG ATTOPUYV . Aev utTGp)OUV OTOIXEIO

10.5 Mn cupBartd uAika
YAIKG TTpOG atropuyn . Aev utTGp)OUV OTOIXEIO

10.6 Emikivduva mrpoidvTa amrooivleong
Kapia atmroouvBeon KaTtd TNV KAVOVIKH atToBAKEUON Kal Xpron.

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1 NAnpo@opitg yia TIg TAEEIG KIVOUVOU, OTTWG opifovTal oTov Kavoviouoé (EK) api0. 1272/2008

O¢eia ToIkOTNTA
EmBAaBEG o€ TTEPITITWON KATATTOONG.

ZUCTOTIKA:

MoAutrpoTrUAEVOYAUKOAN:

O¢eia TogIkKOTNTA OTTG TOU . LD50 (Apoupaiog): 1.000 mg/kg
OTONATOG
Ekripnon o&eiag to¢ikdTnTag: 1.000 mg/kg
MéBodog: MéBodog utroAoyiouou

triethylene diamine:

O¢eia TogIkOTNTO OTTG TOU . LD50 dia Ztéparog (Apoupaiog): 700 mg/kg
OTONATOG
Ekripnon oéeiag togikdétnTag: 700 mg/kg
MéBodog: MéBodog uttoAoyiouou

Ai1dBpwon kal epeBIOCHOG TOU BéPUATOG

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.
ZoBapn BAABN/epeBIOCNOG TWV pHATIWV

MNpokaAei coBapd opBAAIKO peBICUO.
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AvatrveuoTIKN guaioOnToTroinon f euaioOnToTToINCN TOU SEPUATOG

EvaioBnToTtroinon Tou dépparog

Aev Tagivopeital pe Baon Tig S1aBEIUES TTANPOYPOPIEG.

EvaioBnTomroinon Tng avamvong

Aev Tagivopueital pe Baon Tig SI0BECIPES TTANPOYPOPIEG.

MeTaAAaglyéveon YEVVNTIKWY KUTTAPWYV

Aev Tagivopeital pe Baon Tig S1aBE0IUES TTANPOYPOPIEG.

Kapkivoyéveon

Aev Tagivopeital pe Baon Tig SlaBECIPES TTANPOPOPIEG.

ToIkéTNTA YIA TNV AVATTAPAYWYN

Aev Tagivopeital ue Baaon Tig S10BECIPES TTANPOYOPIEG.

STOT-e@atrag ékBeon

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.

STOT-emmavelAnupévn é€k0eon

Aev Tagivopeital pe Baon Tig SlaBECIPES TTANPOYPOPIEG.

ToikéTnTa avappéPnong

Aev Tagivopeital pe Baon Tig SI0BECIUES TTANPOYPOPIEG.
11.2 NAnpo@opieg yia dAAoug TUTTOUG ETIKIVEUVOTNTAG

I1516TNTEG EVOOKPIVIKAG SiaTtapayxig

AgloAbynon . Houcia / 1o piypa dev TrepIéEl oUOTATIKA, TQ OTToia BewpeiTal
OTI €xouV 1IB16TNTEG EVOOKPIVIKAG dlaTapaxfig oUupwva PE TO
Apbpo 57(f) Tou Kavoviopolu REACH rj Tov Kar'
E€ouoioddtnon Kavovioué (EE) 2017/2100 1y Tov Kavoviopo
NG EmTpot¢ (EE) 2018/605, ot etitredo 0,1% 1 uwnAdtepo.

TMHMA 12: O1koAoyikég TTAnpo@opicg

12.1 To§ikéTnTA
Aev uttdpxouv aTolxeia

12.2 AvBekTIKOTNTA KaI IKAVOTNTA ATTOdONnoNg
Agv utt@pxouv aToIxEia

12.3 AuvatoTnTa BIOOCUCOWPEUONG
Aev uttdpxouv aTolxeia

12.4 KivnTiIk6TNTA OTO £50(POG
Aev uttdpxouv aTolxeia
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12.5 AtroteAéopara Tng afioAéynong ABT kai aAaB

AloAbynon . Houaia / 10 peiypa dev TTEPIEXEI CUCTATIKA TTOU BewpouvTal
avBekTIKA, Bloouoowpeloiya kal ToéIka (PBT), 1} dkpwg
avBekTIKd Kal dkpwg Blooucowpeloiya (VPVB) oe ettireda
Tou 0,1% 1 upnAodTepQ..

12.6 1816TNTEG EVOOKPIVIKAG SlaTapaxig

AtloAbynaon . Houcia /1o piypa dev TTepI€xel GUCTATIKA, Ta OTTOIO BewpeiTal
OTI £X0ouV ID10TNTES EVOOKPIVIKAG dlaTapaxng CUNPWVA UE TO
ApBpo 57(f) Tou Kavoviouou REACH 1 tov Kat'
E¢ouaioddtnon Kavoviopo (EE) 2017/2100 R Tov Kavoviouo
NG Emtpotiig (EE) 2018/605, o€ emitredo 0,1% i uwnAdTEpO.

12.7 AANAeG ApVNTIKEG ETTITITWOEIG

Mpoiodv:
AMAeG OIKOAOYIKEG UTTOBEICEIG @ Agv UTTAPYXOUV OTOIXEIO YIA TO TTIPOIOV aUTO.

TMHMA 13: Zroixcia oXeTIKA JE TN B1G0s0on

13.1 Mé0odoi diayxeipiong ammoBARTWY
Mpoidv : H1apaywyrh ammoBARTWY TTPETTEN va atToQeUyETal A VO

ehayioToTtrolgiTal Tav gival duvaTo.
O1 kevoi TTEPIEKTEG 1) O ETTEVOUCEIG EVOEXETAI VA dIOTNPOUV
OPICUEVA KATAAOITTA TWV TTPOIOVTWV.
To UAIKG Kal O TTEPIEKTNG TOU TTPETTEI va OIOTEDET UE ACQAAN
TpOTTO.
To TTAedvaoua TTPOIOVTWY KABWG Kal Ta Jn avaKUKAWGCIUA
TTPOIOVTA TTPETTEI VA ATTOTIOEVTAI XPNOIPOTTOIWVTAG EPYOAGRO
amdéBeong KaTaAoiTTwy TToU dIaBETEl avaAoyn ddela.
H ammdé8eon autou Tou TTPoidvTog, Twv SIOAUPATWYV Kal
OTTOIWVONTTOTE TTAPATTPOIOVTWY TTPETTEI TTAVTA VA TNPEI TIG
ATTAITACEIG TNG VOUoBEeaiag Trepi TTpooTaciag Tou
TEPIBAAAOVTOG Kal aTTé8e0ng ATTOBARTWY KABWG Kal TIG
ATTAITATEIG TNG EKAOTOTE TOTTIKAG APXNG.
ATTOQEUYETAI TO OKOPTTIOUA XUUEVOU UAIKOU, N aTTOPPOI KOl
ETTAPN JE XWHA, udaTaywyoUus, CWARVES ATTOXETEUTEWS KAl
UTTOVOUOUG.

EupwTraikog KatdAoyog : 08 04 09* amOBANTO KOAAWY KOI OTEYAVWTIKWY UAIKWY TTOU
ATTOBAATWYV TTEPIEXOUV OPYAVIKOUG DIAAUTEG ] AAAEG ETTIKIVOUVEG OUTIES

Mn kaBapiouéveg : 1501 10* ouokeuaaoieg TTOU TTEPIEXOUV KATAAOITTO
OUOKEUOOIEG (TTOKETA) ETTIKIVOUVWY OUCIWV A £€Xouv JoAuvBei atrd auTég
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Huepopnvia ektdmmwong
27.04.2023

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Opu6g OHE 1 apiOuo6g TauTéTNTAG

ADR : Aev eAéyxeTal wg etkivouvo ayaBo
IMDG : Aev eAéyxeTal wg eTikivouvo ayaBo
IATA . Aev eAéyxeTal wg eTKivouvo ayabo

14.2 Oikeia ovopacia arrootoAng OHE

ADR . Aev eAéyxeTal wg eTikivouvo ayaBo
IMDG o Aev eAéyxeTal wg eTikivouvo ayaBo
IATA o Aev eAéyxeTal wg eTikivouvo ayaBo

14.3 Ta§n/-€1g Kivdivou KaTd Tn HETAPOPA

ADR o Aev eAéyxeTal wg eTikivouvo ayaBo
IMDG o Aev eAéyxeTal wg eTikivouvo ayaBo
IATA o Aev eAéyxeTal wg eTikivouvo ayaBo

14.4 Opdda ocuokeuaoiag

ADR © Aev eAéyxeTal wg eTTIKivouvo ayaBo
IMDG : Aev eAéyxeTal wg eTTIKivouvo ayaBo
IATA (®opTio) : Aev gAéyxeTal wg eTikivouvo ayabo
IATA (EmiBaTiké) . Aev eAéyxeTal wg eTiKivouvo ayabo

14.5 NepiBaAAovTikoi Kiviuvol
Agv eAéyxeTal wg eTTIKIVOUVO ayaBo

14.6 E181kég TTpOo@UAGEEIG Yia TOV XPAOTN
Mn epapudoiuo

14.7 ©@aAdooleg HETaPOPEG XUBNV CUNPWVA UE TIG TTPdgelg Tou IMO
Agv 1o0xUEl yia TO TTPOIGV OTTwG diaTiBeTal.

TMHMA 15: ZToixeia vONOBETIKOU XapAKTAPA

15.1 KavoviouoilvouoBeoia oXeTIKA ME TRV ACQAAEIQ, TNV UyEia Kal TO TTEPIBAAAOV yIa TRV oudia

TO pEiYHOA
REACH - Meplopiouoi otnv TTapackeun, Tn d1d6eon otnv . Na AngBouv utréywn ol 6poil
ayopd Kal TN Xprion opIoUEVWY ETTIKIVOUVWY OUCIWY, TTEPIOPIoHOU YIa TIG akOAOUBEG
peiypa kal avrikelyévwy (Mapaptnua XVII) €10060UG:
ApiBu6g otn Aiota 3
Aigbvng uuBaon katd Twv Xnuikwv OtmAwyv (CWC) . Mn epapudoipo

MapaptrpaTa Togikwv XnuIkwy Kai Twv MNpddpouwv
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Ouoiwyv Toug

REACH - KatdAoyog utroyn@iwy Tpog adeioddTnan . Kavéva amd ta oToixeia dev
OUCIWV TTOU TTPOKAAOUV TTOAU peyaAn avnouyia ( ApBpo mrapatifeTal (=> 0.1 %).
59).

REACH - KatdAoyog oudiwy TTOU UTTOKEIVTAI O€ . Mn e@apudoipo

ade1006Tnon (Mapdaptnua XIV)

Kavoviouég (EK) apiB. 1005/2009 yia Tig ougieg TTou : Mn epapudaiyo
KataoTpéPouv Tn aTifada Tou 6ovTog

KANONIZMOZ (EE) 2019/1021 yia Toug éupovoug : Mn e@apudaoiuo
0opyavikoug puTroug (avadiaTuTTwan)

Kavoviouég (EK) apiB. 649/2012 tou EupwTraikol : Mn e@apudaoiuo
KoivofouAiou kai Tou YupBouAiou OXETIKA PE TIG

eCayWYES Kal EI0AYWYEG ETTIKIVOUVWV XNUIKWY

TTPOIGVTWV

REACH Information: OA\eg o1 ouaieg TToU TTEPIEXOVTAI OTA TTPOIOVTA TNG Sika givail
- TIPOKATAXWPNMEVES | KATAXWPNUEVES ATTO TOUG
TIPONNOEUTEG Uag, Kai/n
- TTpOKaTAXWPEN

Seveso lll: Odnyia 2012/18/EE Tou EupwTraikoU KoivoouAiou kail Tou ZuuBouAiou yia Tnv
QVTIYETWTTION TWV KIVOUVWYV PEYAAWY aTUXNUATWY OXETICOUEVWV UE ETTIKIVOUVEG OUTIES .
Mn epapudoipo

MrnTikéG opyavikég evwoelg  : Aldraypa OXeTIKA PE Ta @OopoAoyIKd KivnTpa yia TNV diaxEipion
EKTTOMTTAG OPYAVIKWYV TTITNTIKWYV ouciwy (VOCV)
kapia ékAuan NOE

Odnyia 2010/75/EE Tou EupwTtraikou KoivoouAiou kai Tou
>upBouliou, TNG 24ng NoepBpiou 2010 , Trepi BiounxaviKwy
EKTTOUTTWV (OAOKANPwWPEVN TTPOANYN Kal EAEYXOG TNG
puTTavVong)

Mn epapudoipo

15.2 A§ioAdynon XnMIKAG ac@dAgiag
Agv €xel TTpaypaToTToinBei afloAdynan XnNUIKAG aog@AAEIOG yI QuTd TO YiyHa atrd Tov TTpounBeuT.

TMHMA 16: AAAeg TTAnpO@OpiEg

MAARpeg keipevo Twv Ppdoswv H

H228 . EU@AekTO OTEPED.
H302 . EmPAaBéc o mepiTTTwon Katdmmoong.
H315 : TMpokaAei epeBioud Tou dEpUATOG.

Xwpa GR 000000601363 12/14



AEATIO AEAOMENQN AZOAANEIAZ
oupewva ue Tov Kavovioud (EK) apiBu. 1907/2006

Sika® Injection-AC20 Accel. for Sika® Injection-201/-203

®

Huepounvia AvaBswpnong: 27.04.2023 ‘Ekdoon 3.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 27.04.2023
30.12.2021

H318 . TMpokaAei coBapr o@BaAuIkr BAGRN.

MANpPEG Keihevo AAAWYV CUVTOLOYPAPIWY

Acute Tox. : Og&eia TogIkéTNTO

Eye Dam. ;. ZoPapn o@BaAuikA BAGREN

Flam. Sol. . EU@AekTa oTepEd

Skin Irrit. . EpeBioudg Tou dépuarog

ADR . Accord européen relatif au transport international des
marchandises Dangereuses par Route

CAS . Chemical Abstracts Service

DNEL . Derived no-effect level

EC50 . Half maximal effective concentration

GHS : Globally Harmonized System

IATA . International Air Transport Association

IMDG . International Maritime Code for Dangerous Goods

LD50 . Median lethal dosis (the amount of a material, given all at
once, which causes the death of 50% (one half) of a group of
test animals)

LC50 . Median lethal concentration (concentrations of the chemical in
air that kills 50% of the test animals during the observation
period)

MARPOL . International Convention for the Prevention of Pollution from
Ships, 1973 as modified by the Protocol of 1978

OEL : Occupational Exposure Limit

PBT . Persistent, bioaccumulative and toxic

PNEC . Predicted no effect concentration

REACH . Regulation (EC) No 1907/2006 of the European Parliament
and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH), establishing a European Chemicals
Agency

SVHC . Substances of Very High Concern

vPvB . Very persistent and very bioaccumulative

MepaiTépw TTANPOPoOpPiEg

Tagivéunon Tou piyyarog: Aladikaoia Tagivépnong:

Acute Tox. 4 H302 Mé&Bodog uttoAoyiouoU

Eye Irrit. 2 H319 Mé&Bodog uttohoyiopou

Ta oToixeia Ta omoia TepiExovTal o€ autd To PUANO ZToIxEiwv AoPaAeiag, avTioToIXoUv aTIG HEXPI
TWPEA YVWOEIG JOg Kal TTEPIYPAPOUV TIG ATTAITACEIS A0PAAOUG XPriong TOU TTPOIOVTOG HaG. Agv
pTTOPOUV va BewpnBoulv wg gyylunan OPICTIKWY IBIOTATWY TOU TTP0oidvTog. MapakaAouue
oupBouAeuteite To PUANO TEXVIKWV ZTOIXEIWV TIPIV OTTO OTTOIOdNTIOTE XPHON.

“ TpoTrotToIfjosig o€ oUyKpIon PE TNV TTponyoupevn ékdoon!

GR/EL
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