AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025 ‘Ekdoon 4.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023

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

1.1 AvayvwpIoTIKOG KwBIKOG TTPOoidvTOog
Zrpa kaTareBev : Sika® Injection-307 (A) Part A

1.2 Tuva@eic TpoodiopIfOEVEG XPNOEIS TNG OUCIAG | TOU HEIYMATOG KOl AVTEVOEIKVUOUEVES XPN-
osIg

Xprion 1poiévTtog : Z0oTnua oepayiong

1.3 Zroixeia Tou TTpouNn0euTH TOU SeATiou dedopévwv ao@alegiag

Emmwvupia Tou mpounBeuty @ Zika EAANGG ABEE
0066¢: 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 eTTEiyOoUT A AVAYKNG

Kévtpo AnAnTtnpidoewv: + 30 210 77 93 777
Kévtpo AnAntnpidocwv: 1401 (KUTtrpog)

TMHMA 2: NMpoodiopIouog ETIKIVOUVOTNTAG

2.1 Ta§ivounon TnG ouciag 1} Tou pEiypaTOg

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

Epebioudg Tou dépuarog, Kartnyopia 2 H315: MpokaAei epeBIoPod Tou dE€PUATOG.
Epebiopdg Twv opBaiuwy, Katnyopia 2 H319: MNMpokahei coBapd o@OAAUIKO EpEOICUO.
Euaiobnrotroinon tou dépuarog, Katnyo- H317: Mtropei va TTpokaAéael aAAepyIKA OEPUATIKA
pia 1 avTtidpaon.

2.2 ZTolX€ia emoAuavong

Emonuavon (KANONIZMOZX (EK) api16. 1272/2008)
EikovoypduuaTta Kivouvou

MpogidoTroinTikr AéEN . TMpoooxn
AnAwogeig emkivouvotnTag @ H315 MpokaAei epeBioud TOu dEPUATOG.
H317 Mtropei va TTpokaAéael aAAepyIkr) SEPPATIKA avTi-

opaon.
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AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV

Kavoviouog (EE) 2020/878 tng EmmiTpoTiig
Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025

‘Ekdoon 4.1

Huepopnvia ektdmmwong

Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023
H319 MpokaAei coBapd oPBAAuIKO peBICUO.
ANADOOEIC TIPOPUAGEEWV MpoAnyn:

P261 ATToQeUyETE VO avaTIvéETE aTayovidia i a-
THOUG.

P264 MAUveTE TO O€épUO OXOAAOTIKG PETA TO XEIPI-
OMO.

P280 Na gopdTe TTPOCTATEUTIKA YAVTIQ/ JECA ATO-
MIKAG TTpooTaaiag yia Ta pdtia/ 70 TTpOowTTO.

Eméupaon:

P333 + P313 Edav rapatnpnBei epeBioudg Tou dépPaTos i
ep@avioTei €€avOnua: ZupPouleubeite/ ETi-
oke@OeiTe yiatpo.

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

P362 + P364 BydaAte Ta poAucpéva polya Kai TTAUVTE Ta

TIPIV TA {AVAXPNOIUOTIOINCETE.

Emikivduva cuoTaTIKA TTOU TTRETTEI VA avAYyPA@OVTAl OTNV ETIKETA:

MEBAKPUAIKOG 2-udpotuaiBuleaTépag
2.3 AAAoi Kivduvol

H ouagia / 10 peiypa dev TTEPIEXEI CUOTATIKA TTOU BEWPOUVTAI AVOEKTIKA, BIOCUCCWPEUCIUA Kal TOEIKA
(PBT), i dkpwg avOekTIKG Kal dkpwg Blooucowpeuaiya (VPVB) og emritreda Tou 0,1% 1 uwnAdTepa.

OikoAoyIkEG TTANpo@opieg: H ouaia / To piypa dev TTEPIEXEI GUCTATIKA, T OTToIO BewpEiTal 6T £€XOuV I-
016TNTEG EVOOKPIVIKAG diatapaxng ouuewva pe 1o ApBpo 57(f) Tou Kavoviouol REACH 1 Tov Kat'
E¢ouoio06dtnon Kavoviopo (EE) 2017/2100 i Tov Kavoviopd tng Emrpotrg (EE) 2018/605, o€ eTri-

medo 0,1% A uwnAdTEPO.

Toéikohoyikég TTAnpo®opieg: H ouoia / To piypa dev TTEPIEXEI CUCTATIKA, T OTTOI0 BEwpEiTal OTI £X0UV
1816TNTEG EVOOKPIVIKAG dlatapaxhg oupewva pe 1o ApBpo 57(f) Tou Kavoviopolu REACH 1 tov Kar'
E€ouci0d6tnon Kavovioud (EE) 2017/2100 f Tov Kavoviopd tng Emitpotm¢ (EE) 2018/605, ot eTmi-

medo 0,1% A uwnAdTEPO.
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AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV

Kavoviouog (EE) 2020/878 tng EmmiTpoTiig
Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025

‘Ekdoon 4.1

Huepopnvia ektdmmwong

Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023
TMHMA 3: X0vBson/TTAnpo@opisg yia T CUCTATIKA
3.2 Meiypara
ZUCTATIKA
XnMIKr ovouagia CAS-Api6. Ta&ivéunon 2UYKEVTPWON
apib. EK (% wiw)
Ap1Bu6g kaTaywpen-
ong
MEBAKPUAIKOG 2- 868-77-9 Eye Irrit. 2; H319 >=40-<60
udpoualBuAeaTéPag 212-782-2 Skin Irrit. 2; H315
Mepiéxer: 01-2119490169-29- Skin Sens. 1; H317
OIuEBAKPUAIKOG alBUAevEDTEPAG XXXX
>=0,1-<=1%
Methoxy polyethylen glycol 26915-72-0 Skin Irrit. 2; H315 >=25-<40
methacrylate Aev £xel oploTei Eye Irrit. 2; H319
MNa eme€fiynon Twv ouvtopoypa@iwyv BAETTE evotnTa 16.
TMHMA 4: MéTtpa TpwTWV Bondsiwv
4.1 Meprypa@n TWV HETPWYV TTPWTWYV Bondsiwv
"eviKEG UTTOBEIEEIS . ATropakpuvBeite atrd TNV €IKivouvn TTEPIOXA.
2UMBouUAeuTEITE €va yIATPO.
Acgi€te oTov BepdTTovTa yIoTpd auTo TO BEATIO ATPAAEING.
2¢& TTEPITITWON EI0TTVONG MeTagpépeTe oTOV KABAPO aépa.
Kato1miv onpavTikig ékBeong CUPPBOUAEUTEITE éva yiaTpo.
Z& TEPITITWAON ETTAPNG PE TO BydAete auéowg Ta oAuauéva pouya Kal TTaTrouTold.
dépua MAUveTE e oatmouvi Kal TTOAU vepo.
Edav ta cuptrtwpata diapkouv, KAAEaTE yIaTpo.
Z€ TEPITITWAON ETTAQPNG ME TA 2 TTEPITITWON ETTOQPNG JE TO PATIA, EETTAUVETE UE TTOAU VEPOD.
MaTIO ATTOPOKPUVETE TO PAKOUG ETTAPAG.
KpaTeioTe Ta pdtia avorxTé Kal SETTAUVETE.
Edv 0 epeBiopdg Twv paTiwv diapkei, cuuBouleuTeiTe évav
€101K6 yIaTpo.
2¢& TePITITWON KATATTooNng Mnv TTpOKaAEiTE EPETO XWPIG 1aTPIKE UTTOSEIGN.
MAGveTE TO OTOHA PE VEPD.
Mn xopnyeite ydAa 1 aAkooAoUxa TToTd.
Na pnv xopnyeitai TiTToTa o110 T0 OTOUA G€ ATOMO TTOU EXEI
XAa¢€l TIG alIoBARaeIg Tou.
4.2 INPAVTIKOTEPA CUUTITWHOTO KAl ETIOPACEIG, AUECES 1) HETOYEVEOTEPEG
SUUTITWHATA AMEPYIKEG QVTIOPATEIG
Xwpa GR 100000013433 3/14



AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025 ‘Ekdoon 4.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023

YT1repPoAIkr ékpuon dakpUwv

EpuBnua

Aeppuartinida

o AeTrTOopEPEIC TTANPOPOPIEG OXETIKA UE TIG CUVETTEIEG OTNV
uyEia Kal Ta CUPTITWHATA, avaTpéETe oTnv evotnTa 11.

Kivduvol . gpeBioTIKN dpdon
€uaIodnTOTTOINTIKA dpAcn

MpokaAei epeBioud Tou d€puaTog.
MTropei va TTpoKaAEoel AAAEPYIKN BEPUATIKE avTidpaon.
MpokaAei coBapd opBaAUIKS peBIoUO.

4.3 'Evdei§n orolaodATITOTE ATTAITOUMEVNG AMEONG IATPIKAG @POVTIdAG Kal £18IKAG BepaTreiag
MeTtaxeipion . OepaTreEia CUPTITWHATWY.

TMHMA 5: MéTpa yia TNV KATATTOAEMNON TNG TTUPKAYIAG

5.1 NMupooBeoTIKA HEC

KatdAAnAa TTupooBeoTikd . Ze TTEPITITWAN TTUPKAYIAG, XPNOIMOTIOIEIOTE yia TNV attéoBeon
péoa vepo/pékaapa vepoU/dEoun vepou/dioeidio Tou avBpa-
Kog/auuo/agpd otabepd ae aAkoOAn/akdvn atréoReong.

5.2 E181koi Kivduvol TTou TTPpOKUTITOUV a1Td TNV OUCia I} TO HEiyHa

Emkivduva mrpoidvta kauoe- @ Agv gival yvwaoTd €mmiKivouva TTpoidvTa Kauong
wg

5.3 ZuoTdoEIg Yo TOUG TTUPOORECTEG

EidIKOG TTpooTaTEUTIKOG £€0- @ ZE TTEPITITWON TTUPKAYIAG £XETE AUTOOUVANN AVATTIVEUOTIKN)
TIAIOOG YIO TOUG TTUPOCBE- OuUOKeUn.

OTEG

Mepaitépw TTANPOPOPIES : ZuviBn PETpa o€ TTEPITITWON AVAPAEENG XNHIKWY OUCIWV.

TMHMA 6: MéTpa yia TNV GVTIMETWITION TUXaiag éKAuong

6.1 MpoowWITIKEG TIPOPUAGEEIG, TTPOCTATEUTIKOG £§OTTAICHOG Kal B10BIKATIEG EKTAKTNG AVAYKNG

MPooWTTIKES TTPOPUAGEEIS : XpNOIYOTIOIRCTE TTPOCWTTIKN evOUpacia TTPOoTACIOG.
ApvnBeite TNV TpdoRacn o€ ATTPOCTATEUTA ATOMA.

6.2 Mep1BaAAovTikéG TTPOPUAGEEIG
MepIBAAAOVTIKEG TTPOQUAG- . AtrayopeueTal n dloxETEUOn O€ £TTIPAVEIOKE veEPA i O€ BiKTUO
geig UTTOVOUWV.
> TTEPITITWOonN YOAUVONG TTOTAPWY f UTTOVOUWYV TTANPOQOpPEi-
OTE TIG UTTEUBUVEG UTTNPEDIEG.
Xwpa GR 100000013433 4114




AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025

Huepounvia Tng TeAeuTaiag ékdoong:
26.01.2023

‘Ekdoon 4.1 Huepopnvia ektdmmwong
25.02.2025

6.3 MéB80odo1 kal UAIKA yia TTEpIOPICUO Kal KaBapioud

MéBodoil kaBapiauou

6.4 Mapatrou ) o€ AAAA TUAMATA

ZUYKEVTPWOTE PE aTTOPPOPNTIKG UAIKO uypwvV (TT.X. GUUOG,
YEAN TTUPITIOG, GUVOETIKA UAIKG OEEWV, YEVIKA CUVOETIKA UAIKA,
EUAGAEUPO).

Mapadiveral Tpog d1d6eon o€ KatdAANAa KAEIoTA doxeia.

o TTpoowWTTIKA evoupaaia TTpooTaadiag BAETTE TTapdypago 8.

TMHMA 7: Xeipiop6g kal atrofnkeuon

7.1 NMpo@uAdgeig yia ac@aAn XeIpIouo

YTodeiEeIg yia ao@alf xeipl-
ouo

Ymodeigeig TpoaTaciag ae
TTEPITITWAN TTUPKAYIAG KAl
€kpnéng

MéTpa uyieivig

ATToQeUyEeTE TNV UTTEPPACN TOU KABOPICPEVOU ETTAYYEAUATIKOU
opiou ékBeang (BAETTe evoTnTa 8).

Na pnv ¢€pBel o€ eTaQr] Ye Ta YATIQ, YE TO OEPUA 1) PJE TG POU-
XO.

la TTpoowTTIKA evOuuacia TpooTaaciag BAETTE TTapdypago 8.
MpdowTra Tou utToPépouy atrd TTpoBAAUaTA euaioBnaiag Tou
0épuaTog, AoBua, alAepyieg, Xpovieg 1 eTTavaAauBavoueveg
Q0BEVEIEC TNG AVATTIVONG, OEV TTPETTEI VO CUUMETEXOUV O€ KAUIA
Oladikaaia TTou XpNOIUOTTOIEITAI QUTO TO MEIYMA.

Mn TpwTe, TTIVETE, KATTVICETE OTO XWPO TNG EPYATIAG.

OTav xe1piCeaTe XNUIKA TTPOIOVTA VO aKOAOUBEITE Ta GuVvr BN
METPA UYIEIVAG

>uvABn PETpa TTPOANYWNG TTUPKAIGG.

Ta KaTd TOV XEIPIOPO XNMIKWY OUCIWY CUVICTWHEVA PETPA
TTpooTaciag TPETEl va AauBdavovtal utr' dyn. Mn TpwTte i
TTiVETE OTAV TO XpNnolyoTroleite. Mn kaTtrvidete 6Tav 1o Xpnol-
poTrolgite. MAEVETE Ta XEpIa TTPIV Ta DIGAEIJUATA KAl KOTE TO
TENOG TNG EpYaTiag.

7.2 ZuvOnkeg ac@aloug @UAagng, cuptrepiAappfavopuévwy TuXov acuuBifacTwy KATAOTACEWV

ATTQITACEIG Y1 XWPOUG aTro-
Brikeuong kai doxeia

Mepaitépw TTANPOPOPIES
OXETIKA HE TN oTABEPSTNTA
oTnVv atmobnkeuon

7.3 EIBIKA TEAIKA XpAoON | XPNOEIg

To doyeio diarnpeital EpUNTIKA KAEIOTO, O€ TOTTO ENPO, HE KAAO
e€aepiopd. Ta avolkTd doxeia TTPETTEl va KAEIvOvVTAl TTPOTEKTI-
K& Kal va atroBnkedovtal 6p0Ia, yia va atropeuxBei otroladn)-
mroTe dlappor]. ATToBnkeleTal CUPNPWVA PE TOUG TOTTIKOUG Ka-
voviououg.

Kauia ammroouvBeon katd Tnv Kavovikr) ammodrkeuan Kal Xpn-
on.

Xwpa GR 100000013433
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‘Ekdoon 4.1 Huepopnvia ektdmmwong
25.02.2025

E1dikn xprion n xpnoeig

>upBouAeuteite TO TTAéoV TTPGTPATO TOTTIKO DUAAO IS10TATWY
MpoidvTog Tpiv atmd kKabe xpAon.

TMHMA 8: 'EAgyx0¢ TnG éKBeong/aTouIKA TTpooTACia

8.1 MapdpeTpol eAéyxou

Opia erayyeAaTIKAG €KBEONG

2UCoTaTIKG

CAS-Apif. Eidog miung (Eidog | Mapduetpol Bdon *
NG eKBECTEWG) eAéyxou *

Aev TTEPIEXEI KOWia ouaia Pe oplakn TIUA €KBeang OTO XWPO epyaaciag.

8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPO

AlaTnpEiTe TN CUYKEVTPWON OTOV Aépa KATW aTrd TIG OPIOKES TINEC EKBEONG OTO XWPEO £pyaaciag.
Na&Bate pétpa KaAoU e€aepiapoU, 18iwg 0€ KAEIOTOUG XWPOUG.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICNOG

MpooTtagia Twv YaTiwy / Tou
TTPOCWTTOU

MpooTacia Twv XEPIV

MpooTtaoia Tou dépUaTog Kal
TOU OWHATOG

MpooTagcia Twv avaTrveuoTi-
KWV 00wV

MpooTaTeuTiKé yuaAid pe TTapdTTAeupn TTpooTacia CUPPWVa
pue EN166
Aoxeio améTTAUCGNG PaTIWV JE KaBapod vepd

. Otav xeIpiCeaTe XNUIKA TTPOIOVTA, TTPETTEI VO POPATE TTAVTA

TTPOCTATEUTIKA YAVTIO EYKEKPIMEVOU TTPOTUTTOU TTOU €ival avBe-
KTIKG OTIG XNMIKES OUTi

KatdAAnAa yia givtoun Xprion r TpooTacia atrd To TITCiAI-
oua:

[avTia ammé eAaoTikd BouTuAiou/viTpiAiou (> 0,1 mm)

Ta yoAuopéva yavTia TTPETTEN va agalpebouv.

KatdAAnAa yia poviun xpron:

[avria atré Viton (0.4 mm),

XPovog evépyelag >30 AeTTTd.

MpooTateuTikG evdupaTa (T1.X. YTTodnuaTa ac@aleiag cuy-
owva pe 1o EN ISO 20345, pakpupdvika evdupata epyaaciag,
pokpud TravTeAdvia). MNa epyaaieg avauigng kal avadeuong
TTpoTeivovTal EMITTPOCOETWS AaoTIXévIEG TTODIEG KAl TTPOOTA-
TEUTIKEG UTTOTEG .

: Aev amrairolvTal €10IK& PETPA.

‘EAeyxoi repiBaAAovTikAG €kBeong

evikég UTTOOEIEEIG

. AmmayopeueTal n O10XETEUCN O€ ETTIPAVEIAKA VEPA ] G€ DIKTUO

UTTOVOHWV.
2€ TTEPITITWON POAUVONG TTOTANWY f UTTOVOUWYV TTANPOQOPEi-
OTE TIG UTTEUBUVEG UTTNPETIEG.
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AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig
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Huepounvia AvaBswpnong: 25.02.2025 ‘Ekdoon 4.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023

TMHMA 9: ®uoikég Kal XNUIKEG 1810TNTEG

9.1 Zroixeia yia TIG BACIKESG QUOIKEG KAl XNMIKES 1810TNTEG

duaoikr kKatdaTaon ©uypd
Xpwpa © yoAddio, diagpaveg
Ooun . eAa@pd

Znueio TAENG/ Treploxn TAENG/  : Aev uTTdpyxouv aTolxeia
Znueio TMENG

2nueio Céong / elpog Beppo-
Kpaoiwv ¢€ong

Aev uttdpxouv oToIxEia

Ava@Ae€iudtnTa (oTeped, ag-
pio)

Agv utTGpxouv aToIXEiD

AvwTepal KATWTEPA OPIA EUPAEKTOTNTAG I EKPNKTIKOTNTAG

AvwTepo Opio ékpnéng / Agv uttdpxouv oToIXEIO
AvWTEPO OpI0 avaPAeEng

Katwtepo 6pio €kpnéng /
Katwtepo 6pio avapAeéng

Agv utTGpxouv aToIXEiD

2nueio avagpAegng . >101°C
MéEB0doG: KAEIOTS KUTTEAAO

O¢epuokpaacia autavagAegng
O¢epuokpacia aroouvBeong
pH
IEwdeg

[EWdeg, duvapikd

1€EWdEG, KIVNTIKO

AlaAuTtoTNTA (SIGAUTOTNTEG)
YdartodiaAuTtéTnTa

2 UVTEAEOTAG KATAVOUNAG: N-

Aev uttdpxouv oToIxEia
Aev uttdpxouv oToIxEia
mepitou 8 (20 °C)
2uykévtpwaon: 100 %
mrepitmou 10 mPa.s (20 °C)

< 20,5 mm2/s (40 °C)

OlIaAUTO

Agv uTTGpxOUV aTOIXEIO

oKTavoAn/vepd
Mieon atpwv 23 hPa
MukvoTnTa mepitrou 1,07 g/cm3 (20 °C)

2YETIKA TTUKVOTNG ATHWV

Aev uttdpxouv oToixeia

Xwpa GR 100000013433
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XapakTnpioTIKG owuaTidiwv @ Agv uttdpxouv OToIXEIa

9.2 ANAeg TTAnpo@opieg
Aev uttdpxouv oToIXEIa

TMHMA 10: Z1a@gpdTNTA KOI AVTIOPACTIKOTNTA

10.1 AvTiSpaoTIKOTNTA
Aegv gival yvwaoTr Kapia emikivéuvn avTidpacn o€ TTEPITITWOTN KAVOVIKNG XPrOEWG.

10.2 XnuikA oTafepdTNTA
To 1poidv ival xNUIKG oTabepod.
10.3 MBavéTnTa MIKivOUVwy avTidpdoewyv
Emkivbuveg avTidpdoeig . Kavévag 181aitepog Kivouvog.

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

10.5 Mn cupfard uAIkd
YAIKG TTpOG atropuyn . Aev utTGp)OUV OTOIXEID

10.6 Emikivduva mrpoidovTa amrooivleong

Agv gival yvwoTd emkivouva TTpoidvTa d1doTTaong.

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
Aev €xel TagivounBei Adyw EAAEIPNG aTOIXEIWV.

Ai1dBpwon kal epeBIOCHOG TOU BéPUATOG
MpokaAei epeBioud Tou EpaTog.

ZoBapn BAGBN/epeBIONOG TWV HATIWV
MpokaAei coBapd opBaAUIKS epeBIoUO.

AvaTrveuoTIKR guaioOnToTroinon f euaioOnTOoTToINCN TOU SEPUATOG

EvaioBnToTmroinon Tou 8épparog
Mrtropei va TTpokaAéoel aAAEpYIKT dEPUATIKA avTidpaon.

Xwpa GR 100000013433 8/14
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oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025 ‘Ekdoon 4.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023

EvaioBnToTtroinon Tng avamvong
Aev €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.

MeTaAAaglyéveon YEVVNTIKWY KUTTAPWYV
Agv €xel TagivounBei Adyw EAAEIPNG aoTOIXEIWV.
Kapkivoyéveon

Aev €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.
To&IkOTNTA YIA TNV AVATTAPAYWYN

Aev €xel TagivounBei Adyw EAAEIPNG aTOIXEIWV.
STOT-e@atrag ékBeon

Aev €xel TagivounBei AOyw EAAEIPNG OTOIXEIWV.
STOT-emravelAnupévn é€k0eon

Aev €xel TagivounBei Adyw EAAEIPNG aOTOIXEIWV.
To&ikéTnTa AVvappOPnong

Aev €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.

11.2 NAnpo@opieg yia AAAoug TUTTOUG ETIKIVEUVOTNTAG
1316TNTEG EVOOKPIVIKAG BlaTapaxig

Mpoidv:

AloAdynaon . Houcia /1o piypa dev TTEPIEXEI CUTATIKA, TO OTTOIO BewpeiTal
OTI €xouV IB16TNTEG EVOOKPIVIKAG dlATapax |G cUPPWVA UE TO
Apbpo 57(f) Tou Kavoviopol REACH 1 tov Kar' E€ouaiod6-
tnon Kavovioud (EE) 2017/2100 ) Tov Kavoviouo tng Emi-
TpotNG (EE) 2018/605, ot etmitredo 0,1% 1 uwnAdTepo.

TMHMA 12: OikoAoyikég TTANpo@oOpiEg

12.1 To§ikéTnTA
Agv utTGpxouv aToIXEia

12.2 AvBeKkTIKOTNTA KOl IKAVOTNTA ATTOSONONg
Agv utt@pxouv aToIxEia
12.3 AuvaroTnTa BIOOCUCOWPEUONG
Aev uttdpxouv aTolxeia
12.4 KivnTiIk6TNTA OTO £50(POG
Agv utt@pxouv aToIxEia
12.5 AtroteAéopara Tng afioAdynong ABT kai aAaB
Mpoidv:
AloAbdynon . Houacia / 10 peiypa dev TTEPIEXEI CUCTATIKA TTOU BewpouvTal
avBekTIKd, Blooucowpeuaiya kai Togika (PBT), i dkpwg avOe-

Xwpa GR 100000013433 9/14



AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025 ‘Ekdoon 4.1 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 25.02.2025
26.01.2023

KTIKG Kal akpwg Biooucowpeloipa (VPvB) oe emitreda Tou
0,1% 1 vwnAoTEPQ..

12.6 1816TNTEG EVOOKPIVIKAG SlaTapaxig

AloAbynon . Houacia / 1o piypa dev TrepIEXEl oUATATIKA, TO OTToia BewpeiTal
OTI £X0ouV ID10TNTEG EVOOKPIVIKAG dlaTApaxNG CUNPWVA UE TO
ApBpo 57(f) Tou Kavoviopou REACH 1) Tov Kat' E€ouaiodé-
Tnon Kavoviouo (EE) 2017/2100 A Tov Kavoviouo Tng ETmi-
TpoTAG (EE) 2018/605, ot emitredo 0,1% 1 uwnAdTEPO.

12.7 AANAEG ApVNTIKEG ETTITITWOEIG

AMAeG OIKOAOYIKEG UTTOBEICEIG : Agv UTTAPYXOUV OTOIXEIO YIO TO TTIPOIOV aUTO.

TMHMA 13: Zroixcia oXeTIKA JE TN B160s0on

13.1 M&0odol diaxeipiong amoBARTWY
Mpoidv : H mmapaywyn ammoBAATWY TTPETTEI VO ATTOQPEUYETAI ] VO EAAXI-

oToTrolgital 6Tav gival duvato.
O1 kevoi TTEPIEKTEG 1) 01 £TTEVOUOEIG EVOEXETAI VA dlaTnpoUV
OPICHEVA KATAAOITTO TWV TTPOIOVTWV.
To uAIKS Kal O TTEPIEKTNG TOU TTPETTEI va BIOTEBEI uE aC@AAN
TpOTTO.
To TTAedvaoua TTPOIOVTWY KABWG Kal Ta Jn avaKUKAWGCIUA
TTPOIOVTA TTPETTEI VA ATTOTIOEVTAI XPNOIMOTTOIWVTAG EPYOAGRO
a1T00e0nGg KaTaAOITTWY TTou dIaBETEl avaAoyn adela.
H amé0eon autol Tou TTPoidvTog, Twv SICAUNATWY Kal O-
TTOIWVONTTOTE TTAPATTPOIOVTWYV TTPETTEI TTAVTA VA TNPEI TIG O-
TTAITACEIG TNG VouoBeaiag Trepi TTpooTaciag Tou TTepIBAANO-
VTOG KaI aTT00e0Ng ATTORANTWY KABWG KAl TIG ATTAITACEIG TNG
€KAOTOTE TOTTIKAG APXNG.
ATTOQEUYETAI TO OKOPTTIOWA XUMEVOU UAIKOU, N aTToppon Kal
ETTAPN UE XWHA, udaTaywyous, CWARVES ATTOXETEUOEWG KAl
UTTOVOUOUG.

EupwTraikog KatdAoyog A- : 0801 11* ammoBAnTa OTTO XpWpaTA Kal BepViKia TTOU TTEPIE-
TTORAATWYV XOUV 0pyavIkoUg BIaAUTEG ) AAAEG €TTIKIVOUVEG OUaiEg

Mn kaBapiopéveg ouokeua- @ 1501 10* cuokeuaaoieg TTOU TTEPIEXOUV KATAAOITTO ETTIKIVOU-
oieg (TTakéTa) VWV OUCIWV A £€Xouv JOAUVOET aTTd auTég
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AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025 ‘Ekdoon 4.1
Huepounvia Tng TeAeuTaiag ékdoong:
26.01.2023

Huepopnvia ektdmmwong
25.02.2025

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 eTIKivouvo 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 vOpoBeTIKOU XapaKTAPA

15.1 KavoviouoilvouoBsoia oXeTIKA PE TRV a0 @AAEIQ, TNV UyEia Kal To TreEpIBAAAOV yia TV oucia i

TO MEiypa

Aigbvng uuBaon kard Twv Xnuikwv OtAwyv (CWC) . Mn epapudoipo

MapaptripaTa Togikwv XnUIKWyY Kai Twv MNpddpouwv
Ouoiwv Toug

REACH Information: OA\eg o1 ouaieg TToU TTEPIEXOVTAI OTA TTPOIOVTA TNG Sika givail
- TIPOKATAXWPNMEVES | KATAXWPENUEVEG ATTO TOUG TTPOUNBEU-

TEG pAg, Kal/f

Xwpa GR 100000013433
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- TTPOKATAXWPN

REACH - lMeplopiouoi otnv TTapackeun, Tn 8id6eon otnv  :  Na AngBouv utréywn ol 6pol TTepIopl-
ayopd Kal TN Xprion opIoHEVWY ETTIKIVOUVWY OUCIWY, OMoU yia TIG akOAoUBEG €10600UG:
peiypa kai avrikelpévwy (Mapaptnua XVII) ApiBuo6g atn Aiota 3

ApIBu6G oTn AioTa 75

REACH - KatdAoyog utrogrn@iwy TTpog adeiodoTnon . Kavéva atmé Ta otoixeia dev TTaparTi-
OUCIWV TTOU TTPOKAAOUV TTOAU peydAn avnouyia ( ApBpo Betal (=> 0.1 %).

59).

REACH - KatdAoyog ougiwy TToU UTTOKEIVTAI O€ adelo- . Mn e@apudoipo

0otnon (Mapdaptnua XIV)

Kavoviouég (EK) apiB. 2024/590 yia 11 oudieg TTou ka-  : Mn €@appoaipo
TaoTpéPouv Tn oTIfdda Tou 6JovTog

KANONIZMOZ (EE) 2019/1021 yia TOug €UPOVOUG Op- : Mn e@apudaoiuo

yavikoUg pUTToug (avadiatdmwaon)

Kavoviouoég (EE) apiB. 649/2012 Tou Eupwtrdikot Koi- ' Mn epapudoiyo
VvOBouUAiou Kal Tou ZUPPBOUAIOU OXETIKA WE TIG EQYWYEG
Kl E10AYWYEG ETTIKIVOUVWVY XNUIKWV TTPOIOVTWV

Seveso lll: Odnyia 2012/18/EE Tou EupwTraikoU KoivoouAiou kail Tou ZuuouAiou yia TNV AVTIPETW-
TMON TWV KIVOUVWY JEYAAWV ATUXNHATWY OXETICOMEVWV WE ETTIKIVOUVEG OUCIEG .

MTNTIKEG OPYAVIKEG EVWOEIG

15.2 A§ioAdynon XnMIKAG ac@dAgiag

Mn epapudoipo

Aldraypa oXeTiKG e Ta @OPOAOYIKA KivnTpa yia Thv diaxeipion
EKTTOMTTAG OpYaVIKWYV TITNTIKWYV ouciwv (VOCV)

Mepiexdpevo TTTNTIKWY opyavikwy oudiwv (VOC): < 0,01%
wiw

kapia ékAuan NOE

Odnyia 2010/75/EE Tou EupwTtraikou KoivoouAiou kai Tou
>upBouliou TNG 24ng NoeuBpiou 2010 TrEPi BlopNXavIKWY Kal
KTNVOTPOPIKWYV EKTTOUTTWV (OAOKANPWHEVN TTPOANWN Kal EAEY-
X0G TG puTIavVONG)

Mepiexdpevo TTTNTIKWY opyavikwy ouciwv (VOC): < 0,01%
wiw

Agv €xel TTpaypaToTTroinBei afloAdynon XNUIKAG ao@AAEIag yi auto To Yiyua atrd Tov TTpounBeuTr).
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AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
Kavoviouog (EE) 2020/878 tng EmmiTpoTiig

Sika® Injection-307 (A) Part A

Huepounvia AvaBswpnong: 25.02.2025
Huepounvia Tng TeAeuTaiag ékdoong:

26.01.2023

‘Ekdoon 4.1 Huepopnvia ektdmmwong
25.02.2025

TMHMA 16: AAAeg TTAnpoO@oOpieg

MAARpeg keipevo Twv Ppdoswv H

H315
H317
H319

MpokaAei epeBIouS TOU BEPUATOG.
Mtropei va TTpokaAéael aAAepyIKr) SEpUATIKA avTidpaon.
MpokaAei coBapd 0@BAAUIKS epeBIoUO.

MANpPEG Keihevo AAAWYV CUVTOLOYPAPIWY

Eye Irrit.
Skin Irrit.
Skin Sens.
ADR

CAS
DNEL
EC50
GHS
IATA
IMDG
LD50

LC50

MARPOL

OEL
PBT
PNEC
REACH

SVHC
vPvB

Epebioudg Twv o@BaAuwy

Epebioudg Tou d€puarog

EuaioBnroTroinon tou &€puarog

Accord européen relatif au transport international des
marchandises Dangereuses par Route

Chemical Abstracts Service

Derived no-effect level

Half maximal effective concentration

Globally Harmonized System

International Air Transport Association

International Maritime Code for Dangerous Goods

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)

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

International Convention for the Prevention of Pollution from
Ships, 1973 as modified by the Protocol of 1978
Occupational Exposure Limit

Persistent, bioaccumulative and toxic

Predicted no effect concentration

Regulation (EC) No 1907/2006 of the European Parliament
and of the Council of 18 December 2006 concerning the Reg-
istration, Evaluation, Authorisation and Restriction of Chemi-
cals (REACH), establishing a European Chemicals Agency
Substances of Very High Concern

Very persistent and very bioaccumulative

MepaiTépw TTANPOPoOpieg
Tagivounon Tou Piyyarog:

Skin Irrit. 2 H315
Eye Irrit. 2 H319
Skin Sens. 1 H317

Aladikaoia Ta§ivopnong:
Mé&Bodog uttohoyiopou
Mé&Bodog uttoAoyiouoU
Mé&Bodog uttoAoyiouou

Ta oToixeia Ta otroia TepiExovTtal o€ autd To PUAAO ZToixeiwv Aopaleiag, avTioToixouv aTIG HEXPI
TWPA YVWOEIG JOG KAl TTEPIYPAPOUV TIG ATTAITACEIS A0PAAOUG XProNng TOU TTPOIOVTOG HaG. Agv
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MTTOpOUV va BewpnBouv wg eyyunan OpICTIKWY IBIOTATWY Tou TTP0oidvToG. MNapakaAolue cupBou-
AeuTeite TO GUAAO TeXVIKWY ZTOIXEIWV TIPIV aTTO OTTOIadATTIOTE XProN.

“ TpoTrotToIfjocig o€ oUyKpion PE TNV TTponyoupevn ékdoan!

GR/EL
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