AEATIO AEAOMENQN AZPAAEIAX

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

Sika® Injection-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

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

1.1 AvayvwpIoTIKOG KwBIKOG TTPOoidvTOog

Zpa Katarebév : Sika® Injection-201 CE Part A
1.2 Tuva@eic TpoodiopIfOEVEG XPNOEIS TNG OUCIAG | TOU HEIYMATOG KOl AVTEVOEIKVUOUEVES XPN-
osIg

XpAon TTpoidvTog . Zuotnua aepdyiong, Mévo yia eTrayyeAPaTIKn XprRon.

1.3 Zroixeia Tou TTpoun0euTH TOU SeATiou Bedopévwv ao@alsiag

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 1o 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
Tagivopnon (KANONIZMOZ (EK) api8. 1272/2008)
Otcia T0gIkOTNTA, KaTtnyopia 4 H302: EmBAaBEG o€ TTEPITTTWAN KATATTOONG.

2.2 Zroixeia emoAuavong

Emoniuavon (KANONIZMOZX (EK) api16. 1272/2008)
EikovoypduuaTta kivouvou

MpogidoTroinTikr AéEN . TMpoooxn
AnAwosig emkivduvétntag  : H302 EmBAaBég o€ mepiTTTWON KATATTOONG.
AnAWwoeIg TTPOPUAGEEWV . MpdéAnyn:
P264 MAUveTE TO BEPPO OXOAAOTIKA PETA TO XEIPI-

OuO.

Xwpa GR 000000606391 1/13




AEATIO AEAOMENQN AZPAAEIAX

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

Kavoviouog (EE) 2020/878 tng EmmiTpoTiig
Sika® Injection-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025
Huepounvia Tng TeAeuTaiag ékdoong:
25.01.2023

‘Ekdoon 3.2

Huepopnvia ektdmmwong

21.02.2025

P270

MOTTOIEITE AUTS TO TTPOIOV.

Eméupaon:
P301 + P312 + P330

Mnv TpwrTe, TTiveTe ) KaTTviCeTE, OTAV XPNOI-

ZE MEPINTQZH KATAMNOZHX: KaAé-

ote To KENTPO AHAHTHPIAZEQN/ yia1p0,
av aloBavOeite adlabeoia. =ZeTTAUVETE TO OTO-

Ja.
Aia@eon:
P501

Al1GBeon TOU TTEPIEXOPEVOU/TTEPIEKTN CUNQW-

Va JE TOUG TOTTIKOUG KAVOVIOUOUG.

Emikivduva cuoTaTIKA TTOU TTRETTEI VA avAYyPA@OVTAl OTNV ETIKETA:

MoAutrpoTTuAEVOYAUKOAN
2.3 AAMoi kivduvol

H ouagia / 10 peiypa dev TTEPIEXEI CUOTATIKG TTOU BEwpPOoUVTal AvOEKTIKA, Blooucowpeloiya Kal TOEIKE
(PBT), i dkpwg avOekTIKG Kal dkpwg Bloouoowpeuoiya (VPVB) oe ettireda Tou 0,1% ) upnAdTEpQ.

OikoAoyIkéG TTANpoopieg: H ouaia / To piypa dev TTEPIEXEI CUCTATIKA, T OTToia BewpeiTal 6T £XouV I-
0I10TNTEG EVOOKPIVIKAG dlaTapaxAs cuupwva pe 1o ApBpo 57(f) Tou Kavoviopuou REACH ) Tov Kat'
E¢ouaioddtnon Kavoviouo (EE) 2017/2100  Tov Kavoviouo tng Emtpotig (EE) 2018/605, o€ €Tri-

medo 0,1% 1 uwnAdTepO.

Toéikohoyikég TTAnpo®opieg: H ouoia / To piypa dev TTEPIEXEI CUCTATIKA, T OTTOI0 BEwpEiTal OTI £X0UV
1016TNTEG EVOOKPIVIKAG dlatapaxhg oupewva pe 1o ApBpo 57(f) Tou Kavoviopolu REACH 1 tov Kar'
E¢ouoi066tnon Kavoviopo (EE) 2017/2100 i Tov Kavoviopd tng Emrpotirg (EE) 2018/605, o€ eTri-

medo 0,1% A uwnAdTEPO.

TMHMA 3: 20vBson/TrAnpo@opisg yia T CUCTATIKA

3.2 Meiypata
ZUCTATIKA
XnUIKr ovouaaoia CAS-Api6. Ta&ivéunon 2UYKEVTPWON
apib. EK (% wiw)
ApIBUGS KaTaxwpn-
ong
MoAutrpoTTUAEVOYAUKOAN 25322-69-4 Acute Tox. 4; H302 >=80
500-039-8
01-2119457556-29- EkTipnon oégiag 10¢1-
XXXX KOTNTOG
Oteia TogIkOTNTO ATTO
TOU OoTOPaTOG: 1.000
mg/kg
MNa eme€iynon Twv ocuvtopoypagiwyv BAETTE evéTnTa 16.
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

TMHMA 4: Métpa TTpWwTWYV Bondsiwyv

4.1 Meprypa@n TWV HETPWYV TTPWTWYV Bondsiwv
eviKEG UTTOOEIEEIG . ATTOMOKPUVOEITE ATTO TNV ETTIKIVOUVN TTEPIOXN.

ZUpBouUAcuTEiTE €va yIaTPO.
Aci€te oTOV BepdTTovTa YIOTPO AUTO TO OEATIO ACPAAEING.

2€ TTEPITITWON EI0TTVONRG . MeTtagépete aTov KaBapd aépa.
KaToTriv onuavTiKAG €KkBeanG CUNPBOUAEUTEITE £va yIaTpo.

>e ePITITWON €M@ e 1o © BydAete auéowg Ta oAuauéva pouxa Kal TTaTrouTola.
oépua MAUveTE pe oatmouvi Kal TTOAU vepo.
Edav ta cuptrtwpata diapkouv, KaAéaTe yiaTpo.

2€ TEPITITWON €TTOQNG PETA  ©  ATTOJOAKPUVETE TO QAKOUG ETTAPNG.

MaTIO KpaTeioTe Ta uaTIO avoIXTa Kal EETTAUVETE.
Edv 0 epeBioudc Twv paTiwv diapkei, cuBOUAeUTEITE évay
€101KG yIaTpo.

2€ TTEPITITWON KATATTOoNG : Mnv TTpoKaAEITE EPETO XWPIG IATPIKA UTTODEIEN.
[MAUveTE TO OTOUA HE VEPO.
Mn xopnyeite yadAa 1 aAkooAoUxa TToTd.
Na pnv xopnyeitai TiTToTa o110 TO OTOUA GE ATOPO TTOU £XEI
Xaa¢€l TIG aloBRaeIg Tou.

4.2 INUAVTIKOTEPA CUUTITWHATA KAl ETTISPACEIG, AUETEG ) HETAYEVEOTEPES

ZUNUTTITWUATO . TaoTpevrepikéG evOXANOEIG
MNa AeTrTopepEig TTANPOPOPIEG OXETIKA PE TIG CUVETTEIEG OTNV
uyEia Kal T GUPTITWHATA, avaTpéETe oTnv evotnTa 11.

Kivduvol . Agv UTTAPXOUV YVWOTEG ONPAVTIKES ETTIOPATEIS i} KPiGIUOI
Kivouvol.

EmBAaBEég o€ TTePITITWON KATATTOONG.

4.3 'EvdeI§n o1rolaodnTToTE ATTAITOUMEVNG AUECNG IATPIKAG PPOVTIdAG Kal £18IKAG BepaTreiag
MeTtaxeipion : OgpaTreia CUPTITWHATWY.

TMHMA 5: MéTpa yia TV KATATTOAEMNON TNG TTUPKAYIAG

5.1 NMupooBeoTIKA pECA
KatdAAnAa TTupooBeCTIKG © Ze TTEPITITWAN TTUPKAYIAG, XPNOIMOTIOIEIOTE yia TNV atrdéofeon
péoa vepd/pékaopa vepoU/déoun vepou/dioeidio Tou avBpa-
Kog/auuo/appd otabepd oe aAkoOAn/okdvn attéoBeong.

Xwpa GR 000000606391 3/13



AEATIO AEAOMENQN AZPAAEIAX

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

Sika® Injection-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

5.2 E181k0i Kivduvol TTou TTpoKUTITOUV a1Td TNV OUCia | TO MEiypa

Emkivduva mTpoidvta kauoe- . Agv gival yvwoTd €TTIKivOuva TTpoidvTa Kauong
wg

5.3 ZUOTACEIG VIO TOUG TTUPOORECTEG

EIDIKOG TTpOoTATEUTIKOG €§0- @ Z€ TTEPITITWAN TTUPKAYIAG £XETE AUTOOUVAN AVOTTIVEUCTIKI)
TIAIOHOG VIO TOUG TTUPOGBE- OUOKEUN.

OTEG

Mepaitépw TTANPOPOPIES . ZuvhBn YéTpa o€ TTEPITITWON AVAPAEENS XNUIKWY OUCIWV.

TMHMA 6: MéTpa yia TV avTIMETWITION TUXaiag éKAuong
6.1 MpoowWTTIKEG TIPOPUAGEEIG, TTPOCTATEUTIKOG £§O0TTAICOG Kl B108IKACIEG EKTAKTNG AVAYKNG
MPOoCWTTIKEG TTIPOPUAAGEEIS : XpNOIYOTIOIRCTE TTPOCWTTIKI EvOUATia TTPOOTACIOG.

ApvnBeite TNV TTPOCBACN 0€ ATTPOCTATEUTA ATONA.

6.2 MepIBAAAOVTIKEG TTPOQUAGEEIG

MepIBAANOVTIKEG TTPOPUAG- . Ze TEPITTwan JOAUVONG TTOTAUWY ) UTTOVOUWY TTANPOQOPEi-
geig OTE TIG UTTEUBUVEG UTINPETIEG.
Agv atraitouvTal 1I81AITEPA PETPA TTPOCTACIAG TOU TTEPIBAAAO-
VTOG.

6.3 M£00do01 Kal UAIKG yia TTEPIOPICHO Kal KaBapiouo

MéBodoil kaBapiauou : ZUYKEVTPWATE PE aTToppo@nTIKO UAIKO UypwV (TT.X. AUMOG,
YEAN TTUpITiOG, GUVOETIKA UAIKA 0EEWV, YEVIKA CUVOETIKA UAIKA,
EUAGAEUPO).
Mapadiveral Tpog d1d6eon o€ KatdAANAa KAgIoTd doxeia.

6.4 Mapatrou Tl o€ GAAA TUAUATA
lNa TpoowTTIKA evOupagaia TTpooTaciag BAETTE TTapdypago 8.

TMHMA 7: Xeipiop6g Kal atroffikeuon

7.1 NMpo@uAdseig yia ac@ali XeIpIou6
YTodei€eIg yia ao@alf xeipl- @ ATTOQEUYETE TNV UTTEPPACT TOU KABOPIOPEVOU ETTAYYEAUATIKOU
ouoé opiou ékBeang (BAETTe evoTnTa 8).
lNa TpoowTTiKA evdupacia TTpooTaciag BAETTE TTapdypago 8.
Mn TpwTe, TTiVETE, KATTVICETE OTO XWPO TNG EPYATIAG.
OTav xeIpiCeoTe XNUIKA TTPOIOVTA VA aKOAOUBEITE Ta ouVvr BN
METPQ UYIEIVAG

Ymodeigeig rpoaTaciag o€ : Zuvitn pétpa TPOANYNG TTUPKAIEG.
Xwpa GR 000000606391 4713




AEATIO AEAOMENQN AZPAAEIAX

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

Sika® Injection-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

TTEPITITWAN TTUPKAYIAG KAl
€KPNENG

MéTpa uyieivig : Takatd Tov XEIPIoPO XNUIKWY OUCIWV CUVICTWHEVA HETPO
TTpooTaciag TPETEl va Aaudvovtal utt' oyn. Mn TpwTe i
TTiveTe OTAV TO XpPnoiyoTroleite. Mn kaTtrvidete éTav 1o Xpnoi-
poTrolgite. NMAEVETE Ta XEPIA TTPIV TA DIGAEIJPATA KAl KOTA TO

TENOG TNG Epyaciag.
7.2 ZuvOnkeg ac@aloug @UAaNg, cuptrepIAaBaVOEVWY TUXOV ACOUURBIBACTWY KATAOTACEWYV
ATTQITACEIG YIO XWpPoug atmo- :  To doxeio diarnpeital EpunTIKA KAEIGTO, 0€ TOTTO NP0, e KaAd
Brkeuong kai doxeia eCaepiopd. Ta avolkTd doxeia TTPETTEI va KAEIVOVTAI TIPOTEKTI-

K& kai va atrodnkevovTal 6p0ia, yia va atro@euxBei otroiadn-
TroTE dlappor]. ATToBnkeleTal CUPPWVA PE TOUG TOTTIKOUG Ka-

VOVIOUOUG.
Mepaitépw TTANPOPOPIES : Kapia ammroouvBean kaTtd TNV KAVOVIKH aTtToBAKEUCN Kal XPh-
OXETIKA WUE TN aTaBEPSTNTA on.

oTnVv atmoBbniKeuon

7.3 E131kR} TEAIKA XpAon N XpPNOEIg

EidIkA xprion n Xpnoeig . 2ZupBouleuteite TO TTAéoV TTPOOPATO TOTTIKO PUAAO IBIOTATWY
MpoidvTog Tpiv atmd kabe xpAon.

TMHMA 8: 'EAeyx0og TnG £€KBEONG/ATOUIKA TTPOCTACIX

8.1 NapdueTpol eAéyxou
Opia erayyeApaTIKAG €KBeoNG

2uoTaTiKG CAS-Apif. Eidog Tiung (Eidog | Mapduerpol Baon *
TNG eKBETEWG) eAéyxou *

Agv TTEPIEXEI KAUia ousia Pe opiakn TIUA €KBEaNG OTO XWPO EPYATiag.
8.2 'EAeyxol €kBeong
TeXVIKA TTPOOCTATEUTIKA HETPO

AlaTnpEiTe TN CUYKEVTPWON OTOV AEPA KATW ATTO TIG OPIOKEG TINEG €KBEONG OTO XWPO EPYATiag.
NG&Bate pérpa Kahou €aepiapoU, 18iwg 0 KAEIOTOUG XWPOUG.

ATOMIKOG TTPOOTATEUTIKOG £EOTTAIONOG

MpooTtagia Twv yatiwv / Tou  : TMPoCoTATEUTIKA YUOAIA JE TTAPATTAEUPN TTPOCTACI TUUPWVa
TTPOCWTTOU pue EN166

Aoxeio amdéTTAucoNG haTiwy e KaBapd vepd
MpooTacia Twv XEPIV . Otav xeIpiCeaTe XNUIKA TTPOIOVTA, TTPETTEI VA POPATE TTAVTA

TIPOOTATEUTIKG YAVTIO EYKEKPIMEVOU TTPOTUTTOU TTOU €ival avBe-
KTIKG OTIG XNUIKEG ouai

KatdAAnAa yia guvtoun xpron f TrpocTtacia atmd 1o ITCiAI-
opa:

[avTia a1ré eAaoTIKO BouTtuAiou/viTpiAiou (> 0,1 mm)

Ta yoAucpéva yavTia TTPETTEN va agaipebouv.

KatdAAnAa yia péviun xpnon:
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

[avmia amré Viton (0.4 mm),
XPOvog evépyeiag >30 AeTTTd.

MpooTtacia Tou déppatog kai @ lMpooTaTeuTIKA evoUpaTa (T1.X. YTTOdAPaTa ac@aleiag ouu-

TOU CWHATOG owva pe 1o EN ISO 20345, pakpupdvika evdéuuarta epyaaciag,
pokpud TTavteAdvia). MNa epyacieg avauigEng kai avadeuong
TTpoTeivovTal EMTTPOCOETWS AaCTIXEVIEG TTOOIEG KAl TTPOCTA-
TEUTIKEG PTTOTEG .

MpooTacia Twv avatrveuoTl-  : Agv atraiTouvtal €I0IKA PETPA.

KWV 00wV

‘EAeyxol repIBaAAOVTIKAG £KBeONG

eviKEG UTTOOEIEEIG . Z€ TTEPITITWON JOAUVONG TTOTAPWY 1} UTTOVOUWY TTANPOPOpPEi-
OTE TIG UTTEUBUVEG UTINPETIEG.

Aev atraitolvTal 1I81aiTEPA PETPA TTPOCTACIOG TOU TTEPIBAAAO-
VTOG.

TMHMA 9: ®uoikég Kal XNUIKEG 1810TNTEG

9.1 Zroixeia yia TIG BACIKEG QUOIKEG KAl XNMIKEG 1I810TNTEG

duoikr KatadoTaon :uypod

Xpwua . KiTpIVO

Ooun © eAa@pd

2nueio TAgNG/ Treploxn TAENG /@ Aev uTTdpyxouv oTolxeia
Znueio TTAENG

2nueio Céong / eUpog Bepo- @ Agv uTTdpXouv oToIXEI
Kpaoiwv ¢éong

Ava@AegiuoTnNTa (OTEPED, Oé-  :  Agv utTtépyouv oToIxEia
pio)

AvwTepal/ KATWTEPA OPIA EVPAEKTOTNTAG } EKPNKTIKOTNTOG

AvwTtepo 6plo €kpnegng / . Aev uttdpyouv oToixEia
AvWTEPO OpI0 avAPAeEng

Katwrepo 6pio ékpnéng/ @ Agv UTTAPXOUV OTOIXEID
Katwtepo 6pio avapAeéng

Znueio avapAegng : >101°C

MéEB0d0G: KAEIOTO KUTTEAAO
O¢puokpaocia autavdgAegng @ Aev uTTdpyouV oToIXEia
O¢epuokpacia aroouvBeong . Aev uttdpyouv oToixEia
pH : Mn epappdciyo
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AEATIO AEAOMENQN AZPAAEIAX

oupewva pe Tov Kavovioudé (EK) apiBu. 1907/2006, 6TTwg TPOTTOTTOINONKE PE TOV
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IEwdeg
1€WOEG, KIVNTIKO . >20,5mm2/s (40 °C)
AlgAuTOTNTA (SIGAUTOTNTEG)
YdartodiaAuTtéTnTa © eV HEPEI BIaAUTO
2UVTEAEOTAG KATAVOUNAG: N- . Aev uttdpyouv oToIxEia
oKTavoAn/vepd
Mieon atpwv . Tmepitrou 0,208 hPa (20 °C)
MukvoTnTa : mepitrou 1,02 g/cm3 (20 °C)
2XETIKA TTUKVOTNG ATHWV . Aev utTGp)OUV OTOIXEID
XapaktnpioTikd owpaTidiwv  :  Aegv uttdpyouv oToixeia

9.2 ANAeg TTAnpo@opieg
Agv uttGpxouv aToIxEia

TMHMA 10: Z1aBgpdTNTA KOl AVTIOPACTIKOTNTA

10.1 AvTISpaOCTIKOTNTO
Agv gival yvwoThA Kapia eTKivéuvn avtidpaon o€ TTEPITTITWON KAVOVIKAG XPROEWC.

10.2 XnuikA oTalepoTNTA
To 1poidv eival xNUIKG oTabepod.
10.3 MBavéTnTa EMIKIVOUVWYV aVTIOPpAoEWV
Emikivduveg avtidpdoeig . Kavévag 181aitepog Kivduvog.

10.4 ZuvBnKeg TTPOG ATTOPUYRV
2UVOAKEG TTPOG ATTOPUYRYV . Aev uttdpyouv oTolxEia

10.5 Mn cupBartd uAikd
YAIKG TTpOG atropuyn . Aev uTTGp)OUV OTOIXEID

10.6 Emikivduva Trpoidévta atroolvleong

Agv gival yvwaoTd emmkivouva TTpoidvTa didoTTacng.
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2
Huepounvia Tng TeAeuTaiag ékdoong:
25.01.2023

Huepopnvia ektdmmwong
21.02.2025

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1 NAnpo@opisg yia Tig TAeIg KIvOUVou, 6TTWG opifovTal oTov Kavoviouo (EK) apif. 1272/2008

O¢cia ToIkOéTNTO
EmBAaBég o€ TTepITITWON KATATTOONG.
ZUCTOTIKA:

MoAutrpoTruAevoyAukOAn:
Oteia To0gIkKOTNTO OTTG TOU . LD50 (Apoupaiog): 1.000 mg/kg
OTOPATOG
EkTipnon o&eiag to¢ikdTnTag: 1.000 mg/kg
MéBodog: MéBodog utroAoyiouou

Ai1aBpwon kal epeBIOCNOG TOU BéPUATOG
Aev €xel TagivounBei AOyw EAAEIPNG OTOIXEIWV.

ZoBapn BAABN/epeBIOCNOG TWV pHATIWV
Aev €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.

AvaTTvVeUOTIKN gualioOnToTroinon f euaioOnToTTOINCN TOU SEPUATOG
EvaioBnToTmroinon Tou dépparog
Agv €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.

EvaioBnToTmroinon Tng avamvong
Agv €xel TagivounBei Aoyw EAAEIPNG OTOIXEIWV.

MeTaAAaglyéveon YEVVNTIKWYV KUTTAPWV
Aev €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.
Kapkivoyéveon

Aev €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.

TogikéTNTA YIa TRV avaTTapaywyn

Agv €xel TagivounBei Aoyw EAAEIPNG OTOIXEIWV.
STOT-e@atras ékBeon

Agv €xel TagivounBei Adyw EAAEIPNG OTOIXEIWV.

STOT-emravelAnpuévn ékBeon
Aev €xel TagivounBei Adyw EAAEIPNG aTOIXEIWV.

ToikéTnTa AvappoéPnong
Agv €xel TagivounBei Aoyw EAAEIPNG oTOIXEIWV.

11.2 NAnpo@opieg yia dAAoug TUTTOUG ETTIKIVOUVOTNTOG
I1516TNTEG EVOOKPIVIKAG SiaTtapayxig

Mpoidv:

AloAbdynon . Houcia / 1o piypa dev TrepIéxEl oUOTATIKA, TO OTToia BewpeiTal
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AEATIO AEAOMENQN AZPAAEIAX
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Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

OTI £€xouvV I816TNTEG EVOOKPIVIKAG dlaTtapaxfg oUNQwva PE TO
ApBpo 57(f) Tou Kavoviopol REACH 1} Tov Kat' E€ouci0d6-
tnon Kavoviopd (EE) 2017/2100 ) Tov Kavoviouo tng Emi-
TpoTnG (EE) 2018/605, o¢ etmitredo 0,1% r} uynAdTepoO.

TMHMA 12: OikoAoyikég TTAnpo@opicg

12.1 To§ikéTnTA
Aev uttdpxouv oToIxEia

12.2 AvOeKkTIKOTNTA KaI IKAVOTNTA ATTOS0NoNg
Aev uttdpxouv oToIxEia

12.3 AuvatoTnTa BlooucoWpPEUONG
Agv uttGpxouv aToIxEia

12.4 KivnTikéTnTa 01O £50p0OG
Aev uttdpxouv oToIxEia

12.5 AtroteAéopara Tng afioAoynong ABT kai aAaB

AloAbdynaon . Houcia/ 1o peiypa dev repIEXel cuaTaTIKA TTOU BEWPOUVTaI
avBekTIKG, Blooucowpeuaiua kai Togika (PBT), i dkpwg avOe-
KTIKG Kal Akpwg Biooucowpeloipa (vPvB) o emitreda Tou
0,1%  upnAodTEPQ..

12.6 1816TNTEG EVOOKPIVIKAG SlaTapaxig

AgloAbynon . Houcia / 1o piypa dev TTepIéEl oUOTATIKA, TQ OTToia BewpeiTal
OTI €xouV 1IB16TNTEG EVOOKPIVIKAG dlaTapaxfig oUu@wva PE TO
Apbpo 57(f) Tou Kavoviopol REACH r tov Kat' E€ouaiod6-
Tnon Kavovioud (EE) 2017/2100 ) Tov Kavoviouo tng Emi-
TpoTAG (EE) 2018/605, ot emitredo 0,1% 1 uwnAdTEPO.

12.7 ANAEG apVNTIKEG ETTITITWOEIG

Mpoidv:
AMAEG OIKOAOYIKEG UTTOBEIEEIG @ Agv UTTAPYXOUV OTOIXEIO YIA TO TIPOIOV aUTO.

TMHMA 13: Ztoixeia oxeTiké pe Tn di1d0son

13.1 Mé0odoi diayxeipiong amoBARTWY

Mpoidv . Hmapaywyr ammoBARTWY TTPETTEI va atTo@eUyeTal A va eAaxI-
oToTrolgital 6tav gival duvato.
O1 kevoi TTEPIEKTEG 1) o1 £TTEVOUOEIG EVOEXETAI VA dlaTnpOoUV
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

OPICHEVA KATAAOITTA TWV TTPOIOVTWV.

To UAIKG Kail O TTEPIEKTNG TOU TTPETTEI va SIaTEDET uE AOQAA
TPOTIO.

To mAedvaoua TTPOIdVTWY KABWG Kal Ta Jn avaKUKAWGCIUA
TTPOIOVTA TTPETTEI VA ATTOTIOEVTAI XPNOIMOTTOIWVTAG EPYOAERO
améBeang KaTaAoiTTwy TToU dIaBETel avaioyn adeia.

H atmmé0eon autol Tou TTPoidvTog, TwV OICAUUATWY Kal O-
TTOIWVOATTOTE TTAPATTPOIOVTWYV TTPETTEI TTAVTA VA TNEEI TIG O-
TTQAITACEIG TNG VOuoBeaiag Trepi TTpoaTaaiag Tou TTePIBAAAO-
VTOG Kal aTr68eong atmmoANTwWY KABWG Kal TIG ATTAITATEIG TNG
€KAOTOTE TOTTIKAG APXNG.

ATTOQEUYETAI TO OKOPTTIOUA XUMEVOU UAIKOU, N aTToppon Kal
ETTAPN JE XWHA, udaTaywyoUus, CWARVES ATTOXETEUTEWG KAl

UTTOVOUOUG.
EupwTraikog KatdAoyog A- : 08 04 09* amOBANTO KOAAWY KOI OTEYAVWTIKWY UAIKWYV TTOU
TTORAATWYV TTEPIEXOUV OPYAVIKOUG DIAAUTEG ] AAAEG ETTIKIVOUVEG OUTiEG
Mn kaBapioyéveg cuokeua- ;1501 10* guoKeuaaieg TTOU TTEPIEXOUV KATAAOITTA ETTIKIVOU-
oieg (TTakETa) VWV OUCIWV A £€Xouv JoAuvBEi atrd auTég

TMHMA 14: NMAnpo@opicg OXETIKA PE TN HETAPOPA

14.1 Api1Opu6g OHE 1 apiBuég TauTéTNTAG

ADR : Aev eAéyxeTal wg eTiKivouvo ayabo
IMDG : Aev gAéyxeTal wg eTikivouvo ayabo
IATA . Aev eAéyxeTal wg eTKivouvo ayabo

14.2 Oikeia ovopacia arrootoAig OHE

ADR : Aev eAéyxeTal wg eTikivouvo ayabo
IMDG o Aev eAéyxeTal wg eTiKivouvo ayabo
IATA : Aev gAéyxeTal wg eTikivouvo ayabo

14.3 Ta§n/-€1g KivdUvou KaATd Tn METAPOPA

ADR : Aev eAéyxeTal wg eTTIKivouvo ayaBo
IMDG : Aev eAéyxeTal wg eTTIKivouvo ayaBo
IATA . Aev eAéyxeTal wg eTkivouvo ayabo

14.4 Ouéda ocuokeuaciag

ADR : Aev eAéyxeTal wg eTTIKivouvo ayaBo
IMDG : Aev eAéyxeTal wg eTTIKivouvo ayaBo
IATA (PoprTio) : Aev eAéyxeTal wg eTTIKivouvo ayaBo
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepounvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

IATA (EmiBaTiké) : Aev eAéyxeTal wg eTikivouvo ayaBo

14.5 NepiBaAAovTikoi Kivduvol
Agev eAEyXeETAI WG ETTIKIVOUVO ayaBo

14.6 E181KéG TTPOQUAGEEIG YIa TOV XPAOTN
Mn epapudoipo

14.7 ©@aAdooleg HETaPOPEG XUBNV CUNPWVA UE TIG TTPdselg Tou IMO

Agv 1o0xUEl yia TO TTPOIdV OTTwG diaTiBeTal.

TMHMA 15: ZToIXcia VOLUOOETIKOU XOPAKTHPA

15.1 Kavoviouoi/lvopofeaia oXeTIKA ME TNV AC@AAEIQ, TNV UYEia Kal TO TTePIBAAAOV yia TNV oudia N

TO MEiYUaA
AigBvig ZupBaon katd Twv Xnuikwv OmAwv (CWC)
MapaptripaTa Togikwv XnNUIKWY Kal Twv MNpddpouwv
Ouoiwv Toug

Mn epapudoipo

REACH Information: ‘OAeg o1 ouaieg TToU TTEPIEXOVTAI OTA TTPOIGVTA TNG Sika eival
- TIPOKATAXWPNMEVES | KATAXWPENUEVESG ATTO TOUG TTPOUNBEU-

TEG pAg, Kal/f
- TTpOKaTAXWPEN

REACH - MNepiopiopoi otnv TTapackeun, Tn d1d6eon atnv
ayopd Kal TN XPron OPICHEVWY ETTIKIVOUVWY OUCIWY,
peiypa kai avrikelpévwy (Mapaptnua XVII)

REACH - KatdAoyog utrown@iwy 1Tpog adeioddTnon
OUCIWV TTOU TTPOKAAOUV TTOAU peydAn avnouyia ( ApBpo
59).

REACH - KatdAoyog ouaIwV TTOU UTTOKEIVTAI OE adElo-
d6tnon (Mapdptnua XIV)

Kavoviouég (EK) apiB. 2024/590 yia Tig ougieg TTou Ka-
TaoTpéPouv Tn oTIfdda Tou 6JovVTog

KANONIZMOZ (EE) 2019/1021 yia Toug €UPOVOUG Op-
yavikoUg pUTToug (avadiatdmrwaon)

Kavoviouég (EE) apif. 649/2012 tou EupwTtraikol Kol-
VOPouAiou Kal Tou ZUPPBOUAioU OXETIKA UE TIG EEAYWYEG
Kl E10AYWYEG ETTIKIVOUVWV XNPIKWV TTPOIOVTWV

Na An@Bouv uttéyn o1 6pol TrepIopI-
OMoU yia TIG akOAouBeG €10600UG:

ApiBu6¢ otn Aiota 3

Kavéva atré Ta oToixeia dev Tapari-

Betal (=> 0.1 %).

Mn epapudoipo

Mn epapudoipo

Mn epapudaoiuo

Mn epapudoipo

Seveso lll: Odnyia 2012/18/EE tou EupwTraikoU KoivoBouAiou kal Tou ZuuBouAiou yia TNV aVTIMETW-

TMON TWV KIVOUVWY JEYAAWV ATUXNHATWY OXETICOPEVWV E ETTIKIVOUVEG OUCIEG .

Mn epapudoipo
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025
Huepounvia Tng TeAeuTaiag ékdoong:
25.01.2023

‘Ekdoon 3.2 Huepopnvia ektdmmwong

21.02.2025

MTNTIKEG OPYAVIKEG EVWOEIG Aldraypa oXeTikG e Ta @OpoAoYIKAE KivnTpa yia TRV diaxeipion
EKTTOUTTAG OPYAVIKWYV TITATIKWY ouciwv (VOCV)

Kapia ékAuon MNOE

Odnyia 2010/75/EE Tou EupwTtraikou KoivoouAiou kal Tou
2upBouAiou TnG 24n¢ NoeuBpiou 2010 TTEPi Blopnxavikwv Kal
KTNVOTPO@IKWY EKTTOUTTWV (OAOKANPWHEVN TTPOANWN Kal EAEY-
X0g NG pUTTavong)

Mn epapudoipo

15.2 A§ioAdynon XNMIKAG ao@AAgiag
Aev €xel TTpaypaToTToIin®ei afloAdynan XNUIKAG aag@AAEIag yiI auTo TO Wiyua atrd Tov TTpounBeuT.

TMHMA 16: AAAeg TTAnpo@oOpieg

MARpeg keipevo Twv Ppdoswv H
H302 EmBAaBég o€ mepiTTTWON KATATTOONG.

MARPES KeipeEVO AAAWYV GUVTOHOYPAPIWYV

Acute Tox. : O&eia TogIkéTNTO

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 Reg-
istration, Evaluation, Authorisation and Restriction of Chemi-
cals (REACH), establishing a European Chemicals Agency

SVHC Substances of Very High Concern

vPvB Very persistent and very bioaccumulative
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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-201 CE Part A

Huepounvia Avabswpnong: 21.02.2025 ‘Ekdoon 3.2 Huepopnvia ektdmmwong
Huepopnvia Tng TeAeuTaiag ékdoong: 21.02.2025
25.01.2023

MNepaiTépw TTANPOQPOpPIEg

Tagivounon Tou Yiygarog: Aladikacia Tagivopunong:
Acute Tox. 4 H302 Mé&Bodog uttohoyiopou

Ta oToixeia Ta otroia TepIExovTal o€ autd To PUAAO ZToIxEiwv Aopaleiag, avTioToiXouv aTIG HEXPI
TWPA YVWOEIG HAG KAl TTEPIYPAPOUV TIG ATTAITACEIS A0@AAOUG XPAONS TOU TTPOIOVTOG Jag. Agv
MTTOpOUV va BewpnBouv wg eyyunan OpICTIKWY IBIOTATWY Tou TTP0oidvTog. MNapakaAoUue cupuBou-
AeuTeite TO DUAAO TeXVIKWVY ZTOIXEIWV TTPIV aTTO OTTOIadATTIOTE XPRoN.

“ TpoTtrotroIfocig o oUyKpIon PE TNV TTponyoupevn ékdoan!

GR/EL
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