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13.07.2022 Kit Components
Product code Description
E3400 Enzytec™ Glucose Remover
Components:
E3400E00 Enzytec™ Glucose Remover Control sample
E3400E06 Enzytec™ Glucose Remover Reagent 2
E3400P01 Enzytec™ Glucose Remover Reagent 1
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouraiag/peiyparog Kal eTaipeiag/
EmIXeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopaacia Tou TTPoidvTog oTo gutroplo: Enzytec™ Glucose Remover Control sample

Ap18p6¢ Tpoidvrog: E3400E00

1.2 Zuva@eig TpoodiopI{OHeEVES XPNOEIG TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOUEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

1.3 Z1o1Xcia TOU TPOoNBeUTH TOU deATiou Sedopévwv aoaleiag
Mapaywyog/Tpoun0euTAG:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

MNapoxn mAnpogopiwv: e-mail: info@r-biopharm.de

1.4 Ap1Ou6G TNAEQWVOU £TTEIiYyOUCOG AVAYKNG:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Greece): 30-2111768478

For Additional worldwide local emergency numbers refer to section 16.

TMHMA 2: MNpoodiopIouog EMIKIVOUVOTNTAG

2.1 Ta§ivéopnon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cup@wva pe Tov kavoviouoé (EK) api6. 1272/2008
To poidv dev Tagivoueital, CUPNPWVA PE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

Emofuavon cUp@wva e Tov kavovioué (EK) api0. 1272/2008 exrritrrel

Eikovoypdpupara KIvBUVOU eKTTITITEI

MposidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eMIKIVOUVOTNTAG EKTTITITEI

ZUPTTANPWHATIKEG TTANPOPOPIES:

EUH208 Mepiéxel piypa Twv :5-xAwpo-2-uebulro-4-10006¢€1aloAiv-3-6vn [EC no. 247-500-7] kai 2-
MEBUAO-2H-1000¢1al0A-3-6vn [EC no. 220-239-6] (3:1). Mtropei va TTpokaAéoel aAAepyIKA
avTtidpaon.

EUH210 AeATio dedopévwv ac@aleiag TrapExetal epdoov {nTnoEi.

2.3 AAMoi kivduvol

AtmroteAéopara TnG agiohéynong ABT kai aAaB

ABT: Mn xpnoIJOTTOINCIKO

AAaB: Mn xpnoIPoTTOINCIKO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiypara
Mepiypaen:
Meiypa atroteAoUpevo atrd Ta akoAoUBwG avapepOueva OToIXEIA. UE aKivOUVES aVauEIEEIS.
(ouvéxela otn oghida 2)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxela atré Tn ogAida 1)
Emikiviuveg oucieg repiexopévou:
55965-84-9 piyua Twv :5-xAwpo-2-ueBuro-4-ic00¢ialoAiv-3-6vn [EC no. 247-500-7] kai 2- | < 0,1%
pEBUAo-2H-1000¢€1al0A-3-6vn [EC no. 220-239-6] (3:1)
& Acute Tox. 3, H301; Acute Tox. 2, H310; Acute Tox. 2, H330
<> Skin Corr. 1C, H314; Eye Dam. 1, H318
& Aquatic Acute 1, H400 (M=100); Aquatic Chronic 1, H410 (M=100)
<> Skin Sens. 1A, H317
Eidiké 6pia auykévtpwaong: Skin Corr. 1C; H314: C 20,6 %
Skin Irrit. 2; H315: 0,06 % < C < 0,6 %
Eye Dam. 1; H318: C 20,6 %
Eye Irrit. 2; H319: 0,06 % <C < 0,6 %
Skin Sens. 1A; H317: C 20,0015 %
ZUPTTANPWHATIKEG UTTOBEISEIG:
MNa tnv €¢iynon Twv avagepdpevwy uttodeifewv Kivduvou Ba TTpétrel va avaTpéfete ato Kepdhaio
16.

TMHMA 4: MéTpa TpWTWYV Bondeiiv |

4.1 Meprypa@n TwWv PETPWY TTPWTWYV Bondeiwv

HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG aépag, o€ TTEPITITWON EVOXANTEWY KOAEDTE yIaTPO.
HETA aT1rd eTTa@n PE TO dépHa: =eTTAUBEITE AUECTWG PE VEPO KAl CATTOUVI KOl TTOAU KOAS EETTAUMA.
HETA aTrd ETTAPRA ME TA HATIA:

Na TTAUVETE Ta YATIa PE avoIXTa Ta BAEQAPA KATW atrd TPEXOUPEVO VEPS VIO APKETH WPA.

HETA atrd kKatdmoon: Edv diapkoUv ol eVOXANOEIG CUNBOUAEUTEITE yIATPO.

4.2 TnNUAVTIKOTEPA CUUTITWHATA Kol ETIOPACEIG, AUECES ] METAYEVEOTEPES

Agv d1aTiBevTal AANEG OXETIKEG TTANPOYOPIEG.

4.3 'Evdei§n orolaodAITOTE ATTAITOUMEVNG AUECTN G IOTPIKAG @POVTidag Kal £18IKAG BepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUN O TNG TTUPKAYIAG

5.1 NMupooBeoTIKA péoa

KatdAAnAa TTupooBeoTIKA péoa.

Ta péTpa KaTaoRECEWG TNG PWTIAG EvapuoviCovTal PE T TTEPIKEIYEVA.
5.2 E131koi Kivduvol TTou TTpOoKUTITOUV aTTé TNV ousia A TO Jeiypa
Agv d1aTiBevTal GANEG OXETIKES TTANPOPOPIEG.

5.3 ZuoTAOoEIG YIO TOUG TTUPOORECTEG

Ei131k6G TTpooTATEUTIKOG £§OTTAIONOG: Aev atraiTouvTal IdIaITEPA IETPOA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowTtikég TTPOPUAASEIG, TTPOOTATEUTIKOG EOTTAIONOG KAl S10SIKACIEG EKTAKTNG
avdaykng
dopéoTe TNV ATOUIKI) 0OG TIPOOTOTEUTIKI EVOUMATIQ.
6.2 Mep1BaAAovTikéG TTPOQUAAEEIG: ApaiwveTal e TTOAU vePO.
6.3 M£60odo1 kai UAIKG yia TTEPIOPICHO Kal KaBAPIoHO:
ZUAAEyETAl HE OUVOETIKA UAIKG UYypWwV. (AP0, evaTTOBETEIG TTUPOAIBOU, GUVOETIKA 0EEwV, GUVOETIKA
YEVIKWG, TTPIOVOTKOVN).
6.4 MapatrouTtr) o€ dAAa TuRuATA
MAnpoopieg yia Tov Giyoupo XeIPIoUO BAETTE KEQAAQIO 7.
(ouvéxeia an oghida 3)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxela atré Tn ogAida 2)
MANpPo@opIeS yIa TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUO BpeiTe aTO KEPAAaIO 8.
MAnpoopieg yia Tnv evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

7.1 Mpo@uAdgeig yia ac@aAn Xeipiouod

Mpoooxn aTo XeIPIOUS Kal OTO Avolyua TwV OOXEiWV.

Me ocwaoTh xpron dev atrauteital AQyn €I0IKWY JETPWV.

Odnyigg yia ToV TPOTTO TTPOCTACIAG KATA TNG TTUPKAIAG Kal £KPNéNg:
Agv amraiteital Ayn €18IKWV PETPWV.

7.2 TuvBnkeg aoc@AAoUg QUAAENG, cuuTTEPIAQUBAVONEVWY TUXOV acuuBifacTwy
KATAOTAOEWV

Evatmrofikeuon:

ASiwoegig we Tpog Ta TEPIBARPATA Kal TIG aroBnkKeg: Kauia 1diIkA agiwon.

Ymodeieig ouvamobnkeuong: dev amaiTeiTal

MNepaiTépw dNAWOEIG yIa TOUG OpoUGg evaTToORKEUONG: Kapia

7.3 Ei81kA TeAIKA Xprion N XPNo&Ig Aev gival O100£01uEG GANEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAeyxog TnG ékKBeong/aToHIKN TTpoocTaCia

8.1 Napdauerpol eAéyxou

ZUOTATIKA oTOIXEIO NE OPOBETIKEG TIMEG APOPOUCEG TOV TOTTO EPYACiag Kal TTou wW@Eeilouv va
€miTnPoUvTal:

To 1poidv dev TTEPIEXEI ONUAVTIKEG TTOOOTNTEG OUCIWY TTOU AQOPOUV TNV Epyaaia Kal TTou Ta opla
QUTWYV Ba ETTPETTE Va EAEYXOVTAI.

ZUPTTANPWHATIKEG UTTODEISEIG:

Zav Baon xpnaihoTroiénkav ol 1I0XUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyn).

8.2 'EAeyxol £€kBeong

KatdaAAnAoi pnxavikoi éAeyxol Kapia GAAn ouoTaan, BAETTE Ke@dAaio 7.
Atopuikég e§oTAIcu6G TTPpOCTACIAG:

Fevikd péTpa TPpOooTACIAG KAI UYIEIVAG:

Na TTAEvETE Ta XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.
MpooTtacia yia Tnv avatrvon: Agv gival amapaitnTo

MpooTacia yia Ta xépia:

MpoaoTaTeuTikd yavTia.

To UAIKG Twv yavTiwy Ba TTPETTEl va gival un dIatrepaTd Kal avBeKTIKO €vavTl TOU TTPOIGVTOG / Tou
UAIKOU / TOU TTOPAOKEUACUATOG.
EmAEETE TO UAIKO TOUu yavTiou AaupfBdvovTtag ut' oyn Toug Xpoévoug diéAeuang, 1o Babud
d1aTTEPATOTNTAS KAl TNV uTToRA6uIoN.
YAIkS yavTiwv
H emAoyr Tou KatdAAnAou yavTioUu dev e€apTdTtal povov atrd 10 UAIKO, aAAd Kal Ta eTTITTAEOV
XAPOKTNPIOTIKA TTOIOTATAG, T OTTOIa dla@EPouv avaAoya PE TOV KATAOKEUOOTH. ETeIdr) To TTpoidv
gival oTnv oucdia £va TTAPACKEVOOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO CUCTATIKA OEV UTTOPE va
eCakpIBwOei N avBekTIKAOTNTA TOU UAIKOU KATAOKEUNG TWV YAVTIWV Kal Ba TTPETTEl va eAgyXBouv TTpIv
aTtro TN XpPRon.

(ouvéxeia atn oghida 4)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

Xpoévog digioduong Tou UAIKOU yavTiwVv

(ouvéxela atré Tn oghida 3)

O akpIBAG XpOvog BIEAEUCNG AVAKOIVWVETAI ATTO TOV KATAOKEUADTH TWV TTPOCTATEUTIKWY YAVTIWV

Kal Ba TTPETTEl va TNPEITAl TTAVTOTE.

MNa tn diapkA era@n gival KatdAAnAa Ta ydvTtia TTou £XOUV KOTAOOKEUOOTEI atrd 10 €§AG

UAIKG:

Kaoutoouk Nitril

Mpotevéuevo TTaxog UAIkou: > 0,11 mm
Tiun diatrepatdTnTag: €miTredo < 480

Qg TpooTaCia ATrd EKTOSEUONEVA UYPA gival KATAAANAA TA YAVTIA TTOU £XOUV KOTOOKEUAOTEI

a1rd Ta EEAG UAIKA:

Kaoutoouk Nitril

Mpotevépuevo Taxog UAIKou: > 0,11 mm
Tiun diatrepatdTnTag: €miTredo < 480
MpooTacia yia Ta pdTia:

MpoaoTtateuTiké yuaAid atToAUTWG £QAPUOOTA.

TMHMA 9: ®uoikég Kal XNMIKES 1810TNTEG

9.1 ZTolxeia yia TIS BACIKESG QUOIKEG KOl XNHIKES 1IB10TNTEG

Fevikég TANnpo@opieg

®duoikn kaTtdoTaon

Xpwpa:

Ooun:

Oplo oOMAG:

Znpeio TAewg/onpeio TTASewG:

ApXIK6 onpeio {foewg Kal TrEPIOXN {E0Ewg:

Ava@AeiuodTnTa (OTEPED, QéPIO):

AvWTATO KOI KATWTATO OpPI0 EKPNEINOTNTAG
KATWTEPA:

avwTEPA:

Znpueio avagAegng:

OepHoKpATia auToavAPAESnG:
OeploKpaCTia aTroouvleong:

Tign pH:

IEwdeg:

KivnuaTiko 1§wdeg

duvapikn o€ 20 °C:

AlaAutoTnTaA

vePO:

ZUVTEAEOTAG KATAVOMRAG: N-OKTAVOAN/VEPO:
Mieon arpwy o€ 20 °C:

MukvoTnTa KaI/f} OXETIKA TTUKVOTNTA
MukvornTa oe 20 °C:
ZXETIKA TTUKVOTNTA

PEUCTO

dxpwuo

XOPOAKTNPIOTIK

Mn kaBopicuévo.

0°C

100 °C (7732-18-5 udwp, amodTAyUEVO,
OYWYIHOMETPIKWG KABApPO NTMOAPOUOIOG
KaBapoTtnTag)

Mn xpnoigoTToInoipo

Mn kaBopicuévo.

Mn kaBopicuévo.

Mn xpnoigoTroInoipo

To poidv dev auToava@AEyeTal.
Mn kaBopicuévo.

Mn kaBopiouévo.

Mn kaBopicuévo.
0,952 mPas

avapelyvueTal TTARPWG

Mn kaBwpiouévo.

23 hPa (7732-18-5 udwp, amodTayuevo,
OYWYIHOMETPIKWG KABaApo NMAPOUOIOG
KaBapoTtnTag)

1 g/cm?®
Mn kaBopicuévo.

(ouvéxela otn oghida 5)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxeia atré Tn oeAida 4)

MukvéTnTa ATHWV Mn kaBopiouévo.
9.2 AAAeg TTANpOPOpiEg

Owyn:

Mopeon: PEUCTO

ZNMAVTIKEG TTANPOPOPIES YIO TNV TTPOCTACIA
TNG uyeiag kai Tou ePIfdAAovTog, aAAd Kal
TNV ao@dAcia.

EkpnKTIKEG 1816TNTEG: Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.
MepiekTIKOTNTA O€ BIOAUTIKO:

vEPO: 97,0 %
MoocooTd og OTEPES CWHA: 3,0 %
MeTaBoAR TnG UANG.

TaxornTta e§dTpioNng: Mn kaBopiouévo.
NMAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU
Kivduvou

Ekpnkrikd EKTTITITEI
Eu@AekTa aépia EKTTITITEI
AgpoAipara EKTTITTTEI
Oge1dwTIKG aépla EKTTITITEI
Aépia utré Trigon EKTTITITEI
EU@AekTa uypd EKTTITTTEI
EU@AekTa oTeped EKTTITTTEI
AuTtoavTIOPWOEG OUTIEG KAl PEIYyHATA EKTTITITEI
Mupo@opikd uypd EKTTITTTEI
Mupo@opikd oTeped EKTTITITEI
AutoBgppaIvVOEVEG OUTIEG KOl pEiYHATA EKTTITITEI
Oucigg ka1 peiyparta rou eKAUOUV eUQAEKTA

APl OE ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG LYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtrevaioOnToTroINpéVA EKPNKTIKA EKTTITITEI

TMHMA 10: ZT1aBgpdTNTA KAI AVTIOPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuikA oTalgpdTnTa

O¢epuikN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCT] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWYV avTISpdoewv Aev gival yvwaoTh Kapia TTKivouvn avTidpaan.
10.4 ZuvBnkeg Tpog amrouynv Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.5 Mn oupBartd uAikad: Aev diatiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikiviuva mrpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIGVTa SIGCTTACNG.

TMHMA 11: To§ikoAoyIKéG TTAnPOPOPIES

11.1 NMAnpo@opicg yia TI TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIKOTNTA Bdoel Twv dlaBéoipwv dedopévwy, Ta KPITHAPIa Tagivopunaong dev TTAnpouvTal.
(ouvéxela aTn oghida 6)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxela atré Tn ogAida 5)
InMAvTIKEG TINEG KaTdTagng-LD/LC50
50-99-7 yAukoin
A6 10 oTépa LD50  25.800 mg/kg (rat)

AidBpwon kal epeBIoUOG TOU déPpUATOG

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUVTAl.
2oBapn BAABN/epeBIONOG TWV PATIWV

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPOUVTAl.
AvatrveuoTiK euaioBnToTroinon fj uaioOnToTToinon Tou SEPUATOG
Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPoUVTAl.
MeTaAAadloyéveon YEVVNTIKWY KUTTAPWYV

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUvTal.
Kapkivoyéveon Bdaoel Twv diaBéoipwyv dedouévwy, Ta KPITRAPIa Tagivounaong dev TTAnpouvTal.
To&IkéTnTA YIO TRV AVATTOPAYWY)

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPOoUVTAl.
E181kA yia ka0e 6pyavo TogIkoTnTa PE d1rag eKkBeon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTAl.
E181kA yia ka0e 6pyavo TogIKOTNTA JE ETTAVEIANPPEVN EKBEON

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTAl.
Kivduvog avappégnong

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTAl.
11.2 NMAnpo@opicg yia AAAoug TUTTOUG ETTIKIVOUVOTNTAG

15316TNTEG EVEOKPIVIKAG Siatapaxng
Kavéva atrd CUOTATIKA OTOIXEIa Oev TTEPIEXETAI OTN AioTO

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1 TogIké6TNTA

Y3dartikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.2 AvOEeKTIKOTNTA KAl IKAVOTNTA ATTOdOMNOoNG Acv diaTiBevtal AAAEG OXETIKEG TTANPOPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.
12.4 KivnTikéTnTa 01O £€daPOg Acv diaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.5 AmroteAéopata TnG agioAdynong ABT ka1 aAaB

ABT: Mn xpnoIhOTTOINCIKO

AAaB: Mn xpnoIPOTTOINCIKO

12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng

To TTpoidv dev TTEPIEXEI OUTIEG UE IBIOTNTES TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 ANAEG APVNTIKEG ETTITITWOEIG

MepaiTépw olkoAoyiKEG eVOEigelg:

Fevikég odnyieg: Mevika dev gival €TIKIVOUVO yIa TO VEPO.

TMHMA 13: ZToixeia oXeTIKA PE TN S1d0eon

13.1 M£€00odoi diayeipiong amoBARTWY

zjoTaon:

Agv emTpémeTal va evatroTiBetal padi pe Ta koivé atmmoppiypara. Mnv 1o adeideTe OTNV OTTOXETEUON.
H evamréBeon mpétrel va yivetal CUPQWVA UE TIG ETTIONUES 0dNYiEG.

AKABOPTEG CUCKEUATIEG:
Xouortaon: H evamdBeon mpétrel va yivetal oUP@wva e TIG ETTIONUES 0dnyieg.
(ouvéxela otn oghida 7)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxela atré Tn oeAida 6)
ZuvioTdTral WG péoov KabBapioparog: Nepd, evdexouévwg TTPOOBETETE Eva PECOV KaBapiouou.

TMHMA 14: MNMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Bu6¢c OHE

ADR, ADN, IMDG, IATA EKTTITITEI
14.2 Oikeia ovopacia arootoARg OHE
ADR, ADN, IMDG, IATA EKTTITITEI

14.3 Tagn/-€1g KIvdUVoU KATA TN HETAQOPA
ADR, ADN, IMDG, IATA

KAdon EKTTITTTEI
14.4 Opudda cuoKeuaoiag

ADR, IMDG, IATA EKTTITITEI
14.5 NepiBaAAovTiKoi Kivduvol:

OaAdooiog Putravrig: Oxi

14.6 Ei1d1kég TTpo@UAASEIg yia Tov XpoTn Agv €xel e@apuoyn

14.7 X4dnv peTa@opd CUPNPWVA PE TO
mapdprtnua ll Tng cuuBaong MARPOL kai Tov

Kwoika IBC Aev €xel epapuoyn

MeTagopd/TrepaiTépw SNAWOEIG: 2UpQwWva PE TIG avwTEPW TTPOdIaypagég dev eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITTTEI

TMHMA 15: ZTo1x€ia VONOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBeoia oxeTiké pe TNV ao@daAgia, Tnv uyeia Kal To wePIBGAAov yia Thv
oucia I} To peiypa

Odnyia 2012/18 | EE
Karovopaldueveg emikivduveg oucieg - MAPAPTHMA |
Kavéva aTrd CUOTATIKA OTOIXEia dev TTEPIEXETAI OTN AiCTO

Odnyia 2011/65/EE yia Tov TTEPIOPICHO TNG XPAONG OPICHEVWYV ETIKIVOUVWYV OUCIWV O
NAEKTPIKO Kal NAEKTPOVIKO €€0TTAICHO - MapapTnua ll

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

KANONIZMOZ (EE) 2019/1148

MNapaptnua | - MTIPOAPOMEZ OYZIEXZ EKPHKTIKQN YAQN YO MEPIOPIZMOYZ (AvwTaTn
TIMA OpPioU yia TOUG OKOTTOUG TNG Xopynong adsiag cuu@wva e To dppo 5 Trapdypagog 3)
Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

Napaptnua Il - AHAQTEEZ MPOAPOMEZ OYZIEZ EKPHKTIKQN YAQN

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AiCTO

Kavoviouég (EK) api8. 273/2004 1repi Twv TTPOSPONWYV OUGIWV TWV VOPKWTIKWV
Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

(ouvéxela atn oghida 8)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxela atré Tn ogAida 7)
Kavoviouéo (EK) apiB. 111/2005 oxeTikd e TN BECTTION KAVOVWY yiA TNV TTapaKoAoudnon
TOU EUTTOPIOU TTPOSPOUWYV OUCIWYV VAPKWTIKWV HETASU TNG KoIvoTNTAG KAl TRITWV XWPWV
Kavéva atrd CUOTATIKA OTOIXEia dev TTEPIEXETAI OTN AioTO

EOvikég Siatageig

Emikiviuvo yia 1o uddrivo mrepifdAAov - KAdon:
evikd dev gival eTTIKIVOUVO yIa TO UBATIVO TTEPIBAAAOV.
15.2 A§iloAdynon xnuikAg ac@daleiag: H agioAdynon xNUIKAG ao@AAEIag dev TTPAYHOTOTIONNONKE.

. TMHMA 16: AAAeg TAnpo@opieg

AuTéG o1 dnAwaelg BacifovTal aTo onUEPIVO ETTITTEDO TWV YVWOEWV PAG, OEV aTTOTEAOUV £yyUnon yia
TIG 1010TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnuIoUpYia CUPBATIKWY UTTOXPEWCEWV.

IXETIKEG OEIPEG

H301 Tofikd o€ TTepiTITWON KATATToonG.

H310 @avatnedépo o€ eTa@n Pe 7o dEPQ.

H314 MpokaAei coBapd depuaTikG eyKaUuuaTa Kal o@BaAuIKEG BAGRES.

H317 Mtropei va TTpokaAéoel aANEPYIKT dEPUATIKA avTidpaon.

H318 lMpokaAei coapr) o@OaApIk BAGRN.

H330 @avatngdpo o€ TTEPITTTWON EIGTIVONG.

H400 IMoAU To€Iko yia Toug udpPO6RIoUG OPYAVIGHOUG.

H410 IMoAU ToIKO yia Toug udPORIoUG OPYAVIGHOUG, UE WOKPOXPOVIES ETTITITWOEIG.

AeATio oToIXEiWY, €KSiIdWV THAMA: QS 0049-6151-8102-0

MNa wAnpogopieg amreuBuvleite: QS 0049-6151-8102-0

Mayk6éopiol ToiKoi apiBuoi EKTAKTNG AvVAYKNG:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

(ouvéxeia atn oghida 9)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Glucose Remover Control sample

(ouvéxela atré Tn oeAida 8)
India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Ap1Bu6g TTponyolpevng ékdoong: 3.0
ZUVTPAOEIG KAl APKTIKOAESQ:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
Acute Tox. 3: O&eia TogIkdTNTa péow Tou — Karnyopia 3
Acute Tox. 2: Ogeia TogIkdTNTa Péow Tou — Kartnyopia 2
Skin Corr. 1C: AidBpwan/epeBioudg Tou dépuatog — Katnyopia 1C
Eye Dam. 1: ZoBapr) opBaApIkr) BAABN/epeBIoUOG TV 0pBaApwy — Katnyopia 1
Skin Sens. 1A: EvaioBntotroifjon Tou dépuatog — Katnyopia 1A
Aquatic Acute 1: Emikivduvo yia 1o uddtivo TrepIBaAAoV - 0gug KIvOuvog yia To udativo TrepifaAlov — Katnyopia 1
Aquatic Chronic 1: Emikivduvo yia 1o uddtivo mepiBaAAov - pakpoTTpoBeopog Kivouvog yia To udaTivo Tepifaliov —
Katnyopia 1
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouraiag/peiyparog Kal eTaipeiag/
EmIXeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopacia Tou TTPoidvTog oTo gutropio: Enzytec™ Glucose Remover Reagent 2

Ap18u6g Tpoidvrog: E3400E06

1.2 Zuva@eig TpoodiopI{OHeEVES XPNOEIG TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOUEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

1.3 Z1o1Xcia TOU TPOoNBeUTH TOU deATiou Sedopévwv aoaleiag
Mapaywyog/Tpoun0euTAG:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

MNapoxn mAnpogopiwv: e-mail: info@r-biopharm.de

1.4 Ap1Ou6G TNAEQWVOU £TTEIiYyOUCOG AVAYKNG:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Greece): 30-2111768478

For Additional worldwide local emergency numbers refer to section 16.

TMHMA 2: MNpoodiopIouog EMIKIVOUVOTNTAG

2.1 Ta§ivéopnon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cup@wva pe Tov kavoviouoé (EK) api6. 1272/2008
To poidv dev Tagivoueital, CUPNPWVA PE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

Emofuavon cUp@wva e Tov kavovioué (EK) api0. 1272/2008 exrritrrel
Eikovoypdpupara KIvBUVOU eKTTITITEI

MposidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eMIKIVOUVOTNTAG EKTTITITEI

ZUPTTANPWHATIKEG TTANPOPOPIES:

EUH208 lMepi€xer 0€€1dadn, yAukdln. M1ropei va TTpokaAéael aAAEPYIKN avTidpaan.
EUH210 AeAtio dedopévwv ac@alciag TrapExetal epdoov {nTnoEi.

2.3 AAMoi kivduvol

AtmroteAéopara TnG agiohéynong ABT kai aAaB

ABT: Mn xpnoIhOTIOINCIKO

AAaB: Mn xpnoIPOTIOINCIKO

TMHMA 3: Z0v0eon/TTANPoO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiypara

Mepiypaen:

Meiypa atroteAoUpevo atrd Ta akoAoUBwG avapepOueva OToIXEIA. UE akivOUVES aVauEiEeIg.
ETmikiviuveg oucieg repiexopévou:

CAS: 9001-37-0 0&e16adn, YAukoln @ Resp. Sens. 1, H334 0,1-1%
EINECS: 232-601-0

(ouvéxeia aTn oghida 2)
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Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Glucose Remover Reagent 2

(ouvéxela atré Tn ogAida 1)
ZupuTTANPWHATIKEG UTTODEISEIG:
MNa tnv €€Aynon Twv avagepdpevwy uTtodeiEewv KIvOUvou Ba TTpETTel va avaTpéteTe aTo Ke@dAaio
16.

TMHMA 4: Métpa TTpwTWYV BonBsiwv \

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bondsiwv

HETA a1rd €10TTVOR: ATTAPAiTNTOG 0 KOBaPOG aéPag, OE TTEPITITWON EVOXANCEWVY KOAEDTE yIaTpo.
HETA a1rd eTTa@N ME TO Séppa: =eTTAUBEITE auéowg e VEPO Kal GATTOUVI Kal TTOAU KaAS EETTAUNA.
HETA ATTO ETAPRA ME TA HATIA:

Na TTAOVETE Ta PATIO YE avoIXTA Ta BAE@apa KATW atTd TPEXOUMEVO VEPO VIO OPKETH WPA.

HETA amrd KaTtdmoon: Edv diapkoUv ol evoxXANoeIg oupBouleuTeite yiaTpo.

4.2 InUAVTIKOTEPA CUUTITWHATA KAl ETTIOPACEIG, AUECES ] METAYEVEOTEPES

Agv d1aTiBevTal AANEG OXETIKEG TTANPOPOPIEG.

4.3 "'Evdei€n orolaodAIToTE ATTAITOUMEVNG AMEDTG IATPIKAG @POVTISag Kal £1I8IKAG OepaTtreiag
Agv d1aTiBevTal GANEG OXETIKES TTANPOPOPIEG.

TMHMA 5: MéTtpa yia TV KATATTOAéUNON TNG TTUPKAYIAG

5.1 NupooBeoTikd péca

KatdAAnAa TTupooBeoTikd péoa.

Ta péTpa KATaORECEWS TNG PWTIAG EVapPUOVICOVTaIl JE TA TTEPIKEIJEVA.
5.2 E181Koi Kivouvol TTou TTPOKUTITOUV aTrdé TNV oUcia | TO JEiyua
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

5.3 ZuoTdoeIg YIo TOUG TTUPOCBECTEG

E181k6¢ TrpooTaTeuTiKOG £€0TTAIONOG: Acv atrautouvTal 1ID1QiTEPA YETPA.

TMHMA 6: MéTpa yia TNV QVTIJETWTTION TUXaiag EKAuong

6.1 MpooWTTIKEG TTPOQPUAGEEIG, TTPOOTATEUTIKOG £EOTTAICHOG Kal d1adIKACieg EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN 0OG TTPOCTATEUTIKN EVOUMAQTia.

6.2 Mep1BaAAovTIKEG TTPOQUAGEEIG:

ApaiwveTal Ye TTOAU vepo.

Mnv 1o adeIdfeTe OTNV ATTOXETEUON KAl ETIQAVEIEG UDATWYV. Agv TTPETTEl va DIEICOUCEI OTA YhIva
VEPQ.

6.3 Mé&60odo1 kail UAIKG yia TTEPIOPICHO Kal KaBapIouo:

JUAAEyeTAl uE OUVOETIKA UAIKA Uypwv. (AUpOo, evaTroBEaelg TTupoAiBou, GuvoETIKE 0wV, TUVOETIKG
YEVIKWG, TTPIOVOOKOVN).

6.4 Mapatroutrn o€ dAAa TUAUATA

MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KE@AAQIO 7.

MAnpo@opieg yia TOV ATOUIKG TTPOCTATEUTIKO £E0TTAIOUS BpeiTe 0TO KEPAAQIO 8.

MAnpoopieg yia TNV evatmoBETnan PAETTE kepdAaio 13.

TMHMA 7: Xeipiop6g Kal a1mrobnkeuon

7.1 Mpo@uAdseig yia ac@aAn Xeipioud
Mpoooxr oTo XEIPIOUO KAl OTO AVOIYHO TWV OOXEIWV.

Me ocwoTh xpAon dev atraiteital AQyn €I0IKWY JETPWV.
(ouvéxeia atn oghida 3)
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Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Glucose Remover Reagent 2

(ouvéxela atré Tn ogAida 2)
0Odnyigg yia ToV TPOTTO TTPOOTACIAG KATA TG TTUPKAIAG Kal £KPNENG:
Aev aTraiteital Ayn €1I8IKWY PETPWV.

7.2 YuvBnkeg ac@aloug @UAaing, cupmepIAaufavopévwy TUXO6Vv acuuBifacTwy
KOTOOTACEWV

Evamrofninkeuon:

ASiwoeig wg Tpog Ta TePIBARpATA Kal TIG atroBnkeg: Kayia 101k agiwan.

Ytrodeigeig ouvatrofikeuong: dev atraiTeiTal

MepaiTépw dSNAWOEIG YIa TOUG 6poUg evaTroBiKeuong: Kayia

7.3 E1d1kA TeAIKA XpAon N XpRoeig Acv gival dIaBEaipeg AAAEG OXETIKEG TTANPOYPOPIEG.

TMHMA 8: 'EAeyX0g TnG £€KOEONG/ATOMIKA TTPOCTAC A

8.1 MapdpeTpol eAéyxou

ZUOTOATIKG OTOIXEIO ME OPOBETIKEG TIMEG APOPOUTES TOV TOTTO £PYACIAG KAl TTOU W@EIAouv va
€mITNPOUVTAIL:

To poidv dev TTEPIEXEI ONUAVTIKEG TTOGOTNTEG OUCIWY TTOU aPOPOUV ThV EpYaCia Kal TTou Ta opla
auTWV Ba ETTPETTE va eAEyXOVTAI.

ZUPTTANPWHATIKEG UTTODEISEIG:

>av Baon xpnaoigotroiénkav ol 1I0XUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyr).

8.2 'EAeyxol €kBeong

KardAAnAor ynxavikoi €Agyxol Kapia GAAn auataon, BAETTE KEQPAAQIO 7.
ATOoHIKOG £§OTTAIONOG TTPOCTACIAG:

Fevikd péTPA TTPOCTACIAG KAl UYIEIVAG:

Na TTAéveTE Ta XEpIa TTPO Tou SIOAEiUPATOG KAl OTO TEAOG TNG £pyaAcniag.
MpooTacia yia TNV avamvoR: Aegv ival amapaitnto

MpooTacia yia Ta xépia:

MpooTaTEUTIKA YAVTIQ.

To uAiké Twv yavTiwy Ba TTPETTEl va gival un SIaTTePATO Kal avBeKTIKO €vavTl TOU TTPoidvTog / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.
EmAéETE TO UAIKO TOu yavTioU AapfBdavovtag ut' dyn Toug Xpoévoug diEAeuong, 1o Babud
dIaTTEPATOTNTOG KAl TNV uTToBABuIoN.
YAIKO yavTiwv
H emAoyr) Tou KatdAAnAou yavTiou dev e§apTdTtal povov atrd 10 UAIKG, aAAd kal Ta eTTITTAéoV
XOPAKTNPIOTIKA TTO10TNTAG, T OTToia dia@épouv avaAoya PE TOV KAaTaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO CUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UNIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atrod TN XpRon.
Xpovog Sigioduong Tou UAIKOU yavTiwv
O akpIBAG XpOvog BIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAGDTH) TWV TTPOCTATEUTIKWY YAVTIWV
Kal Ba TTPETTEl va TnPEiTal TTAVTOTE.
Ma tn d1apkA eTa@n gival KAaTAAANAa Ta yAVTIO TTOU £€XOUV KATOOKEUOOTEI amrd 10 €§AG
UAIKO:
Kaoutoouk Nitril
MpoTteivopevo raxog UAIkou: > 0,11 mm
TiyA diatrepardTnTag: eTTiredo < 480
Qg TPOOoTACIA ATTO EKTOSEUOHEVA UYPA €ival KATAAANAX TA YAVTIA TTOU £XOUV KOTOOKEUAOTEI
a1 Ta €€ UAIKA:
Kaoutoouk Nitril

(ouvéxela otn oghida 4)
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Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Glucose Remover Reagent 2

(ouvéxela atré Tn oghida 3)
Mpotevépuevo Taxog UAIkou: > 0,11 mm
Tiun diatrepatdTnTag: €miTredo < 480
MpooTacia yia Ta pdTia:

MpoaoTtateuTikd yuaAid atToAUTWG £QAPUOOTA.

0

l
NG

(

TMHMA 9: ®uoikég Kal XNMIKES 1810TNTEG

9.1 ZTolxeia yia TIG BACIKESG QUOIKEG KOl XNHIKES 1IB10TNTEG

Fevikég TANnpo@opieg

®duoikn kaTtdoTaon

Xpwpa:

Ooun:

Op1o 0OMAG:

Znpeio TAewg/onpueio TTASEwG:

ApXIK6 onpeio {foewg Kal TTEPIOXN {E0Ewg:

Ava@AegiuodTnTa (OTEPED, AéPIO):

AvWTATO KOI KATWTATO OPI0 EKPNEINOTNTAG
KATWTEPA:

avwTEPA:

Znpueio avagAedng:

OepHoKpATia auToavAaPAESnG:
OepUoKpaoia atroouvleong:

Tign pH:

IEwdeg:

KivnuaTiko 1§wdeg

duvapikn:

AlaAutoTnTaA

veEPO:

ZUVTEAEOTAG KATAVOMRAG: N-OKTAVOAN/VEPO:
Mieon arpwy o€ 20 °C:

MukvoTnTa KaI/f} OXETIKA TTUKVOTNTA
MukvoTnTa:

ZXETIKA TTUKVOTNTA

MukvoTnTa ATHWV

9.2 AAAeg TTAnpo@oOpieg

Owyn: ]
Mopen:

ZNMAVTIKEG TTANPOPOPIES VIO TNV TTPOCTACIA
TNG Uye€iag Kal Tou TePIBAAAOVTOG, aAAd Kal

TNV ao@dAcia.

EKPNKTIKEG 1810TNTEG:
MepiekTIKOTNTA O€ BIAAUTIKO:
vePO:

PEUCTO

dxpwuo

XOPOAKTNPIOTIKN

Mn kaBopicuévo.

Agv gival TTpoodIWPIoHEVO

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KABApO NMTAPOUOIOG
KaBapoTtnTag)

Mn xpnolipoTroInoipo

Mn kaBopicuévo.

Mn kaBopicuévo.

Mn xpnoigoTToInoipo

To poidv dev auToava@AEyeTal.
Mn kaBopicuévo.

Mn kaBopicuévo.

Mn kaBopicuévo.
Mn kaBopicuévo.

avapelyvueTal TTARPWG

Mn kaBwpiouévo.

23 hPa (7732-18-5 udwp, amodTayuevo,
OYWYIMOMETPIKWG KABapo NTAPOUOIOG
KaBapoTtnTag)

Aev gival TTpoadlopICuéVO

Mn kaBopicuévo.
Mn kaBopicuévo.

PEUCTO

Aev upioTaTal Kivduvog eKPrEEWS TOU TTPOIOVTOG.

94,0 %

(ouvéxela otn oglida 5)
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Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Glucose Remover Reagent 2

(ouvéxeia atré Tn oeAida 4)

NMooooTd o€ OTEPES OCWHA: 6,0 %
MeTaBoARn TnG UANG.

TaxornTta e§dTpioNng: Mn kaBopiopévo.
MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU
Kivduvou

Ekpnkrikd EKTTITITEI
Eu@AekTa aépia EKTTITITEI
AgpoAipara EKTTITTTEI
Oge1dwTIKG aépla EKTTITITE
Aépia utré Tigon EKTTITITEI
EU@AekTa uypd EKTTITTTEI
EU@AekTa oTeped EKTTITTTEI
AuTtoavTIOPWOEG OUTIEG KAl PEIYyHATA EKTTITITEI
Mupo@opikd uypd EKTTITTTEI
Mupo@opikd oTeped EKTTITITEI
AutoBeppaIvVOEVEG OUTIEG KOl pEiyHATA EKTTITITEI
Oucigg ka1 peiyparta rou eKAUOUV eUQAEKTA

aépI0 O ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG LYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtreuaioOnToTroINMéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTIOPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTiOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuikAR oTalgpdTnTa

O¢epuIkN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTIOINGCTK] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWY avTISpdoewv Aev gival yvwaoTh Kauia TTKivouvn avTidpaan.
10.4 ZuvBnkeg Tpog aro@uynv Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.5 Mn oupBartd uAikad: Aev diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikivduva mrpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIGVTa SIGCTTACNG.

TMHMA 11: To§ikoAoyIkéG TTAnPOPOPIES

11.1 NMAnpo@opicg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIKOTNTA Bdoel Twv dlaBéoipwv dedouévwy, Ta KPITHPIa Tagivounaong dev TTAnpouvTal.
AidBpwon kal epeBIou6G TOU déPATOG

Bdaoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPOUVTAl.

2oBapn BAABN/epeBIONOG TWV PATIWV

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTAl.

AvatrveuoTiK euaioBnToTroinon | euaioOnToTTroinon Tou SEPUATOG

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPOUVTAl.
MeTaAAadloyéveon YEVVNTIKWY KUTTAPWYV

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPOUVTAl.

Kapkivoyéveon Bdaoel Twv di1aBéoiuwv dedouévwy, Ta KPITRPIa Tagivounong dev TTAnpouvTal.
To&IkéTNTA YIO TV AVATTOPAYWY)

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTal.

(ouvéxeia aTn oghida 6)
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(ouvéxela atré Tn ogAida 5)
E181kA yia kd0e 6pyavo TogIkoTnTa pE d1Tag eKkBeon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTal.
E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPOUVTAl.
Kivduvog avappé@nong
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPOUVTAl.
11.2 NMAnpo@opicg yia AAAoug TUTTOUG ETTIKIVOUVOTNTAG

15316TNTEG EVOOKPIVIKAG Siatapaxng
Kavéva atrd CUOTATIKA OTOIXEia dev TTEPIEXETAI OTN AioTO

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1 TogIkéTNTA

Y3artikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.2 AvOeKTIKOTNTA KAl IKAVOTNTA ATTOdOMNOoNG Acv diaTiBevtal AAAEG OXETIKEG TTANPOYPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.

12.4 KivnTikéTnTa 01O £€daPOg Acv diaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.5 AmroteAéopata TnG afioAéynong ABT ka1 aAaB

ABT: Mn xpnoIJOTTOINCIKO

AAaB: Mn xpnoIJOTIOINCIKO

12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng

To TTpoidv dev TTEPIEXEI OUTIESG HE IBIOTNTES TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.

12.7 ANAEG APVNTIKEG ETTITITWOEIG

MepaiTépw olkoAoyiKéG eVOEIgeIg:

Ievikég odnyieg:

Emikivouvo yia To uddrivo TrepiBaAlov - KAaon 1 (A pag ekTipnon): EAa@pwg ETTIKIVOUVO

Aev emiTpétmeTal va OleiodUel oTa yhiva vepd, va adeldletal aTo uddaTivo TepPIBAAAOV | aTNV
ATTOXETEUCTN UN APAIWPEVO 1 OXETIKA OE MEYANEG TTOOOTNTEG.

TMHMA 13: ZToixeia oXeTIKA PE TN S1d0eon

13.1 M£€00odoi diaxeipiong amoBARTWY

zjoTaon:

Agv emTpémeTal va evatroTiBetal padi pe Ta koivé atmmoppiypara. Mnv 1o adeideTe TNV OTTOXETEUDN.
H evamréBeon mpétrel va yivetal CUPQWVA UE TIG ETTIONUESG 0dNYiEG.

AKABUPTEG CUCKEUATIEG:
Xouotaon: H evamdBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG péooV KaBapiopaTog: Nepd, evoexouévwg TTPOCBETETE £va Wéoov KaBapiopoU.

TMHMA 14: NMAnpo@opisg OXETIKA ME TN METAPOPT

14.1 Ap1Bu6g OHE

ADR, ADN, IMDG, IATA EKTTITITEI
14.2 Oikeia ovopacia arrootoAjg OHE
ADR, ADN, IMDG, IATA EKTTITTTEI

(ouvéxeia atn oghida 7)
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14.3 Tagn/-€1g KIvdUVoU KATA Tn HETAPOPA
ADR, ADN, IMDG, IATA

KAdon EKTTITITEI
14.4 Opdda cuokevaoiag

ADR, IMDG, IATA EKTTITITEI
14.5 MNepi1BaAAovTikoi Kivduvol:

OalAdooiog Putravrig: Oxi

14.6 E181kég TTpo@UAAGEEIG yia TOV XpoTN Aev £xel e@apuoyn

14.7 X0dnv peTa@opd UMWV IE TO
mapdprnua ll Tng cuuBaong MARPOL kai Tov

Kwdika IBC Agv €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUMQWVA JE TIG AVWTEPW TTPOBIAYPAPES OV ival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

TMHMA 15: ZToI1x€ia VOMOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBsoia oXeTIKG ME TNV ao@AAEIa, TNV uyEia Kal To TePIBAAAOV yia ThV
ougia 1 To peiyua

Obdnyia 2012/18 / EE
Katovopaldopeveg emikiviuveg oucieg - MAPAPTHMA |
Kavéva atrd CuoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTA

Odnyia 2011/65/EE yia Tov TEPIOPIOCHO TNG XPAONG OPICUEVWYV ETTIKIVOUVWYV OUCIWV O
NAEKTPIKO Kal NAeKTPOVIKS €§0TTAIONO - MapapTnua ll

Kavéva atrd CuoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTO

KANONIZMOZ (EE) 2019/1148

Napaptnua | - MPOAPOMEZ OYZIEZ EKPHKTIKQN YAQN YIMNO MEPIOPIZMOYZ (AvwTtaTtn
TIMN OPIOU YyIa TOUG OKOTTOUG TG XopNynong adsiag cUu@wva e To dppo 5 apdypagog 3)
Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AiCTO

Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEX EKPHKTIKQN YAQN

Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPpONWYV OUCIWYV TWV VAPKWTIKWYV

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

Kavoviouéo (EK) api8. 111/2005 oxeTikd ge Tn BE0TTION KAVOVWY Yyid TNV TTapaKoAouBnon
TOU EUTTOPIOU TTIPOOPOUWYV OUCIWYV VAPKWTIKWV HETASU TG KoIlvoTnTag Kal TRITWV XWPWV
Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo trepifdAAov - KAdon:
WGK 1 (AIKA pag ekTipnon): EAa@pwg emikivouvo
15.2 ASiIoAdynon xnuikAg ac@dAeiag: H afioAdynan xnNUIKAG ac@aAeiag Osv TTpayATOTTOINONKE.
GR
(ouvéxeia atn oghida 8)
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TMHMA 16: AAAeg TTAnpoOQOpiEg

AuTég o1 dnAwaelg BaciovTal aTo onuEPIVO ETTITTESO TWV YVWOEWV PAg, &V atToTEAOUV £yyunon yia
TIG 1ID16TATEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnIoUpYia CUPBATIKWY UTTOXPEWOEWV.

IXETIKEG OEIPEG

H334 Mtropei va mmpokaAéoel aAAepyia A cupmmTwpaTta doBuatog i dUCTIVoIa O€ TTEPITITWON

EIOTTVONG.

AgATio oToixeiwv, ekdidwv TuApa: QS 0049-6151-8102-0

MNa wAnpogopieg ameubuvOeite: QS 0049-6151-8102-0

MaykOouIol TOTIKOI apI@oi EKTAKTNG avAyKNG:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588

El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059

Greece Greek Local (City) Athens Europe 30-2111768478
Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

India Hindi, Bengali, English Asia 000-800-100-7141

Indonesia Indonesian Toll Free Asia 001-803-017-9114

Ireland English Local (City) Dublin Europe 353-19014670

Israel Hebrew Local (City) Tel Aviv Asia 972-37630639

Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637

Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531

Netherlands Dutch Europe 31-858880596

New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883

Panama Spanish Local (National) Americas 507-8322475

Peru Spanish Local (City) Lima Americas 51-17071295

(ouvéxela otn oghida 9)
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Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Ap1Bu6g TTponyolpevng ékdoong: 2.0
ZUVTPAOEIG KAl APKTIKOAESQ:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative

Resp. Sens. 1: EuaigBnToTroifian Tou avartveuoTikoUl ouaTipaTtog — Katnyopia 1
GR
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouraiag/peiyparog Kal eTaipeiag/
EmIXeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopacia Tou TPoidvTog oTo gutropio: Enzytec™ Glucose Remover Reagent 1

Ap18p6¢ Tpoidvrog: E3400P01

1.2 Zuva@eig TpoodiopI{OHeEVES XPNOEIG TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOUEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

1.3 Z1o1Xcia TOU TPOoNBeUTH TOU deATiou Sedopévwv aoaleiag
Mapaywyog/Tpoun0euTAG:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

MNapoxn mAnpogopiwv: e-mail: info@r-biopharm.de

1.4 Ap1Ou6G TNAEQWVOU £TTEIiYyOUCOG AVAYKNG:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Greece): 30-2111768478

For Additional worldwide local emergency numbers refer to section 16.

TMHMA 2: MNpoodiopIouog EMIKIVOUVOTNTAG

2.1 Ta§ivéopnon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cup@wva pe Tov kavoviouoé (EK) api6. 1272/2008
To poidv dev Tagivoueital, CUPNPWVA PE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

Emoniuavon cop@wva e Tov kavoviopo (EK) api8. 1272/2008 exritrrel
Eikovoypdpupara KIvBUVOU eKTTITITEI

MposidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eMIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agiohéynong ABT kai aAaB

ABT: Mn xpnoIJOTTOINCIKO

AAaB: Mn xpnoIPOTIOINCIKO

TMHMA 3: Z0v0eon/TTANPoO@OpPIES yIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiypara

Mepiypaen:

Meiypa atroteAoUpevo atrd Ta akoAoUBwG avapepOueva OToIXEIA. UE aKivOUVES aVauEIEEIS.
Emikiviuveg ouoieg TTeEPIEXOPEVOU: EKTTITITEI

ZUPTTANPWHATIKEG UTTOBEISEIG:

MNa Tnv €€iynon Twv avagepdpevwy uttodeifewv Kivduvou Ba TTpétrel va avaTpéfete ato Kepdhaio
16.

TMHMA 4: Métpa TpwTwyV Bonbeiwv

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bonbeiwv
Fevikég odnyieg: Acv atrairouvTal €I0IKE PETPA.
HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG aépag, o€ TTEPITITWON EVOXANTEWY KOAEDTE yIaTpo.
(ouvéxeia aTn oghida 2)
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(ouvéxela atré Tn ogAida 1)
HETA aT1rd eTTa@n PE TO dépHa: =eTTAUBEITE AUECWG PE VEPO KAl CATTOUVI KaI TTOAU KOAS EETTAUMA.
HETA aTrd ETTAPRA ME TA HATIA:
Na TTAUVETE Ta YATIa PE avoIXTA Ta BAEQAPA KATW atrd TPEXOUPEVO VEPS VIO OPKETH WPA.
HETA atrd kKatdmoon: Edv diapkoUv ol eVOXANOEIG CUNBOUAEUTEITE yIATPO.
4.2 TnNUAVTIKOTEPA CUUTITWHATA Kl ETIOPACEIG, AUECES ] METAYEVEOTEPES
Aev d1aTiBevTal AANEG OXETIKEG TTANPOYOPIEG.
4.3 'Evdei§n orolaodAITOTE ATTAITOUMEVNG AUECN G IOTPIKAG @POVTIdag Kal £18IKAG BepaTtreiag
Agv d1aTiBevTal AANEG OXETIKEG TTANPOYOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUN O TNG TTUPKAYIAG

5.1 MupooBeoTIKA péoa

KatdAAnAa TTupooBeoTIKA péCa.

Ta péTpa KaTaoRECEWG TNG PWTIAG EvapuovifovTal PE TA TTEPIKEIUEVA.
5.2 E131koi Kivduvol TTou TTpOoKUTITOUV aTTé TNV oUsia A TO JEiypa
Agv d1aTiBevTal AANEG OXETIKES TTANPOYPOPIEG.

5.3 ZuoTAOoEIG YIO TOUG TTUPOORECTEG

Ei131k6G TTpooTATEUTIKOG £§OTTAICNOG: Aev atraiTouvTal IdIaiTEPA HETPA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowTtikég TTPOPUAASEIG, TTPOOTATEUTIKOG EOTTAIONOG KAl S10SIKACIEG EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN) OAG TIPOOTOTEUTIKI) EVOUMATIQ.

6.2 Nepi1BaAlovTikég TTpO@UAGSEIG:

ApalwveTal U TTOAU vePO.

Mnv 1o adeidleTe oTNV ATTOXETEUON KAl ETTIQAVEIEG UDATWYV. Aev TTPETTEI va dlElodUoEl OTA YAIVA
vePQ.

6.3 M£60odo1 kai UAIKG yia TTEPIOPICHO Kal KaBApPIouo:

ZUAAEyETAl HE OUVOETIKA UAIKG UYypWwV. (AP0, evaTTOBETEIG TTUPOAIBOU, GUVOETIKA 0EEwV, TUVOETIKA
YEVIKWG, TTPIOVOTKOVN).

6.4 Mapatroutr) o€ dAAa TuRuATA

MAnpoopieg yia Tov Giyoupo XeIPIoUO BAETTE KEQAAQIO 7.

MANpo@opies yia TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUOG BpeiTe OTO KEPAAQIO 8.

MAnpoopieg yia Tnv evatmoBETnan PBAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

7.1 Npo@uAdgeig yia ac@aln Xeipioyd Aev atraiteital va AGBeTe IdIaiTepa PETPA.
Odnyigg yia ToV TPOTTO TTPOCTACIAG KATA TNG TTUPKAIAG Kal £KPNéNg:
Agv atraiteital AEn €18IKWV PETPWV.

7.2 TuvBnkeg aoc@AAoUg QUAAENG, cuuTTEPIAQUBAVONEVWY TUXOV acuuBifacTwy
KATAOTAOEWV
Evatmrofikeuon:
ASiwoegig we Tpog Ta TEPIBARPATA Kal TIG aTroBnkeg: Kauia 1diIkA agiwon.
Ymodeieig ouvamobnkeuong: dev aTaiTeiTal
MepaiTépw dNAWOEIG yIa TOUG OpOUGg evaTTOORKEUONG: Kapia
7.3 Ei81kA TeAIKA Xprion N XPRo&Ig Acv gival O100£01uEG GANEG OXETIKEG TTANPOPOPIEG.
GR
(ouvéxela otn oghida 3)
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TMHMA 8: 'EAeyX0g TnG £€KOEONG/ATOMIKA TTPOCTACIA

8.1 MapdpeTpol eAéyxou

ZUOTATIKG OTOIXEIO ME OPOBETIKEG TIMEG APOPOUCES TOV TOTTO £PYACIAG KAl TTOU W@EIAouV va
€mITNPOUVTAL:

To poidv dev TTEPIEXEI ONUAVTIKEG TTOGOTNTEG OUCIWY TTOU aPOPOUV ThV £pYaCia Kal TTou Ta opla
auTWV Ba ETTPETTE Va eAEyXOVTAl.

ZUPTTANPWHATIKEG UTTOBEISEIG:

>av Baon xpnaoigotroiénkav ol 1I0XUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyr).

8.2 'EAeyxol €kBeong

KardAAnAor unxavikoi €Agyxol Kapia GAAn auataon, BAETTE KEQPAAQIO 7.

ATOoHIKOG £§OTTAIONOG TTPOCTACIAG:

Fevikd péTpa TTPOCTACIAG KAl UYIEIVAG:

Mpoooxn aTa UTTOAOITTA TTPOCTATEUTIKA HETPA OGOV APOPA TO XEIPIOUO XNUIKWYV TTPOIOVTWV.
MpooTacia yia TRV avamvon: Aev ival amapaitnto

MpooTacia yia Ta xépia:

To uAiké Twv yavTiwyv Ba TTPETTEl va gival pun SIaTTePATO Kal avOeKTIKO €vavTl TOU TTPOiGvToG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.

ASyw PN TTpaypaTotroinong dokIgwy dev YTTopei va TTpoTabei Kavéva UAIKO yavTiwy yid To TTPoidy /
TO TTOPACKEUAOUA / TO XNMIKO pEiypa.

EmAéETE TO UAIKO TOu yavTioU AapBdavovtag ut' dyn Toug Xpoévoug diEAeuong, 1o Babud
dIaTTEPATOTNTOG KAl TNV uTToRABuIoN.

YAIKO yavTiwv

H emAoyr) Tou KatdAAnAou yavTiou dev e§aptdTtal povov atrd 10 UAIKG, aAAd kal Ta eTTITTAéoV
XOPAKTNPIOTIKA TTOI0TNTAG, TA OTToia dia@épouv avaAoya PE TOV KATaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia £éva TTapaokeUOOUA TTOU OTTOTEAEITAI ATTO TTEPICTOTEPA CUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UAIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atod TN XpRon.

Xpovog Sigioduong Tou UAIKOU yavTiwv

O akpIBAG XpOvog BIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAGDTH) TWV TTPOCTATEUTIKWY YAVTIWV
Kal Ba TTPETTEl va ThPEiTaAl TTAVTOTE.

MNa tn d1apkA eTa@n gival KAaTAAANAa Ta YAVTIO TTOU £€XOUV KATOOKEUOOTEI ammd 10 €§AG
UAIKO:

O akpIBAG XpOvog BIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAGDTH) TWV TTPOCTATEUTIKWY YAVTIWV
Kal Ba TTPETTEl va TnPEiTal TTAVTOTE.

Qg TPOOoTACIA ATTO EKTOSEUOMEVA UYPA €ival KATAAANAX TA YAVTIA TTOU £XOUV KOTOOKEUAOTEI
a1 Ta €€ UAIKA:

O akpIBAG XpOvog BIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAGDTH) TWV TTPOCTATEUTIKWY YAVTIWV
Kal Ba TTPETTEl va TnPEiTal TTAVTOTE.

MpooTacia yia Ta partia: [a TIG HETAYYIOEIG TUVIOTATAI VO BAJETE TIPOOTATEUTIKA YUOAIG.

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 Zrolxeia yia TIG BaCIKESG PUOIKEG KOl XNHIKEG 1IB10TNTEG
Fevikég TAnpoopieg

®duoiki KaTtdoTaon pPEUCTO

Xpwpa: ayxpwpo

Ooun: XOPOKTNPIOTIKA
Op1o oopAg: Mn kaBopiouévo.

(ouvéxeia aTn oghida 4)
GR



2elida: 4/9

C
an
A

rbiopharm’

AgATtio dedopévwy ac@aleiag
oUu@wva pe 1o 1907/2006/EK, ApBpo 31

Huepopnvia ektummwong: 13.07.2022

AvaBewpnon: 13.07.2022

Ap1Bu6g ékdoang 5.0 (avtikaBioTd Tnv ékdoan 4.0)

Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Glucose Remover Reagent 1

Znpeio TAgewg/onpeio TTAgEWG:
Apx1k6 onpeio {(oewg Kal TrEPIOXN {€0EwG:

Ava@AeipéTnTa (OTEPED, AéPIO):

AvwTaTo Kol KATWTATO 6pI0 EKPNEINOTNTAG
KOTWTEPA:

AvVWTEPA:

Znpueio avapAedng:

O¢epuoKpaoia auToavaPAegng:
O¢gpuoKpaoia atroouvleong:

TR pH o€ 20 °C:

1Ewdeg:

KivnuaTtiké 1§wdeg

duvapikn:

AilaAutéTnTaA

veEPO:

ZUVTEAEOTAG KATAVOMRG: N-OKTAVOAN/VEPO:
Micon arpwyv o€ 20 °C:

MukvoTnTa KN/} OXETIKA TTUKVOTNTA
MukvéTnTa:

ZXETIKN TTUKVOTNTA

MukvéTnTa ATHWV

9.2 AAAeg TTANpoOPOpiEg

Ouyn: ]
Mopeon:

ZNMAVTIKEG TTANPOPOPIES YIO TNV TTPOCTACIA
TNG uyeiag kai Tou ePIfdAAovTog, aAAd Kal

TNV ao@dAcia.

EkpnKTIKEG 1816TNTEG:
MepiekTIKOTNTA O€ BIOAUTIKO:
VvEPO:

NMooooTd o€ OTEPES OCWHA:
MeTaBoARn TnG UANG.
TayxoTnTa £§ATHIONG:

MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU

Kivduvou

Ekpnkrikd

Eu@AekTa aépia

AgpoAipara

Oge1dwTIKG aépia

Aépia utré Trigon

Eu@AekTa uypd

EU@AekTa oTeped

AuToavTIBPWOESG OUTIEG KAl PEIYyPATA
Mupo@opikd uypd

Mupo@opikd oTeped
AutoBeppaIvVOEVEG OUTIEG KOl pEiYHATA

(ouvéxela atré Tn oghida 3)

Agv gival TTPOCBIWPICUEVO

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KaBapo NnNIMapoOuOIag
kaBapoTtnTag)

Mn xpnoiyoTToInoipo

Mn kaBopiouévo.

Mn kaBopiouévo.

Mn xpnoigoTroInoipo

To TTpoidv dev aQUTOAVOPAEYETA.
Mn kaBopiouévo.

7,6

Mn kaBopiouévo.
Mn kaBopiouévo.

AVOUEIYVUETAI TTANPWS

Mn kaBwpiopévo.

23 hPa (7732-18-5 udwp, amodTayueVvo,
OYWYIMOMETPIKWG KaBapo NnNIMapPoOHOICG
kaBapoTtnTag)

Agv gival TTpoodIopICUEVO
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.

89,2 %
8,6 %

Mn kaBopiouévo.

EKTTITITE
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

(ouvéxeia atn oghida 5)
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Oucigg ka1 peiyparta rou eKAUOUV eU@AEKTA

aépI0 O ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG UYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtrevaioOnToTroINpéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTIOPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuiKAR oTalgpdTnTa

O¢epuikN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTIOINGCT] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWY avTISpdoewv Aev gival yvwaoTh Kauia TmiKivouvn avTidpaan.
10.4 ZuvBnkeg Tpog amro@uynv Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.5 Mn oupBartd uAikad: Aev diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikiviuva mpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIGVTA SIGCTTACNG.

| TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1 NMAnpo@opicg yia TIG TOSIKOAOYIKEG ETTITITWOEIG
O¢cia ToIKOTNTA Bdoel Twv dlaBéoipwv dedopévwy, Ta KPITHPIa Taivounaong dev TTAnpouvTal.

InMAvTIKEG TIPEG KaTdaTagng-LD/LC50
102-71-6 Triethanolamine

A6 10 otépa LD50 5.530 mg/kg (rat)
A6 10 Oépua LD50 22.500 mg/kg (rabbit)

AidBpwon kal epeBICUOG TOU SEPHATOG
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dsv TTAnpouvTal.
ZoBapn BAABN/epeBIOCUOG TWV paATIWY
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
AvaTrveuoTIKA guaiocBnToTroinon | EuaioOnToTToinon Tou S£PUATOG
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.
MeTaAAadloyéveon YEVVNTIKWY KUTTAPWYV
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dsv TTAnpouvTal.
Kapkivoyéveon Bdoel Twv diaBéaiywy dedouévwy, Ta KpITAPIA Tagivounong dev TTAnpouvTal.
TogIKOTNTA YIO TRV AVATTAPAYWYN
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.
E181kA yia kd0e 6pyavo To§IkoTnTa e dtrag ekBeon
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dsv TTAnpouvTal.
E181kA yia ka0 dpyavo To§IKOTNTA e eTTaveIAnuPEVN ekBeon
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.
Kivduvog avappoégnong
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.
(ouvéxela otn oghida 6)
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11.2 NMAnpo@opicg yia AAAoug TUTTOUG ETTIKIVOUVOTNTAG

15316TNTEG EVEOKPIVIKAG Siatapaxng
Kavéva atrd CUOTATIKA OTOIXEia dev TTEPIEXETAI OTN AioTO

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1 TogIkéTNTA

Y3aTikA TogIkOTNTA:
102-71-6 Triethanolamine
LC50/96h 11.800 mg/l (Fish)

12.2 AvOEeKTIKOTNTA KAl IKAVOTNTA ATTOdOMNONG Acv diaTiBevtal AAAEG OXETIKES TTANPOYPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.

12.4 KivnTikéTnTa 01O £€daOg Acv diaTiBOevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.5 AmroteAéopata TnG agioAéynong ABT ka1 aAaB

ABT: Mn xpnoIhOTTOINTIKO

AAaB: Mn xpnoIPOTTOINCIKO

12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng

To TTpoidv dev TTEPIEXEI OUTIESG HE IBIOTNTES TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.

12.7 ANAEG apVNTIKEG ETTITITWOEIG

MepaiTépw olkoAoyikég evOEigelg:

levikég odnyieg:

Emikivduvo yia To uddrivo TrepiBaAAov - KAaon 1 (A pag ekTipnon): EAa@pwg ETTIKIVOUVO

Aev emiTpétmeTal va O1eigduel oTa yhiva vepd, va adeldletal aTo uddTivo TepIBAAAOV A aTNV
ATTOXETEUCT UN APQIWUEVO 1 OXETIKA O€ MEYANEG TTOOOTNTEG.

TMHMA 13: ZToixeia oXeTIKA PE TN S1d0eon

13.1 M£€00odoi diaxeipiong amoBARTWY
Xouotaon: H evaméBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.

AKABOPTEG CUCKEUATIEG:
Xouotaon: H evamdBeon mpétrel va yivetal oUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG péoov KaBapiopaTog: Nepd, evoexouévwg TTPOCBETETE £va Héoov KaBapiouoU.

TMHMA 14: NMAnpo@opisg OXETIKA ME TN METAPOPT

14.1 Ap1Bu6g OHE

ADR, ADN, IMDG, IATA EKTTITTTEI
14.2 Oikeia ovopacia arrootoAijg OHE
ADR, ADN, IMDG, IATA EKTTITTTEI

14.3 Ta¢n/-€1g KIvdUVoU KATA Tn HETAPOPA

ADR, ADN, IMDG, IATA
KAdon EKTTITITEI

14.4 Opdda cuokevaoiag
ADR, IMDG, IATA EKTTITITEI

(ouvéxela aTn oghida 7)
GR



(}Q
rbiopharm® ( *

2eNida: 7/9

AgATtio dedopévwy ac@aleiag
oUu@wva pe 1o 1907/2006/EK, ApBpo 31
Huepopnvia ektummwong: 13.07.2022 AvaBewpnon: 13.07.2022
Ap1Budg ékdoang 5.0 (avTikaBioTd Tnv ékdoon 4.0)

Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Glucose Remover Reagent 1

(ouvéxela atré Tn oeAida 6)

14.5 Mepi1BaAAovTikoi Kivduvol:
OaAdooiog Putravrig: Oxi

14.6 E181kég TTpOo@UAAGEEIG Yia TOV XPOTN Aev €xel e@apuoyn

14.7 X0dnv peTa@opd CUPNPWVA UE TO
mapdprnua ll tng cuuBaong MARPOL kai Tov

Kwdika IBC Aev €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUPQWVA JE TIG AVWTEPW TTPOBIAYPAPES OV ival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

TMHMA 15: ZToI1x€ia VONOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBsoia oXeTIKG ME TNV ao@AAEIa, TNV uyEia Kal To TePIBAAAOV yia ThV
ougia 1 To peiyua

Obdnyia 2012/18 / EE
Katovopagdopeveg emikiviuveg oucieg - MAPAPTHMA |
Kavéva atrd CUoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTal

Odnyia 2011/65/EE yia Tov TEPIOPIOCHO TNG XPAONG OPICUEVWYV ETTIKIVOUVWYV OUCIWV O
NAEKTPIKO Kal NAekTpOVIKS €§oTTAIONO - MapapTnua ll

Kavéva atrd CuoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTal

KANONIZMOZ (EE) 2019/1148

Mapaptnua | - MTIPOAPOMEZ OYZIEXZ EKPHKTIKQN YAQN YO MEPIOPIZMOYZ (AvwTaTn
TIMN OPIOU YyIa TOUG OKOTTOUG TG XopNynong adsiag cUu@wva e To dppo 5 rapdypagog 3)
Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AiCTO

Napaptnua Il - AHAQTEEZ NMPOAPOMEZ OYZIEX EKPHKTIKQN YAQN

Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPpONWYV OUCIWYV TWV VAPKWTIKWYV

Kavéva atrd CUOTATIKA OTOIXEIa Oev TTEPIEXETAI OTN AioTO

Kavoviouéo (EK) api8. 111/2005 oxeTikd pe Tn BE0TTION KAVOVWY Yyid TNV TTapakKoAouBnon
TOU EUTTOPIOU TTIPOOPOUWYV OUCIWYV VAPKWTIKWV HETASU TG KolvoTnTag Kal TRITWV XWPWV
Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
WGK 1 (AIKA pag ekTipnon): EAa@pwg emikivouvo
15.2 ASiIoAdynon xnuikAg ac@daAeiag: H afioAdynan xnNUIKAG ac@aA&iag Osv TTpayATOTTOINONKE.

\ TMHMA 16: AAAeg TTAnpoOQoOpiEg

AuTtég o1 dnAwaelg BaciovTal aTo onuEPIVO eTTITTESO TWV YVWOEWV PaAg, dev atToTEAOUV g£yyunon yia
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnUIoUPYia CUPBATIKWY UTTOXPEWOEWV.

AgATio oToixeiwv, ekdidwv TuApa: QS 0049-6151-8102-0

MNa wAnpo@opieg ameubBuvOeite: QS 0049-6151-8102-0

MaykOouIol TOTIKOI apIBoi EKTAKTNG avAyKNng:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

(ouvéxela otn oghida 8)
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Austria German Local (City) Vienna Europe 43-13649237
Belgium French Local (City) Brussels Europe 32-28083237
Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104
Cayman Islands English Local (National) Americas 345-749-8392
Chile Spanish Local (City) Santiago Americas 56 2 2581 4934
China Mandarin Local (National) Asia 4001-204937
Colombia Spanish Toll Free Americas 01800-710-2151
Costa Rica Spanish Local (National) Americas 506-40003869
Croatia Croatian Local (City) Zagreb Europe 385-17776920
Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573
Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294
Finland Finnish Local (City) Helsinki Europe 358-942419014
France French National Europe 33-975181407
Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478
Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00
Hong Kong Toll Free Asia 800-968-793
Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655
India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403

(ouvéxeia atn oghida 9)
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Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Ap1Bp66 TTponyoluevng ékdoong: 4.0
ZUVTPAOEIG KAl APKTIKOAESQ:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative

GR



<
rbiopharm” !/‘

>ehida: 1/9
AgATtio dedopévwy ac@aleiag
oUu@wva pe 1o 1907/2006/EK, ApBpo 31

Huepopnvia ektummwong: 13.07.2022 AvaBewpnon: 13.07.2022
Ap1Bu6g ékdoang 3.0 (avtikaBioTd Tnv ékdoan 2.0)

TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouraiag/peiyparog Kal eTaipeiag/
EmIXeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagia Tou TpoidvTog oTo gutropio: Enzytec™ / RIDASCREEN® Catalase

Ap18u6g TTpoidvrog: 3085E07

1.2 Zuva@eig TpoodiopI{OHeEVES XPNOEIG TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOUEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

1.3 Z1o1Xcia TOU TPOoNBeUTH TOU deATiou Sedopévwv aoaleiag
Mapaywyog/Tpoun0euTAG:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

MNapoxn mAnpogopiwv: e-mail: info@r-biopharm.de

1.4 Ap1Ou6G TNAEQWVOU £TTEIiYyOUCOG AVAYKNG:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Greece): 30-2111768478

For Additional worldwide local emergency numbers refer to section 16.

TMHMA 2: MNpoodiopIouog EMIKIVOUVOTNTAG

2.1 Ta§ivéopnon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cup@wva pe Tov kavoviouoé (EK) api6. 1272/2008

@ GHSO08 kivduvog yia Tnv uyeia

Resp. Sens. 1 H334 Mtropei va rpokaAéael aAAepyia j cUPTITWPATA AoBuaTog 1 duoTIvola o€
TTEPITITWON EICTTVONG.

2.2 Zroix€ia emonuavong

Emionuavon cUp@wva e Tov kavoviouo (EK) apif. 1272/2008

To 1poidv Taivopcital kal eTTionuaiveTal cUPPWVA Pe Tov Kavovioud CLP.
Eikovoypdupara kivdovou GHS08

Mpos&idotroinTikA Aégn Kivouvog

Emikiviuva cuoTaTIKG TTRETTEI VA AVAQEPOVTAI OTIG ETIKETTEG:
KaTaAGon
AnAwosig emiKIvOuUvOeTNTAG
H334 Mtropei va mmpokaAéoel aAlAepyia A cupmmTwpaTta doBuatog i dUCTIVoIa O€ TTEPITITWON
EIOTTVONG.
AnAwosig rpo@uAdéewyv
P261 ATtro@euyeTe va avatrvéeTe okévn/avaBupidoeig/aépia/aTayovidia/aTuoUg/eKVEQWUATA.
P284 [Ze TTepiTTTWON AVETTAPKOUG AEPIOUOU] XPNOILOTIOIEIOTE YECA ATOUIKAG TTPOCTACIAG TNG
avVaTTVOAG.
P304+P340 ZE MEPINTQZH EIZNMNOHZ: MetagépaTte Tov TTaBOVTa aTOV KaBapd aépa Kal aprioTe
TOV VO EEKOUPAOTEI O€ OTAON TTOU BIEUKOAUVEI THV AVOTTVON.
P342+P311 E4v mmapoucidfovTal avamveuoTIKA oupummTwpaTta: KaAéote To KENTPO
AHAHTHPIAZEQN/yia1p0.
P501 ATroppiyTte Ta TTEPIEXOUEVA/BOXEIO CUPPWVA PE TOUG TOTTIKOUG/EBVIKOUG/DIEBvEig
KavoVvIoHoUG.
(ouvéxela otn oghida 2)
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Ovopaoia Tou TTpoidvTog oTo gutroplo: Enzytec™ / RIDASCREEN® Catalase

(ouvéxela atré Tn ogAida 1)
2.3 AAMoi kivduvol
AtmroteAéopara TnG agiohéynong ABT kai aAaB
ABT: Mn xpnoIJOTIOINTIKO
AAaB: Mn xpnoIPoTTOINCIKO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapaKkTnpIiopog: Meiypara

Mepiypaen: Meiyua: ammoteAoUuevo atéd Ta akoAoUBwGS avagepoeVa OTOIXEID.

ETmikiviuveg oucieg repiexopévou:

CAS: 9001-05-2 KaTaAGdN & Resp. Sens. 1,H334  1-2,5%
EINECS: 232-577-1

ZuPTTANPWHATIKEG UTTODEISEIG:

MNa Tnv €€Aynon Twv avagepdpevwy uTtodeiCewv KIvOUvou Ba TTpETTel va avaTpéteTe aTo Ke@dAaio
16.

TMHMA 4: Métpa TTpwTWYV BonBsiwv \

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bondsiwv

HETA amrd €10TTVONR: ATTAPAITNTOG 0 KOBaPOG aéPag, OE TTEPITITWAN EVOXANCEWVY KOAEDTE yIaTpo.
HETA a1rd eTTa@N HE TO Séppa: =eTTAUBEITE auéowG e VEPO Kal GATTOUVI Kal TTOAU KaAS EETTAUNA.
HETA ATTO ETAPRA ME TA HATIAL

Na TTAOVETE Ta PATIO YE avoIXTA Ta BAE@apa KATW aTTd TPEXOUMEVO VEPO VIO OPKETH WEA.

HETA amrd Katdmoon: Edv diapkoUv ol evoxXAfoeIg oupBouleuTeite yiaTpo.

4.2 InUAVTIKOTEPO CUUTITWHATA Kl ETTIOPACEIG, AUECES ] METAYEVEOTEPES

Agv d1aTiBevtal AANEG OXETIKEG TTANPOPOPIEG.

4.3 "'Evdei€n orolaodAIToTE ATTAITOUMEVNG AMEDTG IATPIKAG @POVTIdag Kal £1I8IKAG OepaTtreiag
Agv d1aTiBevtal AANEG OXETIKES TTANPOPOPIEG.

TMHMA 5: MéTtpa yia TV KATATTOAéUNON TNG TTUPKAYIAG

5.1 NupooBeoTikd péca

KatdAAnAa TTupooBeoTikd péoa.

Ta péTpa KATaORECEWS TNG PWTIAG EvVapPUOVICOVTaIl JE TO TTEPIKEIJEVA.
5.2 E181Koi Kiviuvol TTou TTPOKUTITOUV aTrdé TNV oUcia | TO JEiyua
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

5.3 ZuoTdoeIg YIo TOUG TTUPOCBECTEG

E181k6¢ TrpooTaTeuTIKOG £€0TTAIONOG: Acv atrautouvTal IDIQiTEPA YETPA.

TMHMA 6: MéTpa yia TNV QVTIJETWTTION TUXaiag EKAuong

6.1 MpooWTTIKEG TTPOQPUAAGEEIG, TTPOOTATEUTIKOG £EOTTAICHOG Kal d1adIKaCOieg EKTAKTNG
avdaykng
dopéoTe TNV ATOUIKN 0OG TTPOCTATEUTIKN EVOUHAQTia.
6.2 Mep1BaAAovTIKEG TTPOQUAGEEIG:
Mnv 1o adeIdfeTe OTNV ATTOXETEUON KAl ETIQAVEIEG UDATWYV. Agv TTPETTEl va DIEICOUCEI OTA YhIva
VEPQ.

P (ouvéxela otn oghida 3)
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Ovopaoia Tou TTpoidvTog oTo gutroplo: Enzytec™ / RIDASCREEN® Catalase

(ouvéxela atré Tn ogAida 2)
6.3 M£60odo1 kail UAIKG yia TTEPIOPICHO Kal KaBAPIoHS:
ZUAAEyETAl HE OUVOETIKA UAIKA UYypwV. (AP0, evaTToBETEIG TTUPOAIBOU, GUVOETIKA 0EEwV, GUVOETIKA
YEVIKWG, TTPIOVOTKOVN).
EvatroBéoTe poAuopéva UAIKG wg eTTIKivOuva atmdépAnTa Katd 1o onpueio 13.
MepIuvnoTE yIa ETTOPKI QEPIOUO.
6.4 Mapatroutr) o€ dAAa TuRuATA
MAnpoopieg yia Tov Giyoupo XeEIPIoUO BAETTE KEQAAQIO 7.
MANpo@opies yia TOV ATOUIKO TTPOCTATEUTIKO £EOTTAIOUOG BpeiTe OTO KEPAAaIO 8.
MAnpoopieg yia TNV evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

7.1 Npo@uAdgeig yia aoc@aln XEIPIOHO ATTOQEUYETE va OXNUATIOTOUV EKVEQWHOTA.
Odnyigg yia Tov TPOTTO TPOCTACIAG KATA TNG TTUPKAIAG Kal £KPNéNg:
Agv amraiteital AEn €18IKWV PETPWV.

7.2 ZuvBnkeg aoc@AAoUg QUAAENG, cuuTTEPIAAQUBAVONEVWY TUXOV acuuBifacTwy
KATAOTAOEWV

Evatmrofikeuon:

ASiwoegig we Tpog Ta TEPIBARPATA Kal TIG aTroBnKeg: Kauia 1dIkA agiwon.

Ymodeieig ouvamobnkeuong: dev ATTaITEITaI

MepaiTépw dNAWOEIG yia TOUG OpouUg evatTofRKeEUOoNG: Kapia

7.3 Ei81kA TeAIKA Xprion N XPROo&Ig Aev gival O100£01uEG GANEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAeyxog TnG ékKBeong/aToHIKN TTpoocTaCia

8.1 Napdauerpol eAéyxou

ZUOTATIKA oTOIXEIO NE OPOBETIKEG TIMEG APOPOUCEG TOV TOTTO £PYACiag Kal TTou wW@Eeilouv va
€miTnPoUvTal:

To 1poidv dev TTEPIEXEI ONPAVTIKEG TTOOOTNTEG OUCIWY TTOU APOPOUV TNV Epyaaia Kal TTou Ta opla
QUTWYV Ba ETTPETTE Va EAEYXOVTAI.

ZUPTTANPWHOATIKEG UTTODEISEIG:

Zav Baon xpnaihoTroiénkav ol 1I0XUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyr).

8.2 'EAeyxol £€kBeong

KatdaAAnAoi pnxavikoi éAeyxol Kapia aAAn ouoTaan, BAETTE Ke@AAaio 7.

Atopuikég e§oTAIcu6G TTPpOCTACIAG:

Fevikd péTpa TpooTACIAG KAl UYIEIVAG:

Makpud atréd TPoO@Iua, TTOTA Kal {WOTPOPEG.

Na Byalete apuéowg Ta Aepwpéva, Bpeyuéva evoupaTa.

Na TTAEveTE T XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.

MpooTacia yia TV avartrvon:

MNa olvToun A MIKPA €mRAPUVON VA XPNOIKOTIOIEITE AVATIVEUCTIKA) CUOKEUR UE QIATPO, yia évTovn i
TTAPATETAUEVN £KBETN TTPOCTATEUTIKI] AVATIVEUCTIKA GUOKEUN aveEdpTnTa Tou TTEPIBAAAOVTOG aépa.
MpooTtacia yia Ta xépia:

MpoaoTaTeuTikd yavTia.

To UAIKG Twv yavTiwy Ba TTPETTEl va gival un dIatrepaTd Kal avBeKTIKO €vavTl TOU TTPOIGVTOG / Tou

UAIKOU / TOU TTOPAOKEUACUATOG.
(ouvéxeia an oghida 4)
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EmAEETE TO UAIKO TOUu yavTioU AaupfBdvovTtag ut' oyn Toug Xpoévoug diéAeuang, 1o Babud
dlaTTEPATOTNTAS KAl TNV UTToRA6UIoN.
YAIKS yavTiwv
H emAoyr Tou KatdAAnAou yavTiou dev e€apTdTtal povov atrd 10 UAIKO, aAAd Kal Ta eTTITTAEOV
XAPOKTNPIOTIKA TTOIOTATAG, T OTTOIa dla@EPouv avaAoya PE TOV KATAOKEUOOTH. ETTeIdr) To TTpoiov
gival oTnv oucia £va TTAPACKEVOOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO CUCTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKAOTATA TOU UAIKOU KATOOKEUNG TWV YAVTIWV Kal Ba TTPETTEl va eAgyXBouv TTpIv

atd TN xpnon.
Xpoévog digioduong Tou UAIKOU yavTiwVv

O akpIBAG XpOvog BIEAEUCNG AVAKOIVWVETAI ATTO TOV KATAOKEUATTH TWV TTPOCTATEUTIKWY YAVTIWV

Kal Ba TTPETTEl va TNPEITAl TTAVTOTE.

MNa tn diapkA eTa@n gival KaTdAAnAa Ta ydvTtia TTou £XOUV KOTAOOKEUOOTEI atrd 10 €§AG

UAIKG:

Kaoutoouk Nitril

Mpotevépuevo Taxog UAIkou: > 0,11 mm
Tiun diatrepatdTnTag: €miTredo < 480

Qg TpooTaCia ATrd EKTOSEUONEVA UYPA gival KATAAANAX TA YAVTIA TTOU £XOUV KOTOOKEUAOTEI

o1rd Ta €EAG UAIKA:

Kaoutoouk Nitril

Mpotevéuevo Taxog UAIkou: > 0,11 mm
Tiun diatrepatdTnTag: €miTredo < 480
MpooTacia yia Ta pdTia:

MpoaoTtaTeuTikd yuaAid atroAUTWG £QAPUOOTA.

\ TMHMA 9: ®uoikég Kal XNMIKES 1810TNTEG

9.1 ZTolxeia yia TIG BACIKESG QUOIKEG KAl XNHIKES 1IB10TNTEG

Fevikég TANnpo@opieg

®duoikn kaTtdoTaon

Xpwpa:

Ooun:

Oplo oOpAG:

Znpeio TAewg/onpeio TTASEwg:

ApXIK6 onpeio {Eoewg Kal TTEPIOXN {E0Ewg:

Ava@AegiuodTnTa (OTEPED, AéPIO):

AvWTATO KOI KATWTATO OPI0 EKPNEINOTNTAS
KATWTEPA:

avwTEPA:

Znpueio avagAedng:

OepHoOKpATia auToavAPAEENG:
O¢epuoKpaTia aTroouvleong:

TR pH o€ 20 °C:

IEwdeg:

KivnuaTiko 1§wdeg

duvapikn:

AlaAutoTnTaA

veEPO:

ZUVTEAEOTAG KATAVOMRAG: N-OKTAVOAN/VEPO:

PEUCTO

KaoTtavo

XOPOAKTNPIOTIKN

Mn kaBopicuévo.

0°C

Aev gival TTpoadlopICuEVO
Mn xpnoigoTToInaIyo

Mn kaBopicuévo.

Mn kaBopicuévo.

Mn xpnolipoTroInoipo

To poidv dev auToava@AEyeTal.
Mn kaBopicuévo.

4-9

Mn kaBopicuévo.
Mn kaBopicuévo.

Oev avauelyvueTal | avauelyvueTal Aiyo
Mn kaBwpiouévo.

(ouvéxela otn oghida 5)
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Micon arpwyv: Mn kaBopiouévo.
MukvoTnTa KaI/f) OXETIKA TTUKVOTNTA

MukvértnTa o€ 20 °C: 1,01 g/cm?®
ZXETIKN TTUKVOTNTA Mn kaBopiouévo.
MukvéTnTa ATHWV Mn kaBopiouévo.
9.2 AAAeg TTANpoOPOpiEg

Owyn:

Mopeon: PEUCTO

ZNMAVTIKEG TTANPOPOPIES YIO TNV TTPOCTACIA
TNG uyeiag kai Tou ePIfdAAovTog, aAAd Kal
TNV ao@dAcia.

EkpnKTIKEG 1816TNTEG: Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.
MepiekTIKOTNTA O€ BIOAUTIKO:

MoocooTd og OTEPES CWHA: 0,0 %
MeTaBoARn TnG UANG.

TaxornTta e§dTpioNng: Mn kaBopiouévo.
MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU
Kivduvou

Ekpnkrikd EKTTITITEI
Eu@AekTa aépia EKTTITITEI
AgpoAipara EKTTITTTEI
Oge1dwTIKG aépla EKTTITITE
Aépia utré Trigon EKTTITITEI
EU@AekTa uypd EKTTITTTEI
EU@AekTa oTeped EKTTITTTEI
AuToavTIOPWOEG OUTIEG KAl PEIYyHATA EKTTITITEI
Mupo@opikd uypd EKTTITTTEI
Mupo@opikd oTeped EKTTITITEI
AutoBeppaIvVOEVEG OUTIEG KOl pEiYHATA EKTTITITEI
Oucigg ka1 peiyparta rou eKAUoUV eUQAEKTA

aépI0 O ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG LYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peETAAAWV EKTTITITEI
AtrevaioOnToTroINMéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTIOPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuiKA oTalgpdTnTa

O¢epuikn amroouvleon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCTK] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWYV avTISpdoewv Aev gival yvwaoTh Kapia TTKivouvn avTidpaan.
10.4 ZuvBnkeg Tpog aro@uynv Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.5 Mn oupBartd uAikad: Aev diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikiviuva mrpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIGVTa SIGCTTAONG.
GR
(ouvéxela otn oghida 6)
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TMHMA 11: TogikoAoyikég TTAnpo@oOpiEg

11.1 NMAnpo@opicg yia TIG TO{IKOAOYIKEG ETTITITWOEIG

O¢eia ToiIkoTNTA BAoel TwV d1aBéaipwy dedopévwy, Ta KpITRpIa Tagivopunang dev TTAnpouvTal.
AidBpwon kal epeBICUOG TOU SEPHATOG

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.

ZoBapn BAABN/epeBIOUOG TWV paATIWY

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.

AvaTrveuoTIKA guaiocBnToTroinon 1| EuaioOnToTToinon Tou S£PUATOG

Mrropei va TTpokaAéoel aAAepyia i CUPTITWHPATA ACOPATOG 1) SUCTIVOIA OE TTEPITITWON EICTIVONG.
MeTaAAadloyéveon YEVVNTIKWY KUTTAPWYV

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.

Kapkivoyéveon Bdoel Twv diaBéaiywy dedouévwy, Ta KpITAPIa Tagivounong dev TTAnpouvTal.
TogIKOTNTA YIO TRV AVATTAPAYWYN

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.

E181kA yia kd0e 6pyavo To§IkoTnTa e dtrag ekBeon

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.

E181kA yia K40 6pyavo To§IKOTNTA e eTTavEIANUPEVN EKBEoN

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.

Kivduvog avappoégnong

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITApIa Tagivounong dgv TTAnpouvTal.

11.2 NMAnpo@opicg yia AAAOUG TUTTOUG ETTIKIVOUVOTNTAG

1516TNTEG EVOOKPIVIKAG SiaTtapaxig
Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

TMHMA 12: O1koAoyikég TTAnpO@OpiEg

12.1 To§ikéTNTOA

Ydartiki TogIkOTNTA: Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

12.2 AvBekTIKOTNTA KO IKAVOTNTA aTTodopunong Aev diaTifevtal GAAEG OXETIKEG TTANPOPOPIEG.
12.3 AuvaréTnra Bloouoowpeuong Aev diaTiBevtal GANEG OXETIKEG TTANPOPOPIEG.

12.4 KivnmikoTnTa 010 £€30¢p0og Acv diaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.

12.5 AmroteAéopata Tng agioAdynong ABT kai aAaB

ABT: Mn xpnoigoTroifoiyo

AAaB: Mn xpnoigoTroifoigo

12.6 1810TNTEG EVOOKPIVIKAG dlaTapayxng

To 1Tpoidv dev TTEPIEXEI OUTIES UE IBIOTNTEG TTOU BIATAPACOOUV TO EVOOKPIVIKO UCTNUA.

12.7 AAAEG apVNTIKEG ETTITITWOEIG

MNepaiTépw OIKOAOYIKEG eVOEieIg:

Fevikég odnyieg:

Emikiviuvo yia To uddrivo TTepIBaAAov - KAdon 1 (Aikr pag ekTipnon): eAa@pwg eiKivouvo

Aev emiTpémeTal va d1eioduel oTa yhiva vepd, va adeidletal oTo uddTIivo TTEPIBAAAOV | OTNV
QATTOXETEUCT) U OPAIWHPEVO ) OXETIKA O€ PEYAAEG TTOOOTNTEG.

TMHMA 13: ZToixeia oXeTIKA JE TN S1d0gon

13.1 Mé€0odol diayeipiong amroBARTWYV
zyoTaon:
Aev emTpétreTal va evatroTifeTal padi ge Ta koiva atroppiguara. Mnv 1o adeidleTe TNV ATTOXETEUAN.
H evamréBean mpéTrel va yiveTal GUPQWVA JE TIG ETTIONUESG 0dNYiEG.
(ouvéxeia atn oghida 7)
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AkdBapTEG CUOKEVOOTIEG:
20otaon: H evammdBeon mpETTel va yiveTal GUPQWVA WE TIG ETTIONUEG 0dNYiEG.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Bu6¢c OHE

ADR, ADN, IMDG, IATA EKTTITITEI
14.2 Oikeia ovopacia arootoARg OHE
ADR, ADN, IMDG, IATA EKTTITITEI

14.3 Tagn/-€1g KIvdBUVoOU KATA TN HETAQOPA
ADR, ADN, IMDG, IATA

KAdon EKTTITTTEI
14.4 Oudda cuoKeuaoiag

ADR, IMDG, IATA EKTTITITEI
14.5 NepiBaAAovTikoi Kivduvol:

OaAdooiog Putravrig: Oxi

14.6 E1d1kég TTpo@UAASEIS yia Tov XpoTn Agv €xel e@apuoyn

14.7 X4dnv peTa@opd CUPNPWVA PE TO
mapdprtnua ll Tng cuuBaong MARPOL kai Tov

Kwodika IBC Aev €xel epapuoyn

MeTagopd/repaITépw SNAWOEIG: 2UpQwva PE TIG avwTEPW TTPOdIaypaPEég dev eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITTTEI

TMHMA 15: ZTo1x€ia VONOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBeoia oxeTiké pe TNV ao@daAgla, TRV uyeia Kal To TePIBGAAoV yia Thv
oucia I} To peiypa

Odnyia 2012/18 | EE

Karovopagdueveg emikivduveg oucieg - MAPAPTHMA |

Kavéva atrd CUOTATIKA OTOIXEIa Oev TTEPIEXETAI OTN AiCTO

KANONIZMOZ (EK) api18. 1907/2006 MAPAPTHMA XVII Opol mrepiopiopou: 3

Odnyia 2011/65/EE yia Tov TEPIOPICHO TNG XPAONG OPICHEVWYV ETIKIVOUVWYVY OUCIWV O
NAEKTPIKO Kal NAEKTPOVIKO €€0TTAICHO - MapapTnua ll

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

KANONIZMOZ (EE) 2019/1148

MNapaptnua | - MTIPOAPOMEZ OYZIEZ EKPHKTIKQN YAQN YO MEPIOPIZMOYZX (AvwTaTn
TIMA OpPioU yia TOUG OKOTTOUG TNG Xopynong adsiag cUu@wva Je To dppo 5 Trapdypagog 3)
Kavéva aTrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTa

Napaptnua Il - AHAQTEEZ MPOAPOMEZ OYZIEZ EKPHKTIKQN YAQN

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

(ouvéxela otn oghida 8)
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Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPONWYV OUCIWYV TWV VAPKWTIKWYV

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AiCTO

Kavoviouéo (EK) api8. 111/2005 oxeTikd pe Tn BE0TTION KAVOVWY YyiA TNV TTapaKoAouBnon
TOU EUTTOPIOU TTIPOBPOUWYV OUCIWYV VAPKWTIKWV HETASU TG KoIlvoTnTag Kal TRITWV XWPWV

Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
WGK 1 (AIKA pag ekTipnon): EAa@pwg emikivouvo

15.2 ASiIoAdynon xnuikAg ac@dAeiag: H afioAdynan xnNUIKAG ac@aAeiag Osv TTpayATOTTOINONKE.

\ TMHMA 16: AAAeg TTAnpoOQOpiEg

AuTtég o1 dnAwaelg BaciovTal aTo onuePIVO eTTITTESO TWV YVWOEWV PAg, dev aTToTEAOUV £yyunon yia
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnIoUPYia CUPBATIKWY UTTOXPEWOEWV.

IXETIKEG OEIPEG

H334 Mtropei va mmpokaAéoel aAlAepyia A cupmmTwpata doBuatog fj dUCTIVola O€ TTEPITITWON

EIOTTVONG.

AgATio oToixeiwv, ekdidwv TuAPa: QS 0049-6151-8102-0

MNa wAnpogopieg ameubBuvOeite: QS 0049-6151-8102-0

MaykOouIol TOTIKOI apIBoi EKTAKTNG avAyKNG:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359

Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479

Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104
Cayman Islands English Local (National) Americas 345-749-8392
Chile Spanish Local (City) Santiago Americas 56 2 2581 4934
China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869
Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588

El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059

Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

India Hindi, Bengali, English Asia 000-800-100-7141

Indonesia Indonesian Toll Free Asia 001-803-017-9114

Ireland English Local (City) Dublin Europe 353-19014670

Israel Hebrew Local (City) Tel Aviv Asia 972-37630639

(ouvéxela otn oghida 9)
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Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Ap1Bu6g TTponyolpevng ékdoong: 2.0
ZUVTPAOEIG KAl APKTIKOAESQ:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative

Resp. Sens. 1: EuaigBnToTtroifan Tou avatveuaTikoUl ouaTApaTtog — Katnyopia 1
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