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12.08.2022 Kit Components
Product code Description
E8226 Enzytec™ Liquid Acetic acid
Components:
E8226E11 Enzytec™ Liquid Acetic acid Reagent 1
E8226E12

Enzytec™ Liquid Acetic acid Reagent 2

E8226C11-C14

Enzytec™ Liquid Acetic acid Calibrator
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouraiag/peiyparog Kal eTaipeiag/
EmIXeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopacia Tou TTpoidvTog oTo gutropio: Enzytec™ Liquid Acetic acid Reagent 1

Ap18u6¢ rpoidvTog: E8226E11

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

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYOPIEG.

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 Ap1Bu6Gg TNAEQWVOU £TTEIyOUCOG 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
EikovoypdupaTta KIvOUVOU EKTTITITEI

MpogidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eTIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agiohéynong ABT kai aAaB

ABT: Mn xpnoIhOTTOINCIKO

AAaB: Mn xpnoIPOTTOINCIKO

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
Mevikég odnyieg: Acv atrairouvTal €10IKE PETPA.
HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG aépag, o€ TTEPITITWON EVOXANCTEWY KOAEDTE yIaTpo.
(ouvéxeia aTn oghida 2)
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Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Liquid Acetic acid Reagent 1

(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 'Evdeign orolaodAITOTE ATTAITOUMEVNG AMECN G IOTPIKAG @POVTIdag Kal £18IKAG BepaTtreiag
Aev 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 TTANPOPOPIEG.

5.3 ZuoTAOoEIG YIO TOUG TTUPOORECTEG

Ei131k6G TTpooTATEUTIKOG £§OTTAICNOG: Aev atraitouvTal IdIaiTEPA HETPOA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowTikég TTPOPUAASEIG, TTPOOTATEUTIKOG EEOTTAIONOG KAl S1aSIKOCIEG EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN) OAG TIPOOTOTEUTIKI) EVOUMATIQ.

6.2 Mep1BaAAovTikéG TTPOQUAAEEIG: ApalwveTal Je TTOAU vePO.

6.3 M£60odo1 kail UAIKG yia TTEPIOPICHO Kal KOBAPIoHS:

ZUAAEyETAl HE OUVOETIKA UAIKG UYpWwV. (PO, evaTToBETEIG TTUPOAIBOU, GUVOETIKA 0EEwV, GUVOETIKA
YEVIKWG, TTPIOVOTKOVN).

6.4 Mapatroutr) o€ dAAa TuRuATA

MAnpoopieg yia Tov Giyoupo XeIPIoUO BAETTE KEQAAQIO 7.

MANpPo@opies yia TOV ATOMIKG TTPOCTATEUTIKO £EOTTAIOUOG BpeiTe OTO KEPAAaIO 8.

MAnpoopieg yia TNV evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

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

7.2 ZuvBnkeg aoc@AAoUg QUAAENG, cupuTTEPIAQUBAVONEVWY TUXOV acuuBifacTwy
KATAOTAOEWV
Evatmrofikeuon:
ASiwoegig we Tpog Ta TEPIBARPATA Kal TIG atroBnkeg: Kauia 1diIkA agiwon.
Ymodeieig ouvamobnkeuong: dev ATTaITEITal
MepaiTépw dNAWOEIG yIa TOUG OpoUGg evaTTOoORKEUONG: Kapia
7.3 Ei8IkA TeAIKA Xprion N XPROo&Ig Acv gival O1a0£01uEG GANEG OXETIKEG TTANPOPOPIEG.
GR
(ouvéxela otn oghida 3)



<
rbiopharm” !/‘

2elida: 3/9

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

Huepopnvia ektummwong: 12.08.2022 AvaBewpnon: 12.08.2022
Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)

Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Liquid Acetic acid Reagent 1

(ouvéxela atrod T ogAida 2)

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

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 UTTODEISEIG:

>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 TNV avamvon: Aev ival amapaitnto

MpooTacia yia Ta xépia:

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

ASyw PN TTpaypaTotroinong dokIpwy dev PTTopEeil va TTpoTabei Kavéva UAIKO yavTiwy yia To TTpoidv /
TO TTOPACKEUAOUA / TO XNMIKO pEiypa.

EmAégTe TO UAIKO TOu yavTioU AapBdavovtag 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 TTOI0TNTAG, TA OTToida dia@épouv avaAoya PE TOV KATaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICTOTEPA CUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UAIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atrd TN XpRon.

Xpovog Sigioduong Tou UAIKOU yavTiwv

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

MNa tn di1apkA ema@n gival KAaTAAANAa Ta yAVTIO TTOU £€XOUV KATOOKEUOOTEI amrd 10 €§AG
UAIKO:

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

Qg TPOoTACIa ATTO EKTOSEUONEVA 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 pdaTia: [a TIG HETAYYIOEIG TUVIOTATAI VO BAJETE TTIPOOTATEUTIKA 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: MN aiebnTA
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: 12.08.2022

AvaBewpnon: 12.08.2022

Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)

Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Liquid Acetic acid Reagent 1

Znpeio TAgewg/onpeio TrASEWG:
Apxik6 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 o€ 20 °C:

AilaAutéTnTaA

veEPO:

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

MukvoTnTa KAI/f) OXETIKA TTUKVOTNTA
MukvértnTa o€ 20 °C:

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

AuTtoavTIOPWOEG OUTIEG KAl PEIYyHATA
Mupo@opikd uypd

Mupo@opikd oTeped
AutoBeppaIvVOEVEG OUTIEG KOl pEiYHATA

(ouvéxela atré Tn oghida 3)
0°C
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.

9-94

Mn kaBopiouévo.
0,952 mPas

AVOUEIYVUETAI TTANPWS

Mn kaBwpiopévo.

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

1 g/cm?
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.

99,4 %
0,6 %

Mn kaBopiouévo.

EKTTITITE
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

(ouvéxeia atn oghida 5)
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Ovopaoia Tou TTpoidvTog oTo gutrdplo: Enzytec™ Liquid Acetic acid Reagent 1

(ouvéxeia atré Tn oeAida 4)

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 oTabgpdTnTa

O¢epuIkN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCT] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWY avTISpdoewV Aev gival yvwaoTh Kauia TTKivouvn 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 mrpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIdvVTa SIGCTTAoNG.

| 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.
AidBpwon kal epeBIoHOG TOU déPATOG

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

2oBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon fj uaioOnToTToinon Tou SEPUATOG

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

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

Kapkivoyéveon Bdaoel Twv di1aBéoipwyv dedouévwy, Ta KPITRAPIa Tagivounaong dev TTAnpouvTal.
To&IkéTNTA YIO TV AVATTOPAYWY)

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPoUVTAl.

E181kA yia kd0e 6pyavo TogIkoTnNTa pE dtrag eKkBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPOUVTAl.

E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPOoUVTAl.

Kivduvog avappégnong

Bdoel Twv d1aBéoipwy 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
Y3artikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOYPOPIEG.
12.2 AvOEeKTIKOTNTA KAl IKAVOTNTA A1TTOdOMNOoNG Acv diaTiBevtal AAAEG OXETIKES TTANPOYPOPIEG.

(ouvéxeia aTn oghida 6)
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(ouvéxela atré Tn ogAida 5)
12.3 Auvarétnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.
12.4 KivnTikéTnTa 0TO £€daOg Acv dlaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.
12.5 AmroteAéopata TnG agioAéynong ABT ka1 aAaB
ABT: Mn xpnoIJOTTOINCIKO
AAaB: Mn xpnoIPOTIOINCIKO
12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng
To TTpoidv dev TTEPIEXEI OUTIESG HE IBIOTNTES TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 AAAEG apVNTIKEG ETTITITWOEIG
MepaiTépw olkoAoyiKéG eVOEigelg:
Fevikég odnyieg: Mevika dev gival €TMIKIVOUVO yia TO VEPO.

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:
XouoTtaon: H evamdBeon mpétel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG péooV KaBapiopaTog: Nepd, evoexouEévwg TTPOCBETETE £va Héoov KaBapiopoU.

TMHMA 14: NMAnpo@opieg OXETIKA ME TN METAPOPT

14.1 Ap1Bu6g OHE

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

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

KAdon EKTTITTTEI

14.4 Opdda cuokevaoiag

ADR, IMDG, IATA EKTTITITEI

14.5 MNepi1BaAAovTiKoi Kivduvol: Aev £xel e@apuoyn

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

14.7 X0dnv peTa@opd UMWV UE 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

GR
(ouvéxeia atn oghida 7)
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(ouvéxela atrod TN oghida 6)

TMHMA 15: ZToI1x€ia VONOBETIKOU XapaKTApa

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

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

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 rapdypagog 3)
Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEX EKPHKTIKQN YAQN

Kavéva atrd CuoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTal

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPONWYV OUCIWYV TWV VAPKWTIKWYV
Kavéva atrd CUOTATIKA OTOIXEIa Oev TTEPIEXETAI OTN AioTO

Kavoviouéo (EK) api8. 111/2005 oxeTikd pe Tn BE0TTION KAVOVWY YyiA TNV TTapakKoAouBnon
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:
evik@ Oev gival €TTIKIVOUVO yIa TO UBATIVO TTEPIBAAAOV.
15.2 ASiIoAdynon xnuikAg ac@dAeiag: H afioAdynan xnNUIKAG ac@aAsiag gV TTpayATOTTOINONKE.

TMHMA 16: AAAeg TTAnpoOQOpiEg

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

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

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

MaykO6ouIol TOTIKOI apIOuoi 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

(ouvéxela otn oghida 8)
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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
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: 1.0
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
(ouvéxela otn oghida 9)
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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
GR
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouraiag/peiyparog Kal eTaipeiag/
EmIXeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagcia Tou TpoidvTog oTo gutropio: Enzytec™ Liquid Acetic acid Reagent 2

Ap18p6¢ TTpoidvTog: E8226E12

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

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYOPIEG.

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 Ap1Bu6Gg TNAEQWVOU £TTEIyOUCOG 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

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

MpogidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eTIKIVOUVOTNTAG EKTTITITEI

ZupuTTANPWHATIKEG TTANPOPOpPIEG:

EUH210 AeATio dedopévwv ac@alciag TrapExetal epdoov {nTnoEi.
2.3 AAMoi kivduvol

AtmroteAéopara TnG agiohéynong ABT kai aAaB

ABT: Mn xpnoIhOTTOINTIKO

AAaB: Mn xpnoIPOTIOINCIKO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapaKkTnpIiopog: Meiyparta

Mepiypaen:

Meiypa atroteAoUpevo atrd Ta akoAoUBwG avapepOueva OToIXEID. UE aKivOUVES aVauEIEEIS.
ETmikiviuveg oucieg repiexopévou:

CAS: 68399-77-9  2-udpogu-4-pop@oAivnTTpoTTaviodOUAQOVIKO 0&U 2,5-5%
EINECS: 269-989-6 <> Skin Irrit. 2, H315; Eye Irrit. 2, H319; STOT SE 3, H335
ZuPTTANPWHATIKEG UTTODEISEIG:

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

GR
(ouvéxeia aTn oghida 2)
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TMHMA 4: Métpa TTpwTWYV BonBsiwv \

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bondsiwv

HETA amrd €10TTVONR: ATTAPAITNTOG 0 KOBaPOG aéPag, OE TTEPITITWAON 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 HATIA:

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

HETA amrd Katdmoon: Edv diapkoUv o1 evoxXAAoeIg oupBouleuTeite yiaTpo.

4.2 InUAVTIKOTEPO CUUTITWHATA KAl ETTIOPACEIG, AUECES ] METAYEVEOTEPES

Agv d1aTiBevTal AANEG OXETIKES TTANPOPOPIEG.

4.3 ‘'Evdei€n orolaodAIToTE ATTAITOUMEVNG AMEDTG IATPIKAG @POVTIdag Kal £1I8IKAG OepaTtreiag
Agv d1aTiBevTal AANEG OXETIKESG TTANPOPOPIEG.

TMHMA 5: MéTtpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1 NupooBeoTikd péca

KatdAAnAa TTupooBeoTika péoa.

Ta YéTpa KATaORECEWG TNG PWTIAG EVapPUOVICOVTaIl JE TO TTEPIKEIYEVA.
5.2 E1d1Koi Kiviuvol TTou TTPOKUTITOUV aTrdé TNV oUucia | TO JEiyua
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

5.3 ZuoTdoeIg IO TOUG TTUPOCBECTEG

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

TMHMA 6: MéTpa yia TNV QVTIJETWTTION TUXaiag EKAuong

6.1 MPpooWTTIKEG TTPOQPUAAGEEIG, TTPOOTATEUTIKOG £EOTTAICHOG Kal d1adIKACieg EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN 0OG TTPOCTATEUTIKN EVOUHAQTia.

6.2 Mep1BaAAovTIKEG TTPOQUAGEEIG:

ApaiwveTal Ye TTOAU vepo.

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

6.3 M£60do1 kKal UAIKG yia TTEPIOPICHO Kal KABApIoHO:

JUAAEyeTAl uE OUVOETIKA UAIKA Uypwv. (AUpOo, evaTroBEaelg TTUpoAiBou, GuVOETIKA 0&Ewv, TUVOETIKG
YEVIKWG, TTPIOVOTKOVN).

6.4 Mapatroutrn o€ dAAa TUAUATA

MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KE@AAQIO 7.

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

MAnpoopieg yia Tnv evatmoBETnan PAETTE kepaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobnkeuon

7.1 Mpo@uAdseig yia ac@aAn Xeipioud
Mpoooxr oTo XEIPIOUO KAl OTO AVOIYHO TWV OOXEIWV.
Me ocwoTh xpAon dev atraiteital AQyn €I0IKWY JETPWV.
0Odnyigg yia ToV TPOTTO TTPOOTACIAG KATA TG TTUPKAIAG Kal £KPNENG:
Aev atraiteital Ayn €1I8IKWY PETPWV.
(ouvéxeia aTn oghida 3)
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7.2 YuvBnkeg aoc@aloug @UAagng, cuptepIAaufavopévwy TUXO6Vv acuuBifacTwy
KOTOOTACEWV

Evamrofninkeuon:

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

Ytrobdeigeig ouvatrofikeuong: dev atraiTeiTal

MepaiTépw dNAWOEIG yia TOUG 6pouUg evaTroBikeuong: Kayia

7.3 Eid1kA TeAIKA XpAon N XpRoeig Acv gival diaBEaipeg AAAEG OXETIKES TTANPOYPOPIEG.

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

8.1 MapdpeTpol eAéyxou

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

To mpoidv dev TTEPIEXEI ONUAVTIKEG TTOGOTNTEG OUCIWY TTOU aPOPOUV ThV EpYaCia Kal TTou Ta opla
auTWV Ba ETTPETTE Va eAEyXOVTal.

ZUPTTANPWHATIKEG UTTODEISEIG:

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

8.2 'EAeyxol ékBeong

KardAAnAor unxavikoi €Agyxol Kapia GAAn auataon, BAETTE KEQPAAQIO 7.
ATOHIKOG £§OTTAIOOG TTPOCTACIAG:

Fevikd péTPA TTPOCTACIAG KAl UYIEIVAG:

Na TTAéveTE Ta XEpIa TTPO Tou SIOAEiUPATOG KAl OTO TEAOG TNG £pyacniag.
MpooTacia yia TNV avamvon: Aev ival amapaitnto

MpooTacia yia Ta xépia:

MpooTaTEUTIKA YAVTIQ.

To uAiké Twv yavTiwy Ba TTPETTEl va gival un SIaTTePATO Kal avOeKTIKO €vavTl TOU TTPoidvToG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.
EmAéETE TO UAIKO TOu yavTioU AapBdavovtag ut' dyn Toug Xpoévoug diéAeuong, 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 TTOI0TNTAG, TA OTToia dia@épouv avaAoya PE TOV KATaoKeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia £va TTapaoKeUOOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO TUOTATIKA 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 ThPEiTal TTAVTOTE.
MNa tn d1apkA eTa@n gival KATAAANAA Ta yAVTIO TTOU £€XOUV KATOOKEUOOTEI amrd 10 €§AG
UAIKO:
Kaoutoouk Nitril
MpoTteivopevo raxog UAikou: > 0,11 mm
TiyA diatrepardTnTag: eTTiredo < 480
Qg TPooTACIa ATTO EKTOSEUOHEVA UYPA €ival KATAAANAX TA YAVTIA TTOU £XOUV KOTOOKEUAOTEI
a1 Ta €§AG UAIKA:
Kaoutoouk Nitril
MpoTteivopevo raxog UAIkou: > 0,11 mm
TiyA diatrepardTnTag: eTTiredo < 480

(ouvéxela otn oghida 4)
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(ouvéxela atré Tn oghida 3)

MpoaoTtaTeuTiké yuaAid atToAUTWG £QAPUOOTA.

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 ZToIxeia yia TIG BACIKESG QUOIKEG KOl XNHIKES 1I810TNTEG

Fevikég TANnpo@opieg
®duoikn kaTtdoTaon

Oplo oopAgG:
Znpeio TAewg/onueio TTA§ewg:

ApXIK6 onpeio {foewg Kal TTEPIOXN {E0Ewg:

Ava@AegiuodTnTa (OTEPED, AéPIOD):

AvWTATO KOI KATWTATO OPI0 EKPNEINOTNTAG
KATWTEPA:

avwTEPA:

Znpueio avagAegng:

OepHoKpATia auToavAPAEENG:
OepuoKpaTia aTroouvleong:

TR pH o€ 20 °C:

IEwdeg:

KivnuaTiko 1§wdeg

duvapikn o€ 20 °C:

AlaAutoTnTA

vePO:

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

MukvoTnTa KAI/f} OXETIKA TTUKVOTNTA
MukvértnTa o 20 °C:

ZXETIKA TTUKVOTNTA

MukvoTnTa ATHWV

9.2 AAAeg TTANnpo@oOpieg

Owyn: ]
Mopen:

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

TNV ao@dAsia.

EKPNKTIKEG 1810TNTEG:
MepiekTIKOTNTA O€ BIAAUTIKO:
vePO:

MoocooTd o€ OTEPES CWHA:

PEUCTO

dxpwuo

Mn aiobntn

Mn kaBopicuévo.

0°C

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIHOMETPIKWG KABaApO NTAPOUOIOG
KaBapoTtnTag)

Mn xpnoligoTroInoipo

Mn kaBopicuévo.

Mn kaBopicuévo.

Mn xpnoigoTroinoipo

To poidv dev auToava@AEyeTal.
Mn kaBopicuévo.

75-7,65

Mn kaBopicuévo.
0,952 mPas

avapelyvueTal TARPwWG

Mn kaBwpiouévo.

23 hPa (7732-18-5 udwp, amodTayueVvo,
OYWYIHOMETPIKWG KABApPO NMOAPOUOIOG
KaBapoTtnTag)

1 g/cm?®
Mn kaBopicuévo.
Mn kaBopicuévo.

PEUCTO

Aev ugioTaTal Kivduvog eKPrEEWS TOU TTPOIOVTOG.
96,2 %
3,8 %

(ouvéxela otn oglida 5)
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(ouvéxeia atré Tn oeAida 4)

MeTaBoARn TnG UANG.

TaxornTta e§dTpiong: Mn kaBopiopévo.
NMAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU
Kivduvou

Ekpnkrikd EKTTITITEI
Eu@AekTa aépia EKTTITITEI
AgpoAilpara EKTTITTTEI
Oge1dwTIKG aépla EKTTITITE
Aépia utré Trigon EKTTITITEI
EU@AekTa uypd EKTTITTTEI
EU@AekTa oTeped EKTTITTTEI
AuTtoavTIBPWOEG OUTIEG KAl PEiypATA EKTTITITEI
Mupo@opikd uypd EKTTITTTEI
Mupo@opikd oTeped EKTTITITEI
AutoBgppaIVOEVEG 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
AtrevaioOnToTrOoINMEVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTIOPACTIKOTNTA

10.1 ApaoTikOoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuikAR oTabgpdTnTa

O¢epuIkN amroouvleon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTIOINGCT] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWYV avTISpdoewV Aev gival yvwaoTh Kauia TTKivouvn 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 mrpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIdvVTa SIGCTTAoNG.

TMHMA 11: To§ikoAoyIkéG TTAnPOPOPIES

11.1 NMAnpo@opicg yia TI TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIKOTNTA Bdoel Twv dlaBéoipwv dedopévwy, Ta KPITHPIa Tagivounaong dev TTAnpouvTal.
AidBpwon kal epeBIoP6G TOU déPUATOG

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

2oBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon | euaioOnToTToinon Tou SEPUATOG

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTAl.
MeTaAAadloyéveon YEVVNTIKWY KUTTAPWYV

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIA Tagivounaong 0gv TTANPOUVTA.

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

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

(ouvéxeia aTn oghida 6)
GR



-

Irbiopharm” |( * )

>ehida: 6/9
AgATtio dedopévwy ac@aleiag
oUu@wva pe 1o 1907/2006/EK, ApBpo 31

Huepopnvia ektummwong: 12.08.2022 AvaBewpnon: 12.08.2022
Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)
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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 Tagivounaong 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

YdartikA ToS§IkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.

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

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

12.5 AmroteAéopata TnG agioAéynong ABT ka1 aAaB

ABT: Mn xpnoIJOTTOINTIKO

AAaB: Mn xpnoIYOTIOINCIKO

12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng

To TTpoidv dev TTEPIEXEI OUTIEG HE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.

12.7 ANAEG APVNTIKEG ETTITITWOEIG

MepaiTépw olkoAoyiKEG eVOEigelg:

levikég odnyieg:

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

Aev emiTpétmeTal va Oleioduel oTa yhiva vepd, va adeldletal aTo uddTivo TepPIBAAAOV | aTNV
ATTOXETEUCTN UN APAIWPEVO 1 OXETIKA O€ HEYANEG 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 OTNV ATTOXETEUON.
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 HEoov KaBapiopoU.

TMHMA 14: NMAnpo@opieg OXETIKA ME TN METAPOPT

14.1 Ap1Bu6g OHE

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

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

KAdon EKTTITTTEI

14.4 Opdda cuokevaoiag

ADR, IMDG, IATA EKTTITITEI

14.5 MNepi1BaAAovTikoi Kivduvol: Aev £xel e@apuoyn

14.6 E181kég TTpOo@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 Aev €xel e@appoyn

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

UN "Model Regulation™: EKTTITITEI

TMHMA 15: ZToI1x€ia VOMOBETIKOU XapaKTRpa

15.1 Kavoviopoi/vopoBeoia 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 TG XPAONG OPICUEVWYV ETTIKIVOUVWYV OUCIWV O
NAEKTPIKO Kal NAeKTPOVIKS €§O0TTAIONO - MapapTnua ll

Kavéva atrd ouoTaTIKA oToIxEia 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 rapdypagog 3)
Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEX EKPHKTIKQN YAQN

Kavéva atrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTO

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPONWYV 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 TTIPOBPOUWYV OUCIWYV VAPKWTIKWV HETASU TG KoilvoTnTag Kal TRITWV XWPWV
Kavéva aTrd ouoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTa

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@aAsiag 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, dev atToTEAOUV £yyunon yia
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV TN dNUIoUPYia CUPBATIKWY UTTOXPEWOEWV.

IXETIKEG OEIPEG

H315 lMNMpokaAei epeBioud Tou dEPUATOG.

H319 lMpokaAei coBapd oPOAAUIKO peBICUO.

H335 Mtropei va TTpokaAécel epeBIcUS TG AVATIVEUCTIKAG 000U.

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

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

MaykOouIol TOTIKOI apIOoi 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

(ouvéxela otn oghida 9)
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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: 1.0
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
Skin Irrit. 2: AiGBpwaon/epeBioudg Tou BEpuaTog — Karnyopia 2
Eye Irrit. 2: ZoBapr) o@BaAuikn BAGBN/epeBIOCPOG TwV 0PBaApwy — Katnyopia 2
STOT SE 3: EidIkA TogikéTnTa 0Ta dpyava-oToxoug (Pia epdrra €ékBean) — Katnyopia 3

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

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagcia Tou TPoidvTog oTo gutropio: Enzytec™ Liquid Acetic acid Calibrator

Ap1Bu6g Tpoidvrog: E8226C11-C14

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

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYOPIEG.

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 Ap1Bu6Gg TNAEQWVOU £TTEIyOUCOG 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
EikovoypdupaTta KIvOUVOU EKTTITITEI

MpogidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eTIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agiohéynong ABT kai aAaB

ABT: Mn xpnoIhOTTOINCIKO

AAaB: Mn xpnoIPOTTOINCIKO

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
Mevikég odnyieg: Acv atrairouvTal €10IKE PETPA.
HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG aépag, o€ TTEPITITWON EVOXANCTEWY KOAEDTE yIaTpo.
(ouvéxeia aTn oghida 2)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Liquid Acetic acid Calibrator

(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 'Evdeign orolaodAITOTE ATTAITOUMEVNG AMECN G IOTPIKAG @POVTIdag Kal £18IKAG BepaTtreiag
Aev 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 TTANPOPOPIEG.

5.3 ZuoTAOoEIG YIO TOUG TTUPOORECTEG

Ei131k6G TTpooTATEUTIKOG £§OTTAICNOG: Aev atraitouvTal IdIaiTEPA HETPOA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowTikég TTPOPUAASEIG, TTPOOTATEUTIKOG EEOTTAIONOG KAl S1aSIKOCIEG EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN) OAG TIPOOTOTEUTIKI) EVOUMATIQ.

6.2 Mep1BaAAovTikéG TTPOQUAAEEIG: ApalwveTal Je TTOAU vePO.

6.3 M£60odo1 kail UAIKG yia TTEPIOPICHO Kal KOBAPIoHS:

ZUAAEyETAl HE OUVOETIKA UAIKG UYpWwV. (PO, evaTToBETEIG TTUPOAIBOU, GUVOETIKA 0EEwV, GUVOETIKA
YEVIKWG, TTPIOVOTKOVN).

6.4 Mapatroutr) o€ dAAa TuRuATA

MAnpoopieg yia Tov Giyoupo XeIPIoUO BAETTE KEQAAQIO 7.

MANpPo@opies yia TOV ATOMIKG TTPOCTATEUTIKO £EOTTAIOUOG BpeiTe OTO KEPAAaIO 8.

MAnpoopieg yia TNV evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

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

7.2 ZuvBnkeg aoc@AAoUg QUAAENG, cupuTTEPIAQUBAVONEVWY TUXOV acuuBifacTwy
KATAOTAOEWV
Evatmrofikeuon:
ASiwoegig we Tpog Ta TEPIBARPATA Kal TIG atroBnkeg: Kauia 1diIkA agiwon.
Ymodeieig ouvamobnkeuong: dev ATTaITEITal
MepaiTépw dNAWOEIG yIa TOUG OpoUGg evaTTOoORKEUONG: Kapia
7.3 Ei8IkA TeAIKA Xprion N XPROo&Ig Acv gival O1a0£01uEG GANEG OXETIKEG TTANPOPOPIEG.
GR
(ouvéxela otn oghida 3)
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TMHMA 8: 'EAeyX0g TnG £€KOEONG/ATOMIKA TTPOCTAC X

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 UTTODEISEIG:

>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 TNV avamvon: Aev ival amapaitnto

MpooTacia yia Ta xépia:

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

ASyw PN TTpaypaTotroinong dokIpwy dev PTTopEeil va TTpoTabei Kavéva UAIKO yavTiwy yia To TTpoidv /
TO TTOPACKEUAOUA / TO XNMIKO pEiypa.

EmAégTe TO UAIKO TOu yavTioU AapBdavovtag 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 TTOI0TNTAG, TA OTToida dia@épouv avaAoya PE TOV KATaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICTOTEPA CUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UAIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atrd TN XpRon.

Xpovog Sigioduong Tou UAIKOU yavTiwv

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

MNa tn di1apkA ema@n gival KAaTAAANAa Ta yAVTIO TTOU £€XOUV KATOOKEUOOTEI amrd 10 €§AG
UAIKO:

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

Qg TPOoTACIa ATTO EKTOSEUONEVA 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 pdaTia: [a TIG HETAYYIOEIG TUVIOTATAI VO BAJETE TTIPOOTATEUTIKA 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: 12.08.2022

AvaBewpnon: 12.08.2022

Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)

Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Liquid Acetic acid Calibrator

Znpeio TAgewg/onpeio TrASEWG:
Apxik6 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 o€ 20 °C:

AilaAutéTnTaA

veEPO:

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

MukvoTnTa KAI/f) OXETIKA TTUKVOTNTA
MukvértnTa o€ 20 °C:

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

AuTtoavTIOPWOEG OUTIEG KAl PEIYyHATA
Mupo@opikd uypd

Mupo@opikd oTeped
AutoBeppaIvVOEVEG OUTIEG KOl pEiYHATA

(ouvéxela atré Tn oghida 3)
0°C
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.

Mn kaBopiouévo.
0,952 mPas

AVOUEIYVUETAI TTANPWS

Mn kaBwpiopévo.

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

1,00281 g/cm?
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.

99,4 %
0,6 %

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 oTabgpdTnTa

O¢epuIkN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCT] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWY avTISpdoewV Aev gival yvwaoTh Kauia TTKivouvn 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 mrpoidvTa amoouvleong: Acv gival yvwoTd eTTiKivOUva TTPOIdvVTa SIGCTTAoNG.

| 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.
AidBpwon kal epeBIoHOG TOU déPATOG

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

2oBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon fj uaioOnToTToinon Tou SEPUATOG

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

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

Kapkivoyéveon Bdaoel Twv di1aBéoipwyv dedouévwy, Ta KPITRAPIa Tagivounaong dev TTAnpouvTal.
To&IkéTNTA YIO TV AVATTOPAYWY)

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPoUVTAl.

E181kA yia kd0e 6pyavo TogIkoTnNTa pE dtrag eKkBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITAPIa Tagivounong 0gv TTANPOUVTAl.

E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPOoUVTAl.

Kivduvog avappégnong

Bdoel Twv d1aBéoipwy 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
Y3artikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOYPOPIEG.
12.2 AvOEeKTIKOTNTA KAl IKAVOTNTA A1TTOdOMNOoNG Acv diaTiBevtal AAAEG OXETIKES TTANPOYPOPIEG.

(ouvéxeia aTn oghida 6)
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12.3 Auvarétnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.
12.4 KivnTikéTnTa 0TO £€daOg Acv dlaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.
12.5 AmroteAéopata TnG agioAéynong ABT ka1 aAaB
ABT: Mn xpnoIJOTTOINCIKO
AAaB: Mn xpnoIPOTIOINCIKO
12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng
To TTpoidv dev TTEPIEXEI OUTIESG HE IBIOTNTES TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 AAAEG apVNTIKEG ETTITITWOEIG
MepaiTépw olkoAoyiKéG eVOEigelg:
Fevikég odnyieg: Mevika dev gival €TMIKIVOUVO yia TO VEPO.

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:
XouoTtaon: H evamdBeon mpétel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG péooV KaBapiopaTog: Nepd, evoexouEévwg TTPOCBETETE £va Héoov KaBapiopoU.

TMHMA 14: NMAnpo@opieg OXETIKA ME TN METAPOPT

14.1 Ap1Bu6g OHE

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

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

KAdon EKTTITTTEI

14.4 Opdda cuokevaoiag

ADR, IMDG, IATA EKTTITITEI

14.5 MNepi1BaAAovTiKoi Kivduvol: Aev £xel e@apuoyn

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

14.7 X0dnv peTa@opd UMWV UE 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

GR
(ouvéxeia atn oghida 7)
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TMHMA 15: ZToI1x€ia VONOBETIKOU XapaKTApa

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

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

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 rapdypagog 3)
Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEX EKPHKTIKQN YAQN

Kavéva atrd CuoTaTIKA oToIxEia dev TTEPIEXETAI OTN AioTal

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPONWYV OUCIWYV TWV VAPKWTIKWYV
Kavéva atrd CUOTATIKA OTOIXEIa Oev TTEPIEXETAI OTN AioTO

Kavoviouéo (EK) api8. 111/2005 oxeTikd pe Tn BE0TTION KAVOVWY YyiA TNV TTapakKoAouBnon
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:
evik@ Oev gival €TTIKIVOUVO yIa TO UBATIVO TTEPIBAAAOV.
15.2 ASiIoAdynon xnuikAg ac@dAeiag: H afioAdynan xnNUIKAG ac@aAsiag gV TTpayATOTTOINONKE.

TMHMA 16: AAAeg TTAnpoOQOpiEg

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

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

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

MaykO6ouIol TOTIKOI apIOuoi 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

(ouvéxela otn oghida 8)
GR



<
rbiopharm” | !J

>ehida: 8/9
AgATtio dedopévwy ac@aleiag
oUu@wva pe 1o 1907/2006/EK, ApBpo 31

Huepopnvia ektummwong: 12.08.2022 AvaBewpnon: 12.08.2022
Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)

Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Liquid Acetic acid Calibrator

(ouvéxela atré Tn ogAida 7)
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
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: 1.0
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
(ouvéxela otn oghida 9)
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Ovopaoia Tou TTpoidvTog oTo gutrdpio: Enzytec™ Liquid Acetic acid Calibrator

(ouvéxela atd Tn oeAida 8)

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
GR



