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Kit Components

Product code

Description

PG1745 RIDA®GENE Dientamoeba fragilis

Components:

PGZ1745NC RIDA®GENE Dientamoeba fragilis No Template
Control

PGZ1745PC RIDA®GENE Dientamoeba fragilis Positive Control

PGZ1745RM RIDA®GENE Dientamoeba fragilis Reaction Mix

PGZ1745EM RIDA®GENE Dientamoeba fragilis Tag-Polymerase

PGZ1745IC RIDA®GENE Dientamoeba fragilis Internal Control

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

Huepopnvia ektummwong: 31.03.2022 AvaBewpnon: 31.03.2022
Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)

TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouoaiag/peiyparog Kol eTaipeiag/
€mixeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagcia Tou Tpoidvtog oto gumopio: RIDA®GENE Dientamoeba fragilis No Template
Control

Ap1Bu6¢ TpoidvTog: PGZ1745NC

Ap10uo6g CAS:

7732-18-5

Ap1Ouo6g EC:

231-791-2

1.2 Zuva@eig TpoodiopI{OPeEVES XPNOEIS TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOUEVES
xenoeig

Agv uttdpyouv AAAeg BI0BEDIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

1.3 Z1o1Xcia TOU TTPOoPNBeUTH TOU deATiou Sedopévwv aopaleiag
Mapaywydg/Tpoun0euTAG:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

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

1.4 Ap1B6G 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§ivépnon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cuu@wva pe Tov kavoviouoé (EK) api6. 1272/2008
H ouacia dev Tagivoueital, cUu@wva pe Tov kavovioud CLP.

2.2 Yroixeia emofuavong

Emofuavon cUp@wva e Tov kavovioué (EK) api10. 1272/2008 exrritrrel
Eikovoypdpupara KIvBUVOU eKTTITITEI

MposidoTtroinTikA 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@oOpPiES YIa T CUCTATIKA

3.1 Xnuik6g kabopiouog: Oucieg
Ap10. CAS, 6voua
7732-18-5 udwp, ATTOdTAYUEVO, AYWYIMOUETPIKWG KABAPO NTTAPOUOIAg KaBapoTnTag
Ap10poi TaUTOTNTAG TIPOIOVTOG
Ap1Ou6g EC: 231-791-2
GR
(ouvéxela otn oghida 2)
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Ovopacia Tou TTpoidvTog oto eutrdpio: RIDA®GENE Dientamoeba fragilis No Template Control

(ouvéxela atrod T ogAida 1)

TMHMA 4: Métpa TTpwTWYV BonBsiwv \

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bondsiwv

Fevikég odnyieg: Aev amrairouvTal €1I0IKA PETPA.

HETA a1rd €10TTVOR: ATTAPAITNTOG 0 KOBaPOG aéPag, OE TTEPITITWAN EVOXANCEWVY KOAEDTE yIaTpo.
META a1rd eTTa@N YE 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 KaTtdmoon: Edv diapkoUv ol evoxXARoeIg oupBouleuTeite yiaTpo.

4.2 InUAVTIKOTEPO CUUTITWHATA Kl ETTIOPACEIG, AUECES ] METAYEVEOTEPES

Agv d1aTiBevTal GANEG OXETIKEG TTANPOYPOPIEG.

4.3 ‘'Evdeign orolaodAIToTE ATTAITOUMEVNG AMEDTG IATPIKAG @POVTiIdag Kal £1I8IKAG OepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYPOPIEG.

TMHMA 5: MéTtpa yia TV KATATTOAéUNON TNG TTUPKAYIAG

5.1 NupooBeoTikd péca

KatdAAnAa TTupooBeoTikd péoa.

Ta YéTpa KATaORECEWS TNG PWTIAG EvapUOVICOVTal JE TA TTEPIKEIJEVA.
5.2 E181Kkoi Kivouvol TTou TTPOKUTITOUV aTrdé TNV oUucia | To JEiyua
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

5.3 ZuoTdoeIg YIo TOUG TTUPOCBECTEG

E181k6¢ TrpooTaTeuTIKOG £€0TTAIONOG: Acv atrautouvTal 1IDIQiTEPA YETPA.

TMHMA 6: MéTpa yia TNV QVTIMETWTTION TUXaiag EKAuong

6.1 MPpooWTTIKEG TTPOQPUAGEEIG, TTPOOTATEUTIKOG £EOTTAICHOG Kal d1adIKACieg EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN) 0OG TTPOCTATEUTIKN EVOUMAQTia.

6.2 NepiBaAAovTikég TTPO@UAGSEIG: ApaiwveTal Je TTOAU vepd.

6.3 Mé&60odo1 kKal UAIKG yia TTEPIOPICHO Kal KaBapIouO:

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

6.4 Mapatroutrn o€ GAAa TUAUATA

Aev atreAeuBepwveTal Kapia emmkiduvn ouaia.

MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KE@AAaIO 7.

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

MAnpoopieg yia Tnv evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal a1mrobnkeuon

7.1 Mpo@uAdseig yia ac@ali xeipiopd Acv amaireital va AGBeTe 1d1aiTepa PETPA.
0Odnyigg yia ToV TPOTTO TTPOOTACIAG KATA TG TTUPKAIAG Kal £KPNENG:
Aev aTraiteital Ayn €1I8IKWY PJETPWV.

7.2 YuvBRkeg aoc@aloug @UAaing, cupTrepIAaufavopévwy TuXO6v acuuBifacTwy
KOTOOTACEWV
Evatrofninkeuon:
ASiwoeig wg Tpog Ta TepIBARpATA Kal TIG atroBnkeg: Kayia 101k agiwan.
Ytrodeigelg ouvatrofikeuong: dev atraiTeiTal
MepaiTépw dSNAWOEIG yiIa TOUG 6pouUg evaTroBiKeuong: Kayia
(ouvéxeia an oghida 3)
GR
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Ovopacia Tou TTpoidvTog oto eutrdpio: RIDA®GENE Dientamoeba fragilis No Template Control

(ouvéxela atré Tn ogAida 2)

7.3 E1d1kA TeAIKA XpAon N XpRoeig Acv cival dIaBEaipeg AAAEG OXETIKES TTANPOYOPIEG.

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

8.1 MapdpeTpol eAéyxou

ZUOTATIKA OTOIXEIO ME OPOBETIKEG TIMEG APOPOUTES TOV TOTTO £PYACTIAg KAl TTOU W@EIAouV va
€miTnPOUVTAl:

Agv utrdpxel.

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 £§O0TTAIOOG TTPOCTACIAG:

Fevikd pETPA TTPOCTACIAG KAl UYIEIVAG:

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

MpooTacia yia Ta xépia:

To uAiké Twv yavTiwy Ba TTPETTEl va gival pun SIatTrePATd Kal avOeKTIKO £€vavTl TOU TTPOiGvTOG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.

ASyw PN TTpaypaToTroinong dokIgwy dev PTTopeil va TTpoTabei Kavéva UAIKO yavTiwy yida To TTpoidy /
TO TTOPACKEUAOUA / TO XNUIKO pEiypa.

EmAéETE TO UAIKO TOu yavTioU AapfBdavovtag ut' oyn 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
XOPOKTNPIOTIKA TTOIOTNTAG, TA OTToIa JIAPEPOUV AVAAOYA UE TOV KATAOKEUAQDTH).

Xpovog Sigioduong Tou UAIKOU yavTiwVv

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

Ma tn diapkA ema@n gival KATAAANAA Ta YAVTIO TTOU £€XOUV KOTOOKEUOOTEI ammd 1O €§RG
UAIKO:

O akpIBAG XpOVvog 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 €§AG UAIKA:

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

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

TMHMA 9: ®uoikég Kal XNMIKES 1810TNTEG

9.1 Zroixeia yia TIg BaCIKEG PUOIKEG KOl XNHIKEG 1I810TNTEG
Fevikég TAnpoopieg

®duoiki KaTtdoTaon pEUCTO

Xpwpa: ayxpwpo

Ooun: MN aiednTA
Op1o oopAg: Mn kaBopiouévo.
Znpeio TAgewg/onpeio TrASEWG: 0°C

(ouvéxeia atn oghida 4)
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Ovopacia Tou TTpoidvTog oto eutrdpio: RIDA®GENE Dientamoeba fragilis No Template Control

Apx1k6 onpeio {(oewg Kal TrEPIOXN {E0Ewg:

Ava@Ae§iuéTnTa (0TEPED, 0éPIO):

AvwTaTo Kol KATWTATO 6pI0 EKPNEINOTNTAG
KOTWTEPA:

AvVWTEPA:

Znpeio avapAedng:

O¢epuoKpaoia auToava@Aegng:
OgpuoKpaoia atroouvleong:

TiyA pH:

1Ewdeg:

KivnuaTtiké 1§wdeg

duvapikn o€ 20 °C:

AilaAutéTnTaA

VvEPO:

ZUVTEAEOTAG KATAVOMURG: N-OKTAVOAN/vVEPO:
Micon arpwyv o€ 20 °C:

MukvoTnTa KN/} OXETIKA TTUKVOTNTA
MukvérnTta o€ 20 °C:

ZXETIKN TTUKVOTNTA

MukvéTnTa ATHWV

9.2 AAAeg TTANnpoOPOpiEg

Ouyn: ]
Mopen:

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

TNV ao@dAscia.

EkpnKTIKEG 1816TNTEG:
VveEPO:

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

NMAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU

Kivduvou

EkpnkTikd

Eu@AekTa aépia

AgpoAilpara

Oge1dwTIKG aépia

Aépia utré Trigon

Eu@AekTa uypd

EU@AekTa oTeped

AuToavTIOPWOEG OUTIEG KAl PEIYHATA
Mupo@opikd uypd

Mupo@opikd oTeped
AutoBgppaIVOEVEG OUTIEG KOl pEiYHATA
Oucigg ka1 peiyparta rou eKAUOUV eUQAEKTA
aépIa o€ ETTAPN ME TO VEPO

O&e1dwTIKG UYpPa

(ouvéxeia atré Tn ogAida 3)

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KaBapo nNmapopoIag
kabBapoTtnTag)

Mn xpnoigoTroIfoipo

Mn kaBopiouévo.
Mn kaBopiouévo.
Mn xpnoigoTroifoipo
Mn kaBopiouévo.
Mn kaBopiouévo.

Mn kaBopiouévo.
0,952 mPas

AVOUEIYVUETAl TTANPWG

Mn kaBwpiopévo.

23 hPa (7732-18-5 udwp, amodTayueEVO,
OYWYIMOMETPIKWG KaBapo nNmapopoIag
kabBapoTtnTag)

1 g/lcm?
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.
100,0 %
0,0 %

Mn kaBopiouévo.

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

EKTTITTTEI
EKTTITTTEI

(ouvéxeia atn oghida 5)
GR



-

Irbiopharm” | *

2eAida: 5/9

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

Huepopnvia ektummwong: 31.03.2022 AvaBewpnon: 31.03.2022
Ap1Bu6g ékdoang 2.0 (avtikaBioTd Tnv ékdoan 1.0)

Ovopacia Tou TTpoidvTog oto eutrdpio: RIDA®GENE Dientamoeba fragilis No Template Control

(ouvéxeia atré Tn oeAida 4)

Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtrevaioOnToTrOoINMéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTIOPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuiKA oTalgpdTnTa

O¢epuikN amroouveon / 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 mpoidvTa amoouvBeong: Acv gival yvwoTd eTTiKivOUva TTPOIGVTa SIGCTTAONG.

| TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1 NMAnpo@opicg yia TI TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIKOTNTA Bdoel Twv dlaBéoipwv dedopévwy, Ta KPITHPIa Tagivopunaong dev TTAnpouvTal.
AidBpwon kal epeBIou6G TOU HéPpUATOG

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

ZoBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon fj euaioOnToTTroinon Tou SEPUATOG

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

Bdaoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTal.

Kapkivoyéveon Bdaoel Twv diaBéoipwyv dedouévwy, Ta KpITrpIa Tagivounaong dev TAnpouvTal.
To&IkéTNTA VIO TV AVATTOPAYWYH)

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

E181kA yia ka0e 6pyavo TogIkoTnTa pE dtrag ekBeon

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

E181kA yia ka0e 6pyavo TogIKOTNTA PE ETTAVEIANUUEVN EKBEON

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUvTal.

Kivduvog avappé@nong

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

11.2 NMAnpo@opicg yia AAAoug TUTTOUG ETTIKIVOUVOTNTAG

15316TNTEG EVOOKPIVIKAG Siatapaxng
H oucia dev TTepiéxeTal

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1 TogIkéTNTA

Y3arikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.2 AvOeKTIKOTNTA KAl IKAVOTNTA A1TTOdOMNONG Acv diaTiBevtal AAAEG OXETIKES TTANPOPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.

12.4 KivnTikéTnTa 0TO £€daPOg Acv dlaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.
(ouvéxeia aTn oghida 6)
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(ouvéxeia atré Tn ogAida 5)
12.5 AmroteAéopata Tng agioAéynong ABT ka1 aAaB
ABT: Mn xpnoIJOTIOINTIWO
AAaB: Mn xpnoIPOTIOINCIKO
12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng
To TTpoidv dev TTEPIEXEI OUTIEG HE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 ANAEG APVNTIKEG ETTITITWOEIG
MepaiTépw olkoAoyikéG evoEielg:
Fevikég odnyieg: Mevika dev gival €MIKIVOUVO yia TO VEPO.

TMHMA 13: ZToixeia oXeTIKA PE TN S1d0eon

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

AKABOPTEG CUCKEUATIEG:
Xouotaon: H evamdBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG pEoOoV KaBapiopaTog: Nepd, evoexouEévwg TTPOCBETETE £va Wéoov KaBapiouoU.

TMHMA 14: NMAnpo@opieg 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 Tagn/-€1g KIvdUVoU KATA TN HETAPOPA
ADR, ADN, IMDG, IATA

KAdon EKTTITITEI
14.4 Opdda cuokevaoiog

ADR, IMDG, IATA EKTTITITEI
14.5 MNepi1BaAAovTiKoi Kivduvol:

OalAdooiog Putravrig: Oxi

14.6 E181kég TTpOo@UAAGEEIG yia TOV XpoTh Aev £xel e@apuoyn

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

Kwdika IBC Aev €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUPQWVA E TIG AVWTEPW TTPOdIAYPAPES OEV Eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

GR
(ouvéxela aTn oghida 7)
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TMHMA 15: ZToI1x€ia VOMOBETIKOU XapaKTApa

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

Odnyia 2012/18 / EE

Karovopagopeveg emikivduveg ouaieg - MAPAPTHMA | H oucia dev Trepiéxetal

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

H ouoia dev repiéxeTal

KANONIZMOZ (EE) 2019/1148

Mapaptnua | - MTIPOAPOMEZ OYZIEXZ EKPHKTIKQN YAQN YO MEPIOPIZMOYZ (AvwTaTn
TIMN OPIOU YyIa TOUG OKOTTOUG TNG XopNynong adsiag cUu@wva e To dpdpo 5 apdypagog 3)
H oucia dev TTepiéeTal

Napaptnua Il - AHAQTEEZ NMPOAPOMEZ OYZIEX EKPHKTIKQN YAQN

H oucia dev repiéxeTal

Kavoviouég (EK) api8. 273/2004 1repi Twv TTPOSPpONWYV OUCIWYV TWV VAPKWTIKWYV
H oucia dev TTepiéxeTal

Kavoviouéo (EK) api8. 111/2005 oxeTikd pe Tn B€0TTION KAVOVWY YiA TNV TTapakoAouBnon
TOU EUTTOPIOU TTIPOBPOUWYV OUCIWYV VOPKWTIKWV HETASU TG KolvoTnTag Kal TRITWV XWPWV
H ouoia dev repiéxeTal

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
evik@ Oev gival ETTIKIVOUVO yIa TO UBATIVO TTEPIBAAAOV.
15.2 ASiIoAdynon xnuikAg aoc@dAeiag: H afioAdynan xnNUIKAG ac@aAeiag Osv TTpayATOTTOINONKE.

TMHMA 16: AAAeg TTANpoOQOpiEg

AuTég o1 dnAwaelg BaciovTal aTo onUEPIVO €TTITTESO TWV YVWOEWV PAg, dev atToTEAOUV £yyunon yia
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnIoUpYia CUPBATIKWY UTTOXPEWOEWV.

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

MNa wAnpo@opieg 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

(ouvéxela otn oghida 8)
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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
Ap18u6g TTponyolpevng ékdoong: 1.0
ZUVTPAOEIG KAl APKTIKOAESQ:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ICAQO: International Civil Aviation Organisation
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

(ouvéxeia an oghida 9)
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IATA: International Air Transport Association

GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial 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 ouoaiag/peiyparog Kol eTaipeiag/
€mixeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagcia Tou Tpoidvtog oto gumopio: RIDA®GENE Dientamoeba fragilis Positive Control

Ap1Bp6g rpoidvrog: PGZ1745PC

1.2 Zuvageig TpoodiopIOPeEVES XPNOEIS TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOHEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

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

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

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

1.4 Ap1B6G TNAEQWVOU £TTEIyOUT OGS 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 MIKIVOUVOTNTAG

2.1 Ta§ivéopunon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cUu@wva ye Tov kavoviouoé (EK) api6. 1272/2008
To poidv dev Tagivoueital, CUPPWVaA PE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

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

MpocidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eMIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agioAéynong ABT kai aAaB

ABT: Mn xpnoIJOTIOINCIKO

AAaB: Mn xpnoIPoTTOINCIKO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiyparta

Mepiypaen:

Meiypa atroteAoUpevo atrd Ta akoAoUBwG ava@epOueva OToIXEID. UE aKivOUVES aVauEIEEIS.
Emikivduveg ouaieg TTEPIEXOMEVOU: EKTTITITEI

ZUPTTANPWHATIKEG UTTOBEISEIG:

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

TMHMA 4: Métpa TpwTwyV Bonbsiwv

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bonbeiwv
Fevikég odnyieg: Acv atrairouvTal €I0IKE PETPA.
HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG Aépag, o€ TTEPITITWAON EVOXANTEWY KOAEDTE yIaTpO.
(ouvéxeia aTn oghida 2)
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Ovopaocia Tou TTpoidvtog oto eutrdpio: RIDA®GENE Dientamoeba fragilis Positive Control

(ouvéxela atré Tn oghida 1)
HETA atrd eTTa@n YE TO dépHa: =eTTAUBEITE AUECWG PE VEPO KAl CATTOUVI Kl TTOAU KOAS EETTAUMA.
HETA aTrd ETTAPRA ME TA HATIA:
Na TTAUVETE Ta YATIa PJE avoIxXTa Ta BAEQAPA KATW atrd TPEXOUNEVO VEPS VIO APKETH WPA.
HETd atrd kKatdmoon: Edv diapkoUv ol eVOXANOEIG CUNBOUAEUTEITE yIATPO.
4.2 TnNUAVTIKOTEPA CUUTITWHATA Kal ETIOPACEIG, AUECES ] METAYEVEOTEPES
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.
4.3 'Evdeign orolaodAITOTE ATTAITOUMEVNG AMECN G IOTPIKAG @POVTidag Kal £18IKAG BepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUN O TNG TTUPKAYIAG

5.1 MupooBeoTIKA péoa

KatdAAnAa TTupooBeoTIKA péoa.

Ta péTpa KaTaoRECEWS TNG PWTIAG EvapuoviCovTal PE TA TTEPIKEIYEVA.
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 HETPA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowikég TTPOPUAASEIG, TTPOOTATEUTIKOG EEOTTAIONOG KAl S10SIKOCIEG EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKI) 0OG TIPOOTATEUTIKI EVOUMATIQ.

6.2 Nepi1BaAlovTikég TTpO@UAGSEIG:

ApalwveTal Ue TTOAU vePO.

Mnv 1o adeidleTe oTNV ATTOXETEUON KAl ETTIPAVEIEG UBATWYV. Aev TTPETTEI va dlElodUoEl OTA YAIVA
vePQ.

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

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

6.4 Mapatroutr) o€ dAAa TuRuATA

Aev atreAeuBepwoveTal kayia emikiduvn ouaia.

MAnpoopieg yia Tov Giyoupo XeEIPIouO BAETTE KEQAAQIO 7.

MANPo@opIeS yIa TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUO BpeiTe aTO KEPAAaIO 8.

MAnpoopieg yia Tnv evatroBETnan PAETTE kepaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

7.1 Npo@uAdgeig yia ac@aln xeipiopd Aev atraiteital va AGBeTe IdIaiTepa PETPA.
Odnyigg yia ToV TPOTTO TPOCTACIAG KATA TNG TTUPKAIAG Kal £KPNéNg:
Agv atraiteital Ayn €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
(ouvéxela otn oghida 3)
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Ovopaocia Tou TTpoidvtog oto eutrdpio: RIDA®GENE Dientamoeba fragilis Positive Control

(ouvéxela atré Tn ogAida 2)

7.3 E1d1kA TeAIKA XpAon N XpRoeig Acv cival dIaBEaipeg AAAEG OXETIKES TTANPOYOPIEG.

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

8.1 MapdpeTpol eAéyxou

ZUOTATIKA OTOIXEIO ME OPOBETIKEG TIMEG APOPOUTES TOV TOTTO £PYACTIAg KAl TTOU W@EIAouV va
€miTnPOUVTAl:

To mpoidv dev TTEPIEXEI ONUAVTIKEG TTOCGOTNTEG OUCIWY TTOU aPOPOUV ThV EpYadia Kal TTou Ta opia
auUTWYV Ba ETTPETTE va eAEyXOVTAI.

ZUPTTANPWHATIKEG UTTOBEISEIG:

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

8.2 'EAeyxol ékBeong

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

AToHIKOG £§O0TTAICOG TTPOCTACIAG:

Fevikd pETPA TTPOCTACIAG KAl UYIEIVAG:

Mpoooxn aTa UTTOAOITTA TTPOCTATEUTIKA PETPA 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 SIatTePATd Kal avOeKTIKO £vavTl TOU TTPoidvToG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.

ASyw N TTpaypaToTroinong dokIgwy dev PTTopei va TTpoTabei Kavéva UAIKO yavTiwy yida To TTpoidy /
TO TTOPACKEUAOUA / TO XNUIKO pEiypa.

EmAéETE TO UAIKO TOu yavTioU AapBdavovtag ut' Odyn 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 OTToia dia@épouv avaAoya YE TOV KATaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO TUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UAIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atrod TN XpRon.

Xpovog Sigioduong Tou UAIKOU yavTiwVv

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

Qg TPOooTACIa 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 ThPEiTal TTAVTOTE.

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

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 Zrolxeia yia TIg BaCIKEG PUOIKEG KOl XNHIKEG 1I810TNTEG
Fevikég TAnpoopieg

®duoiki KaTtdoTaon pEUCTO
Xpwpa: axpwyo
Ooun: XOPOKTNPIOTIKA

(ouvéxeia atn oghida 4)
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Ovopaocia Tou TTpoidvtog oto eutrdpio: RIDA®GENE Dientamoeba fragilis Positive Control

Op1o oopAg:
Znpeio TAgewg/onpeio TTASEWG:
Apx1k6 onpeio {(oewg Kal TrEPIOXN {€0EwG:

Ava@AegiuéTnTa (OTEPEDS, AéPIO):

AvwTaTo Kol KATWTATO 6pI0 EKPNEINOTNTAG
KOTWTEPA:

AVWTEPA:

Znpeio avagpAedng:

O¢epuoKpaoia auToava@Aegng:
OgpuoKpaoia atroouvleong:

TR pH o€ 20 °C:

1Ewdeg:

KivnuaTtiké 1§wdeg

duvapikn:

AlaAutéTnTaA

VvEPO:

ZUVTEAEOTAG KATAVOMURG: N-OKTAVOAN/vEPO:
Micon arpwyv o€ 20 °C:

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

ZXETIKA TTUKVOTNTA

MukvéTnTa ATHWV

9.2 AAAeg TTANnpoOPOpiEg

Ouyn: ]
Mopeon:

ZNMAVTIKEG TTANPOPOPIES YIO TNV TTPOCTACIA
TNG uye€iag kai Tou ePIfdAAovTog, aAAd Kal

TNV ao@dAcia.

EkpnKTIKEG 1816TNTEG:
MepiekTIKOTNTA O€ BIOAUTIKO:
VvEPO:

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

MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU

Kivduvou

EkpnkTikd
Eu@AekTa aépia
AgpoAipara
Oge1dwTIKG aépia
Aépia utré Trigon
Eu@AekTa uypd
EU@AekTa oTeped
AuToavTIOPWOEG OUTIEG KAl PEIYHATA
Mupo@opikd uypd
Mupo@opikd oTeped

(ouvéxeia atré Tn ogAida 3)

Mn kaBopiouévo.

0°C

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KaBapo nNmMapopoIag
kabapoTtnTag)

Mn xpnoigoTroInoipo

Mn kaBopiouévo.

Mn kaBopiouévo.

Mn xpnoigoTroInoipo

To TTpoidv deV AUTOAVOPAEYETA.
Mn kaBopiouévo.

Mn kaBopiouévo.
Mn kaBopiouévo.

AVOUEIYVUETAl TTANPWS

Mn kaBwpiopévo.

23 hPa (7732-18-5 udwp, amodTayuEVO,
OYWYIMOMETPIKWG KaBapo nNmapouoIag
kaBapoTtnTag)

0,997 g/cm?
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.

95,0 %
5,0 %

Mn kaBopiouévo.

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

(ouvéxeia atn oghida 5)
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AutoBeppaIVOEVEG OUTIEG KOl PEiYHATA EKTTITITEI
Oucigg ka1 peiypara rou eKAUOUV eUQAEKTA

aépIO0 O ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG UYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtreuaioOnToTroINMéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTISPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuiKAR oTalegpdTnTa

O¢epuikN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCTK] TOU YiVETAI KAVOVIKA.

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

10.5 Mn oupBartd uAikad: Aev diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikiviuva mpoidvTa amoouvleong: Acv gival yvwoTd eTiKivOUva TTPOIGVTA SIGCTTAONG.

| TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1 NMAnpo@opicg yia TI TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIkOTNTA Bdoel Twv dlaBéoipwv dedouévwy, Ta KPITHPIa Tagivounaong dev TAnpouvTal.
AidBpwon kal epeBIoHOG TOU déPUATOG

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

ZoBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon fj uaioOnToTTroinon Tou SEPUATOG

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

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

Kapkivoyéveon Bdaoel Twv diaBéoipwyv dedouévwy, Ta KPITrpIa Tagivounong dev TTAnpouvTal.
To&IkéTNTA YIO TRV AVATTOPAYWYH)

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

E181kA yia ka0e 6pyavo TogIkoTnTa pE dtrag ekBeon

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

E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUvTal.

Kivduvog avappé@nong

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

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
Y3darikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.
(ouvéxeia aTn oghida 6)
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12.2 AvOeKTIKOTNTA KAl IKAVOTNTA ATTOdOMNONG Acv diaTiBevtal AAAEG OXETIKES TTANPOYPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.
12.4 KivnTikéTnTa 01O £€daOg Acv diaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.
12.5 AmroteAéopata TnG afioAéynong ABT ka1 aAaB
ABT: Mn xpnoIJOTIOINCIKO
AAaB: Mn xpnoIPOTIOINCIKO
12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng
To TTpoidv dev TTEPIEXEI OUTIEG HE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 AAAEG apVNTIKEG ETTITITWOEIG
MepaiTépw olkoAoyikég eVOEigelg:
Ievikég odnyieg:
Emikivduvo yia To uddrivo TepiBaAAov - KAaon 1 (A pag ekTipnon): EAA@PWg ETTIKIVOUVO
Aev emiTpétmeTal va O1eiodUel oTa yhiva vepd, va adeldletal aTo uddTivo TepPIBAAAOV | oTNV
ATTOXETEUCTN UN APQIWUEVO 1 OXETIKA O€ PNEYANEG TTOOOTNTEG.

TMHMA 13: ZToixeia oOXeTIKA PE TN S1d0EoN

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

AKABOPTEG CUOKEUATIEG:
Xouotaon: H evamdBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG pEoOoV KaBapiopaTog: Nepd, evoexouEévwg TTPOTBETETE £va Wéoov KaBapiouoU.

TMHMA 14: NMAnpo@opieg 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 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 XpoTh Aev £xel e@apuoyn

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

Kwdika IBC Aev €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUHQWVA E TIG AVWTEPW TTPOdIAYPAPES OEV Eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

GR
(ouvéxeia aTn oghida 7)
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TMHMA 15: ZToI1x€ia VOMOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBeoia 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 oTolIxEia 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 ouoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTO

KANONIZMOZ (EE) 2019/1148

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

Napaptnua Il - AHAQTEEZ NMPOAPOMEZ OYZIEX EKPHKTIKQN YAQN

Kavéva atrd CuoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTA

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPpONWYV OUCIWYV TWV VAPKWTIKWYV
Kavéva atrd CUCTATIKA OToIXEia Oev TTEPIEXETAI OTN AioTO

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

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
WGK 1 (AiKA pag ekTipnon): EAa@pwg emikivouvo
15.2 ASioAdynon xnuikAg ac@daAeiag: H afioAdynan xnNUIKAG ac@aAsiag Osv TTpayATOTTOINONKE.

TMHMA 16: AAAeg TTAnpoOQOpPiEg

AuTég o1 dnAwaelg BaciovTal aTo onUEPIVO €TTITTESO TWV YVWOEWV PaAg, dev atToTEAOUV £yyunon yia
TIG 1ID16TNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV TN dnIoUPYia CUPBATIKWY UTTOXPEWOEWV.

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

(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: 5.0
ZUVTPAOEIG KAl APKTIKOAESQ:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ICAQO: International Civil Aviation Organisation
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)

(ouvéxela otn oghida 9)
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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
GR
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouoaiag/peiyparog Kol eTaipeiag/
€mixeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagia Tou Tpoidvtog oto gumopio: RIDA®GENE Dientamoeba fragilis Reaction Mix

Ap1Bp6g TpoidvTog: PGZ1745RM

1.2 Zuvageig TpoodiopIOPeEVES XPNOEIS TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOHEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

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

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

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

1.4 Ap1B6G TNAEQWVOU £TTEIyOUT OGS 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 MIKIVOUVOTNTAG

2.1 Ta§ivéopunon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cUu@wva ye Tov kavoviouoé (EK) api6. 1272/2008
To poidv dev Tagivoueital, CUPPWVaA PE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

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

MpocidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eMIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agioAéynong ABT kai aAaB

ABT: Mn xpnoIJOTIOINCIKO

AAaB: Mn xpnoIPoTTOINCIKO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiyparta

Mepiypaen:

Meiypa atroteAoUpevo atrd Ta akoAoUBwG ava@epOueva OToIXEID. UE aKivOUVES aVauEIEEIS.
Emikivduveg ouaieg TTEPIEXOMEVOU: EKTTITITEI

ZUPTTANPWHATIKEG UTTOBEISEIG:

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

TMHMA 4: Métpa TpwTwyV Bonbsiwv

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bonbeiwv
Fevikég odnyieg: Acv atrairouvTal €I0IKE PETPA.
HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG Aépag, o€ TTEPITITWAON EVOXANTEWY KOAEDTE yIaTpO.
(ouvéxeia aTn oghida 2)
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HETA atrd eTTa@n YE TO dépHa: =eTTAUBEITE AUECWG PE VEPO KAl CATTOUVI Kl TTOAU KOAS EETTAUMA.
HETA aTrd ETTAPRA ME TA HATIA:
Na TTAUVETE Ta YATIa PJE avoIxXTa Ta BAEQAPA KATW atrd TPEXOUNEVO VEPS VIO APKETH WPA.
HETd atrd kKatdmoon: Edv diapkoUv ol eVOXANOEIG CUNBOUAEUTEITE yIATPO.
4.2 TnNUAVTIKOTEPA CUUTITWHATA Kal ETIOPACEIG, AUECES ] METAYEVEOTEPES
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.
4.3 'Evdeign orolaodAITOTE ATTAITOUMEVNG AMECN G IOTPIKAG @POVTidag Kal £18IKAG BepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUN O TNG TTUPKAYIAG

5.1 MupooBeoTIKA péoa

KatdAAnAa TTupooBeoTIKA péoa.

Ta péTpa KaTaoRECEWS TNG PWTIAG EvapuoviCovTal PE TA TTEPIKEIYEVA.
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 HETPA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowikég TTPOPUAASEIG, TTPOOTATEUTIKOG EEOTTAIONOG KAl S10SIKOCIEG EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKI) 0OG TIPOOTATEUTIKI EVOUMATIQ.

6.2 Nepi1BaAlovTikég TTpO@UAGSEIG:

ApalwveTal Ue TTOAU vePO.

Mnv 1o adeidleTe oTNV ATTOXETEUON KAl ETTIPAVEIEG UBATWYV. Aev TTPETTEI va dlElodUoEl OTA YAIVA
vePQ.

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

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

6.4 Mapatroutr) o€ dAAa TuRuATA

Aev atreAeuBepwoveTal kayia emikiduvn ouaia.

MAnpoopieg yia Tov Giyoupo XeEIPIouO BAETTE KEQAAQIO 7.

MANPo@opIeS yIa TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUO BpeiTe aTO KEPAAaIO 8.

MAnpoopieg yia Tnv evatroBETnan PAETTE kepaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

7.1 Npo@uAdgeig yia ac@aln xeipiopd Aev atraiteital va AGBeTe IdIaiTepa PETPA.
Odnyigg yia ToV TPOTTO TPOCTACIAG KATA TNG TTUPKAIAG Kal £KPNéNg:
Agv atraiteital Ayn €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
(ouvéxela otn oghida 3)
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7.3 E1d1kA TeAIKA XpAon N XpRoeig Acv cival dIaBEaipeg AAAEG OXETIKES TTANPOYOPIEG.

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

8.1 MapdpeTpol eAéyxou

ZUOTATIKA OTOIXEIO ME OPOBETIKEG TIMEG APOPOUTES TOV TOTTO £PYACTIAg KAl TTOU W@EIAouV va
€miTnPOUVTAl:

To mpoidv dev TTEPIEXEI ONUAVTIKEG TTOCGOTNTEG OUCIWY TTOU aPOPOUV ThV EpYadia Kal TTou Ta opia
auUTWYV Ba ETTPETTE va eAEyXOVTAI.

ZUPTTANPWHATIKEG UTTOBEISEIG:

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

8.2 'EAeyxol ékBeong

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

AToHIKOG £§O0TTAICOG TTPOCTACIAG:

Fevikd pETPA TTPOCTACIAG KAl UYIEIVAG:

Mpoooxn aTa UTTOAOITTA TTPOCTATEUTIKA PETPA 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 SIatTePATd Kal avOeKTIKO £vavTl TOU TTPoidvToG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.

ASyw N TTpaypaToTroinong dokIgwy dev PTTopei va TTpoTabei Kavéva UAIKO yavTiwy yida To TTpoidy /
TO TTOPACKEUAOUA / TO XNUIKO pEiypa.

EmAéETE TO UAIKO TOu yavTioU AapBdavovtag ut' Odyn 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 OTToia dia@épouv avaAoya YE TOV KATaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO TUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UAIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atrod TN XpRon.

Xpovog Sigioduong Tou UAIKOU yavTiwVv

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

Qg TPOooTACIa 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 ThPEiTal TTAVTOTE.

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

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 Zrolxeia yia TIg BaCIKEG PUOIKEG KOl XNHIKEG 1I810TNTEG
Fevikég TAnpoopieg

®duoiki KaTtdoTaon pEUCTO
Xpwpa: axpwyo
Ooun: XOPOKTNPIOTIKA

(ouvéxeia atn oghida 4)
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Op1o oopAg:
Znpeio TAgewg/onpeio TTASEWG:
Apx1k6 onpeio {(oewg Kal TrEPIOXN {€0EwG:

Ava@AegiuéTnTa (OTEPEDS, AéPIO):

AvwTaTo Kol KATWTATO 6pI0 EKPNEINOTNTAG
KOTWTEPA:

AVWTEPA:

Znpeio avagpAedng:

O¢epuoKpaoia auToava@Aegng:
OgpuoKpaoia atroouvleong:

TR pH o€ 20 °C:

1Ewdeg:

KivnuaTtiké 1§wdeg

duvapikn:

AlaAutéTnTaA

VvEPO:

ZUVTEAEOTAG KATAVOMURG: N-OKTAVOAN/vEPO:
Micon arpwyv o€ 20 °C:

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

ZXETIKA TTUKVOTNTA

MukvéTnTa ATHWV

9.2 AAAeg TTANnpoOPOpiEg

Ouyn: ]
Mopeon:

ZNMAVTIKEG TTANPOPOPIES YIO TNV TTPOCTACIA
TNG uye€iag kai Tou ePIfdAAovTog, aAAd Kal

TNV ao@dAcia.

EkpnKTIKEG 1816TNTEG:
MepiekTIKOTNTA O€ BIOAUTIKO:
VvEPO:

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

MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU

Kivduvou

EkpnkTikd
Eu@AekTa aépia
AgpoAipara
Oge1dwTIKG aépia
Aépia utré Trigon
Eu@AekTa uypd
EU@AekTa oTeped
AuToavTIOPWOEG OUTIEG KAl PEIYHATA
Mupo@opikd uypd
Mupo@opikd oTeped

(ouvéxeia atré Tn ogAida 3)

Mn kaBopiouévo.

0°C

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KaBapo nNmMapopoIag
kabapoTtnTag)

Mn xpnoigoTroInoipo

Mn kaBopiouévo.

Mn kaBopiouévo.

Mn xpnoigoTroInoipo

To TTpoidv deV AUTOAVOPAEYETA.
Mn kaBopiouévo.

Mn kaBopiouévo.
Mn kaBopiouévo.

AVOUEIYVUETAl TTANPWS

Mn kaBwpiopévo.

23 hPa (7732-18-5 udwp, amodTayuEVO,
OYWYIMOMETPIKWG KaBapo nNmapouoIag
kaBapoTtnTag)

0,997 g/cm?
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.

95,0 %
5,0 %

Mn kaBopiouévo.

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

(ouvéxeia atn oghida 5)
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(ouvéxeia atré Tn oeAida 4)

AutoBeppaIVOEVEG OUTIEG KOl PEiYHATA EKTTITITEI
Oucigg ka1 peiypara rou eKAUOUV eUQAEKTA

aépIO0 O ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG UYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtreuaioOnToTroINMéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTISPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuiKAR oTalegpdTnTa

O¢epuikN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCTK] TOU YiVETAI KAVOVIKA.

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

10.5 Mn oupBartd uAikad: Aev diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikiviuva mpoidvTa amoouvleong: Acv gival yvwoTd eTiKivOUva TTPOIGVTA SIGCTTAONG.

| TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1 NMAnpo@opicg yia TI TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIkOTNTA Bdoel Twv dlaBéoipwv dedouévwy, Ta KPITHPIa Tagivounaong dev TAnpouvTal.
AidBpwon kal epeBIoHOG TOU déPUATOG

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

ZoBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon fj uaioOnToTTroinon Tou SEPUATOG

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

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

Kapkivoyéveon Bdaoel Twv diaBéoipwyv dedouévwy, Ta KPITrpIa Tagivounong dev TTAnpouvTal.
To&IkéTNTA YIO TRV AVATTOPAYWYH)

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

E181kA yia ka0e 6pyavo TogIkoTnTa pE dtrag ekBeon

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

E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUvTal.

Kivduvog avappé@nong

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

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
Y3darikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.
(ouvéxeia aTn oghida 6)
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12.2 AvOeKTIKOTNTA KAl IKAVOTNTA ATTOdOMNONG Acv diaTiBevtal AAAEG OXETIKES TTANPOYPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.
12.4 KivnTikéTnTa 01O £€daOg Acv diaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.
12.5 AmroteAéopata TnG afioAéynong ABT ka1 aAaB
ABT: Mn xpnoIJOTIOINCIKO
AAaB: Mn xpnoIPOTIOINCIKO
12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng
To TTpoidv dev TTEPIEXEI OUTIEG HE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 AAAEG apVNTIKEG ETTITITWOEIG
MepaiTépw olkoAoyikég eVOEigelg:
Ievikég odnyieg:
Emikivduvo yia To uddrivo TepiBaAAov - KAaon 1 (A pag ekTipnon): EAA@PWg ETTIKIVOUVO
Aev emiTpétmeTal va O1eiodUel oTa yhiva vepd, va adeldletal aTo uddTivo TepPIBAAAOV | oTNV
ATTOXETEUCTN UN APQIWUEVO 1 OXETIKA O€ PNEYANEG TTOOOTNTEG.

TMHMA 13: ZToixeia oOXeTIKA PE TN S1d0EoN

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

AKABOPTEG CUOKEUATIEG:
Xouotaon: H evamdBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG pEoOoV KaBapiopaTog: Nepd, evoexouEévwg TTPOTBETETE £va Wéoov KaBapiouoU.

TMHMA 14: NMAnpo@opieg 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 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 XpoTh Aev £xel e@apuoyn

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

Kwdika IBC Aev €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUHQWVA E TIG AVWTEPW TTPOdIAYPAPES OEV Eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

GR
(ouvéxeia aTn oghida 7)
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TMHMA 15: ZToI1x€ia VOMOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBeoia 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 oTolIxEia 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 ouoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTO

KANONIZMOZ (EE) 2019/1148

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

Napaptnua Il - AHAQTEEZ NMPOAPOMEZ OYZIEX EKPHKTIKQN YAQN

Kavéva atrd CuoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTA

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPpONWYV OUCIWYV TWV VAPKWTIKWYV
Kavéva atrd CUCTATIKA OToIXEia Oev TTEPIEXETAI OTN AioTO

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

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
WGK 1 (AiKA pag ekTipnon): EAa@pwg emikivouvo
15.2 ASioAdynon xnuikAg ac@daAeiag: H afioAdynan xnNUIKAG ac@aAsiag Osv TTpayATOTTOINONKE.

TMHMA 16: AAAeg TTAnpoOQOpPiEg

AuTég o1 dnAwaelg BaciovTal aTo onUEPIVO €TTITTESO TWV YVWOEWV PaAg, dev atToTEAOUV £yyunon yia
TIG 1ID16TNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV TN dnIoUPYia CUPBATIKWY UTTOXPEWOEWV.

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

(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: 5.0
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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(ouvéxela atré 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
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Ap1Bu6Gg €kdoang 6.0 (avtikaBioTd Tnv ékdoan 5.0)

TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouoaiag/peiyparog Kol eTaipeiag/
€mixeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagcia Tou Tpoidvtog oTo gutopio: RIDA®GENE Dientamoeba fragilis Tag-Polymerase

Ap18p6g TTpoidvrog: PGZ1745EM

1.2 Zuvageig TpoodiopIOPeEVES XPNOEIS TNG OUCIAG | TOU HEIYHATOG KOl OVTEVOEIKVUOHEVES
XPNoeig

Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

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

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

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

1.4 Ap1B6G TNAEQWVOU £TTEIyOUT OGS 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 MIKIVOUVOTNTAG

2.1 Ta§ivéopunon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cUu@wva ye Tov kavoviouoé (EK) api6. 1272/2008
To poidv dev Tagivoueital, CUPPWVaA PE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

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

MpocidoTtroinTikA A&gn exTTiTITEl

AnAwoeig eMIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agioAéynong ABT kai aAaB

ABT: Mn xpnoIJOTIOINCIKO

AAaB: Mn xpnoIPoTTOINCIKO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiyparta

Mepiypaen:
Meiypa atroteAoUpevo atrd Ta akoAoUBwG ava@epOueva OToIXEID. UE aKivOUVES aVauEIEEIS.

ETmikiviuveg oucieg repiexopévou:

CAS: 56-81-5 YAUKEPIVN 5-10%
EINECS: 200-289-5 oucia yia Tnv oTroia utrdpxel KOIVOTIKO Opio €KBeong OTO XWPO
epyaciag

ZUPTTANPWHATIKEG UTTODEISEIG:
MNa Tnv €€Aynon Twv avagepdpevwy uTtodEiEewv KIvOUvou Ba TTpETTel va avaTpéteTe aTo Ke@dAaio
16.

GR
(ouvéxeia aTn oghida 2)
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Ovopaoia Tou TTpoidvtog oto geutrdpio: RIDA®GENE Dientamoeba fragilis Tag-Polymerase

(ouvéxela atrod T ogAida 1)

TMHMA 4: Métpa TTpwTWYV BonBsiwv \

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bondsiwv

Fevikég odnyieg: Aev amrairouvTal €1I0IKA PETPA.

HETA a1rd €10TTVOR: ATTAPAITNTOG 0 KOBaPOG aéPag, OE TTEPITITWAN EVOXANCEWVY KOAEDTE yIaTpo.
META a1rd eTTa@N YE 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 KaTtdmoon: Edv diapkoUv ol evoxXARoeIg oupBouleuTeite yiaTpo.

4.2 InUAVTIKOTEPO CUUTITWHATA Kl ETTIOPACEIG, AUECES ] METAYEVEOTEPES

Agv d1aTiBevTal GANEG OXETIKEG TTANPOYPOPIEG.

4.3 ‘'Evdeign orolaodAIToTE ATTAITOUMEVNG AMEDTG IATPIKAG @POVTiIdag Kal £1I8IKAG OepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYPOPIEG.

TMHMA 5: MéTtpa yia TV KATATTOAéUNON TNG TTUPKAYIAG

5.1 NupooBeoTikd péca

KatdAAnAa TTupooBeoTikd péoa.

Ta YéTpa KATaORECEWS TNG PWTIAG EvapUOVICOVTal JE TA TTEPIKEIJEVA.
5.2 E181Kkoi Kivouvol TTou TTPOKUTITOUV aTrdé TNV oUucia | To JEiyua
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

5.3 ZuoTdoeIg YIo TOUG TTUPOCBECTEG

E181k6¢ TrpooTaTeuTIKOG £€0TTAIONOG: Acv atrautouvTal 1IDIQiTEPA YETPA.

TMHMA 6: MéTpa yia TNV QVTIMETWTTION TUXaiag EKAuong

6.1 MPpooWTTIKEG 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 kal UAIKG yia TTEPIOPICHO Kal KaBapIouO:

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

6.4 Mapatroutrn o€ GAAa TUAUATA

Aev atreAeuBepwveTal Kapia emmkiduvn ouaia.

MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KeE@AAaIO 7.

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

MAnpo@opieg yia Tnv evatmoBETnan PAETTE kepdaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobnkeuon

7.1 Mpo@uAdseig yia ac@ali xeipiopd Acv amaireital va AGBeTe 1Id1aiTepa PETPA.
0Odnyigg yia ToV TPOTTO TTPOOTACIAG KATA TG TTUPKAIAG Kal £KPNENG:
Aev atraiteital Ayn €1I8IKWY PJETPWV.

(ouvéxela an oghida 3)
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Ovopaoia Tou TTpoidvtog oto geutrdpio: RIDA®GENE Dientamoeba fragilis Tag-Polymerase

(ouvéxela atré Tn ogAida 2)

7.2 YuvBnkeg aoc@aloug @UAaing, cupmepIAaufavopévwy TuX6v acuuBifacTwy
KOTOOTACEWV

Evatrofninkeuon:

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

Ytrobdeigeig ouvatrofikeuong: dev atraiTeiTal

MepaiTépw dSNAWOEIG Yo TOUG 6pOoUG evaTroBiKeuoNng: Kayia

7.3 E1d1kA TeAIKA XpAon N XpRoeig Acv cival dIaBEaipeg AAAEG OXETIKES TTANPOYOPIEG.

TMHMA 8: 'EAeyX0g TnG £€KOEONG/ATOMIKA TTPOCTACIX

8.1 MapdpeTpol eAéyxou

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

56-81-5 yAukepivn

TWA MeyaAUTtepo xpoviko 6pio: 10 mg/m?

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 £§OTTAICOG TTPOCTACIAG:

Fevikd péTPA TTPOCTACIAG KAl UYIEIVAG:

Mpoooxn aTa UTTOAOITTA TTPOCTATEUTIKA PETPA OGOV APOPA TO XEIPIOHO XNUIKWYV TTPOIOVTWV.
MpooTacia yia TNV avamvoR: Aev ival amapaitnto

MpooTacia yia Ta xépia:

To uAiké Twv yavTiwy Ba TTPETTEl va gival Pun SIaTTePATd Kal avOeKTIKO €vavTl TOU TTPOidvToG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.

ASyw PN TTpaypaTotroinong dokIwy dev PTTopeil va TTpoTabei Kavéva UAIKO yavTiwy yida To TTPoidv /
TO TTOPACKEUAOUA / TO XNUIKO pEiypa.

EmAégTE TO UAIKO TOu yavTioU AapfBdavovtag ut' oyn 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 TTO10TNTAG, T OTToia dia@épouv avaAoya PE TOV KATaokKeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPA 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 ThPEiTal TTAVTOTE.

MNa tn di1apkA ema@n gival KATAAANAa Ta yAVTIO TTOU £€XOUV KATOOKEUOOTEI amrd 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.
(ouvéxela otn oghida 4)
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MpooTtacia yia Ta pdTia: INa TIG JETAYYIOEIG CUVIOTATAI VA BACETE TTPOCTATEUTIKA YUOAIQ.

TMHMA 9: ®uoikég Kal XNMIKES 1810TNTEG

9.1 ZTolxeia yia TIG BACIKESG QUOIKEG KOl XNHIKES 1I810TNTEG

Fevikég TANnpo@opieg

®duoik kaTtdoTaon

Xpwpa:

Ooun:

Op1o oopAgG:

Znpeio TAgewg/onpueio TTASewg:

ApXIK6 onpeio {foewg Kal TTEPIOXN {E0EwG:

Ava@AegiuodTnTa (OTEPED, QéPIOD):

AvWTaTO KOI KATWTATO OPI0 EKPNEINOTNTAG
KATWTEPA:

avwTEPQ:

Znpueio avagAedng:

OepHoKpATia auToavAPAESnG:
OepuoKpaCTia aTroouvleong:

TR pH o€ 20 °C:

I§wdeg:

KivnuaTiko 1§wdeg

duvapikn:

AlaAutoTnTA

vePO:

ZUVTEAEOTAG KATAVOMNG: N-OKTAVOAN/vVEPO:
Mieon arpwy o€ 20 °C:

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

ZXETIKA TTUKVOTNTA

MukvoTnTa ATHWV

9.2 AAAeg TTAnpo@opieg

Owyn: ]
Mopen:

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

TNV ao@dAcia.

Oepuokpacia ava@AEgewg:
EKPNKTIKEG 1810TNTEG:
MepiekTIKOTNTA O€ BIAAUTIKO:
opyavikéG SIAAUTIKEG OUTIEG:
vePO:

MooooTd o€ OTEPES CWHA:
MeTaBoAn TnG UANG.
TaxotnTta e§dTpiong:

PEUCTO

dxpwuo

XOPOAKTNPIOTIKN

Mn kaBopicuévo.

0°C

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KAaBapo NMAPOUOIOG
KaBapoTtnTag)

Mn xpnoipoTroInoipo

Mn kaBopicuévo.

Mn kaBopicuévo.

160 °C

To poidv dev auToava@AEyeTal.
Mn kaBopicuévo.

Mn kaBopicuévo.
Mn kaBopicuévo.

avapelyvueTal TTARPwWG

Mn kaBwpiouévo.

23 hPa (7732-18-5 udwp, amodTayueVvo,
OYWYIMOMETPIKWG KABapo NTMAPOUOIOG
KaBapoTtnTag)

1,0157 g/cm?
Mn kaBopicuévo.
Mn kaBopicuévo.

PEUCTO

400 °C (56-81-5 yAukepivn)
Aev upioTaTal Kivduvog eKPrEEWS TOU TTPOIOVTOG.

71 %
91,9 %
1,0 %

Mn kaBopicuévo.

(ouvéxela otn oglida 5)
GR



(}Q
rbiopharm® ( *

2eAida: 5/9

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

Huepopnvia ektummwong: 31.03.2022 AvaBewpnon: 31.03.2022
Ap1Bu6Gg €kdoang 6.0 (avtikaBioTd Tnv ékdoan 5.0)
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MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU

Kivduvou

EkpnkTikd EKTTITITEI
Eu@AekTa aépia EKTTITITEI
AgpoAipara EKTTITTTEI
Oge1dwTIKG aépla EKTTITITE
Aépia utré Tricon EKTTITTTEI
EU@AekTa uypd EKTTITTTEI
EU@AekTa oTeped EKTTITTTEI
AuToavTIOPWOEG OUTIEG KAl YEIYyPATA EKTTITITEI
Mupo@opikd uypd EKTTITTTEI
Mupo@opikd oTeped EKTTITITEI
AutoBeppaIvVOEVEG 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
AtreuaioOnToTroINpéVa EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA 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 XPNOIUOTIOINGCTK] TOU YiVETAI KAVOVIKA.

10.3 MBavoéTnTa EMIKIVOUVWY avTISpdoewv Aev gival yvwaoTh Kayia 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.

TMHMA 11: To§ikoAoyIkéG TTAnPOPOPIES

11.1 NMAnpo@opicg yia TIg TOSIKOAOYIKEG ETTITITWOEIG
O¢cia ToIKOTNTA Bdoel Twv dlaBéoipwv dedopévwy, Ta KPITHAPIa Tagivopunaong dev TTAnpouvTal.

InMAvTIKEG TIPEG KaTdTagng-LD/LC50
56-81-5 yAukepivn
A6 10 oTépa LD50  12.600 mg/kg (rat)

AidBpwon kal epeBIoHOG TOU déPUATOG

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIA Tagivounang 0gv TTANPOUVTAl.
2oBapn BAABN/epeBIONOG TWV PATIWV

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUVTAl.
AvatrveuoTiK euaioBnToTroinon | euaioOnToTTroinon Tou SEPUATOG
Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUVTAl.
MeTaAAadloyéveon YEVVNTIKWY KUTTAPWYV

Bdoel Twv d1aBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUVTAl.

Kapkivoyéveon Bdaoel Twv diaBéoipwyv dedouévwy, Ta KPITrpIa Tagivounaong dev TAnpouvTal.
(ouvéxeia aTn oghida 6)
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To&IkéTNTA YIO TRV AVATTOPAYWY)
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounaong 0gv TTANPoUVTAl.
E181kA yia ka0e 6pyavo TogIkoTnTa pE d1rag ekBeon
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPOoUVTAl.
E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivounang 0gv TTANPOUVTAl.
Kivduvog avappégnong
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUVTAl.
11.2 NMAnpo@opicg yia AAAoug TUTTOUG ETTIKIVOUVOTNTAG

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

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1 TogIkéTNTA

Y3artikA ToS§IkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.

12.2 AvOeKTIKOTNTA KAl IKAVOTNTA A1TTOdOMNONG Acv diaTiBevtal AAAEG OXETIKEG TTANPOYPOPIEG.
12.3 Auvarétnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.

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

12.5 AmroteAéopata TnG agioAéynong ABT ka1 aAaB

ABT: Mn xpnoIJOTTOINTIKO

AAaB: Mn xpnoIPoTIOINCIKO

12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng

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

12.7 ANAEG APVNTIKEG ETTITITWOEIG

MepaiTépw olkoAoyIKEG eVOEILEIG:

Ievikég odnyieg:

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

Aev emiTpétmeTal va OleiodUel oTa yhiva vepd, va adeldletal aTo uddTivo TepPIBAAAOV | OTNV
ATTOXETEUCT UN APCIWUEVO ] OXETIKA O€ NEYANEG TTOOOTNTEG.

TMHMA 13: ZToixeia oXETIKA PE TN S1d0eon

13.1 M£€00odoi diaxeipiong amroBARTWY
Xouortaon: H evamdBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.

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

TMHMA 14: NMAnpo@opieg OXETIKA ME TN METAPOPT

14.1 Ap1Bu6g OHE

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

(ouvéxela aTn oghida 7)
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Ovopaoia Tou TTpoidvtog oto geutrdpio: RIDA®GENE Dientamoeba fragilis Tag-Polymerase
(ouvéxeia atré Tn oeAida 6)

14.3 Tagn/-€1g KIvdUvVouU 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 Aev €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUMQWVA E TIG AVWTEPW TTPOdIAYPAPES OEV Eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

TMHMA 15: ZToI1X€ia VOMOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopuoBsoia oXeTIKG ME TNV ao@AAEIa, TNV uyeia Kal To TTEPIBAAAOV yia ThV
ougia 1 To peiyua

Obdnyia 2012/18 / EE
Katovopaldopeveg emikiviuveg oucieg - MAPAPTHMA |
Kavéva atrd ouoTaTIKA 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

Mapaptnua | - MTIPOAPOMEZ OYZIEXZ EKPHKTIKQN YAQN YO MEPIOPIZMOYZ (AvwTaTn
TIMN OPIOU YyIa TOUG OKOTTOUG TNG XOopNynong adsiag cUu@wva e To dpdpo 5 rapdypagog 3)
Kavéva aTrd CUOTATIKG OTOIXEia Oev TTEPIEXETAI OTN AioTO

Napaptnua Il - AHAQTEEZ MPOAPOMEZ OYZIEXZ EKPHKTIKQN YAQN

Kavéva atrd CuoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTO

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

Kavéva atrd CUOTATIKA OTOIXEia Oev TTEPIEXETAI OTN AioTO

Kavoviouéo (EK) api8. 111/2005 oxeTikd pe Tn B€0TTION KAVOVWY Yyid TNV TTapakKoAouBnon
TOU EUTTOPIOU TTIPOBPOUWYV OUCIWYV VOPKWTIKWV HETAEU TG KolvoTnTag KAl TRITWV XWPWV
Kavéva atrd CuoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTa

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
WGK 1 (AIKA pag ekTipnon): EAa@pwg emikivouvo
15.2 ASiIoAéynon xnuikAg ac@dAeiag: H afioAdynan xnUIKAG ac@aAsiag Ogv TTpayATOTTOINONKE.
GR
(ouvéxeia atn oghida 8)
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Ovopaoia Tou TTpoidvtog oto geutrdpio: RIDA®GENE Dientamoeba fragilis Tag-Polymerase

(ouvéxela atrod T ogAida 7)

TMHMA 16: AAAeg TTAnpoOQOpiEg

AuTég o1 dnAwaelg BacifovTal aTo onuEPIVO ETTITTESO TWV YVWOEWV PaAg, dev atToTEAOUV g£yyunon yia
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV TN 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 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

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

(ouvéxela otn oghida 9)
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(ouvéxela atré Tn oeAida 8)
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: 5.0
ZUVTPAOEIG KAl APKTIKOAESQ:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ICAQ: International Civil Aviation Organisation
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
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TMHMA 1: AvayvwpioTIKOG KwWdIKOG ouoaiag/peiyparog Kol eTaipeiag/
€mixeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog

Ovopagcia Tou Tpoidvtog oto gutropio: RIDA®GENE Dientamoeba fragilis Internal Control
DNA

Ap1Bp6¢ Tpoidvrog: PGZ1745I1C

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

Agv uttdpyouv AAAeG BI0BECIUEG OXETIKEG TTANPOYPOPIEG.

Xpnon Tou uAikoU / Tng ouvBeong In vitro

1.3 Z1o1Xcia TOU TTPOoPNBeUTH TOU deATiou Sedopévwv aoaleiag
Mapaywyodg/Tpoun0euTAG:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

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

1.4 Ap1Bu6Gg TNAEQWVOU £TTEIYyOUCOG 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 MIKIVOUVOTNTAG

2.1 Tagivéopunon Tng ouoiag 1} Tou peiyyaTog
Tagivopnon cup@wva ye Tov kavoviouoé (EK) api6. 1272/2008
To 1poidv dev Tagivoueital, CUPQWVA JE Tov Kavoviouo CLP.

2.2 Yroixeia emofuavong

Emofuavon cUp@wva e Tov kavovioué (EK) api10. 1272/2008 exrritrrel
Eikovoypdpupara KivBUVOU eKTTITITEI

MpogidoTtroinTikA Aégn exTTiTITEl

AnAwoeig eTIKIVOUVOTNTAG EKTTITITEI

2.3 AAMoi kivduvol

AtmroteAéopara TnG agioAéynong ABT kai aAaB

ABT: Mn xpnoIJOTTOINTIKO

AAaB: Mn xpnoIPOTIOINCINO

TMHMA 3: Z0v0eon/TTANPO@OpPIES YIa T CUCTATIKA

3.2 XnMIKOG XapakTnpIiopog: Meiyparta

Mepiypaen:

Meiypa atroteAoUpevo atrd Ta akoAoUBwG ava@epOueva OToIXEID. JE aKivOUVES aVauEIEEIS.
Emikivduveg ouaieg TTEPIEXOMEVOU: EKTTITITEI

ZUPTTANPWHATIKEG UTTODEISEIG:

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

TMHMA 4: Métpa TpwTwyV Bonbsiwv

4.1 Meprypa@n TWV HETPWV TTPWTWYV Bondeiwv
Fevikég odnyieg: Acv atrairouvTal €I0IKE PETPA.

(ouvéxeia aTn oghida 2)
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Ovopacia Tou TTpoiévTog oto gutrdpio: RIDA®GENE Dientamoeba fragilis Internal Control DNA

(ouvéxela atré Tn oghida 1)
HETA atrd g10TTVON: ATTOPaiTNTOG 0 KABAPOG aépag, o€ TTEPITITWAON EVOXANTEWY KOAEDTE yIaTpo.
HETA aT1rd eTTa@n HE TO dépHa: =€TTAUBEITE AUECWG PE VEPO KAl CATTOUVI KAl TTOAU KOAS EETTAUMA.
HETA aTrd ETTAPRA ME TA HATIA:
Na TTAUVETE Ta YATIa PE avoIXTA Ta BAEQAPA KATW aTTd TPEXOUPEVO VEPS VIO APKETH WPA.
HETd atrd kKatdmoon: Edv diapkoUv ol eVOXANOEIG CUNBOUAEUTEITE yIATPO.
4.2 TnNUAVTIKOTEPA CUUTITWHATA Kl ETIOPACEIG, AUECES ] METAYEVEOTEPES
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.
4.3 'Evdeign orolaodAITOTE ATTAITOUMEVNG AMECN G IOTPIKAG @POVTidag Kal £18IKAG BepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUN O TNG TTUPKAYIAG

5.1 MupooBeoTIKA péoa

KatdAAnAa TTupooBeoTIKA péCa.

Ta péTpa KaTaoRECEWS TNG PWTIAG EvapuoviCovTal PE T TTEPIKEIYEVA.
5.2 E131koi Kivduvol TTou TTpOoKUTITOUV aTTé TNV ousia A TO JEiypa
Agv d1aTiBevtal AANEG OXETIKEG TTANPOPOPIEG.

5.3 ZuoTAOoEIG YIO TOUG TTUPOORECTEG

Ei131k6G TTpooTATEUTIKOG £§OTTAICNOG: Aev atraitouvTal IdIaITEPA HETPA.

TMHMA 6: MéTpa yia TNV aVTIHETWTTION TUXaiag ékKAuong

6.1 NMpoowTikég TTPOPUAASEIG, TTPOOTATEUTIKOG EEOTTAIONOG KAl S10SIKACIEG EKTAKTNG
avdaykng

dopéoTe TNV ATOUIKN) 0OG TIPOOTATEUTIKI) EVOUMATIQ.

6.2 Nepi1BaAAovTikég TTpO@UAGSEIG:

ApalwveTal U TTOAU veEPO.

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

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

ZUAAEyETal HE OUVOETIKA UAIKG UYypwV. (AUMO, evaTTOBETEIG TTUPOAIBOU, GUVOETIKA 0EEwV, GUVOETIKA
YEVIKWG, TTPIOVOTKOVN).

6.4 Mapatroutr) o€ dAAa TuRuATA

Aev atreAeuBepwoveTal kayia emikiduvn ouaia.

MAnpoopieg yia Tov Giyoupo XeEIPIoUO BAETTE KEQAAQIO 7.

MANPo@opIeS yIa TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUO BpeiTe aTO KEPAAaIO 8.

MAnpoopieg yia Tnv evatmoBETnan PAETTE kepaAaio 13.

TMHMA 7: Xeipiop6g Kal atrobrkeuon

7.1 Npo@uAdgeig yia ac@aAn xeipiopd Aev atraiteital va AGBeTe IdIaiTepa PETPA.
Odnyigg yia ToV TPOTTO TPOCTACIAG KATA TNG TTUPKAIAG Kal EKPNéNg:
Agv amraiteital AEn €18IKWV PETPWV.

7.2 TuvBnkeg aoc@aAAoUg QUAAENG, cupuTTEPIAQUBAVONEVWY TUXOV acuuBifacTwy
KATAOTAOEWV
Evatmrofikeuon:
ASiwoegig we Tpog Ta TEPIBARPATA Kal TIG atroBnkeg: Kauia 1dIkA agiwon.
Ymodeieig cuvamobnkeuong: dev ataiTeiTal
MNepaiTépw dNAWOEIG yIa TOUG OpoUg evatTofRKEUONG: Kapia
(ouvéxela otn oghida 3)
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Huepopnvia ektummwong: 31.03.2022 AvaBewpnon: 31.03.2022
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Ovopacia Tou TTpoiévTog oto gutrdpio: RIDA®GENE Dientamoeba fragilis Internal Control DNA

(ouvéxela atré Tn ogAida 2)

7.3 E1d1kA TeAIKA XpAon N XpRoeig Acv cival dIaBEaipeg AAAEG OXETIKES TTANPOYOPIEG.

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

8.1 MapdpeTpol eAéyxou

ZUOTATIKA OTOIXEIO ME OPOBETIKEG TIMEG APOPOUTES TOV TOTTO £PYACTIAg KAl TTOU W@EIAouV va
€miTnPOUVTAl:

To mpoidv dev TTEPIEXEI ONUAVTIKEG TTOCGOTNTEG OUCIWY TTOU aPOPOUV ThV EpYadia Kal TTou Ta opia
auUTWYV Ba ETTPETTE va eAEyXOVTAI.

ZUPTTANPWHATIKEG UTTOBEISEIG:

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

8.2 'EAeyxol ékBeong

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

AToHIKOG £§O0TTAICOG TTPOCTACIAG:

Fevikd pETPA TTPOCTACIAG KAl UYIEIVAG:

Mpoooxn aTa UTTOAOITTA TTPOCTATEUTIKA PETPA 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 SIatTePATd Kal avOeKTIKO £vavTl TOU TTPoidvToG / Tou
UAIKOU / TOU TTOPAOKEUAOUOTOG.

ASyw N TTpaypaToTroinong dokIgwy dev PTTopei va TTpoTabei Kavéva UAIKO yavTiwy yida To TTpoidy /
TO TTOPACKEUAOUA / TO XNUIKO pEiypa.

EmAéETE TO UAIKO TOu yavTioU AapBdavovtag ut' Odyn 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 OTToia dia@épouv avaAoya YE TOV KATaokeuaoTr. ETeidr 1o Tpoidv
eival oTnv oucia éva TTapaoKeUOAOUA TTOU OTTOTEAEITAI ATTO TTEPICCOTEPO TUOTATIKA OEV UTTOPEI va
eCakpIBwOei N avBekTIKATATA TOU UAIKOU KATAOKEUNG TWV YaVTIWV Kal Ba TTpETTEl va eAeyXBouv TTpIv
atrod TN XpRon.

Xpovog Sigioduong Tou UAIKOU yavTiwVv

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

Qg TPOooTACIa 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 ThPEiTal TTAVTOTE.

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

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 Zrolxeia yia TIg BaCIKEG PUOIKEG KOl XNHIKEG 1I810TNTEG
Fevikég TAnpoopieg

®duoiki KaTtdoTaon pEUCTO
Xpwpa: axpwyo
Ooun: XOPOKTNPIOTIKA

(ouvéxeia atn oghida 4)
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Ap1Bu6g €kdoang 7.0 (avtikaBioTd Tnv ékdoan 6.0)

Ovopacia Tou TTpoiévTog oto gutrdpio: RIDA®GENE Dientamoeba fragilis Internal Control DNA

Op1o oopAg:
Znpeio TAgewg/onpeio TTASEWG:
Apx1k6 onpeio {(oewg Kal TrEPIOXN {€0EwG:

Ava@AegiuéTnTa (OTEPEDS, AéPIO):

AvwTaTo Kol KATWTATO 6pI0 EKPNEINOTNTAG
KOTWTEPA:

AVWTEPA:

Znpeio avagpAedng:

O¢epuoKpaoia auToava@Aegng:
OgpuoKpaoia atroouvleong:

TR pH o€ 20 °C:

1Ewdeg:

KivnuaTtiké 1§wdeg

duvapikn:

AlaAutéTnTaA

VvEPO:

ZUVTEAEOTAG KATAVOMURG: N-OKTAVOAN/vEPO:
Micon arpwyv o€ 20 °C:

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

ZXETIKA TTUKVOTNTA

MukvéTnTa ATHWV

9.2 AAAeg TTANnpoOPOpiEg

Ouyn: ]
Mopeon:

ZNMAVTIKEG TTANPOPOPIES YIO TNV TTPOCTACIA
TNG uye€iag kai Tou ePIfdAAovTog, aAAd Kal

TNV ao@dAcia.

EkpnKTIKEG 1816TNTEG:
MepiekTIKOTNTA O€ BIOAUTIKO:
VvEPO:

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

MAnpo@opicg OXETIKA pE TIG KAAOEIG PUGIKOU

Kivduvou

EkpnkTikd
Eu@AekTa aépia
AgpoAipara
Oge1dwTIKG aépia
Aépia utré Trigon
Eu@AekTa uypd
EU@AekTa oTeped
AuToavTIOPWOEG OUTIEG KAl PEIYHATA
Mupo@opikd uypd
Mupo@opikd oTeped

(ouvéxeia atré Tn ogAida 3)

Mn kaBopiouévo.

0°C

100 °C (7732-18-5 udwp, amodTAYUEVO,
OYWYIMOMETPIKWG KaBapo nNmMapopoIag
kabapoTtnTag)

Mn xpnoigoTroInoipo

Mn kaBopiouévo.

Mn kaBopiouévo.

Mn xpnoigoTroInoipo

To TTpoidv deV AUTOAVOPAEYETA.
Mn kaBopiouévo.

Mn kaBopiouévo.
Mn kaBopiouévo.

AVOUEIYVUETAl TTANPWS

Mn kaBwpiopévo.

23 hPa (7732-18-5 udwp, amodTayuEVO,
OYWYIMOMETPIKWG KaBapo nNmapouoIag
kaBapoTtnTag)

0,997 g/cm?
Mn kaBopiouévo.
Mn kaBopiouévo.

PEUCTO

Aev vgioTaTal Kivduvog eKpALEWS TOU TTPOIGVTOG.

95,0 %
5,0 %

Mn kaBopiouévo.

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

(ouvéxeia atn oghida 5)
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AutoBeppaIVOEVEG OUTIEG KOl PEiYHATA EKTTITITEI
Oucigg ka1 peiypara rou eKAUOUV eUQAEKTA

aépIO0 O ETTAPN HE TO VEPO EKTTITITEI
Oge1dwTIKG UYpPa EKTTITITEI
Oge1dwTIKG oTEPEG EKTTITITEI
Opyavikd utrepoéeidia EKTTITITEI
AlaBpwTikd peTAAAWV EKTTITITEI
AtreuaioOnToTroINMéVA EKPNKTIKA EKTTITITEI

TMHMA 10: Z1aBgpdTNTA KAI AVTISPACTIKOTNTA

10.1 ApaoTikoTnTa Acv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIEG.

10.2 XnuiKAR oTalegpdTnTa

O¢epuikN amroouvOeon / Opol TTou TTPETTEI VA ATTOPEUYOVTAI:

Agv aTTOOUVTIBETAI AV N XPNOIUOTTIOINGCTK] TOU YiVETAI KAVOVIKA.

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

10.5 Mn oupBartd uAikad: Aev diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

10.6 Emikiviuva mpoidvTa amoouvleong: Acv gival yvwoTd eTiKivOUva TTPOIGVTA SIGCTTAONG.

| TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1 NMAnpo@opicg yia TI TOSIKOAOYIKEG ETTITITWOEIG

O¢cia ToIkOTNTA Bdoel Twv dlaBéoipwv dedouévwy, Ta KPITHPIa Tagivounaong dev TAnpouvTal.
AidBpwon kal epeBIoHOG TOU déPUATOG

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

ZoBapn BAABN/epeBIONOG TWV PATIWV

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

AvatrveuoTiK euaioBnToTroinon fj uaioOnToTTroinon Tou SEPUATOG

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

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

Kapkivoyéveon Bdaoel Twv diaBéoipwyv dedouévwy, Ta KPITrpIa Tagivounong dev TTAnpouvTal.
To&IkéTNTA YIO TRV AVATTOPAYWYH)

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

E181kA yia ka0e 6pyavo TogIkoTnTa pE dtrag ekBeon

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

E181kA yia kd0e 6pyavo TogIKOTNTA JE ETTAVEIANPUEVN EKBEON

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounang 0gv TTANPoUvTal.

Kivduvog avappé@nong

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

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
Y3darikA ToSIkOTNTA: Acv diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.
(ouvéxeia aTn oghida 6)
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12.2 AvOeKTIKOTNTA KAl IKAVOTNTA ATTOdOMNONG Acv diaTiBevtal AAAEG OXETIKES TTANPOYPOPIEG.
12.3 AuvaréTtnta Blooucowpeuong Acv dIaTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.
12.4 KivnTikéTnTa 01O £€daOg Acv diaTiOevTal GAAEG OXETIKEG TTANPOPOPIEG.
12.5 AmroteAéopata TnG afioAéynong ABT ka1 aAaB
ABT: Mn xpnoIJOTIOINCIKO
AAaB: Mn xpnoIPOTIOINCIKO
12.6 1816TNTEG EVOOKPIVIKAG dlaTapaxng
To TTpoidv dev TTEPIEXEI OUTIEG HE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
12.7 AAAEG apVNTIKEG ETTITITWOEIG
MepaiTépw olkoAoyikég eVOEigelg:
Ievikég odnyieg:
Emikivduvo yia To uddrivo TepiBaAAov - KAaon 1 (A pag ekTipnon): EAA@PWg ETTIKIVOUVO
Aev emiTpétmeTal va O1eiodUel oTa yhiva vepd, va adeldletal aTo uddTivo TepPIBAAAOV | oTNV
ATTOXETEUCTN UN APQIWUEVO 1 OXETIKA O€ PNEYANEG TTOOOTNTEG.

TMHMA 13: ZToixeia oOXeTIKA PE TN S1d0EoN

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

AKABOPTEG CUOKEUATIEG:
Xouotaon: H evamdBeon mpétrel va yivetal cUP@wva e TIG ETTIONUES 0dnyieg.
ZuvioTATal WG pEoOoV KaBapiopaTog: Nepd, evoexouEévwg TTPOTBETETE £va Wéoov KaBapiouoU.

TMHMA 14: NMAnpo@opieg 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 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 XpoTh Aev £xel e@apuoyn

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

Kwdika IBC Aev €xel e@apuoyn

MeTagopd/mrepaitépw dnAwoeig: ZUHQWVA E TIG AVWTEPW TTPOdIAYPAPES OEV Eival
ETTIKIVOUVO.

UN "Model Regulation™: EKTTITITEI

GR
(ouvéxeia aTn oghida 7)
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TMHMA 15: ZToI1x€ia VOMOBETIKOU XapaKTApa

15.1 Kavoviopoi/vopoBeoia 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 oTolIxEia 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 ouoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTO

KANONIZMOZ (EE) 2019/1148

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

Napaptnua Il - AHAQTEEZ NMPOAPOMEZ OYZIEX EKPHKTIKQN YAQN

Kavéva atrd CuoTaTIKA oTolIxEia dev TTEPIEXETAI OTN AioTA

Kavoviouég (EK) api8. 273/2004 1repi Twv TPOSPpONWYV OUCIWYV TWV VAPKWTIKWYV
Kavéva atrd CUCTATIKA OToIXEia Oev TTEPIEXETAI OTN AioTO

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

E@vikég diatdseig

Emikiviuvo yia 1o uddrivo repifdAAov - KAdon:
WGK 1 (AiKA pag ekTipnon): EAa@pwg emikivouvo
15.2 ASioAdynon xnuikAg ac@daAeiag: H afioAdynan xnNUIKAG ac@aAsiag Osv TTpayATOTTOINONKE.

TMHMA 16: AAAeg TTAnpoOQOpPiEg

AuTég o1 dnAwaelg BaciovTal aTo onUEPIVO €TTITTESO TWV YVWOEWV PaAg, dev atToTEAOUV £yyunon yia
TIG 1ID16TNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV TN dnIoUPYia CUPBATIKWY UTTOXPEWOEWV.

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

(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
Ap1Bu6¢ TTponyolpevng ékdoong: 6.0
ZUVTPAOEIG KAl APKTIKOAESQ:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ICAQO: International Civil Aviation Organisation
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)

(ouvéxela otn oghida 9)
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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
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