AMPLIRUN® MYCOBACTERIUM TUBERCULOSIS DNA CONTROL

Aeltio Asdopévwy Aodaleiag

oUpdwva pe tov kavoviopd (EK) aptd. 1907/2006 (REACH) pe tnv tpornonoinof tou Kavoviouog (EE) 2020/878
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AMPLIRUN® CONTROL REAGENT niepiAappavel Stadopa peiypara, ta onoia éxouv aflohoynBet yia tagvounon cpdwva pe tov Kavoviouod (EK) aptb.
1272/2008 [CLP].

TMHMA 1: AvayvwploTikdg KwSLKOG ouoiag/peiypatog Kal eTatpeiag/enxeipnong

1.1. AVayvwpLOTIKOG KwSLKOG IPOiOVTOog

Mopdn mpoidvtog : Meiypa

Ovopa mpoidvtog : AMPLIRUN® MYCOBACTERIUM TUBERCULOSIS DNA CONTROL
EMmoptkr) ovopaoia : AMPLIRUN® CONTROL REAGENT

Kwdikdg mpoiovtog : MBC034

1.2. Suvadeig TPooSLopL{ONEVEG XPHOELS THG OUGLAG I} TOU MEIYHOTOG KO AVTEVEELKVUOHEVEG XPHOELG
1.2.1. IXETIKEG IPOPAENMOUEVEG XPHOELG

Xpnon tng ouoiag/Tou peiypatog : Alayvwotikn xprion /n Vitro.

1.2.2. Aev OUVLOTWVTOL XPFOELG OE

Meploplopol otn xprion : Aev umtdpyouv emumAéov mAnpodopieg.
1.3. Ztolxeia tou tpounBeutr) Tou SeAtiou Sedopévwv aohaleiog

VIRCELL, S.L.

Parque Tecnoldgico de la Salud, Avicena 8
18016 Granada - Spain
T +34 958-44 12 64 - F +34 958-51 07 12

customerservice@vircell.com

1.4. AplOpdG tnAedwvou eneiyouoag avaykng
Ap1Buoc tnhedwvou enelyouvoag avaykng : 112 (24 wpn g€uninpétnon) - mou ebapuodletal oTig xwpeS tng EE povo.

TMHMA 2: MpoodLopLlopdg emkivduvotntag

2.1. Ta§wopnon TG oUGiag ) ToU PEiypaTog

Katdraén cupdpwva pe tnv odnyia 1272/2008 EK [CLP]

Mn tavopnuévog.

AverBUUNTEG GUOLKOXNHUKEG ETLSPAOELS, KABWG Kal EMSPACELS 0TNV avOpwTLVN UYEia Kat oTo epLBaAAov
Agv umtdpxouv emuAéov TAnpodopieg.

2.2. stoeia emonpavong
Xapaktnplopdg cupdwva pe tov Kavoviouo (EE) Ap. 1272/2008 [CLP]

Agv amnaltteitatl opavon.

2.3. AAAol kivéuvol
AAAoL kivéuvol ou 8gv cupBAarouv otnv Talvounon : Ta avtibpaotripla pénet va Bewpolvtal SUVNTIKA LOAUCHOTIKG KL VO AVTLUETWTTI{ovTaL
avaloya.

TMHMA 3: 20vOeon/mAnpodopieg yLa Ta CUGTOTLKA

3.1. Ouoieg

Mn edappoOOLUOG.

3.2. Meiypata

To piypa 6ev meptéxet kapiao ovoia déla avadopdg cupdwva pe Ta KpLtripla tg napaypddou 3.2 Tou mapaptiuatog |l tou REACH.

TMHMA 4: Métpa npwtwv Bondsiwv

4.1. Nepypadn Twv HETPWV MPWTWV BonBelwv

FEVIKA HETPA TIPWTWV BonBelwv : MnV X0pnyNoETE MOTE OTIOATIOTE AT TO OTOMO OE ATOUO TOU EXEL XAOEL TLG OLOONOELG TOU.
SupBouleuBeite/EmiokedBeite ylatpd v atobavbeite adabeoia. Edv INTAHOETE LATPIKA
GUMPBOUAN, va éxeTe pall ooG TOV TEPLEKTN TOU TIPOIOVTOC ) TNV ETKETA.

Métpa mpwtwv BonBelwv HeTd and lonvon : Metadépete Tov nabovta otov kabapd aépa kat aproTe Tov va EEKOUPAOTEL O 0TAON TTOU
SLEUKOAUVEL TNV avarmvor. 2€ SLaTapaxEG avamnveuoTikol xopnyeiote ouyovo. e mepintwon
adlabeoiag, cupBouleuteite yLatpo.

Métpa mpwtwv BonBelwv Petd amnd ernadr e To : Je mepintwon enadng pe to Séppa: Bydhete apéowg ta LoAuopéva pouxa Kot AuBeite apéowg

Sépua ue adBovo vepd kat camouvt. Edv mapatnpnBei epeBLopnog Tou S€ppatog:
SupBouleuBeite/EnokedBeite yLatpo.

MéEtpa mpwTwv BonBelwv LeTA amnd enadr LE Ta HAaTLo : J€ MePUTTWON eNadnOo pE TO LATLO: ZEMAUVETE POOEKTIKA LLE VEPO YLA OPKETA AETTTA. EGQv
undpxouv pakol emadng, adaipéote Toug, epdoov eivat eUKoAO. ZuvexioTe va EEMAEVETE.
SupBouleuteite ylatpo edv epdaviotel adlabeaoia i epeBlopde.

MéEtpa mpwTwv BonBelwv Petd and Katdnoon : € MepIMTwon KAtAmoong: ZEMAUVETE TO 0TOMA e VEPO (Hdvo edooov to BUpa Statnpei Tig
aloBnoelg Tou). Sev MpokaAoU e EUETO. MNV XOPNYNOETE TOTE OTLOATIOTE QO TO OTOUA OE ATOUO
TloU €XEL XAOEL TIG aLoBroeLg Tou. ZUMBOUAEUTEITE YLATPO / LATPLKN UTINPETIA O TtepimTwaon
adlabeoiag.
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4.2. ZNUAVTIKOTEPO CUMITTWHOTA KO ETILEPACELG, AUECEG ) LETOYEVECTEPEG
SUUMTWUATA/ETUSPAOELG LETA amd emtadr) e TO SEppa : Mnopetl va poKaAEoEL HETPLO EPEOLOUO.
SUUMTWUATA/ETUSPAOELG LETA Tt eTtadr UE TO UATLOL : Mnopei va poKaAEoEeL PETPLO EPEBLONO.

4.3.’Ev8e1§n onolaoSAnoTe AnaltoUEVNG ARECHG LATPLIKAG PpovTidag kot L6k Ospaneiog
Agv uTtdpxouv emuTA£ov TANPodopieg.

TMHMA 5: M£tpa yLa TNV KOTAIOAEUNON TNG TTUPKAYLAG

5.1. MupooPeotikd péoa

KataMnAa péoa upooBeong : Nepo, So€eidio tou avBpaka (CO2), Enpr xNULKA okovn, adbpoc.

AkatdAnAo upooPeaTIkO PEco : Aev umtdpyouv ermAéov mAnpodopieg.

5.2. EL8Kkoi Kivéuvol tou mpoKUTTouV artd thv ouoia i To peiypa

Kivduvog mupkaylag : Aev umtdpyouv ermAéov mAnpodopieg.

Kivéuvog €kpnéng : Aev umtdpyouv erumAéov mAnpodopieg.

5.3. ZUOTAOELG yLa TOUG TUPOOPBECTEG

MpoAnmTika PETPA TUPOTIPOOTACLOG : EKKEVWOTE TO TPOCWTILKO O€ ONUELO TIPOOTATEUUEVO OO TOV KATIVO.

Mpootaocia katd tnv ntupdoBeon : ELSLKA aTopLKn pootacia : TARPNG OTOAR TIPOOTACILAC UE CUTOVOWUN GUOKEUH QVOTTVEUOTLKAG
npootaciag.

AMeg mAnpodopieg : DuAagTe EeXWPLOTA TO LOAUGHEVO TTUPOGPEDTLKO VEPO, SEV ETUTPEMETAL VA ELGEADEL OTA AVOLXTA

0data Ko 0TO AMOXETEVUTLKO.

TMHMA 6: Métpa yLa TRV OVTLUETWTTLON TuXaiog EKAucnG

6.1. Npoowrikég MPodUAGEELS, MPOOTATEVTIKOG EEOMALOUOG KOt SLaSLKOLGIEG EKTAKTNG QVAYKNG

6.1.1. M0 TPOOWTIILKO KN EKTAKTNG OVAYKNG

MéETpa €KTOKTNG AVAYKNG : MpogelSomoinon MPOCWILKOU EKTAKTNG QVAYKNG.

6.1.2. MNa dtopa nov npood£pouv NPWTeG BonOeLeg

E€omAlopdg mpootaoiag : Mopdrte KATAANAN POCTATEVTIKY EVSUUAGLA, YAVTLO KAL CUCKEUN TipooTtaciag
HaTLWV/TIPOoWTou. ATIodEVYETE VA AVATIVEETE
okovn/avabupidosic/aépla/otayovibia/atuolg/skvedwpata.

MéETpa €KTAKTNG AVAyYKNG : ATIOLOKPUVETE TO TIEPLTTO TIPOCWTTLKO. E§aodaliote cwoto e€oeplopd, KUpilwg og KAELOTOUG
XWPOUG.

6.2. NepiBarloviikég ntpodulagerg

Na artodevyetal n eAeuBépwon oto mepBAAov. Epnodiote tnv £l0060 GTOUG AMOXETEUTLKOUE OlyWwyoug Il oTto Snpuodacto Siktuo vepou.

6.3. M£0060L Kat UALKG YLOL TEPLOPLOHO Kot KOOAPLoHO

Ma tnv anoBrikevon : Ztapatriote tn Slappor), epocov dev uTAPXEL Kivouvoc,.

MéBodoL kabaplopol : AgplopdG Tou XWPOoU. Xprion TIPOCWTTLKAG IPOCTATEVTIKNG eviupaciog. MaléPte pe cuVEETIKO
HEOO yLa VEPO (AUMOC, SLATOWITNG, CUVOETIKO UECO yLa 0&EQ, YEVLKO CUVSETLKO LECO). MAUVETE pe
adBovo oanolvL kat vepd. MNa t §tdbeon Twv anofAftwy cupBouleuteite tnv apuddia apyn.

AM\eg Anpodopieg : Mnv adrvete to poidv va eloBAaMeL oto meptBarlov xwpig EAeyxo.

6.4. Napanount o€ GAAQ THHATA

Mo tn 61aBeon twv UTOAELUUATWY va avatpeete oto Keddhato 13: AldBeon ektinoeLS. MNa teploocdtepeg MANPodopieg avatpelte otny evotnta 8 : EAgyxog tng

€kBeonc/atoptkr mpootaoia.

TMHMA 7: XelpLopog kau anoBrkeuon

7.1. Npoduldgelg yia acdalr Xelplopo

MpoduAdtels yio achaln XELPLOUO : Antodevyete enadn He TO SEPUA KAL LE TA LATLAL.

MéEtpa UyLELVAG : Mnv TpWwTte, TVETE N KAMVIIETE, OTOV XPNOLLOTIOLETE QUTO TO TtPoidv. MAUVETE OXOAAOTIKA HETA TO
XELPLouo.

7.2. 2uvBiikeg aoparolg pUAagNG, cupnepAapBavopévmwy TUXOV AcUUBIBACTWY KATACTACEWY

TexviKa pétpa : SUMHOPDWOEITE e TOUG LOXUOVTEG KAVOVLOHOUG.

JuvBnkeg pUAagng : To oxeio va Slatnpeitat epunTIkA KAELOUEVO. ATtoBnKkeVETAL OE KAAQ 0EPL{OEVO XWPO.

Alotnpeital 5pooepo.
OepuoTNTA KOt TTNYEC avAdAeENS : Kpatrjote pokpld and opAoyeg, (eotég emdAveLEG 1) TiNYEG avadAeénc.
7.3. EL8kr) TeAKR Xprion A XPHROELG
ALoyVWOTLKA XpNon /77 Vitro. XpnoLOToLoTe To Ipoidv cUpudwva LE TNV 0pB pyaotnpLakn TPAKTLKN.

TMHMA 8: ‘EAcy)0G ThG £KBe0oNng/aTOMIKN TTpooTacia

8.1. Napdpetpol eEAéyxou
Agv umdpxouv emutAéov Anpodopieg.

8.2. EAeyxot £kBsong
KatdAAnAot pnxavikoi éAeyxot:

Tripnon enapkoug agpLopou.
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ATopKN pootacio:

Favtia. MpootateuTikAd YUaALd. MPooTATEUTIKOG POUXLOMOG.
MNpootaocia Twv XepLwv:

Dopdre katdAAnAa yavtia cUpdwva pe EN 374.

Npootacia opBaApwv:

MpootateuTikd YuaAld 1 yuohd aohaleiog.

Npootaocia tou 8éppartog:

XPNOLLOTIOLELOTE TIPOOTATEUTIKO POUXLOMO YLA XNHKA. MoSLA Xnptkou.
MNpootacia Twv AVanVeUOTIKWV 08WV:

A€V QALTELTAL YLOL KAVOVIKEG OCUVOKEG XPNONG.

Z0pBoAo(a) E§OMALOHOU ATOMIKNG TpooTACiag:

OploBétnon kat napakoAoOnon tng neptBarlovioloyikig EkBeong o Kivduvo:
Mnv to pixvete og umovopoug i emudavelakd vdarta.

AAAeg mAnpodopieg:

Mnv TpwTe, TVETE fj KAMVIETE KATA TN Xprion.

TMHMA 9: DuGLKEG Kat XNHKEG LELOTNTEG
9.1. Ztoweia yLa TG BaotkéG GUGLKEG KaL XNUKEG LOLOTNTEC

QDuotkn katdotacn : Sev €xeL kaBoploTel.
XPWuQ : Sev €xeL kaBoploTel.
Ooun : Sev €xeL kaBoploTel.
[OpLo oopwv : Sev €xeL kaBoplotel.
pH : Sev €xeL kaBoplotel.
TXETKA TaxUTNTA g€dTLONG (BouTuAEoTEépag = 1) : Sev €xeL kaBoplotel.

onuelo t&ng / mepLoxn téng
Snueio otepeomoinong
Inueio Bpaopol

Inueio avadAegng
Ogpuokpacia autavapAeéng
Ogpuokpacia Sidomaong
AvadAetn (oteped, aépLo)
Migon atpou

TXETLKI TIUKVOTNTA ATUWV oToug 20 °C
TXETIKA TUKVOTNTA
AloAutotnTa

Log Pow

IEWEEG, KVEUATIKOG

1EWdeg, Suvaukd

EKPNKTIKEG LBLOTNTEG
OEELBWTIKA XOPAKTNPLOTLKA
‘Optla kwdUvou ekprigewg
XapOKTNPLOTIKA CWHOTIS WY
9.2. AAAeg mAnpodopieg

: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoplotel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTei.
: Sev éxeL kaBoplotel.
: 8ev éxeL kaBoplotel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Sev €xeL kaBoploTel.
: Aev LoxUeL

9.2.1. NAnpodopieg GXETIKA HE TIG KAAOELG GUCLKOU KLVSUVOU

Agv umtdpxouv emuAéov TAnpodopieg.

9.2.2. AN\a XOpaKTNPLOTIKA aodaleiog

Agv umdpxouv emutAéov TAnpodopieg.

TMHMA 10: ZtaBgpdtnTa Kot avitdpactikotnta

10.1. AvtiSpaotikdtnta
Agv umdpxouv emutAéov TAnpodopieg.
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10.2. Xnpukn otaBepotnTa
3TaBepod UTO KAVOVIKEG OUVONKEG.
10.3. MBavdéThTa eMIKiVEUVWY avTLSpdcEwY

Agv oAU pepiZeTaL. YIIO KAVOVIKEG CUVONKEG XpRoNG, Kapia yvwotn emkivéuvn avtidpaon.

10.4. 2uvBrikeg tpog anopuynv

Agv untdpyouv emutAéov Anpodopiec.
10.5. Mn cupBatd UAKG

Agv umdpxouv emutAéov Anpodopieg.

10.6. Erukivéuva nipoiovta anocvOeong
Agv umtdpxouv emuTAéov TAnpodopieg.

TMHMA 11: To§ikoAoyikég tAnpodopieg

11.1. MAnpodopisg yiLa Tig TAEELg KvdUvou, OTtwe opilovtal otov Kavovioud (EK) aptd. 1272/2008

Ofeia tofikotnTa (amod otdpatoc)

Ofela tofikotnTa (Seppatikn)

Ofela tofikotnta (avarmvor))

ALGBpwon Kal EPEBLOUOC TOU SEPUATOG

JoBapn {nuia/epeBLopds Twy patiwv
EvatoBntomnoinon tou avanveuotikou f
EvaioBntomnoinon tou §€ppatog
MetoAaglyéveon BAAOTIKWY KUTTAPWY
Kapklvoyéveon

TofkdTnTa yla TNV avanapoywyn

Eldkn tofikdTnTa ota dpyava-otoxous (STOT) —
edanaf £kbeon

ELd1kr) TofikotnTa ot Opyava-ctoxoug (STOT) —
enavel\nuuévn €kBeon

To&kdtnTa avappodnong

11.2. NAnpodopieg yia AAAOUG TUTTOUG EMLKLVEUVOTNTOG
11.2.1. 1610TNTEG EVEOKPLVIKIG Statapaxnig

APVNTIKEG ETUTTWOELG 0TNV UYEia TTou mpokaAolvtatl
Ao LBLOTNTEG EVEOKPLVLKAG Slatapaxnig

11.2.2. Nowunég mAnpodopieg

Agv umtdpxouv emuAéov TAnpodopieg.

: Mn ta€wvopnuévoc.
: Mn ta€wvopnpévoc.
: Mn ta€wvounpévoc.
: Mn ta€wvopnpévoc.
: Mn ta€wvopnpévoc.
: Mn ta€wvopnpévoc.

: Mn ta&wvopunuévog.
: Mn ta&wvopunuévog.
: Mn ta§wvopunuévog.
: Mn ta§wvopunuévog.

: Mn ta€wvopnpévoc.

: Mn Ta§wvopnpévog.

: To peiypa ev mepléxet ouoieg mou mepAapBAvVOVTAL OTOV KOTAAOYO TIOU €XEL KOTAPTLOTEL
olpdwva pe to dpbpo 59 napdypadog 1 tou kavoviopol REACH wg ouaieg pe evEOKPLVIKES
Slatapaxeg r Sev €XOUV AVAYVWPLOTEL WG OUGLEG UE EVEOKPLVIKEG SlaTapayxég oUWV pE Ta
KpLtrpLa ou kaBopilovtat otov kat' e€oualodotnon kavoviopo (EE) 2017/2100 tng Emtporntig A
otov Kkavoviopo (EE) 2018/605 tng oe cuykévtpwon ton f peyoAltepn and 0,1 % katd Bapog.

TMHMA 12: OwkoAoytkéG mAnpodopieg

12.1. To§kotnta

Emtkivéuvo yla to uddtivo meptBaiiov,
BpaxunpdBeopiog (0§Ug)

Emukivduvo yia to uddatwvo meptBaiioy,
HakpompoBeapog (xpoviog)

12.2. AvOEKTIKOTNTA KOl LKOWVOTNTA AoSOUNong
Agv untdpyouv emuthéov Anpodopieg.

12.3. Auvardtnta BLooUCOoWPEVGHG

Agv umapxouv emutAéov Anpodopieg.

12.4. Kwwnukétnta oto £8adog

Agv untdpyouv enuthéov Anpodopiec.

12.5. AntoteAéopata tng a§loAdynong PBT kat aAaB
Agv umtdpxouv emuAéov TAnpodopieg.

12.6. 1610TNTEG EVSOKPLVLKAG SLatapayxig

AUGHEVEIG ETUTTWOELG 0TO TtEPLBAAAOV TTOU
TipokaAouvtaL amnod WBLOTNTEG EVEOKPLVLKAG SLatapaxng

12.7. ANAEG SUCEVEIG EMUMTWOELG
Agv untdpyouv eruthéov Anpodopieg.

: Mn ta§wvopnuévog.

: Mn tagwvopnpévoc.

: To pelypa Sev mepléxel ouoieg ou mephapBAvovtal 0Tov KATAAOYO TIoU €XEL KATAPTLOTEL
oupdwva pe to dpbpo 59 napaypadog 1 tou kavoviopol REACH wg ouoieg pe eVEOKPLVIKES
Slatapaxeg n Sev €xouv avayvwpLloTel WG 0UCieg e EVOOKPLVIKEG SlaTapaxEg cUpdwva PE Ta
KpLrApLa ou kaBopilovral otov kat' e€ouctoddtnon kavoviopo (EE) 2017/2100 tng Emwtponig
otov kavovioud (EE) 2018/605 tng os cuykévtpwon ion A peyalitepn and 0,1 % katd Bdpoc.
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TVHVA 13 fopela e e owdeon |
13.1. M€60o8o1 Siaxeipiong arnoBAfTwWV

MéBobdot SLayeiplong amoBARTWY : JupBoUAeUTEiTE TNV aPUOSL UTINPEGIA YL TNV SLABECT TWV AMOPPLUUATWY.

TMHMA 14: NAnpodopicg oXeTIKA HE TN peTadopd
2Opdwva pe ADN / ADR / IATA / IMDG / RID

ADR | IMDG | IATA | ADN | RID

14.1. AptOudg OHE 1) aptBudg tautdTnTag

Mn edpappdopog ‘ Mn epappdoLpog ‘ Mn epapudoLpog ‘ Mn epapudoLpuog ‘ Mn epapudoLpog

14.2. Owkeia ovopaoia anootoArig OHE

Mn edpappdoLpog ‘ Mn edappdoLpog ‘ Mn epappdoLpog ‘ Mn ebapudoLpog ‘ Mn edapudopog

14.3. Tagn/-e1q KwdUVOU Katd Tn petapopd

Mn edoappooLog ‘ Mn edoapuocLog ‘ Mn edoapuociog ‘ Mn edapuooiog ‘ Mn edapuooiog

14.4. Opada cuokevaciog

Mn edappdoipog ‘ Mn edpappdoLpog ‘ Mn epappdoLpog ‘ Mn epapudoLpog ‘ Mn epapudopuog

14.5. NepLBaArlovrikoi Kivbuvol

Mn edappdoipog ‘ Mn edpappdoipog ‘ Mn epappdopog ‘ Mn epapudopog ‘ Mn epapudopog

Agv umdpxouv emumAéov Slabéoipeg mAnpodopiec.

14.6. EL61kEG TpopUAAEELG yLaL TOV XprioTh
Emiyela petadopd

Mn edapudoLpog.

Metadopd péow aidoong

Mn ebappoOoLUOG.

Evaépla petadopd

Mn edappdoLpog.

Notapua peradopd

Mn edappdoLpog.

Z16npodpopikn petacdopd

Mn edapudoLpog.

14.7. Oaddooteg petadopég XUdnv cOpupwva pe TG pdseig tou IMO
Mn edappdoLpog.

TMHMA 15: Ztolxeia vVOLOBETIKOU XapaKTipa

15.1. Kavoviopoi/vopoBeoia oXeTika He TNV aodAAEL, TV UYELX KaL TO TEPLBAAAOV YLOL TV OUGIA 1 TO HEiypa

15.1.1. Kavoviopoi EE

Agv epLEXEL OUGLA TTOU UTTOKELTOL O€ TIEPLOPLOUOUC cUMbwva Ue To Mapdptnua XVII tou REACH.

Agv TepLEXeL Kapia ouoia ou va cupnepthapBavetal otn Aiota unoPndlwyv ouvctwv REACH.

Aev TepLéxeL Kapia ovaoia ou va cupnepapBavetat otn Aiota tou Mapaptrpatog XIV tou REACH.

Aev TepLEXeL Kapia ouoia ou umtokeLtal otov Kavoviopo (EE) aptB. 649/2012 tou Eupwmaikol KowoBouliou kat tou ZupBouliou amd tig 4 louAiou 2012
OXETLKA HE TNV €€aywYn KoL ELOAYWYH ETIKIVEUVWV XN LKWV OUCLWV.

Agv TiepLEXEL Kapia ouaieg tou unokewvtat otov Kavoviopo (EE) aptB. 2019/1021 tou Eupwraikot KowoBouliou kat tou ZupBouliou tng 201¢ louviou 2019 yia
TOUG €UOVOUC OpYyavVIKOUG pUTIOUG.

15.1.2. EBvikEG SLatagelg

Agv untdpyouv emuthéov Anpodopieg.

15.2. A§loAdynon Xnuknig aodaAeLog

Agv umdpxouv emumAéov TAnpodopieg.

A 16: A DOPOpP

Zuvtopoypadieg Kat akpwvupLaL:

SDS Aeltio Aedopévwv Aodaleiog

RID Kavoviopoi yia tn 6ebvry otdnpodpouikn netadopd EMmKivEUVWY EUTOPEU LATWY

REACH Kataywpton, aloAdynon, adelo86tnon Kal TEPLOPLOHOL TWV XNIKWV Ttpoiovtwy Kavoviopdg (EK) aptd. 1907/2006
Hupepopnvia £ékSoong: 09/02/2023 EL (eAAnviké) 5/6
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AMPLIRUN® MYCOBACTERIUM TUBERCULOSIS DNA CONTROL

Aeltio Asdopévwy Aodaleiag
oUpdwva pe tov kavoviopd (EK) aptd. 1907/2006 (REACH) pe tnv tpornonoinof tou Kavoviouog (EE) 2020/878

vircell™

MICROBIOLOGISTS
IMDG AleBvAg Nawtikog Kwdikag Emkivéuvwy Epmopeupdtwy
IATA AleBvng Evwon Agpopetadopwv
CLP Kavovioudg yla tny ta€lvopnon, tThv EMCAUAvon Kal tn cuokevaoia, Kavoviopdg (EK) apt8. 1272/2008
ADR Eupwrnaikn cupdwvia yia tig Stebveig 061kEG PeTadOPES EMKIVEOUVWY EUMOPEUUATWY
ADN Evpwraikn cupdwvia yia tn Stebv petadopd eMKIVEUVWY EUMOPEUUATWY HECW ECWTEPLKWY TMAWTWY 08WV
aAaB AKPWG avOEKTIKNA Kot AKpwE BlLocuoowpeloLUn ouaia
PBT AvBekTikr, BlooucowpeloLUN Kat TOELKN ouoia
CAS ApBudg CAS (Chemical Abstracts Service)
CSR EKE: ékBgon xnuUkAG aodaAelag
AM\eg Anpodopieg : AUuTéG oL MAnpodopieg Bacifovtal OTLG TPEXOUOES YVWOELG O KAL OTIOCKOTIEL OTNV TtepLYpadr) Tou TPOLdVTOG yLa

AAA EE (Mapdptnua Il REACH)

TOUG OKOTIOUG TNG LYEiag, TNG aodalelag kat tou meptBaAAovtog povo. Emopévwg, Sev mpémnel va ekAndBouv cav
€yyUNoN KOUULAG ETILUEPOUG LELOTNTOG TOU TTPOLOVTOG. YIOKELTAL 0TV EUBUVN Tou XPROTN va AdBeL Ta avadepopeva
pétpa mpodUAAENG KO VOL LEPLUVIOEL YLa TN CUVEXH, TARPN KaL EMAPK evnépwor) Tou Goov adopd otn Xprion Tou
npoidvTog.

UTES oL TAnpopopics Baoilovral oTi¢ TPEYOUTES YPVWOELS A KAL TIPOOPI{OVTAL YIA VA TTEPLYPAYOUV TO TTP0IOV QITOKAELTTIKG pLa ACyous vyelas, aopalsias kat

nieptBallovrikwy arattrioewy. SUVENTWS, SV Sa MPETEL va VewpnOel OTL EyyUaTAL OTTOLASIITTOTE OUYKEKPIUEVN LOLOTNTA TOU JTPOIOVTOS.

Huepopnvia ékdoong: 09/02/2023

EL (eA\nvIK&) 6/6
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