)'ll}(IS-SHIELD
nnovation for Lite  AEATIO AEAOMENQN AZOAAEIAZ

2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS

ZeAida: 1

Hpepounvia ouvleong: 2011-04-04

Api6. AvaBswpnong: 1

‘ Tunua 1: ZToIXEia OUCiag/TTapAoKEUACHATOG KAl ETAIPEIAG/ETTIXEipNONG

‘ 1.1. AvayvwpIOTIKOG KWAIKOG TTpoidvTog

Ovopaoia TTpoiovTog:

Kwdik6g TpoidvTog:

2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS
FHRW110

‘ 1.2. Zuvaepeig TpoodiopIfOEVEG XPNOEIG TNG OUCIAG I TOU JEIYHATOG KOl AVTEVOEIKVUOMEVEG XPNOEIG

‘ 1.3. Z1oixeia Tou TTpounBeuTH Tou SeATiou SeSopévwv ao@aleiag

Ovopagcia eTaipeiag:

TnA:
das:

Email:

Axis-Shield Diagnostics Ltd
Luna Place

The Technology Park
Dundee

DD2 1XA

United Kingdom
01382422000
01382422088
AXD.msds@alere.com

‘ 1.4. ApiBudg TNAE@WVOU £TTEiyOUCAG AVAYKNG

TnA. (EKTAKTNG AVAYKNG):

01382422000

‘ Tunpa 2: Npoodiopicudg ETIKIVOUVOTNTAG

‘ 2.1. Ta§ivépunon TnG ouciag N Tou JEiyHaTog

Tagivéunon (DSD/DPD):
Tagivéounon (CLP):

AvetmOUunTEG EMISPAOEIG:

Xn: R22; -: R32
-: EUH032
EmBAaBég o€ TeEPITITWON KATATTOOEWG. Z€ ETTAQN ME 0&Ea EAeuBepUIVOVTal TTOAU TOEIKG

agpla.

2.2. ZToIXeia emMonUOvVONg

Zroixeia emoARuavong (CLP):
AnAwoeig emikivduvoTnTag:
Xroixeia emonuavong (DSD/DPD):

ZUpBoAa Kivdivou:

Ppdoeig KIvdUvou:

Ppdosig aocpaleiag:

EYHO032: Z¢ emagn pe o&éa eAeuBepwvovTal TTOAU TOIKG aépia.

EmpBAaBéc.

X

R22: EmRAaBEg o€ TTEPITITWON KATATTOOEWG.

R32: Z¢ eragn pe o&éa eAeuBepavovTal TTOAU TOEIKA agpia.

S36/37/39: opdre KATGAANAN TTPOCTATEUTIKA EvOUUATIia, YAVTIA KOl CUGKEUN

(ouvey...)
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AEATIO AEAOMENQN AZOAAEIAZ
2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS

Zehida: 2
TTPOCTACIOG YOTIWV/TTPOCWITIOU.
S46: Ze ePITITWON KATATTOONG ¢NTACTE AUETWG IATPIKI CUPPBOUARA Kai deifTe auTod
TO BOXEIO ) TNV ETIKETA.
‘ 2.3. AAAoi kivduvol ‘
ABT: AuTtA n ouoia dev avayvwpiletal wg ouoia ABT.
‘ Tunpa 3: Z0veeon/TTANPoPopPiEg I T GUOTATIKA
‘ 3.2. Meiyparta ‘
Emikivduva ouoTaTikd:
ETHANOL
EINECS CAS Tagivounon (DSD/DPD) Ta&ivounon (CLP) MocooTtd
200-578-6 64-17-5 F:R11 Flam. Lig. 2: H225 1-10%
{161}Ous_a cia tgm opo_a
up\gwei joimotij| |qio ]Jjhesgr sto
w~(q0 eqcas_ar.
TRIZMA® BASE
201-064-4 77-86-1 Xi: R36/37/38 Skin Irrit. 2: H315; Eye Irrit. 2: H319; 1-10%
STOT SE 3: H335
SODIUM AZIDE
247-852-1 26628-22-8 T+: R28; -: R32; N: R50/53 Acute Tox. 2: H300; Aquatic Acute 1: <1%
H400; Aquatic Chronic 1: H410; -:
EUH032

‘ Tunua 4: Métpa TpwTWYV Bondeiwv

4.1. Meprypa@n TwV PHETPWYV TTPWTWV Bondsiwv ‘

Etraen pe 1o dépua:
Emaen e Ta pdTia:

Bpwon:

Eiomrvon:

MAuBtiTe apéowg pe adpbovo oatrolvi Kai vepod.

[MAOvVETE TO PATI PE TPEXOUMPEVO VEPOD YIa 15 AETTTA.

MAUveTe TO oTOHA PE vePS. MnVv TTPOKAAETETE PETO. EGv TO Bupa diatnpei TIG aloBnoeig

TOU, BWOTE TOU VA TTIEl HIGS AiTPOo vePO aPEoWGS. METAPEPETE OTO VOOOKOUEIO OGO TO BUVATOV

TI0 YPAYOpPQ.

ATTopokpUveTE TO BUPA OTTO TO HOAUCUEVO XWPO ETTIRERAIIVOVTAG TNV TTPOCWTTIKF 00G ACOQAAEIQ

KaTé TNV atmmopdkpuvaon. ZuuBouleuBeite 1aTpd.

4.2. ZNUAVTIKOTEPO CUUTITWHATA Kl ETIOPACEIG, 0§eieg N METAYEVECTEPEG

Etraen pe 1o dépua:
Emaen pe Ta pdTia:

Bpwon:

Eiomrvon:

Mmropei va utrdpxel eAappog peBICUOG OTO OnuEio ETTAPAG.

Mrtropei va onpeiwBei epeBIoudg Kal KOKKivIoUa.

To oTéua Kal 0 AaIog UTTopEi va TTovave Kal va gival KOKKIva. MTTopei va uttdpxel

duokoAia aTnv katatroon. Mtopei va utrdpgel vauTia kal TTévog aTo aTopdyl. Mmopei va

Yivel EPETOG.

Eival duvatdv va yivel ammoppd@non HECW TwV TIVEUNOVWY TTPOKAAWVTAG CUPTITWHATA TTapOoIa

ME TQ CUPTITWHATA TTOU TTPOKAAOUVTaI OTTO TN BPWon.
(ouvey...)



AEATIO AEAOMENQN AZ®AAEIAZ
2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS
ZeAida: 3

BuoTepnuéveg / 6peceg emdpdoelg: MTtopei va avauévovral dueceg emdPAoeIg HETA aTTo Bpaxuxpovia EKBean.

‘ 4.3. 8vdeign 01003NTTOTE ATTAITOUMEVNG AUEDNG IATPIKIAG PPOVTISag Kal EISIKNAG BepaTreiag ‘

Apeon / EIdIkA Bgpatreia: Aegv 1oXUEl.

‘ Tunpa 5: MéTpa yia TRV KATATTOAEUNON TNG TTUPKAYIAG

‘ 5.1. NMupooBeoTika péoa ‘

Méoa mupooBeong: [Mpétrel va xpnoipotroiolvTal KatdAAnAa péoa TTupdofeong yia Tnv TrepIBaAAouca

TTUpKayId. XpnolyoTroleiTe Wekadouevo vepd yia TV Yugn Twv doxeiwv

‘ 5.2. E131Koi Kivduvol TTou TTPpOKUTITOUV OTTé TNV OUTia N TO PEiyHa ‘

KivBuvol amré tnv é&k@eon: Katd Tnv kauon ekAUel TOgIKoUG KATTVoUG.

‘ 5.3. ZUOTAOEIG VIO TOUG TTUPOCRECTEG ‘

ZUOTAOEIG YIO TOUG TTUPOORECTEG: XPNOIUOTIOIEITE QUTOVOUN AVOTIVEUOTIKF) OUCKEUR. PopdTe TTPOCTATEUTIKA £vdUUaaia

YIQ TNV ATTOQUYR ETTAPNG KE TO dEPUA Kal TA PATIOL.

‘ Tunpa 6: MéTpa yia TRV AVTIHETWITION TUXaiag éEKAuong

‘ 6.1. MpoowTrikég TTPOPUAAGEEIG, TTPOCTATEUTIKOG EEOTTAICHOG Kal S108IK0OIEG EKTAKTNG AVAYKNG ‘

MpoowTikég TTPO@UAGEEIG: AvaTpéETe 0To onueio 8 Tou AAA yIa AETITOUEPEIEG OXETIKG E TNV TTPOCWTTIKN
TTPOCTACIA. ZNUAdEYTE T JOAUCHEVN TTEPIOXN WE TTIVOKIOES Kal epTTodioTE TNV TTPdCRacn
un e€ouaiodoTnuévou TTPOCWTTIKOU. TOTTOBETAOTE T doyEia TTOU TTAPOUCIAfouv dIOPPOEG PE TO

onueio dIappong TTPOG Ta TTAVW Yia va atro@euxBei n diagpuyr) Tou uypou.

‘ 6.2. NMepiBaAAovTikEG TIPOPUAGEEIG

MNepiBaAlovTikég TTPOPUAGEEIS: Mnv atmoppiyeTe oTNV aTTOXETEUON 1} TOUG TTOTAPOUG. MeplopioTe TN dlapuyn e Toixwua

TTpoOoTaCiag 6XOnG.

‘ 6.3. MéBodol kai UAIKA yIO TTEPIOPICHO Kal KaBapiouo

Aladikaoieg kaBapiopoU: [MpayuaToTrolEiTe aTTopPdPNCN PECA OE ENPO £DaQOG ) Aupo. MeTagpépeTe o€ doxeio
TTEPICUAAOYAG KOl aVOKUKAWGNG TTOU KAEIVEI KOl QEPEI TNV KATAAANAN orjpavon yia

01G0eon pe KAtaAAANAn pEBodO.

‘ 6.4. Mapatroutrn o€ AAAQ TUAMOTO ‘

Moapatroptri) og GAAa TUAPATA:  AvaTpéETe 0TO onueio 8 Tou AAA.

‘ Tunpa 7: Xeipiopog Kal atrodfikeuon

‘ 7.1. Mpo@uAdseig yia ao@aAr XEIPICHO ‘

ATTaITAOEIG XEIPIOPOU: ATTOQUYETE TO OXNMATIOHO A TN dlaoTToPd OUIXAWY OTOV aépa. ATTOQEUYETE TNV APEDN ETTAQPN

ME TNV ouaia.

7.2. ZuvONKeG yia TNV ao@aAn @UAagn, ouptrepiAauBavouévwy TuX6V aouuBifaoTwy

Zuvlnkeg arobnkeuong: To doxeio va diatnpeital EpUNTIKA KAEIOUEVO.

KatdAAnAn ouokevacia [pémel va diatnpeital yévo péoa aTnv apxIKr CUOKEUAOia.

(ouvey...)



AEATIO AEAOMENQN AZOAAEIAZ
2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS

ZeAida: 4

‘ 7.3. Ei81kn TeAIKA Xpon A XpNoeig ‘

EidikA TeAIKA xpRon(eig): Ae diatiBevral dedopéva.

Tunua 8: 8AeyxX0g TNG £€KBECNG/ATOMIKY TIPOCTACIA

‘ 8.1. MapdueTpol eAéyxou ‘

Emikivduva cuoTaTiKd:

ETHANOL
Opia ékBeong epyadopévwv Avatrveloiun okovn
8 wpwv: 15 AeTrTwov: 8 wpwv: 15 AeTrTwov:
EL 1900 mg/m3 - - -
SODIUM AZIDE
‘ EL 0.3 mg/m3 0.3 mg/m3 - -

| 8.1 DNEL/PNEC |

DNEL / PNEC Acg diatiBevTal dedouéva.

‘ 8.2. 8Aeyxol €kOeong ‘

MnxavoAoyikd péTpa:  Aev IoxUEl.
AvaTTVEUOTIKN TTpooTacia: Ag XPeIAETAl AVATIVEUTTIKN TTpOCTACTIA.
MpooTtacia xepiwv: [MpooTaTeuTikd yavTia.
MpooTacia pamniwv: [uaAid aoaleiag. BeBaiwBeite 0TI uTTApyEl KOVTA doxeio TTAUGEWGS 0QOaAOU.
MpooTtacia dépuparog: MpooTaTeuTikA evduuaaoia.

MepiBaAlovTikd: Kayia €8Ik atraitnon.

Tunua 9: PuoikéG Kal XNUIKEG I1IB10TNTEG

‘ 9.1. ZToixeia yia TIg BACIKEG PUOIKEG KAl XNUIKESG 1010TNTEG ‘

Kardotaon: Yypo
Xpwpa: Axpwuo
Ooun: Aoouo
ZXETIKA TTUKVOTNTA: 1.005 pH: 85

‘ 9.2. 6AAeg TAnpo@oOpiEg ‘

AMAAeg TAnpoopieg: Ac diatiBevTal dedouéva.

Tunua 10: ZTaBegpdTnTa KOl SPACTIKOTNTA

‘ 10.1. ApacTIKOTNTA ‘

ApaoTikOTRTA: ZTOOEPS UTTO TIG CUVICTWHEVEG GUVONKES UETAPOPAG 1} aTToBrKEUONG.

‘ 10.2. Xnuikn oTaBepoTnTa ‘

XnuikA oTaBepdTnTa:  ZT00EPO UTTO KAVOVIKEG TUVORKEG.

(ouvey...)



AEATIO AEAOMENQN AZ®AAEIAZ
2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS
ZeAida: 5

10.3. MBavoTnTa EMIKIVOUVWV avTISPATEWV

Emikivduveg avTidpdoelg: Aev 6a TTpokUWouUV ETTIKIVOUVEG avTIOPATEIG UTTO KAVOVIKEG OUVONKEG HETAPOPAS N

atmoBAkeuong. H atroouvBean evdéxeTal va TTPOKUWEI JE TNV EKBEDN OTIG GUVONKEG ] OTA

UAIKG TTOU TTapaTiBevTal TTapakAaTw.

‘ 10.4. ZuvBKeg TTPOG ATTOPUYNV ‘

Zuvlnkeg va atro@elyovTal: OgpudTnTa.

‘ 10.5. Mn cupBard UAIKAG ‘

YAikd va atro@elyovTal: loxupoi ogeidwTIKoi TTapAyovTeG. loxupd ogéa.

‘ 10.6. Emikivduva mpoiévra amroouvleong ‘

Emik. TpoiévTa atmroouvl.: Kard tnv kalon ekAUel To§IkoUg Katvoug.

Tunua 11: ToikoAoyikég TTAnpo@opieg

‘ 11.1. MAnpo@opiEg yia TIG TOSIKOAOYIKEG ETTITITWOEIG ‘

Emikivduva cuoTaTiKd:

ETHANOL
IVN RAT LD50 1440 | mg/kg
ORL MUS LD50 3450 | mg/kg
ORL RAT LD50 7060 | mg/kg
TRIZMA® BASE

ORAL RAT LD50 5,900 | mg/kg
SODIUM AZIDE

ORL MUS LD50 27 | mg/kg
ORL RAT LD50 27 | mglkg
SKN RAT LD50 50 | mg/kg

ZXETIKEG EMISPATEIS VIO TO HiyHa:

Emidpaon 00d6¢ Baon

O¢eia TogikdTnTa (ETRAALAC) ING EmikivOuvog: uttoAoyiouévo

‘ Zupmrtwparta / Odoi €kBeong

Etraepn pe 1o déppa:  Mrropei va uTTapyel EAAPPOS peBIGUOG OTO ONUEIO ETTAPAG.

Etraen pe Ta pdmia:  Mtropei va onueiwbei epeBIouOg Kal KOKKivIoua.

Bpwon: To otéua Kal 0 Aaiydg UTTopEi va TTovAvE Kal va €ival KOKKIVa. MTTopEi va UTTApxEl
duokoAia oTnv katatoon. Mtropei va uttdpéel vauTia Kal TTévog oTo aTopdyl. Mmopei va
yivel egeToq.
Eiomrvon:  Eival duvatév va yivel atroppd@naon HECW TWV TIVEUUOVWYV TTPOKAAWVTAG CUUTITWUOTA TTapduoIa

ME TO CUPTITWHATA TTOU TTPOKaAoUvTal atrd Tn Bpwon.
(ouvey...)



BuoTepnuéveg / 6UEcEg EMIBPAOEIG:

AMAeg TTAnpOYOPpIEG:

AEATIO AEAOMENQN AZOAAEIAZ
2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS

Mrtropei va avapévovTal AUecES €TTIOPACEIG HETA aTTO Bpaxuxpodvia EkBean.

Agev 10y Uel.

ZeAida: 6

‘ Tunua 12: O1koAoyIkéG TTANPOPOPIES

‘ 12.1. To§ikoéTNTCA

OikoTogIkOTNTA  Acg diaTiBevtal dedopéval.

‘ 12.2. AvBeKTIKOTNTA KO IKOVOTNTO ATToIKodounong

AVOEKTIKOT. Kal ATToIKodéunon:

Ae diatiBevTal dedopuéva.

‘ 12.3. AuvatoTnTa BIOCUCOWPEUCNG

AuvatoéTnTa BIOCUCOWPEUONG:

Ace diatiBevTal dedopéva.

‘ 12.4. KivnTik6TnTO OTO £30(pOG

KivnTikétnra:

Atroppo@dral eUKoAa oTo £5aPOG.

‘ 12.5. AmroteAéopara Tng afioAéynong ABT kai aAaB

ABT:

AuTA n oucia dev avayvwpileTal wg oucia ABT.

‘ 12.6. 6AAEG APVNTIKEG ETTITITWOEIG

AMAeg Suopeveig EMITITWOEIG:

Ae diatiBevTal dedopéva.

‘ Tunua 13: ZTolxeio oXETIKA JE TN d1a0g0n

‘ 13.1. M€0odoi diaxeipiong amoBARTWV

Emixeipioeig didBeong:

AgiToupyieg avdkTnong:
Kwdiko6g apifudg amoBARTWY:
AidBeon cuokeuaoiag:

Inueiwon:

MeTagpépeTte o€ KatdAAnAo doxeio Kal kavovioTe TTapaAafn atrd €1dIKA TalpEia
0140eong.

Agev 10y Uel.

180107

A1aB£oTe WG Kavovikod Blounxavikd atmépAnTo.

YTrevBupileTal oTo XpAOTN 0TI VOEXETAI vV I0XUOUV OIaTALEIG O€ €BVIKO N

TTEPIPEPEIOKS ETTITTEDO OXETIKA UE TN d1GBeoN.

‘ Tunpa 14: MANpo@opieg OXETIKA PE TN METAPOPA

Tagn peragpopdg:

AuTé 1O TTPOIdV Oev £xel TagivounBei yia peTagopd.

‘ Tunpa 15: ZToixeia oXETIKA JE TN VOoBeTia

‘ 15.1. KavovioMoi/vooBeaia OXETIKA E TNV AO@PAAEIA, TNV UYEia Kal TO TTEPIBAAAOV YIa TV OUCIA N TO MEiYHA

E131koi Kavoviouoi:

Aev 1o0XUEl.

‘ 15.2. A§loAéynon XnMIKAG ac@dAsiag

‘ Tunpa 16: 6AAEg TTANpo@oOpPiEg

(ouvey...)



AEATIO AEAOMENQN AZOAAEIAZ
2-REAGENT ENZYMATIC HCY (R1) WEDGE 100 TESTS

ZeAida: 7

6AAeg TTANPOPOpPIEG

AMAeg TTAnpo@opieg: AeATiO dedopevwY aoPaAEIag CUP@WVa Pe TNV odnyia 453/2010.
* yTrodeIkvUEl Keievo oTo ZAY TTou €xel aAAGgel atTd TNV TeAeuTaia avaBewpnan.
Ppdaoeig KIvduvou atmd 0. 2/ 3: EYH032: X¢ emmagr pe o&éa eAeuBepudvovTal TTOAU TOEIKG aépla.
H225: Yypo kal atpoi TToAU eU@AEKTA.
H300: @avatneopo o€ TTEPITITWAON KATATTOONG.
H315: MpokaAei epeBiopd Tou dépaTog.
H319: MpokaAei coBapd 0@BaAuIKS peBIOUO.
H335: Mmopei va TrpokaAéoel epeBIOPO TNG AvATIVEUTTIKAG 050U.
H400: MoAU 10&Iké yia Toug udpBRIoug opyaviououg.
H410: MoAU ToIké yia Toug udpdRIoug opyaviopouUs, e HOKPOXPOVIEG ETTITITWOEIG.
R11: MoAU el@AekTO.
R22: EmRAaBEg o€ TTEPITITWON KATATTOOEWG.
R28: MoAU 10§IKO O€ TTEPITITWON KATATTOTEWG.
R32: Z¢ eragn pe o&éa eAeuBepivovTal TTOAU ToSIKA agpia.
R36/37/38: Epebicel Ta paTia, TO avaTiveuaTikO oUOTNUA Kal TO dEpA.
R50/53: MoAU T0¢IKO yIa Toug UdPARIoUG OpyavIGUOUG, UTTOPET va TTPOKAAECEI JAKPOXPOVIEG
OQUOEVEIG ETITITWOEIG GTO UBATIVO TTEPIBAGAAOV.
AtraAAakTIKA pATPA:  O1 TTapatrdvw TTANpogopicg BewpolvTal 0pBEG XWPIg auTd va onuaivel &Ti ival
TTavTeAWG TTANPEIS. MpPETTel va XpnaiyotrololvTal ws odnyog uévo. AuTr n eTaipeia &€
Bewpeital UTTEUBUVN YIa 0IECBATTIOTE CNUIEG TTPOKUTITOUV ATIO TO XEIPIOUO TOU TTAPATTAVW

TTPOIOVTOG 1] aTTO TNV ETTAPN PE QUTO.

(TehikA o€hida)



