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1. ZTOIXEIA OYZIAZ/NAPAZKEYAZMATOZ KAI THZ ENIXEIPHZHZ/ETAIPEIAZ

1.1
1.1.1

1.1.2

1.2
1.2.1

13
13.1

1.3.2

XapakTnpIoHOG TOU NPOoidvTog
EMMNOPIKH ONOMAZIA
HbA1c Calibrators and Controls

ApIOPOG NpoiovTog
981658, 981695, 981696
XpRon TNnG ouciag/Tou NapaoKEUACHATOG
"EXEl EKPPACOEi ypanTaeG
In vitro diayvwoTikO diaAupa BaBuovounong/dsiyua noloTIKoU EAEYXOU Yia Tov avaAuTr KAIVIKAC XNHEIac.
ZToIXEia ouciag/ NnapacKeEUAOHATOG Kal TNG ENIXEipnonG/ eTaipeiag
MpopnOsuTNg
Thermo Fisher Scientific Oy, Clinical Diagnostics Finland

Ratastie 2, P.0.Box 100
FI-01621 Vantaa
FINLAND

+358-9-329 100
+358-9-3291 0300
F109215470

2. 2Y2TAZH/ZTOIXEIA ' A TA ZYZTATIKA

2.1

2.1.7

Enikivduva nepiexopeva UAIKG

2.1.1 2.1.2 2.1.3 214
Ap10uo6g CAS 1 XnHIKK ovopacia TnG ouoiag Zuykévtpwon Ta&ivopnon
aAAol apidpoi

1119-97-7 TETPAOEKUA TPIUEOBUA appwvio Bpwidio7.7 % C; R34

EnminA£ov NAnpopopieg

3. MPOZAIOPIZMOZ TQN KINAYNQN

Epebilel Ta pdamia kal To dEpya.

4. NPQTEZ BOHOEIEZ

4.1

4.2

4.3

4.4

4.5

ZupnANPWHATIKES UNOJEIEEIG

Eionvon

Enagn déppaTog

MAUveTE apéows Pe NoAU vepd. EQpapuooTe anoAupavTiko dEPUATOC O DEPUA NOU EXEl £pBEI O enagr) PE TV
ouaia.

Ena@r) opOaApou

ZenAUVETE QUECWG KE NOAU VEPO TOAAXIOTOV €ni 15 AenTd.

Katanoon

SuBoAeTeiTE €va yiaTpo.

5. METPA I'A THN KATANMOAEMHZH THZ NYPKArIIAZ

5.1

KataAAnAa uAikd anooBeong
Nepo, appoc, dio&eidio To avBpaka (CO2).




MAHPO®OPIAKO AEATIO AZOAAEIAZ ZeNda 2/ 4

HbA1c Calibrators and Controls
Huepopunvia ektunwceng 14.9.2007 MponyoUpevn nuepounvia 10.6.2005

53 ISIETaipol Kiviuvol

6. METPA I'TA THN ANTIMETQINIZH TYXAIAZ EKAYZHZ

6.1 MpoAnnTika HETPA avapepOpeVa o€ Npoowna
6.2 MéTpa npooTaciag nepiBdAAovrog
6.3 M£60d0G kabapioHoU

SkounioTe o€ Enpry KATAOTACT, ANOPEUYOVTAC TOV GXNUATIONO OKOVNG.

7. XEIPIZMOZ KAI ANMOOHKEYZH

7.1 Xe1piopog
EU@AexTn ouaia.
Ano@elyeTe €nagr) Ye To OEpUA Kal Ye Ta PATIa.

7.2 Ano®nkesuon
AiatnpeiTal og Beppokpaacisc peTa&l 2 °C kai 8 °C.

8. EAEMXOZ THX EKOEZHX XTO NMPOION/ATOMIKH MPOZTAZIA

8.2 "EAgyX0l £KOEONG

8.2.1 "‘EAgyXo0l £€KOEONG TWV EPYAlOHEVMV OTO XWPO EpyAciag
Ta KaTd Tov XEIPIOPO XNMUIKMY 010V OVIOTOUEVA HETPA NPOCOXNC NPENEI va AapBavovTal i' oyn. ANOAUNAVETE TO
XWPO £pYaciac Kal Ta XEPIa 0a¢ YETA TNV €pyaacia.

8.2.1.1 MpooTacia avanveuoTiKoU CUCTRAHATOG

8.2.1.2 MNMpooTacia xepiov
MpooTATETIKA YAVTIA.

8.2.1.3 MNMpooTacia opOaAp®v
MpooTaTeTika ya\id.

8.2.1.4 MNMpooTacia coOPaTog
dopua epyacTnpio.

9. ®YZIKEZ KAI XHMIKEZ IAIOTHTEZ

9.1 levikég nAnpo@opieg (eppavion, ooun)
>TePeO, AOOO.
9.2 Znoudaisg NANPOPOPIEG yia TNV Uyeia, acpdaAeia kai nePIBAAAov.
9.2.1 TIpA pH 7.2
9.2.2 Znueio/nepioxn Bpacuou -
9.2.3 Znueio avapAegng -
9.25 Kivduvog £ékpnéng

9.2.5.1 KaTtoTepo 0plo £kpnEng -
9.2.5.2 AvV®OTEPO 0pI0 EKPNENG -

9.2.7 Mieon aTpou -

9.2.8 ZXETIKI NUKVOTNTA -

9.2.9 AlgAuToTNnTA

9.29.1 AIGAUTOTNTA OFE VEPO EE oAokArpo diaAdpeva

9.2.9.2 AinodiaAutoTnTa (nepiypagn diaAuTou) -
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9.2.10 ZuVTEAEOTIG KATavounG (okTav-1-0An/ -
VEPO)
9.2.11 IEwdeq -

10. ZTAOGEPOTHTA KAI APAZTIKOTHTA

10.3 Emikivduva npoiovra anooUveeong

11. TOZEIKOAOIIKA ZTOIXEIA

11.1 O%Ua TogIkoTNTA
TETPAOEKUA TPIMEBUA aupwVvIo Bpwuidio:
LD50/evdopAeBiwc/oe anoupaiouc: 15 mg/kg

11.2 ApXIKN enidpaon epediopaTog
EpeBilel Ta pdaTia kai To dEpua.

11.3 EuaioOnronoinon

115 Epnelpieg oTov avlpmno

12. OKOAOI'IKA ZTOIXEIA

12.1
12.1.1 ToZikoTnTa VEPOU

12.1.2 ToZIk0 yia AAAoug opyaviopoug

12.2 Eukivnoia

12.3 ZTaOepOTNTA KAl ANOKO3OUNoN
12.3.1 Bioanoikodopnon

12.3.2 XnHIki anoikodopnon

12.4 AuvaToTnTa BIOCUCOMPEUONG

13. EEAAEIWH OYZIAZ/NAPAZKEYAZMATOZ

To npoiov npenel va eneEepyaaddei oav XNUIKNA 00ia EpyacTnpio Kal CUNPWVA HE TIC TOMIKEG NNPECIAKEC 0dnyieC.

14. ZTOIXEIA ZXETIKA ME TH META®OPA

14.1 UN-No -
14.3 MeTagopa dia Tng Enpag

14.3.1 KaTtnyopia -
14.4 Meragopa dia 6alaoong

144.1 IMDG ZeAig -
14.5 AgpONoOpPIKN HETAPOPA

14.5.1 ICAO -
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15. ZTOIXEIA ZXETIKA ME TIZ KANONIZTIKEZ ATIATAZEIZ

15.1

15.1.1

15.1.2

15.1.3

15.1.4

MAnpoopieg oTNV ETIKETA KIVOUVWOV

XapakTnpiopog EE -

FpappaTa Tou CUHBOAOU KIVEUVMV Kal TOV XAPAKTNPICH®V Yia NapacKeudoparTa
Xi EpeBioTIKO

OvoHacsia TWV CUCTATIKOV OTNV ETIKETA KIVOUV®OV
TETPAdEKUA TPIMEBUA appwvio Bpwuidio

®paon(eig)-R

R36/38 Epebilel Ta paTia kai To dEpya.
®dpaon(eg)-S
S24/25 Ano@eUyeTe €nagr) Ye To OépUa Kal Ye Ta PATIa.

16. AAAA ZTOIXEIA

16.1

16.4

16.5

16.6

R36/38 Epebilel Ta pdTia kai To dEpa.
R34 MpokaAei eykaupara.

Eni nA€ov nAnpogopisg AapBavovTai:
Kwdikoc Tou duladiou Aedopevav Aapaleiag YAikoU. D01593-05-05-MSDS-HbA1c Calibrators and Controls-EL
Opyaviopoc Nou avagEpeTal oTo anpeio 1.3.
O1 nAnpogopieg o autd To PUAAGdIO and 600 YVWPICOULE Eival CWOTEC Kal NANPEIC KAl NPOCPEPOVTAl E KAAR
nioTn WG akpIBeic. XapakTnpilouv To Npoidv Ooov apopa TIG KATAANAEC NPOPUAGEEIC acpaleiag. Asv anoTeAouv
gyyunon yia TIG IDI0TNTEC TOU NPOIOVTOC.
BiBAhioypagia
To puAAadio dedopevwv aopaleiac uNikoU Tou KOTAOKEUAOTH.
To npoidv auTd £xel a&loaoynBei cUPPWV PE TIG 0dnyiel 1967/548/EOK, 1999/45/EE, ka1 2001/58/EE.
Exen npootedei, diaypa@ei | perapBAnOsi
AMayec oTig evoTnTeg [1.3].
14.09.2007
LMKo



