Mdotorpajdudeckue H300paxeHus

«HaGop KOHTPOLHBIX CHIBOPOTOK AJIN KOHTPOJIN KAMeCTBa NOATBEPARACHHS
HPHCYTCTBHS NOBEPXHOCTHOTO AHTHIreHa BEpyca renaTtara B (HBsAg) B

CHIBOPOTKE H ILIa3Me KPOBH HA MOAYJISX HMMYHOXHMHYECKHX cobas e
(PreciControl HBsAg Auto Confirm cobas e analyzers)»

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



(KOHTPONbHbIX CbIBOPOTOK A1 KOHTPO/A KaYecTBa NOATBEPXKAEHWUSA MPUCYTCTBMA NOBEPXHOCTHOIO aHTUreHa Bupyca
‘viaB (HBsAQ) B CbIBOPOTKE 1 Njia3Me KPOBM Ha MOAYNAX MMMYHOXUMUYeckux cobas e (PreciControl HBSAg Auto

cobas e analyzers)
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(AroHTpO/EHLIX CHIBOPOTOK /11 KOHTPOIA KavecTsa NOATBEPXAEHUA NPUCYTCTBUSA NMOBEPXHOCTHOIO aHTUIeHa BMpyca
B (HBsAQ) B CbIBOPOTKE 1 Nia3Me KPOBM Ha MOAYNAX UMMYHOXUMuyeckux cobas e (PreciControl HBsAg Auto
cobas e analyzers)
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KOHTPO/IbHbIX CbIBOPOTOK A5 KOHTPO/S KayecTBa NOATBEPXKAEHWS NPUCYTCTBUS NOBEPXHOCTHONO aHTUIeHa BUpyca
yWa B (HBSA(Q) B CbIBOPOTKE W Ma3Me KPoBW Ha MOAYNAX MMMYHOXMMMYecknx cobas e (PreciControl HBsAg Auto
j'm cobas e analyzers)
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[/ CbiBOpOTKa KoHTposbHas (PC HBSAGAC), (nakoH, o6bem 1,3 ma- 8 wr.;
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NHTPONbHbIX CbIBOPOTOK AN KOHTPONSA KayecTBa NOATBEPXKAEHWS MPUCYTCTBUA NOBEPXHOCTHOrO aHTUreHa Bupyca
+ B (HBSAQ) B CbIBOPOTKE M Nna3Me KPOBW Ha MOAYNSX MMMYHOXUMUYECKKX cobas e (PreciControl HBsAg Auto
+ cobas e analyzers)
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JIHTPOJbHbLIX CbIBOPOTOK A1 KOHTPO/IA KavyecTBa NOATBEPXKAEHWNA NPUCYTCTBUSA NOBEPXHOCTHOIO aHTUreHa Bupyca
w B (HBSAQ) B CbIBOPOTKe M Nia3Me KPoOBU Ha MOAY/AX UMMYyHOXUMuyeckumx cobas e (PreciControl HBsSAg Auto
w cobas e analyzers)
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AHTPOJIbHBIX CbIBOPOTOK 4151 KOHTPO/A KavyecTBa NOATBEPXKAEHMS NPUCYTCTBUSA NOBEPXHOCTHOIO aHTUTeHa Bupyca
~ B (HBSAQ) B CbIBOPOTKe U Mna3Me KPoBWM Ha MOAYNAX UMMYHOXUMUYeCKnx cobas e (PreciContro! HBsSAg Auto
A cobas e analyzers)
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AGTPOSIbHBIX CbIBOPOTOK 151 KOHTPOA KayecTBa MOATBEPXKAEHUA NPUCYTCTBUSA NOBEPXHOCTHOrO aHTUreHa BuUpyca
N B (HBSAQ) B CbIBOPOTKE M MNJiasMe KpPOBU HA MOLY/IAX MMMYHOXummnydeckmnx cobas e (PreciControl HBsSAg Auto
cobas e analyzers)
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TakoHTponbHad (PC HBSAGAC), nakoH, 06bem 1,3 M - 8 wir.
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Precautions and warnings

Forin vitro diagnostic use. Vs Ar~hononn
Exercise the normal precautions required for handling 3 ¥a t» ra ™~ ~
Disposal of atl waste material should be in accordance with local guioeiin
Safety data sheet avaiiabte for professional useron request.

For USA: Cautfon: Fwerar tew feefffcta this device lo sate by or on the order
olai™tysk”.

TtBS kif contains components classified as follows in accordance with the
Regitotion (EC) No- 1272/1008;

2-mefiy!*2H*i80thia20l-34)ne hydrochtoride

EUH206 May produce an allet” reaction.
Product safety tabehng folows EU GHS guidance.
A human material should be considered potentially infectious. All producte
derived from human blood are prepared exclusively from the blood of donots
tested inrM fually and shown to be free from antibodies to HCV and HIV. The
testing methods used assays approved by the FDA or cleared in rampliance
withm European Directive 98/79/EC, Annex II. List A.
The serun containing used for PC HBSAGAC was irtivated using
6-propiolacfone and UV-radiatlon.
However, as no testing method can nrfe out the potential risk of infection with
absolute certainty, the material should be handled wiNe the same level of care
as a patientspecimen. Inthe eventof exposure, the directives of the
responsible heaNe authorties should be followed.
The controls may notbe used after the exp”ion date.
Awfofoam tormafion in all reagents andaampie types (specimens, calibrator?
anoconfrofs). j4
Method Sheet
Theboxa\ltel™ <i
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cobas'

A A

® ®ntsprechend Patientenprobe. Im Faie elner Expoaifion

Anwesungen der zwrtSnigeo Geiundheitatoh”

Ne~Abfeul dee VerfeBsdatuns diirtefldte Kontrol™

N Probenarten (Proben, Kattraforvn

~toadvonMethodenbtatttm

sow ie'SflI2itlltif ~ des bokumentes zeiglden Produkt-Code
QOiesM Version des Dokomert».
folgenden WabseBe fwfuntefgetaden werden;

e Tufoesen Prod
J~Ken Ste ketnen Intemelzugang haben erhaken

vertretung das Dokument koSenlos.
Frangife

Precdubont d’empiol et mi&es en garde

Pourdiagnostic in vitro.

Observer les prdc/ tiorts habitueifes de maniputation en laboratoire.
L'dirnination de tous les dddrefe devrait dtre effectube conform”~mentaux
dispositions fegales.

Rc” dedonrv” de sdcuritd disponfole sur demande pour fee
professbnneis.

Pourles USA; Mise en gar~ :La loi feddrafe nlautorofe no/edsm
dispositif Que par un mddecfo ou surprescrtfeiQeiiMada

Ce CTfftet cxjnttettf des substances cfiHinfriT <fc fa mawferestereoa «eftn te
Rdglement (CE) No. 1272"»» m

2-m6lhyl-2H-isothiazol-3”*>ne, chlortiydrate

Peut produire une reaction altergique.
sdcuritd du produit est conforme aux recorwnandafcns SGH



Bcero npoHymepoBaHo,
MPOWHYPOBAHO "
CKpenneHo leyatbio
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