doTorpauyeckmne n3obpaxeHns

«Habop peareHTOB 1 KanMbpaTopoB /1A MOATBEPSEeHNA NMPUCYTCTBUSA
NMOBEPXHOCTHOr0 aHTUreHa Bupyca renatuta B (HBsAQ) B CbIBOPOTKe U nsiasme
KPOBM Ha MOAyNsAX MMMyHoxnmu4veckumx cobas e (Elecsys HBsAg Il Auto Confirm
cobas e analyzerssfHBSAG2AC)»

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MERHLMHCKUX H3ENHIA



Habop peareHTOB 1 Kannb6paTopoB ANs NOATBEPS<aeHWsi MPUCYTCTBUS MOBEPXHOCTHOrO aHTUreHa BUpYyca renatmTa

B(HBSAQ) B CbIBOPOTKE 1 Nfa3Me KPOBU Ha MOAyNax MMMYHOXMMU4Yeckunx cobas e (Elecsys HBsAg Il Auto
Confirm cobas e analyzerssfHBSAG2AC)
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Habop peareHTOB ¥ KanimbpaTtopoBs AN5 MOATBEPXKAEHUA NPUCYTCTBUA NMOBEPXHOCTHOIO aHTUIeHa B1pyca renatura
B(HBsAQ) B CbIBOPOTKe U Myia3Me KPOBM Ha MOLYNAX UMMYHOXUMUYecKux cobas e (Elecsys HBsAg Il Auto
Confirm cobas e analyzers/HBSAG2AC)
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Habop peareHTOB 1 KannMbpaTopoBs A5 MOATBEPXKAEHUA NPUCYTCTBUA NOBEPXHOCTHOIO aHTUTEHa BUpYyca renartuTta
k(HBSAQ) B CbIBOPOTKe 1 Mia3mMe KPOBM Ha MOLY/NIAX MMMYHOXMMMYeckux cobas e (Elecsys HBsAg 11 Auto
Confirm cobas e analyzers/HBSAG2AC)
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Habop peareHTOB 1 KannmbpaTopoBs A5 NOATBEPXKAEHUSA NPUCYTCTBUSA NMOBEPXHOCTHOrO aHTUTeHa BUpYyca renatmra
B(HBSAQ) B CbIBOPOTKE U MNna3Me KPOBU Ha MOAYNAX MMMYHOXUMUYecKnx cobas e (Elecsys HBsAg 11 Auto
Confirm cobas e analyzers/fHBSAGIAC)
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Habop peareHTOB 1 KannbpaTopoB A4N15 NOATBEPXAEHNSA MPUCYTCTBUSA NMOBEPXHOCTHOrO aHTUreHa BMpyca renatmrta
B(HBsAQ) B CbIBOPOTKE M NnasMe KPOBU Ha MOAYNSAX MMMYyHOXMMmnyecknx cobas e (Elecsys HBsAg Il Auto
Confirm cobas e analyzerssfHBSAG2AC)
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Habop peareHTOB 1 KannbpaTopoB A5 MOATBEPXKAEHUS NPUCYTCTBUSA NOBEPXHOCTHOrO aHTUreHa BUpyca renaTuTa
B(HBsAQ) B CbIBOPOTKE 1 M1a3Me KPOBM Ha MOAYNAX UMMYHOXUMMYECKMX cobas e (Elecsys HBsAg |1 Auto
Confirm cobas e analyzerssHBSAG2AC)
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KacceTa ¢ oCHOBHbIMK peareHTamu: M, R1, R2 (HBSAG2AC)- 1wr.
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KacceTa ¢ peareHTamu Ans npeggsaputesnbHoit o6padotkun: PT1, PT2 (HBSAG2AC) - 1wr.
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Kanunbpatop 1(HBSAG2AC Cal 1"thnakoH, o6bem § mn—1wt
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Kannépatop 2 (HBSAG2AC Cal2), nakoH, 06bem 1,3 Ma - 1 wr.

71034190
"V
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3TukeTka gnd aakoHa - 12 wr.
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WHCTPYKLMS NO NPUMEHEHWIO.

PI1E «s HBsAg Il AutO Confirm cobas*

OCeuu.

VorsichtsmaBnahmen und Warmhit
Invitro-Dia<inrteNa im
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Habop peareHToB ¥ KanimMbpaTtopos A5 MOATBEPXKAEHUA NPUCYTCTBUAA NOBEPXHOCTHOIO aHTUIeHa Bupyca renarmra
B(HBsAQ) B CbIBOPOTKe ¥ Maa3Me KPOBM Ha MOAYNAX UMMYHOXUMUYeCKUX cobas e (Elecsys HBsAg Il Auto
Confirm cobas e analyzers/HBSAG2AC)
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Habop peareHToB 1 KanmbpaTtopos 415 NOATBEPXAEHNA NPUCYTCTBUSA NMOBEPXHOCTHOIO aHTUTeHa Bpyca renatura
B(HBsSAQ) B CbIBOPOTKe M Maa3Me KPOBM Ha MOAYNAX UMMYHOXUMUYecknx cobas e (Elecsys HBsAg 11 Auto
Confirm cobas e analyzers/HBSAG2AC)

sSA so0|g
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Elecsys HBsAg Il Auto Confirm

LL|] 08741034190
For USA: foomafTi

M &reptavidin-coated microparticles 0.72 mg/mL
B1 2 biotinylated monoclonal an1>XB8AgA antibodies
(mouse) > 0.5 mgfl.
R2 Monoclonaj anthHBsAg antibody (mouse), polyclonal
anti-HBsAg antbodies (sheep) V13ebl with ruthenium
conrMex> 1.5m ~ fejqgg
PT1 Anti-HBsAg ("oep) r 500000 XK inshe” serom
PT2 serum negative for anthHBsAg
Call Human serom
Cal2 HBsAg approximately 0.5 1U/ml in human serum
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{\L[a6op peareHTOB 1 KanvbpaTopoB 415 NOATBEPXKAEHUS MPUCYTCTBUA MOBEPXHOCTHOrO aHTUreHa Bupyca renatnta
B(HBsAQ) B CbIBOPOTKE M M1a3Me KPOBM Ha MOAyNsaxX MMMYHOXMMUyeckunx cobas e (Elecsys HBsAg Il Auto
Confirm cobas e analyzerssfHBSAG2AC)
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Habop peareHTOB 1 KannbpaTopoB A1 NOATBEPACAEHUA NPUCYTCTBUA NOBEPXHOCTHOIO aHTUIeHa BUpyca renatmra
B(HBsAQ) B CbIBOPOTKE U1 Nfa3Me KPOBM Ha MOAYNSX UMMYHOXUMUYeckmnx cobas e (Elecsys HBsAg 11 Auto
Confirm cobas e analyzers’THBSAG2AC)
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Habop peareHTOB 1 KannbpaTopoB A5 NOATBEPXKAEHUS NPUCYTCTBUA MOBEPXHOCTHOrO aHTUreHa BMUpyca renatuTa
B(HBsAQ) B CbIBOPOTKE W M1la3mMme KPOBU Ha MOAYNAX UMMYHOXMMUYecKnx cobas e (Elecsys HBsAg Il Auto
Confirm cobas e analyzers/fHBSAG2AC)
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KacceTta ¢ ocHOBHbIMK peareHTamn: M, R1, R2 (HBSAG2AC)- 1wr.
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KacceTa ¢ peareHTamu ans npeggapuTensHoin 06paboTku: PT1, PT2 (HBSAG2AC)- 1wt
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HBSAG2AC

GBAOMAD

63009001
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Kanuébpatop 1(HBSAG2AC Call), dhnakoH, o6bem 1,3 mn - 1.
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KanuGparop 2 (HBSAG2AC Cal2), ¢pnakos, o6vem 1,3 man — | wir.
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ITUKeTKA A1 hriakoHa - 12 .
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HBSAG2AC
owl

08741034190,
t3mL
#W 1



VHCTPYKLMSA MO NPUMEHEHWIO.

Oe>*eAN001V3

Elecsys HBsAgQ Il Auto Confirm

cobas

{108741034190 V300 product code. If you have no intetnel access, please
your local Roche affUiate to obtain Nee document free of charge.
pvn 0874104500\3 C £ ol23
Deutsch
L44J diaiog.roche.com

Not covered by the CEnark;
BA
08741034501

j |Jt| dialog.roche.com

English

Precautions and warnings

Forin vitro diagnostic use.

E xarch the normal precautions required for handling all laboratory reai*ents.

Disposal of all waste material should be in accordance with local guidelines.
Safety data sheetavailable for professional user on request.

For USA: Caution: Federal law restricts this device to sale by oron the order
of a physician.

This kit contains components classified as follows in accordance with the
Regulation (EC) No. 1272/2008:

()

Waming
H3f7 May cause an allergic skin reaction.
Prevention:
Avoid breathing duatfumai’es/mistvapQaiE/epray.
M72 ConvaminEAed™ S fC SSBitiSe SASSe™~eMout OFtie
viorVplace.
P280 Wear protective AjCNK.
Response:
P333+P313  Ifsidn irritalion ouesh Getr

P362+P364  Take oft contaminated
Disposal:

P501

weMmiicikBe”

Dispose of content*contaserto an approved

Productsafety labeling follows EU QHS guidance.
Contactphone: allcountries: 449-821-7590. USA: 1-e0Q-4282S38
MIhuman material shouldbe comdined potantialty infectious.

The calibratois have tiaen piaparrt firtn "ijrV from the blood ofdorM s*
tested ndMdualty arid shown tc-bc tiee from HBsAg {HBSA62AC Celt
and antbodiee to HCV and KIV.
The testing mebtods used
compliance with the European ed8/78/EC, Annex tl, ListA.
Thes e * containinQ (HBSAG2AC Cal2) wewnactivated
8-pfOplolactone and Ov-rsda&iQ.
However, as no <nac(ivationer.|pENeigffiOibed can rule out the pot
infection with absolute owtftn”,-the maWw el should be handled wifh;®"
level of care asa pallenly w 10 1 htlhe eventof exposure, thed n * 3
the responstole health ae W tortiffistM ktte followed.

Avoid loam fornabonin *raasw B end sa/Ttotetwee (specimenls-[gw.

FDA orcleared in

x

and controls).

Method
Thgpra®

8;igitoiM ii'iri'iimentvetsioriTl
ig.W orm atotrti ee Hated above. Piea”
“ m% to dawnluad this document. Tt«
Ihsxeor, Kavailable, any later venti.
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b *@ "kxm WarnWnwelM
Umgang mit Laborreagenzlen ublchen VonidrtsmaBrMrfvnen

. lokalen Richtlinien erWgen.
Stohemeittenblatt auf Antrage ftr berulemaB”e Berurtzer erhattST

1 .Bundetgesete ist der Verkauf dieses
Kroduktes nur auf Anforderung ernes Arztes gestattet.
Omveiwdnune

Pi? *e
Nr. 1272/2008 wiefolgtklassitiztensind:

¢

Wamung

H317 Kann aHergische Hautreaktionen venm chen.

PravenHon:

P261 Ematmen von Staub/Rauch/Gas/Nebe®)ampf/Aerosol
vermeiden.

p2r2 Kontamhierte Arbeitskleidung nichtauBerhalb des
Arbeitsplatzes tragei.

P280 Schutzhandschuhe tragen.

Reaktfon:

BeiHautraiungo

JR333-t-P313
CXwwtoritbifiK fiB ¥

meeNeg~Ai*cheneet
titu oetehoii

P362+P364 fontaminierte Kleidung auszieben und vor emeutem Tragen
waschen.
Entsorgung:
P501 tnhal/Behé&ltereiner anerkannten AbfaUenisorgungsaQi*
zufuhren.
Die Produktsichetheltskennzeichnung folgtden in der EU guKigen GHS-
Regulatm
Kontakt Tel.-Nr.: +49-621-7590 furaSe Linder; 1-800428-2336 fik USA
Humanmaienal giMals potentielt mfektibs.
Furdie Herstellung der Kalibratoren wird nur Bfutvon einw in gefeetoten
Spendem verweoder, bei deneo keine Anttltorpergegen HCV. HtV und kein
HBsAg (nur H8SAG2AC Call) nachzuweisen sincf
Beiden Testmethoden kamen Tests nir Anwendung. die von der US-
Gesundhetebehofde (FDA) genehmigl siod bzw. 4e Anlorderungen der
Eufopis”™ RicWlinie98/~G . Anhang N Us» A. erfulen.
Das HBsAg-halhge Serum (HBSAG2AC Cafi) wutde mit p-Propiolac*on tmd
UV-Strahlen naktwieft.
Da keine Inaktivierung odor Testmethode mit«bsoI” Sich”ri”
potanzielle Infekttonegefahr ausschleSen karw
oielchen Sorgtalt behandelf werden wte eme Paoentenyo”. jmralw ener
Imosilion isterrtsprechend den Anweisongen der zuetandeen
Qesundheitshehorden vorzugehen.
3w Thl Murio beiato HAeagswlan und Pmbenad», (H'd_l.,lKa«bmlo«n
ufidKontrollen) vermeiden.

A siehenden engeishmien Feldem m» Downtoad-

"ASASnen wShSto~runtergeladen wetdea Die Wetoete zM  <te hier
[*'~~TTrl 8 Version Oder aber. falb bereits vefttgber. eine ebenfate ttr

S~Produkt-Code gOffige hOhete Version. Sokten Sie keinen

Antzugang haben, ertialten Sie bei ihrer Rocfie-Vertretung das Ookument

(Jostento*-

eobes e analyxers
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