®oTtorpaduueckne HzoGpakenus
IaGop KOETPOILELIX MATEPHAIOB A8 KONTPOIS KAYCCTBA OnpelejeHus anTHTen kiacca IgM k BEpycy renatuTa A B

CHIBOPOTKE H NJIASME KPOBH HMMYHOXEMATIDMAHECHCRTHRIM METOA0M HA RHATUATOPAX B MOAY/HEX
ammyRoxumuiecknx Elecsys n cobas e (PreciControl Anti-HAV IgM Elecsys and cobas e analyzers)»

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA



N6OpP KOHTPOJ/IbHLIX MaTepuanoB AN KOHTPO/S KauvecTBa OMNpefefieHWs aHTUTen knacca IgM K Bupycy

~renatnta A B CbIBOPOTKE N NfiasMme KpoBn MMMYHOXEMUIKHOMUHECHCHTHBIM METOAOM Ha aHaim3aTopax n Mmoaynax

UMMYHOXUMUYeckux Elecsys un cobas e (PreciControl Anti-HAV IgM Elecsys and cobas e

analyzers)
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Kompo.ihHbix Maiepiia.ioB ;mh KompoiH ka'k4yuyBa oiipejeieHiia am hum umacca 1M K mip\c\
//lenaima J1 H CbIBOPOrKC U NaaTe KPOBU MMM\MOXeMUIIOMMNECUEHTHbIM Meto iom ua anaMinaiolia\ m m<]aynsix
AnmMmyHoxHMmN4Yecknx F.lecsys n cohas e (PreciControl Anii-11.W 1gM F.lecsys and cohas ¢
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KOH | pPOfIbHbIX MaTepuanoB A1s KOHTPO/A KayecTBa OnpefenieHnsa aHTUTen Knacca IgiM K Bupycy renatuta
[ CbIBOPOTKE W MNa3Me KPOBM WMMYHOXEMUTIOMUHECLEHTHLIM METOOM Ha aHanmMsaTopax W MOLynax

(MMyHOXHMUYecknx  FJecsys u  cobas e (PreciControl Anti-HAV  IgM  Elecsys and cobas e

analyzers)
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~MonbHas cbiBopoTKa (PC A-HAVIGM2), hnakoH, 06bem 0,67 mMn
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;uka QO LUTPMXKOAOM
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/OWTPUXKOAOM KOHTPONIbHOTO MaTepuana
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TPYKHUA MO NPUMEHEHNIO

PreciControl Anti-HAV IgM

® 11876360122
PwUSA; Etecsys PwControl Anti-HAV IgM

110 J7ffl

11876368122 V 16
di.rex”.com

Englith

Precauttons and wainingt

Fix mvitro d«gno«hc uat

Exercise ttie noimaJ precsudontreqmrsd tor tw id kio sRfs&orMory reamnM
Diepoeel bl stfwaste motens| thcpuld be n seoonlence with loeal guw nwm
Safety (tala sheetavailable for proteseenal useron request.

ForUSA: Cautkxi: Federallaw restricts M deviceto s » by«ron*werder
Qtaphysoan.

Thia kit contiuns components classilied asioDows n accordan» wth me
RegulMion (EC) No. 1272/2006:

2-methy(-2H-tsoNe «zol-3-one hydroc™ttonde

CUH20e May pRXtuce an allergic laechort
Product safety ir*im g folow t EU OHS guidance.

Allhuman malenalshould be considered poientalv sdedDui. Allprytuas
derii«d from human Wood are prepared exciusivety fram lhe Wooda donjw
le M ifidM Aeli¥_ and shown to be free from HBeAgarxlanttodeato HW
arfo tW . Thetiwfing roesk/1 ueed aseay*approved bythe R5A Ofcteared i>
coTplitn« with the Europem Directive ee/TWEC. Annex II, Uei A.
The serum contaning anb-HAV IgM ueedfor«M positM control
(PC A-HAVK3M2) was macevated using p-propWacsone and UV-rattetion,
However, as no inectvaOon orteeing msihod can mie out the potenbalrisk ol
ifsction Mh rinW ute ceriesily. foe material should be tiandtod wah the same
levaioT care as a patent specimen. In the eventof exposure, the directives of
tie teeponsa>le hM Biaufoorws should be tokwrid.
The oonlrolimay rxXbs used « fkrthe expiraiion date. _

The gerform ance of the PreaConiroi Antr-HAV IgM controls has notbeen
estabbshed wifh any olh& arrttHAV IgM assay.

AvcM foam form aixxt n aP reagents arx) sample types (specimens, cWibrators
and controls).

Method Sheetdownload

The box atfoe lop of Ih « document shovn ihe productcode togtther wsh foe
reepective d o cun” version.

Please go to dlalog.rocrie.com to downfoad the document.

The weoMe dieptaye edherfoe version hsled here or. rfavailable, any iaier
version the! e also vahdlorthe product code. If you have no imemeiaccess,
pleese contactyourfocal Roche afHete io obtain the document tree of
charge

US Users

In case of proWeme, pleeee contact US Technics Support (1-8(XM26-2338)
to obtain foe document
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mMWIM@ﬁWiT brr. (te
Anforderungen dsr Eunpaechsn Rchine 6&7a€G. Anheng if. Uils A

erfulen.

Deeku(tePosiM(oniR*(PCA4ttVIGU er«mdetoAn(i4MVIgV-
ha I* Serim wiscforn|8-fVopaiaciontn j W -Sirsfien inalita”.
CMkaiw M dM erung Qo TesSnettiocfe rt absoluier Sicherheil eine
pewiM e MsldonsgefohraiM chieesrikarvw 8ke <bs

oiechen S or;" behandelwarden vnaene Patantenprobe. bn FaOe ener

Wémmheﬁo dg%nweitungen (Mrzusteidgen
Nach AMd\tlas \AdalledaturMidiirfonde Kotwolen VWAVITebr vervencel

««den.
De Leiehsigdar PreoControl AtHAV IgviKonbolenvnuden t kenem
anceren VIgM Teli CRarpria. )

bei alen Raegsreian und Prabenrfon (Pnben. Keforsioren
ud Koodrolen Tvenreicka
Cownfoedvon Methoden\\éttem
Oereroerahmle Textam Begmn dee Dokumanles zaigt den PfodiAl-Code
sowieds dazugehbrige Versrtn des OWcumenles. X X

kannvon der folgenden\\eheeke twuniergel Bdinwerder

DieWeboeUe I de hierratettnzwtle Vareon odarabar, llls btrses
vedigber, e«e eBantab furdeien Produkl-Code giMiga hAhers Verson.

Soflan So ksnan kiemelzugang laben. emaffon M oet lhrer Roche-
Vertreiung das Dokumeot losteriioe.

Rawa
Pricaudons d'emplolat misee m garde
Pour (ia;*v>Stc inviro.

O b«iM sW tfe»iiliiM e habOkMOssda m arifu”®

LelmiMertdetoaslssdkhelsdevraJteire BfiBfiu6e contorm4menlaux
deposecnsMgeies-

Fichededonn” de sAcunM (hsponWe surdemands pour ies
proteeeomeis.

Pourles USA: Mtse en garde: LalotMderslenanorse la verte da ca
dep(»W que perun roedecin ou sufprescnpwn medkale.

Cecotfrei contortdee subsiancesciaeseasde la maniérBSisvan>e talon la
floglemenl (CE) No. 1272 ««e:

2-mrthyf-2H-eoihezol-3rone, chWiydtale

EUH20e Pert produire line reaction allerg'ique.
(L1'eiI6XEieIagede sOcunie du produfasi conlomie aux recommsndrtnne SGH
erUE.

Toutles maUnauxddngine humane dotvert ~ Gonafortectnm
ixxeritielem ertiritecbM x. Tous lee derivea de sang hkinan iM eae ora M
prdparea umguemare A partK de sang de donneurs oil la recherche da
rartgbne HDietdesantnxpe anb-VHC el sie-VIH a eondutA un resuKat
Les mdtiiodes nNe éee pourle ddp«age etaieniapprouvtet perta
FOAou cortoRnes Ala Directive eutopAenne 96/79/CE, Annexe 1.~ /L
Le sArum contenart des antoorps IgM aWiHAV UHoe poutla prApmton cki
cortrW e (PCA-HAVIOI"am foecM parls“propotaefone ellee

Cepsndart, comme le nequsiTinfection ne p e rt Aire axcfciavec cetisude par
aucune mdhode, y compns rinactwabon, ce produd do* Atre traiirt avec le
mAmeeon dm lesAchanMons de patents. Enc e d'emoaiton. suwre lee
directives de IButorAA cormthAlen(e en metiAfe desaniA.

LescortrWas redoivw | pas Abe ublkA6 BuylLIA de la date de pArempton
ndiquAe.

Les petformences des conlrAlee PreoContro) Anli-HAV IgM ribnl AtA etablies
avec tucun autre test ant-HAV IgM.

Eviler la 107TLLKCNde mousse dens les IAachts at les Achanbfbns de foue
types (AchanAlons de pehents. cattirateurs etconbWes).
TAIAchargenwttde fiches techniques

Le cadre en haulde Is page montre le coda du produit et la version du
document

Eiectys and cobee e anelyzan
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11i)(lw Uiuvi'oiii<ck
Cobas e 801 analyzer Olebalnroulolory AKslia
. T Dr. Manfred BOhm
ValiM elMat Manager Global Regulatory
UitV W ' Affairs
aiedC«inlAf*»lAV 1jl teen 1 preoiCeMreumnuv reu
tOMaaaao wmeT -
ComDorani ML wr IVhos Veka ftove 10
BMayeAnSHAVVI 474076
AHAVKUI 07021773 402038 Q10QI00 240 1A4>3]S 0319
ACNieia soma
0)1; EnMaa printed In bold hav* been added or updated compand to Ihe pravioue version of Iht value sheeL
OB Fe&gadniiMe Orttripe wurden. vergBctwn mn der vortMrtgen Version dee SolmilblaBs, hinzugefOgl Oder aktuaMeit
FR: Lea adk>ndiona ou modficaliona par rapport 61a version prMdente sort signal4esencaractbne gras.
de valorea.

E&'Lae entndaa Impreaas an negrta ban side afladldas o ach,tainda8en comparaddn con la versidn anterior de la
IT: La ¥od atampate In naredo sono state agglunle o aggfomale rispetk) ala verslone precedente del toglietto telalivo aiv * leorld.
PT: Aa enlradaa imprassas a negrilo foram adldonedas ou actuaisKlas am relafio i vetslo anteifor dafolw de valons.
DA Data mod fed akrifl ar tUfajet eVer opdalerei sammenlgnet med den foreg&ende version afverdlikemaot.
SV; ToxSnnahilifelstl herlagle Neeflari*pdaterats Jonfort med den Udigafe verskmen av virdeartol
NO: Oppferinger | fat skrift ar ny ellar oppdatert Infocmasjon sammertilgnel med torriga version av verdtokiemaet.
C & PofoScyvyUllind b iM byiy opredp M c to f vefltileUIOi hodnrt pfldiny nebo aldurtinvdny.
SK: Polofty wytiBfland tu 6 n” pfstram bol pildand alebo aldualsTvand Vporevnarts pndch4te)uoou veokHitabufky hodridt
P13 Poryd wydrukowane wyiuKczonyrn dnjUam zostaly dodane iub zaktuabowane w pordwnaniu do poproMoh wersl aitusza wtitok L
HU Azokiz alamakvannak vaaiagon ftva, amaiyek az adatiap el6z6 vetzidja dta me™\ttoztak vagy d jo * kerOWc bo.
| EL'Oika?cumplyxc M (M) ypodlixouv ig)oore6al 4 ewHpc>)9d oe T)ykptor] pe TTivnpomoOpGvn beboon ITM Tviiv.
da”arlayNtairiin dneoM vwalyW Kfan faridi olarak aktovnlf vayagO ncalar**

j TR Kain yaaknii
jr'SG; 3anucwa,otaya/aHHcyaaba’w pug 1,cagoomlelalunaaiyanvaapanm8cpNe«ar>ncryeaHMHBTaaepCHaManMcToaa a n ebecToitHocla,

ET: VUrtuala lahe aalmIN varaiooniga vGraidH laatud vG uuandatud kandad on tahtud rasvaies Idilss.

LT: ParyMfld Jniai btjw pridM aiba atnat*M iy”rw tt au ankataam ral(Mu lapo
LV: Traknrakftttzii*lfa Im led k plavtonoavaiatjauM B.laM zinrtarvMbu 1 *

HRU X |¢hwmM LwpndTom amaanaHbl Bow aHUa. gobaanaHmbla KMo 6HOTHHbIa No cpaaHaHuio O NpaoblayLiiail aapcueli N6rMLbl aHa4aHuIA.

| VL-C4ernt” dUSb b dém 61 duigb b6 anng hofc cd«) nhgt 10va pMn BBrliruOe cOatd g litr].

| bi-
n a lIrit«lb h forTMtM h au toatadlugBa aau aetuilziB tovanhatai antarloara a flgai cu
UK: Tarter, Bu/inanuii Jxpumm n p [t » L 6ytio iidHaHo a6o OHoeniHPyiioplwiHHI | nonapaguix)la ~
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