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Potorpadpuucckne a3obpaxenns

«Ha6op xoHTPOILHBIX MATEPHAJIOB /LIS KOHTPOJIS KA4YeCTBa onpeaeicnua obSmero
L-roMOLHCTeHHA B CHIBOPOTKE H ILUIA3ME KPOBH HA MOAYASX GHOXHMHYecKHX cobas
¢ (Homocysteine Control Kit Roche systems/HCYS Control Kit)

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHWF 1 PETHCTPALIMH MELMLIMHCKUX U3REMM



Habop KOHTPO/IbHbIX MaTepuanoB A1 KOHTPOIA KayecTBa onpegeneHns obLero
L-romoumMcTENHA B CbIBOPOTKE M MNjia3Me KPOBU Ha MOAY/IAX BMOXMMUYECKUX cobas
¢ (Homocysteine Control Kit Roche systems/HCYS Control Kit)
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Habop KOHTPO/IbHbIX MaTepmnanoB 419 KOHTPOA KayecTBa onpejeneHns obLyero
L-roMouuncTeEMHA B CbIBOPOTKE U MNJia3Me KPOBU Ha MOAYNSAX 6MOXMMNYECKNX cobas
¢ (Homocysteine Control Kit Roche systems/HCYS Control Kit)
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Habop KOHTPONbHbIX MaTepunasioB A1 KOHTPONS Ka4decTBa onpeaeneHns o6LLero
L-romoyncTenmHa B CbIBOPOTKE U Mla3Me KPOBM Ha MOAYNAX BMOXMMMYECKNX cobas
¢ (Homocysteine Control Kit Roche systems/HCYS Control Kit)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Habop KOHTPO/IbHbIX MaTepunasnoB ANsi KOHTPOS KayecTBa onpeaesieHnsl 06Lero

L-romoymncTenHa B CbIBOPOTKE M Ma3me KPOBU Ha MOAYISAX 6UOXMMNYeCKUX cobas
¢ (Homocysteine Control Kit Roche systems/HCYS Control Kit)

Habop KOHTPO/bHbIX MaTepUasioB ANst KOMYECTBEHHOO ONpeaeneHns 06LLEero
L-roMoLmMCTeNHA B CbIBOPOTKE 1 M1a3Me KPOBM Ha aHaM3aTopax 1 MOLy/sx
oroxmmmnyecknx CO6AS INTEGRA 1 cobas ¢ (Honwcysteine Calibrator Kit Roche
systeffls/HCYS Calibrator Kit), i coctaBe

1.MaTepuan KoHTponbHbIA 1 (HCYS Control Ktt 1), dhnakoH, 06bem 3,0 M 11 -2 wT,;

2.Matepuan KoHTponbHbIi 2 (HCYS Control Kit 2), donakoH, 06bem 3,0 M - 2 Wt
3.9TuKeTKa CO WTPUX-KOAOM - 4 WrT,;

L.MKNOPT NPUCBOEHHBIX 3HAYEHMWIA;

6.MIHCTPYKLNS O NPUMEHEHNIO.
PeructpaunoHHoe yaocToBepeHne Ne ot

CpoOK rofIHOCTU CM. Ha ynakoBKe
Temneparypa XpaHeHus CM. Ha ynakoBke
Homep noTa cM. Ha ynakoBke

AnTuTena k BUY 1,2 u Bupycy renantra C n HBiAg otcyTcTBYIOT

Mpousaagutanb: «Roche [Kagnostics GmbHi (Tow AuarHoctuke Mm6X"). Sandhofer
Strasse 116, D- 66305 Mannheim, Germany, l'epmaHus

WNap«We npu|kasHaueHo TOMbKO 418 AUErHOCTUKM in vitro

YNo/IHOMOYEHHBI NpeACTaBuUTeNb MPOU3BOANUTENS Ha TeppuTopumn PO;

O61L,ecTBO C OrpaHNYeHHO ONarcTBEHHOCTbIO «Polw [lnarHocTuka Py »
(OO0 «Poww AterHOCTMca Pyc»), 107031, MockBa, TpyiSnae nnowaaw, 4,2
Tm: 495229799, dhakc: 7 495 22942-64.

E-mail: moecow.reception2.diaOroche com

Kut Homep 05142423190
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'Habop KOHTPO/IbHbIX MaTepuasnoB 4/ KOHTPOA KaydecTBa onpejesieHns obLero
L-romoumcTeMHa B CbIBOPOTKE M Njia3Me KPOBU Ha MOLYNAX BMOXMMUYeCKUX cobas
¢ (Homocysteine Control Kit Roche systems/HCYS Control Kit)
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MaTtepuan KoHTponbHbIi 1 (HCYS Control Kit 1), hnakoH, 06bem 3,0 mn

05142423
"N154567 A

MaTtepuan KoHTponbHbI 1 (HCYS Control Kit 1), hiakoH, 06bem 3,0 M/
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Matepuan KoHTponbHbIN 1 (HCYS Control Kit 1), hnakoH, 06bem 3,0 mn
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|[Tepuan KoHTponbHbIN 2 (HCYS Control Kit 2), pnakoH, 06bem 3,0 mn
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[aTepuan kKoHTponbHbIN 2 (HCYS Control Kit 2), doniakoH, 06bem 3,0 mn

Matepuan KoHTposibHbI 2 (HCYS Control Kit 2), pnakoH, 06bem 3,0 mn
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OTUKeETKa CO WUTPUX-KOLOM

HCYCl1
gSTis, “k_eu»
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MacnopT NPUCBOEHHbIX 3HAYEHWUA

Homocysteine Control Kit
oobas*
554567 \er.l
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NHCTPYKLNA N0 NPUMEHEHN 1

Homocysteine Contro

ZxamLContron

(*«5142433190
2x3mLCon(iol2

Engltth

SyvtMTi Hfonnebon

Foruseon RotfN/WachiWODUAR and eobt* e anetyzen Neecontrol
code b 254 tor Conool 1end2SSforCoritrol2.

Foruseon COBAS INTEGRAanelnen NeeeyiiBT tOie 07 74801 fcy
ConM 1end07 7492 8forCorttol 2.

Intended uee

The HomocyetetneConeol Kitb Intended foruaein (mLlyconM by
mo(«onng aomracy arx)pMelon forthequM bOM melradsM iMdIbd
Inthe vallie sheets:

Summary

Ttw Homocysteine Comrolk itcm teb of2 reedy-for-uae controb taeed on
human serum.

The achele0 oMicenttalions o(the control components are in the low range
for Control 1and In the elevated range for Control 2.

Reaeents - working eolullona

Reactive cortymerils.'Hunwr eetwunwivhc tw riM

AAxHeec6M tmtoonanea'Preiervative

The concentralionB of Neecontrol components are bupooiic. The exact
targetvalues and ranges eragKw invie ateckonicily avaBb)le or
endoeed value sheets.

The values ate elso encoded in the endoeed control tMucode sheeb (or
RochalHitachi MODULAR. C06A8 INTEGRA and oobaic 111 analyzers.

Forthe eobas O enalyzei* (exceptfor (he oobee 0 111 andyzet)to vduee
are encoded In etodronlc dee eentvia the cobee Ink tothe anal”ra.

Targetveluaeand nngea
Ito targetvaluesw w_datwnined ueh idflStoi .
nfom- #{itrffiTiT [« MfriffiM A Mita iTnmii nriiii
methodswere petformad under strictlyaiM dtsA toeaie ie e eaaeehe
analyzers using Rodie syetam reagents. lhaiaqib «toiiito to d ie the
mean QfaflvakieeobWned.Thecom epofiiBa«eaHl«gtbcalsitoed
asthetargetvaluei le Y ofthemeaiuafoitorOm M landa 1S% of
the mean value for Control 2.
RmuBs shouU to wiNe to definedraum.ilBMieaBM dniU
eetaWsheofTaciivemiiMiite bl toealtotoBModWeto w v -
AcinicalylniigrilB cattaifotow tM !beiiw btotoil»rb M i)ito tf
onto vm e sheetandto eriuM iaM M tt« Ll M bdtaM itototoa
data. Thbis causedby: ~ »
« torouKfngefvakatolIMiBbNM
totruiTwdreadS~P|b«IS**b*|*d.

* toPshjy ndtoiiM iMi'ai®

caiiksbr.

FortowfeetoeaaMD i i i
Dfetoiito — top iMfMtotMdktaiMotoeiy
oSatodWmealki latotalgutoitM .

Qihlydethsheetf

Aitoattafltod 6iMlitoBnatoored:|atotoMfy infectious. Ail products
(tortvetHwm h i” b o d/HH Ifiiiiliii ml iim njiilof
donofitoted totiahtfyeB ififiiiH lofaefreeluM IPtAgand anttoads
toHCVandHfV.

TTie testing methods apphdmere FDA-approved or(|B
wkhto European Otredfve M/TdCC, Aniiex I, Listk
However, as no testing method cm rule outto poienliBttoi k of infection
with Bbsoluto certainty, to metedal should be handled whhto same level
of care as a petfentieetoien. In the event ofexpoeure, to dmshto iXto
mepoaelto hBaNe authoriito should be fo B »

iecompttance

vaOEngish
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| Kit cobas’

ca™ity A *xx o Nleii fti lofflielon

b reedy*r-i»e-

smmgeandetabllity

Stabny;d. uptoto staled expiftoion date « 2-8*C
topened: 2 hours at 15-25%0 0128 (oyeat R Cptwsh
aErqETy thatdi*renetog of the conkoltafM placeetoU

idcrot” coritanbi*lon.e.g bypoutirgoA
Store conirob tighily capped when notin oM.

Mslertili ptwWed
See mReagents-worWrg solutions* secdon

« Bamdedlab”

WirtMlals rwiuirw| (but not provided)
Rodresystemfiviwits and dinical chemfolkysnd*™

+ General labotstofy equipment

Asliy ) . .

Oftpense the required volumeinto a sample cupandn * e file lame

paoem sampiee.

The ocrtrob should be run daily in paralel with patotiw d * to to

ffiwy cdbration. Controlinlervals musl be ad a» tolnMud

toortfory's requicemenls.

Fbnto apoNa)iegpanTTiat regiiationeani lell guiViesty
orzaﬂyaﬂ?g.j\l

nsterences

1 OeorpetionaiSafoty and HeaXh Standards: ttodbomspadtogete.
t29CER Pan 1910.1030). Fed. Register.

Direclive 200GS4/EC ofto European Pertarento Coreldf
18 September2000 onto proter”™ of wQleelnn

expoeure to bfotogical agents atwork.

ApoM(pertod’5IDp)b always used in this MetledSfeslestetonl
separto to markto border betvreen the integntto le Irebcrel(to 0

adecimal numeral. S*Mmtors tor thousands « « ndtod.
Symbols
Roche Otegnostics usesto (olowtng symbols to *0*7 *® **'®
iwee hied in to iS 0 15223-1 sundard.
Comenlaotlgt
Vokime afterreccfbto»’ -""A'"”

A

FOR US CUSTOMERS ONLY: LLHI'TH) WARBAffTT
Roche Oagrwstiee wananb thM ihis pitrduct Wititoi W

«tolinto labelng when used to accordance to

be tree from defecto to rreieiw | arx| workmansheif@\*_*
iS-

(to

N

OHRWARRANTY,

WARANTY - MERCHANTABILNY CR

RALRRCEE INNOBVENTSHAU

™JJjNeKTAL. INDIRECT. SPECIAIDHSE>*

Atonrar nreaairrcofttiwauun”?
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