POTOTPAOHYECKHE H30BPAXKEHHA

HaGop xaaubpaTopos A8 KOIRYECTBEHHOro onpeaeeHns b2-muakxporaofyanna
(B2MG) B Moue, cCHIBOPOTKE H MIA3Me KPOBH HA MOAYJISX OHOXHEMHIECKHX cobas ¢
(Calibrator b2-Microglobulin)

nponssoacTea Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



Habop kanmbpaTopoB 4715 KONMYECTBEHHOr 0 onpeaeneHnsa b2-mukpornobynvmHa (B2MG) B Moue, CbIBOPOTKE W MiasmMe KPoBU Ha MOAYAX GUOXMMNYECKMX cobas
c (Calibrator b2-Microglobuiin)

1AB<T>4rw\ 10

-e2x1 ml

cobas*

i Calibrator p2-Wlicrog\c

06047545 190 2x1 mLCattbratof

Engffflh

Ianon Roc”itachi cobM c analyzem the callbniior code to 474.

Tb!rlllbmtore2-Micfoglobulln ie Intended lo ~ inthe calibration”
O n » X ;2 ~ o n Rochecllnl«UN*ww«*T*nalyr”

~peSed in Hie value aheete.
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Ha6op KannbpaTopoB 415 KOANYECTBEHHOI0 onpegeneHns b2-MmHkpornobynuHa (B2MG) B Moue, CbIBOPOTKE M Nia3Me KPOBM Ha MOAYNAX BMOXMMUYECKMX cobas
¢ (Calibrator b2-Microglobttlifi)

-4

Calibrator p2-Microglobulin

ROChe SyStemS H302 + H312, H412, P264,
P270. P273, P280,
[1E F] 08047545190 P3021-P352 + P312, P501
LU LU 12

ICALIBRATORI -2 x1 ml
COBAS is a trademark o

Roche.
~  Rodie Diagnostics GmbH

Sandhofer Strasse 116
068305 Mannheim

I Distributions USA by: '

| Roche Diagnostics, [LU3 C € 0123'”/\ C

I f(fianapoiis, IN ij<dalog roche.cofn

i Made in Gennany 02

~Roche” cobas
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Habop kannbpaTopoB ANS KOANYECTBEHHOIO onpegeneHns b2-mukpornobynmHa (B2MG) B Moue, CbIBOPOTKE ¥ Nia3me KPOBY Ha MOAYNISX 6BMOXMMUYECKMX cobas
¢ (Calibrator b2-Microglobulin)

Calibrator p2-Microglobuiin

w a (240)08047545190
LLI 3 (1072731101 ]

2 202&«1-31

H | 20234t0-10
w w ™(01)07613336120392

03 <S>
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Habop KannbpatopoB /19 KOMMYECTBEHHOIO ornpegenieHns b2-mukpornobynnHa (B2MG) B Moye, CbIBOPOTKE Y Na3Me KPoBY Ha MOAYIAX 6MOXMMUYECKMX cobas
¢ (Calibrator b2-Microglobulin)

For USA: 08047545190

Bovme serum abumin matrix with p2-Microglobulin
(human), contains 1.6 % NaNs 12

Rxonly
001
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Habop KannbpaTopos 4151 KONIMYECTBEHHOIO onpejeneHns b2-mvkpornobynHHa (B2MG) B MoYe, CbIBOPOTKE U M/1a3Me KPoBY Ha MOy nsixX 6Moxmmmnyeckmnx cobas
A c (Calibrator b2-Microglobulin)

Habop kanubpaTopoB A4/ KONMMYECTBEHHOIO

onpegeneHns b2-mukpornobynmHa (B2M6) B Moue,

_ _"* Mogynax 6UOXUMUYECKNX
cobas ¢ (Calibrator b2>Microglobulin), B cocTaBe;

3 Calibrator b2-Migroglobulin, dnatoH, 06bem 1 ms - 2w
NTaBeTKa CO LWUTPUX-KOTbI - 4HUT;

NHCTPYKLMSI MO NPHOCLLCHABOO.

PerHcrpayHoHHoe yaoctoBepeHue Ne oT
CpoOK rogHoCTM CM. Ha YrMakoBKe

Temneparypa XpaHeHUs CM. Ha yrnaKoBKe
Homep noTta cM. Ha ynakoBKe

Alwn«ia KBUY 1, 2 HBBUAY renarkra ¢ n HBsAg otcyTcrayk”™

. MPOLU AnarHoctmke MmbX *). S«,dW er
Mrax 116,68305 Mannbeim, Germany, I"'epmaHusi

M3penve npegHasHayveHo TOIbKO /15 AHAMHOCTUKH in Vitro

Y HOAHOMOUCHBbIN NpeACTaBUTEb MPOU3BOANTENS Ha TeppuTopumn PP HO6LLecrno ¢
OMMHWYCHHOI 0TBETCTBEHHOCTLIO «Polu AuarHoctuka Pyc» (OO0 «Pow iHanocnna
Pyc»X 107031, Mocksa, TpybHaxk nionuab, 4.2 Tea: +7 495 229-69-99. thakc. +7 495

229-62-64. E-mail: moscow.reception2_dia@roche.com
Kar. HOMp 08047545190
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Kanuépatop Calibrator b2-Microglobulin, ¢onakoH, 06bem 1wmn- 2 wr.;

Calibratorp 2 ~
®0B047545 a

[caubratprl p

-1 mL

N
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Kanu6patop Calibrator b2-Microglobulin, ¢hnakoH, 06bem 1 ma- 2 wT.;

C K-«icroglobuwulin
1772731101
Y S 202S«1-31

T *c <5

wBrn
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Kanun6patop Calibrator b2-Microglobulin, donakoH, 06bem 1 mn- 2 Wwr.;
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B2MIC

Calibrat
OObmMBOOO
Codw 474 00474

CA47412731100  0474006828727311

H&5:? 1
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B2M IC
Catlibrunor
Code* 474 089]_92

CA47472731100  (0474006829727311

ILOT>7273I11

0oL <S>
Canbntor MbMB60OOO
Codes 474 00474
CA47472731100

:EHU’OW;—



mtssnviu

Calibrator p2-Microglobulin

@ 0604754% 190 A2 x1 miCatbretor

English

System Iftformatlon

Foruse on Roche/Hitachi cobes c anatyzere#» calibrator code Is 474.
Intendsduse

Tiw C~bm tofS2-MlIcroglobulini8inlendedfofugalnitiaMlihmtm

Summary

analyzers.
Reagents - working solutions
AeectivecomponentSs;

Bovine serum albumin Tiarbr with chemical additives and material of
Pih)logical ongn as specified. The origin of the biological addvive
ollows:

Analyte Origin
~sMicroglobulin human
NorHBadivecoronents:

1.0% bovine eerum abumin; 1.6 % NaNj
cor’entrations of the calibrator components are lot-epectfic. The exact
calbratorvaluee are given in the electronically avaiable value sheets.
The values are also encoded in eiecfronic fHes sent via the cobes Krkto
theenafyzers.
Ce/ibratorva/uM
The caHbratorvalues were delemnned using the method stated Inthe
electronically available value sheets. Deteiminations were performed under
strictly standardized conditionson Roche analyzers using Roche system
re ag” andtoe Roche master calbrator.
TraceabHity information is given in the relevant Method Sheets for the
Sys” reagents.
Precautkxis and warnings
For tovitiQ dagnostic use for health care professionale. Exercise the
riorwal prer*uttons required for handyng aSlaboratory reagents.
Infectious or microbial waste:
Warning: handto waste as potentially biohazardous materal Dbyaso of
waste according to accepted laboratory to8tructions and praeeduraa.
Environmental hazards:
Apply aB relevant focal disposal regulations to determine the sale (fisposal
Safety data sheet available for professional user on request.
For USA: Caution: Federal taw restricts this device to » fo by or on toe
order of a physician.
All human malerial should be considered potenfial* tofectitots. At OFodunK

derived from human blood are papaiedexciuaivriHtQto tos

donors tested indNiduattM«Mewn to be tree from

to HCV arto HfV. The useassas

tw toe FDA orthat are to cornpfiarwe wito toe tegalnrtose o B Ite b leto
p b c1i tovitro diagrwsific mediee\Wevto>
toe European Union.

However, as no testing fflatood caH rate o ti tot
wito absolute certainty, thematerial should

of care as a patient specinen. In toe
responsble health authorities should be

This kit contains comporrentoiHaesifiedas fofDw toaccords with”
Regulation (EC) No. 1272fi00fe ! -wunjencewimmi

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

H302fH312 Harmful tsws&m etix in contact witb skin.

H412 Harmful to aquirtfc life with long lasting effects.

Prevention:

P264 Wash skiftBWTOugh”aftar handirtg.

P270 Do not eaUjrink or srttoke oT usirtg this product

pP273 Avoktreiease to the envirorfment.

P260 Wear piutttctiva gterasT pretoctivo ctothingf eye protectiofv
face protection.

Response;

P302 +P362 IF ON aWfcWaeh wito plenty of water. Cana POISON

+ P312 CEMTER/doctori you feet unwell.
Disposal;
P501 Dispose of contents/container to an approved waste

disposal plant
Product iinfnipihhnlirigfotews EU G HS guktofl.
Contact phone: LLICDuntos: +49iz1-75ffl, USA; t-600-428-2336
Handling

Carefully open one beifo awdtoglha los&of fyophitiate. and ptoette in
~ctty 1.0 mlotdinMllediUsiomzed vr~r. Cw LW y dose

«ssolve toe contents completety by xei“innnrgnntin aiiirttoffwitoin

30 minutes. Avokftoe formation of foam.

The encfosedtereoetod M s ere interxfod excfoswetyiorRocheiH f~
Ldfibrator. Attach toe b BsisiM fobefo to the

Criterioirfor theetabiWydtfa s M | by Roche:

Recx»” witoin-f 10 initial valua.
StobHiqt:
Urepmf: up to toe slaletoecpifation dale at 2-8 =C

After rseoMiilutfon: atls ~C 30days

nr-s’C oRchys
art-15J-(-S) m€ 12 weeks (whan bozw
once)

Store calibrator lightly capped when mmmn
Materials provided
» See *Reagents-wuricing-solutaffi" section
- Barcoded labels
Itatertots required (but not provided)
ystom reageeto Mto cfanicoG hem »

eqpfanivb

)iforhimnuMcntoernartotto Y n

n giitoeCalibraiefWj*rggDbylnesepecdWtotwielswteM sM

JNS»«8Bmsal«rtL

JMI1?uSlsepamiwitorH x>usan*«»nota”

cobas’

mjj)sn&: o



. Jy n\j
CKpeneyy nevartbio
y nncta (oB)
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