" POTOI'PACPHYECKHE H30EPAXKEHUS

Ha6op KONTPONLALIX MATEPHAJIOB LIS KOHTPOJIA KavecTha onpeaeenns b2-mmk-
poriobymana (B2MG) B Mote, cLIBOPOTKE B IJIA3ME KPOBH HA MOAYAAX 6HoxBAME-
yeckux cobas ¢ (Control Set b2-Microglobulin)

npou3BoAcTBa Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim,
Germany

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



Habop KOHTPO/bHbIX MaTEPVANOB [/151 KOHTPOS KavecTBa onpeaeneHns b2-mukpornobynnHa (B2MG) B moue, CbIBOPOTKE M Nia3me KPOBU Ha MOAYNAX GUOXUMUYECKNX
cobas ¢ (Control Set b2-Microglobulin)

Control Set p2-MicroQ
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Habop KOHTPO/IbHbIX MaTepnanoB A/151 KOHTPONS KavecTBa onpeaeneHns b2-mvukpornobynnHa (B2MG) B Mmoue, CbIBOPOTKE M Nia3mMe KPOBU Ha MOAYNAX BMOXMMUNYECKNX
cobas ¢ (Control Set b2-Microglobulin)

Control Set p2-Microglobulin

Roche systems H302 + H312, HA412, P264,

P270. P273, P280,

08362785190 P302 +P352 +P312, P501
| CONTENTI
12
2X 1 mL
Il W ww 2 X1mL
COBAS is a trademark of
Roche.
Roche Diagnostics GmbH
" Sandhofer Strasse 116
D-68305 Mannheim
i Distribution in USA by: tP1il C€
Roghe Dia_gnostics, 0123
I Indlanz_;lpolls, IN cSalog rDche.com
s Made in Germany 02
<{Rochey CO b a.S
j-l\
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Habop KOHTPO/IbHLIX MaTepnanoB A8 KOHTPONSA KayecTBa onpefeneHus b2-mukpornobynumHa (B2MG) B Mouye, CbIBOPOTKE U M1a3Me KPOBM Ha MOAYNAX GUOXUMUYECKMX
cobas ¢ (Control Set b2-MicroglobuHn)

For USA: 08362785 190
w w uw
| Bovine seaim albumin matrix with p2-Microglobulin

(human), level I, contains 1.7 % NaNs 12

[l Bovine seaim albumin matrix with p2-Microglobulin
(human), level II, contains 1.6 % NaNa

Rxonly
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Habop KOHTPO/bHbIX MaTepmanos A1 KOHTPOA KadyecTBa onpegeneHna b2-mukpornobynmHa (B2MG) B moye, CbIBOPOTKE M M1a3Me KPOBU Ha MOAYNAX BUOXUMUYECKNX
cobas ¢ (Control Set b2-Microglobulin)

Control Set p2-Microglobuiin

LLI  (240)08362785190
1L.OT 1 (10)73959701

2  2025-03-31

20234)5-15
(01)07613336154243
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Habop KOTPONbHLIX MaTEPUaoB 41 KOpoaa KavecTsa onpegeneHns b2-mukpornobynvHa (B2MG) B Moue, CbIBOPOTKE 1 M/1a3Me KPoBM Ha MOZY/SAX 6BUOXUMUNYECKUNX
cobas c (Control Set b2-Microglobulin)

Habop KOHTPO/IbHbIX MaTepunasioB A/19 KOHTPO/A KayecTsa
onpegeneHns b2-mukpornobynmHa (B2MG) B Moue,
CbIBOPOTKE W M/ia3mMe KPoBM Ha MOAY/ISIX OBMOXUMUYECKNX
cobas ¢ (Control Set b2-Microglobulin), B cocTase;

1. Marg>HaJi koHTpow>biblii Control Set b2-Microglobulin 1, gnakoH, 06bem 1 M- 2 nrt;

2. Matepuan BowponbHbIi Control Set b2-Microgk>bulin I, conakoH, 06bem 1 M- 2 Arr,;
3. OTUKeTKa Co NMNPUxX-Nogom - 4 LWT.;

4. VIBCTPYXUMA NO NMPUMEHEHWUIO;

PerucTpaLuoHHoe yaocToBepeHme Ne oT

CpOK rofHOCTK CM. Ha ynaKoBKe

Temncpenypa >gpeRemui CM. Ha YNakoBKe

Homep nota cM. Ha yrnakoBke

AHnrresa k BUY 1,2 u Braycy renanrra C un HBsAg oTcyTCTBYHOT

MpoiNMBOUNTenb:«Kocbe Diagnostici C TLU k (""Pow AunarHoctuke M'm6X"), Sandbofer Stnsse
116,68305 Manaheim, Germany, ["'epmanss

M3penve npegHasHa4vyeHo TONbKO A48 AHArBOCTHKM in Vitro

Y NOMHOMOYEHHbI NpeACcTaBMTelb MPON3BOAUTENSA Ha TeppruTopun PPcO6LLOCTBO ¢
OrpaHnyYeHHO 0TBETCTBEHHOCTLIO «PoLu AuarHoctika Pyc» (OO0 «Pow narHoctuka Pyc»),

107031, MockBa. Tpy6Has nnowage, 4.2 Ten: +7 495 229-69-99, dhakc; +7 495 229-62-64. E-mail:
moscow.reception2 dia@roche.com

Kart. Homep 08362785190
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Matepuan KoHTposibHbI Control Set b2-Microglobuiin I, ¢pnakoH, 06bem 1mn - 2 wT.;
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MaTepuan KoHTposbHbIi Control Set b2-Microglobulin I, hnakoH, o6bem 1mn- 2 wr,;
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I. Martepuan KOHTpoOnbHbIA Control Set b2-Microglobulin |, pnakoH, 06bem 1ma- 2 wrt,;
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2.Martepuan kKoHTponbHbIA Control Set b2-Microglobulin II, hnakoH, 06bem | ma -2 wr.

12

Control
[ L, 0836278%
o wai A
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2.Martepunan KoHTponbHbIi Control Set b2-Microglobulin Il, dpnakoH, 06bem 1mn - 2 wWrt.;

PA-Microglobuli®’
0773989701

8202S0 3-31

c <S>
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2. Matepunan KoHTponbHbIi Control Set b2-Microglobulin W, ¢nakoH, o6bem 1ma- 2 wr,;

LLlobu| I

1ﬂ 07021097(1)
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Control Set P2-Microglobulin

W 0828786190 -+2KlinLContralL»«ll

*2xImLContiolLwil]|

Englith
Sytivh Informitian

Control S~ tMioioglobuhn it tor UM

Bow cy ftixI preciBion fortfw (NiviAttfve mMhodu ap e ”
sheets.

Summery

Ckmtrol Set P24ilicrogloMh oonsist™

bovine eeruro albtinin matrtx.

Reeoente - working eohitlone

AeecMvcwrtpownts.'

B 0™ «MLW atximIn matrix wNe chemical

WI origin as apac«ied The origin o( tha biological addriiva laas

Origsi
human

Analyla
P24fcroglobulin

HomwMncoT pons//k

1.0Kbouina8animaijumin

Lausll  trWNaNs
Lanlri  1.6%NaN,

) . I»* * o totapecllic. The exact
UigetMluee am gh«n in ltw ataobonlcalhi available value sheets.
Tfte .am ate entxxJed h elecawilc Wee asm via me eebae imkto
me anatyisre.
TwgetvalUM and rangea
The taigetvaluea were delemthed uetng the method stated in the
electrorikwBy ayalll e value sheete Defennirtttiorw fo*
were performed under etrictty etarxiardized coTKfitlo™
usino floche system reagente and the Roche master caiferator. The tarael
value apecied is tha mean of aiivaluee obtained. The coirespondino

control range Is calculated ae the target value 1 3 standefo deviations (the
standard deviation being the value obtained from several target value

determinationa). ResuHa should be wkhin the defined ranges. Each
laboralory should eatabliah corrective meeeurea to be taken if values fall

outside the range.

« the rounding of valuef») during convrimion from Die unit in the
Instrument reedeble £ ta to the unitthat Is being need.

« the celculationotthe ranges by the enelyzer using the peroentige
values torthe riumee ervMded In the barcodee.

The traceability oi the target vtlus IS given In the respective Method Sheets
!%{J tgl&%¥stem reagente to be used In eomblnaiion Mth the reoontmended

Preeautione end warnings

For in vitro diagnoslic use lwheallh care prolesaiona™*
normal preraiiona required for handling ail &b > LU ~ L, en .

Infaelloua ot microbial waste:

Wamtng: hanrja vmsteai Mtenitellybtohazatdoue material 0
waste aecorting to aocepted laboraloiy insiructlonetnd pneedune.

ANJKwrnttoM Tdiepoeal reguleiioni to determine the cafe (bpoail.
Safety data sheetavailable h r proleaelonal uieron 1L » 1

ForUSA: Caution: Federal law raetrieti this device to sale by oron «»
order of a physician.
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donors tested individuaily and shown to be free from HBsAg and antlbodtae
fo HCV and HIV. The testing methods use asaays ihat have been approved

by the FDA or that are in compliance with the le* | rules appficifoiefo
Invitro diegnostic medical deviceeforhumanuseonthemadcef in
Js European Union "
B» no tasting method can rule out the potential risk of k LI 3n
*ta»”-® W be handledwiththe eeme level

iwponsWehwit

<I>
Wamiro

H302 + H312 Harmful if swallowed or in contact wHh skin.

H412 Hamihri to a*udlc life with long lasting effects.
Prevention:

p264 Wash skin thoroughly after hancftHJ.

P270 Do not eat, drink or smoke when using lhiepfOducL
p273 Avoid release to the environment

P230 Wear protective gloves/ protective ciolhing.
flesponee;

P302 + P352 IF ON SKIN: Waeh with ptenly of water. CaR a POISON

+P312 CENTEFVdoclor if you feel unwell
Disposal;
P501 Dispose ol contentatoontainer to an approved waste

disposal plant
Product safety labeling follows EU GHS guidance.
Contact phone: all countries; +49/1-7590. USA: 1-800428*2336
Handling

9AagU7 1.1 iiil u «g1I6MHOOTOBLLIOEOLLAKOT. WSreiuHy cioee trie tX)me
~ lv e the erxitente i”pletely by occasional genus swirling witoin
30 minutes. Avoid the formabon of foam.

The enclosed barcoded labels are intended exclusKrety for the
Ro"s(HItechl robai ¢ systems to identity the rronirol. Attach the berooded

tobeb to the tobes tarrying the eempte cups containing the (odUrol fflitenei
Storage and atabllity
Storeat2-8 X .

by Rocha:

st"skyj

Unopanad® up to ma stated explrattondaleat M *C

Aflarraooniilution: ati525Xx 30ttaya
al24 Xx SOdaya
at(-15H-25) X 12 wteka {when frozen
once)

Store conlrolHighiV oapped when not h use.

MMriaie provided
s e Wfleegeme-woriring soWlons-section
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