Pororpadpuaecxue usobpaxenns MU:

«HabGop xannépaTopoB A4 KOJIHYECTBEHHOIO ONpe/ie/IeHNs PAcCTBOPHMOro penentopa Tpanceppuna (STIR) B
CHLIBOPOTKE H M/1a3Me KPOBH HAa AHAJIH3ATOPAX H MOAYAAX GuoxaMuueckHX cobas ¢, cobas Integra (Calibrator sTR 11
Roche systems)»

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



60p KannbpaTopoB AN KOIMYECTBEHHOIO OnpeaesieHNst pacTBOPMMOro peLienTopa TpaHcgeppuHa (STFR) B CbIBOPOTKE 1 Nia3me KPoBU
aHanmsaTopax 1 Moaynsax 6moxnmmyeckunx cobas c, cobas Integra (Calibrator sTfR Il Roche systems), B cocTaBse:

<t>
1. Kanubépatop Calibrator sTfR Il, ¢pnakoH,~6bem 1,0 ma - 3 WwT.;
2. OTUKeTKa CO WTPUX-KoLoM - 4 WT.; o
3. MacnopT NPVCBOEHHBIX 3HAYEHWIA; f iHieiC aft
cobas*

4. VIHCTPYKUMA M0 NPUMEHEHUIO.
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Habop Ka/imbpaTopoB /19 KONMYECTBEHHOIO OMpefeneHns pacTBOPMMOro pelenTopa TpaHcdeppuHa (STFR) B CbIBOPOTKE M1 Nnasme K
aHasmsaTopax u Moaynsax omoxmmmyeckmnx cobas c, cobas Integra (Calibrator sTfR 11 Roche systems)

Calibrator sTIR 1

Roche systems H317, P261.P272,

P280,P333+P313,
paer+P364,P501

LU 08753776190

L L

COBAS s a tradeniartc 3x 1mL
of Roche.

.aJ  Roche Diagnosiics GmbH
*  Sandhofer Str. 116
D-6B305 Mannheim
9 Distribution in USA by:
Roche Diagnostics,
g Indianapolis, IN
Made In Germany 02

~Roch” CObaS

Qljdteloo.roche.com
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Habop KannbpaTopos 4151 KONMYECTBEHHOM0 OMNpeseieHNss pacTBOPMMOro peLientopa TpaHcgepprHa (STTR) B CbIBOPOTKE U Nia3me KPoBU
aHasmsaTopax u Mogynsax bmoxmmmyeckmx cobas ¢, cobas Integra (Calibrator sTfR Il Roche systems)

Calibrator sTfR il te | {240)08753776190
For USA:
Human serum with: sTfR (human) I®

M1ot] (10)72484001
2024-0&M

wW 202~7-11
T clld (01)07613336164587

Rx only 02
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Habop kannbpatopos A1 KONIMYECTBEHHOIO OMPeAesieHs pacTBOPMMOro peLenTopa TpaHcgeppuHa (STFR) B CbIBOPOTKE U MN1asme KPoBU
aHanmsaTopax U Moaynsax 6uoxmummueckux cobas c, cobas Integra (Calibrator sTfR 11 Roche systems)

Habop kansB6parropoB [/ KONMYEeCTBEHHOr0 ONpefesieHns pacTBOPAMOro
A peuentopa TpaHc<™puHa (STIR) B cbiBOPOTKe M nnasme KPTLU Ha

aHanmsatopax A Mogynax 6uoxmmuyeckmx cobas c, cobas Integra
(Calibrator sTfR U Rodie systems)™ B cocTaBe:

1. KenH6peTop Calibrator sTfR I, thnakoH, 06bem 1,0 M - 3 Wir;
2. ITUKeTKa CO LUTPUX-KoAoM * 4 LiT.;

3. MacnopT NPUCBOEHBLIX 3HAYEHMWIA;

4. IHCTPYKUMSA MO NMPUMEHEHMIO.

PerHeTpalHOHHOe yaocToBepeHne No
CPpOK roHOCTV CM. Ha YNnaKoBKe
TemnepaTypa XpaHeHUsi CM. Ha YrMaKoBKe
Howmep ;loTa Cbl. Ha YMNaKoBKe

oT

AHTuUTena K BUY 1»2 n upycy renatuta C n HBsAg oTcyTCcTBYIOT

MpoussoanTens: ~Roclie Diagnostics GmbH> (**Pow unarHoctuke M'meX”), Sandbolbr
Strastc 116,68305 Matmlieim, Germany” I"'epmaHuns

M3genHe npegHasBayeBo TOMIbKO 418 ANAarHOCTUKN in Vitro

YBO/IBOMOYEHHbIN BpeACTaBUTE/lb MPOB3B3ABTENS Ha TeppBTOpBB P®P: O6TOCNBO C
OrpaHVYeHHON OTBETCTBEBHOCTLIO «Pow [Awnantoctuka Pyc» (OO0 «Pow [uarHoctuka
Pyc»), 107031, Mocksa, Tpy&ms nnowlagb. A2 Ten; +7 495 229-69-99, diakc; +7 495 229-72-
64.

E-mail: moscow. Teception2_dia@roche.com
Kar. Homep 08753776190
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Kanub6patop Calibrator sTfR 11, (onakoH, 06bem 1,0 mn

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

[I"librator 5"

1708753776 LU

1772484001 \\
22463

A [j*bi
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CA89772484000
00697003094724840
.
o
4 CA89772484000
L 00697003095724840
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CA69772484000

00697003096724840

00697003097724840
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MacnopT NPUCBOEHHbIX 3HAYEHWIA
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Calibrator sTfR I

® 08753776190 3X1mLCatalor

Englith

Syttem information

A B 5" n g method sheet of the assay for the identification on the

Intended use

S, S BSAK FsrirriK r*

Mbralor sTtR Il is a liquid raady-lor-usa caWwlor based on human

aH twnWes” ®PRcified mttie relevant value sheet may not be available in

Reagents - working solutions

Reactive components:

Soluble transferrin receptor In human serum
bl <to-toac” components:

Preservatives and stabilizers

The concentrations of the components are lot-specific. The exact calibrator
values are given in the electronicaly available or enclosed value sheets.

The values are also encoded In the enclosed calibrator barcode sheets for

COBAS INTEGRA.

Forthe cobas c analyzers the values are encoded In electronic files sent

na the cobas fink to the analyzers.
Calibrator values

The calibrator values were deterrrHned uang the method stated in the
electronicaity available or enclosed vaKie sheets. Determinations were
Mrlormed under strictly standartfized conations on Roche analyzers using

Roche system reagents and the Roche master calibrator.

The cafibrator values were obtained via singto determinations performed in

different laboratories, in several separate runs. The calibrator value
specified is the mean of ail vatues obtained.

Traceability intormation is given in the relevant Method Sheets for the

system reagents.

Precautlont and warnings

Forin vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling aii laboratory reagents.

Infectious or micmbial waste:

Warning: hande waste as potentiafiy biohazardous material. Dispose of

waste accoitfing to accepted laboratory instructions and procedures.
Environmental hazards:

Safety data sheet available for proteesionai user on request.

“exicelo sale by Ofon the

Warrmnng
) an allergic sWh reaction.
Prevention:
p261 Avwid - E ]
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p272 Contaminated work clothing shouldnot bellowed oule(
the workplace.

P280 Wear protective gloves.

Reaponae;

P333 + P313 If skin irritation or rash occurs: Get medcal
advice/attention. .
s,
P362 + P64 Take offcontamineladcMbitrtdareM trefere rreree.

Dispotal:

PsoL Diepoee of conients/contamer to an approved waste
disposal plant.

Product safety labeling foltows EU GHS guidance.
Contact phone: alt countriee: +49-621-7590. USA: 1-800-428-2336

AHhuman material should bej»r«idered potentialy infectious. AM products
derived from human blood are prepared exduavely from the btoooof
donom tested indMdualhr and diown tobe fr« fromK&sAg andortborte
to HCV and HIV. The testing methods use assays (hat have been aropowto
by lira fAA w that arein (»mpliane»wtii*el6” rules eppltofiM )
Pacmg in vitro diagnostic medicodevisis for human use on the market in
he Eurepean Union.
Hwever, as no twting mefftod can rule out the potential risk of infection
with absolute certainty, the materid should be hwidedwHh the samelbm|
of cara as a patient specimen. In the event of exposure, theiM w ee-oi the
responsible health authorities should be foliowed.-"

Hartoling

The product is ready for use. Allow the calibrators to reach room
temperature before use and mix carefully to ensure homo”oerk.Ai
formation of foam. R

The enclosed banxxted labels are intended exdu”ety for cobae ¢
systerhsto idstiify ttto csSbretor. Attach ttto barcoded LLIB to (bblsbee
carrying the sample cups containing the caFtbrator material.

Storage and stability

Store at 2-6 "C.

Criterion for the stability data stated by Roche:

Recovery withini 10bl liilialiaiue.
Stability:
Unopened: Up to the stated expiration date at 2-8 °C.

Atteropening: 4 weeksat 2-6 X , provided fiat dhpansing of

the calibrator occurs wtihout microbiai
oontamination, e.g. by pouring ttti.
Do not freeze,
Store calibrators tightly capped when not in use.
Materials provklad
* See ‘Reagents - working solutions' section
* Baed ldels

LLI1aI/Ia_]Jta(1ufoeiLLl L
* ftvliesyalamfeapnteanetfilinicaldiemii\Waea™™

UseCtfibraroraTiRtt-

2 fon [T #ooorx hraiMAIYito

mreset work.
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Bcero npoHymepoBaHo,
NMPOWHYPOBAHO U
CKpenneHo neyatbto

3 nucTta (oB)

M0 [IOB6p6HHOCTU
ot 30.01.2023 1.



