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Kanubpatop AN KOMWYECTBEHHOro  orpeAeneHuss  HuctatuHa C

NMMYHOTYPOMMETPUYECKUM METOAOM B CbIBOPOTKE W M/1a3Me KpOBM Ha
aHanmsartopax n mogynax cobas ¢ v cobas Integra (C.f.a.s. Cystatin C Roche

systems)
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Kannépatop ANs KOJMYECTBEHHOrO onpedeneHus uuctatHa C MMMYHOTYPOUMETPUYECKM METOAOM B

CbIBOPOTKE M M/1a3Me KPOBW Ha aHanmM3aTopax u Mogynsax cobas ¢ v cobas Integra (C.f.a.s. Cystatin C Roch\»
Z -
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1 Kanunépatop C.f.a.s. Cystatin C, hnakoH, 06bem 1mn- 4 wr.;
2. OTMKETKa CO LUTPUX-KOLOM - 2 LUT.;

3. MacnopT NPUCBOEHHbIX 3HAYEHWIA;

4. VIHCTpYyKLMA Mo NpUMEHEHUIo
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C.f.a.s. Cystatin C

Roche systems
04975901191 CAUBRATDRUXImL
COBAS is a trademark of Roche.
A Roche 01a9r0811C$ GmbH
™ Sanc#xjterStr.116
D-68305 Mannheim C€0123
Disfribution in USA by:
Roche Diagnostics, Indianapolis, IN A .
Made in Germany 02 I[¥1" ekjorochecoiTi
“Roche”

cobas

Kanubpatop gnsi KOAMYeCcTBEHHOro onpefeneHmsa yuctatuHa C MUMMYHOTYp6MMETPUYECKMM METOAO0M B CbIBOPOTKE U
nnasme KpOBMW Ha aHanu3atopax u moaynsax cobas ¢ u cobas Integra (C.f.a.s. Cystatin C Roche systems)
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Kanuépatop Ans KONMYECTBEHHOTO OonpeAeneHns HUctatuHa C MMMYHOTYPOUMETPUYECKAM METOAOM B CbIBOPOTKE W

nnawe Ha aHanusartopax u mogynax cobas c u cobas Integra (C.f.a.s. Cystatin C Roche systems)
For USA: 04475901 191
| CONTENT!

Cystatin C (human recomb. E.coli) in human serum

Rxonly oot
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KanubpaTop AN8 KOAUYECTBEHHOro onpegeneHns uucratmHa C MMMYHOTYpOMMETPUYECKUM MeTO4OM B CbIBOPOTKE U
nnasmMe KpoBWM Ha aHanm3atopax U Mogynsx cobas ¢ u cobas Integra (C.f.a.s. Cystatin C Roche systems)

Kanunépatop ANs KOIMYECTBEHHOI0 ONpefeneHns
unctaTnuHa C MMMYHOTYPOMMETPUYECKM METOAOM B
CbIBOPOTKE U Mfa3Me KPOBWU Ha aHanmM3aTopax U Moaynax

cobas ¢ n cobas Integra (C.f.a.s. Cystatin C Roche systems),
B COCTaBe:
1. Kanu6patop C.f.a.s, Cystatin C. (nakoH, 06vem 1 mn - 4 wr.
2. OTUKETKa CO LUTPUX-KOLOM - 2 LWT.
| wdp 3. TMacnopT NPUCBOEHMbINC 3HAYEHUIA

Co 4. VIHCTpYKUWS N0 NpPYMEHENo
PeructpaunoHHoe ygoctosepeHne  P3H 2019/8653 oT
CpoK rogHOCTe, Ha ynakoBke
Temnepatypa XpaHeHUs CM. Ha ynakoBke
Homep n0Ta CM. Ha ynakoBKe
AHTuTena K B1TY 1,2 n Bupycy renatnta C n HBaAg oTCyTCTBYHOT

Mpounssogutens:«Kocbe Diagnostics GmbH» (‘'Tow AnarHoctuke Mm6X”), Sandhofer Strasse
116, 68305 Mannheim, Germany, epmaHua

W3penve npegHasHaueHo TONbKO 418 AMArHOCTUKM in Vitro
YNOMHOMOYEHHbIV NpefcTaBuTe/lb NPON3BOAUTENA HA TeppuTopnumn PPHOGLLECTBO C
OrpaHNYeHHON OTBETCTBEHHOCTbLIO «PoLw JnarHoctuka Pyc» (OO0 «Pow AuarHocTrika Pyc»),

107031, MockBa. TpybHas Tow aab, 4.2 Ten: +7 495 229-69-99, thakc: +7 495 229-62-64, E-mail:
mo8cow.reception2 dia@roche.com
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Kannbpatop Ans KOMYeCTBEHHOro onpeaeneHnst umcrtatnda C MMMYyHOTYPOMMETPMYECKM METOLOM B CbIBOPOTKE M MMa3Me KPOBW Ha aHanm3aTopax u
moaynsx cobas ¢ 1 cobas Integra (C.f.a.s. Cystatin C Roche systems), B cocTage:
2. OTUKeTKa CO LUTPUX-KOAOM - 2 LUT.;
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Kanmbpatop Ans KOAMYECTBEHHOro onpefeneHns uuctatuHa C MMMYHOTYpOUMETPUYECKUM METOLOM B
CbIBOPOTKe M MNnia3mMe KPOBW Ha aHanm3atopax 1 mogdynsx cobas ¢ n cobas Integra (C.f.a.s. Cystatin C Roche
systems), B cocTaBe:

3. TlacnopT NPUCBOEHHbIX 3HAYEHWUIA;

| C.f.a.s. Cystatin C cobas®

| 1/17104975901191 T 654239Ver.1 , a 20244

COBAS INTEGRA 400 plus
CaltkBtofBarcodeVef. t

LM THEEEE e R T H eH i i il

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



Kanmbpatop Ans KOAMYECTBEHHOro onpefeneHns umuctatmHa C MMMYHOTYPOUMETPUYECKM METOLOM B
CbIBOPOTKE W MNa3me KPOBW Ha aHanm3atopax 1 Mofynsax cobas ¢ un cobas Integra (C.f.a.s. Cystatin C Roche

systems), B COCTaBe:
4. VIHCTPYKUMA MO NPUMEHEHNIO

C.f.a.s. Cystatin c

4imLCalOwo
04975901 191
English
e YSr>[1>»0” 5665
" cobas INTEGBAaM-
jsforuso'll'l*
Intended use )
Clies. Cefx '
deipHlated human serum «inched w«n
duced n E. coli.

produce col TctelchwB'V

SKISSS°oisM'
ertalyzers.
Reagents « working solution*

eacll iXfnponmts: recombinant human g”tatin C w«h

The oogm of the bioBgcalacldifw « as

Mle»ren.™ terprod«d«E .co«.

compooens.-

~TBe M UARRS OMNEheeledrooicairyavaiUtoBO

TTwvaluwwea'i»«l«ededntheencto*caW >f*orbarco(te""
BodheWa«WWODCIAR and COBAS INTEGRA.
for toe cobaa ¢ analyzers.(excepttorth e cq * ¢ 111
are encodeg% e?ect on?c |ﬁeas ntvia the co%m%%&to the analyzers.
CalbrMer values
The calixator values were determined using the method stated in the
electronically availabie or endoeed value sheets. Determinatione were
pertonned under strictly standanized concStiooe on Roche analyzers using
Roche sysNe reagents and the Roche master caltorator.
The catbrator values were obtained via multiple point determinations
pertormed to several eeparato runs repeated on several days. The
c"brator value spedTed is the mean of aRv a its fobtatnecl.

Traceability mtormation is given to the relevant Method Sheets torthe
system reagents.

Precautions and wamrngc

Forto vitro c&agnostic use for health nm finiinriniwals. E xeto » the
nommal precattoons required for handling all Sshoratory reagents.
Meetisas or micrctoial waste:

. N —A: . “MDiocwse of
wasteaccoR toiiw : p'ed Taborafory osfructions and procedures
Enwonmenlalhazarda;

Apply 0 rataadM Qcafcfelawi*taeH»«e ia SalBDiitoetha
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Handling

FAN N
QM catoralorto wi

arm to room temperature.

W OOU" automated analyjers and cobes ¢ systome to
liorage and stebllity
Store at2-8*C.

torthe st*Hity data stated by Roche:
+scovery within 410 % aJ initial value.

Mopened: Upto the stated expiration dale at 2-8 °C.

*fter opening: 30daysat2-8 X, provided Siatdispensinoolthe
calibratortakes place without microbial
conlaminetion, e.g. by pouring out. Calibrator To
be measured wihouldelay to avoid errors due to
evaporation.

Donot Ireeze.

Storecalibrator tightty cappedwhen not in use.

Materials provided

A SeeReagents-wortdng solutions'section
*  Barcoded labels
W rte ritlt required (butnotpw exbl )

1, General laboratory agm tinre
ga CJas. CvstitriCa i iliiil tin relevant Method Oh* *tot the
» Oja.a oystamw

Occspationa! Safety and HeaSh Standards; Bloodbome
r»CFR Part 191Cntd30). F e d ffte *s-

Ul GiiITINETRTIA A * T A~ A*A

useraeteffthe

lecir
SAifflH)r«*h3;
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