POTOIMPAPUNYECKNE N3OBPAXXEHWNA

Habop KOHTPO/bHbLIX MaTepranoB AN KOHTPONA KavyecTBa KOJIMYECTBEHHOIO
onpegeneHnsa uncratmHa C MMMYHOTYPOMMETPUYECKUM METOA0M B CbIBOPOTKE U Naasme
KPOBW Ha aHanmn3aTopax u moaynsax cobas ¢ n cobas Integra (Cystatin C Control Set Gen.2

Roche systems)

3NEKTPOHHAS KONHA OGOPMAEHA LIEHTPOM HCMIbITAHII W PETMCTPALIMI MERHLMHCKUX H3DENHIA



Ir

Habop KeBATPO/TbHLIX MaTepuasnioB A/ KOHTPO/NS KadecTBa KonmyectBeHHoro Ol
unctatmHa C MMMYHOTYPOMMETPMYECKMM METOAOM B CbIBOPOTKE M Mia3me
aHanmsarcWx 1 mofaynsax cobas ¢ u cobas Integra (Cystatin C Control Set Geni <

sems). B cocTaBe:
b CbiBopTTKa KOHTponbHast 1 (Cystatin C Control Set Gen*2 1), hnakoH, 06bem LD

LUT.;
2. CbIBOpOTKa KoHTposnbHas 2 (Cystatin C Control Set Gen.2 2), dnakoH, 06" 1,0

am;
3. CbiBOpoTKa KoHTposibHaa 3 (Cystatin C Control Set Gen.2 3), doiakoH, (Mbem 13 M/
UTE;

4. DTNKeTKa Co LWTPUX-Kodom - 12 wiT.;

5. MacnopT NPUCBOEHHbIX 3HAYEHWIA.

6. MHCTPYKUMS NO NPUMEHEHWUIO.

LCy~tifrc*roTs5%en.2 1

cobas*
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Cystatin C Control Set Gen.2

Roche systems CONTENT

06729371190 1 ICOOTROLI3x1ml
CfIWBOLI3x1mL
3 |CONTROH3x1mlL
. . GOBAS is a trademark of Roche.
d ARoche Diagnostics GmbH

Sanctwjfer Str. 116
2 D-68305 Mannheim

§ Distribubon in USA
| Roche Diagnostics, Indianapolis. IN
i Mffite in Germany 02 QJ] tetog.MXthe.com

<Roch cabas

Habop KOHTPO/IbHbIX MaTepUanoB A/ KOHTPOMS KayecTBa KOIMUECTBEHHOMO onpeaeneHns uuctatmHa C UMMYHOTYPOMMETPUYECKUM

MEeTOLOM B CbIBOPOTKe W MnasmMe KpPoBM Ha aHasnmsatopax u mogynsax cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche
systems)
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Habop KOHTPO/IbHbIX MaTepuasioB A1s KOHTPONA KadecTBa KO/IMYECTBEHHOIO onpegeneHnsa umctatmHa C UMMYHOTYPOUMETPUYECKNM
MeTO[OM B CbIBOPOTKE M M/a3mMe KpOBW Ha aHanm3atopax M mMofynsix cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche
systems)
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For USA: 06729371 190
faHETM

1+2+3:  Cystatin C (hunwi recomb. E.cofi.)
fli human serum

N
o <RO

Habop KOHTPOJIbHbIX MaTepnasioB /1 KOHTPO/IS KayecTBa KO/IMYECTBEHHOI0 onpegeneHnsa uuctatuHa C MMMyHOTYPOMMETPUYECKUM
METO/[O0M B CbIBOPOTKE M Mia3me KpPOBM Ha aHanmsatopax M moaynsax cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche
systems)
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Habop KOHTPO/IbHbIX MaTepnanos 419 KOHTPONSA KayecTBa KOMIMYECTBEHHOr0 onpegeneHns HUcTatuHa C MMMYyHOTYPOUMETPUYECKM
MeTOAOM B CbIBOPOTKE M M/asmMe KPOBW Ha aHasm3atopax u moaynax cobas ¢ v cobas Integra (Cystatin C Control Set Gen.2 Roche
systems)

Ha6op KOBTPO/bHLIT MaTepManoB A1 KOHTPO/A KavyecTBa KO/IMYeCTBEHHOIO
onpepaeneHuns LHcTaTuHa C UMMYHOTYpPOGUMETPUYECKUM METOAO0M B
CbIBOPOTKe M nna3mMe 1hpOBM Ha aHanmsaTopax U Moaynsax cobai c B cobas
Integra (Cysutin C Coatrol Set CeB.2 Roche systems),

B cOCTaBe:

1 Ck»opoTslinnponm«sa 1(CyiUtdiCCoQtrQISetOm2 1), hnakoH.06bw t.0un-3 wTt
2 Cu»opoTax»aTposbina2((*(Ll«CComrbl8ccOw.2 2)bthaaton,06mMm >.0nn-918T.
S CwopoTawatp<mmu3(CyampCCoB1lrol8A0Oeaf}3).dpwcos.066em MOMAOWT
4 YmOKTT* CO BITPXX-X0AOM ¢ 12BN
5 LeoopTnpacm8>lux aamtsal.
i WHCTpynuu no opxmckewno
A¢rMcTpall MW MM yaocToaepeton 1 P3H 201$/8753 o1
CpoKroaocTm Cbl MYl KOBre

I AKyevoMce
Howp BoT*cm. HAy TKMKe

Asncres» *BUY 1.2 H«npycy mrMATETAC a HBtAg eTeyKT noT

Mp«nm1lMnen«:«lnebl DUfMctk* GmbH» Ax*riocn<kc MveX~X SandboBr Str«4M 116. <B305 M saidim
Ccerwmy, MN«pm»mHa

HuiTtit npcamxausio T«BbIM A*A B«*TH*cliBal « vitr*

YNANHOKNYTMBIA Np*acT»«uT«/TA itpoKsaosncjui w T«pput«pum POHO6NBOTa0 c orpAurnaaoi 0IMTTaBaMoCTblo «PoLu

Limracctax» Py*> (000 «Po* fanraoctaxAPy»), 1070J1. Moeii». Tpy6ku LLU1OLWLI*[K,02T*H #7495 229*6P-9®,(hBu.*74«5
229>62" E-mAil awMcowr«c«pnon2_diA("ochecom

Kar Honcp0<729371PO
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KanTpO/ibHbIX MaTepuasioB A1 KOHTPOS KayecTBa KO/IMYECTBEHHOrO onpeaeneHms umuctatnHa C MMMYHOTYpPOUMETPUYECKM
B CbIBOPOTKE W MnasmMe KPOBW Ha aHanmsatopax u mogynax cobas ¢ v cobas Integra (Cystatin C Control Set Gen.2 Roche
i)/ cocTaBe:
KoHTposbHasa 1 (Cystatin C Control Set Gen.2 1), pnakoH, 06bem 1,0 Ma- 3 WT.;

L 77
ACystatin JC Control srf*s N Gen2 1

NT725515(X
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BbIX MaT”ManoB 4151 KOHTPONA KayecTBa KOMMYECTBEHHOrO onpeeneHns yuctatmHa C MMMYHOTYpPOMMETPUYECKNM
CbBOP3TKE U M/asMe KPoBW Ha aHanmsatopax U mogynsax cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche

KoHTponbHasa 2 (Cystatin C Control Set Gen.2 2), gpnakoH, 06bem 1,0 M- 3 WrT;

Gen,2 2

~72551501
, M 2025-01-31
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Habop KOHTPONbHbLIX MaTepuasioB 4181 KOHTPONSA KayecTBa KO/IMHYECTBEHHOMO OMpefenieHns HucTatmHa C MMMYyHOTYpOMMETpUYec*aBin>
METOOM B CbIBOPOTKE W Mna3Me KPOBM Ha aHanms3aTopax M Moaynsx cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche
systems), B cocTaBe:

CbLuo™rrka KoHTposnbHas 3 (Cystatin C Control Set Gen.2 3), ¢iakoH, 06bem 1,0 M- 3 WT.;
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Habop KOHTPO/IbHbLIX MaTepuasioB ANAS KOHTPONAS KayecTBa KOMMYECTBEHHOIO OMNpeaeneHuns
HuctaTuHa C MMMYHOTYPOMMETPUYECKMM METOA0M B CbIBOPOTKE UM M/iasmMe KPOBM Ha aHasm3aTopax
n moaynsx cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche systems), B cocTaBe:

4, DTUKETKA CO WTPUX-KOAOM - 12 WT.;

W o Go o G, e B

sss 3 B 8
iag/e <S>
ars-2 EYS-Z CYS-2 CYS-2
Cuwirbl OOBbM3000 c0bMOOOO CoMTOt 00bMOOOO Control 00bMOOOO
00140 00140 00140 00140
SSSSS
o Kafi]
< s> -
dim
cysn CYS-3 CYS-3 CYM
. Control
Contmlw eom%%ﬁ? Control " ecmm Codoo 141 L %%hél ,Qal 1 wbmo(%?ﬁ
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Habop KOHTPO/IbHbIX MaTepuanoB A8 KOHTPOMSA KauyecTBa KO/IMYECTBEHHOrO OMpefeneHuns
ynctatmHa C MMMYHOTYPOUMETPUYECKMM METOA0M B CbIBOPOTKE M NnasMe KpoBWU Ha aHasim3aTopax
n moaynsax cobas ¢ n cobas Integra (Cystatin C Control Set Gen.2 Roche systems), B cocTaBe;

5. MacnopT NPUCBOEHHbIX 3HAUEHWIA.

| Cystatin C Control Sat Gen.2 cobas®

| ®06729371190
Value Sheet

W Level Bottle® 705471
COBAS INTEGRA 400 plus

Shortname / Comoonent

pttdamhanod?iiiwnokirt)>*4<tr* O *"

CYSC2 MTum.piMinM
CyttatinC

COBAS INTEGRA 400 plus
Level 1CYS-1
Control Berco(le Ver. 1

® a SWwW™
Value s A
102 0674117 s —

LEELELEELEEEELEEEELE T  n

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Habop KOHTPO/bHbLIX MaTepuasioB ANs1 KOHTPOSA KaydecTBa KOIMYECTBEHHOrO OnpeaesieHns
unctatuHa C MMMYHOTYPOMMETPUYECKMM MeTOA0M B CbIBOPOTKE U M1a3Me KPOBM Ha aHamsaTopax
1 Moaynsax cobas ¢ u cobas Integra (Cystatin C Control Set Gen.2 Roche systems), B cocTaBe:

6. IHCTpYKUMS NO NPUMEHEHWNIO. i

Cystatin C Control Set Qen.2 cobas’

SMimL control
[hP] 06729371 190 jximLConttoi-»
Aim n materialshould be cooeidefed potentaly mlectious. A | producii
from human blood are prepared exduaively from the blood of
Engtsh . r*7,i® *le d individually and shown to be free from HBaAgand antixxW
8yfti*n Informjrton ers the control
itrdl 3. ~ me FDAOf met are incom” nce viith the legal rules anniiralMs to

can rute ouf the pm‘ennﬂm

Handling

Ne prod” ie ready-or-uae. Mix catefuly belora uae. Avoid toe formation
Cftoam. Allow cortrote to warm to room fenveratw»-

I}ie enclosed barcoded labels are r*ended exdusweiy for Na
"ocha”itachi MODULAR anatyz9ra and cotMi ¢ systems to idemtiy toe
control Attach the barcoded labels to the tubes canying the sample cups

Ecol The aclueted concentrations Cf the control

range lor Control 3.
Reagent* - wrorking soUitlone
components:
Hum»eenm w ftchemeeladdiw s and meterieiof Uotogicel o ri*
specified. TtM origin of the blologkal additives is as tottows:

containing the control material

Storage and ita b itity

Store at2*8 X .

Criterion for the stability data stated by Roche;

Recovery within 1 10 % of initial value.

Analt Origat StabKSy;

Cystatin C recombinanthuman cystatin C produced in E.col Unopened; up to the stated axpitation data at 2<8 °C
Alan-nMciW conytonenfs.’ After opening; 30 days at 2*8*C. umiilirl Ihitffi~toannjof me
Preservatives.

The concentrations o fthe componenfs 3re lot-specific. The exactta’et
KAraseragn”n h the elecfroncai*avm labte orencioeed ywm atieets.

1control tightty capped and protectedhorn ~~ whan«A inuse. Do

Formeaobas ¢ aMtyzBcs"acatk far t >clit nnnlpit11111 liluai

Targetveiues and range*

The targetvaluee were ( )

etectionicagyavaiable or enclosed valuei

methods were performed under sMctly

analyzers using Roche system reagents antthe "M

The target value specified is the mean of all valusi oUiinert. The
cofrespondiog control range is cafcuWed as the targetv a ft** ISAS lor
Control 1endCoritrol 3 arid + 10 *-ifor Control 2. Results 1*
thedeind ranges. Each laboratory i Icorrecbva measu”
tol

feidrei

. seen beheaffi the value(s) listed area”lisand rere*

ined fromthe n*iment readable

Followthea d o # » goveemei sigreressaand laeet guiUkiffite
cfuabty control.

References
va||M tor the ranges

Thetrac«ab%of thetargetvalueis™ intherettsiae Meihod Sheets
fyjftesysfem reagents tobe used in I'riiiminnlii iijTIre *T T T LW '

Praeautions and wamings
Forlaum eddpefla» forterth |

WaretoffTinfieWwiaapniaaiiilly hrhazardaw material Dispose of
wares iocoiding to accepted toaiatery nsiruclions and\

Srea’dala reieet avaipble tor profeeeionti i
FnrltVi' Caution; Federal |

SSEr~SngSr
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