Jns nabopaTopHuii, MCMOJIL3YIOLIMX
PreciControl ClinChem Multi 1,
PreciControl ClinChem Multi 2

Ha aHanu3atopax cobas ¢ 111, cobas ¢ 311,
MonyJisix cobas ¢ 501/¢ 502,

Moaye cobas ¢ 702,

ananuzarope COBAS INTEGRA 400 plus

Hara: 20.10.2022 r.MockBa
Hex.: 0658/2010/2022
Ref.: QN-RDS-CoreLab-2022-096
YBenomienne no kauecTBy
KacaTeJbHO CHHKeHHs CTA0UJIBLHOCTH NPAMOro OWInpyouna
B KOHTPOJBHBIX cbIBOpoTKax PreciControl ClinChem Multi 1 u 2
nocJie pazBeJeHusi U XpaneHusi npu Tremneparype -20 °C
HasBanue npoaykra GMMI / Kar. | UnenTudukaro Homep PY, IpousBoauTenb
Ne P NpoaykTa JaTa PY
(Homep s10Ta
WIH CepUHHBIii
HOMEp)
PeareHTbl, cTaHaapThI, 05117003190 ®C3 1. Roche Diagnostics GmbH
KauOpaTophbl, KOHTPOJIU U 2010/07525 | Centralised and Point of
pacxoiHble MaTepuabl ot 24.03.2021 | Care Solutions, Sandhofer
JIS1 OMOXUMUYECKIX Strasse 116, 68305
aHanmu3aropo Hitachi 902, Mannheim, Germany.
902 ISE, 912,912 ISE, 917 2. Roche Diagnostics GmbH
ISE, Cobas ¢ 311, Cobas ¢ Centralised and Point of
111, Cobasc 111 ISE, Care Solutions, Nonnenwald
Cobas Integra 400 Plus/ 2, 82377 Penzberg,
800 u mmardopm Germany.
MonyibHeix MODULAR 3. Hitachi High-Tech
ANALYTICS, cobas 6000 Corporation Naka Division,
Konrposb 882, Ichige, Hitachinaka-shi,
yHUBepcalbHblIii [ (20x5 Ibaraki-ken 312-8504, Japan.
MJT)
(PreciControl ClinChem
Multi 1 (20x5 ml))
PeareHTbl, cTaHIAPTHI, 05947626190 ®C3 1. Roche Diagnostics GmbH
KanoOpaTophbl, KOHTPOIU U 2010/07525 | Centralised and Point of
pacxoJHble MaTepUalIbl ot 24.03.2021 | Care Solutions, Sandhofer
711 OMOXMMHUYECKUX Strasse 116, 68305
aHanmu3aropos Hitachi 902, Mannheim, Germany.
902 ISE, 912,912 ISE, 917 2. Roche Diagnostics GmbH
ISE, Cobas ¢ 311, Cobas ¢ Centralised and Point of
111, Cobasc 111 ISE, Care Solutions, Nonnenwald

000 «Pow fuarHocTuka Pyc»

Roche Diagnostics Rus LLC

Poccus, 115114, Mocksa

yn. JleTHukoBeckas, aom 2, cTp. 3

Ten.: +7 (49

5) 229 69 99

dakc: +7 (495) 229 62 64

Buanec-ueHTp "Busanbau MNnasa"

2, Letnikovskaya street, bid. 3
Business Center "Vivaldi Plaza"

115114, Moscow, Russia

www.roche.ru

Tel.: +7 (495) 229 69 99
Fax: +7 (495) 229 62 64

Crp.1u35

www.roche.ru



Cobas Integra 400 Plus/
800 u naarhopm
monyiibHbix MODULAR
ANALYTICS, cobas 6000
KonTposns
yHUBepcalbHblii | (4x5
MJT)
(KonTpons
yHUBepcalbHbIii I (4x5
MJ1))

2, 82377 Penzberg,
Germany.

3. Hitachi High-Tech
Corporation Naka Division,
882, Ichige, Hitachinaka-shi,
Ibaraki-ken 312-8504, Japan.

pacxoHble MaTepUalbl
IUTs1 OMOXUMHIYECKUX
aHanmu3aropos Hitachi 902,
902 ISE, 912,912 ISE, 917
ISE, Cobas ¢ 311, Cobas ¢
111, Cobasc 111 ISE,
Cobas Integra 400 Plus/
800 u mnarhopm
monynbHbix MODULAR
ANALYTICS, cobas 6000
Konrposnb
yHUBepcabHblii 11 (4x5
MJT)
(PreciControl ClinChem
Multi 2 (4x5 ml))

PeareHTbl, cTaHIapTHI, 05117216190 dC3 1. Roche Diagnostics GmbH
KanuopaTophbl, KOHTPOJIU U 2010/07525 | Centralised and Point of
pacxoJHble MaTepUalIbl ot 24.03.2021 | Care Solutions, Sandhofer
711 OMOXUMHUYECKUX Strasse 116, 68305
aHanu3aropos Hitachi 902, Mannheim, Germany.
902 ISE, 912,912 ISE, 917 2. Roche Diagnostics GmbH
ISE, Cobas ¢ 311, Cobas ¢ Centralised and Point of
111, Cobasc 111 ISE, Care Solutions, Nonnenwald
Cobas Integra 400 Plus/ 2, 82377 Penzberg,
800 u nnarpopm Germany.
MonybHbix MODULAR 3. Hitachi High-Tech
ANALYTICS, cobas 6000 Corporation Naka Division,
Kontposb 882, Ichige, Hitachinaka-shi,
yHuBepcaibHblii 11 (20x5 Ibaraki-ken 312-8504, Japan.
MJT)
(PreciControl ClinChem
Multi 2 (20x5 ml))
PeareHTbl, cTaHIapTHI, 05947774190 ®C3 1. Roche Diagnostics GmbH
KanuopaTopbl, KOHTPOJIUN U 2010/07525 | Centralised and Point of

ot 24.03.2021

Care Solutions, Sandhofer
Strasse 116, 68305
Mannheim, Germany.

2. Roche Diagnostics GmbH
Centralised and Point of
Care Solutions, Nonnenwald
2, 82377 Penzberg,
Germany.

3. Hitachi High-Tech
Corporation Naka Division,
882, Ichige, Hitachinaka-shi,
Ibaraki-ken 312-8504, Japan.

Hucrpyment/Cucrema

Amnanu3zatop cobas ¢ 111

Amnanuzatop cobas ¢ 311

Mopyns cobas ¢ 501

Monyne cobas ¢ 502

Monynb cobas ¢ 702

Ananuzarop COBAS INTEGRA 400 plus

YBaskaemblii M0oJib30BaTe/Ib,

Nudopmupyem Bac o ToMm, 4TO 3asBlieHHas CTaOMIBHOCTH MPAMOro OMIMPYOWHA B KOHTPOJIBHBIX
ceiBopoTkax PreciControl ClinChem Multi 1 (PCCC1) u PreciControl ClinChem Multi 2 (PCCC2)
rocJie pasBefeHUsl U XpaHeHUs pu TeMrepatype oT -15 1o -25 °C Oynet cHuxeHa ¢ 14 no 10 gHeii.

YBenomieHne o KauecTpy 0658/2010/2022

Ctp.2u3 5



O0OHoBneHHas WHcTpykuMs 1o mnpuMeHeHWro / pasgen «XpaHeHHE U CTaOMIILHOCTBY) ISt
OMOXMMUYECKUX aHaamM3aTopoB Roche npunaraetcs K HacTosieMy YBEIOMIICHUIO 1O KaYeCTBY.

B nanpHeitimemM cTaOMIbHOCTh OyJET CHHIKEHA JUJIsl BCeX OyIyIMX JIOTOB KOHTPOJIBHOM CBIBOPOTKH
PreciControl ClinChem Multi 1 u 2.

CTaOunpHOCTh BCEX JPYrMX aHAIMTOB, BKIOYas oOmuii OMIMpyOWH, B KOHTPOJIBHBIX ChIBOPOTKAaX
PreciControl ClinChem Multi 1 u 2 He 3aTpoHyTa NMpoOJIEMOiA.

Onucanne CHTYAHHU

B nporecce nponsBoacTBa 66110 00HAPYKEHO, YTO HOBBIE JIOTBI KOHTPOJIBHBIX ChIBOPOTOK PreciControl
ClinChem Multi 1 1 2 He COOTBETCTBOBaM TPeOOBaHUAM CTAOMIBHOCTH (pe3ynbTaThl U3MEPEHUSs
cHM3uIMCh 10 89%) nns metonuku Bilirubin Direct Gen. 2 (npsimoii GunMpyOWH) Mpu XpaHEHUH B
Teuenue 14 mHelt mpu temmepatype ot -15 o -25 °C. Tem He MeHee TpeOOBaHMs CTaOWIILHOCTH
BBITNOJHAIMCH MpU XpaHeHuu B TeueHue 10 aueit npu -20 °C.

Jlna crabunuzauuu npsmoro OunMpyOuHa npu Temmepatype oT -15 go -25 °C Obutn onpeneneHbl
MacuITabHble KOHTpMepbl. Ho HecMoTps Ha 310, TpebGoBaHKe cTaOMIBHOCTH OBIJIO HAPYIIEHO MOBTOPHO.
ITo 3T0it mpruMHE OBIIO MPUHSTO pelIeHre O HEOOXOIMMOCTH CHU)KEHUS 3asBJIEHHON cTaOUIbHOCTU U
YMEHbLIEHUM BPEMEHU XpaHEHUs MPsAMOro OMaMpyOuHa mocie pa3BeaeHus: KOHTPOJILHON ChIBOPOTKU:
¢ 14 no 10 gueit npu Temmnepatype oT -15 o -25 °C (npu pa3oBoii 3aMOpO3Ke)

OnucaHHOE U3MEHEHUE 3aTparuBacT TOJILKO CJICAYIOLINEC HpOTOKOJ'II:I MCTOAUKHU IPSAMOIo 6I/IJ'[I/Ipy6HHa§

Cokp. HazBanue | Kart. Homep AnaqmzaTtop ACN / ID Tecta / meTon
CTaHAAPTH3ALHH
BILD2 05589061190 |cobas ¢ 311/501/502 (8)735 DBIL2 (Doumas)
(8)734 BILD2 (Jendrassik-Grof)
05168384190 |cobas ¢ 702 8735 DBIL2 (Doumas)
8734 BILD2 (Jendrassik-Grof)
05589134190 |cobasc 111 735 BILD2 (Doumas)
734 BILD2 (Jendrassik-Grof)
05589061190 |COBAS INTEGRA400 plus |0-735 DBIL2 (Doumas)
0-734 BILD2 (Jendrassik Grof)

OO6HoBneHHbIe MTHCTPYKIIMU 110 MCNOBb30BaHUIO / pa3zien « XpaHeHUe U CTaOUIIbHOCTBY IS
OuoxMMHUecKUX aHanM3aTopoB Roche OyayT neiicTBUTENbHBI A1 BCeX MPEICTOSIMX JIO TOB
KOHTpOIbHBIX MaTepuanoB PreciControl Multi Control u OyayT 1ocTynHbI B 3JIeKTpOHHOM (popmate B
Q4 2022.

H[!l/l'-ll/ll-la BOSHHKHOBCHMUSA

HewusBecTHa.

Onenka pucka

YacTroTa BOSHHKHOBEHHA

3aTpoHyTble MpoOAeMOl JIOThl KOHTPOJIbHBIX CHIBOPOTOK ObUIM BBISIBJIEHbI B XOA€ MPOBEAEHUS
npoLenypbl BHYTpEHHEH MPOBEPKU KadecTBa M He ObliM BhIMYLIEHbl HA PHIHOK. PaHee 3aTpoHyTble
npobJyieMoli JOThl ObLIM onucaHbl B YBenomieHue mno kadectBy (cm. QN-CPS-2020-028, Hcx.
232/1805/2020 ot 18.05.2020).

YBenomieHne o KauecTpy 0658/2010/2022 Ctp.3u35



BepositHOCTH 00HApY:KEeHHA
Bo3moxHas, MOCKOnbKYy pe3yJbTaThl M3MEpPEHHs KOHTpOJsl KauyecTBa MOryT HE COOTBETCTBOBATH

cneurpukauuu. CornacHo Hajuiexauleid 1abopaTOpHOI MpaKTUKE HE ClleflyeT U3MepsATb o0pasLibl
MALMEHTOB B CJIydae Mojy4eHUs HEKOPPEKTHBIX Pe3yJIbTaTOB U3MEPEHUI KOHTPOJISI KauecTBa.

Cepbe3HOCTH NMOCJIeICTBHIA
KoppekTHbie pe3ynbTaThl U3MEPEHUN KOHTPOJS Ka4yecTBa SBJSIFOTCA HEOOXOAMMBIM YCIIOBHUEM JJist
BBIJJaUM pe3yJIbTATOB aHain3a nanreHTa. CorjiacHo Hajasexaniel 1abopaTOpHO MPaKTUKe HE CeIyeT

HU3MEPATDH o6pa3u1>1 MNaluuCHTOB B CJIyHac€ HE NPOXOKACHUS MPOUECAYPbl KOHTPOJIA Ka4eCTBaA.

Hwu onuH manueHT uimu pe3yJibTaThl JUAarHOCTUYECKUX UCCIIeIOBAHNM HEe OBLIN 3aTPOHYTHI,
MEIUILIMHCKUN PUCK JIJIs TALIMEHTOB U T0JIb30BaTe el MOXKET ObITh UCKITIOUEH.

Baxknas nadopmanus

CHuxeHHast cTaOuIbHOCTL OyJeT AelcTBOBaTh AJis BceX OyAYLIMX JIOTOB KOHTPOJBHBIX CHIBOPOTOK
PreciControl ClinChem Multi 1 u 2 (Bbintyck 3annanupoBaH Ha koHer 2022 rona).

HoctynHeie B HacTosilee BpeMsi KOHTposibHble chiBOpoTKA PreciControl ClinChem Multi 1 u
PreciControl ClinChem Multi 2 He 3aTparuBatoTcsi mpoOJiemMoii U ocTaloTcsl €3 U3MEHEHHUIA.

H3meHuTes TONbKO 3asiBJIeHHAs CTAOMIBLHOCTB JJ1s MPSIMOro OMnMpyOrHa npu Temmnepartype ot -15 1o -
25 °C. 3asBneHHas cTaOUIbHOCTH 001Iero OuIMpyorHa octaercs 6e3 U3MeHeHHil.

Bce ocranbHble yClOBUsS XpaHEHHMs W CTaOMJILHOCTH KOMIIOHEHTOB B KOHTPOJBHBIX CHIBOPOTKAX
PreciControl ClinChem Multi 1 1 2 octarorcs 6€3 U3MEHEHHUIA.

Kami6paTop C.fa.s. He 3aTparuBaercsi mpoOJieMOi.

PacnpocTpaHeHHe HACTOSIIIETO YBEAOMJIEHHS 10 KAYeCTBY HA MeCTaX

HaCTOHIJ.Iee YBC,Z[OMJ'IGHI/IG Mo Ka4eCTBY MNMpeaAHasHA4YCHO JIs1 BCEX 3aMHTCPECOBAHHLIX JIML B Bauueii
OopraHusalv WK JPYyrux opraHusalnugax, KOTOPLIC MoJydali JaHHYIO IMTPOAYKUHWIO.

[NoxanyiicTa, nepeuiMTe JaHHOE YBEIOMJIEHUE APYTUM OpraHU3alUsIM/IMLaM, KOTOPbIX OHa MOXET
KacaTbCsl.

[IprHOCHM CBOM M3BHHEHHUS 3a MPUUYMHEHHbIE HEYI0OCTBA, KOTOPbIE MOTYT OBITh CBA3AaHBI C JAHHOW
cCUTyalLuei, u HajeeMcs Ha Baile noHMMaHue U MOANEPHKKY.

YBenomieHne o KauecTpy 0658/2010/2022 Ctp.4u35



KoHTakThl

B ciiyuae BO3HMKHOBEHUS BOMIPOCOB 00paTUTECh, MOXKaylicTa, B cityk0y nmoaaepxku Roche:
becnnathas aunus: 8§ 800 100-68-96

Bpems pabotsi: nonenenbHuk — natHuya ¢ 08:00 go 18:00 mo MockoBckoMy BpeMeHH
e-mail: russia.rcsc@roche.com.

C yBaxeHuewM,

Menemkep o npoayKUMHU Hapbs J{piHKHMHA

Ten: +7 (495) 229-69-99 Digitally signed by Daria

DnekTponHas nouta: daria.dynkina@roche.com Daria Dynkina g 221020 172038
+03'00'

MenuuunHckuii MeHemxep OHKONIOTHs Enena bormanoBa

Ten: + 7 (495) 229-69-99 Elena Digitally signed by

Elena Bogdanova

Bogdanova 255 ohon

DnexkTpoHHas nouta: elena.bogdanova@roche.com

YBenomieHrne o KauecTBy 0658/2010/2022 Ctp.5u35
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PreciControl ClinChem Multi 1

05947626190

05117003190
05117208922

English
System information
For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the

corresponding method sheet of the assay for the identification on the
systems.

Intended use

PreciControl ClinChem Multi 1 is for use in quality control by monitoring
accuracy and precision for the quantitative methods as specified in the
value sheets.

Summary

PreciControl ClinChem Multi 1 is a lyophilized control based on human
serum. The adjusted concentrations and activities of the control
components are usually in the normal range or at the normal/pathological
threshold.

Some methods specified in the relevant value sheet may not be available in

all countries.

Reagents — working solutions

Reactive components in the lyophilizate:

Human serum with chemical additives and material of biological origin as
specified.

The origin of the biological additives is as follows:

Analyte Origin

ALT (GPT) human, recombinant
AST (GOT) human, recombinant
Aldolase rabbit muscle

Alkaline phosphatase ~ human placenta (recombinant)

Amylase, total human saliva / porcine pancreas
Amylase, pancreatic porcine pancreas

Creatine kinase human CK-MM / human CK-MB (recombinant)

CK-MB human CK-MB (recombinant)
y-GT human, recombinant

GLDH bacterial, recombinant

LDH porcine heart

Lipase human pancreas (recombinant)
Acid phosphatase human prostate / potato

ASLO sheep

CRP human

Transferrin human

Ferritin human

Non-reactive components in the lyophilizate:
Stabilizers

The concentrations and activities of the components are lot-specific. The
exact target values are given in the electronically available or enclosed
value sheets.

The values are also encoded in the enclosed control barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values

are encoded in electronic files sent via the cobas link to the analyzers.

Target values and ranges
The target values were determined using the method stated in the

electronically available or enclosed value sheets. Determinations for Roche

methods were performed under strictly standardized conditions on Roche
analyzers using Roche system reagents and the Roche master calibrator.
The target value specified is the mean of all values obtained. The

—> 4 x5 mL Control
—> 20 x 5 mL Control
—> 20 x 5 mL Control (QCS)

corresponding control range is calculated as the target value + 3 standard
deviations (the standard deviation being the value obtained from several
target value determinations). Results should be within the defined ranges.
Each laboratory should establish corrective measures to be taken if values
fall outside the range.

A clinically insignificant difference may be seen between the value(s) listed
on the value sheet and the value(s) obtained from the instrument readable
data. This is caused by:

= the rounding of value(s) during conversion from the unit in the
instrument readable data to the unit that is being used.

= the calculation of the ranges by the analyzer using the percentage
values for the ranges encoded in the barcodes.

The traceability of the target value is given in the respective Method Sheets

for the system reagents to be used in combination with the recommended
calibrator.
Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.

Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of

donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved

by the FDA or that are in compliance with the legal rules applicable to
placing in vitro diagnostic medical devices for human use on the market in
the European Union.

However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level

of care as a patient specimen. In the event of exposure, the directives of the

responsible health authorities should be followed.2

Handling

Carefully open one bottle, avoiding the loss of lyophilizate, and pipette in
exactly 5.0 mL of distilled/deionized water. Carefully close the bottle and
dissolve the contents completely by occasional gentle swirling within

30 minutes. Avoid the formation of foam.

The enclosed barcoded labels are intended exclusively for the

cobas ¢ systems (except for the cobas ¢ 513 analyzer) to identify the
control. Attach the barcoded labels to the tubes carrying the sample cups
containing the control material.

Storage and stability
Store at 2-8 °C.
Criterion for the stability data stated by Roche:
Recovery within + 10 % of initial value.
Stability of the lyophilized control serum:

Up to the stated expiration date at 2-8 °C.
Stability of components after reconstitution*:
at 15-25°C

at 2-8°C

at (-15)-(-25) °C

*Exceptions: see below

12 hours
5 days
28 days (when frozen once)

Stability of total bilirubin, acid phosphatase, prostatic acid phosphatase and

UIBC in reconstituted control serum (stored protected from light):

at 15-25°C 8 hours

cobas’
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Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305 Mannheim
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cobas’

at 2-8°C 24 hours
at (-15)-(-25) °C 14 days (when frozen once)
Stability of direct bilirubin in reconstituted control serum (stored protected
from light):
at 15-25 °C 8 hours
at 2-8°C 24 hours
at (-15)-(-25) °C 10 days (when frozen once)
Stability of ALT in reconstituted control serum:
at 15-25°C 12 hours
at 2-8°C 5 days
at (-15)-(-25) °C 14 days (when frozen once)
The possible appearance of a slight green coloration has no effect on the
recovery of the values.
Store control tightly capped and protected from light when not in use.
Materials provided
= See “Reagents — working solutions” section
= Barcoded labels
Materials required (but not provided)
* Roche system reagents and clinical chemistry analyzers
= General laboratory equipment
Assay
Dispense the required volume into a sample cup and analyze in the same
way as patient samples.
The controls should be run daily in parallel with patient samples and after
every calibration. Control intervals must be adapted to individual
laboratory’s requirements.
Follow the applicable government regulations and local guidelines for
quality control.
References
1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.
2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.
A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.
Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed
Symbols
Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard (for USA: see dialog.roche.com for
definition of symbols used):
Contents of kit
% Volume for reconstitution
Global Trade Item Number
COBAS, COBAS C, COBAS INTEGRA and PRECICONTROL are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.
Additions, deletions or changes are indicated by a change bar in the margin.
©2022, Roche Diagnostics
2/2
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PreciControl ClinChem Multi 2

05947774190 —> 4 x 5 mL Control

05117216190
05117291922

—> 20 x 5 mL Control
—> 20 x 5 mL Control (QCS)

English

System information

For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the
corresponding method sheet of the assay for the identification on the
systems.

Intended use

PreciControl ClinChem Multi 2 is for use in quality control by monitoring
accuracy and precision for the quantitative methods as specified in the
value sheets.

Summary

PreciControl ClinChem Multi 2 is a lyophilized control based on human
serum. The adjusted concentrations and activities of the control
components are usually in the pathological range.

Some methods specified in the relevant value sheet may not be available in
all countries.

Reagents — working solutions

Reactive components in the lyophilizate:

Human serum with chemical additives and material of biological origin as
specified.
The origin of the biological additives is as follows:

Analyte Origin

ALT (GPT) human, recombinant
AST (GOT) human, recombinant
Aldolase rabbit muscle

Alkaline phosphatase
Amylase, total
Amylase, pancreatic

human placenta (recombinant)
human saliva / porcine pancreas
porcine pancreas

Cholesterol bovine plasma

Creatine kinase human CK-MM / human CK-MB (recombinant)

CK-MB human CK-MB (recombinant)
y-GT human, recombinant

GLDH bacterial, recombinant

LDH porcine heart

Lipase human pancreas (recombinant)
Acid phosphatase human prostate / potato

ASLO sheep

CRP human

Transferrin human

Ferritin human

Non-reactive components in the lyophilizate:
Stabilizers

The concentrations and activities of the components are lot-specific. The
exact target values are given in the electronically available or enclosed
value sheets.

The values are also encoded in the enclosed control barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values
are encoded in electronic files sent via the cobas link to the analyzers.

Target values and ranges

The target values were determined using the method stated in the
electronically available or enclosed value sheets. Determinations for Roche
methods were performed under strictly standardized conditions on Roche
analyzers using Roche system reagents and the Roche master calibrator.
The target value specified is the mean of all values obtained. The

cobas’

corresponding control range is calculated as the target value + 3 standard
deviations (the standard deviation being the value obtained from several
target value determinations). Results should be within the defined ranges.
Each laboratory should establish corrective measures to be taken if values
fall outside the range.

A clinically insignificant difference may be seen between the value(s) listed
on the value sheet and the value(s) obtained from the instrument readable
data. This is caused by:

= the rounding of value(s) during conversion from the unit in the
instrument readable data to the unit that is being used.

= the calculation of the ranges by the analyzer using the percentage
values for the ranges encoded in the barcodes.

The traceability of the target value is given in the respective Method Sheets

for the system reagents to be used in combination with the recommended

calibrator.

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.
Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of
donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved
by the FDA or that are in compliance with the legal rules applicable to
placing in vitro diagnostic medical devices for human use on the market in
the European Union.

However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level
of care as a patient specimen. In the event of exposure, the directives of the
responsible health authorities should be followed.2

Handling

Carefully open one bottle, avoiding the loss of lyophilizate, and pipette in
exactly 5.0 mL of distilled/deionized water. Carefully close the bottle and
dissolve the contents completely by occasional gentle swirling within

30 minutes. Avoid the formation of foam.

The enclosed barcoded labels are intended exclusively for the

cobas ¢ systems (except for the cobas ¢ 513 analyzer) to identify the
control. Attach the barcoded labels to the tubes carrying the sample cups
containing the control material.

Storage and stability
Store at 2-8 °C.
Criterion for the stability data stated by Roche:
Recovery within + 10 % of initial value.
Stability of the lyophilized control serum:

Up to the stated expiration date at 2-8 °C.
Stability of components after reconstitution*:
at 15-25°C

at 2-8°C

at (-15)-(-25) °C

*Exceptions: see below

12 hours
5 days
28 days (when frozen once)

Stability of total bilirubin, acid phosphatase, prostatic acid phosphatase and
UIBC in reconstituted control serum (stored protected from light):

at 15-25°C 8 hours
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at 2-8°C 24 hours
at (-15)-(-25) °C 14 days (when frozen once)
Stability of direct bilirubin in reconstituted control serum (stored protected
from light):
at 15-25 °C 8 hours
at 2-8°C 24 hours
at (-15)-(-25) °C 10 days (when frozen once)
Stability of ALT in reconstituted control serum:
at 15-25°C 12 hours
at 2-8°C 5 days
at (-15)-(-25) °C 14 days (when frozen once)
The possible appearance of a slight green coloration has no effect on the
recovery of the values.
Store control tightly capped and protected from light when not in use.
Materials provided
= See “Reagents — working solutions” section
= Barcoded labels
Materials required (but not provided)
* Roche system reagents and clinical chemistry analyzers
= General laboratory equipment
Assay
Dispense the required volume into a sample cup and analyze in the same
way as patient samples.
The controls should be run daily in parallel with patient samples and after
every calibration. Control intervals must be adapted to individual
laboratory’s requirements.
Follow the applicable government regulations and local guidelines for
quality control.
References
1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.
2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.
A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.
Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed
Symbols
Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard (for USA: see dialog.roche.com for
definition of symbols used):
Contents of kit
% Volume for reconstitution
Global Trade Item Number
COBAS, COBAS C, COBAS INTEGRA and PRECICONTROL are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.
Additions, deletions or changes are indicated by a change bar in the margin.
©2022, Roche Diagnostics
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