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Instructions for Use [EN]

MRX Routine Abnormal Control
K5040

For In vitro Diagnostic Use.

1 Intended use

For quality control of the assays MRX PT Owren, MRX PT
Owren S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer and MRX Blue D-dimer. Intended to be used
by professional laboratory personnel using coagulation
analysers.

2 Background and principle of method

For background information and principle of the method,
refer to the Instructions for Use associated with each
individual assay (K5011, K5024, K5025, K5026, K5027,
K5028, K5029, K5030, K5031, K5033, K5034, K5035).

3 Components

MRX Routine Abnormal Control consists of:

10 x 1 mL lyophilised citrated human plasma enriched with
D-dimer, additives of protein components from bovine
plasma and preservatives.

4  Metrological traceability

Refer to the Certificate of Analysis for the lot-specific
concentration of each individual test/analyte.

Specifications for each test/analyte are listed below:

Test/analyte Specification

PT Owren INR 2.3-29

PT Quick INR 19-29

APTT 54-66s
Fibrinogen 1.0-15g/L
Antithrombin 0.35-0.55 TU/mL
D-dimer DDU 800 - 1200 ng/mL
D-dimer FEU 2000 - 3000 ng/mL

The reported values of each new lot MRX Routine Abnormal
Control are assigned as follows:

Test/analyte
PT Owren INR

Assignment procedure

With MRX PT Owren against a
calibrator with traceability to WHO
IRP 67/40 (via RBT 90) determined by
the WHO reference procedure (manual
tilt tube technique).

With MRX PT Quick against in-house
reference material with traceability to
WHO IRP 67/40 (via RBT/05)
determined by the WHO reference
procedure (manual tilt tube
technigue).

APTT N/A

With MRX Antithrombin against
SSC/ISTH Secondary Coagulation
Standard with traceability to WHO
International Standard (NBISC code:
08/258).

With MRX Fib Clauss against
SSC/ISTH Secondary Coagulation
Standard with traceability to WHO
International Standard Fibrinogen
Plasma (NBISC code: 09/264).

With MRX Red D-dimer against a
calibrator with traceability to a
waorking calibrator assigned according
to IS0 17511:2003, section 5.6.1
With MRX Red D-dimer against a
calibrator with traceability to a
waorking calibrator assigned according
to IS0 17511:2003, section 5.6.1

PT Quick INR

Antithrombin

Fibrinogen

D-dimer (DDU)

D-dimer (FEU)
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5 Warnings and precautions

Wear suitable clothing for protection. Avoid contact with
skin and eyes. Do not empty into drains. Waste must be
disposed of in accordance with local regulations.

The control contains material of human origin. Each donor
has been tested by approved methods and found negative
for the presence of HBsAg and anti-HIV I & II and anti-
HCV. However, as no method can offer complete assurance
that infectious agents are absent, this material should be
handled as potentially infectious.

The control contains Bovine Serum Albumin (< 4.0%) for
stability, and bovine plasma. The animals were approved by
veterinarians by ante- and post-mortem inspections.
However, as no method can offer complete assurance, this
material should be handled as potentially infectious.

The control contains sodium azide (less than 0.001%) to
prevent microbial growth; use proper disposal procedures.

6 Preparation

o Before opening, carefully tap the vial against a
surface to collect the lyophilised material at the
bottom.

e Add 1.00 mL deionised water (e.g. MRX Laboratory
Water, K5036). The water temperature should be
15-25°C.

e Reseal the vial and let it stand for approximately
15 minutes at 15 - 25 °C.

e  Gently mix by swirling or rotating until the content
is completely reconstituted.

7 Storage and stability

Store at 2 - 8 °C. After reconstitution, stable for 24 hours at
2 - 25 °Ciin the closed original vial, provided no
contamination occurs.

8 Specimen collection and preparation

For specimen collection and preparation, refer to the
Instructions for Use associated with each individual assay
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

9 Procedure

For description of procedure, refer to the Instructions for
Use associated with each individual assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

10 Material required but not provided

Coagulation analyser, pipettes and the following:

Reagent REF
MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033
MRX Fib Clauss K5031
MRX Red D-dimer K5034
MRX Green D-dimer K5011
MRX Blue D-dimer K5035
Control material REF
MRX Routine Normal Control K5039
Solutions REF
Deioni f ituti

eionised water for reconstitution K5036

e.g. MRX Laboratory Water

Saline solution for dilution, e.g. MRX Sodium K5046
Chloride Diluent
Phosphate buffered saline (PBS) for K5047

dilution, e.g. MRX PBS Diluent

11 Quality control

To maintain consistent assay results, it is recommended
that control plasmas are assayed at regular intervals. MRX
Routine Controls (K5039/K5040) are recommended for the
assays MRX PT Owren, MRX PT Owren S, MRX PT Owren W,
MRX PT Quick, MRX APTT, MRX Antithrombin, MRX Fib
Clauss, MRX Red D-dimer, MRX Green D-dimer and MRX
Blue D-dimer. Each laboratory should establish a control
range to determine the allowable variation in the day-to-
day performance of the test, as well as appropriate
intervals for analysing controls in accordance with good
laboratory practice. Recalibration is suggested, as a
minimum, whenever control plasmas are not within the
acceptable range and each time a new batch of reagent is
used.

12 Results

For reporting of results, refer to the Instructions for Use
associated with each individual assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).
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13 Expected values

For expected values, refer to the Instructions for Use
associated with each individual assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

14 Limitations and interfering substances

For limitations and interfering substances, refer to the
Instructions for Use associated with each individual assay
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

15 Analytical performance characteristics

For analytical performance characteristics, refer to the
Instructions for Use associated with each individual assay
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

16 Reporting of incidents

Any serious incidents that occur in relation to this device
shall be reported to Nordic Biomarker as well as the
national competent authority in which the user is
established.

17 Additional information

A paper copy of these Instructions for Use is available on
request. Contact your local distributor.

The instrument-specific application sheet is available from
your local distributor.

18 References

1. ENIS017511:2003 In vitro diagnostic medical
devices — Measurement of quantities in biological
samples — Metrological traceabhility of values
assigned to calibrators and control materials
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19 Definition of symbols

u Manufacturer
c € CE mark

IVD In vitro diagnostic medical device

REF Catalogue number

LOT Batch code

| i Consult electronic instructions for
use

nordicbiomarker.com/IFU

20 Revision history

=

W/

S

® ¢

Use-by date

Temperature limit

Biological risks

Contains biological material of
animal origin

Contains human blood or plasma
derivatives

Version Changes to previous version

2.0 Addition of MRX Green D-dimer (K5011).
Added languages.

Correction of article number for MRX Blue D-dimer (K5035).
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Navod k pouziti [CS]

MRX Routine Abnormal Control
K5040

Pro diagnostické pouziti in vitro.

1 Ucené pouziti

Pro kontrolu kvality testd MRX PT Owren, MRX PT Owren S,
MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer a MRX Blue D-dimer. Urc¢eno pro

profesionalni laboratorni pracovniky pouzivajici koagulaéni
analyzatory.

2 Zakladni informace a princip metody

Zakladni informace a princip metody naleznete v ndvodu
k pouZiti u jednotlivych testd (K5011, K5024, K5025,
K5026, K5027, K5028, K5029, K5030, K5031, K5033,
K5034, K5035).

3 Soucasti

MRX Routine Abnormal Control obsahuje:

10 x 1 ml lyofilizované citratové lidské plazmy obohacené
o D-dimery, piimési bilkovinnych sloZek z hovézi plazmy
a konzervaénimi latkami.

4 Metrologicka sledovatelnost

Koncentrace jednotlivych testd/analytd je uvedena
v certifikatu o analyze pro danou Sarzi.

Specifikace jednotlivych testd/analytd jsou uvedeny nize:

Test/analyt Specifikace

PT Owren INR 2,3-29

PT Quick INR 1,9-29

APTT 54-66 s
Fibrinogen 1,0-1,5g/l
Antitrombin 0,35-0,55 TU/ml
D-dimer DDU 800-1 200 ng/ml
D-dimer FEU 2 000-3 000 ng/ml

Nordic Biomarker AB | Vildmannavigen 1 | SE-903 47 Umea, Svédsko

Hlasené hodnoty kazdé nové Sarze MRX Routine Abnormal
Control jsou ptitazeny takto:

Test/analyt

Postup pfifazeni

PT Owren INR

Pomoci MRX PT Owren proti
kalibrétoru s navaznosti na WHO IRP
67/40 (prostfednictvim RBT 90)
uréeného referenénim postupem WHO
(ruéni technika naklanéni zkumavky).

PT Quick INR

Pomoci MRX PT Quick proti internimu
referenénimu materialu s ndvaznosti
na WHO IRP 67/40 (prost¥ednictvim
RBT/05) stanovenému referengnim
postupem WHO (runi technika
naklanéni zkumavky).

APTT

NEUPLATNUJE SE

Antitrombin

Pomoci MRX Antithrombin proti
sekundarnimu koagulagnimu
standardu SSC/ISTH s navaznosti na
mezinarodni standard WHO (kéd
NBISC: 08/258).

Fibrinogen

Pomoci MRX Fib Clauss proti
sekundarnimu koagulagnimu
standardu SSC/ISTH s navaznosti na
mezinarodni standard WHQO Fibrinogen
Plasma (kod NBISC: 09/264).

D-dimer (DDU)

Pomoci MRX Red D-dimer proti
kalibratoru s navaznosti na pracovni
kalibrator pfifazeny podle

IS0 17511:2003, oddil 5.6.1

D-dimer (FEU)

Pomoci MRX Red D-dimer proti
kalibratoru s navaznosti na pracovni
kalibrator pfifazeny podle

IS0 17511:2003, oddil 5.6.

www.nordicbiomarker.com
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5 Varovani a bezpecénostni opatieni

Pouzivejte vhodny ochranny odév. Zabratite kontaktu s kizi
a o¢ima. Nevypoustéjte do kanalizace. Odpad musi byt
likvidovan v souladu s mistnimi predpisy.

Kontrola obsahuje material lidského pavodu. Kazdy darce
byl testovan schvélenymi metodami a byl shledan
negativnim na pfitomnost HBsAg a anti-HIV I a II a anti-
HCV. Protoze véak zddna metoda nemuze nabidnout Uplnou
jistotu Ze se v ném infekéni agens nevyskytuje, mélo by se
s timto materidlem zachdzet jako s potencialné infekénim.

Kontrola obsahuje hovézi sérovy albumin (< 4,0 %) pro
zajisténi stability a hovézi plazmu. Zvifata byla schvélena
veterinarnimi Llékafi na zakladé prohlidek pred porazkou
a po ni. Protoze vSak zadna metoda nemuaze poskytnout

Uplnou jistotu, mélo by se s timto materiadlem zachéazet jako

s potencialné infekénim.

Kontrola obsahuje azid sodny (méné nez 0,001 %), ktery
zabrariuje mikrobidlnimu rastu; pouzijte spravné postupy
likvidace.

6 Priprava

e  Pred otevienim opatrné poklepejte lahvitkou
o povrch, aby se lyofilizovany material shromazdil
na dné.

e  Pridejte 1,00 ml deionizované vody (nap¥. MRX
Laboratory Water, K5036). Teplota vody by méla
byt 15-25 °C.

e Lahvi¢ku znovu uzaviete a nechte ji stat pfiblizné
15 minut pfi teploté 15-25 °C.

e Jemné promichejte krouzivym pohybem nebo
otacenim, dokud se obsah zcela nerozpusti.

7 Skladovani a stabilita

Skladujte pri teploté 2—8 °C. Po rekonstituci je stabilni po
dobu 24 hodin pfi teploté 2-25 °C v uzaviené pavodni
lahvicce, pokud nedojde ke kontaminaci.

8 Odbér a pFiprava vzorku

Informace o odbéru a pfipravé vzorku naleznete v ndvodu
k pouziti u kazdého jednotlivého testu (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

Nordic Biomarker AB | Vildmannavigen 1 | SE-903 47 Umea, Svédsko

9 Postup

Popis postupu naleznete v navodu k pouziti u kazdého
jednotlivého testu (K5024, K5025, K5026, K5027, K5028,
K5029, K5030, K5031, K5033, K5034, K5035).

10 Pozadovany, ale nedodany material

Koagulaé¢ni analyzator, pipety a nasledujici:

Cinidlo REF

MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035
Kontrolni material REF
MRX Routine Normal Control K5039
Roztoky REF
Deionizovana voda pro rekonstituci

napf. MRX Laboratory Water K5036
Fyziologicky roztok pro fedéni, napf. MRX K5046
Sodium Chloride Diluent

Roztok fosfatového pufru (PBS) pro fedéni,

napt. MRX PBS Diluent K5047

11 Kontrola kvality

Pro udrzeni konzistentnich vysledk( testd se doporuduje
provadét testy kontrolni plazmy v pravidelnych intervalech.
Pro testy MRX PT Owren, MRX PT Owren S, MRX PT Owren
W, MRX PT Quick, MRX APTT, MRX Antithrombin, MRX Fib
Clauss, MRX Red D-dimer, MRX Green D-dimer a MRX Blue
D-dimer se doporucuji MRX Routine Controls
(K5039/K5040). Kazda laboratof by méla stanovit kontrolni
rozsah pro uréeni pfipustné odchylky v kazdodennim
provadéni testu, jakoz i vhodné intervaly pro analyzu
kontrol v souladu se sprévnou laboratorni praxi.
Rekalibrace se doporuéuje minimalné tehdy, kdyZ kontrolni
plazma neni v p¥ijatelném rozmezi, a pfi kazdém pouziti
nové sarze ¢inidla.

www.nordicbiomarker.com
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12 Vysledky

Informace o hlaseni vysledkd naleznete v navodu k pouziti
u kazdého jednotlivého testu (K5011, K5024, K5025,
K5026, K5027, K5028, K5029, K5030, K5031, K5033,
K5034, K5035).

13 Ocekavané hodnoty

Oc¢ekavané hodnoty jsou uvedeny v navodu k pouZiti
u jednotlivych testa (K5011, K5024, K5025, K5026, K5027,
K5028, K5029, K5030, K5031, K5033, K5034, K5035).

14 Omezeni a interferujici latky

Omezeni a interferujici latky naleznete v navodu k pouziti
u jednotlivych testa (K5011, K5024, K5025, K5026, K5027,
K5028, K5029, K5030, K5031, K5033, K5034, K5035).

s rwva

15 Charakteristiky analytické ucinnosti

Informace o charakteristikach analytické Gginnosti
naleznete v navodu k pouZiti u jednotlivych testa (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

16 Hlaseni udalosti

Jakékoli zavazné udalosti, ke kterym dojde v souvislosti

s timto prostfedkem, musi byt hlaseny spole¢nosti Nordic
Biomarker a pfislusnému narodnimu organu zemé, v niz
uzivatel sidLi.

17 Dalsiinformace

Na vyzadéani je k dispozici vytisténa kopie tohoto navodu

k pouziti. Obratte se na svého mistniho distributora.
Aplika¢ni list pro konkrétni pFistroj je k dispozici u mistniho
distributora.

18 Odkazy

1. ENIS017511:2003 In vitro diagnostic medical
devices - Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
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19 Definice symboli

u Vyrobce
c € Oznaéeni CE

Datum pouzitelnosti

Teplotni Llimit

=

|VD Diagnosticky zdravotnicky (ﬁ.)\ Biologicka rizika
prostiedek in vitro \.l 9

Obsahuje biologicky material

Katal 6 &isl
REF atatogove cisto zivo€isného pavodu

Obsahuje lidskou krev nebo derivaty
plazmy

LOT Kod Sarze

| i Prectéte si elektronicky navod
k pouziti

nordicbiomarker.com/IFU

® ¢

20 Historie revizi

Verze Zmény oproti pfedchozi verzi
2.0 PF¥idani MRX Green D-dimer (K5011).
PFidané jazyky.
Oprava ¢isla artiklu pro MRX Blue D-dimer (K5035).
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Brugsanvisning [DA]

MRX Routine Abnormal Control
K5040

Kun til In vitro-diagnosticering

1 Anvendelsesomrade

Til kvalitetskontrol af analyserne MRX PT Owren, MRX PT
Owren S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer og MRX Blue D-dimer. Er beregnet til brug af
professionelt laboratoriepersonale, der anvender
koagulationsanalysatorer.

2 Baggrund og metodeprincip

For baggrundsoplysninger og metodens princip henvises til
brugsanvisningen for hvert enkelt assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

3 Komponenter

MRX Routine Abnormal Control bestar af:

10 x 1 mL lyofiliseret citreret humant plasma, beriget med
D-dimer, tilsaetningsstoffer af proteinkomponenter fra
kveegplasma og konserveringsmidler.

4  Metrologisk sporbarhed

Se analysecertifikatet for den partispecifikke koncentration
af hver enkelt test/analyte.

Specifikationerne for hver test/analyte er anfort nedenfor:

Test/analyte Specifikation

PT Owren INR 23-29

PT Quick INR 19-29

APTT 54-66s
Fibrinogen 10-15¢9/L
Antithrombin 0,35-0,55 TU/mL
D-dimer DDU 800 - 1200 ng/mL
D-dimer FEU 2000 - 3000 ng/mL

Nordic Biomarker AB | Vildmannavagen 1 | SE-903 47 Umea4, Sverige

De rapporterede veerdier for hvert nyt parti MRX Routine
Abnormal kontrol tildeles som falger:

Test/analyte

Tildelingsprocedure

PT Owren INR

Med MRX PT Owren mod en kalibrator
med sporbarhed til WHO IRP 67/40
(via RBT 90) bestemt ved WHO-
referenceproceduren (manuel tilt
tube-teknik).

PT Quick INR

Med MRX PT Quick i forhold til internt
referencemateriale med sporbarhed til
WHO IRP 67/40 (via RBT/05) bestemt
ved WHO-referenceproceduren
(manuel tilt tube-teknik).

APTT

N/A

Antithrombin

Med MRX Antithrombin mod
SSC/ISTH sekundaer
koagulationsstandard med sporbarhed
til WHO's internationale standard
(NIBSC-kode: 08/258).

Fibrinogen

Med MRX Fib Clauss mod SSC/ISTH
sekundeer koagulationsstandard med
sporbarhed til WHO's internationale
standardfibrinogenplasma (NIBSC-
kode): 09/264).

D-dimer (DDU)

Med MRX Red D-dimer mod en
kalibrator med sporbarhed til en
arbejdskalibrator, der er tildelt i
henhold til ISO 17511:2003, afsnit
561

D-dimer (FEU)

Med MRX Red D-dimer mod en
kalibrator med sporbarhed til en
arbejdskalibrator, der er tildelt i
henhold til IS0 17511:2003, afsnit
561

www.nordicbiomarker.com
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5 Advarsler og forholdsregler

Baer egnet beklaedning til beskyttelse. Undga kontakt med
gjne og hud. M3 ikke heeldes i aflob. Affald skal bortskaffes
i overensstemmelse med de lokale bestemmelser.

Kontrollen indeholder materiale af human oprindelse. Hver
donor er blevet testet efter godkendte metoder og er
fundet negativ for HBsAg og anti-HIV I og IT samt anti-
HCV. Da ingen metode imidlertid kan give fuldstaendig
sikkerhed for, at der ikke findes smitsomme agenser, bar
dette materiale handteres som potentielt smitsomt.

Kontrollen indeholder bovin serumalbumin (< 4.0 %) af
hensyn til stabiliteten og bovin plasma. Dyrene blev
godkendt af dyrleeger ved fer- og post-mortem-kontrol. Da
ingen metode imidlertid kan give fuldsteendig sikkerhed, bar
dette materiale handteres som potentielt smitsomt.

Kontrollen indeholder natriumazid (mindre end 0,001 %) for
at forhindre mikrobiel veekst; brug korrekte
bortskaffelsesprocedurer.

6 Forberedelse

e  For du dbner haetteglasset, bankes det forsigtigt
mod en overflade for at samle det frysetarrede
materiale i bunden.

e Der tilseettes 1,00 mL afioniseret vand (f.eks. MRX
Laboratory Water, K5036). Vandtemperaturen
skal veere mellem 15 og 25 °C.

e  Luk haetteglasset igen, og lad det stdica. 15
minutter ved 15-25 °C.

e Bland forsigtigt ved at dreje eller rotere, indtil
indholdet er helt oplest.

7 Opbevaring og stabilitet

Opbevares ved 2 - 8 °C. Efter rekonstituering er det stabilt i
24 timer ved 2 - 25 °C i det lukkede originale haetteglas,
forudsat at der ikke forekommer kontaminering.

8 Provetagning og prgveforberedelse

For indsamling og forberedelse af praver henvises til
brugsanvisningen for hvert enkelt assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

9 Procedure

For en beskrivelse af proceduren henvises til
brugsanvisningen for hvert enkelt assay (K5011, K5024,

K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

10 Materiale, der er anmodet om, men som ikke
medfalger

Koagulationsanalysator, pipetter og falgende:

Reagens REF

MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035
Kontrolmateriale REF
MRX Routine Normal Control K5039
Lasninger REF
Deioniseret vand til rekonstituerin

f.eks. MRX Laboratory Water ’ K5038
Saltoplesning til fortynding, f.eks. MRX K5046
Sodium Chloride Diluent

Phosphatbufferet saltvand (PBS) til K5047
fortynding, f.eks. MRX PBS Diluent

11 Kvalitetskontrol

For at opretholde konsistente analyseresultater anbefales
det, at kontrolplasmaer analyseres med regelmaessige
mellemrum. MRX Routine Controls (K5039/K5040)
anbefales til analyserne MRX PT Owren, MRX PT Owren S,
MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer og MRX Blue D-dimer. Hvert laboratorium
bar fastleegge et kontrolomréde for at bestemme den
tilladte variation i testens daglige udfarelse samt passende
intervaller for analyse af kontroller i overensstemmelse
med god laboratoriepraksis. Det anbefales som minimum at
foretage en ny kalibrering, nar kontrolplasmaerne ikke
ligger inden for det acceptable omrade, og hver gang der
anvendes et nyt reagensparti.

12 Resultater

Ved indberetning af resultater henvises til
brugsanvisningen for hvert enkelt assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).
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13 Forventede vaerdier

For forventede veerdier henvises til brugsanvisningen for
hvert enkelt assay (K5011, K5024, K5025, K5026, K5027,
K5028, K5029, K5030, K5031, K5033, K5034, K5035).

14 Begraensninger og interfererende stoffer

For begraensninger og interfererende stoffer henvises til
brugsanvisningen for hvert enkelt assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

15 Analytiske praestationsegenskaber

For oplysninger om analytiske egenskaber henvises til
brugsanvisningen for hvert enkelt assay (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

16 Indberetning af haendelser

Enhver alvorlig haendelse, der opstéar i forbindelse med
dette udstyr, skal rapporteres til Nordic Biomarker og til
den nationale kompetente myndighed, hvor brugeren er
etableret.

17 Yderligere oplysninger

En papirudgave af denne brugsanvisning kan fas pa
anmodning. Kontakt din lokale forhandler.

Det instrumentspecifikke anvendelsesblad kan fas hos din
lokale forhandler.

18 Referencer

1. ENIS017511:2003 In vitro diagnostic medical
devices - Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
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19 Definition af symboler

u Producent
c € CE-meerkning

=

Medicinsk udstyr til in vitro- ((-.)\
IVD diagnostik M

R EF Katalognummer

LOT Batch-kode

L]
| 1 Se den elektroniske brugsanvisning

nordicbiomarker.com/IFU

® ¢

20 Revisionshistorik

Sidste anvendelsesdato

Temperaturgraense

Biologiske risici

Indeholder biologisk materiale af
animalsk oprindelse

Indeholder humant blod eller
plasmaderivater

Version Zndringer i forhold til den tidligere version

2,0 Tilfejelse af MRX Green D-dimer (K5011).
Tilfgjelse af sprog.
Rettelse af artikelnummer for MRX Blue D-dimer (K5035).
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Kayttoohjeet [FI]

MRX Routine Abnormal Control
K5040

In vitro -diagnostiikkakayttoon.

1 Kayttotarkoitus

Maéaritysten MRX PT Owren, MRX PT Owren S, MRX PT
Owren W, MRX PT Quick, MRX APTT, MRX Antithrombin,
MRX Fib Clauss, MRX Red D-dimer, MRX Green D-dimer ja
MRX Blue D-dimer laadunvalvontaan. Tarkoitettu
hyytymistutkimusanalysaattoreita kayttavéan
ammattimaisen laboratoriohenkilékunnan kayttoon.

2 Menetelman tausta ja periaate

Katso menetelman taustatiedot ja periaate kuhunkin

yksittdiseen maaritykseen liittyvista kayttdohjeista (K5011,

K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

3 Ainesosat

MRX Routine Abnormal Control -reagenssin sisélto:

10 x 1 ml kylméakuivattua ihmisen sitraattiplasmaa, joka on
rikastettu D-dimeerin osalta, naudan plasmasta peréisin
olevia proteiinikomponenttilisdaineita ja séilontdaineita.

4 Metrologinen jaljitettavyys

Katso kunkin yksittaisen testin/analyytin erdkohtainen
pitoisuus analyysisertifikaatista.

Kunkin testin/analyytin ohjearvot luetellaan seuraavassa:

Kunkin uuden MRX Routine Abormal Control -erdn
raportoidut arvot asetetaan seuraavasti:

Testi/analyytti

Asettamismenettely

PT Owren INR

MRX PT Owren -maarityksella
kalibraattoria kdyttaen, jaljitettavissa
WHO IRP 67/40:een (RBT 90:n kautta)
WHQO:n viitemenetelmalla
maariteltynd (manuaalisesti
kallistetun putken tekniikka).

PT Quick INR

MRX PT Quick -maarityksella laitoksen
sisdista viitemallia kayttéaen,
jaljitettévissd WHO IRP 67/40:een
(RBT/05:n kautta) WHO:n
viitemenetelmalld méaariteltyna
(manuaalisesti kallistetun putken
tekniikka).

APTT

Antitrombiini

MRX Antithrombin -mé&arityksella
SSC/ISTH:n sekundaarista
hyytymisstandardia kayttéen,
jaljitettdvissd WHO:n kansainvéliseen
standardiin (NIBSC code: 08/258).

Testi/analyytti Ohjearvo

PT Owren INR 2,3-2,9

PT Quick INR 1,9-29

APTT 54-66 s
Fibrinogeeni 1,0-1,5g/l
Antitrombiini 0,35-0,55 TU/ml
D-dimeeri DDU 800-1200 ng/ml
D-dimeeri FEU 2000-3000 ng/ml

Fibrinogeeni

MRX Antithrombin -méaarityksella
SSC/ISTH:n sekundaarista
hyytymisstandardia kayttéen,
jaljitettdvissa WHO:n kansainvaliseen
fibrinogeeniplasma-standardiin
(NIBSC code: 09/264).

D-dimeeri
(DDU)

MRX Red D-dimer -maérityksella
kalibraattoria kdyttaen, jaljitettavissa
TS0 17511:2003 -standardin osan 5.6
mukaisesti asetettuun
tydskentelykalibraattoriin.!

Nordic Biomarker AB | Vildmannavdgen 1 | SE-903 47 Umed, Sweden

D-dimeeri
(FEU)

MRX Red D-dimer -maérityksella
kalibraattoria kdyttaen, jaljitettévissa
IS0 17511:2003 -standardin osan 5.6
mukaisesti asetettuun
tydskentelykalibraattoriin.!
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5 Varoitukset ja varotoimet

Kéayta sopivaa suojavaatetusta. Valta kosketusta ihon ja
silmien kanssa. Al tyhjenna viemariin. Jatteet on
havitettava paikallisten méaraysten mukaisesti.

Kontrolli sisdltda ihmisperdistd materiaalia. Kukin
luovuttaja on testattu hyvaksytyilla menetelmilld, ja kunkin
luovuttajan on todettu olevan negatiivinen HBsAg:n, anti-
HIV I:nja II:n seka anti-HCV:n suhteen. Koska milldén
menetelmalla ei kuitenkaan voida saada téydellista
varmuutta siitd, ettd tartunnanaiheuttajia ei ole, tata
materiaalia on késiteltdva mahdollisesti
tartuntavaarallisena materiaalina.

Kontrolli sisalt4a naudan seerumialbumiinia (< 4,0 %)
(stabiiliuden vuoksi) ja naudan plasmaa. EL&inldakarit
hyvaksyivat kyseiset eldimet kuolemaa edeltévissa ja
ruumiinavaustutkimuksissa. Koska millédn menetelmalla ei
kuitenkaan voida saada téaydellistd varmuutta, tata
materiaalia on kasiteltdva mahdollisesti
tartuntavaarallisena materiaalina.

Kontrolli sisaltda natriumatsidia (alle 0,001 %)
mikrobikasvun estdmiseksi; kdyta asianmukaisia
havittdmismenetelmia.

6 Valmistelu

e Napauta pulloa ennen avaamista jotain pintaa
vasten, jotta kylmakuivattu materiaali siirtyy
pohjaan.

e Lisad 1,00 ml deionisoitua vettd (esim. MRX
Laboratory Water, K5036). Veden ldmpdétilan tulee
olla 15-25 °C.

e  Sulje pullo uudelleen ja jata paikalleen noin 15
minuutiksi 15-25 °C:ssa.

e  Sekoita varovasti pyorittelemélla tai kdantdmalla,
kunnes sisaltd on kokonaan liuennut.

7 Varastointi ja stabiilius

Sailyta 2-8 °C:ssa. Sailyy kadyttékuntoon saattamisen
jalkeen stabiilina suljetussa alkuperdisessa pullossa 24
tunnin ajan 2-25 °C:ssa edellyttden, ettd kontaminaatiota ei
tapahdu.

8 Naytteiden ottaminen ja valmistelu

Katso naytteiden ottamisen ja valmistelun tiedot kuhunkin
yksittdiseen méaritykseen liittyvistd kayttéohjeista (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

Nordic Biomarker AB | Vildmannavdgen 1 | SE-903 47 Umed, Sweden

9 Menetelma

Katso menetelman kuvaus kuhunkin yksittaiseen
méaaritykseen liittyvistd kayttoohjeista (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

10 Tarvittava materiaali, jota ei toimiteta
mukana

Hyytymistutkimusanalysaattori, pipettejad ja seuraavat
tarvikkeet:

Reagenssi REF

MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035
Kontrollimateriaali REF
MRX Routine Normal Control K5039
Liuokset REF
Deionisoitua vettd kayttékuntoon

saattamista varten, K5036
esim. MRX Laboratory Water

Keittosuolaliuosta laimentamiseen, esim. K5046
MRX Sodium Chloride Diluent

Fosfaattipuskuroitua keittosuolaliuosta

(PBS) laimentamiseen, esim. MRX PBS K5047
Diluent

11 Laadunvalvonta

Yhtenevéisten méaaritystulosten sailyttdmiseksi
suositellaan, ettd kontrolliplasmojen maaritys tehddan
sdanndllisin valiajoin. Maaritysten MRX PT Owren, MRX PT
Owren S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer ja MRX Blue D-dimer laadunvalvontaan
suositellaan MRX Routine Controls -kontrollien kdyttadmista
(K5039/K5040}). Kunkin laboratorion on otettava kayttoon
kontrollirajat testin paivittdisessa suorittamisessa
sallittavan variaation maarittamiseksi seka saannélliset
aikavalit kantrollien analysointiin hyvan
laboratoriokaytannon mukaisesti. Uudelleenkalibrointia
suositellaan vahintédan aina silloin, kun kontrolliplasmat
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eivat ole hyvaksyttavalla alueella, ja aina, kun kdytetdan
uutta reagenssieraa.

12 Tulokset

Katso tulosten raportoinnin tiedot kuhunkin yksittiseen
madritykseen liittyvistd kayttéohjeista (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

13 Odotetut arvot

Katso odotettujen arvojen tiedot kuhunkin yksittaiseen
madritykseen liittyvistd kayttéohjeista (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

14 Rajoitukset ja hairitsevit aineet

Katso rajoitukset ja hairitsevien aineiden tiedot kuhunkin
yksittaiseen méaaritykseen liittyvistd kayttéohjeista (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

15 Analyysin suorituskykyominaisuudet

Katso analyyttiset suorituskykyominaisuudet kuhunkin
yksittdiseen méaritykseen liittyvistd kayttoohjeista (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

16 Vaaratilanteiden raportointi

Kaikki tahan laitteeseen liittyvat vakavat vaaratilanteet on
ilmoitettava Nordic Biomarker -yhtidlle seka kdyttajan
sijaintimaan kansalliselle toimivaltaiselle viranomaiselle.

17 Lisatietoja

Naiden kayttéohjeiden paperikopio on saatavana pyynndsta.
Ota yhteys paikalliseen jakelijaan.

Laitekohtainen kdyttdohje on saatavana paikalliselta
jakelijalta.

18 Viitteet

1. ENIS017511:2003 In vitro diagnostic medical
devices - Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
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19 Symbolien maaritelmat

u Valmistaja
C € CE-merkinti

=

In vitro -diagnostinen La&dkinnallinen (ﬁ")\
IVD laite M)

R E F Luettelonumero

LOT Erdkoodi

® ¢

L]
| 1 Perehdy sahkoisiin kdyttoohjeisiin

nordicbiomarker.com/IFU

20 Versiohistoria

Kaytettava viimeistdan

Lampdatilaraja

Biologiset riskit

Sisaltaa eldinperaista biologista
materiaalia

Sisaltaa ihmisen veren tai plasman
johdoksia

Versio

Muutokset aiempaan versioon

2.0

MRX Green D-dimer (K5011) Lisdys.
Kielten lisays.
Tuotenumeron korjaus MRX Blue D-dimer (K5035).
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Istruzioni per l'uso [IT]

MRX Routine Abnormal Control
K5040

Per uso diagnostico in vitro.

1 Uso previsto

Per il controllo di qualita dei test MRX PT Owren, MRX PT
Owren S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antitrombina, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer e MRX Blue D-dimer. Destinato all'uso da
parte di personale di laboratorio professionale che utilizza
analizzatori di coagulazione.

2 Fondamenti e principio del metodo

Per le informazioni di base e il principio del metodo, fare
riferimento alle Istruzioni per l'uso associate a ogni singolo
test (K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

3 Componenti

MRX Routine Abnormal Control consiste in:

10 x 1 ml di plasma umano citrato liofilizzato arricchito con
D-dimero, additivi di componenti proteici da plasma bovino e
conservanti.

4 Tracciabilita metrologica

Fare riferimento al Certificate of Analysis per la
concentrazione specifica del lotto di ogni singolo
test/analita.

Le specifiche di ogni test/analita sono elencate di seguito:

Test/analita Specifiche

PT Owren INR 2,3-2,9

PT Quick INR 19-29

APTT 54-66 s
Fibrinogeno 1,0-15g/l
Antitrombina 0,35-0,55 UT/ml
DDU D-dimero 800-1.200 ng/ml
FEU D-dimero 2.000-3.000 ng/ml

Nordic Biomarker AB | Vildmannavagen 1 | SE-903 47 Ume4, Svezia

I valori riportati di ogni nuovo lotto di MRX Routine
Abnormal Control sono assegnati come segue:

Test/analita

Procedura di assegnazione

PT Owren INR

Con MRX PT Owren rispetto a un
calibratore con tracciabilita secondo la
IRP 67/40 dell'OMS (tramite RBT 90)
determinata in base alla procedura di
riferimento dell’OMS (tecnica della
provetta inclinata manualmente).

PT Quick INR

Con MRX PT Quick rispetto a materiale
di riferimento interno con tracciabilita
all'IRP 67/40 dell’'OMS (tramite
RBT/05) determinata in base alla
procedura di riferimento dell’'OMS
(tecnica della provetta inclinata
manualmente).

APTT

N/A

Antitrombina

Con MRX Antitrombin rispetto al
Secondary Coagulation Standard
SSC/ISTH con tracciabilita
all'International Standard dell'OMS
(codice NBISC: 08/258).

Fibrinogeno

Con MRX Fib Clauss rispetto al
Secondary Coagulation Standard
SSC/ISTH con tracciabilita
all'International Standard Fibrinogen
Plasma dell’'OMS (codice NBISC:
09/264).

D-dimero
(DDU)

Con MRX Red D-dimer rispetto a un
calibratore con tracciabilita a un
calibratore di lavoro assegnato
secondo la norma IS0 17511:2003,
sezione 5.61

D-dimero
(FEU)

Con MRX Red D-dimer rispetto a un
calibratore con tracciabilita a un
calibratore di lavoro assegnato
secondo la norma IS0 17511:2003,
sezione 5.61

www.nordicbiomarker.com
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5 Avvertenze e precauzioni

Indossare indumenti protettivi idonei. Evitare il contatto
con la cute e con gli occhi. Non versare negli scarichi
urbani. Smaltire i rifiuti in conformita alle normative locali.

Il controllo contiene materiale di origine umana. Ogni
donatore & stato testato con metodi approvati e risultato
negativo per la presenza di HBsAg, anti-HIV I e 11, e anti-
HCV. Tuttavia, poiché nessun metodo puo offrire la
completa garanzia che gli agenti infettivi siano assenti,
questo materiale deve essere trattato come
potenzialmente infettivo.

Il controllo contiene albumina di siero bovino (< 4,0%) per
la stabilita e plasma bovino. Gli animali sono stati approvati
dai veterinari con ispezioni ante- e post-mortem. Tuttavia,
poiché nessun metodo pud offrire una garanzia completa,
questo materiale deve essere trattato come
potenzialmente infettivo.

Il controllo contiene azoturo di sodio (meno dello 0,001%)
per prevenire la crescita microbica; utilizzare procedure di
smaltimento adeguate.

6 Preparazione

e Prima di aprire la fiala, picchiettarla con cautela
contro una superficie per smuovere il materiale
liofilizzato sul fondo.

e  Aggiungere 1,00 ml di acqua deionizzata (ad
esempio MRX Laboratory Water, K5036). La
temperatura dell’'acqua deve essere compresa tra
15e25°C.

e Richiudere la fiala e lasciarla riposare per circa 15
minuti a 15-25 °C.

e  Mescolare delicatamente agitando o ruotando fino
a quando il contenuto & completamente
ricostituito.

7 Conservazione e stabilita

Conservare a 2-8 °C. Dopo la ricostituzione, stabilizzare per
24 ore a 2-25 °C nella fiala originale chiusa, a condizione
che non si verifichi alcuna contaminazione.

8 Raccolta e conservazione dei campioni

Per la raccolta e la preparazione dei campioni, fare
riferimento alle Istruzioni per l'uso associate a ogni singolo
test (K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

9 Procedura

Per la descrizione della procedura, fare riferimento alle
Istruzioni per l'uso associate a ogni singolo test (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

10 Materiale richiesto ma non fornito

Analizzatore di coagulazione, pipette e quanto segue:

Reagente RIF

MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035
Materiale di controllo RIF
MRX Routine Normal Control K5039
Soluzioni RIF
Acqua deionizzata per ricostituzione K5036

ad esempio MRX Laboratory Water

Soluzione salina per diluizione, ad esempio K5046
MRX Sodium Chloride Diluent
Tampone fosfato salino (PBS) per diluizione, K5047

ad esempio MRX PBS Diluent

11 Controllo qualita

Per mantenere coerenti i risultati del test, si raccomanda di
testare i plasmi di controllo a intervalli regolari. Gli MRX
Routine Controls (K5039/K5040) sono consigliati per i test
MRX PT Owren, MRX PT Owren S, MRX PT Owren W, MRX
PT Quick, MRX APTT, MRX Antithrombin, MRX Fib Clauss,
MRX Red D-dimer, MRX Green D-dimer e MRX Blue D-dimer.
Ogni laboratorio deve stabilire un intervallo di controllo per
determinare la variazione ammissibile per le prestazioni
giornaliere del test, cosi come gli intervalli appropriati per
['analisi dei controlli in conformita alle buone pratiche di
laboratorio. La ricalibrazione & consigliata almeno ogni
volta che i plasmi di controllo non rientrano nell'intervallo
accettabile e ogni volta che viene utilizzato un nuovo lotto
di reagente.
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12 Risultati

Per la comunicazione dei risultati, fare riferimento alle
Istruzioni per 'uso associate a ogni singolo test (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

13 Valori attesi

Per i valori attesi, fare riferimento alle Istruzioni per l'uso
associate a ogni singolo test (K5011, K5024, K5025, K5026,
K5027, K5028, K5029, K5030, K5031, K5033, K5034,
K5035).

14 Limitazioni e sostanze interferenti

Per le limitazioni e le sostanze interferenti, fare riferimento
alle Istruzioni per l'uso associate a ogni singolo test
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

15 Caratteristiche delle prestazioni analitiche

Per le caratteristiche delle prestazioni analitiche, fare
riferimento alle Istruzioni per l'uso associate a ogni singolo
test (K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

16 Segnalazione di incidenti

Qualsiasi incidente grave che si verifichi in relazione a
questo dispositivo deve essere segnalato a Nordic
Biomarker e all'autorita nazionale competente del Paese in
cui si trova l'utente.

17 Informazioni aggiuntive

Una copia cartacea di queste istruzioni per ['uso &
disponibile su richiesta. Contattare il proprio distributore
locale.

La scheda applicazioni specifica dello strumento &
disponibile presso il distributore locale.

18 Bibliografia
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19 Definizione dei simboli

u Produttore
C € Marchio CE

|VD Dispositivo medico-diagnostico in
vitro
REF Numero di catalogo
LOT Codice del lotto
| i Consultare le istruzioni per l'uso in
formato elettronico

nordicbiomarker.com/IFU

20 Cronologia della revisione

=

W/

S

® ¢

Data di scadenza

Limite di temperatura

Rischi biologici

Contiene materiale biologico di
origine animale

Contiene sangue umano o derivati del
plasma

Versione Modifiche alla versione precedente

2.0 Aggiunta di MRX Green D-dimer (K5011).
Lingue aggiunte.

Correzione del codice articolo per MRX Blue D-dimer (K5035).

Nordic Biomarker AB | Vildmannavagen 1 | SE-903 47 Ume4, Svezia | www.nordichiomarker.com

22 (38)



Dokumento ID: IFU-4594 Versija: 2.0 Leidimo data: 2022-04-04

MediRox

Naudojimo instrukcija [LT]
MRX Routine Abnormal Control

K5040

In vitro diagnostikai.

1 Numatytas naudojimas

Skirta tyrimy MRX PT Owren, MRX PT Owren S, MRX PT
Owren W, MRX PT Quick, MRX APTT, MRX Antithrombin,
MRX Fib Clauss, MRX Red D-dimer, MRX Green D-dimer ir
MRX Blue D-dimer kokybeés kontrolei. Skirtas naudoti
laboratorijos specialistams, naudojantiems koaguliacijos

analizatorius.

2 Metodo pagrindai ir principas

Informacija apie metodo pagrindus ir principa pateikiama
kiekvieno atskiro tyrimo (K5011, K5024, K5025, K5026,
K5027, K5028, K5029, K5030, K5031, K5033, K5034,
K5035) naudojimo instrukcijoje.

3  Sudétis

MRX Routine Abnormal Control sudaryta i$

10 x 1 ml liofilizuotos, citratu apdorotos, D dimeru
praturtintos Zzmogaus plazmos, i$ galvijy plazmos gauty
baltymy komponenty priedy ir konservanty.

4  Metrologinis siejimas

Kiekvieno atskiro tyrimo / analités nuo partijos priklausanti

koncentracija nurodyta analizés sertifikate.

Toliau pateikiamos kiekvieno tyrimo / analités

specifikacijos.

Tyrimas / analité Specifikacija
PT Owreno INR 2,3-29

PT greitasis INR 1,9-29
APTT 54-66 s
Fibrinogenas 1,0-1,5g/l

Antitrombinas
D dimeras DDU
D dimeras FEU

0,35-0,55 Tv/ml
800-1200 ng/ml
2000-3000 ng/ml

Kiekvienos naujos kontrolinés medziagos MRX Routine
Abnormal partijos nurodytosios vertés priskirtos, kaip

aprasyta toliau.

Tyrimas / analité

Priskyrimo procedara

PT Owreno INR

Naudojant MRX PT Owren su
kalibravimo medziaga, susieta su
PSO IRP 67/40 (per RBT 90),
nustatyta atliekant PSO etalonine
procedira {mégintuvélio rankinio
pavertimo metodas).

PT greitasis INR

Naudojant MRX PT Quick su vidine
etalonine medziaga, susieta su
PSO IRP 67/40 (per RBT / 05),
nustatyta atliekant PSO etalonine
procedira {mégintuvélio rankinio
pavertimo metodas).

APTT

Netaikoma

Antitrombinas

Naudojant MRX Antithrombin su
SSC / ISTH antriniu koaguliacijos
standartu, susietu su PSO
tarptautiniu standartu (NBISC
kodas 08/258).

Fibrinogenas

Naudojant MRX Fib Clauss su
SSC/ ISTH antriniu koaguliacijos
standartu, susietu su PSO
tarptautinio standarto fibrinogeno
plazma (NBISC kodas 09/264).

D dimeras (DDU)

Naudojant MRX Red D-dimer su
kalibravimo medziaga, susieta su
darbine kalibravimo medziaga,
priskirta pagal ISO 17511:2003
5.6 skyriy.1

D dimeras (FEU)

Naudojant MRX Red D-dimer su
kalibravimo medzZiaga, susieta su
darbine kalibravimo medziaga,
priskirta pagal ISO 17511:2003
5.6 skyriy.
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5 ]spéjimaiir atsargumo priemonés

Vilkeéti tinkamga apsaugine apranga. Saugoti, kad nepatekty
ant odos arba j akis. Nepilti j kanalizacija. Atliekos turi bati
$alinamos pagal vietos teisés akty reikalavimus.

Sioje kontrolineje medziagoje yra ié mogaus gautos
medziagos. Kiekvienas donoras buvo istirtas taikant
patvirtintus metodus ir buvo gautas neigiamas HBsAg, 71V
I ir IT antikdany bei HCV antikany rezultatas. Vis délto,
kadangi taikant jokj metoda negalima bati visiskai
uztikrintiems, kad néra uzkreg¢iamyjy medziagy, su Siomis
medziagomis turi bati elgiamasi taip, lyg jos galéty bati
uzkre¢iamos.

Sios kontrolinés medziagos sudeétyje galvijy serumo
albumino (< 4,0 %), naudojamo stabilumui uztikrinti, ir
galvijy plazmos. Gyviinus patvirtino naudoti veterinarai,
atlike ante mortem ir post mortem tikrinimus. Vis délto,
kadangi taikant jokj metoda negalima bati visiskai
uztikrintiems, su Siomis medziagomis turi bati elgiamasi
taip, lyg jos galéty bati uzkre¢iamos.

Kontrolinés medziagos sudétyje yra nuo mikroby augimo
saugantio natrio azido (maziau kaip 0,001 %); taikykite
tinkamas $alinimo procedaras.

6 Paruosimas

e  Prie$ atidarydami atsargiai pastuksenkite
buteliuka pavirsiy, kad liofilizuota medziaga
susikaupty dugne.

e Jpilkite 1,00 ml dejonizuoto vandens (pavyzdziui,
MRX Laboratory Water, K5036). Vandens
temperatara turi bati 15-25 °C.

e Vel uzkimskite buteliuka ir palikite mazdaug
15 minuciy 15-25 °C temperatdaroje.

e  Sukdami arba sukiodami atsargiai maisykite, kol
turinys visiskai istirps.

7 Laikymas ir stabilumas

Laikykite 2—8 °C temperatiroje. Paruosta medziaga lieka
stabili 24 valandas, kai laikoma uzdarytame originaliame
buteliuke 2-25 °C temperatiroje ir neuztersiama.

8 Méginiy émimas ir ruoSimas
Informacija apie méginiy émimg ir ruosima pateikiama
kiekvieno atskiro tyrimo (K5011, K5024, K5025, K5026,

K5027, K5028, K5029, K5030, K5031, K5033, K5034,
K5035) naudojimo instrukcijoje.

9 Procediira

Procedira aprasyta kiekvieno atskiro tyrimo (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035) naudojimo instrukcijoje.

10 Reikalingos, taciau nepateikiamos
medziagos

Koaguliacijos analizatorius, pipetés ir toliau iSvardytos
medziagos.

Reagentas Katalogo Nr.
MRX PT Owren K5026 / K5027 / K5028
MRX PT Quick K5024 / K5025
MRX APTT K5029 / K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035

Kontroliné medZiaga Katalogo Nr.

MRX Routine Normal Control K5039
Tirpalai Katalogo Nr.
Dejonizuotas vanduo reagentams

paruosti, pavyzdziui, MRX Laboratory K5036
Water

Fiziologinis tirpalas, naudojamas kaip K5046

skiediklis, pavyzdziui, MRX Sodium
Chloride Diluent

Fosfato buferinis fiziologinis tirpalas
(PBS), naudojamas kaip skiediklis, K5047
pavyzdziui, MRX PBS Diluent

11 Kokybés kontrolé

Siekiant palaikyti nuoseklius tyrimy rezultatus
rekomenduojama reguliariai tirti kontrolines plazmas. MRX
Routine Controls (K5039 / K5040) rekomenduojamos
tyrimams MRX PT Owren, MRX PT Owren S, MRX PT Owren
W, MRX PT Quick, MRX APTT, MRX Antithrombin, MRX Fib
Clauss, MRX Red D-dimer, MRX Green D-dimer ir MRX Blue
D-dimer. Kiekviena laboratorija turéty pagal gerosios
laboratorijos praktikos metodus nustatyti kontrolinj
diapazona, leidziantj nustatyti tyrimo kasdienio veikimo
priimting kintamuma, bei tinkamus kontroliniy medziagy
analizavimo intervalus. Pakartotinai kalibruoti patartina
bent jau kai kontrolinés plazmos yra uz priimtino diapazono
riby ir kaskart, kai naudojama nauja reagento serija.
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12 Rezultatai

Kaip pranesti rezultatus, aprasoma kiekvieno atskiro tyrimo
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035} naudojimo
instrukcijoje.

13 Numatomos vertés

Numatomos vertés aprasytos kiekvieno atskiro tyrimo
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035) naudojimo
instrukcijoje.

14 Ribojimai ir trukdzius kelianc¢ios medziagos
Ribojimai ir trukdzius keliané¢ios medziagos aprasytos
kiekvieno atskiro tyrimo (K5011, K5024, K5025, K5026,

K5027, K5028, K5029, K5030, K5031, K5033, K5034,
K5035) naudojimo instrukcijoje.

15 Analitinés veikimo charakteristikos

Analitinés veikimo charakteristikos aprasytos kiekvieno
atskiro tyrimo (K5011, K5024, K5025, K5026, K5027,
K5028, K5029, K5030, K5031, K5033, K5034, K5035)
naudojimo instrukcijoje.

16 PranesSimas apie incidentus.

Apie bet kokj su Sia priemone susijusj rimta incidenta turi
bati praneSama ,Nordic Biomarker" ir tos valstybés narés,
kurioje naudotojas yra jsisteiges / jsiklres, nacionalinei
kompetentingai institucijai.

17 Papildoma informacija

Galima uzsakyti Sios naudojimo instrukcijos spausdinta
egzemplioriy. Kreipkités j vietinj platintoja.

IS vietinio platintojo galima gauti konkre¢iam prietaisui
skirta naudojimo lapa.

18 Bibliografija
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19 Simboliy apibréztys

u Gamintojas
C € CE Zenklas

In vitro diagnostikos medicinos -.)\

IVD priemoné W

=

%}\

REF Katalogo numeris

LOT Serijos kodas

| i Skaityti elektronine naudojimo
instrukcija

nordicbiomarker.com/IFU

® ¢

20 Perziary chronologija

Naudoti iki nurodytos datos

Temperatiiros apribojimas

Biologiniai pavojai

Yra i$ gyvany gautos biologinés
medziagos

Yra zmogaus kraujo arba plazmos
ariniy

Versija Pirmesnés versijos keitimai

2,0 MRX Green D-dimer pievienosana.
Valodu pievienosana.

MRX Blue D-dimer (K5035) izstradajuma numura labojums.
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Bruksanvisning [NO]

MRX Routine Abnormal Control
K5040

Til in vitro-diagnostisk bruk.

1 Tiltenkt bruk

Til kvalitetskontroll av analysene MRX PT Owren, MRX PT
Owren S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer og MRX Blue D-dimer. Beregnet for bruk av
fagleert laboratoriepersonell ved bruk av
koagulasjonsanalysatorer.

2 Bakgrunn og metodens prinsipper

Du finner bakgrunnsinformasjon og informasjon om
metodens prinsipper i bruksanvisningen til hver enkelt
analyse (K5011, K5024, K5025, K5026, K5027, K5028,
K5029, K5030, K5031, K5033, K5034, K5035).

3 Komponenter

MRX Routine Abnormal Control bestar av:

10 x 1 ml lyofilisert sitrert humant plasma anriket med D-
dimer, tilsetningsstoffer av proteinkomponenter fra bovint
plasma og konserveringsmidler.

4  Metrologisk sporbarhet

Den lotspesifikke konsentrasjonen for hver enkelt
test/analytt star pa analysesertifikatet.

Spesifikasjoner for hver test/analytt er oppfert nedenfor:

Test/analytt Spesifikasjon

PT Owren INR 2,3-2,9

PT hurtig INR 1,9-29

APTT 54-66 s
Fibrinogen 1,0-1,5g/l
Antitrombin 0,35-0,55 IE/ml
D-dimer DDU 800-1200 ng/ml
D-dimer FEU 2000-3000 ng/ml

De rapporterte verdiene for hver nye lot av MRX Routine
Abnormal Control tilordnes som falger:

Test/analytt Tilordningsprosedyre

PT Owren INR | Med MRX PT Owren mot en kalibrator
med sporbarhet til WHO IRP 67/40
(via RBT 90) bestemt ved WHOs
referanseprosedyre (manuell teknikk
for skréstilt rer).

PT hurtig INR | Med MRX PT Quick mot internt
referansemateriale med sporbarhet til
WHO IRP 67/40 (via RBT/05) bestemt
ved WHOs referanseprosedyre
(manuell teknikk for skrastilt rer).

APTT I/R
Med MRX Antithrombin mot SSC/ISTH
Antitrombin Secondary Coagulation Standard med

sporbarhet til WHOs internasjonale
standard (NIBSC-kode: 08/258).
Fibrinogen Med MRX Fib Clauss mot SSC/ISTH
Secondary Coagulation Standard med
sporbarhet til WHOs internasjonale
standard for fibrinogenplasma
(NIBSC-kode: 09/264).

D-dimer (DDU) | Med MRX Red D-dimer mot en
kalibrator med sporbarhet til en
arbeidskalibrator tilordnet i henhold til
IS017511:2003, del 5.6.1

D-dimer (FEU) | Med MRX Red D-dimer mot en
kalibrator med sporbarhet til en
arbeidskalibrator tilordnet i henhold til
IS0 17511:2003, del 5.6.1

5 Advarsler og forholdsregler

Bruk egnede vernekleer. Unnga kontakt med hud og ayne.
Ma ikke helles i avlep. Avfall ma kastes i henhold til lokale
forskrifter.

Kontrollen inneholder materiale av human opprinnelse.
Hver donor er testet med godkjente metoder og er negativ
for forekomst av HBsAg og anti-HIV I og IT og anti-HCV.
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Ettersom ingen metoder kan garantere fraveer av
smittestoffer, skal dette materialet handteres som
potensielt smittefarlig materiale.

Kontrollen inneholder bovint serumalbumin (< 4,0 %) for
stabilitet og bovint plasma. Dyrene ble godkjent av
veterinaerer ved inspeksjon ante-mortem og post-mortem.
Ettersom ingen metoder kan garantere fraveer av
smittestoffer, skal dette materialet handteres som
potensielt smittefarlig materiale.

Kontrollen inneholder natriumazid (mindre enn 0,001 %) for
4 forhindre mikrobiell vekst; bruk riktige prosedyrer for
avfallshandtering.

6 Klargjering

e Dunk hetteglasset forsiktig mot en overflate fgr
du apner det, for & samle det Llyofiliserte
materialet i bunnen.

e Tilsett 1,00 ml avionisert vann (f.eks. MRX
Laboratory Water, K5036). Vanntemperaturen
skal holde 15-25 °C.

e  Sett pa korken igjen, og la hetteglasset sté i ca.
15 minutter ved 15-25 °C.

e Bland forsiktig ved 4 virvle eller rotere til
innholdet er fullstendig rekonstituert.

7 Oppbevaring og stabilitet

Oppbevares ved 2—-8 °C. Etter rekonstituering, stabilt i
24 timer ved 2-25 °C i det lukkede originale hetteglasset,
forutsatt at det ikke forekommer kontaminering.

8 Proveinnsamling og provetilberedelse

Du finner informasjon om prgveinnsamling og
prevetilberedelse i bruksanvisningen til hver enkelt analyse
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

9 Fremgangsmate

Du finner en beskrivelse av prosedyren i bruksanvisningen
til hver enkelt analyse (K5011, K5024, K5025, K5026,
K5027, K5028, K5029, K5030, K5031, K5033, K5034,
K5035).

10 Materiell som kreves, men som ikke
medfglger

Koagulasjonsanalysator, pipetter og falgende:

Reagens REF

MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035
Kontrollmateriale REF
MRX Routine Normal Control K5039
L@sninger REF
Avionisert vann for rekonstituering,

f.eks. MRX Laboratory Water ’ K5038
Saltlgsning for fortynning, f.eks. MRX K5046
Sodium Chloride Diluent

Fosfatbufret saltvann (PBS) til fortynning,

f.eks. MRX PBS Diluent( | e K5047

11 Kvalitetskontroll

For & oppna konsekvente analyseresultater anbefales det at
kontrollplasma analyseres regelmessig. MRX Routine
Controls (K5039/K5040) anbefales til analysene MRX PT
Owren, MRX PT Owren S, MRX PT Owren W, MRX PT Quick,
MRX APTT, MRX Antithrombin, MRX Fib Clauss, MRX Red D-
dimer, MRX Green D-dimer og MRX Blue D-dimer. Hvert
laboratorium bar etablere et kontrollomrade for &
bestemme den tillatte variasjonen i testytelsen fra dag til
dag, samt egnede intervaller for & analysere kontroller i
samsvar med god laboratoriepraksis. Det anbefales som et
minimum 4 kalibrere pa nytt nar kontrollplasmaene ikke er
innenfor det akseptable omradet og hver gang en ny batch
med reagens tas i bruk.

12 Resultater

Du finner informasjon om rapportering av resultater i
bruksanvisningen til hver enkelt analyse (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).
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13 Forventede verdier

Du finner informasjon om forventede verdier i
bruksanvisningen til hver enkelt analyse (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

14 Begrensninger og interfererende stoffer

Du finner informasjon om begrensninger og interfererende
stoffer i bruksanvisningen til hver enkelt analyse K5011,
(K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

15 Analytiske ytelsesegenskaper

Du finner informasjon om analytiske ytelsesegenskaper i
bruksanvisningen til hver enkelt analyse (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035).

16 Rapportering av hendelser

Eventuelle alvorlige hendelser som oppstar i forbindelse
med denne enheten, skal rapporteres til Nordic Biomarker
samt nasjonale myndigheter der brukeren er etablert.

17 Ytterligere informasjon

En papirkopi av denne bruksanvisningen er tilgjengelig pa
foresparsel. Kontakt den lokale distributeren.

Det instrumentspesifikke applikasjonsarket er tilgjengelig
fra den lokale distributaren.

18 Referanser

1. ENIS017511:2003 In vitro diagnostic medical
devices - Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
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19 Definisjon av symboler

l
Ce

IVD

REF

LOT

i

Produsent g Utlgpsdato

CE-merke /ﬂ/ Temperaturgrense

In vitro-di sk isinsk o

n vitro-diagnostisk medisins (()\ Biologisk fare

utstyr x
Inneholder biologisk materiale av

Katalognummer . .
animalsk opprinnelse

Batchkode Inneholder. humant blod eller
plasmaderivater
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20 Endringshistorikk

Versjon

Endringer fra tidligere versjon

2.0

Tillegg av MRX Green D-dimer (K5011).
Tillegg av sprak.
Korrigering av artikkelnummer for MRX Blue D-dimer (K5035).
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Navodila za uporabo [SI]

MRX Routine Abnormal Control
K5040

Za diagnosti¢no uporabo in vitro.

1 Predvidena uporaba

Za kontrolo kakovosti testov MRX PT Owren, MRX PT Owren
S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX
Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX
Green D-dimer in MRX Blue D-dimer. Namenjeno
strokovnemu laboratorijskemu osebju pri uporabi
koagulacijskih analizatorjev.

2 Osnovne informacije in nacelo metode

Za osnovne informacije in nac¢elo metode glejte navodila za
uporabo, povezana z vsakim posameznim testom (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

3 Sestavnideli

MRX Routine Abnormal Control sestavljajo naslednji deli:
10 x 1 ml liofilizirane citrirane &loveske plazme, obogatene
z D-dimerom, z dodatkom beljakovinskih komponent iz
goveje plazme in konzervansov.

4 Meroslovna sledljivost

Za koncentracijo posameznih testov/analitov, specifi¢no za
serijo, glejte potrdilo o analizi (Certificate of Analysis).

Specifikacije za vsak test/analit so navedene spodaj:

Porocane vrednosti vsake nove serije kontrole MRX Routine
Abnormal so dodeljene na naslednji nacin:

Test/analit
PT Owren INR

Postopek dodelitve

Z izdelkom MRX PT Owren in
kalibratorjem s sledljivostjo do SZ0
IRP 67/40 (z uporabo RBT 90),
doloceno z referenénim postopkom

SZ0 (tehnika z ro&nim nagibom
epruvete).

Z izdelkom MRX PT Quick in internim
referencnim materialom s sledljivostjo
do SZ0 IRP 67/40 (z uporabo
RBT/05), doloéeno z referengnim
postopkom SZ0 (tehnika z ro¢nim

PT Quick INR

nagibom epruvete).
APTT N/V
Z izdelkom MRX Antithrombin in

Antitrombin standardom sekundarne koagulacije
SSC/ISTH s sledljivostjo do
mednarodnega standarda SZ0 (koda
NBISC: 08/258).

Fibrinogen Z izdelkom MRX Fib Clauss in

standardom sekundarne koagulacije
SSC/ISTH s sledljivostjo do
mednarodnega standarda SZ0 (koda
NBISC: 09/264).

Test/analit Specifikacija

PT Owren INR 23-29

PT Quick INR 19-29

APTT 54-66 s
Fibrinogen 1,0-1,5g/l
Antitrombin 0,35-0,55 IE/ml
DDU D-dimera 800-1200 ng/ml
FEU D-dimera 2000-3000 ng/ml

Nordic Biomarker AB | Vildmannavigen 1 | SE-903 47 Umea, Svedska

D-dimer (DDU) | Z izdelkom MRX Red D-dimer in
kalibratorjem s sledljivostjo do
delovnega kalibratorja, dodeljenega v
skladu z IS0 17511:2003, razdelek
561

Z izdelkom MRX Red D-dimer in
kalibratorjem s sledljivostjo do
delovnega kalibratorja, dodeljenega v
skladu z IS0 17511:2003, razdelek
561

D-dimer (FEU)
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5 Opozorilain previdnostni ukrepi

Nosite ustrezna zas¢itna oblaéila. Preprecite stik s kozo in
oémi. Ne izpraznite v kanalizacijo. Odpadke odstranite
skladno z lokalnimi predpisi.

Kontrola vsebuje material ¢loveskega izvora. Vsak
darovalec je bil testiran z odobrenimi metodami in je bil
negativen na prisotnost HBsAg in anti-HIV I in ITI ter anti-
HCV. Ker pa nobena metoda ne more zagotoviti popolne
odsotnosti povzroditeljev okuzb, je treba s tem materialom
ravnati kot s potencialno kuznim.

Kontrola vsebuje goveji serumski albumin (< 4,0 %) za
stabilnost in govejo plazmo. Zivali so odobrili veterinarji s
pred- in posmrtnimi pregledi. Ker pa nobena metoda ni
popolnoma zanesljiva, je treba s tem materialom ravnati
kot s potencialno kuznim.

Kontrola vsebuje natrijev azid (manj kot 0,001 %) za
preprecevanje rasti mikrobov; pri odstranjevanju uporabite
ustrezne postopke.

6 Priprava

e  Pred odprtjem z vialo nezno potrkajte ob povrsino,
da se liofilizirani material nabere na dnu.

e Dodajte 1,00 ml deionizirane vode (npr. MRX
Laboratory Water, K5036). Temperatura vode
mora biti 15-25 °C.

e  Vialo ponovno zaprite in pustite stati priblizno
15 minut pri 15-25 °C.

e  Vsebino previdno premesajte s sukanjem viale,
dokler se vsebina popolnoma ne rekonstituira.

7 Shranjevanje in stabilnost

Shranjujte pri temperaturi 2-8 °C. Po rekonstituciji je
izdelek stabilen 24 ur pri 2-25 °C v zaprti originalni viali, ¢e
ne pride do kontaminacije.

8 Odvzem in priprava vzorcev

Za informacije o odvzemu in pripravi vzorcev glejte navodila
za uporabo, povezana z vsakim posameznim testom
(K5011, K5024, K5025, K5026, K5027, K5028, K5029,
K5030, K5031, K5033, K5034, K5035).

9 Postopek

Za opis postopka glejte navodila za uporabo, povezana z
vsakim posameznim testom (K5011, K5024, K5025, K5026,
K5027, K5028, K5029, K5030, K5031, K5033, K5034,
K5035).

10 Material, ki je potreben, vendar ni prilozen

Koagulacijski analizator, pipete in naslednje:

Reagent REF
MRX PT Owren K5026/K5027/K5028
MRX PT Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033
MRX Fib Clauss K5031
MRX Red D-dimer K5034
MRX Green D-dimer K5011
MRX Blue D-dimer K5035
Kontrolni material REF
MRX Routine Normal Control K5039
Raztopine REF
Deionizirana voda za rekonstitucijo, K5036
npr. MRX Laboratory Water
Raztopina soli za razredc¢itev, npr. MRX K5046
Sodium Chloride Diluent
Fosfatni pufer s soljo (PBS) za razredéitev,

) K5047
npr. MRX PBS Diluent

11 Kontrola kakovosti

Za ohranjanje doslednih rezultatov analize je priporodljivo,
da se kontrolna plazma testira v rednih intervalih. Za teste
MRX PT Owren, MRX PT Owren S, MRX PT Owren W, MRX
PT Quick, MRX APTT, MRX Antithrombin, MRX Fib Clauss,
MRX Red D-dimer, MRX Green D-dimer in MRX Blue D-dimer
so priporo¢ene kontrole MRX Routine Controls
(K5039/K5040). Vsak laboratorij mora dologiti kontrolno
obmocje za dolocitev dovoljenega odstopanja pri
vsakodnevnem izvajanju testa ter ustrezne intervale za
analizo kontrol v skladu z dobro laboratorijsko prakso.
Ponovna kalibracija je priporocena vsaj, kadar kontrolna
plazma ni v sprejemljivem obmodju in vsaki¢, ko se uporabi
nova serija reagenta.

12 Rezultati

Za informacije o poroc¢anju rezultatov glejte navodila za
uporabo, povezana z vsakim posameznim testom (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).
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13 Pri¢akovane vrednosti

Za informacije o pri¢akovanih vrednostih glejte navodila za
uporabo, povezana z vsakim posameznim testom (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

14 Omejitve in motilci

Za informacije o omejitvah in motilcih glejte navodila za
uporabo, povezana z vsakim posameznim testom (K5011,
K5024, K5025, K5026, K5027, K5028, K5029, K5030,
K5031, K5033, K5034, K5035).

15 Znadcilnosti analiticne ucinkovitosti

Za informacije o znacilnostih analiti¢éne u¢inkovitosti glejte
navodila za uporabo, povezana z vsakim posameznim
testom (K5011, K5024, K5025, K5026, K5027, K5028,
K5029, K5030, K5031, K5033, K5034, K5035).

16 Porocanje o incidentih

0 vseh resnih incidentih, ki se zgodijo v zvezi s tem
pripomockom, je treba poroéati druzbi Nordic Biomarker in
pristojnemu nacionalnemu organu v drzavi, v kateri ima
uporabnik sedez.

17 Dodatne informacije

Papirnata kopija teh navodil za uporabo je na voljo na
zahtevo. Obrnite se na lokalnega distributerja.
Uporabniski list za posamezen instrument lahko dobite pri
lokalnem distributerju.

18 Reference

1. ENIS017511:2003 In vitro diagnostic medical
devices - Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
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19 Definicije simbolov
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20 Zgodovina revizij

Razlicica Spremembe prejsSnje razli¢ice
2.0 Dodatek MRX Green D-dimer (K5011).
Dodani jeziki.
Popravek Stevilke artikla za MRX Blue D-dimer (K5035).
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Bruksanvisning [SV]

MRX Routine Abnormal Control
K5040

For in vitro diagnostisk anvandning.

1 Avsedd anvandning
For kvalitetskontroll av reagensen MRX PT Owren, MRX PT

Owren S, MRX PT Owren W, MRX PT Quick, MRX APTT, MRX

Antithrombin, MRX Fib Clauss, MRX Red D-dimer, MRX

Green D-dimer och MRX Blue D-dimer. Avsedd att anvandas

av professionell laboratoriepersonal med
koagulationsinstrument.

2 Bakgrund och metodprincip

Se bruksanvisning for tillhérande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av bakgrund och
metodprincip.

3 Innehall

MRX Routine Abnormal Control bestar av:

10 x 1 ml frystorkad citrerad human plasma berikad med
D-dimer, proteinkomponenter fran bovin plasma samt
konserveringsmedel.

4  Metrologisk sparbarhet

Se respektive analyscertifikat for den lot-specifika
koncentrationen av varje test/analyt.

Specifikationerna for varje test/analyt listas nedan:

Test/analyt Specifikation

PT Owren INR 2,3-29

PT Quick INR 19-29

APTT 54-66s
Fibrinogen 10-15¢9/L
Antithrombin 0,35-0,55 IU/ml
D-dimer DDU 800 - 1200 ng/ml
D-dimer FEU 2000 - 3000 ng/ml

De rapporterade vardena for varje ny lot av MRX Routine
Abnormal Control &r dsatt enligt foljande:

Test/analyt Metodik for 4sattning

PT Owren INR | Med MRX PT Owren mot en kalibrator
med spéarbarhet till WHO IRP 67/40
(via RBT 90) bestdmd med WHO:s
referensméatmetod (manuell
tiltrérsteknik).

PT Quick INR Med MRX PT Quick mot internt
referensmaterial med sparbarhet till
WHO IRP 67/40 (via RBT/05) bestdmd
med WHO:s referensmatmetod
(manuell tiltrérsteknik).

APTT E/T

Med MRX Antithrombin mot SSC/ISTH
Antithrombin Secondary Coagulation Standard med
sparbarhet till WHO International
Standard (NBISC code: 08/258).
Fibrinogen Med MRX Fib Clauss mot SSC/ISTH
Secondary Coagulation Standard med
sparbarhet till WHO International
Standard Fibrinogen Plasma (NBISC
code: 09/264).

D-dimer (DDU) | Med MRX Red D-dimer mot en
kalibrator med sparbarhet till en
brukskalibrator dsatt enligt ISO
17511:2003, avsnitt 5.6.1

D-dimer (FEU) | Med MRX Red D-dimer mot en
kalibrator med sparbarhet till en
brukskalibrator dsatt enligt ISO
17511:2003, avsnitt 5.6.1
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5 Varningar och forsiktighetsatgarder

Anvénd ldmpliga skyddsklader. Undvik kontakt med hud och
dgon. Hall inte ut i avlopp. Avfall hanteras enligt lokala
foreskrifter.

Kontrollen innehéaller material av humant ursprung. Varje
donator har testats med godkdnda metoder och funnits
negativ for narvaro av HBsAg och anti-HIV I & IT och anti-
HCV. Eftersom ingen metod kan ge fullstédndig garanti for
franvaro av smittdmnen, boér materialet hanteras som
potentiellt smittsamt.

Kontrollen innehéller bovint serumalbumin (< 4,0 %) som
stabiliseringsmedel, och bovin plasma. Djuren

godkandes av veterindr genom kontroll fére och efter slakt.
Eftersom ingen metod kan ge fullstdndig garanti bor
materialet hanteras som potentiellt smittsamt.

Kontrollen innehaller natriumazid (mindre dn 0,001 %) for
att forhindra mikrobiell tillvaxt; anvand korrekt
avfallshantering.

6 Forberedelser

e Knacka vialen forsiktigt mot underlaget for att
ansamla det frystorkade materialet i botten innan
den 6ppnas.

e  Tillsatt 1,00 ml avjonat vatten (t ex MRX
Laboratory Water, K5036). Vattentemperaturen
ska vara mellan 15 - 25 °C.

o Aterforslut vialen och Lat den sta i cirka 15
minuter vid 15 - 25 °C.

e Blanda forsiktigt genom att snurra eller rotera
tills innehallet &r helt rekonstituerat.

7 Forvaring och stabilitet

Forvara vid 2 - 8 °C. Hallbar 24 timmar efter rekonstituering
vid férvaring vid 2 - 25 °C i férsluten originalvial, férutsatt
att ingen kontamination sker.

8 Provtagning och provberedning

Se bruksanvisning for tillhdrande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av provinsamling
och provhantering.

Nordic Biomarker AB | Vildmannavagen 1 | SE-903 47 Umed, Sweden

9 Utforande

Se bruksanvisning for tillhorande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av utférande.

10 Nodvandigt material som inte ingar i
forpackningen

Koagulationsinstrument, pipetter och féljande material:

Reagens REF

MRX PT Owren K5026/K5027/K5028
MRX Quick K5024/K5025
MRX APTT K5029/K5030
MRX Antithrombin K5033

MRX Fib Clauss K5031

MRX Red D-dimer K5034

MRX Green D-dimer K5011

MRX Blue D-dimer K5035
Kontrollmaterial REF
MRX Routine Normal Control K5039
Losningar REF
Avjonat vatten for rekonstituering, t ex MRX K5036
Laboratory Water

Fysiologisk saltlésning for spadning, t ex K5046
MRX Sodium Chloride Diluent

Fosfatbuffrad saltldsning (PBS) for K5047

spadning, t ex MRX PBS Diluent

11 Kvalitetskontroll

For att bibehalla konsekventa analysresultat
rekommenderas att analysera kontrollplasma med
regelbundna intervall. MRX Routine Controls
(K5039/K5040) rekommenderas for reagensen MRX PT
Owren, MRX PT Owren S, MRX PT Owren W, MRX PT Quick,
MRX APTT, MRX Antithromhin, MRX Fib Clauss, MRX Red D-
dimer, MRX Green D-dimer och MRX Blue D-dimer. Varje
laboratorium bor uppréatta ett kontrollintervall for att
faststélla den tillatna variationen i testets dagliga
prestanda samt ldmpliga intervall for att analysera
kontraoller, i enlighet med god laboratoriesed. Som
minimum foreslas omkalibrering nér kontrollplasmorna
inte hamnar inom det acceptabla intervallet och varje géng
en ny lot av reagenset tas i bruk.

www.nordicbiomarker.com
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12 Resultat

Se bruksanvisning for tillhdrande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av rapportering av
resultat.

13 Forvantade varden

Se bruksanvisning for tillhérande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av férvintade
varden.

14 Begransningar och interfererande amnen

Se bruksanvisning for tillhérande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av begransningar
och interfererande &mnen.

15 Analytisk prestanda

Se bruksanvisning for tillhdrande reagens (K5011, K5024,
K5025, K5026, K5027, K5028, K5029, K5030, K5031,
K5033, K5034, K5035) for beskrivning av analytisk
prestanda.

16 Rapportering av tillbud

Allvarliga tillbud som intraffar vid anvandning av denna
produkt ska rapporteras till Nordic Biomarker samt till den
nationella behdriga myndigheten déar anvandaren ar
etablerad.

17 Ovrig information

En papperskopia av denna bruksanvisning ar tillgdnglig pa
begéran. Kontakta din lokala distributor.
Instrumentspecifikt applikationsblad ar tillgangligt hos din
lokala distributor.

18 Referenser

1. ENIS017511:2003 In vitro diagnostic medical
devices - Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
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20 Revisionshistorik

Version

Andringar sedan féregaende version

2.0

Tilldgg av MRX Green D-dimer (K5011.
Tillagg av sprak.
Korrigering av artikelnummer fér MRX Blue D-dimer (K5035).
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