Erba DDimer R AUTO

Imunoturbidimetrické stanoveni D-dimeru

Kat. ¢. Nazev baleni Obsah baleni
R1: 1 x 7 ml DDimer Buffer
EHL00049 Erba DDimer RAUTO R2: 1 x 4 ml DDimer Latex
R3: 1 x 7 ml DDimer Diluent
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POUZITI

Souprava Erba DDimer R je uréena ke kvantitativnimu stanoveni koncentrace D-
dimeru v lidské plazmé, jedna se o imunoturbidimetrické stanoveni s latexovymi
mikro¢asticemi potazenymi monoklonalni protilatkou. Toto souprava je uréena pro
automatické analyzatory.

KLINICKY VYZNAM

Fibrinové fragmenty obsahujici D-dimer antigen jsou vzdy pfitomny v plazmé jako
vysledek degradace nerozpustného fibrinu plazminem. Po zranéni, nebo pokud
se jedna o stavy se zvySenou aktivitou hemostazy, dochazi ke zvySeni koncentra-
ce D-dimert v plazmé. D-dimery slouzi jako marker trombofilnich stavu. Zvy$ené
hladiny D-dimerd se vyskytuji u hluboké Zilni trombozy, plicni embolie a dise-
minované intravaskularni koagulace'. Negativni vysledek stanoveni D-dimert u
pacientll s podezfenim na trombotické poruchy ma vysokou negativni hodnotu
predikce.

PRINCIP METODY

Souprava Erba DDimer R obsahuje latexové mikro¢astice potazené monoklonalni
protilatkou specifickou pro D-dimery. Pokud je ke vzorku plazmy, ktery obsahuje
D-dimery, pfidano cinidlo, ¢astice za¢nou aglutinovat a dojde k narGstu rozptylu
svétla. Narast méfeného zakalu nebo rozptyl svétla méfeny pfi vhodné vinové
délce je pfimo umérny mnozstvi D-dimeru ve vzorku. Protilatka nevykazuje zkfi-
Zenou reaktivitu s fibrinogenem?®.

SLOZENI CINIDEL

Upozornéni: ginidla jsou specificka pro kazdou $arzi. Cinidla riznych $arzi nelze
zaménovat.

R1 - pufr: obsahuje pufr a konzervaéni prostfedky.

R2 - latexové ¢inidlo: obsahuje latexové ¢astice potazené monoklonalni protilat-
kou proti D-dimerdm.

R3 - diluent: obsahuje pufr a konzervaéni prostfedky

UPOZORNENi A BEZPECNOSTNi CHARAKTERISTIKY

« Pouze pro in vitro diagnostiku. S témito Cinidly mohou pracovat pouze
odborné zpusobili laboratorni pracovnici.

« Zabrarite poziti.

* Abyste zabranili kontaminaci, pouzivejte Cisté nebo jednorazové laboratorni
vybaveni.

« Prfipadné zbytky cinidel je nutno likvidovat podle viastnich internich predpis( v
souladu se Zakonem o odpadech.

PRIPRAVA PRACOVNICH ROZTOKU

V8echna ¢inidla jsou pfipravena k pouziti.

Zabrarite kontaminaci ¢inidel.

Latexové &astice v €inidle R2 se béhem skladovani usazuji, proto je nutné ka-
zdy den pred spusténim méfeni opatrné Cinidlo promichat, aby byla suspenze
homogenni.
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SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviena ¢inidla, skladovana pfi 2-8°C, jsou stabilni do data exspirace uvede-
ného na Stitku.

Po otevfeni jsou €inidla R1 a R2 stabilni:

-4 tydny pfi 2-8°C

-2 tydny pfi + 20°C.

ODBER A PRIPRAVA VZORKU

PFi praci pouzivejte plast nebo silikonizované sklo. Pro testovani se pouziva cit-
ratova plasma. Devét objemovych dilu Cerstvé odebrané vendzni krve musi byt
ihned po odbéru smichano s jednim objemovym dilem 3,2% neb 3,8% citratu
sodného. Centrifugujte 15 minut pfi 1500 x g a odseparujte plazmu5. Plazma by
méla byt skladovana pfi 2-8°C nebo 18-24°C. Pokud neni testovani provedeno do
24 hodin od odbéru vzorku, Ize plazmu skladovat pfi -20°c nebo -70°C po dobu
24 mésicu®. Pfed pouzitim zamraZenou plazmu rychle rozpustte pfi 37°C. P¥i této
teploté nenechavejte plazmu déle nez 5 minut.

POSTUP MERENI
Postupujte podle informaci uvedenych v UzZivatelském manualu.

REFERENCNI HODNOTY

Normaini hladina D-dimer(i v populaci je zpravidla pod hodnotou 200 ng/ml2. Kon-
centrace D-dimert se muZze li$it podle pouZité metody stanoveni. Proto se také
mohou liSit hodnoty stanovené v raznych laboratofich v zavislosti na pouZzitém
systému stanoveni. Z tohoto divodu by si méla kazda laboratof stanovit viastni
referencni rozmezi.

KALIBRACE

Kalibrace je doporu¢ena vzdy pfi zméné Sarze Cinidel, nebo pokud jsou vysledky
méfeni kontrolni plazmy mimo povolené rozmezi.

Ke kalibraci se doporucuje pouzit kalibrator Erba DDimer Calibrator (Kat. ¢.:
EHL00018/EHL00044).

KONTROLA KVALITY

Pro zajisténi odpovidajici kvality stanoveni je doporuceno pouzit kontrolni plasmu
a provadét méfeni pred kazdym meéfenim davky pacientskych vzork(. Je dopo-
ru¢eno pouzit dvé hladiny kontroly, jednu v rozmezi normalnich hodnot pacientu
a druhou predstavujici patologické hodnoty (Erba DDimer Control N+P, kat. ¢.
EHL00019).

VYSLEDKY

Vysledky mohou byt vydavany bud jako koncentrace D-dimeru, nebo jako FEU
(fibrinogen equivalent units — jednotky odpovidajici fibrinogenu):

1 ng/ml D-dimeru odpovida pfiblizné 2ng/ml FEU.

INTERFERENCE

Bilirubin: : negativni bias 0,4 g/l (230 pmol/l) na patologické hladiné (2184 ng/dl).
Hemoglobin: : interference nejsou pozorovany do koncentrace 10 g/l na
patologické hladiné (1996 ng/dl).

Triglyceridy: negativni bias 4 g/l (4.56 mmol/l) na patologické hladiné
(1635 ng/dl).

PFitomnost RF muze zplsobit faleSné pozitivni vysledky D-dimerd.

Vzorky pacientu, ktefi obdrzeli ptipravky mysich monoklonalnich protilatek pro
stanoveni diagnézy nebo pfi terapii, mohou obsahovat protilatky, které mohou
fale$né zvySovat nebo snizovat hladinu D-dimerd.

Zakalena nebo opaleskujici plasma muZze vést k chybnym vysledkim, vysledky
by mély byt vydany s upozornénim, vzorky nafedény a opakované proméreny.
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VYKONNOSTNIi CHARAKTERISTIKY
Tyto vykonnostni charakteristiky byly ziskany na analyzatoru ECL 760. Vysledky
se mohou lisit v pfipadé pouziti jiného pfistroje nebo manualni metody stanoveni.

Linearita: od 70 do 1600 ng/ml
Mez detekce: 70 ng/ml

PRESNOST
Intra-assay (N = 10) Inter-assay (N = 10)
Stiedni hodnota (ng/ml) 223 1359 276 1539
CV (%) 4.45 2.52 6.69 5.03
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Erba DDimer R AUTO

Imunoturbidimetric determination of D-dimer

Cat. No.: Pack name: Packaging (Content):
R1: 1 x 7 ml DDimer Buffer
EHL00049 | Erba DDimer R AUTO R2: 1 x 4 ml DDimer Latex
R3: 1 x 7 ml DDimer Diluent
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INTENDED USE

Erba DDimer R is an immunoturbidimetric assay used for the quantitative deter-
mination of the fibrin degradation products that contain D-dimer in human plasma.
This reagent is intended for automatic analyzers..

CLINICAL SIGNIFICANCE

D-dimer containing moieties are formed by plasmin degradation of factor Xllla
cross-linked fibrin. Elevated levels of D-dimer are found in clinical conditions such
as deep vein thrombosis (DVT), pulmonary embolism (PE) and disseminated in-
travascular coagulation (DIC)'3. Laboratory measurements of fibrin degradation
products, including D-dimer, have significance in the initial assessment of these
conditions.

PRINCIPLE

Erba DDimer R is a turbidimetric assay that utilises antibody coated latex partic-
les. In the presence of D-dimer, the particles aggregate and turbidity increases.
The increase in scattered light is proportional to the amount of D-dimer in the
sample. The latex particles are coated with a monoclonal antibody that reacts
with fibrin D-dimer or fragment D of fibrin. The antibody has no cross reactivity
with fibrinogen®. This allows for the determination of D-dimer in human plasma.

COMPOSITION

Important: The reagents are lot-specific. Lots are not interchangeable.

R1 - D-Dimer Buffer: containing buffer and preservatives

R2 - D-Dimer Latex: latex particle coated with anti-D-Dimer monoclonal antibody
R3 - D-Dimer Diluent: containing buffer and preservatives

WARNINGS AND PRECAUTIONS

« For in vitro diagnostic use only. These reagents are to be used by certified me-
dical laboratory personnel only.

* Do not ingest.

» Wear gloves when handling all kit components.

« Only use clean or single use laboratory equipment to avoid contaminations.

« The eventual rest of reagents should be disposed of in accordance with the
internal regulations and in compliance with local and national regulations relating
to the safe handling of waste.

WORKING REAGENT
Reagents are ready to use. Avoid reagents contamination.The Latex (R2) may
sediment during storage. Mix thoroughly before use.

STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit
label when stored at 2-8°C.

R1 - Buffer opened vials are stable:

- 4 weeks at 2 - 8°C

- 2 weeks at 20 °C.
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R2 - Latex opened vials are stable:
- 4 weeks at 2 - 8°C
- 2 weeks at 20 °C.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should
be collected into 3.2% or 3.8% sodium citrate anticoagulant (1 part). Separate
plasma after centrifugation at 1500 x g for 15 minutes5. Plasma should be kept
at 2-8°C or 18-24°C. Testing should be completed within 24 hours of sample co-
llection, or plasma can be stored frozen at -20°C or -70°C for 24 months6. Thaw
quickly at 37°C prior to testing. Do not keep at 37°C for more than 5 minutes.

PROCEDURE
Refer to the instrument’s operator’'s manual.

REFERENCES VALUES

Normal level of D-dimer in the population is usually below 200 ng/ml 2. The con-
centration of D-dimer in any given specimen may differ from the concentration
determined using D-dimer assays from different manufacturers. Reference values
can vary between laboratories depending on the techniques and systems in use.
For this reason each laboratory should establish its own reference ranges.

CALIBRATION

Calibration is always recommended when changing reagent lots.

For the calibration, it is recommended to use Erba DDimer Calibrator (Cat. No.:
EHLO00018/EHL00044).

QUALITY CONTROL

Each laboratory should establish a quality control program.

To ensure adequate quality, control plasmas are recommended. It is suggested
to use two levels of control, one close to the normal patient values and the se-
cond representative the pathologic values (Erba DDimer Control N+P, Cat. No.:
EHL00019).

INTERPRETATION OF RESULTS

The results may be reported either in D-dimer units or in fibrinogen equivalent
units (FEU):

1 ng/ml of D-dimer is equivalent to pproximately 2 ng/ml of FEU.

INTERFERENCES

Bilirubin: : negative bias from 0.4 g/l (230 pmol/l) on pathological plasma
(2184 ng/ml).

Heamoglobin: : up to 10 g/l on pathological plasma (1996 ng/ml).
Triglycerides: negative bias from 4 g/l (4.56 mmol/l) on pathological plasma
(1635 ng/ml).

Presence of rheumatoid arthritis factor may result in false-positive results (influen-
ce not quantified).

Results from patients with heterophilic antibody should be interpreted with caution
since this test kit contains mouse antibodies and interference may occur resulting
in falsely elevated or decreased values.

Turbid or opalescent plasma may cause erratic results and should be interpreted
with caution. Dilute the sample and re-assay.
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PERFORMANCES
These performances have been obtained using an analyzer ECL 760. Results
may vary if a different instrument or manual procedure is used.

Linearity: up to 1600 ng/ml
Limit of detection: 70 ng/ml

PRECISION
Intra-assay precision (N = 10) Inter-assay precision (N = 10)
Mean (ng/ml) 223 1359 276 1539
CV (%) 4.45 2.52 6.69 5.03
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