Erba DDimer R

Imunoturbidimetric determination of D-dimer

Cat. No. Pack name Packaging (Content)
R1: 1 x 7 ml DDimer Buffer
R2: 1 x 4 ml DDimer Latex
EHL00049 Erba DDimer R 60

R3: 2 x 7 ml DDimer Diluent

R4: 1 x 1 ml DDimer Calibrator
INTENDED USE

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.

Each calibrator should be treated in the same manner as the patients’ sample in accordance with the instructions
outlined in each particular assay procedure.

CALIBRATION

Standard Curve Preparation

A new standard curve should be used when reagent lot numbers change or if expected values in quality control
testing change. Prepare the following dilutions of DDimer Calibrator in DDimer Diluent:

Erba DDimer R is an immunoturbidimetric assay used for the quantitative determination of the fibrin deg on
products that contain D-dimer in human plasma.

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 intravascular coagulation (DIC)"*. 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 particles. 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 — DDimer Diluent: containing buffer and preservatives.

R4 - DDimer Calibrator: 1ml of lyophilized human plasma with fibrin D-dimer added.

WARNINGS AND PRECAUTIONS

= For in vitro diagnostic use only. These reagents are to be used by certified medical laboratory personnel only.

+ Do notingest.

*  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 compli-
ance with local and national regulations relating to the safe handling of waste.

HAZARDS IDENTIFICATION IN ACCORDANCE WITH REGULATION (EC) NO 1272/2008
R1,R2, R3:

EUH208 Contains 2-methylisothiazol-3(2H)-one. May produce an allergic reaction.

EUH210 Safety data sheet available on request.

R4:

The reagent is not classified as dangerous.

WORKING REAGENT

Reagents R1, R2 and R3 are ready to use.

The Latex (R2) may sediment during storage. Mix thoroughly before use.

DDimer Calibrator (R4): Reconstitute vial of DDimer Calibrator with exactly 1 ml of distilled water / saline solution.
Swirl gently. Allow to stand for 15 minutes for complete dissolution and mix before use.

Avoid reagents contamination.

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.

4 weeks at 2-8 °C

2 weeks at 20 °C.

R4 — Once reconstituted, the calibrator remains stable for: 12 hours at 4-25 °C.

R2 - Latex opened vials are stable:

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 minutes®. Plasma should be kept at 2-8 °C or 18-24 °C. Testing should be
completed within 24 hours of sample collection, or plasma can be stored frozen at -20 °C or -70 °C for 24 months®.
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Tube Dilution DDimer Calibrator R4 (ml) DDimer Diluent R3 (ml)

1 171 04 0

2 1712 0.2 from tube 1 0.2
3 174 0.2 from tube 2 0.2
4 1/8 0.2 from tube 3 0.2
5 1/16 0.2 from tube 4 0.2
6 1/32 0.2 from tube 5 0.2

REFERENCES VALUES

Normal level of D-dimer in the population between 0-200 ng/ml DDU or 0-500 ng/ml FEUZ2. The concentration 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.

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 second 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 2,5 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 (influence not quantified).

Results from patients with heterophilic antibody should be interpreted with caution since this test kit contains mou-
se 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.

PERFORMANCES
These performances have been obtained using an analyzer ECL. Results may vary if a different instrument or
manual procedure is used.

These performances have been obtained using an analyzer ECL412/105
Linearity: up to 3200 ng/ml DDU
Limit of detection: 67 ng/ml DDU

Precision:
Intra-assay precision (N = 20) Inter-assay precision (N = 20)
Mean (ng/ml DDU) 304 1669 347 1594
CV (%) 4.87 4.18 7.59 8.07

These performances have been obtained using an analyzer ECL760
Linearity: up to 1600 ng/ml DDU
Limit of detection: 70 ng/ml DDU

QUALITY SYSTEM CERTIFIED
1SO 13485

rba’

Precision:
Intra-assay precision (N = 20) Inter-assay precision (N = 20)
Mean (ng/ml DDU) 223 1359 276 1539
CV (%) 4.45 2.52 6.69 5.03

CALIBRATOR ASSAY VALUE

LoT XXXXXXX
EXP MM/RRRR
Product/Test Unit Value
DDU! ng/ml 0000
FEU? ng/ml 0000
YYYYYYYY

" D-dimer Units (DDU) are assigned against D-dimer in-house reference material. Units of ng/ml = pg/l = 10 ug/ml
2 Fibrinogen Equivalent Units (FEU) are calculated from DDU by multiplication with the correlation factor 2.5. Units
of ng/ml = g/l = 10 ug/ml
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Erba DDimer R

Imunoturbidimetrické stanoveni D-dimeru

Kat. ¢. Nazev baleni Obsah baleni
R1: 1 x 7 ml DDimer Buffer
R2: 1 x 4 ml DDimer Latex
EHL00049 Erba DDimer R 60
R3: 2 x 7 ml DDimer Diluent
R4: 1 x 1 ml DDimer Calibrator
PoUZITI

Souprava Erba DDimer R je ur¢ena ke kvantitativnimu stanoveni koncentrace D-dimert v lidské plazmé, jedna se
o imunoturbidimetrické stanoveni s latexovymi mikrocasticemi potazenymi monoklonalni protilatkou.

KLINICKY VYZNAM

Fibrinové fragmenty obsahujici D-dimer antigen jsou vzdy pfitomny v plazmé jako vysledek degradace neroz-
pustného fibrinu plazminem. Po zranéni, nebo pokud se jedna o stavy se zvy$enou aktivitou hemostazy, dochazi
ke zvySeni koncentrace D-dimer( v plazmé. D-dimery slouzi jako marker trombofilnich stavi. ZvySené hladiny
D-dimer( se vyskytuji u hluboké Zilni trombdzy, plicni embolie a diseminované intravaskularni koagulace'. Ne-
gativni vysledek stanoveni D-dimer( u pacienti s podezienim na trombotické poruchy ma vysokou negativni
hodnotu predikce.

PRINCIP METODY

Souprava Erba DDimer R obsahuije latexové mikrocastice potazené monoklonalni protilatkou specifickou pro D-di-
mery. Pokud je ke vzorku plazmy, ktery obsahuje D-dimery, pfidano ¢inidlo, ¢astice zanou aglutinovat a dojde
k narastu rozptylu svétla. Nartst méfeného zakalu nebo rozptyl svétla méfeny pfi vhodné vinové délce je pfimo
umeérny mnozstvi D-dimert ve vzorku. Protilatka nevykazuje zkfizenou reaktivitu s fibrinogenem?®.

SLOZENI CINIDEL

Upozornéni: ¢inidla jsou specificka pro kazdou $arzi. Cinidla riznych $arzi nelze zaméfiovat.

R1 — pufr: obsahuje pufr a konzervaéni prostredky.

R2 - latexové ¢inidlo: obsahuje latexové ¢astice potazené monoklonalni protilatkou proti D-dimerdim.
R3 — diluent: obsahuje pufr a konzervaéni pripravky.

R4 - kalibrator: obsahuje 1 ml lyofilizované lidské plazmy s pfidavkem fibrinovych D-dimerd.

UPOZORNENI A BEZPECNOSTNI CHARAKTERISTIKY

« Pouze pro in vitro diagnostiku. S témito ¢inidly mohou pracovat pouze odborné zpusobili laboratorni pracovnici.
« Abyste zabranili kontaminaci, pouzivejte Cisté nebo jednoréazové laboratorni vybaveni.

« Pripadné zbytky cinidel je nutno likvidovat podle vlastnich internich pfedpist v souladu se Zakonem o odpadech.

IDENTIFIKACE NEBEZPECNOSTI PODLE NARIZENI (ES) C. 1272/2008
R1,R2, R3:

EUH208 Obsahuje 2-methylisothiazol-3(2H)-on. MuzZe vyvolat alergickou reakci.
EUH210 Na vyzadani je k dispozici bezpe€nostni list.

R4:

Cinidlo neni klasifikovano jako nebezpeéné.

PRIPRAVA PRACOVNICH ROZTOKU

Cinidla R1, R2 a R3 jsou pfipravena k pouZiti.

Latexové ¢astice v Cinidle R2 se béhem skladovani usazuji, proto je nutné kazdy den pred spusténim méreni
opatrné ¢inidlo promichat, aby byla suspenze homogenni.

K obsahu kazdé lahvicky DDimer Calibrator R4 pridejte pfesné 1 ml destilované vody / fyziologického roztoku.
Opatrné promichejte. Nechejte stat 15 minut, aby doslo k dokonalému rozpusténi a pred pouzitim promichejte.
Zabrarite kontaminaci ¢inidel.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviena cinidla, skladovana pfi 2-8 °C, jsou stabilni do data exspirace uvedeného na $titku.
Po otevieni jsou ¢inidla R1 a R2 stabilni:

- 4tydny pfi 2-8 °C

- 2tydny pii + 20 °C.

Po rekonstituci je kalibrator stabilni:

- 12 hodin pfi 4-25 °C

ODBER A PRIPRAVA VZORKU

P¥i praci pouzivejte plast nebo silikonizované sklo. Pro testovani se pouziva citratova plasma. Devét objemovych
dili Cerstvé odebrané vendzni krve musi byt ihned po odbéru smichano s jednim objemovym dilem 3,2 % nebo
3,8 % citratu sodného. Centrifugujte 15 minut pfi 1500 x g a odseparujte plazmu®. 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 mésict®. Pfed pouZitim zamraZenou plazmu rychle rozpustte pfi 37 °C. P¥i této
10020504

10020505

teploté nenechavejte plazmu déle nez 5 minut.

POSTUP MERENI

Postupujte podle informaci uvedenych v UZivatelském manualu.

S kalibraéni plazmou by se mélo zachazet stejnym zplsobem jako s pacientskymi vzorky v souladu s pokyny
uvedenymi v postupu méfeni konkrétniho testu.

KALIBRACE

Kalibraéni kiivka

Nova kalibrace by méla byt provedena pfi kazdé zméné Sarze Cinidel a pokud dojde ke zméné v o¢ekavanych
hodnotach kontroly kvality. Pro sestrojeni kalibracni kfivky si pfipravte doporucena fedéni DDimer Calibratoru v
DDimer Diluentu:

zkumavka fedéni DDimer Calibrator R4 (ml) DDimer Diluent R3 (ml)
1 171 0.4 0
2 172 0.2 ze zkumavky 1 0.2
3 174 0.2 ze zkumavky 2 0.2
4 1/8 0.2 ze zkumavky 3 0.2
5 1/16 0.2 ze zkumavky 4 0.2
6 1/32 0.2 ze zkumavky 5 0.2

REFERENCNi HODNOTY

Normalni hladina D-dimerti v populaci je 0-200 ng/ml DDU nebo 0-500 ng/ml FEU?. Koncentrace D-dimert se
muze lisit podle pouZité metody stanoveni. Proto se také mohou lisit hodnoty stanovené v rliznych laboratofich v
zavislosti na pouzitém systému stanoveni. Z tohoto divodu by si méla kazda laboratof stanovit vlastni referenéni
rozmezi.

KONTROLA KVALITY

Pro zajisténi odpovidajici kvality stanoveni je doporu¢eno pouzit kontrolni plasmu a provadét méfeni pred kazdym
méfenim davky pacientskych vzorku. Je doporugeno pouzit dvé hladiny kontroly, jednu v rozmezi normalnich hod-
not pacientt a druhou predstavujici patologické hodnoty (Erba DDimer Control N+P, kat. ¢. EHL00019).

VYSLEDKY

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

1 ng/ml D-dimeru odpovida 2,5 ng/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).

Pritomnost RF mize zpUsobit fale$né pozitivni vysledky D-dimerd.

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

Zakalena nebo opaleskujici plasma muZze vést k chybnym vysledkam, vysledky by mély byt vydany s upozornénim,
vzorky nafedény a opakované proméfeny.

VYKONNOSTNI CHARAKTERISTIKY
Tyto vykonnostni charakteristiky byly ziskany na analyzatoru ECL. Vysledky se mohou li$it v pfipadé pouZiti jiného
pfistroje nebo manualni metody stanoveni.

Tyto vykonnostni charakteristiky byly ziskany na analyzatoru ECL 412/105
Linearita: od 70 do 3 200 ng/ml DDU
Mez detekce: 67 ng/ml DDU

Pfesnost
Intra-assay (N = 20) Inter-assay (N = 20)
Stredni hodnota (ng/ml DDU) 304 1669 347 1594
CV (%) 4,87 4,18 7,59 8,07

Tyto vykonnostni charakteristiky byly ziskany na analyzatoru ECL 760
Linearita: od 70 do 1600 ng/ml DDU
Mez detekce: 67 ng/ml DDU

QUALITY SYSTEM CERTIFIED
1SO 13485

rba’

Presnost
Intra-assay (N = 20) Inter-assay (N = 20)
Stiedni hodnota (ng/ml DDU) 223 1359 276 1539
CV (%) 4.45 2.52 6.69 5.03

KALIBRATOR ATESTOVANE HODNOTY

Sarze XXXXXXX
Exspirace MM/RRRR
Product/Test Jednotka Hodnota
DDU! ng/ml 0000
FEU? ng/ml 0000
YYYYYYYY

" Jednotky D-dimer (DDU) jsou standardizovany vici viasnimu referenénimu materialu, pfepocet ng/ml = g/l =
107 pg/ml

2 Fibrinogen Equivalent Units (FEU) jsou vypocitany z DDU vynasobenim faktorem 2,5. Pfepoget ng/ml = pg/l =
10 pg/ml
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