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CRP semikvantitativni test
(PIna krev/sérum/plazma)
Pfibalovy letak
REF CCR-U402
cestina

Rychly test pro diagnostiku zdnétlivého onemocnéni semikvantitativni detekci CRP v

plné krvi, séru nebo plazmé.

Pouze pro profesiondini in vitro diagnostické pouZiti.

URCENE POUZIT]

CRP semikvantitativni test je rychly chromatograficky imunotest pro semikvantitativni

detekci lidského CRP v pIné krvi, séru nebo plazmé a slouZi jako pomicka pfi

diagnostice zanétlivych onemocnéni. Hraniéni hodnota testu je 10 pg/mL.

SHRNUT{

C-reaktivni protein (CRP) v séru pacientl byl nalezen v souvislosti s akutnimi infekcemi,

nekrotickymi stavy a fadou zanétlivych onemocnéni. Existuje silnd korelace mezi

hladinami CRP v séru a nastupem zénétlivého procesu. Monitorovani hladin CRP v séru

pacientd ukazuje U€innost lé¢by a posouzeni zotaveni pacienta. PouZiva se zejména k

odliseni bakterialnich infekci od virovych infekci.

PRINCIP

CRP semikvantitativni test detekuje C-reaktivni protein vizudlni interpretaci vyvoje

barvy na vnitfnim prouzku. Vzorek se pohybuje testovacim prouzkem zdola nahoru.

Pokud testovany vzorek obsahuje CRP, navazZe se na prvni protilatku proti CRP, ktera je

konjugovana s koloidnim ¢ervenym zlatem pro barevné znaceni. Cerveny komplex

CRP-protilatka-zlato spolu s tekutinou vzorku difunduje pfes membranu, kterd je

pfedem nanesena na linie s rdznym mnoZstvim druhé protildtky. Komplex

CRP-protildtka-zlato je imobilizovan druhymi prot||atkam| coZ vede k tvorbé cervenych

linii. Pocet linif zavisi na koncentraci ve vzorku. Cim vice CRP je ve vzorku obsazeno, tim

vice €ervenych linii je viditelnych.

V kontrolni oblasti (C) by se méla vidy objevit ¢ervend linka. SlouZi jako kontrola

postupu, potvrzuje, Ze byl pouZit dostatecny objem vzorku, a indikuje dostatecné

nasdvani membranou a spravnou techniku postupu.

REAGENTY

Testovaci prouzky obsahuji ¢astice potazené protildtkou proti CRP a protildtku proti

CRP nanesenou na membranu.

OPATRENI{

e Pouze pro profesiondlni in vitro diagnostické pouZiti.

* NepouZivejte po uplynuti doby pouZitelnosti uvedené na obalu. NepouZivejte test,
pokud je féliovy sacek poskozeny. Testy znovu nepouZivejte.

e Tato sada obsahuje produkty Zivo¢isného plivodu. Ovéfend znalost pivodu a/nebo
hygienického stavu zvifat zcela nezarucuje nepfitomnost prenosnych patogennich
agens. Proto se doporucuje, aby s témito produkty bylo zachdzeno jako s
potencidlné infekénimi a aby se s nimi manipulovalo za dodrZovani obvyklych
bezpecnostnich opatfeni (napf. nepozivejte ani nevdechujte).

e Zabrarite kfiZové kontaminaci vzorkl tim, Ze pro kazdy odebrany vzorek pouzijete
novou nadobu na odbér vzorkd.

e Pfed jakymkoli testovanim si peclivé prectéte cely postup.

e V prostoru, kde se manipuluje se vzorky a sadami, nejezte, nepijte ani nekurte. Se
vSemi vzorky zachazejte, jako by obsahovaly infekéni agens. BEhem celého postupu
dodrZujte zavedena opatfeni proti mikrobiologickym rizikim a fidte se
standardnimi postupy pro spravnou likvidaci vzorkd. Pfi analyze vzorkl pouzivejte
ochranny odév, jako jsou laboratorni plasté, jednorazové rukavice a ochrana oci.

e Nezamériujte ani nemichejte ¢inidla z riznych Sarii.

e Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.

e PoufZité testovaci materidly by mély byt zlikvidovany v souladu s mistnimi predpisy.

SKLADOVANI A STABILITA

e Souprava by méla byt skladovana pfi teploté 2—30 °C do data expirace vytisténého
na uzavieném sacku.

e Test musi zlstat v uzavieném sacku az do pouZiti.

o Nezmrazujte.

e Je tfeba dbat na ochranu soucasti soupravy pred kontaminaci. NepouZivejte, pokud
existuji zndmky mikrobidlni kontaminace nebo sraZeni. Biologicka kontaminace
davkovaciho zafizeni, nddob nebo ¢inidel maze vést k faleSnym vysledkim.

ODBER A PRIPRAVA VZORKU

Pfiprava

Pfed provedenim testu se ujistéte, Ze vSechny komponenty maji pokojovou teplotu

(15-30 °C). Studeny pufrovaci roztok nebo kondenzace vlhkosti na membrané mohou

vést k neplatnym vysledkdm testu.

1. Vyjméte ze soupravy zkumavku s pufrem/bufferem (roztokem). Oteviete $roubovaci

uzaver.
Odbér vzorku krve

.Vzorek odeberte podle standardnich postupl (plna krev/sérum/plazma) nebo

pomoci lancety (neni soucasti baleni) a kapilarni trubicky:
a) Umyjte si ruce a dezinfikujte prst pomoci dezinfekce.
b) Oteviete bezpecnostni lancetu, promasirujte $picku prstu a stisknéte lancetu

v misté odbéru krve.

¢) Pomoci kapatka (kapilarni trubicky) nasajte cca 10ul vzorku krve.
Redéni vzorku:

.Do plastové zkumavky s tedicim pufrem vloZite kapdtko (kapilarni trubicku)

naplnénou krvi nebo pridejte 10 pl odebraného vzorku.

. Zkumavku uzavrete a vzorek silné protrepavejte rukou po dobu pfiblizné 10 sekund,

aby se vzorek a fedici pufr dobfe promichaly.

5. Nechte zfedény vzorek odstat pfiblizné 1 minutu.

Materialy
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Poskytnuty material
o Kapatko (Kapilarni trubicka)
o Pribalovy letak
e Pfenosové kapdtko
Material pfipadné potrebny, ale nedodany
o Casovat e Odstredivka, lanceta, dezinfekce
NAVOD K POUZIT
Pfed pouiitim nechte test, vzorek, pufr vytemperovat na pokojovou teplotu (15—
30 °C).
1. Vyjméte testovaci kazetu z uzavieného sacku a poloZte ji na Cisty, rovny povrch. Pro
dosazeni nejlepsich vysledk( by mél byt test proveden do jedné hodiny.
2. Otevrete zkumavku se zfedénym vzorkem. Pfeneste pomoci pfenosového kapatka
3 kapky (cca 120 pl) smichaného vzorku do jamky pro vzorek. Spustte ¢asovac.

e Testovaci kazeta
o Pufr (buffer)

3. Pockejte, aZ se objevi barevné ¢arky. Vysledek by mél byt odecten po 5 minutach.
Neinterpretujte vysledky po 10 minutach.

10 pl pIné krve,
séra nebo plazmy
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Neplatny
NTERPRETACE VYSLEDKU
POZITIVNi VYSLEDEK: Mozna interpretace hladin CRP
¢ e Objeveni kontrolni linie (C) a testovaci
:;D linie (T3) indikuje hladinu CRP alespo#
3 10 pg/ml.
c e Objeveni kontrolni linie (C) a dvou
EE testovacich linii (T3 a T2) indikuje
3 hladinu CRP alespor 40 pg/ml .
C e Objeveni kontrolni linie (C) a tfi
= testovacich linii (T1, T2 a T3) indikuje
& hladinu CRP alespoti 80 pg/ml .
NEGATIVNi VYSLEDEK:
b Pokud se objevi pouze kontrolni linie (C) a
- v testovaci oblasti (T) se neobjevi Zadna
T2 barevna linie, znamena to, ze hladina CRP
= je nizsi nez 10 pg /ml.
NEPLATNY VYSLEDEK:
c c c c Neobjevila se kontrolni linie. Vysledky
™ A T T jakéhokoli testu, u kterého se v uréeném
T2 2—] T T2 Case odectu neobjevila kontrolni linie,
L L L i musi byt zlikvidovany. Zkontrolujte
prosim postup a opakujte jej s novym
Tc1 T°1 Tc1 . T°1| | testem. Pokud problém pretrvava,
T2 T2 T2 T2 okamZité prestante soupravu pouZivat a
T3 T3 T3 T3 kontaktujte mistniho distributora.
POZNAMKA:

1. Intenzita barvy v testovaci oblasti (T) se muGZe liSit v zavislosti na koncentraci
analytd pfitomnych ve vzorku. Proto by mél byt jakykoli odstin barvy v testovaci
oblasti povaZovan za pozitivni. Upozoriiujeme, Ze se jednd pouze o
semikvantitativni test a nelze jim stanovit koncentraci analytl ve vzorku.

2. Nedostate¢ny objem vzorku, nespravny provozni postup nebo proslé testy jsou
nejpravdépodobnéjsimi pFi¢inami selhani kontrolni linky.

KONTROLA KVALITY

e Test zahrnuje interni proceduraini kontroly. Kontrolni linie objevujici se v
kontrolnich oblastech je povaZovéana za interni proceduralni kontrolu, potvrzujici
dostateény objem vzorku a spravnou proceduralni techniku.

e Externi kontroly nejsou soucasti této soupravy. V rdmci spravné laboratorni praxe
se doporucuje testovat pozitivni a negativni kontroly k potvrzeni testovaciho
postupu a ovéreni spravného provedeni testu.

OMEZENI|

1. CRP semikvantitativni test je uréen pro profesionalni diagnostické pouZiti in vitro a
mél by byt pouZivan pouze k semikvantitativni detekci C-reaktivniho proteinu.

2. CRP semikvantitativni test indikuje pouze semikvantitativni hladinu CRP ve vzorku a
nemél by byt pouZivan jako jediné kritérium pro hodnoceni zanétlivych stavd.

3.Stejné jako u vsech diagnostickych testd by mél lékar potvrdit diagnézu az po
vyhodnoceni viech klinickych a laboratornich nalez(.

4. Vysoké koncentrace CRP mohou vyvolat hook efekt, coZ ma za nasledek nespravnou
interpretaci hladin CRP. U tohoto testu nebyl hook efekt pozorovan az do 2 000
mg/L CRP.

VYKONOVE CHARAKTERISTIKY

Citlivost a specificita
CRP semikvantitativni test byl vyhodnocen pomoci predniho komeréniho EIA testu CRP
s pouzitim klinickych vzork(. Vysledky ukazuji, Ze citlivost CRP semikvantitativni test
je >99,9 % a specificita je 97,5 % v porovnani s pfednim EIA testem.

Metoda EIA Celkové

Vysledky Pozitivni Negativni vysledky
ICRP semikvantitativni test| Pozitivni 67 12 79
Negativni 0 473 473
Celkové vysledky 67 485 552

Relativni citlivost: >99,9 % (95% interval spolehlivosti*: 94,6 % ~ 100 %)
Relativni specificita: 97,5 % (95% interval spolehlivosti*: 95,7 % ~ 98,7 %)
Pfesnost: 97,8 % (95% interval spolehlivosti*: 96,2 % ~ 98,9 %)
*Intervaly spolehlivosti



Presnost
Zk¥izena reaktivita
CRP semikvantitativni test byl testovan na revmatoidni faktor, HAMA, HBsAg, HBsAb,
HBeAg, HBeAb, HBcAb, syfilis, anti-HIV, anti- H. pylori, mononukledzu, anti-CMV,
anti-zardénky a anti-toxoplazmozu. Vysledky neprokazaly Zadnou zkfizenou reaktivitu.
Rusivé latky

K negativnim a pozitivnim vzorkim CRP byly pfidany nasledujici potencialné
interferujici latky.

Paracetamol: 20 mg/dL Kofein: 20 mg/dL

Kyselina acetylsalicylova: 20 mg/dL Kyselina gentisova: 20 mg/dL
Kyselina askorbovd: 20 mg/dL Albumin: 10 500 mg/dL
Kreatin: 200 mg/dL Hemoglobin: 1 000 mg/dL
Bilirubin: 1 000 mg/dL Kyselina $tavelova: 600 mg/dL
Cholesterol: 800 mg/dL Triglyceridy: 1 600 mg/dL
Z4dna z latek v testované koncentraci neinterferovala s testem.

LITERATURA
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proteinl na poskozeni tkané. Ann. NY Acad. Sci. 389: 406-417.

2. Peltola HO (1982) C-reaktivni protein pro rychlé monitorovani infekci centralniho
nervového systému. Lancet: 980-983.

3. Macy EM, Hayes TE a Tracy RP (1997) Variabilita v méreni C-reaktivniho proteinu u
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CRP Semi-Quantitative Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF CCR-U402
English

A rapid test for the diagnosis of inflammatory condition by detecting CRP Semi-
quantitatively in whole blood, serum or plasma.
For professional in vitro diagnostic use only.
INTENDED USE
The CRP Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the Semi-quantitative detection of human CRP in
whole blood, serum or plasma as an aid in the diagnosis of inflammatory condition. The
cutoff of the test is 10 pg/mL.
SUMMARY
C-reactive Protein (CRP) in patient’s sera has been found in association with acute
infections, necrotic conditions and a variety of inflammatory disorders. There is a strong
correlation between serum levels of CRP and the onset of the inflammatory process.
Monitoring the levels of CRP in patient’s sera indicates the effectiveness of treatment
and the assessment of patient recovery. It is used in particular to differentiate bacterial
infections from virus infections.
PRINCIPLE
The CRP Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) detects
C-reactive Protein through visual interpretation of color development on the internal
strip. The sample now moves through the test strip from bottom to top. If the test
sample contains CRP, it attaches to the first anti-CRP antibody which is conjugated with
ared gold colloidal for color marking. The red CRP-antibody-gold complex, together with
the sample liquid, diffuses through the membrane that is pre-dispensed with lines of
different amounts of the second anti-antibody. The CRP-antibody-gold complex is
immobilized by the second antibodies leading to the formation of red lines. The number
of lines depends on the concentration in the sample. The more CRP is contained in the
sample, the more red lines become visible.

A red line should always appear in the control (C) line area. It serves as a procedural

control, confirming that sufficient specimen volume was used and indicates an adequate

membrane wicking and proper procedural technique.

REAGENTS

The test strips include anti-CRP antibody coated particles and CRP antibody coated on

the membrane.

PRECAUTIONS

e For professional in vitro diagnostic use only.

e Do not use after the expiration date indicated on the package. Do not use the test if
the foil pouch is damaged. Do not reuse tests.

e This kit contains products of animal origin. Certified knowledge of the origin and/or
sanitary state of the animals does not completely guarantee the absence of
transmissible pathogenic agents. It is therefore recommended that these products
be treated as potentially infectious, and handled observing usual safety precautions
(e.g., do not ingest or inhale).

e Avoid cross-contamination of specimens by using a new specimen collection
container for each specimen obtained.

e Read the entire procedure carefully prior to any testing.

e Do not eat, drink or smoke in the area where the specimens and kits are handled.
Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout the procedure and follow
standard procedures for proper disposal of specimens. Wear protective clothing
such as laboratory coats, disposable gloves and eye protection when specimens are
assayed.

e Do not interchange or mix reagents from different lots.

e Humidity and temperature can adversely affect results.

e Used testing materials should be discarded in accordance with local regulations.

STORAGE AND STABILITY

e The kit should be stored at 2-30°C until the expiry date printed on the sealed pouch.

e The test must remain in the sealed pouch until use.

e Do not freeze.

e Care should be taken to protect the components of the kit from contamination. Do
not use if there is evidence of microbial contamination or precipitation. Biological
contamination of dispensing equipment, containers or reagents can lead to false
results.

SPECIMEN COLLECTION AND PREPARATION

Preparation

Before performing the test, please make sure that all components are brought to room

temperature(15-30°C). Cold buffer solution or moisture condensation on the membrane

can lead to invalid test results.

1. Take a tube with buffer solution out of the kit. Document patients name or ID on it.

Open the screw cap.
Blood Sample Taking

2. Collect the specimen according to standard procedures.
Do not leave specimens at room temperature for prolonged periods. Serum and
plasma specimens may be stored at 2-8°C for up to 3 days. For long term storage,
specimens should be kept below -20°C. Whole blood collected by venipuncture
should be stored at 2-8°C if the test is to be used within 2 days of collection. Do not
freeze whole blood specimens. Whole blood collected by finger stick should be
tested immediately.

Bring specimens to room temperature prior to testing. Frozen specimens must be

completely thawed and mixed well prior to testing. Avoid repeated freezing and

thawing of specimens.

EDTA-, citrate- or heparin blood can be used as well. Before performing the test, it

has to be diluted accordingly with the supplied buffer.

Sample Dilution / Sample Stability
. Administer the blood-filled end-to-end capillary into the plastic tube with dilution
buffer. Alternatively, the 10 pL of specimen can be added directly with the micro
pipette into the buffer

. Close the tube and shake the sample by hand forcefully for approximately 10 seconds

so sample and dilution buffer mix well.

5. Let the diluted sample rest for approximately 1 minute.

w
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Materials
Material Provided
e Cassettes e Capillary Tubes
Plastic tubes with buffer e Package Insert
e Droppers

Material Required But Not Provided
e Timer e Centrifuge
DIRECTIONS FOR USE
Bring tests, specimens, buffer, and/or controls to room temperature (15-30°C) before
use.
1. Remove the Test Cassette from its sealed pouch, and place it on a clean, level
surface. For best results, the assay should be performed within one hour.
2. Open the tube with the diluted sample .Transfer 3 drops of (approx. 120uL) mixed
specimens to sample well. Start the timer.
3. Wait for the colored lines to appear. The result should be read at 5 minutes. Do not
interpret the results at 10 minutes.

10 ul Whole Blood
or Serum or Plasma

il
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3 Drops of Diluted Sample
CRP Between Between Above
10-40 ug/mL 40 - 80 pg/mL 80 pgimL
¢
®

Positive

c
T
12
T

Negative

®
0

Invalid

NTERPRETATION OF RESULTS

POSITIVE RESULT: Possible Interpretation of CRP Levels

c e A Control line (C) and a test line (T3)

:D appears indicates a CRP level of 10

™3 ug/mL at least.

c e A Control line (C) and two test lines (T3

EE and T2) appear indicates a CRP level of

™ 40 pg/mL at least.

C [ e A Control line (C) and three test lines

T (T1, T2 and T3) appears indicates a CRP

i level of 80 pg/mL at least.

NEGATIVE RESULT:

bt Only a Control line (C) appears and no

T colored line appears in the test region (T)

T2 indicates a CRP level is lower than 10

. pg/mL.

INVALID RESULT:
c c c c No Control line appears. Results from
T T T T any test which has not produced Control
T2 T2— T T2 line at the specified read time must be
s RL T3 73 discarded. Please review the procedure
and repeat with a new test. If the

T°1 T°1 Tc1 . Tc1 problem persists, discontinue using the
T2 T2 T2 T2 kit immediately and contact your local
T3 T3 3, 3| distributor.

NOTE:

1. The intensity of the color in the test region (T) may vary depending on the
concentration of analytes present in the specimen. Therefore, any shade of color in
the test region should be considered positive. Please note that this is a semi-
quantitative test only, and cannot determine the concentration of analytes in the
specimen.

2. Insufficient specimen volume, incorrect operating procedure or expired tests are the
most likely reasons for control line failure.

QUALITY CONTROL

e Internal procedural controls are included in the test. Control line appearing in the
control regions is considered an internal procedural control, confirming sufficient
specimen volume and correct procedural technique.

e External controls are not supplied with this kit. It is recommended that positive and
negative controls be tested as a good laboratory practice to confirm the test
procedure and to verify proper test performance.

LIMITATIONS

. The CRP Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) is for
professional in vitro diagnostic use, and should only be used for the semi-quantitative
detection of C - reactive protein.

.The CRP Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) will
only indicate the semi-quantitative level of CRP in the specimen and should not be
used as the sole criteria for evaluating inflammatory conditions.

. Like with all diagnostic tests, a confirmed diagnosis should only be made by a
physician after all clinical and laboratory findings have been evaluated.
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4. High concentrations of CRP may produce a dose hook effect, resulting in incorrect
interpretation of CRP levels. High dose hook effect has not been observed with this
test up to 2,000 mg/L of CRP.

PERFORMANCE CHARACTERISTICS

Sensitivity and Specificity

The CRP Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) has been

evaluated with a leading commercial CRP EIA test using clinical specimens. The results

show that the sensitivity of the CRP Semi-Quantitative Rapid Test Cassette (Whole

Blood/Serum/Plasma) is >99.9% and the specificity is 97.5% relative to the leading EIA

test.

Method EIA
- —— — - Total Results
CRP Semi-Quantitative Results Positive Negative
Rapid Test Cassette Positive 67 12 79
(WB/S/P) Negative 0 473 473
Total Results 67 485 552

Relative Sensitivity: >99.9% (95%CI*: 94.6%~100%)
Relative Specificity: 97.5% (95%CI*: 95.7%~98.7%)
Accuracy: 97.8% (95%CI*: 96.2%~98.9%) *Confidence Intervals
Precision

Cross-reactivity
The CRP Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) has been
tested by Rheumatoid Factor, HAMA,, HBsAg, HBsAb, HBeAg, HBeAb, HBcADb, syphilis,
anti-HIV, anti-H.pylori, MONO, anti-CMV, anti-Rubella and anti-Toxoplasmosis positive
specimens. The results showed no cross-reactivity.

Interfering Substances

The following potentially interfering substances were added to CRP negative and
positive specimens.

Acetaminophen: 20 mg/dL Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL Gentisic Acid: 20 mg/dL
Ascorbic Acid: 20 mg/dL Albumin: 10,500 mg/dL
Creatin: 200 mg/dL Hemoglobin: 1,000 mg/dL
Bilirubin: 1,000 mg/dL Oxalic Acid: 600 mg/dL
Cholesterol: 800 mg/dL Triglycerides: 1,600 mg/dL

None of the substances at the concentration tested interfered in the assay.

LITERATURE REFERENCES

1. Morley JJ, Kushner (1982) Serum C-reactive protein levels in disease. In: Kushner |,
Volanakis JE, Gewurz H,eds. C-reactive protein and the plasma protein response to
tissue injury. Ann. NY Acad. Sci. 389: 406-417.

2. Peltola HO (1982) C-reactive protein for rapid monitoring of infections of the central
nervous system. Lancet: 980-983.

3. Macy EM, Hayes TE and Tracy RP (1997) Variability in the measurement of C-reactive
protein in healthy subjects: implications for reference intervals and epidemiological
applications. Clin. Chem. 43, 52-58.
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