C-REACTIVE PROTEIN

Cat. No.

Pack name Packaging (Content)

5 x 25 ml CRP Buffer
1x 10 ml CRP Antiserum
1x 1 ml CRP Calibrator

2 x 25 ml CRP Buffer
1x 5 ml CRP Antiserum

1x 1 ml CRP Calibrator
G C€
INTENDED USE

Diagnostic reagent for in vitro quantitative determination of C-Reactive Protein (CRP)in human
serum by turbidimetric immunoassay

BLT20009 | CRP 10

BLT20010 | CRP 5

DIAGNOSTIC IMPLICATIONS

C-Reactive Protein is a non-specific acute phase-reactive protein which appears in the blood
during an inflammatory process. In patients with inflammatory diseases the concentration of
CRP increases and decreases more quickly than the red cells sedimentation rate.

CRP lacks diagnostic value when the patients illness is not defined, but it is very useful for
following-up inflammatory diseases, as well as for the differential diagnosis in certain cases

METHOD
Measurement of antigen-antibody reaction by the end-point method.

REAGENTS PROVIDED

Buffer

Phosphate buffered saline (pH 7.43)
Polyethylene glycol (40 g/l)

Sodium azide (0.09 %)

Antiserum

Phosphate buffered saline (pH 7.43)
Polyclonal goat anti-human CRP (variable)
Sodium azide (0.09 %)

Calibrator

Pooled human serum,diluted with high levels of CRP with phosphate buffered saline, liquid
and stabilized.

Contains 0.09 % sodium azide as preservative.

Concentration : see bottle label

PREPARATION AND STABILITY OF REAGENTS

Reagent Preparation
Liquid reagents, ready for use.

Stability and Storage
The reagents are stable until expiry date when kept at 2-8°C. Stability in the instrument is at
least 4 weeks if contamination is avoided. Do not freeze.

REAGENTS REQUIRED BUT NOT SUPPLIED
Saline (9 g/l NaCl)

SAMPLE COLLECTION
Use fresh serum. If the test can not be carried out on the same day, the serum may be stored at
2-8°C for 48 hours. If stored for a longer period, the sample should be frozen.

12000116
12000117

AUTOMATION
Application procedures on clinical chemistry analyzers are available upon request.

Manual Procedure

Sample/Control dilution: None

Reference curve: Generate a reference curve by successive 1:2 dilutions of Calibrator High in
saline or use the ready for use calibrator set.

Use saline as zero point.

Test: Mix 60 pl of calibrators and samples with 1000 pl of buffer. Read optical density (OD1) of calib-
rators, controls and samples at340 nm.Add 100 plof CRP antiserum. Mix andincubate for 5minutes
at room temperature. Read optical density (OD2) of calibrators, controls and samples at 340 nm.
Calculate AOD'’s, plot a calibrator curve and read the concentration of controls and samples.

Reference Values

0 — 10 mg/l (IFCC),resp. 0-1 mg/dI

This range is given for orientation only. Each laboratory should establish its own reference
values.

PERFORMANCES
The performance characteristics for the CRP reagents were measured on a clinical chemistry
analyzer (Cobas Mira).

0 - 220 mg/I (resp. 0-22 mg/dl)
5 mgl/l (resp. 0.5 mg/dl)

Measuring Range:
Detection Limit:

Hook Effect: > 840 mg/l (resp. 84 mg/dl)

Sensitivity: 0.0094 ABS units/concentration unit

Precision:

[%CV]

Low Medium High

Intra-Run 4.06 2.57 3.44
Inter-Run 4.29 6.60

Accuracy:

[mg/dl]
Control Assigned Measured
ERBA 19.2 (16.3-22.1) 20.9
Biorad 25.9 (20.7-31.0) 27.8

Specificity:  Monospecific

Interferences: No interference for : Hemoglobin (250 mg/dl), Na-citrate (1000 mg/dl), Heparin
(50 mg/dl), Bilirubin (20 mg/dl), Triglyceride (1000 mg/dl)

Limitations: None

y = 0.9981x + 0.0142

r=0.9917

Comparison with nephelometry:

PRECAUTIONS AND WARNINGS

1.In vitro diagnostic use only.

2.Sodium azide has been reported to form lead or copper azide in laboratory plumbing which
may explode on percussion. Flush drains with water thoroughly after disposing of fluids con-
taining sodium azide.

€rba’

3.Polyethyleneglycol is not biohazardous

4.Each donor unit used in the preparation of the calibrators and controls was found to be nega-
tive for the presence of HIV1 and HIV2 antibodies, as well as for the hepatitis B surface antigen
and anti-hepatitis C antibodies, using a method approved by the FDA.

Also available Calibrators and Controls

Cat. No. Product name Pack name Content

BLT00012 | CRP CALIBRATOR CRP CALH 1x1ml

BLT00013 | CRP CONTROL CRP CONH 1x1ml

BLT20014 | CRP CONTROL CRP CON L 1x1ml

BLT20034 | MULTICONTROL LEVEL 1 MULTICON L1 | 1x1ml

BLT20035 | MULTICONTROL LEVEL 2 MULTICON L2 | 1x1ml
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C-peakTuBHbIN 6enok - onpeaeneHne C-peakTuBHoOro 6enka

Kanu6poBouHasi KpuBas: MocTpoiiTe KarMGPOBOYHYIO KPUBYIO MyTEM MOCreAoBaTeNlbHOMO
pas6aBneHus kanubparopa LIPB ¢duanonornieckum pactBopom B 2 pasa [0 MakCUMasbHOMo
pasBegeHus 1:32 (HepasbaBneHHbIl kanubpartop, 1:2, 1:4, 1:8, 1:16, 1:32).

Wcnonb3ayiiTe pU3MONorM4eckuin pacTBop B Ka4ecTBe HyNeBov Touku (6rnaHka).

Kat.Ne YnakoBKa (cogepxaHue)
5 x 25 mn bydep,

BLT20009 1 x 10 mn AHTUCbIBOPOTKA
1x 1 mn Kanubpatop

Mpo

2 x 25 mn Bydep,

BLT20010 1x 5 mn AHTUCbIBOpPOTKA
1x 1 mn Kanubpatop

MpumeHeHune

Habop xwuaknux peareHToB AN KONIMYECTBEHHOTO UMMYHOTYPOMAMMETPUYECKOrO onpeaeneHus
LIPB B cbiBOpOTKE.

KnuHuyeckoe 3HauyeHune

LI-peaktuBHbIi Benok (LIPB) — ato 6enok octpoi ¢asbl, KOHLEHTpauusi KOTOporo B KPOBU
pe3Ko BO3pacTaeT BO BPEMS BOCMANMTENLHOIO npoLecca. Y NalMeHToB ¢ BocnanuTeNbHbIMM
3aboneBaHusaMu KoHUeHTpauus LIPB yBenuuuBaetcs u ymeHbliaetcsi 6onee 6bicTpo, no
CpPaBHEHMIO CO CKOPOCTbIO ocaxpaeHusi aputpounToB (COJ). Uamepenue LIPB BaxHO Ans
pacroaHaBaHWsi OCTPON WHMEKLUMW, Afsi MOHUTOPUHIa BOCMANWUTENbHBIX MPOLECCOB, NPy
OCTpbIX peBMAaTU4ECKMX 3aboneBaHusix, a Takke, korga 3aborneBaHue He onpeaeneHo.

MpuHumun meToaa
MMMyHOTYpGuammetpus. NamepeHue npoaykTa peakuum aHTUreH — aHTUTENo, MeTOLoM
KOHEYHOW TOYKN.

CocTtaB peareHToB

Bydep

®doccatHbIn 6ycep (pH 7,43)
Monuatunenrnukons 40 r/n
Asng Hatpus (0,09%)

AHTNCBLIBOPOTKA)

docdatHblii Bydep (pH 7,43)

Kosbu aHTuTena npotue yenoseyeckoro LIPB
Asng Hatpus (0,09%)

Kanu6patop
M3roToBneH Ha OCHOBe Nna3m KpoBW YenoBeka, NyTeM pasbasrneHus nnasmbl hochaTHbIM

BydepHbIM pacTBOpPOM. B cocTaB BXOAST Xuakue ctabunusatopbl.
CopepxuT 0,09% HaTpusi asuaa B Ka4eCcTBe KOHCEepBaHTa.
KoHueHTpauusa: cMoTpuTe Ha 3TUKETKe.

MpurotoBneHve paboynx peareHToB
PeareHTbl Xunakue, rotoBble K MCNOMb30BaHMIO.

XpaHeHue 1 cTabunbHOCTL Ppaboumnx peareHToB

PeareHTbl cTabunbHbI 40 AOCTUXKEHUS YKa3aHHOTO CPOKa rOAHOCTU, ECIIU XpaHsATCs npu 2 - 8°C,
B 3aLLMLLEHHOM OT CBETA MECTE.

XpaHeHue Ha 6opTy: MUH. 4 Hepenu (NpW BKIKOYEHHOM XOMoAWUrbHWKE npuGopa), npu
OTCYTCTBUM KOHTaMUHauuu. He samopaxusars.

[lononHuTenkbHbIe peareHTbl
dusnonorudeckuin conesort pactasop (9 r/n NaCl).

O6pasubl

CoiBopoTka. O6pasLibl AOMKHbI ObITb CBEXMMM 1 6e3 remonuaa

Mepen aHanM3oM CbIBOPOTKY MOXHO XpaHuTb 48 Yacos npw (+2 -+8)°C. [ins 6onee agnutensHoro
XpaHeHusl, 06pa3Libl HEOBXOANMO 3aMOPO3NTh.

ABTOMaTusaumsa
Hactpoiikn  Ana  npumeHeHuns Ha
NPesocTaBnATCs N0 TPeGOBaHMIO.

aBTOMaTUYECKUX  BUOXMMUYECKUX aHanusaropax

Pyu4Has npoueaypa:
O6pa3eL/KOHTPONb: rOTOB K UCMONb30BaHUIO

12000116
12000117

aHanusa:
Cwmelwaiite 60 mMkn kanubpaTtopoB, KoHTpornein u obpasuos ¢ 1000 mkn Gydepa. N3mepbte
onTuyeckyto nnotHocTb (OM1) kanuGpaTopos, KoHTponel u obpasuos npu 340 HM. [lo6aBbTe
100 MKN aHTUCLIBOPOTKW. CMeLuanTe u UHKyGupyiiTe 5 MUHYT Npu KOMHATHOW TemnepaType.
WM3mepbTe onTuyeckyto nnotHocTb (OlM2) kanubpaTtopos, koHTponen u obpasuoB npu 340
HM. Paccuutaiite usmeHenust O, mocTpoiTe KanMGPOBOYHYIO KPUBYIO W paccuuTanTte
KOHLIEHTPALIMM KOHTPONen 1 06pasLioB.

HopmanbHbie BenU4YnHbI
0-10 mr/n (IFCC), 0-1 mr/an

anBeﬂeHHble BeJIMYUHbI criegyeT paccMaTtpuBaTb KaKk OPUMEHTUPOBOYHbIE. Kaxnon
naﬁopaTopvm HEOGXO.D.VIMO onpeaensaTb CBOU Anana3oHbl.

Pa6ouune xapakTepucTuku
Pabouve xapaktepucTuku Habopa peareHToB Ll-peakTvBHbIi Genok 6Gbinv OueHeHbl Ha
Buoxumndeckom aHanusatope (Cobas Mira).

Mpepnensl onpepgenexus:
HwxHui npepen onpeaenexus:

0-220 mr/n (0-22 mr/an)
5 mr/n (0,5 mr/an)

Hook effect: >840 mr/n (84 mr/an)
YyBCTBUTENbHOCTh: 0,0094 eguHuny, Ol Ha eguHULY KOHLEHTpauumn
Bocnpoussoanmoctb
(% CV)
Huskve CpegHue Bbicokne
BHyTpucepuitHas 4,06 2,57 3,44
MexcepuitHas 4,29 6,60
TouHoCTL
(mr/an)
KoHTponb LieneBoe 3HaueHve (M3 N3mepeHHoe
artTectaunoHHOro J'IVICTa) 3Ha4yeHne
OPBA 19,2 (16,3-22,1) 20,9
BuoPap 25,9 (20,7-31,0) 27,8

CneundmyHocTb: MoHocneundguyeH
Bnusiowue BeujecTBa:

lemorno6uH (250 mr/an), Na — uutpart (1000 mr/an), Menapun (50 mr/an), Bunupy6ux (20 mr/
An), Tpurnuuepuabl (1000 Mr/an) He BNWSIIOT Ha pe3ynbTaThl aHanusa

OrpaHuueHus: Het

CpaBHeHue ¢ HechenomeTpmeir: y = 0,9981x + 0,0142
r=0,9917

Mepbi NpeAoCTOPOXHOCTH

1. Habop peareHTOB Ans in Vitro AnarHoCTUKN.

2. Asnp HaTpusi MOXeT 06pa3oBbIBaTb B3PbIBOOMACHbIE KOMIMMEKChI CO CBMHLIOM U MeAblo Ha
CaHTexHvKe. B cBsiav ¢ 9TM, TLLATEeNbLHO NPOMbIBaiTe KaHanNW3aLUMOHHbIE CTOKM BOAOW, Nocre
YTUNM3aLIMM XUOKOCTEN, CoAepKalLyX asua HaTpust.

3. MonNMaTUNEHMMKOIb He OTHOCUTCS K ONacHbIM GUOMOTMYECKM BELLECTBAM.

4. KpoBb JOHOPOB, MCronb3yemasi 415t IPOM3BOACTBA kannbpaTopa 1 KOHTPOJIs!, POTECTUPOBaHa

€rba’

C UCMonb3oBaHWEM KOMMepYeckux Habopos peareHToB Ha oTcyTcTBue HbsAg, aHtuTen k BUY
1/2 (HIV 1/2) v aHtuten k Bupycy renatuta C (HCV). Tak kak puck 3apaxeHns Henb3si NoMHOCTbIO
MCKITIOYUTb, paBoTaTh C KanMbpaTopoM 1 KOHTPONeM Heo6XOAVIMO OCTOPOXHO, KaK C CbIBOPOTKOW
nauveHTa.

Kanu6paTopb! 1 KOHTPONU He BXoAslMe B cocTaB Habopa

Kat.Ne HaumeHoBaHue CokpatieHue ®dacoBka

BLT20013 LIPB KOHTpOnb BbICOKUIA LIPE KOH BebIc. 1x1wmn

BLT20014 LIPB KOHTpOnb HU3KUI LIPE KOH Husk. 1x1mn

BLT20034 MynbTUKOHTpONb YpoBeHb 1 MYNbTUKOH. YposeHb1 | 1 x 1 mn

BLT20035 MynbTUKOHTpOIb YpoBeHb 2 MYNBTUKOH. YpoBeHb2 | 1 x 1 mn
INutepatypa
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2. Ritchie, RF., J. Lab. Clin. Med. 70, 512 (1967)
3. Pepys MB. et al., Ann. NY Acad. Sci, 389, 459 (1982)
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