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K2501I

«YTBEPXOEHA»
Mpwuka3s Poc3apaBHaasopa N2 10517-Mp/10 ot 17 Hosi6psa 2010 r.
KPA N¢ 61700 ot 21.09.2010

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEQEJIEHNA
C-PEAKTUBHOI'O BEJIKA
B CbIBOPOTKE (MJIASME) KPOBU «CPB-®A >

1. HABHAYEHMUE

1.1. Habop peareHTtoB <«CPB-U®A» npegHa3HayeH AN KOJNMYECTBEHHOrO
onpeneneHnss KoHueHTpauum C-peakTMBHOro 6enka B CbiBOpPOTKe (nsa3me) KpoBu
MeToAOM TBepAOoda3HOro MMMyHOdEPMEHTHOIO aHanunsa.

1.2. C-peaktuBHbin 6enok (CPB) - neHTamepHbii 6enok (MEeHTPaKCuH)
Cc MonekynsapHoi maccori okono 100 ka. CPB siBnsieTcs 0AHUM 13 Hanbonee 3BOSTIOLNOHHO
ApeBHUX PaKTOPOB BPOXAEHHOIO ryMopasibHOro MMyHuTeTa. CPB o6nagaeT BbICOKMM
CPOACTBOM KO MHOTMM BHYTPEHHUM aHTUreHam — pocdoaTaHoNnamMnHy, hochopunxonmHy,
rmcrtoHam, GUBGPOHEKTUHY, NTaMUHUHY U MONMKATUOHHBIM coeanHeHnsam. CPB cnocobeH
CBSA3blBaTb MO/MCaxapuibl KIETOYHbIX CTEHOK CTPENTOKOKKOB W CTadUIOKOKKOB,
NPUHMMAET yyacTMe B OYMCTKE Ma3Mbl OT OCTATKOB amoONTOTUYECKM M HEKPOTUYECKU
nornbLunx KNeTok, ycunueas unx garoumntos. CPB cnocobeH akTMBMpOBaTb KNacCU4eCcKui
Kackaj KOMMJeMeHTa W CTUMynuposaTb @aroumMTapHyt0o aKTUMBHOCTb Makpodaros.
Peskoe (po 1000 pa3s) yBenuuyeHume kKoHueHTpauum CPB B uupKynaummn sBnseTtcs
BbICOKOYYBCTBUTE/bHbIM, HO HecneundunyeckuM MapkepoM OCTPOro BOCMASMUTENbHOrO
npouecca, WHAYLUMPOBAHHOMO WHTEpAenKMHOM 6. B nocnegHue roabl BbISICHWMNOCH,
4YTO ANUTENbHO MOBbIWEHHbIM MNAa3MeHHbIW ypoBeHb CPB (3-10 Mkr/mna) conpsikeH
C PUCKOM pasBuUTUS uUWweMndeckon 6onesHn cepaua. [loBbIWEHHbIM 6a3anbHbll
ypoBeHb CPB nna3Mbl KpOBW PEerucTpupyeTcs y XeHLWMH B MeHornay3e, HaXoAsaLmXCs
Ha 3aMeCTUTENIbHOW rOPMOHasIbHOW Tepanuu, a TakxXe Y KypusibLMKOB.
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2. IPUHUUN PABOTbl HABOPA

OnpeneneHve C-peakTMBHOro 6eska OCHOBAHO Ha WCMOJSIb30BAaHUU <CIHABUY»-
BapvaHTa TBepA0da3HOro MMMYHO(EPMEHTHOrO aHanm3a. Ha BHyTpeHHel NOBEPXHOCTH
JIYHOK MiaHweTa WMMMO6UIN30BaHbl MbIWWHbIE MOHOKJIOHANIbHble aHTuTena k CPB
yenoseka. B nyHkax nnaHweTa, npu fobaeneHun nccnenyemoro obpasua, NpoMCXoanT
cBsa3biBaHWe CPB, coaepxallierocsi B uccneayemMom obpasue, C aHTUTeNnaMm Ha TBepaoi
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMHbIX
MOHOK/IOHanbHbIX aHTuTen k CPB c nepokcuiasoin xpeHa. B pe3synbTtaTe obpasyetcs
CBSI3aHHbIM C NIACTUKOM «COHABUY», coAepXalunin nepokcmaasy. Bo BpemMs uHky6aumm
c pactBopoM cybcTpata TeTpameTunbensmamHa (TMB) npoucxoamT okpaluvBaHue
pacTBOPOB B JlyHKaX. MHTEHCMBHOCTb OKPACKM NpsiMO NPOMNOpLUMOHabHa KOHLEeHTpauum
C-peakTuBHoro 6enka B nccnegyemom obpasue. KoHueHTpauuto C-peakTmBHOro 6enka
B Mccnenyembix obpasuax onpenenstoT no KanvbpoBo4YHOMY rpadumKy 3aBUCUMOCTMU
OMTUYECKON NIOTHOCTM OT coaepxaHus C-peakTUBHOro 6enka B KanMBPOBOYHbIX
npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncUYHOCTD.

Mcnonb3oBaHWe MbIWKMHBLIX MOHOK/IOHaNbHbIX aHTUTen Kk CPB no3sonsetr goctuub
BbICOKOW CneundnYHOCTN aHanumsa

3.2. Bocnpon3sBoanMOCTb.

KoadduruneHT Bapuaumm pesynbtaToB onpeaeneHuns cogepxaHus CPb B ogHOM 1
TOM >Xe obpasue cbiBOPOTKM (Ma1a3Mbl) KPOBU C mcrnosb3oBaHneM Habopa «CPB-UDA»
He npesbiwaeT 8,0%.

3.3. JINHENHOCTb.

3aBUCUMOCTb KOHUeHTpauun CPB B obpasuax CbiIBOPOTKM (Mna3Mbl) KPOBU MNpu
pa3BefeHnn X CbIBOPOTKOM (Ma3mMor) Kpoeu, He codepxallein CPB, nmeeT NMHEnHbI’
XapakTep B AManas3oHe KoHueHTpaunii 0.25-25 mr/n un coctasnsieTr £10,0%.

3.4. TOYHOCTb.

[JaHHbIA aHanUTUYeCcKM napaMeTp MpPOBEPSETCHd TeCTOM Ha <«OTKpbiTue» -
COOTBETCTBME W3MEpPeHHON KOHueHTpaumm CPB npeanuvcaHHoM, MOosyYeHHOW nyTem
CMeLlIMBaHUS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKW U KannbpoBOYHONM MNpo6bI
1 mr/n. TMpoueHT «oTKpbITUA» coctasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHMManbHas focToBepHO onpegensiemas Habopom «CPB-UDA» KOHLeEHTpauums
CPB B cbiBOpOTKE (na3me) Kposu He npesbiwaet 0.05 mr/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5,0% pacTtsBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUSAX ABASOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxatmowmm gernicteuem. MsberaTb
pa3bpbI3rMBaHuUs M NoMagaHuns Ha KOXY 1 Cin3nctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60/bLINMM KOMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobnogate «lMpaBuna yCTpONCTBA, TEXHUKMU
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NMYHON rurmeHbl Npu pabote B nabopatopusix (OTAeNEeHUAX, oTaenax) CaHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUA cMCTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HaaeBaTb OAHOPA30Bble PE3UMHOBLIE WU
nacTMKOBble MepyaTKn, Tak Kak 0bpasubl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHDULMPOBAHHbBIN MaTtepuar, CnoCObHbIV ANUTENbHOE BPEMS COXPaHATb
N nepegaBaTb BWY, Bupyc renatuta unm nwoboli apyroi Bo36yauTenb BUPYCHOW
MHdekunu.

6. OBOPYAOBAHUE U MATEPUAIJDI,
HEOBXOAWMUMBbIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKaNbHOI0 CKAaHMPOBAHMS, MO3BOJISAOLLNIA U3MEPATb ONTUYECKYIO
MIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu AnvHe BoSHbl 450 HM;

- TepMocTaT, noaaepxuBarwmin Temnepatypy +37 °C £0,1 °C;

—  [03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMu, Mno3Bonswwme oTbupate 06bEMbI
B AmanasoHe 5-250 mkn;

- UWIMHAP MepHbI BMecTuMocTbio 500 Mn;

- BOAa AUCTWIIMPOBaHHas;

- nepyaTKu pe3nHOBble UM NIACTUKOBbIE;

- bymara dunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. MNepen npoBeaeHMeEM aHann3sa KOMNoHeHTbl Habopa n nccneayembie o6pasubl
CbIBOPOTKM (MNa3Mbl) KPOBW CneayeT BblAepXaTb MNpUM KOMHATHOW TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurotossieHne MnJjaHLwerTa.

BCKpbITb MakeT C NAaHWeTOM M YCTaHOBUTb Ha paMKy HeobXoauMMoe KONMYecTBO
ctpunos. OcCTaBLUMECS  HEUCMONb30BaHHbIMWM  CTpUMnbl, 4TObbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HMX BNaru, TwaTenbHO 3aknenTb bymaron Ans 3aknemBaHus NnaHwWeTa
1 XpaHuTb Npu Temnepatype +2...+8 °C B TeueHne BCero cpoka rogHoctu Habopa.

7.3. MpurotoBJsieHMEe OTMbIBOYHOIO pacTtBopa.

B cnyuyae ppobHoro wucnonb3oBaHus Habopa cnepgyer otobpatb Heobxoaunmoe
KOJIMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa W pa3secTu AUCTUIIMPOBAHHOW BOAOW
B 21 pa3 (1 M1 KOHUEeHTpaTa OTMbIBOYHOro pacTteopa + 20 Mn AUCTUAIMPOBaHHOM BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CPB-U®A» [0O/MKEH XPaHUTbCS B yNakoBKe Mpeanpustus-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHune BCero cpoka rogHOCTH, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHue aHanusa B aybnukatax 41 mccnepyembix
obpasuoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPOSNIbHOM CbIBOPOTKM (BCEro
96 onpepeneHui).

8.3. B cnyvae apobHOro mcnonb3oBaHns Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCNOsIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKlenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb nNpu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHbIOraT, CybCcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnenyeTr XpaHuTb npu TemnepaTtype +2...+8 °C B TeyeHme BCero cpoka
roagHocTn Habopa;

- KanubpoBOYHble NPObbl N KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He bonee 2 MecsiLeB;

- OCTaBLUMIACA HEMCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cneayert
XpaHuTb Npu Temnepatype +2...+8 °C B TeuyeHue BCero cpoka rOAHOCTU
Habopa;

- MNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp clefyeT XpaHWTb MpU KOMHATHOWN
Temnepatype (+18...+25°C) He 6onee 5 cyTok wnau npu TemnepaType
+2...+8 °C He 6onee 30 cyToK;

MpuMeyaHune. MNocne NCNonb30BaHUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [ina npoBefeHMs aHanu3a He creayeT WCMNoJb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Ni1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, CoAepxallyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA HeE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaxvBaHWe-oTTanBaHue
o6pasLoB CbIBOPOTKM (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAeN, Nony4vaBlIMX B Lensax ANarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAeHUS HECKONbKUMX HEe3aBUCUMMbIX
Cepuil aHann3o0B cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HE3aBMCMMOro OnpeaesieHuns
HeobxoAMMO MOCTPOEeHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
peKoMeHAyeTCs ornpefeneHne KoHueHTpauuum C-peakTMBHOro 6esika B KOHTPOJIbHOW
CbIBOPOTKE.

8.7. [Ina nony4yeHns HaAexHbIX pe3ynbTaToB HeobXxoaMMo cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHunto Habopa.
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10. O)XXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTax uccnenoBaHuin, nposeaeHHbIx 000 «XEMA»,
peKkoMeHAyeM Mofib30BaTbCAd HOpPMaMu, MNpuUBEAEHHbIMW Huxe. Bmecte c TeMm, B
cooTBeTCTBUM C npaBunamm GLP (Xopowei nabopaTopHOM NpakTUKWM), Kaxaas
nabopatopusi Ao/kKHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynauuu.

MpumeuaHue. 3HauveHuss KoHuUeHTpaumit CPB B wuccneayemblx obpasuax,
HaxoslWmMecss HWXe rpaHuubl 4yBcTBUTenbHocTM Habopa (0.05 wMr/n), a Takxe
rnpeBbilaOWne 3HavyeHue BepxHel kanmbpoBoyHoW npobbl (25 wmMmr/n) cnepyet
NpMBOAUTL B crieaytollen popme: B uccneagyemom obpasue X kKoHueHTpaums CPB Huxke
0.05 Mr/n vnn Bblwe 25 mr/n.

Eaunuypi, mr/n
HwxHuit npegen Bepxuuii npegen
340pOBble AOHOPbI - 5.0

Wcecnepyemasn rpynna

11. INTEPATYPA

1. Steven Black, Irving Kushner, and David Samols - C-reactive Protein. J. Biol. Chem.,
Nov 2004; 279: 48487 - 48490.

2. V B Patel, M A Robbins, and E J Topol - C-reactive protein: a 'golden marker' for
inflammation and coronary artery disease. Cleveland Clinic Journal of Medicine, Jun
2001; 68: 521 - 524,

3. Nader Rifai and Paul M. Ridker - High-Sensitivity C-Reactive Protein: A Novel and
Promising Marker of Coronary Heart Disease. Clin. Chem., Mar 2001; 47: 403 - 411.

Mo BonpocaM, kacatowmnmcs kadectsa Habopa «CPB-UDA»,

cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/sa 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIN)

3M1eKTpOHHas noyta: info@xema.ru; rqc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykosoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KoCcTpukuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF C-REACTIVE PROTEIN
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of C-reactive
protein in blood serum or plasma.

This kit is designed for measurement of C-reactive protein in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes
(on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

C-reactive protein (CRP) is a member of penthraxin family with the MW ca. 100 kDa.
In evolution of vertebrates, CRP was one of the first developed factors of inborn
humoral immunity. CRP efficiently binds both endogenous (phosphoethanolamine,
phosphorylcholine, histones, fibronectin, laminin) and exogenous (cell walls of Gram
positive bacteria) ligands. The binding of these ligands as well as the debris of apoptotic
and necrotic cells by CRP facilitates the phagocytosis. CRP is capable to activate classic
pathway of complement activation and phagocytic activity of macrophages. Dramatic
(up to 1000 fold) elevation of serum CRP level is highly sensitive but nonspecific marker
of inflammation induced by interleukin 6.

Recently, there was observed a correlation between moderately elevated serum CRP
(3-10 mg/l) and risk of ischemic heart disease. Elevated serum CRP is also observed
in smokers and post-menopausal women receiving substitution hormonal therapy.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to human
CRP-antibodies. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Unbound material is removed by washing procedure. Second
antibodies - murine monocnoclonal to human CRP, labelled with peroxidase enzyme,
are then added into the microwells. After subsequent washing procedure, the remaining
enzymatic activity bound to the microwell surface is detected and quantified by addition
of chromogen-substrate mixture, stop solution and photometry at 450 nm. Optical
density in the microwell is directly related to the quantity of the measured analyte
in the specimen.

Document: K2501 Instruction version: 101 Format version: 5072

10



XEMA

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5,0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from
XEMA Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 5-250 pl;

Dry thermostat for 37 °C £0.1 °C

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...4+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...+8 °C before testing. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within
the test procedure, a sufficient number of controls for validating the accuracy and
precision of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2, Plot a calibration curve on graph paper: OD versus C-reactive protein
concentration.

9.3. Determine the corresponding concentration of C-reactive protein in unknown
samples from the calibration curve. Manual or computerized data reduction is applicable
on this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Absorbance Units (450 nm) 7
CAL 1 0 mg/| 0.05 . - -
CAL 2 0.25 mg/! 0.11 e
CAL3 1 mg/I 0.32 y
CAL 4 2.5 mg/! 0.74 wl F
CALS 10 mg/I 1.97 Vo
CAL 6 25 mg/I 2.74 ’ ’ ® eteton ” ®

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
CRP. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from

HAMA positive patients should be treated with depleting adsorbents before assaying.

Sex, age

Units,

mg/l

Lower limit

Upper limit

Healthy donors

5.0
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.05 mg/I.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
C-reactive protein concentrations. Linearity percentages obtained ranged within
90 to 110%.

11.3. Recovery

Recovery was estimated by assaying 5 mixed samples with known C-reactive
protein concentrations. The recovery percentages ranged from 90 to 110%.
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