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K133I

MHCTPYKLUHMA MO NPUMEHEHUNUIO HABOPA PEATEHTOB
and AMMYHO®EPMEHTHOIO ONMPEAENNEHNA AYTOAHTUTEN
K MUEJIOMNEPOKCUAA3E B CbiIBOPOTKE (MJIASBME) KPOBM
«AT-MNO-NDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«AT-MMNO-UOA» npepgHasHayeH ANA KOJNYECTBEHHOrO
onpeaeneHnst KOHUEHTpaunun ayToaHTUTEN K MMenonepokcuaase B CbiIBOpoTKe (nia3me)
KpPOBW MeToAOM TBepAodasHOro MMMyHO(EPMEHTHOro aHanun3a.

1.2. AHTuTena k Mmuenonepokcupase (AT-MMO) BxoasaT B rpynny ayToaHTuTen,
pearvpyowmx C KOMNOHEHTaMW LMTONAa3Mbl HEUTPOUbHbIX rpaHynoumntoB (ANCA -
Anti-Neutrophilic-Cytoplasm Antibodies). Knaccnueckum mMetogom obHapyxeHns ANCA
SABNAETCSA METOA HEMPSIMOM MMMMYHOMyOopecLEeHLNN, MO3BONSIOLLMIA BbISIBNATL ABa TMNa
cBeyeHusa — umtonnasmatuyeckuii (c-ANCA) n nepuHykneapHbin (p-ANCA). OCHOBHbIM
aHTureHom ans c-ANCA aBnsieTcss npoTenHasa 3 (CcepuHoBasi NpoTenmHasa NepBUYHbIX
rpaHyn), a ana p-ANCA - mnenonepokcugasa (MMO). CxoaHbin ¢ p-ANCA Tvn cBeveHns
HepeaKo [aloT M ayToaHTMTeNna K APYrMM aHTUreHaMm — Hanpumep, NnakTtopeppuHy,
anacrtase, katencmHy G u nusoummy. Kpome Toro, aHanornuHbii p-ANCA Tun cBeyeHus
MOryT AaBaTb M CneunduyHbie K rpaHynouuTam aHTu-aaepHble aHtutena (GS-ANA). Bece
3TO Ype3BblYaHO 3aTPyAHSIET UHTEPNpeTaumo pe3ynbTaToB UMMYHOMII0OPECLEHTHbIX
MeToAO0B. M03TOMY BCAKWI MOSOXMUTENbHbIN pe3ynbTaT Mo MMMyHOMAOOpecUeHUnn —
1 B 4yacTtHocTu, no p-ANCA - Heob6xoammo noaTeepxaate MeToaoM MDA c ncrnonb3oBaHneM
OYMLLEHHOrO aHTUreHa. AMIMO cuMTalTCs CepPONornMYecknM MapkepoM 303MHOUbHbIX
BackynutoB (cuHgpomoB Yapra-Crpaycca, Jleddnepa, aopto-apTepumuta Takascy,
y3e/1IKOBOro nepmaprtepunta); n obHapyxusatotcay 70% 601bHbIX C MUKPOCKOMMUYECKUM
nonvaHrumToMm (Hapsiagy c aHtutenamm k PR3, wnu c-ANCA). KpaiiHe peako
BbisBAstoTca AT-MIMO npu rpaHynemaTto3se BereHepa, v nNpakTU4YeCKM HUKOrga — npu
HeknaccmpuumpyeMblX BacKymTax.
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2. MPUHUMN PABOTblI HABOPA

OnpefeneHne ayToaHTUTEN K MWENIONepoKcuaa3e OCHOBAHO Ha WMCMOb30BaHWUM
«C3HABUY»-BapuaHTa TBepaodasHOro MMMyHO(EpPMEHTHOro aHanmsa. Ha BHYTpeHHeWn
NOBEPXHOCTM SIYHOK MiaHLWweTa MMMobunmnsosaH aHTureH — MPO. AHTuTena us obpasua
CBSI3bIBAlOTCS C @HTUIEeHOM Ha MOBEPXHOCTM NyHKkW. O6paszoBaBLUMACS KOMMJEKC
BbISIBISIOT C MOMOLUbI KOHbIOraTa MbIWWHBIX MOHOK/IOHaNbHbIX aHTuTen Kk IgG
yenoBeka C NepokcMaa3son xpeHa. B pesynbrate obpasyeTcs CBA3a@HHbIN C MNIaCTUKOM
«COHABMY», cofepxaliunii nepokcmaasy. Bo Bpema uHky6aumm ¢ pactBopoM cybcTpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHME pacTBOPOB B JIyHKaXx.
WHTEHCMBHOCTb OKpacky MpsiMO MPOMOpUMOHanibHa KOHUEHTpauuu cneumdunyeckmnx
ayToaHTUTeN K Muenonepokcuaase. KoHUEHTpauuio ayToaHTUTEN K MMenonepokcnaase
B uccnenyemblx obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
ONTUYECKON MNAOTHOCTM OT COAEpXaHWs ayToaHTUTen K Muesnionepokcuaase
B KannbpoBOYHbIX Npobax

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHN

3.1. CneunPMrYHOCTbD.

Mcnonb3oBaHne BbLICOKOOYMLLEHHOIO Mpenapata Mo3BOMSET AOCTMYb BbICOKOM
cneunduyHOCTM aHanusa.

3.2. Bocnpon3BoAMMOCTbD.

KoadhdurumeHT Bapuaumm pesynbTaToB onpeneneHus copepxanus AT-MIMO
B OAHOM M TOM e obpa3sue CbIBOPOTKM (Mnasmbl) KPOBM C ucrnosnb3oBaHneMm Habopa
«AT-MMNO-NDA» He npesblwaeT 8,0%.

3.3. JINHeNHOCTb.

3aBMCMMOCTb KOHUeHTpauun AT-MIMO B obpasuax CbIBOPOTKM (Maas3Mbl) KPOBM
npu pa3sBefeHun MX CbIBOPOTKOM (MaasMoin) Kposu, He cofepxalwen AT-MIMO, nmeer
NIMHENHbIA XapaKTep B AMana3oHe KOHUeHTpauui 6.25-100 Eag/mn wm coctaBnsieT
+10,0%.

3.4. TOYHOCTD.

[aHHbI  aHanUTUYeCcKMin napaMmeTp MNpoBEpPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME U3MEPEHHOM KOHUeHTpauum AT-MMO npeanucaHHon, NoMyyYeHHou nyTem
CMelnBaHnA paBHbIX OH6bEMOB KOHTPOJSIbHOW CbIBOPOTKM W KanmvbpoBOYHOM Mpobbl
12.5 Ea/mn. MpoueHT «oTKpbITUa» coctasnseT 90-110%.

3.5. YyBCTBUTEJIbHOCTD.

MuHuManbHasa 4oCcToBepHO onpeaensemas Habopom «AT-MMNO-NDA» KOHLEeHTpauns
AT-MMNO B cbiBOpOTKE (Mna3Me) KpoBM He npesblwaeTt 3 Ea/mn.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MoTeHUManbHbIi pUck NpumMmeHeHnst Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a ucknioyeHnem cron-peareHta (5,0% pacrtsop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPAUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHUs 1 NoNagaHns Ha KoXy 1 cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3UCTble
NOPaxeHHbIW y4acToK criefyeT NpoMbiTb 60MbLINM KONMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPOMCTBA, TEXHUKU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuMma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) CaHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUI cMCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote ¢ Habopom cneagyer HageBaTb OA4HOPA30Bble PE3UHOBbIE WU
NnacTMKOBble NepyaTkn, Tak kak 0bpasLbl KPOBW YesioBeka criefyeT pacCMaTpuBaTb Kak
noTeHumanbHO MHDULMPOBAHHbBIAN MaTtepuar, CnoCObHbIV ANUTENbHOE BPEMS COXPaHATb
n nepepasatb BWY, Bupyc renatuta unm nwobor apyron Bo36yauTenb BUPYCHOWM
MHbekunu.

6. OBOPYAQOBAHUE N MATEPUAIJbI,
HEOBXOAWMMBbIE NMPU PABOTE C HABOPOM
- ¢oToMeTp BEpTMKaNbHOIr0 CKaHMPOBAHMS, MO3BONSAIOLNIA N3MEPATb ONTUYECKYIO
NIOTHOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AsvHe BoAHbl 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3onswolme oTbupaTb 06bEMbI
B Anana3soHe 25-250 Mkn;
- UWIMHAP MepHbI BMecTuMocTbio 500 Mmn;
- BOAa AUCTWUANIMPOBaHHas;
- nep4yaTKu pe3nHOBble UMY NNACTUKOBbIE;
- 6ymara dunbTpoBanbHas.

7. NOANOTOBKA PEArEHTOB A/11 AHAJIU3A

7.1. lMNepen npoBeaeHWeM aHanm3sa KOMNoHeHTbl Habopa un nccneayemble 06pasupl
CbIBOPOTKM (MN1asMbl) KpOBW cnedyeT BblAepXaTb MpW KOMHATHOW TeMmnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpurotossieHne NJjaHLWwerTa.

BCKpbITb MakeT € MAaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMOe KOM4YecTBO
ctpynoB. OcTaBWwMecs  HEWCNONb30BaHHbIMW  CTpUMbl, 4YTOBbl  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX Bfaru, TwaTenbHO 3aknenTb 6yMaron Ans 3akiemMBaHns naaHLweTa
M XpaHUTb Npun TemnepaTtype +2...+8 °C B TeueHuMe BCEro cpoka rogHoctn Habopa.

7.3. MpurotoBsieHMEe OTMbIBOYHOIO pacTtBopa.

B cnyyae papobHoro wucnonb3oBaHus Habopa cnepyetr otobpaTb Heobxoaumoe
KONMYEeCTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBoOpa W pas3BecT AUCTUAIMPOBAHHOWM
BoAoM B 21 pa3 (1 Ma KOHUEHTpaTa OTMbIBOYHOrO pacteopa + 20 MN ANCTUANMPOBAHHOWM
BOAbI).
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8. YCNOoBUA XPAHEHUA U SKCIMJTYATALUUUN HABOPA

8.1. Habop peareHtoB «AT-MMNO-NOA» foKEH XPaHUTLCS B YNaKOBKE NpeAnpusATUs-
N3roToBuTENS NpuU Temnepatype +2...+8 °C B TeyeHne BCEro cpoka rofHoCT, yKaszaHHoOro
Ha ynakoske Habopa.

[onyckaeTtca xpaHeHue (TpaHcnopTupoBka) Habopa npwu Temnepatype ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B aybnukatax 41 uccnegyembix
obpasuoB, 6 kKanMbpoBOouHbIX Npo6 M 1 Npobbl KOHTPOSILHOM CbIBOPOTKM (BCEro
96 onpeneneHuit).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI crieayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBlUMECH HEeUCMNOsb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHuTb Npu TemnepaTtype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

-  WNOA-bydep, kKoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (h1akoHOB
cnepyeT XpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHue BCero cpoka roiHoCTu
Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cneayeT xpaHuTb Npun TemnepaTtype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMNCA HENCMOJIb30BaHHbIM KOHLIEHTPAaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb npu TemnepaTtype +2..+8 °C B TeuyeHWe BCero cpoka rogHOCTU
Habopa;

-  MPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrefyeT XPaHWUTb MNpU KOMHaTHOWM
Temnepatype (+18..+25°C) He 6onee 5 cyTok wnuM npu TemnepaType
+2...48 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/IeHHO 3aKpbiBalTe KPbILKY

dnakoHa. 3akpblBanTe Kaxablh hakoH CBOEW KPbILLKOM.

8.4. 1ns npoBeAeHWa aHanuM3a He cneayeT WCMNOo/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Maa3My) KpoBM, CoAepKaLLyo
asuna HaTpus. Ecnn aHann3 nponsBoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepnyet xpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMOpaXXuBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKU (NS1a3Mbl) KPOBU He [OMyCKaeTcs.

8.5. VckntoyaeTtca ncnonb3oBaHMe AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KPOBW NtoAen, NonyyasBlMX B LensxX AUarHOCTUKM MAW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlWHbIE @aHTUTENA.

8.6. Mpn uncnonb3oBaHuKM Habopa ANS NpoBeAEHUS HECKOSbKMX He3aBUCUMbIX
Cepui aHanu30B cneayeT UMeTb B BMUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHus
HeobxoAMMO MOCTpOEHMEe HOBOro KanmbpoBO4YHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCca ornpeefieHne KOHLEHTpauun ayToaHTUTen K Muenonepokcuaase
B KOHTPOJIbHOW CbIBOPOTKE.

8.7. Ins nonyyeHus HadexXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobnwoaeHne
MHCTpyKUunmM no npumeHeHuto Habopa.
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10. O)XXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ynbTaTax uccnenoBaHUi, npoBedeHHbIX 000 «XEMA»,
pekoMeHAyeM TMoNb30BaTbCs HOpPMaMu, TMpPUBEAEHHbIMKM HUXe. Bmecte ¢ Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MpakTUKKW), Kaxaas
nabopatopusi Ao/kKHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynauuu.

MpuMmeuaHue. 3HayeHUs KoHuUeHTpaumin AT-MIMNO B wuccneayemblx obpasuax,
HaxoslWmMecss HWXe rpaHuubl 4yBcTBUTeNnbHocTM Habopa (3 Ea/mn), a Takxke
rnpeBbilaoWne 3HavyeHue BepxHen kanubposouHown npobel (100 Ea/mn) cnepyet
npMBOAUTL B cneayolen gopme: B nccneayemom obpasue X KoHueHTpauus AT-MIMO
Huxe 3 Ea/mn unu Bbiwe 100 Ea/mn.

EauHuubl, Eq/mn
HwxHui npegen | BepxHui npegen
340poBble OHOPbI - 10.0

Uccnepayemasn rpynna

11. JINTEPATYPA
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2. Gross, W.L. et al. Antineutrophil Cytoplasmic Autoantibody-Associated Diseases:
A Rheumatologist’ s Perspective. American Journal of Kidney Diseases 1991, Vol. XVIII, No. 2: 175-
179.

3. Wieslander, J. How are Antineutrophil Cytoplasmic Autoantibodies Detected? American Journal
of Kidney Diseases 1991, Vol. XVIII, No. 2: 154-158.

4. Lesavre, P. Antineutrophil cytoplasmic antibodies antigen specificity. American Journal of Kidney
Diseases 1991, Vol. XVIII, No. 2: 159-163.

5. Hagen, E.C. et al. Antineutrophil cytoplasmic autoantibodies: a review of the antigens involved,
the assays, and the clinical and possible pathogenic consequences. Blood 1993, Vol.81: 1996-2000.
6. Gross, W.L. et al. Immunodiagnostische and immunopathogenetische Bedeutung von Anti-
Neutrophilen-Cytoplasma- Antik?rpern. Deutsche Medizinische Wochenschrift 1993, Vol. 118: 191-199.

Mo BonpocaM, kacatowmnmcs kadectsa Habopa «AT-MMNO-UDA>»,
cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, Mocksa, a/a 58,

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

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

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF AUTOANTIBODIES TO MYELOPEROXIDASE
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of autoantibodies to myeloperoxidase in blood serum or plasma.

This kit is designed for measurement of autoantibodies to myeloperoxidase
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

Antibodies to myeloperoxidase (aMPO) are one of the two main members of anti-
neutrophilic-cytoplasm antibodies (ANCA). ANCA are directed towards cytoplasmic
components of neutrophilic granulocytes and monocytes. The classical method
for determination of ANCA is immunofluorescense. Indirect immunofluorescense (IF)
reveal two main patterns: perinuclear (p-ANCA) type and cytoplasmatic (c-ANCA) type.
The main antigen for p-ANCA is myeloperoxidase (MPO) while for c-ANCA the main
antigen is proteinase 3 (PR3).

A similar fluorescent p-ANCA pattern may accompany the presence
of autoantibodies to other antigens -e.g., elastase, catepsin G, lactoferrin and lysozyme.
Besides, indistinguishable from p-ANCA pattern may be caused by different granulocyte
specific antinuclear antibodies (GS-ANA) with atypical pattern. Therefore, an exact
interpretation of IF patterns is difficult, and every positive p-ANCA pattern should be
confirmed by EIA methods using purified antigens.

aMPO are mostly found in patients with eosinophilic vasculitides, including Takayasu
syndrom, Churg-Strauss syndrom and periarteriitis nodosa (PAN). Combined positivity
with anti-PR3 is observed in ca.70% of the patients with microscopic polyangiitis.
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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 the antigen. Antibodies from
the specimen bind coated antigen on the microwell surface. Unbound material is
removed by washing procedure. Second antibodies directed towards species specific Ig,
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.

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 25-250 ul;
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...425 °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 reg-
ulations. 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
to myeloperoxidase concentration.
9.3. Determine the corresponding concentration of autoantibodies to myeloperoxidase
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!

graph paper: OD versus autoantibodies

Calibrators Value Ua‘::‘z;‘;aon:;) o
CAL 1 0 U/ml 0.10 :
CAL 2 6.25 U/ml 0.17 0
CAL 3 12.5 U/ml 0.25 § 7
CAL 4 25 U/ml 0.45 o |- o
CALS 50 U/ml 1.08 e ‘
CAL 6 100 U/ml 2.16 * o o

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
aMPO. Based on data obtained by XEMA, the following normal range is recommended
(see below).

Units, U/ml
Lower limit Upper limit

Sex, age

Healthy donors

10.0
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 3 IU/ml.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
autoantibodies to myeloperoxidase concentrations. Linearity percentages obtained
ranged within 90 to 110%.

11.3. Recovery

Recovery was estimated by assaying 5 mixed samples with known autoantibodies
to myeloperoxidase concentrations. The recovery percentages ranged from 90 to 110%.
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