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K225I

«YTBEPXOEHA»
Mpukas Poc3apaBHaa3opa N2 2786-Mp/07 ot 18 ceHTabpsi 2007 r.
KPA 14353 ot 07.05.2007

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAEJIEHNA
AJIb®A-OETOMPOTENHA
B CbIBOPOTKE (MJIASME) KPOBU «A®MN-UDA >

PekoMeHz0OBaHa K yTBEPXAEHWNIO Hay4YyHO-3KCMNEPTHbLIM CoBEeTOM N0 MEeAULIMHCKUM U3AeNnUsaMm

1. HABHAYEHMUE

1.1. Habop peareHToB <«A®DM-NDA» npeaHasHadyeH AN KOJIMYECTBEHHOMO
onpeaeneHns KOHUeHTpauuu anbda-geTtonpoTeMHa B CbIBOPOTKe (Msla3Me) KpoBMU
MeTOAOM TBepAoda3HOro MMMYHOMEPMEHTHOIrO aHanunsa.

1.2. Anbda-detonpotenH (ADI) — rMMKONPOTEMH C MOJIEKY/ISSPHO Maccol OKOJ0
65 k/[la, cekpeTupywWmniica NI0AHON NeYEHbIO U XENTOYHbIM MelwKoM. ADI aBnseTcs
OCHOBHbIM 6efIKOM M/I0AHOM CbIBOPOTKW, Yy B3pOC/bIX codepxaHne A®IT B CbiBOPOTKE
KPOBW He3HauuTenbHo. OnpegeneHne A®I B CbIBOPOTKE KPOBW WCMONb3yeTcs
AN NepBUYHOM AMArHOCTUKW M MOHUTOPWUHIa renaTouessItoNISPHOrO paka MeyeHu,
3MOPUOHANBbHOKIETOUYHbIX OMyXO0sel AUYHUKOB M AMYeK, TepaToM M TepaToKapLuWHOM
nobon nokanuzaumn. OnpeneneHve ADIT B CbIBOPOTKE KPOBWU HGepeMeHHbIX XEeHLWH
WA B aMHMOTUYECKOW XUAKOCTM B nepuon c 15 ao 20 Hepenwu Ciy>XuT OAHUM U3
nabopaToOpHbIX METOAOB BbISIBJIEHUS TSXENOM BPOXAEHHOMW natofnornv nnoga -
cuHapoma [layHa u aedekToB HEpPBHOW TPYybOKM.

2. MPUHUMN PABOTbl HABOPA

Onpepenenve anbda-deTonpoTeMHa OCHOBAHO Ha MCMOJMIb30BaHUWN «CIHABUY»-
BapuaHTa TBepaodasHoOro MMMyHodepMeHTHOro aHanmsa. Ha BHyTpeHHen NoOBEPXHOCTU
IYHOK nfnaHweTa WUMMO6UIN30BaHbl MbIWMHbIE MOHOK/OHANbHble aHTuTena k AO[
yenoseka. B nyHkax nnaHweTta, npu gobasneHun nccnegyemoro obpasua, NnpoMcxoamt
cBsa3biBaHue ADI, copepxallerocs B uccrieayeMom obpasue, ¢ aHTUTeNamm Ha TBEpAOW
dasze. O6pa30BaBLUIMIACS KOMMMEKC BbISBASAIOT C MOMOLbIO KOHblOrata MbIWNHBIX
MOHOKJIOHaNbHbIX aHTUTeNn Kk A®I yenoBeka C nNepokcMaason xpeHa. B pesynbtaTe
obpa3yeTcs CBA3aHHbIN C N1ACTUKOM «CIHABUY», CoAepiKalunii nepokcnaasy. Bo spems
MHKybaumm C pactBopoM cybcTpata TeTpametunbeHsuamHa (TMB) npowucxoaut
OKpaluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NpPonopLMoHanbHa
KOHUeHTpauun anbda-detonpotemHa B uccnegyemoMm obpasue. KoHueHTpauwmio
anbda-deTonpoTenHa B uccnenyembix obpasuax onpeaensioT no kananmbposBovHOMY
rpaduKy 3aBMCUMMOCTU OMNTUYECKOW MIOTHOCTM OT coAepxaHusa anbda-deTonpoTenHa
B KannM6poBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunUHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTen kK A®M yenoseka C APYrMMKU aHanMTaMu npuseaeHa B Tabnuue:

Axanut TNepekpecTHas peakuus, %
CbIBOPOTOYHbINV anbbyMuH <0.1
Xr <0.1
MnaueHTapHbI NakToreH <0.1

3.2. BocnpousBoanMOCTb.

KoadduruneHT Bapnaumm pesynbTaTtoB onpeaeneHns cogepxanusa AOIN B ogHOM n
TOM >Xe obpa3sue cbiBOpOTKM (Mnasmbl) KPOBKU C ncnonb3oBaHnem Habopa «A®PM-NOA»
He npeBbiwaeT 8,0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauun A®I B obpa3uax CbiBOPOTKM (MaasMbl) KPOBWU Mpwu
pa3BefeHNM UX CbIBOPOTKOM (MasMoii) KpoBu, He coaepxallen AP, nMeeT IMHERHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-500 Ea/mn u coctaBnset £10,0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napameTp MpOBEPSIeTCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBME M3MEepeHHON KoHueHTpaumn ADIM npeanncaHHOM, MOMYYEHHOW nyTeMm
CMeLMBaHUA paBHbIX OHBBEMOB KOHTPOJIbHOM CbIBOPOTKM W KannbpoBOYHOW Mpobbl
15 Ea/mn. MpoueHT «oTKpbITUa» coctasnsier 90-110%.

3.5. YUyBCTBUTENbHOCTbD.

MuHuManbHaa AocToBepHo onpegensemas Habopom «A®M-NDOA» KoHUeHTpauus
AO®I B cbiBOpOoTKe (Nn1a3Me) KpoBM He npesbiwaeT 2 Ea/mn.

3.6. Xyk-ad¢ekT (hook-effect) BbICOKMX KOHUEHTpaUUn.

Mpu wncnonb3oBaHun Habopa <«ADM-UDA» xyk-addeKkT He obHapyxeH Ao
KoHUeHTpauun A®IM 12000 Ea/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5,0% pacTtsBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLLEHTPaUUAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxatmowmm gericteuem. MsberaTb
pa3bpbi3arMBaHns M NonagaHust Ha KOXy W cnamsuctole. Mpu nonagaHuM Ha KOXY
N CIIM3UCTbIE MOPAXXEHHbIW y4acToK ciefyeT NpoMbiTb 60MbLINM KOIMYECTBOM MPOTOYHOWN
BOAbI.

5.3. lNpu pabote ¢ Habopom cnepyet cobniogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTN, MNPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuMma U
JINYHOWN rurneHbl npu paboTte B nabopaTtopusix (oTaeneHusX, oTAesax) CaHUTapHO-
3NNAEMUNONONMYECKUX YUPEXAEHUI cucTeMbl MUHMUCTepcTBa 34paBooxpaHeHuns CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HaaeBaTb OAHOPA30Bble PE3VMHOBbLIE WU
NacTUKOBbIE NepyaTKK, Tak Kak 06pa3subl KPOBM YenloBeKa CriefyeT pacCMaTpmBaTh Kak
noTeHUManbHO MHMDULMPOBAHHbLIN MaTtepuar, CNoCObHbIV ANNTENbHOE BPEMSI COXPaHSATb
n nepepasatb BWY, Bupyc renatuta unm nwbon apyron Bo3byauTenb BUPYCHOM
MHdeKunn.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAWMMBbIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKAIbHOIO CKaHMPOBaHWS, MO3BOISOLWNIA N3MEPATb ONTUYECKYO
NIOTHOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AnvHe BoAHbl 450 HM;

- TepMocTaT, noaaepxusarowmi Temnepatypy +37 °C £2 °C;

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonswolme oTbupaTb 06bEMbI
B AnanasoHe 25-250 Mkn;

- UWIMHAP MepHbIN BMecTuMocTbio 500 Mn;

- BOJa AUCTUNIUPOBaHHas;

- nepyaTku pe3nHOBble UMY NNACTUKOBbIE;

- 6ymara dunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJINU3A

7.1. Nepen npoBeaeHMEM aHann3sa KOMMNoHeHTbl Habopa v nccneayembie o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM cCneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBneHune njaHwWwerTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIM4yecTBO
ctpynos. OcTaBWwMecs  HEWCNONb30BaHHbIMW  CTpUMbl, 4YTOBbI  NpeaoTBpaTUTb
BO34ENCTBME Ha HMX BNaru, TwaTenbHO 3aknenTb ByMmaron Ans 3aknemBaHus NaaHwWeTa
M XpaHuTb Npu Temnepatype +2...4+8 °C B TeueHune Bcero cpoka rogHoct Habopa.

7.3. MNMpurotoBneHne OTMbIBOYHOIO pacTBopa.

Coaepxumoe dhnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTteopa (22 Mn), nepeHectn
B MEPHbIN UnnuHap BMectumocTbto 500 mn, nobaButb 440 M ANCTUITMPOBAHHOM BOAbI U
TWwaTenbHO nepeMellaTs. B cnyyae apobHoro ncnonb3osaHuns Habopa cneayet otobpatb
HeobxoaMMoe KOIMYECTBO KOHLUEHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTu AUCTUAIN-
poBaHHOM BoAoM B 21 pa3 (1 MmN KOHLUEHTpaTa OTMbIBOYHOrO pacTteopa + 20 mn auctun-
JINPOBaHHOM BOAbI).
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8. YCNOBUSA XPAHEHNSA U SKCIJTYATALIUMN HABOPA

8.1. Habop peareHToB «ADM-UDA» fonXKeH XpaHUTbCS B YNakoBKe Mpeanpustus-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHne BCero cpoka rogHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npwu TemnepaType o +25 °C
He 6onee 5 cyTok. He ponyckaeTcs 3amopaxwuaHue uenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)kxuBaHue (-20 °C) kannbpoBOUYHbIX NpPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJIMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBeAeHue aHanusa B aybnukatax 41 uccnegyembix
o6pa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaron Ans 3aknevBaHWs NiaHLWweTa U XpaHUTb Npu TemnepaTtype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraT, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayer
XpaHuTb Npu Temnepatype +2...+8 °C B TeuyeHue BCero cpoka rOAHOCTU
Habopa;

- KanubpoBOYHble NPObbl U KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 Mecsues;

—  OCTaBLUMINCA HEUCMOJIb30BAaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHue BCero cpoka rogHOCTU
Habopa;

—  TMPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CleAyeT XPaHWUTb MpuU KOMHaTHOWM
Temnepatype (+18...+425°C) He 6onee 5 cyTok wunau npu TemnepaType
+2...4+8 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNONb30BaHMS peareHTa HeMea/leHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEW KPbILLKOM.

8.4. [Ins npoBefeHMs aHanu3a He creayeT WCMosb30BaTb FEMOSIM3MPOBAHHYHO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAnTCA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepatype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (MNs1a3Mbl) KPOBU He AoMycKaeTcs.

8.5. VckntovaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (MnasMmbl)
KpOBW NtoAewn, Nony4yaBlUMX B Lensax AMarHOCTUKU WK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlMHbIE aHTUTENa.

8.6. lMpn wucnonbloBaHun Habopa Ana npoBeAeHUS HECKONbKUX HEe3aBUCKMMbIX
Ccepuili aHanu3oB cneayeT UMEeTb B BUAY, YTO AJ1S KaXA0ro HE3aBUCMMOro onpeaesieHuns
HEeob6xoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs ornpeaeneHue KOHUeHTpauuu anbda-deTonpoTrenHa B KOHTPOJSIbHOM
CbIBOpOTKE.

8.7. [lns nony4yeHus HadeXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobntoaeHue
NHCTpYKUMK No npuMeHeHuto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mofb30BaTbCs HOpPMaMu, MpuUBEAEHHbIMW Huxe. Bmecte ¢ TeMm, B
COOTBETCTBUM C npaBuiamu GLP (Xopowen nabopaTOpHOW NpaKTUKK), Kaxaas
nabopatopus AO/HKHa cama onpefenuTb napaMeTpbl HOPMbl, XapakTepHble Ans
obcnegyemon nonynsaunn.

MpumeuaHune. 3HadyeHNa KOoHUeHTpaumi ADI B nccnegyembix obpasuax, Haxoasa-
LMEeCs HUXe rpaHuubl YyBCTBMTENbHOCTU Habopa (2 Ea/mn), a Takxe npesbllwatomne
3HayeHne BepxHen kanubposo4yHon npobel (500 Ea/mn) cnepayeT npuBOAWUTB
B crnepytowein dopme: B nccnepyemom obpasue X koHueHTpaumsa A®I Huxe 2 Ea/mn
mnnu Bbiwe 500 Ea/mn.

B Habope «ADM-NDA» 3HaUEHNA KOHLEHTpaunin KanmbpoBOYHbIX NPo6 BblipaXeHbl
B Ea/mn. ns nepecyeTa KOHLEHTPaUMMA B HI/MJ1, NOTyYEHHOE 3HaYeHne KOHLEeHTpaLmm
B Ea/mMn cnepayeT yMHOXWUTb Ha 1.25.

1 Ea/mn = 1.25 Hr/mn

Uccnepyemas Egunnupl, Eg/mn EauHuupl gon., Hr/mn
rpynna Hwxnuii npepen | Bepxuuii npegen | HuxHuii npepen | Bepxuuii npeaen
3A0poBble _ ~
[OHOPbI 10.0 12.5

MepaunaHbl n CKO (pekoMeHayeMbln Anana3oH HopM 0.5-2.0 MOM)

bepemeHHble, Hepena Megamana, En/mn KO
14 21.7 0.43
15 28.3 0.47
16 30.0 0.51
17 36.3 0.49
18 43.8 0.52
19 53.3 0.50
20 60.0 0.55
21 63.3 0.57
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Mo BonpocaM, kacatowmnmcs kadectsa Habopa «ADM-UDA>»,

cneayet obpawartbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3/1eKTPOHHAas noyTa: info@xema.ru; rqc@xema.ru
MHTEpPHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTtenb cnyx6bl knueHTckoro cepsuca OO0 «XEMA»,
K. 6. H. [. C. KOCTpUKU1H
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF ALPHA-FETOPROTEIN
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of alpha-
fetoprotein in blood serum or plasma.

This kit is designed for measurement of alpha-fetoprotein 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 42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Alpha-fetoprotein (AFP) is a glycoprotein with a MW ca. 65 kDa which is secreted by
fetal liver and yolk sac. AFP represents the main protein of fetal serum while being found
in trace quantities in adults. Serum AFP quantitative determination is used in primary
diagnostics and monitoring of hepatocellular liver cancer, trophoblastic tumours
of testicles and ovary as well as theratomas and theratocarcinomas. Quantitative
determination of AFP in serum of pregnant women or in amniotic fluid during week
15-20 of gestation is widely used for laboratory screening of Down syndrome and
defects of spinal cord.

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
AFP-antibodies. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Second antibodies - murine monoclonal to human AFP, labelled
with peroxidase enzyme, are then added into the microwells. After 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.
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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 pl;

Dry thermostat for 37 °C £2 °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...+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...+48 °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.

7.4. Alternative units:

1 IU/ml = 1.25 ng/ml
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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:
concentration.

9.3. Determine the corresponding concentration of alpha-fetoprotein 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!

OD versus alpha-fetoprotein

Calibrators Value Ab’°2‘}j%“;:1‘)’“'t5 Production control 1
CAL 1 0 1u/ml 0.076 P
CAL 2 5 1U/ml 0.14 — -
CAL 3 15 1U/ml 0.24 o
CAL 4 50 IU/ml 0.49 //
CAL 5 150 IU/ml 1.41 = //
CAL 6 500 IU/ml 2.24

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
AFP. 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, 1U/ml Units alternative, ng/ml
a9 Lower limit | Upperlimit | Lowerlimit | Upper limit
Healthy donors - 10.0 - 12.5
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Pregnancy, week Median, IU/ml SKO
14 21.7 0.43
15 28.3 0.47
16 30.0 0.51
17 36.3 0.49
18 43.8 0.52
19 53.3 0.50
20 60.0 0.55
21 63.3 0.57

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Albumin <0.1
hCG <0.1
Lactogen <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 2 IU/ml.

11.3. Linearity

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

11.4. Recovery

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

11.5. Hook-effect

No hook-effect has been noticed with samples up to 12000 IU/ml.
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