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«YTBEPXJEHA»
Mpuka3 Poc3apaBHaasopa N2 2982-Mp/10 ot 8 anpensa 2010 r.
KPA N° 13075 ot 04.03.2010 r.

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ansa NMMYHO®EPMEHTHOIO ONMPEAEJNIEHUA CA72-4
B CbIBOPOTKE (NMJIA3BME) KPOBU «CA72-4-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «CA72-4-UDA» npenHasHayeH AN KOJMYECTBEHHOIO
onpepeneHvs KoHueHTpaumm CA72-4 B cCbiBOpoTKe (nna3mMe) KpoOBM MeToAOM
TBEpAO(a3HOro MMMyHO(EPMEHTHOIO aHanumsa.

1.2. CA72-4, vnu yrneBOAHbIA aHTUIFEH 72-4 C BbICOKOWM MOJIEKY/ISPHOW Maccon
(m.mM. 230 - 1000 k[da), npeactaensetr cobon aHTUreH (3MMTON), acCOLMMPOBAHHbLIN
C paKkoM Xenyaka, KapuuMHOMOW SIMYHUMKOB W HEKOTOPbIMW APYTMMW OMyXONSAMMU.
KonuuyectBeHHoe onpeaeneHne CA72-4 B CbIBOPOTKE WMAM MaasMe KpoBU, 0COBEHHO
OAHOBPEMEHHO O oOnpejeneHneM YrneBoAHOro aHTureHa cuanun-Jletonca CA19-9
(XEMA kaT. N2 K223) ucnonb3ayetcss B LESX KOHTPOAA TeyeHus M Tepanuu paka
xenyaka, a Takxke Bmecte ¢ CA125 (XEMA kaT. N2 K222) - B uensax MOHUTOpUHIa paka
anyHukoB. CA72-4 B HOpME MpPaKTUUYECKN He IKCMpPeCcCupyeTcs 340POBbIMU TKaHSAMU
y B3pOC/bIX. YBeSMYEHHasi KOHLEHTpauus yrieBoAHOro aHTureHa 72-4 oTmedaeTcs
B BbICOKOM MpPOLIEHTE C/ly4YaeB paka XenyAoYHO-KULWEYHOro TpakTa, ASMYHUKOB U NErknx.
Kpome Toro, nosbiweHne ypoBHa CA72-4 obHapyxuBaetcd y HebOnbwoOro uyucna
nauMeHTOB C pa3Hoobpa3HbiMM Ao0O6poKavyecTBEHHbIMK 3aboneBaHnaMU. B cBA3M C 3TUM,
AaHHble no cogepxaHuto CA72-4 Bcerga cnepyer MHTeprnpeTupoBaTb B KOMMJekce
C pe3ynbTaTamu APYrnx MeToA0B UCCEef0BaHUS N KIIMHUYECKUMWU AaHHbBIMU.
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2. IPUHUUN PABOTbl HABOPA

OnpegeneHne CA72-4 OCHOBaAHO Ha MWCMNOSb30BaHUU  «CIHABUY»-BapuaHTa
TBEpAOdasHoOro MMMyHodepMeHTHOro aHanmsa. Ha BHYTpPeHHen MOBEPXHOCTU JTIYHOK
niaaHweTa UMMOBUIN30BaHbl MblLUMHbIE MOHOKJTIOHaNbHbIE aHTUTeNna k CA72-4 yenoBseka.
B nyHkax nnaHweTta, npu gobaBneHnn nccnegyemoro obpasua, NpoMcxoanT cB3biBaHUe
CA72-4, copepxauwerocs B uccrieayemoMm obpasue, C aHTUTenamum Ha TBepaok
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMHbIX
MOHOKJI0HasNbHbIX aHTUTen k CA72-4 yenoBeka C Nepokcuaasol XpeHa. B pesynbtaTte
obpasyeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepXallmi nepokcnaasy. Bo Bpems
MHKybaumMm C pactBopoM cybcTpata TeTpametunbensugmHa (TMB) npoucxoaunT
OKpaluMBaHne pacTBOpPOB B IyHKax. MHTEHCMBHOCTb OKpacKku NpsiMO NponopLMoHanbHa
KoHUeHTpaunn CA72-4 B uccnepyemom obpasue. KoHueHTpaumio CA72-4 B uccnenyembix
obpa3uax onpeaensitoT nNo KanaMbpoBOYHOMY rpaduKy 3aBUCUMOCTU OMTUYECKOM
NAOTHOCTM OT coaepxaHust CA72-4 B KannMbpoBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundnNYHOCTD.

Mcnonb3oBaHWE MbIWNHBIX MOHOK/IOHANbHbIX aHTuTen K CA72-4 no3BoNseT 40CTUYb
BbICOKOW CneunduyHoCTN aHanmsa.

3.2. Bocnpou3BoaUMOCTD.

KoadduuneHT Bapuaumm pesynbTaTtoB onpeaeneHns copepxaHua CA72-4
B OAHOM W TOM e obpasue cbiIBOPOTKM (Mna3Mbl) KPOBWM C MCMofb3oBaHMeM Habopa
«CA72-4-NDA» He npeBbiwaeT 8,0%.

3.3. JINHEeMAHOCTb.

3aBUCUMOCTb KOHUeHTpauun CA72-4 B obpasuax CbiIBOPOTKM (Mna3Mbl) KpOBM
npv pasBefeHWn UX CbIBOPOTKOW (Mnasmon) KpoBu, He coaepxalen CA72-4, nmeer
JINHENHBIW XapakTep B Anana3oHe KoHueHTpauui 5-200 Ea/mn u coctasnset £10,0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napameTp MpPOBEPSETCA TECTOM Ha <«OTKpbITME» -
COOTBETCTBME U3MEepPeHHON KoHLUeHTpaumn CA72-4 npeAnncaHHOW, NOJyYEHHOW nyTeM
CMeLlLUMBaHUS paBHbIX 06BHEMOB KOHTPOJSIbBHOW CbIBOPOTKM M KannMbpoBOYHOM MpobbI
15 Ea/mn. MpoueHT «oTKpbITUa» coctasnseTr 90-110%.

3.5. YyBCTBUTENBHOCTD.

MuHMManbHas AocToBepHo onpeaensieMas Habopom «CA72-4-UDA» KOHLEHTpaLUS
CA72-4 B cbiBOpOTKe (N1asMe) KpoBu He npesbiwaeTt 2 Ea/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMeHeHns Habopa — knacc 2a (FOCT 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 25-250 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
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHune BCero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHMEe OTMbIBOYHOIO pacTtBopa.

B cnyuvae ppobHoro wucnonb3oBaHua Habopa cneayetr otobpaTb Heobxoammoe
KOJINYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTtBopa W pas3BecTn AUCTUAIMPOBAHHOW
Boaor B 21 pa3 (1 Mn KOHUEHTpaTa OTMbIBOYHOrO pactBopa + 20 M AUCTUAIMPOBAHHOM
BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CA72-4-UDA» [LOMKEH XPaHUTLCS B YNaKOBKe MpeanpusiTms-
M3roToBuTENS Npu Temnepartype +2...+8 °C B TeyeHune BCcero cpoka roaHOCTU, 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 npoBeaeHMe aHanusa B aybnukatax 42 uccnenyembix
obpasuoB, 5 kKannbpoBOYHbIX MpPo6 M 1 Npobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpepeneHui).

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

- OCTaBLUMECH HEWUCNOsIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKlenTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHUTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHbIOraT, CybCcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnenyeT XpaHuTb Npu Temnepartype +2...+8 °C B Te4eHne BCero cpoka roaHoCTum
Habopa;

- KanubpoBOYHble NPObbl N KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMIACA HEMCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cneayert
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeuyeHwe BCEro Cpoka rOAHOCTU
Habopa;

- MNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp clefyeT XpaHWTb MpU KOMHATHOWN
Temnepatype (+18-25 °C) He 6onee 5 cyTok unm 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,
pekoMmeHayeTcs onpeaeneHve KoHueHTpaunum CA72-4 B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [Ins nony4yeHus HadexXHbIX pe3ysbTaToB HeobXxoamMMmo cTporoe cobniogeHve
NHCTpYKUMK No npuMeHeHuto Habopa.
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10. OOKMWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHOBbIBasICb Ha pe3ynbTatax nccnenoBaHum, NnpoBeAeHHbIX
000 «XEMA», pekoMeHAyeM M0f1b30BaTbCA HOpMaMu, NpUBEAEHHbIMU HUXe. BmecTe
C TeM, B COOTBETCTBMM C npasunamm GLP (Xopower nabopaTopHOli NpakTUKK), Kaxaas
nabopatopus [o/mKHa cama onpeaennTb MnapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsunn.

MpuMeuaHue. 3HadeHuss KoHueHTpauuin CA72-4 B wuccnepayembix obpasuax,
HaxoAsWMecss HUXKe TrpaHuubl 4yBCcTBUTENbHOCTM Habopa (2 Ea/mn), a Takxke
npesblllalOWne 3HavyeHne BepxHen KanubposouyHor npobbl (200 Ea/mn) cnepyet
npuBoAUTb B creaytowen dopme: B nccneayemom obpasue X koHueHTpaums CA72-4
Huxe 2 Ea/mn vnn Boiwe 200 Ea/mn.

WUccnepyemasn EavHunubl, Ea/mMn
rpynna HwxHuiA npegen | BepxHuit npeaen
340pOBble AOHOPbI - 6.0

11. INTEPATYPA

1. DJ Byrne, MC Browning, and A Cuschieri - CA72-4: a new tumour marker for gastric
cancer. Br J Surg, Sep 1990; 77(9): 1010-3.

2. Ian J. Jacobs and Usha Menon - Progress and Challenges in Screening for Early
Detection of Ovarian Cancer. Mol. Cell. Proteomics, Apr 2004; 3: 355 - 366.

3. R Hamazoe, M Maeta, T Matsui, S Shibata, S Shiota, and N Kaibara - CA72-4
compared with carcinoembryonic antigen as a tumour marker for gastric cancer. Eur J
Cancer, Jan 1992; 28A(8-9): 1351-4.

Mo BonpocaM, kacawwmmcs kadectsa Habopa «CA72-4-UDA>»,
cnepyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3M1EeKTPOHHas noyta: info@xema.ru; rgc@xema.ru
MHTEPHET: www.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KocTpuknH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA72-4
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA72-4
in blood serum or plasma.

This kit is designed for measurement of CA72-4 in blood serum or plasma. The kit
contains reagents sufficient for 96 determinations and allows to analyze 42 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

CA 72-4, or a carbohydrate antigen 72-4, is a high MW (230-1000 kD) antigen
(epitope) associated to gastric and ovarian cancer as well as some other malignancies
and not expressed in noticeable quantities in tissues of healthy adult individuals.
Quantitative determination of CA 72-4 in serum or plasma is helpful (particularly, in
combination with CA 19-9 - see Xema, Cat.# K223) for monitoring of gastric cancer
and its therapy, while combined determination of CA 72-4 and CA 125 (see Xema,
Cat.# K222) is used for monitoring of ovarian cancer.

Elevated levels of CA 72-4 are often seen in adenocarcinomas of the gastro-intestinal
tract, ovaries (mucinous type) and lungs. Besides, raised CA 72-4 is sometimes also
seen in patients with benign pathology (chronic inflammation, cysts, fibrosis). That is
why, results of CA 72-4 determination should always be interpreted in conjunction with
other laboratory and clinical data.

NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy may develop high titered anti-mouse antibodies
(HAMA). The presence of these antibodies gives false results in the present assay.
Sera from HAMA positive patients should be treated by depleting adsorbents before
assaying.

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 antibodies
to human CA72-4. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Unbound material is removed by washing procedure. Second
antibodies — murine monoclonal Ab to human CA72-4, labelled with peroxidase, 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 concentration 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;
Microtiter plate shaker. Shaking should be medium to vigorous. Longitudinal
shaking approximately 200 strokes/min, oscillations 600-800/min

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 to 8 °C upon receipt until the expiration date. A short-term
storage at higher temperatures (nmt 25 °C for nmt 5 days) is allowed (e.g., during
transportation).

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 should be tested during the day of sampling. If test run is scheduled
for another day, 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 to +25 °C) before use.

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

It is recommended to use external control samples (not included) according to state
and federal regulations. The use of external 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 CA72-4 concentration.

9.3. Determine the corresponding concentration of CA72-4 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. is presented a typical example of a standard curve with the XEMA Co. Not for
calculations!

Calibrators Value u.fi't’:?il?s%"ﬁ%) . 4
CAL 1 0 u/ml 0.08 f
CAL 2 5 U/ml 0.17 f
CAL 3 15 U/ml 0.32 . >
CAL 4 50 U/ml 0.67 N
CAL 5 200 U/ml 2.13 ’ “ Cin
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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
therapeutical measures. Each laboratory should establish its own normal range for
CA72-4. 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.

NOTE2: if analyte concentration in a specimen is lower than the analytical sensitivity
(2 U/ml) or higher than the highest calibrator (200 U/ml), it is recommended to express
the results in the following manner: “CA 72-4 concentration is lower than 2 U/ml”
or “CA 72-4 concentration is higher than 200 U/ml".

Units, U/ml
Lower limit Upper limit
Healthy individuals - 6

Patient group

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 2.0 U/ml.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
CA72-4 concentrations. Linearity percentages obtained within the range of 5-200 U/ml
fell within 90-110%.

11.3. Recovery

Recovery was estimated by assaying a mixed sample (Contol + calibrator 3,
1:1) with known CA72-4 concentration. The recovery percentages ranged from 90%
to 110%.
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