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K2441

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

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA CA72-4
B CbIBOPOTKE (NMJIA3BME) KPOBU «CA72-4-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «CA72-4-UDA» npenHasHayeH AN KOJIMYECTBEHHOIO
onpepeneHvs KoHueHTpaumm CA72-4 B cCbiBOpOoTKe (Mnsia3mMe) KpoOBM MeToAOM
TBEpAO(a3HOro MMMyHO(EPMEHTHOIO aHanumsa.

1.2. CA72-4, vnu yrneBOAHbIA aHTUIeH 72-4 C BbICOKOWM MOJIEKY/ISPHOM Maccon
(m.mM. 230 - 1000 k[da), npeactasnsetr cobon aHTUreH (3MMTON), acCOLMMPOBAHHbLIN
C paKkoM >xefnyAka, KapuuMHOMOM SMYHUKOB W HEKOTOPbIMWU APYTMMU OMyXOSSMM.
KonuuyectBeHHoe onpeaeneHne CA72-4 B CbIBOPOTKE MM MaasMe KpoBU, 0COBEHHO
OAHOBPEMEHHO O oOnpeAeneHneM YrneBoAHOro aHTureHa cuanun-Jletonca CA19-9
(XEMA kaT. N2 K223) ucnonb3ayetcss B LeNSX KOHTPOAA TeyeHus M Tepanuu paka
xenyaka, a Takxke Bmecte ¢ CA125 (XEMA kaT. N2 K222) - B uensx MOHUTOpUHIra paka
anyHuko. CA72-4 B HOpME MPaKTUUYECKN He 3KCMpPeCccupyeTcs 340POBbIMU TKaHSAMU
y B3pOCAbIX. YBENIMYEHHas KOHLEHTpauus YrneBOAHOro aHTureHa 72-4 oTMevaeTtcs
B BbICOKOM MPOLIEHTE C/Tly4Yaes paka XenyAoYHO-KULLIEYHOro TpaKTa, SUHYHUKOB M IerKnX.
Kpome Toro, nosbiweHne ypoBHa CA72-4 obHapyxuBaetcd y HebOnbworo 4yucna
nauMeHTOB C pa3dHoobpa3HbiMu Ao6poKavyecTBEHHbIMK 3aboneBaHnaMKU. B cBA3M C 3TuMm,
AaHHble no cogepxaHuto CA72-4 Bcerga cnepyeTr MHTeprnpeTupoBaTb B KOMMJekce
C pe3yfbTaTamMu APYrnx MeToA0B UCCEA0BaHUS U KIIMHUYECKUMWU AaHHbBIMU.
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2. IPUHUUN PABOTbl HABOPA

OnpegeneHne CA72-4 OCHOBaAHO Ha MWCMNOSb30BAaHUM  «CIHABUY»-BapuaHTa
TBEpAOdasHOro MMMyHodepMeHTHOro aHanmsa. Ha BHYTpeHHen MOBEPXHOCTU JTIyHOK
niaHweTa UMMOBUNN30BaHbl MblLLMHbIE MOHOKJTIOHaNbHbIE aHTUTeNa k CA72-4 yenoseka.
B nyHkax nnaHweTta, npu gobaBneHnn nccnegyemoro obpasua, NnpoMcxoanT CBA3biBaHUe
CA72-4, copepxawerocs B wuccrieayemoMm obpasue, C aHTUTenamm Ha TBepaok
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMKHbIX
MOHOKJI0HasNbHbIX aHTUTen k CA72-4 yenoBeka C Nepokcuaasol XpeHa. B pesynbtaTte
obpasyeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKallmii nepokcnaasy. Bo Bpems
MHKy6aumMm C pactBopoM cybcTpata TeTpametunbersuamHa (TMB) npoucxoaunT
OKpalmMBaHne pacTBOpPOB B IyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NponopLMoHanbHa
KoHUeHTpauun CA72-4 B uccnepyemom obpasue. KoHueHTpaumio CA72-4 B uccnenyembix
obpa3suax onpeaensitoT No KanaMbpoBOYHOMY rpaduKy 3aBUCUMOCTU OMTUYECKOM
NAOTHOCTM OT coaepxaHust CA72-4 B KannMbpoBOYHbIX Npobax.

3. AHAJTIUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundUNYHOCTD.

Mcnonb3oBaHWE MbIWNHBIX MOHOK/TOHANbHbIX aHTUTen K CA72-4 no3BoNseT 4OCTUYb
BbICOKOW CneunduyHoCTN aHanmsa.

3.2. Bocnpou3BoaUMOCTb.

KoadduuneHT Bapuauum pesynbTaTtoB onpeaeneHns copepxaHua CA72-4
B OAHOM M TOM e obpasue CbiIBOPOTKM (Mna3Mbl) KPOBWU C MCNofb3oBaHMeM Habopa
«CA72-4-UOA» He npeBblwaeT 8.0%.

3.3. JINHEeMAHOCTb.

3aBUCUMOCTb KOHUeHTpauun CA72-4 B obpasuax CbiIBOPOTKM (Mna3Mbl) KpOBM
npv pasBefeHWN UX CbIBOPOTKOW (Mna3moin) KpoBu, He cogepxaien CA72-4, nmeet
NIMHENHbIN XapakTep B Anana3oHe KoHueHTpauuin 5-200 Ea/mn n coctaBnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIN  aHaNUTMYECKMIi napameTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE U3MEpPeHHON KoHueHTpauun CA72-4 npeanucaHHON, NosyvYeHHON nyTem
CMeLlLUMBaHUS paBHbIX 06BHEMOB KOHTPOJIbHOW CbIBOPOTKW M KannMbpoBOYHOM Mpobbl
15 Eg/mn. MpoueHT «oTKpbITUa» coctasnseTt 90-110%.

3.5. YyBCTBUTENBHOCTb.

MuHMManbHas AocToBepHo onpeaensieMas Habopom «CA72-4-UDA» KOHLEHTpaLMs
CA72-4 B cbiBOpPOTKe (nnasme) KpoBu He npesbiwaeTt 1.0 Ea/mn.
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5. MEPbI MPEAOCTOPOXHOCTHU

5.1. lNoTeHUManbHbIN pUck NnpuMmeHeHna Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntwoudeHuem crton-peareHta (5.0% pactsBop
CEpHOWN KNCNOTbI), B UCMOMb3yEMbIX KOHLEHTPALUUSX SIBASIKOTCS HETOKCUYHbIMU.

PacTBop cepHoli  kucnoTbl ob6najaeT pasgpaxawwum geicteuem.  Usberatb
pa36pr3FI/IBaHI/I$| M nonagaHna Ha KOXY U CNU3UCTbIE. |-|pl/| nonagaHWM Ha KOXY U CIIM3UCTblIE
NOPaXXeHHbIN y4acToK crneayeT NpoMbiTb HONbLIMM KOMYECTBOM NMPOTOYHOM BOAbI.

5.3. Npu pabote c Habopom cneayet cobnogaTth «lpaBunia yCcTpoOMCTBa, TEXHUKM
6e30nacHoOCTM, MNPOM3BOACTBEHHON CaHUTapuu, MNPOTUBO3MUAEMUYECKOrO pexunMa u
JINYHOM rurneHol npu pabote B nabopaTopusax (OTAeneHusx, oTAenax) CaHWTapHO-
3MNAEMUONONMYECKUX YUYPEXAEHUN cucTeMbl MUHUCTepCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HageBaTb OAHOpPa3OBble PE3VMHOBbLIE WAN
naacTMKOBblE NepyaTKKM, Tak kak obpa3Lbl KpOBKU YenoBeka crneayeT paccMaTpuBaTh Kak
noTeHUManbHO UHMULUMPOBaAHHbIA MaTepuarsn, CNocobHbIN ANUTEeNbHOE BpPeMs COXpPaHATb
n nepenasatb BUY, Bupyc renatuta unam ntoboi gpyron Bo36yanTtenb BUPYCHOM MHMEKLMN.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAUMBIE NPU PABOTE C HABOPOM

- (doToMeTp BEpTUKANbHOIMO CKaHMPOBaHUS, NO3BOASIOWMNA U3MEPSTb ONTUYECKYHO
MIO0THOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AsvHe BONHbl 450 HM;

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

- [03aTopbl CO CMEHHbIMM HAaKOHEYHMKaMK, Mo3BOnSwLWMe oTéupaTb 06BLEMDI
B AnanasoHe 20-250 mkn;

- UWAWHAP MEepHbI BMecTuMocCTbio 1000 Mmn;

- BOAA AUCTUINIMPOBAHHas;

- nepyaTKu pe3nHOBbIE UIWN MIacTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOAroTOBKA PEATEHTOB A1 AHAJIU3A

7.1. MNepen npoeeneHMeM aHanusa KOMMNoHeHTbl Habopa n nccneayemblie obpasubl
CbIBOPOTKM (MNs1ia3Mbl) KPOBM cneayeT BblAepXaTb MNpM  KOMHATHOW TemnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBneHMe rnJiaHLweTa.

BCKpbITb MakeT C MAAHWETOM W YCTaHOBUTb Ha paMKy HeobxoAMMoe KONIMYecTBO
cTtpunos. OCTaBLUMECS HENCMONb30BaHHLIMU CTPUMbI, YTOObI MPeAoTBPaTUTL BO3AENCTBME
Ha HUX BNaru, TwaTenbHO 3aKnenTb 6ymMaron Ana 3aK/iemBaHns NaaHWeTa u XpaHuTb Npu
TeMmnepaType +2...+8 °C B TeyeHue Bcero cpoka rogHoctn Habopa.

7.3. MpurorosneHne OoTMbIBOYHOIO pacTeopa.

Copepxumoe (pnakoHa C KOHUEHTPATOM OTMbIBOYHOro pactsopa (22 mn), nepeHectn
B MepHbIi uunnHap BMecTuMocTbio 1000 mn, pobaButb 550 M AncTMANMpoBaHHOMN
BOAbl W TWaTenbHO nepemewatb. B cnyyae gpobHoro mncnons3osaHus Habopa cneayer
oTobpaTb HeobxoaMMoe KOSIMYECTBO KOHLEeHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTu
ANCTUNNNPOBAHHON BoAoW B 26 pa3 (1 M/ KOHLUEHTpaTa OTMbIBOYHOro pacrteopa + 25 mn
OVUCTUNIMPOBAHHOM BOAbI).

7.4. NMpurortosBsieHne KOHblOraTa.

Pa3zbaBbTe KOHLUEHTpaT KoHblorata B 11 pasa 6ydepom Ans passeaeHns KOHUeHTpaTa
KOHbtoraTa. Hanpwumep, Ha oauH cTpun noHazobutcs 900 Mk KoHblorata: 90 Mkn
KOHLeHTpaTa KoHblorata + 900 mkn 6ydepa Ans pa3BeAeHUs KOHbloraTa.
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BHUMAHWE! Pa3zbaBneHHbIn pacTBOp KOHblOrata He xpaHutcs! Pasbasnsainte Tonbko Ty
YacCTb KOHLEHTpaTa KOHbloraTa, kotopas HeobxoamMma Ans AaHHOM NocTaHoBKM!

8. YCNnoBusa XPAHEHUA N SKCNJTYATALNUN HABOPA

8.1. Habop peareHToB «CA72-4-UDA» fOMKEH XPAaHUTLCSA B YNaKoBKe Npeanpusitus-
N3roToBuTENS NpW TemnepaType +2...+8 °C B Te4YeHne BCero Cpoka rofHOCTH, yKa3aHHOMo
Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

8.2. Habop paccuuTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBOYHbIX Npob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBlUMECS HeMCrnosib30BaHHbIMKM CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror ansa 3aknevmBaHus NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- OCTaBLIMNCA HEWCMNOSb30BaHHbIM  KOHLEHTpaT OTMbIBOYHOrO  pacTeopa,
KOHblOraT, cybCcTpaTt, CTom-peareHT Mocne BCKPbITUS (akoHOB crneayeT
XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeyeHune BCero cpoka rogHoctu Habopa;

- KanmbpoBOYHble NPob6bl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecsues;

—  TPUrOTOB/IEHHbI OTMbIBOYHbIN pPacTBOp CleAyeT XPaHWUTb MpU KOMHaTHOWM
Temnepatype (+18...+25°C) He 6onee 15 cytok wnm npu TemnepaType
+2...48 °C He 6onee 45 cyToK;

MpuMeyaHue. MNocne MCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBalTe KpbILKY

dnakoHa. 3akpblBanTe Kaxablh (h1akoH CBOEN KPbILLKOM.

8.4. [Ins npoBedeHMs aHanu3a He creayeT WCMNosb30BaTb FEMOSIM3MPOBAHHYHO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [oBTOpHOE 3aMopaXvBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ms1a3Mbl) KPOBU He AoMycKaeTcs.

8.5. VcknoyaeTtca ucnonb3oBaHMe AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KpOBW NtoAewn, Nony4yaBlIMX B Lensax AMarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa AN NpPoOBEAEHUSA HECKOSbKMX HEe3aBUCUMbIX
Cepuil aHanu3oB cneayeT UMeTb B BUAY, YTO AJ1S KaXA0ro HE3aBUCMMOro onpeaesieHus
Heob6xoAMMO  MOCTPOEHWE HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTcsl onpeaeneHne KoHueHTpaumm CA72-4 B KOHTPOJIbHOM CbIBOPOTKE.

8.7. [Ins nony4yeHus HaAexXHbIX pe3ynbTaToB HeobXoaMMO CcTporoe cobnwoaeHve
WNHCTpyKUMM No npuMmeHeHuto Habopa.

8.8. He wncnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepuii.
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10. OOKMWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ysbTaTax nccnenoBaHuin, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM M0f1b30BaTbCAd HOpMaMu, NpUBEAEHHbIMU HUXe. BmecTe
C TeM, B COOTBETCTBMM C npasunamum GLP (Xopoler nabopaTopHOli NpakTUKK), Kaxaas
nabopatopus [o/mKHa caMa onpeaennTb MnapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsunn.

NMpuMmeuaHue. 3HayeHus KoHueHTpauuh CA72-4 B wccnepayembix obpasuax,
HaxoAsWmecss Huxe rpaHuubl 4dyscTBuTenbHoctu Habopa (1.0 Ea/mn), a Takxke
npesblllaloWLne 3HavyeHne BepxHen KanubposouyHor npobbl (200 Ea/mn) cnepyet
npuBoAUTb B creaytouen dopme: B nccneayemom obpasue X koHueHTpaums CA72-4
Huxe 1.0 Ea/mn vnu Bbiwe 200 Ea/mn.

Epvuunupl, Ea/mn
Wccnepyemas rpynna = =
Huxnnii npepen | BepxHuii npegen
340pOoBbie 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 obpawartecs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a MNapkosas, a4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3/1IeKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. . C. KocTpnkuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA72-4
IN HUMAN 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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material 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 20-250 pl;
- 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 26X by 26 dilutions
in distilled water.

Document: K244I Instruction version: 1901 Format version: 901

12



XEMA

*uoilonpaJ ejep 104 poyiaw juiod-Ag-juiod Alddy | ZT
103e.1qI1|BD 3S4Y U0 Mue|q J93woloyd 39S | TT
"wu 0GP 38 (Aususp [eonndo) O ainsesy | 0T
"gdINL Se J9pJ0 Swes ay3 ul S||dm Y3 0jul 4O1S 4o |1 00T asuadsig | 6
'S||]9M JO uo13el0]0d an|q uo buipuadap ‘seinulw 0Z-0T 404 dde|d MJep e u| 93egqndul | 8
'S9INUIW € UlyIM pa33|dwiod 39 pinoys giWl 4o Buisuadsiq *s|lam ay3 ojul W1l SANS 4o | 00T dsuadsid | £
'sawl} g sdiI3s ay3 ysem
u3em paj|iasip Aq X9 HSVYM 4Ng 231e13uaduod uonnjos buiysem jo uonnjip X9z Agq uonnjos buiysem atedald | 9
Do LE 1B SAINUIW Q9 @1egNOUT | §
‘ade) aAIsaype aie|d AQ S||9M 3y3 J9A0D *S||d9M dU3 03Ul d¥H [NOD 4o | 00T asuadsiq | +
*(31 3y3 o3ul papnpoul) adey aAlsaype a3e(d Aq s||om
3U3 J9A0D 'S|[dM BY3 03Ul so|dwes umouxun pue JOYLNOD sajdwes |043u0d ‘G—T Ty sJoieaqied jo |l gz 3adid | €
‘unJ Aesse |enjoe 10j
paJinbal awn|oA ay) aJdedaud jpa403s 99 J0U pINOYS pue a|geisun si uonin|os a3ebnluod Bupom :NOILNILLY
1944nq uoin|ip ajebnfuod Aq pjos TT 3es3uaouo0d 23ebnluod jo uonnjip Aq uoiinjos azebnluod bupjiom asedald | ¢
'SdIYLS d3asNNN WOoY4d
3dVL ONITVAS IAISIHAY IAOWIY LON Od ‘d|des umouxun yoes Joj s|ldM OM} pue TOYLNOD ss|dules
|0J3U0D pue G-T V¥D S403e1qI|RD BY3 104 S||OM ¢ T 93ed0]||e {aweldy ay3 0jul sd13So.dlw JO Jaquinu paJisap ay3ind | T

aJnpadoud Aessy g /L

Format version: 901

Instruction version: 1901

Document: K2441

13



K2441

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 Abs«;;l;aon;:nl)lmts - B

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 , e ) ) )

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 1.0 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 1.0 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%.

11.4. High-dose hook effect was not seen up to 50 000 IU/ml.

12. LITERATURE

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 ]
Cancer, Jan 1992; 28A(8-9): 1351-4.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBakaembiin Knnent!

Ecnv B npouecce paboTbi c Hawmmn Habopamu Bam noHagobunmnce nnacTMkoBble BAHHOUKM ANA KUOKUX
peareHTOB, OJHOPa30Bble HAKOHEUHWKW [J1A 403aTOPOB UMW AOMOHUTENbHbIE O6BEMbI PeareHToB
(KoHLeHTpaT oTMbiBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnnbeHsmamHa (TMB),
CTOM-peareHT), BXoAALWmMX B cocTas Habopa, npocum Bac obpatnTbca K noctaByuky npogykumn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBnAloTcA 6ecnnaTtHo, B Heob6xoanMom ana
_MPOBe/AieHIA aHanu3a Konuyecrse.

J
MNMepeveHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHBIX N
3aboneBaHuii npoussoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-UDA» N n..n“:':ﬁ:“;::::'r.m:..

K101™M «Toxoplasma IgM-NOA»

K102 «Rubella IgG-DA»

K102M Rubella IgM-MIOA» A

K103 «Cytomegalovirus IgG-VOA» Hssausssoommox Lo

K103M «Cytomegalovirus IgM-UDA» —

K104 «HSV 1,2 IgG-NOA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-NDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropsiyeit NIMHMK GecnnaTHbI /15 3BOHSALLErO C lo60ro
MOGUNBbHOTO MK CTaLroHapHoro TenedoHa Nno Bcel Tepputopun Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioKeHUI No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Azpec Ana KoppecnoHAeHUmn:

105043, r. MockBa, a/a 58 S
105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 noa., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, [lertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Odwic: 220029, MuHck, MpocnekT Mawweposa, a. 11,
nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, . Knes, yn. Akapemvika Edpemosa, f. 23;
e-mail: info@xema.com.ua
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