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K223I

«YTBEPXJEHA»
Mpuka3 PocaapaBHaasopa N2 11661-Mp/10 ot 30 fgekabps 2010 r.
KPA 72854 ot 03.12.2010

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ansd AMMYHO®EPMEHTHOIO ONPEAENIEHNA CA19.9
B CbIBOPOTKE (NMJIABME) KPOBU «CA19.9-NDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «CA19.9-OA» npegHasHayeH ANA KOJMYECTBEHHOrO
onpepeneHvs koHueHTpaumm CA19.9 B cbiBOpoTKe (MaasMe) KpoBM MeToAOoM
TBEpAO(a3HOro MMMYHO(EPMEHTHOIrO aHanun3a.

1.2. CA19.9, wnn yrneBogHbih aHTureH Cuanun JlbtoucA, npeacTtasnser coborn
aHTUreH (anmMTon), acCOUMMPOBAHHBLIA C PakoOM MOMXKENYAOUYHOW >Xesne3bl, MeYyeHu,
Xenyaka, a Takxe TOACTOM WM nNpsMON  KuwkW. KonuyecTBeHHoe onpeaeneHue
CA19.9 B CbIBOpOTKE WMAM Mna3Me KpoOBW, 0COBEHHO OLHOBPEMEHHO C ornpeaeneHneM
KapunHoaMbpuoHanbHoro aHturena (K3A, XEMA kat. N2 K224), nonesHo Ana KOHTPons
3 DEKTUBHOCTM NleUEHUSA W CNEXEHUS 3@ TEeYEHMEM paka YKa3aHHOW soKanusauuu.
BmecTte C TeM BbiBeAEHWE aHTUreHa W3 UMPKYSaUMW 3aBUCUT OT MPOXOAMMOCTU
XKEeNYHbIX MyTen, MOo3TOMy XoJleCcTas MOXeT Bbi3BaTb HeaAeKBaTHOE MOBbleHNe
YPOBHSA aHTUreHa B CbIBOPOTKE. KpoMme TOro, y HeKOTOpPbIX WHAWMBWAOB OTCYTCTBYEeT
(pepMeHT, CMHTE3MPYIOWMA AAHHYIO AETEePMUHAHTY; no3ToMy aHtureH CA19.9 y Hux
He onpeAenseTcs, HeCMOTPS Ha HalMyue 3/10Ka4YeCTBEHHOW OMnyxonu.B cBs3n ¢ 3Tum
AaHHble Mo coaepxaHuto CA19.9 Bcerga cnegyet MHTEpNpeTuMpoBaTb B KOMMEKce C
pe3ynbTaTamMu APYrnxX MeToAO0B NUCCEeA0BaHUS U KIIMHUYECKUMWN AaHHbBIMU.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne CA19.9 0OCHOBaHO Ha WCMNOJMIb30BAHUW «C3HABUY»-BapuaHTa
TBEpAOda3zHOro WMMyHOMEpPMEHTHOro aHanmsa. Ha BHYTPeHHel MNOoBEpPXHOCTU
JIYHOK MnaHweTa MMMO6MIN30BaHbl MbIWWHbIE MOHOK/MOHasbHble aHTUTena k CA19.9
yenoseka. B nyHkax nnaHweTa, npu gobasBneHnn nccnenyemoro obpasua, npoucxoauT
cBs3biBaHMe CA19.9, copepxxallerocs B mccnegyemom obpasue, C aHTUTENaMu Ha
TBepaor daze. O6pa3oBaBLUMNCS KOMMIEKC BbISIBASIOT C MOMOLLbIO KOHbOraTa MblLUMHbIX
MOHOKJ/IOHaNbHbIX aHTuTen Kk CA19.9 yenoBeka C Nepokcuaason xpeHa. B pesynbrarte
obpa3yeTcs CBSA3aHHbIN C NACTUKOM «CIHABUY», coAepiKaluunii nepokcnaasy. Bo spems
MHKybaumMm c pactBopoM cybcTpaTta TeTpameTunbeHsmamHa (TMB) npoucxoauTt
OKpallMBaHue pacTBOPOB B SIyHKaxX. VIHTEHCMBHOCTb OKPACKM MpsSIMO MPOMNopLUUOHabHa
KoHUeHTpaunm CA19.9 B uccneayemom obpasue. KoHueHTpauuto CA19.9 B uccneayembix
obpasuax onpeaenaT Mo KaiaMbpoBOYHOMY rpaduKy 3aBUCUMMOCTM OMNTUYECKOWN
NAOTHOCTM OT coaepxaHus CA19.9 B kannbpoBOYHbIX Npobax.
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunyHocTb. [lepekpecTHas peakuMs MbIWNHBIX MOHOKIOHAMbHbIX
aHTuTen k CA19.9 yenoseka C ApyrMMn aHanMTaMu npueeneHa B Tabnuvue:

Ananut NepekpectHas peakuma, %
K3A <0.1
CA15.3 <0.1
CA125 <0.1

3.2. BocnpousBoaUMOCTb.

KoadduuneHT Bapuaumm pe3ynbTaToB onpegeneHums cogepxaHus CA19.9
B OAHOM W TOM >e obpasue CbiIBOPOTKM (Maa3Mbl) KPOBWU C MCMOSb30BaHMeM Habopa
«CA19.9-NOA» He npeBblwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMcUMOCTb KoHuUeHTpaumn CA19.9 B obpasuax CbIBOPOTKM (Msa3Mbl) KpPOBW
npu pasBeaeHUn UX CbIBOPOTKONM (Mnasmoi) KpoBu, He copepxawein CA19.9, nmeet
NMHENHbIN XapaKTep B AMana3oHe KoHueHTpauni 12-240 Ea/mn n coctasnset £10.0%.

3.4. TOYHOCTb.

[aHHbIM  aHanUTMYecKuMii napameTp MpOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME U3MEpeHHON KoHueHTpauun CA19.9 npeanncaHHOW, NOMYyYEHHOW nyTeM
CMEeLMBaHUA paBHbIX OHBBEMOB KOHTPOJIbHOM CbIBOPOTKU WM KannbpoBO4YHOW Mpobbl
60 Ea/mn. MpoueHT «oTKpbITUA» coctaBnsieT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa goctoBepHo onpeaensiemast Habopom «CA19.9-UDA» KOHLEHTpauums
CA19.9 B cbiBOpOTKE (N1asme) KpoBu He npesBbiwaeT 1.0 Ea/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN puck NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, noaaepxuBarowmin Temnepatypy +37 °C £0.1 °C;

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupatb 06beMbI
B AmanasoHe 25-250 MKkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWUINMPOBAHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dunbTpoBasibHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbIl umnuHap BMectumocTbto 1000 mn, aobasute 550 Mn AMCTMANMpPOBaHHOM BOAbI
M TwaTtenbHO nepeMewatb. B cnyyae apobHoro ucnonb3oBaHus Habopa cneayet oto-
6paTb HeobxoAMMOe KOMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu Auc-
TUNANPOBaHHOW BoAoM B 26 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
OVCTUIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CA19.9-VDA» foMXKEH XPAaHUTBLCS B YNakOBKe MpeanpusTms-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHme BCero cpoka rogHOCTM, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npwu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)kxuBaHue (-20 °C) kannbpoBoOUHbIX NpPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/INKBOTAaX.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBoYHbIX Npob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBLUMECS HEeWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymarorn Ans 3aknevBaHusA NiaHWweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne Bcero cpoka rogHoctn Habopa;

-  W®OA-bydep, kKoHblOraT, cybcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnefyer xpaHuTb npu TemnepaTtype +2...+8 °C B TeyeHue BCero Cpoka
roagHocTn Habopa;

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

—  OCTaBLUMNCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHue BCero cpoka rogHoOCTU
Habopa;

—  TMPUrOTOB/IEHHbIA OTMbIBOYHbIN PacTBOp CleAyeT XPaHWUTb MpU KOMHaTHOWM
Temnepatype (+18...+25°C) He 6onee 15 cytok wnm npu TemnepaType
+2...4+8 °C He bonee 45 cyToK;

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KPOBM, @ TakxXe CbIBOPOTKY (MNa1a3My) KpoBM, CoAepKaLlyo
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA He B AeHb B3STUS KPOBW, CbIBOPOTKY (Ma3my)
cnepyet xpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMopa)XkuBaHue-oTTamBaHune
06pa3uoB CbIBOPOTKM (NAasMbl) KPOBM He AonyckaeTcs. [JonyckaeTcs uccrefoBaHue
CbIBOPOTOK, XPaHeHuWe KOTOpbiIX C MOMeHTa 3abopa KpOBM OCYLLECTBAANOCL MNpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KPOBW NIOAEN, NONYyYaBLWMX B LEeSX AUarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa Ana npoBeAeHUS HECKONbKUX HEe3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro HE3aBUCMMOro onpeaeneHuns
HeobxoAMMO  MOCTpPOEHWEe HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMmeHayeTcs onpeaeneHve KoHueHTpauum CA19.9 B KOHTPONbHOWM CbIBOPOTKE.

8.7. 1ns nonyyeHns HadexXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobnwoaeHne
NHCTpYKUMK No npuMeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMNOHEHTbI M3 APYrMX HabopoB WM M3 aHaNOrMYHbIX
HabopoB Apyrux cepui.
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Mo Bonpocam, kacatwmumcs kayectsa Habopa «CA19.9-UDA >,
cnenyet obpawaTtbcst B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

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

3MeKTPOHHAas noyTa: info@xema.ru; rgc@xema.ru
WHTEpHEeT: www.Xema.ru; www.xema-medica.com

PykoBoauTtenb cnyx6bbl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA19.9
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA19.9
in blood serum or plasma.

This kit is designed for measurement of CA19.9 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

CA19.9 or sialyl-LewisA is an antigen (an epitope) associated with tumours
of the gastrointestinal tract, such as pancreatic, liver, stomach and colorectal
carcinoma. Quantitative determination of CA19.9 in serum and plasma is helpful in
monitoring of patients where such tumours have been diagnosed, especially together
with determination of carcinoembryonic antigen (CEA, XEMA Cat# K224). Increasing
levels of CA 19.9 may indicate a progression of disease or poor therapeutic response
while decreasing values point to the efficacy of treatment. However, the CA19.9 values
obtained should always be interpreted in the context of the results obtained by other
clinical procedures.

Determination of CA19.9 is not suitable for early diagnosis of malignancies because
elevated CA19.9 values may also be found in patients with pancreatitis, cystic fibrosis
as well as liver cirrhosis and other severe hepatic diseases, especially accompanied
by cholestasis as the antigen is excreted with bile. Some individuals lack the enzyme
responsible for synthesis of sialyl-LewisA antigen and therefore cannot respond by
antigen elevation even to progressive tumour growth.
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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 specific murine monoclonal to human
CA19.9-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 monoclonal to human CA19.9, 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. 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, 50-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 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...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 26X by 26 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 CA19.9 concentration.

9.3. Determine the corresponding concentration of CA19.9 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 Abs"(;'?o";:‘l)’“'ts _ -
CAL 1 0 U/ml 0.05
CAL 2 12 u/ml 0.27 Sl .
CAL3 60 U/ml 0.98 ’ /
CAL4 [ 120 U/ml 1.48 y
CAL 5 240 U/ml 2.30 e e e e e

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
CA19.9. 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, U/ml
129 Lower limit | Upper limit
Healthy donors - 35
Document: K223I Instruction version: 1901 Format version: 810
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11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
CEA <0.1
CA15.3 <0.1
CA125 <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 1.0 U/ml.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples with
different CA19.9 concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
CA19.9 concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE

1. Glenn, J., Steinberg, W.M., Kurtzman, S.H., et at. Evaluation of the utility
of a radioimmunoassay for serum CA 19-9 level in patients before and after treatment
of carcinoma of the pancreas. J. Clin. Oncol. 1988; 6:462...+8.

2. Hayakawa, T., Kondo, T., Shibata, T. et al. Sensitive serum markers for detecting
pancreatic cancer. Cancer 1988; 61:1827-31.

3. Koprowski, H., Herly, M., Steplewski, Z., et al. Specific antigen in serum of patients
with colon carcinoma. Science 1981; 212:53-5.

4. Malesci, A., Tommasini, M.A., Bonato, C. et al. Determination of CA19-9 antigen
in serum and pancreatic juice for differential diagnosis of pancreatic adenocarcinoma
from chronic pancreatitis. Gastroenteroglogy 1987; 92:60-7.

5. Safi, F, Roscher, R., Bittner, R., et al. High sensitivity and specificity of CA 19-9
for pancreatic carcinoma in comparison to chronic pancreatitis. Serological and
immunohistochemical findings. Pancreas 1987; 2:398-403.

6. Steinberg, W. The clinical utility of CA 19-9 tumor associated antigen. American J. of
Gastroenterology 1990; 85:350-355.

7. Steinberg, W.M., Gelfand, R., Anderson, K.K., et al. Comparison of the sensitivity and
specificity of the CA 19-9 and carcinoembryonic antigen assays in detecting cancer of
the pancreas. Gastroenterology 1986; 90:343-9.

8. Takasaki, H., Uchida, E., Tempero, M.A., et al. Correlative study on expression
of CA 19-9 and DUPan-2 in tumor tissue and in serum of pancreatic cancer patients.
Cancer Res. 1988; 48:1435-8.

9. Tatsuta, M., Yamamura, H., Iishi H., et al. Values of CA19-9 in the serum, pure
pancreatic juice and aspirated pancreatic material in the diagnosis of malignant
pancreatic tumor. Cancer 1985; 56:2669-73.

10. Wang, T.H. Lin, J.W., Chen, D.S., et al. Noninvasive diagnosis of advanced panceatic
cancer by realtime ultrasonography, carcinoembryonic antigen, and carbohydrate
antigen 19-9. Pancreas 1986; 1:219-23.

11. Strom BL, Maislin G, West SL, et al. Serum CEA and CA19-9: potential future
diagnostic or screening tests for gallbladder cancer? Int. J. Cancer 1990; 45:821.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 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




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 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 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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