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K2431I

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEQEJIEHNA CA242
B CbIBOPOTKE (MJIASME) KPOBWU «CA242-NDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«CA242-VIOA» npeaHasHayeH A8 KOJMYECTBEHHOrO
onpeneneHvss KoHueHTpauun CA242 B cbiBOpoTke (nnasMe) KpoBWM MeToAOM
TBEpAO(PA3HOro MMMyHO(MEPMEHTHOIO aHanmsa.

1.2. YrneBogHbin aHTureH CA242 gBnseTca OAHMM U3 CaMblX COBPEMEHHbIX
OHKOMapKepoB A1 PaKOBbIX OMyX0fen >XefyAo4YHO-KULLEYHOro TpakTa. AHTUreH
CA242 obHapymBaeTcs Ha KleTKaxX C/IM3UCTOM TOJICTOro KMLLEYHNKA U Ha anuKasibHOWM
NOBEPXHOCTWN KNETOK NMPOTOKOB MOAXKENYAOYHOW Xene3bl YenoBeka.

CA242 - 3TO OAWH U3 OCHOBHbIX MapKepoB, KOTOPblE UCMOJb3YIOTCS B OHKOJIOMUU.
[OuarHoctuyeckast crneunduyHocTb Tecta CA 242 Bblle NpuvMepHo B 1.4 pasa, yem
CA199 npu anddepeHunanbHON ANarHoCTUKE paka noaxenyaoyHom xenesbl (PMX) un
XPOHMYECKOro naHkpeaTuTta.

2. MPUHUMN PABOTbl HABOPA

Onpepenerne CA242 OCHOBAHO Ha MCMOMIb30BaHUM «CIHABUY»-BapuaHTa TBEpAO-
da3Horo UMMyHoMhEepPMEHTHOro aHanmsa. Ha BHyTpeHHen NOBEPXHOCTM JIYHOK MaHLWeTa
MMMOBUNN30BaHbI MbILLINHbIE MOHOKJ/IOHaNbHbIE aHTUTeNna Kk CA242/CA199 yenoseka. B
NIYHKax nnadweTa, npu gobaesneHun nccnegyemoro obpasua, NpoucxoamT CBs3biBaHMe
CA242, copepxallerocs B uccnegyemom obpasue, C aHTuTenamMmm Ha Teepaon dase. 06-
pa30BaBLUMACA KOMMIIEKC BbISBASKOT C MOMOLLbK KOHBbIOrata MbIWUWMHBIX MOHOK/IOHAb-
Hbix aHTUTen k CA242 4yenoBeka C NMepokcmMaason xpeHa. B pesynbTaTe obpasyetcs
CBSI3aHHbIA C MNACTMKOM «C3HABMY», COAepXalui nepokcupaasy. Bo Bpems MHKyba-
LMK C pacTBopoM cybcTpaTta TeTpameTunbeHsnanHa (TMB) nponMcxoamT oKpaluvMBaHue
pacTBOpOB B JlyHKaxX. VMIHTEHCMBHOCTb OKPacKu MpsiMO MPOMOpLMOHasibHa KOHLUEHTpa-
umn CA242 B nccneayemom obpasue. KoHueHTpaunto CA242 B nccnegyembix obpasuax
onpeaenstoT no KanmbpoBoyHOMY rpaduKy 3aBUCMMOCTM OMTUYECKOW MIOTHOCTM OT CO-
aepxanust CA242 B kannbpoBoYHbIX nMpobax.

Document: K243I Instruction version: 1901 Format version: 210

2



XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunyHocTb. [lepekpecTHas peakuMs MbIWNHBIX MOHOKIOHAMbHbIX
aHTuTen Kk CA242 yenoseka C ApyrMMn aHanutamu npueeaeHa B tabnuue:

Ananut NepekpectHas peakuma, %
K3A <0.1
CA15-3 <0.1

3.2. BocnpousBoauUMOCTb.

KoaddurumeHT Bapuaunm pesynbTaToB onpeaeneHus cogepxanus CA242 B ogHOM
M TOM Xe obpasue cbiBOpPOTKM (Mnasmbl) KpoBWU C ucnonb3oBaHneM Habopa «CA242-
NOA» He npesblwaeT 8.0%.

3.3. JINHeMAHOCTb.

3aBUCUMOCTb KOHLEeHTpaumm CA242 B obpasuax cblBOPOTkM (MsasMbl) KpOBM
npv pasBefeHun MX CbIBOPOTKOW (Mnasmon) KpoBu, He copepxawen CA242, nmeer
JNINHENHbIV XapaKTep B AMana3oHe KoHueHTpauun 15-200 Ea/mn u coctaBngeT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE M3MEpPEHHOW KoHueHTpauun CA242 npeanncaHHOM, MOSYYEHHOW nyTem
CMelLMBaHMS paBHbIX 06BEMOB KOHTPOJIbHOM CbIBOPOTKMU U KannbpoBo4yHOM npobbl 50
En/mn. MpoueHT «oTKpbITUS» cocTaBnseT 90-110%.

3.5. YyBCTBUTE/IbHOCTb.

MuHMManbHas goctoBepHo onpeaensiemMass Habopom «CA242-UOA» KOHLEHTpaLuUs
CA242 B cbiBOpOTKe (Nna3me) KpoBu He npesbiwaeT 0,5 Ea/mn.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MNoTeHuUManbHbIN pUCK NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000)..

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEepHOM KUCNOTbI), B UCMOJIb3YEeMbIX KOHLIEHTPALUNAX SABNSOTCS HETOKCUYHBIMU.

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
NOpaKeHHbIM y4acToK cnefyeT NpoMbITb 60MbLLINM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
niacTMKOBble MepyaTku, Tak Kak obpasubl KpoBM 4yenoBeka cneayeT paccMaTpuBaTb
Kak noTeHuManbHO WHMUUMPOBAHHbLIA MaTtepuasn, CnocobHbI ANUTEeNbHOe Bpems
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bosbyautennb
BUPYCHOWN UHGEKLUUN.

5.5. Bce wucnonb3oBaHHble OAHOpPa30Bble MaTepuanbl noasepratb ob6paboTke
Ae3nHPUUMpYIOWMMK CpeacTBaMn C nocneaywowen ytunusaumen (cm. My-287-113
«MeToamyeckme ykasaHus no Ae3vHdeKkuuu, npeacTepuin3aumMoHHON OUYUCTKE W
cTepunnsaumm nsgenmn MeauUmMHCKOro HasHayeHnsa» ).

5.6. MeanumHckme oTxoabl knacca b. YTunusauuw  wmnauM yHUUTOXEHMe,
nesnHdekumto HabopoB peareHTOB crnefyeT NpoBOAMTb B cooTBeTCTBMM C CaHluH
2.1.7.2790-10 «CaHuTapHo3anuaemuonorndeckme TtpeboBaHuMs K obpalleHuto C
MeANUMHCKUMK oTXodamm» n MY-287-113 «MeToamyeckme yKasaHus no AesvHdekumnm,
npeacTepuIM3aunoHHOM O4NCTKE N CTEPUIN3ALIUN U3LENNI MEANLMHCKOIO HAa3HAUYEHN».

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- (doTOMeTp BEPTUKANbHOIO0 CKAHNMPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MJaHLWweTa Npu ASIMHE BOSHbI 450 HM;
- TepMocCTaT, NnoaAepXunBarwmini TemnepaTypy +37 °C £2 °C;
—  [03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMW, Mno3Bonskwme oTbupatb 06beMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAA AVUCTWIMPOBaHHas;
-  repyaTku pe3nHOBblE UK MIACTUKOBbLIE;
- bymMmara dwunbTpoBasnbHas.

7. NOArOoTOBKA PEAFEHTOB A4J11 AHAJIU3A

7.1. lMepen npoBeneHWeM aHanm3a KOMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (Mnasmbl) KpPOBW cCneayeT BblAepXxaTb MNpM KOMHATHOW TemnepaType
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBJsieHMe NaaHLWIeTa.

BCcKpbITb MakeT C MjaHWeTOM U YCTaHOBUTb Ha paMKy HeobxoAuMoe KONM4ecTBO
ctpunoB. OcCTaBlWIMeCs  HEUCNOSb30BaHHbIMKM  CTpuUMbl, 4TObObl  MNpenoTBpaTUTb
BO34EeNCTBME Ha HMX BNaru, TwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHus NnaHWeTa
M XpaHuUTb Npu TemnepaType +2...+8 °C B Te4yeHuMe BCero cpoka rogHoctn Habopa.
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K2431I

7.3. NMpurotossieHne OTMbIBOYHOIO pacTsBopa.

Coaepxumoe dhnakoHa C KOHLEHTPATOM OTMbIBOYHOIO pacteopa (22 mn), nepeHectu
B MEPHbI UMANHAP BMecTMMocTbio 1000 mn, gobaBuTtb 550 M ANCTMNNIMPOBAHHOM BOAbI
N TwaTenbHO nepeMewartb. B cnyyae apobHoro mucnonb3osaHus Habopa cnepyet oTo-
6paTb HeobXxoaMMOe KONMMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu Auc-
TUNNMPOBaHHON BOAON B 26 pa3 (1 MN KOHUEHTpaTa OTMbIBOYHOrO pacTtBopa + 25 Mmn
ANCTUNNNPOBAHHON BOAbI).

8. YCNOBUA XPAHEHUSA N SKCNJTIYATALUUN HABOPA

8.1. Habop peareHToB «CA242-UDA» AOMHKEH XPAaHUTLCS B yNakKoBKe NpeAnpusaTUus-
N3roToBuTENS Npun Temnepatype +2...+8 °C B TeyeHne BCero cpoka roAHOCTH, yKa3aHHOro
Ha ynakoske Habopa.

[onyckaeTcsa xpaHeHue (TpaHcnopTupoeka) Habopa npu Temnepatype 4o +25 °C He
6onee 15 cyTok.

8.2. Habop paccumtaH Ha npoBeAeHWe aHanuida B Aybnukatax 42 uccnenyembix
obpa3uos, 5 KkanMbpoBO4YHbIX NPo6 M 1 nNpobbl KOHTPOSIbHOW CbIBOPOTKM (BCEro 96
onpeaenexHunit).

8.3. B cnyyae ppobHoro ucnonb3oBaHusi Habopa KOMMNOHEHTbI cneAyeT XpaHuTb
cneayowmm obpasom:

- OCTaBLUMECS HEeWCNOSb30BaHHbIMKW CTPUMbl HEO6XOAMMO TLUATENbHO 3aKIeuTb
6ymaron ansa 3aknenmBaHusa NaaHwWweTa n XpaHuTb Npu TemnepaType +2...4+8 °C B TeueHune
BCEro cpoka rogHoctn Habopa;

- BCe OCTaJjibHble KOMMOHeHTbl Habopa nocne BCKPbITUA (GNaKOHOB CleayeT XpaHUTb
npu TemnepaTtype +2...+8 °C B TeyeHue Bcero cpoka rogHoctn Habopa.

- OCTaBLUMNCH HEWCMNOSIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa crnenyet
XpaHUTb Npu TemnepaType +2...+8 °C B TeueHuMe BCeEro cpoka roaHoctn Habopa.

- TMPWrOTOB/IEHHbIA OTMbIBOYHbIA PacTBOp CneayeT XpaHuTb Mpu  KOMHAaTHOWN
Temnepatype (+18...4+25 °C) He 6onee 15 cyTok unm npu Temnepatype +2...+8 °C He
6onee 45 cyToK;

MpumeyaHue. lMocne UCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpbiBalTe KpbIWKy
dnakoHa. 3akpbiBalnTe Kaxabl h1aKoH CBOEN KPbILIKOWN.

8.4. lpn wncnonb3oBaHMM Habopa AN NpoBeAEHUS HECKONbKUX He3aBUCUMbIX
Cepuin aHanu3oB cneayeT UMeTb B BMAY, UYTO ANS KaXAOro He3aBMCMMOro onpeneneHus
Heobx0AMMO MOCTPOEHME HOBOIO KannbpoBOYHOro rpaduKka; KpoMe 3Toro, peKoOMeHAyeTcs
onpeaenenune koHueHTpaumm CA242 B KOHTPO/IbHOWM CbIBOPOTKE.

8.5. [ins npoBeaeHNs aHanu3a He crneayeT UCNo1b30BaTh FreMOSIM3NPOBAHHYIO0, MYTHYIO
CbIBOPOTKY (Ms1@a3My) KpOBW, @ TakKxe CbIBOPOTKY (NnasMy) KpoBW, COAEpXallylo a3sunj
HaTpus. Ecnn aHanu3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (NnasMy) cnenyet
XpaHuTb npu Temnepatype -20 °C. [oBTOpHOE 3aMopaxuBaHWe-oTTaMBaHuMe o0b6pasuoB
CbIBOPOTKM (Mna3Mbl) KPOBW He AonyckaeTtcs. [JonyckaeTcs wccnefoBaHue CbiBOPOTOK,
XpaHeHne KOTOPbIX C MOMeHTa 3abopa KpoBM OCYLLECTBASNOCH Npu TemnepaTtype oT +2 °C
[0 +8 °C He 6onee 7 cyToK.

8.6. [1na nony4vyeHnsa HaaexXHbIX pe3ynbTaToB HeobxoauMmo cTporoe cobnioaeHue
WMHCTpyKLMM o npuMeHeHuto Habopa.
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10. OXXKUOAEMbIE 3HAYEHUA N HOPMbI
10.1. OcHoBbIBasicb Ha pe3ysbTaTax MccnefoBaHuin, npoBeAeHHbix 000 «XEMA»,

pekoMeHaAyeM nonb30oBaTbCA HOpMaMu,

npuneeaeHHbIMU

HUXxe.

Bmecte ¢ Tem,

B CoOTBeTCTBMW C npasunamum GLP (Xopowen nabopaTopHOM npakTukun), Kaxaas

nabopatopusi Ao/MKHa camMa onpeaennTb NapaMmeTpbl

obcnegyemon nonynsaunn.

HOPMbl,

XapakKTepHble Ansa

MpumeuaHnmne. 3HauveHns koHueHTpaumin CA242 B wuccneayembix obpasuax,
HaXoAsLWMECH HUXe rpaHuubl 4YyBcTBUTenbHOoCcTM Habopa (0.5 Ea/mn), a Takxe

npeBbillalOWmMe 3Ha4yeHue BepxHen KanmbpoBOYHOW Mpob6bI

(200 Eap/mn) cnepyet

npuBOAUTbL B cneaytouwern dopme: B nccnegyemom obpasue X KoHueHTpauus CA242
Huxe 0.5 Ea/mn unu Bbiwe 200 Ea/mn.

Enuuuupl, Eg/mn
Nccnepyemas rpynna " "
HuwxHuii npepen BepxHuii npegen
My>XUYMHbI - 20
XKeHLWMHbI - 20

Mo BonpocaM, kacatwmmcs kadectsa Habopa «CA242-UDA»,
cnepyet obpawartbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-sa NMapkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)

3N1eKTPOHHas noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepenca OO0 «XEMA»,

K. 6. H. . C. KocTpukuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF CA242 IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA242
in serum or plasma.

This kit is designed for measurement of CA242 in 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

The carbohydtrate antigen CA242 is one of the most advanced markers of gastro-
intestinal cancer. CA242 is found on cells of colonal mucosa as well as on apical part of
cells lining pancreatic ducts.

CA242 is one of the most important markers used in oncology. For differential
diagnostics between pancreatic cancer (PC) and chronic pancreatitis, diagnostic
specificity of CA242 is 1,4 fold higher than that of CA199. In patients with PC, a
positive prognostic value of CA242 determination is higher than that of CA19.9 at any
stage of the disease.

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 CA242-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monoclonal to human
CA242, 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. 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 ul, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 ul;

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 to 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 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 CA242 concentration.

9.3. Determine the corresponding concentration of CA242 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 Absozbsaon;:ll)lmts wl
CAL 1 0 0.041 o | g
CAL 2 15 0.293
CAL 3 50 0.819 “T »
CAL 4 100 1.483 “Tw
CAL 5 200 2.270 o - - - - .
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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 therapeutically measures. Each laboratory should establish its own normal
range for CA242. 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.

Units, U/ml
Sex, age . .
Lower limit Upper limit
Males - 20
Females - 20

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

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

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.5 U/ml.

11.3. Linearity Linearity was checked by assaying dilution series of 5 samples with
different CA242 concentrations. Linearity percentages obtained ranged within 90 to
110%.

11.4. Recovery Recovery was estimated by assaying 5 mixed samples with known
CA242 concentrations. The recovery percentages ranged from 90 to 110%..
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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

o
=

ERIEES] 3

Homep cepwun / Batch code

3
2
g

Mcnonb3oBaTh A0 (roa-mecsy) / Use By

S

OrpaHu4yeHune TemnepaTypbl / Temperature limitation

IVD

TonbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLEHWN LEeNOoCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

0

AL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHasi ceiBopoTka / Control sera

KoHbloraTt / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpameTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KOoHLeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

EL i

Cron-peareHT / Stop solution

=]
-
=]

NOA-Bydep / EIA buffer




YBaxaembiin Knnent!

Ecnuenpouecce pabotbl c HawmmMn Habopamu Bam noHago6munmce NnacTKOBble BAHHOUKM AN MUAKMX
peareHToB, 04HOPa30Bble HAKOHEUHVKIN AJif [O3aTOPOB UAN AOMNONHUTENbHbIE O6beMbl peareHToB
(koHLeHTpaT oTMbIBOYHOTO pacTBopa, UDA-Bydep, pacTBop cybcTpaTa TeTpameTun6eHsnguHa (TMB),
CTOM-peareHT), BXxogawwmx B coctaB Habopa, npocrm Bac 06patnTbca K nocTaBLymKy npogykummn OO0
«XEMA» B Balwem pervoHe.

Bce ykasaHHble pacxogHble maTepuasbl NpefocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans
\nposeneuvm aHanmusa Konmn4ecrTse.

MNepeueHb Ha6opoB peareHTOB ANA ANArHOCTNKN NHPEKLMOHHbIX N\
3aboneBaHuil npounsBoacTBa 000 «XEMA»

N2 no katanory HanmeHoBaHue
K101 «Toxoplasma IgG-NDA» T
K101M «Toxoplasma IgM-NOA» oo
K102 «Rubella IgG-VIOA»
K102M «Rubella IgM-NDA»
K103 «Cytomegalovirus IgG-MOA» JRUsSmLASSOCATON |
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-MDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-U®A»
K106 «Mycoplasma IgG-VIOA»
K111G «Cndpunuc IgG-MOA»
K111 «Cnunuc cymmapHble aHtutena-MiOA»
K121 «Aspergillus IgG-MDA»

Homep ropauein nuHun TexHn4eckom nopgaepxku KnneHrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropAYe NMHUK 6ecnnaTHbI AnA 3BOHALLErO C Nto60ro
MOOGUSIBHOIO NNK CTauMoHapHoro TenedoHa no Bcel Tepputopumn Poccmm.

Kpaem Bawmx oT3bIBOB 1 NpeioKeHul No agpecam:

LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHLnu:

105264, r. MockBa, a/a 58, yn. 9-a MNapkosas, A. 48, 1-# nop., 5 atax

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

daKc: +7 (495) 737-00-40 xemahelp
e-mail: info@xema.ru

www.xema-medica.com

D000 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-MeTepbypr, LertapHbiii nep., a. 8-10, nutep A
e-mail: spp@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Maweposa, a. 11,

nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 521-3-521;

03179 Kues, yn. BacunbkoBckas, a. 98, 2 stax;

e-mail: info@xema.com.ua
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