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K223I

«YTBEPXJEHA»
Mpuka3 PocaapaBHaasopa N2 11661-Mp/10 ot 30 gekabps 2010 r.
KP4 72854 ot 03.12.2010

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

1. HABHAYEHMUE

1.1. Habop peareHtoB «CA19.9-WOA» npegHasHayeH ANA KOJINYECTBEHHOrO
onpepeneHns koHueHTpaumm CA19.9 B cbiBOpoTKe (MaasMe) KpoBM MeToAoM
TBEpAO(a3HOro MMMyHO(EPMEHTHOIr0 aHanun3a.

1.2. CA19.9, nnu yrneBOAHbIN aHTUreH cuanun-Jibtonca, npeacrasnsieT coborn
aHTUreH (3nmMTon), acCOUMMPOBAHHBLIA C PakoOM MOMXENYAOUYHOW >Xesne3bl, MeyeHu,
Xenyaka, a Takxe TOACTOM WM nNpsMON  KUwkKW. KonuyecTBeHHoe onpeeneHue
CA19.9 B CbIBOpOTKE WMAM Mna3Me KpPOBWM, 0COBEHHO OAHOBPEMEHHO C ornpeaeneHneM
KapumHoaMbpuoHanbHoro aHtureHa (K9A, XEMA kat. N2 K224), nonesHo A/t KOHTpois
3 DEKTUBHOCTM NleUEHUSA W CNEXEHUS 3@ TEeYEHMEM paka YKa3aHHOW foKanusauuu.
Bmecte C TeM BbiBeAeHWE aHTUreHa W3 UMPKYISAUMW 3aBUCUT OT MPOXOAMMOCTU
XKEeNYHbIX MyTen, MOo3TOMy XoJleCTas MOXeT Bbi3BaTb HeajeKBaTHOE MOoBbleHne
YPOBHSA aHTUreHa B CbIBOPOTKE. KpoMme TOro, y HEKOTOPbIX MHAWMBWAOB OTCYTCTBYET
(pepMeHT, CMHTE3MPYIOWMA AAHHYIO AeTEePMUHAHTY; no3ToMy aHTureH CA19.9 y Hux
He onpeenseTcsi, HeCMOTPS Ha HalMyue 3/10Ka4YeCTBEHHOW OMnyxonu.B cBs3n C 3Tum
AaHHble Mo coaepxaHuto CA19.9 Bcerga cnegyet MHTEpNpeTUpoBaTb B KOMMEKCe C
pe3yfnbTaTamMy APYrnX MeTOAOB UCCef0BaHUS U KIIMHUYECKUMWU AaHHbIMU.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne CA19.9 0OCHOBaHO Ha MCMNOJMIb30BAaHUW «C3HABUY»-BapuaHTa
TBEpAOda3HOro WMMyHOMEpMeHTHOro aHanmsa. Ha BHYTPeHHel MNoBEepXHOCTU
JIYHOK MnnaHweTa MMMO6MIn30BaHbl MbIWWHBIE MOHOK/IOHasbHble aHTUTena k CA19.9
yenoseka. B nyHkax nnaHweTta, npu agobasneHnn nccnegyemoro obpasua, Nnpoucxoamt
cBasbiBaHne CA19.9, copepxallerocss B uccnegyemom obpasue, C aHTUTenamu Ha
TBepAor dase. O6pa3oBaBLUNIACS KOMMEKC BbISBASIOT C MOMOLLbIO KOHbOraTa MblLUNHBIX
MOHOKJ/IOHaNbHbIX aHTuTen Kk CA19.9 yenoBeka C Nepokcuaason xpeHa. B pesynbraTte
o6pa3yeTcs CBSA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKalumnii nepokcnaasy. Bo spems
MHKybaumMm c pactBopoM cybcTpata TeTpameTunbeHsuamHa (TMB) npoucxoauTt
OKpalluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacku nNpsiMO NponopLMoHanbHa
KOHUeHTpaumm CA19.9 B uccneayemom obpasue. KoHueHTpaumto CA19.9 B nccneayembix
obpa3suax onpegensoT No KanMbpoBOYHOMY rpaduKy 3aBUCMMOCTU OMTUYECKON
NAOTHOCTM OT coaepxxaHust CA19.9 B kannbpoBOYHbIX Npobax.

Document: K223I Instruction version: 101 Format version: 810

2



XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundumuyHocTb. [lepekpecTHas peakuus MbIWNHBIX MOHOKIOHAMbHbIX
aHTuTen k CA19.9 yenoseka C ApyrMMnM aHanuTamu npueeneHa B Tabnuvue:

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

3.2. BocnpousBoanMOCTb.

KoacdduuneHT Bapuaumm pesynbTaToB onpegeneHuns cogepxaHus CA19.9
B OAHOM W TOM >e obpasue cbiIBOPOTKM (Mna3Mbl) KPOBWM C MCMOAb30BaHMeM Habopa
«CA19.9-NOA» He npeBbiwaeT 8,0%.

3.3. JINHENHOCTD.

3aBucuMoCTb KoHuUeHTpaumnm CA19.9 B obpasuax CbIBOPOTKM (Msa3Mbl) KpOBU
npu pasBeaeHUn UX CbIBOPOTKONM (Mnasmoi) kpoBu, He copepxaweinn CA19.9, nmeet
NINHENHbIW XapaKTep B Anana3oHe KOHueHTpauun 12-240 Ea/mn n coctaBnseT £10,0%.

3.4. To4yHOCTb.

[aHHbIA  aHanuUTMYecKuMii napameTp MNPOBEPSETCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME U3MEepeHHON KoHueHTpauun CA19.9 npeanncaHHOW, NOMYyYEHHOW nyTeM
CMEeLMBaHNA paBHbIX OHBBEMOB KOHTPOJIbHOM CbIBOPOTKU WM KannbpoBOYHOW Mpobbl
60 Ea/mn. MpoueHT «oTKpbITUsA» coctaBnsieT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa foctoBepHo onpeaensiemass Habopom «CA19.9-UDA» KOHLEHTpauums
CA19.9 B cbiBOpOTKeE (nJ1la3Me) KpoBM He npesBbiwaeT 2 Ea/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMeHeHns Habopa — knacc 1 (FTOCT 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 MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNI U3MEPATb ONTUYECKY IO
NIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu anvHe BofHbl 450 HM;

- TepMocTaT, noaaepXxuBarwmin Temnepatypy +37 °C £0,1 °C;

—  [A03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, no3sonswwme oTbéupate 06bEMbI
B AmanasoHe 25-250 mMKkn;

- UWAMHAP MepHbI BMecTuMocTbio 500 mn;

- BOAa AUCTUNIMPOBaHHas;

- nepyaTKu pe3nHOBble UK NIACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. MNepen npoBeAeHMEM aHann3sa KOMMNoHeHTbl Habopa v nccneayemoie o6pasubl
CbIBOPOTKM (MNasMbl) KpOBW cnedyeT BblAepXaTb MpW KOMHATHOW TeMmnepaType
(+18...425 °C) He mMeHee 30 MUH.

7.2. MpurotossieHne NJaHLWeTa.

BCKpbITb MakeT C NAaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwKWecs  HEeWCNOoNb30BaHHbIMKM  CTpuMbl, 4YTOBbl  NpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BRaru, TWwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHms NaaHwWeTa
1N XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHne Bcero cpoka rogHoctu Habopa.

7.3. MpurotoBJsieHMEe OTMbIBOYHOI0 pacTtBopa.

Coaepxumoe dhnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pactsopa (22 M), nepeHectn
B MEPHbIN LMAMHAP BMecTMMOoCTbto 500 Mn, Ao6aBuTb 440 MN AUCTUNNMPOBAHHOW BOAbI U
TWwaTenbHO nepeMelaTb. B cnyyae gpobHoro ncnonb3osaHmns Habopa cneayet otobpathb
HeobXxo0AMMOe KOIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pas3BecTu AUCTUANN-
poBaHHOM BoAoM B 21 pa3 (1 MN KOHLEHTpaTa OTMbIBOYHOrO pacTteopa + 20 mn auctun-
NINPOBaHHOM BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CA19.9-VDA» fonKeH XPaHUTLCS B YNakoBKe NMpeanpusTms-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHne BCero cpoka rogHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npwu TemnepaType go +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)kxuBaHue (-20 °C) kann6poBOUYHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBOuHbIX Mpob6 M 1 nNpobbl KOHTPOSILHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBLUMECS HEeWCnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaror Ans 3aknevBaHus NiaHLWweTa U XpaHUTb Npu TemnepaTtype +2...+8 °C
B TeYeHne Bcero cpoka rogHoctn Habopa;

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

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

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

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

MpumMeyaHue. Mocne MCNONb30BaHMS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbIWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEW KPbILLKOM.

8.4. [Ins npoBefeHMs aHanu3a He creayeT WCMNosb30BaTb FEMOSIM3MPOBAHHYHO,
MYTHYH CbIBOPOTKY (N1a3My) KPOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Npon3BoANTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (Masmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKU (MNs1a3Mbl) KPOBU He AOMycKaeTcs.

8.5. VcknouaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAew, Nony4yaBlIMX B Lensax AMarHOCTUKK UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. Mpn wncnonbloBaHun Habopa Ana npoBeAeHUS HECKONIbKUX He3aBUCUMMbIX
Cepuili aHanu3oB cneayeT UMeTb B BUAY, YTO AN KaXA0ro HE3aBUCMMOro onpeaesieHus
Heob6xoAMMO  MOCTPOEHME HOBOro  KanMbpoBOYHOro rpaduka; Kpome 3Toro,
pekoMeHayeTcs onpeaeneHne KoHueHTpaumm CA19.9 B KOHTPOJIbHOM CbIBOPOTKE.

8.7. [Ins nony4yeHus HaAexXHbIX pe3ysbTaToB HeobXoaMMo CcTporoe cobniwoaeHve
WNHCTpyKUMM No npumMmeHeHunto Habopa.
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3M1eKTPOHHas noyTa: info@xema.ru; rqc@xema.ru
MHTEpPHET: WWW.Xxema.ru; www.xema-medica.com
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA19.9
IN HUMAN BLOOD 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. 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 £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 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.
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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 Abso(;bsaon:‘:Ie“l)lnlts ol T
CAL 1 0 U/ml 0.05
CAL 2 12 U/ml 0.27 I
CAL 3 60 U/ml 0.98 R
CAL 4 120 U/ml 1.48 >
CAL5 | 240 U/ml 2.30 R

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

Lower limit

Upper limit

Healthy donors

35
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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 2 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%.
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