XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPUHUUN PABOTbI HABOPA 2
3. AHAJIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMBIE MPNU PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. MPOBEAEHUWE AHAJTIN3A 7
10. OXMAAEMbIE 3HAYEHNA N HOPMbI 8
11. JINTEPATYPA 9
CONTENT
1. INTENDED USE 10
2. SUMMARY AND EXPLANATION 10
3. PRINCIPLE OF THE TEST 10
4. WARNINGS AND PRECAUTIONS 11
5. KIT COMPONENTS 12
6. SPECIMEN COLLECTION AND STORAGE 13
7. TEST PROCEDURE 13
8. QUALITY CONTROL 15
9. CALCULATION OF RESULTS 15
10. EXPECTED VALUES 16
11. PERFORMANCE CHARACTERISTICS 16
12. LITERATURE 16

MNHCTpyKUmMs cocTaBneHa PykoBoauTeneM cnyx6bl knmeHTckoro cepemuca OO0 «XEMA»,
K. 6. H. [1. C. KOCTpMKNHbIM

Document: K240I Instruction version: 001 Format version: 301

1



K2401

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEQEJIEHNA
AJIbBEOMYLUMNHA B BUOJIOTMYECKNX XXNAKOCTAX
«AJIbBEOMYLIUH-UDA »

1. HABHAYEHME

1.1. HaboppeareHTtoB «AJIbBEOMYLNH-N®A» npeaHa3HayeH Ana KOIMYeCTBEHHOIO
onpefeneHnss KOHUEHTpauuu anbBeoMyuuHa B OMONOrMYEcKMX XMAKOCTAX (CM.
Tabnuuy M) metonom TBepAodasHOro MMMyHo(pepMeHTHOrO aHanmsa.

1.2. AnbBeoMyuuH (AM), unun myumHoBsbli aHTureH 3EG5, npoayumpyetcs B 6poHxax
anbBeosiounTamMm 2-ro TMNa U B HOPME CeKpeTupyeTcs B 6pOoHX0anbBeONApHbIA
cekpeT. [oBblWeHNe ero KOHUEeHTpauun B CbIBOPOTKE KPOBU OTMeYeHO Yy 60NbHbIX
C WHTepcTMumanbHbiMM 3abonesaHusamu nerkux (U3J1), npuyem creneHb MOBbIWEHUS
KOppenupyeT CO CTEeMeHbK BbIPAXEHHOCTU KMHWUYECKOW KapTuHbl. OnpeaeneHue
ypoBHa AM MoxeT O6biTb MOSIe3HbIM AN AMArHOCTUKU M3JT M OueHKM aKTUBHOCTMU
N CTEMNeHN TAXEeCTU BOCNanuTenbHOro npouecca.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne anbBeOMyLMHA OCHOBAHO Ha WMCMNOMb30BAaHUN «C3HABUY»-BapuaHTa
TBEpAOda3zHOro UMMyHoMdEpMEHTHOro aHanuMsa. Ha BHYyTpeHHel MOBEePXHOCTM JIYHOK
nnaHweTa MMMO6MIN30BaHbl MbIWMHBbIE MOHOK/IOHA/IbHbIE @aHTUTENA K albBEOMYLMHY
yenoseka. B nyHkax nnaHwera, npu gobaeneHun nccnegyemoro obpasua, NnpoMcxoant
CBSi3blBaHWe anbBeOMYyLMHA, coAepXallerocs B uccieayemMom obpasue, C aHTMTENamu
Ha TBepaolh ¢asze. O6pa30BaBLUMIACA KOMMIEKC BbISBASAIOT C MOMOLbIO KOHbBIOraTa
MbIWMHbIX MOHOKJIOHANIbHbIX AaHTUTEN K afibBEOMYLMHY 4YesloBeKa C MepoKcuMaasomn
XxpeHa. B pesynbTaTe obpasyeTcs CBA3a@HHbIN C MAACTUKOM «COHABMY», COAEp KaLLUMiA
nepokcuaasy. Bo Bpems mHKybaumm c pacTBOpoM cybcTpaTta TeTpameTunbeHsmavHa
(TMB) npoucxoauT OKpaluMBaHWe pacTBOPOB B JIYHKax. WHTEHCMBHOCTb OKpacKu
NpsIMO MpPOMOpLMOHanbHa KOHLUEHTpauuu anbBeoMylLMHa B wuccnegyemoMm obpasue.
KoHueHTpauuio anbBeoMyumHa B uccnegyemblx obpasuax onpegenstoT Mo
KanMbpoBO4YHOMY rpaduKky 3aBUCMMOCTU OMTMYECKOW MJIOTHOCTU OT COoAepXaHUs
anbBeOMyLMHa B KannbpoBoYHbIX nNpobax.
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3. AHAJIUTUNYECKUE XAPAKTEPUCTUKH

3.1. CneundmUHOCTb. MCNoONb30BaHME MbIWKHBIX MOHOK/IOHANbHbIX aHTUTEenN
K anbBEOMYLMHY NO3BONSAET AOCTUYb BbICOKOW CNeunduUyHOCTN aHanumsa.

3.2. BocnpousBoanMOCTb.

KoadduruneHT Bapmauum pesynbTaToB ornpeaeneHns coaepxaHus anbBeoMyLMHa
B OAHOM M TOM Xe obpa3ue CbiIBOPOTKM (Nna3Mbl) KPOBW C MCNOAb3oBaHMeM Habopa
«AJIbBEOMYUWNH-UDA» He npeBbliwaeT 8,0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLIEHTpaLMn anbBEOMYyLIMHA B 06pa3suax CbiIBOPOTKM (M1a3Mbl) KPOBU
npyv pa3BeAeHun UxX 6MONIOrMYEeCcKUMKU XKUAKOCTSAMU, He coAaepikalleir anbBeOoMyLMH,
MMEET JSINHENHbIN XapaKTep B AWana3oHe KoHueHTpauui 25-200 Eg/mn u coctaBnsiet
+10,0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpPOBEPSIeTCA TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME U3MEPEHHOW KOHLIEHTPaunu anbBeOMyLNHA NpeanmMcaHHoON, nonyyYyeHHon
NnyTeM CMeLMBaHUS paBHbIX O6bEMOB KOHTPOJIbHOM CbIBOPOTKM WU KannMbpoBOYHOW
npobbl 50 Ea/mn. MpoueHT «oTKpbITUA» cocTasnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHuManbHaa [ocToBepHO onpegensiemass Ha6opom «AJIbBEOMYLUH-UDA»
KOHLEHTpaums anbBeoMyLmnHa B 6M0ON0Ornyeckmnx XnakocTtax He npesbiwaet 20 Ea/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMmeHeHus Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHTta (5,0% pacTtsBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyeMbIX KOHLEHTPaUNUSX ABNSIOTCA HETOKCUYHBIMMU.

PacTtBop cepHoi kncnotel obnagaeT pasgpa)kalowmm gencrtemem. Ms3beratb pasbpbis-
rMBaHWS M NonagaHusl Ha KOXy M cnmnsucTble. MNpy nonagaHum Ha KOXY W CIM3UCTble Mo-
PaXX€HHbIV y4acToK criefyeT NpoMbiTh 60/bLUMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote ¢ HabopoM cnepyet cobnogate «lMpaBuna yCcTpoONcTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAeNeHuax, oTaenax) caHuTapHO-
3MNNAEMUONIOTNYECKUX YUYPEXAEHUA cucTeMbl MuUHUCTEpCcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote c Habopom cneayet HageBaTb OAHOPA30Bble PE3VHOBLIE WU
NnaacTMKOBbIe NepyaTKn, Tak kak 06pa3ubl KPOBM YenoBeka crieayeT pacCMaTpmBaTh Kak
NnoTeHUManbHO MHOULMPOBAHHbIA MaTepuan, CNoCcobHbI ANUTENbHOE BPEMS COXPaHSTb
n nepegjaBaTb BWY, Bupyc renatuta wunu nwboi apyron Bo36yauTenb BUPYCHOM
MHbeKUMN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWUMBbIE NPU PABOTE C HABOPOM

- ¢oTOMeTp BEPTMKANILHOIr0 CKaHMPOBAaHWS, NO3BONSAIOLLNIN N3MEPATL ONTUYECKYIO
NAOTHOCTb COAEPXXMMOIO JIYHOK MaHLWeTa Npu AMHe BOAHbI 450 HM;

- opbuTanbHbIl Wweikep (BCTpAXuBaTenb) ANS MWKPOMAHLLIET, CKOPOCTb
600-800 06./MUH.

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, No3Bonswolwme oTébupaTb 06bLEMBI
B Anana3oHe 25-250 Mkn;

- UWIMHAP MepHbIN BMecTuMocTbio 500 Mn;

- BOJa AUCTWAIMPOBaHHas;

- nep4yaTku pe3nHOBble WY NNACTUKOBbIE;

- bymara dunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJINU3A

7.1. Mepen npoBeaeHneM aHanm3a KOMNoHeHTbl Habopa n nccneayemslie obpasubl
CbIBOPOTKM (NNasMbl) KpOBM cneayeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18-25 °C) He meHee 30 MUH.

7.2. MpuroToBsieHUe NaaHwWeTa.

BCKpbITb MakeT C NAaHWETOM U YCTaHOBWUTb Ha paMKy Heob6xoAmMoe KOMMYecTBO
cTpynoB. OcTasLlnecs HencnoNbL30BaHHbIMU CTPUMbI, YHTOOLI NPeAoTBPaTUTL BO3AENCTBME
Ha HMUX Bfnary, TWwaTenbHO 3aknenTb 6ymaron Ana 3akierMBaHWs MNaaHWeTa U XpaHUTb
npu TemnepaType +2-8 °C B TeyeHMe BCeEro cpoka rogHoctn Habopa.

7.3. MpurotoBseHne OTMbIBOYHOIO pacreopa.

B cnyyae papobHoro mucnonb3oBaHus Habopa cnepgyeTt oTobpaTb Heobxoanmoe KO-
NINYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu AUCTWUIIMPOBAHHOW BOAOM
B 21 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOro pacteopa + 20 MN AWCTUANMPOBAHHOW
BOAbI).
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8. YCNOBUSA XPAHEHNSA U SKCIMJTYATALIUMN HABOPA

8.1. Habop peareHTtoB <«AJIbBEOMYLINH-ND®A» ponxeH XpaHUTbCS B YyMakKoBKe
npeanpuaTUS-U3roToBMTENa Npy TemnepaTtype +2-8 °C B Te4yeHue BCero Cpoka rogHocTy,
yKa3aHHOro Ha ynakoske Habopa.
[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype fo +25 °C
He 6onee 5 cyToK.
8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kannbpoBoYHbIX Npo6 M 1 Npobbl KOHTPONILHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).
8.3. B cnyvae apobHoOro mcnonb3oBaHns Habopa KOMMOHEHTbI C/ieayeT XpaHWTb
cneaytowmnm obpasom:
- OCTaBLUMECH HEWUCNOsIb30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb
bymaror Ans 3akneuBaHUs MnaHweTa M XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, cTon-peareHT nocne
BCKPbITUS (P1akOHOB crnefyeT XpaHuUTb Npu TemnepaTtype +2-8 °C B TeyeHue
BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPO6bI N KOHTPOJIbHYHO CbIBOPOTKY NOCNE BCKPbITUS (P/TaKOHOB

cnefyeT xpaHuTb Npu TemnepaType +2-8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEMCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cneayert

XpaHuUTb Npu TemnepaType +2-8 °C B TeueHue BCero cpoka rogHoctn Habopa;

—  MPUrOTOB/IEHHbIA OTMbIBOYHbIN pPacTBOp CleAyeT XPaHWTb MpU KOMHaTHOWM

Temnepatype (+18-25 °C) He 6onee 5 cyTok unm npu Temnepatype +2-8 °C
He 6onee 30 cyToK;

MpumeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeasSleHHO 3aKpbliBalTe KpbILWKY
dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEW KPbILLKOM.

8.4. 1na npoBeAeHWs aHanu3a He cneayeT WCMNOoSb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (N/1a3My) KpOBM, @ Takxe CbIBOPOTKY (Maa3sMy) KpoBM, coaepiKallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (MNaasmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKU (Ns1a3Mbl) KPOBU HE AoMycKaeTcs.

8.5. VcknoyaeTtca ucnonb3oBaHue AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KPOBW NI0AEN, NONy4YaBLWMX B LEeNsaX AUarHOCTMKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE aHTUTENa.

8.6. Mpu ucnonb3oBaHuM Habopa ANS NpoBeAEHUS HECKOSbKUX He3aBUCUMBbIX
Ccepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHns
Heo6XxoANMMO MOCTPOEHME HOBOro KanMbpoBOYHOro rpaduka; Kpome 3TOro, peko-
MeHAYyeTCa onpeaesieHne KOHUEHTpaLmmn anbBeoMyLMHa B KOHTPOJIbHON CbIBOPOTKE.

8.7. ins nony4yeHns HagexXHbIX pe3ynbTaToB HeobxoanMo cTporoe cobnwoaeHue
WNHCTpYyKUMM Mo npuMeHeHuto Habopa.
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF ALVEOMUCIN
IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of alveomucin in biological fluids.

This kit is designed for measurement of alveomucin in biological fluids. 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

Alveomucin (AM) or mucin antigen 3EGS5 is produced by alveolocytes of type 2.
Elevated serum levels of AM were found in patients with interstitial lung diseases (ILD),
the degree of elevation correlating to the severity of clinical symptoms.

AM determination may be of use for ILD diagnostics and monitoring.

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
alveomucin-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 alveomucin, 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.
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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% H2S04. 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.

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 to +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.

Document: K240I Instruction version: 001 Format version: 301

13



K2401I

'sadAj |elia3ew JUS43441p Ul UOIBI3USIU0D

9lAjeue 3je|nNd|ed 0] |4 d|qe] ul pa3si| J03de) uollRINd|RD 3SN ‘uolPNpad eiep J0) poylaw julod-Ag-juiod Alddy | ST
Jojeuqi|ed 3s4y uo ue|q Ja3pwoloyd 39S | HT
‘WU 0GP 38 (Aususp [eondo) o ainses | €1
'S||oM 93 03Ul dOLS Jo | 00T dsuadsia | ¢T
Do GC-8T 3 sajnuiw 0Z-0T @3eqndur | 1T
SlIom 3y} 03Ul g1 S9NS 40 |l 00T suadsia | 0T
'sawl} § sduls au3 ysem | 6
wd4 008-009 3k bupjeys snonuiuod pue J,52-8T I S9InuUIW OE 93egqndul | 8
‘2de) aAIsaype a3e|d AQ S||oM BY3 J9A0D *S|[M BU3 03Ul d¥H [NOD Jo | 00T asuadsig| £
sawy € sdis ysep “|1om Jad |l 0gz g pinoys uoiinjos buiysem jo Ajiauenb jewuly
uajem pajiasip AqQ XTZ HSVM 4Ng 931eJdiusouo0d uoianjos buiysem jo uoinjip x1z Aq uonnjos buiysem aiedaid | 9
wdi 008-009 3k bupjeys snonuiuod pue D,5Z-8T I S9nuUIW OE 93eqndul | §
*(331 2y3 ojul papnjpur) adey aAisaype a3e|d Aq s|jPm
33 J19A0D pue Spuodas /-G Joj a31e|d ay3l jo buneijod |pjuoziioy 1oys AQ S||am ay3 JO SJuajuod ay3 Xiw Ajnjaie)d
's9|dwes ||e J0J SwWi3 uol3egNIUl WJoJUN UB 3JNSUd 03 ‘Sojnuiw € ulyym apew aq pinoys buiadid ‘sjelaiew
139Y30 JO SBWN|OA 3Y3 104 |\ 9|ge) 935 S||]am pajedo|je ay3 ojul ajdwes umoudun ay3 jo | oG 12did ewse|d Jo
wnJas Jo bunsa) Jo4 ‘s||om pajedo||e ojul JOYLNOD Sojdwes |043uod pue § — T TyD sdojedqied jo |l oG 312did | +
‘[IoM Yoed ojul Jayng djdwes vi3 jo | 05 39did | €
‘jJusuwainsesaw
j094400uUl 0] ped| Aew uoinip ajdwes Joj sjusbeas 40 suayNq J49Yl0 JO dsn Udyng yIi3 buisn ‘Ajbuipiodoe
a|dwes siy3 a1n|ip Ajjeuonippe “ojesqied 3saybily ayy spasdxa ajdwes ay3 ul uoijesuaduod ajAjeue paysabbns Ji| ¢
'SdIY1S d3IsnNn
WOY4 3dV.L ONITVIAS IAISIHAY IAOWIY LON OQ ‘S|dwes umouxun yoes 104 S|[2M 0M} pue TOYLNOD sa|duwes
]0J3U0D pue G - T YD SJ03eiql|ed ay3 104 S||oM T 931ed0||e ‘awedy 3y3 0jul sd13soJdlw JO Jaquinu padisspayiind | T

aanpaooud Aessy *H°L

Format version: 301

Instruction version: 001

Document: K2401

14



XEMA

jsuonend|ed 104 10N "0 VINIX Y3 YlIm 9AIND paepueis e jo ajdwexa |edidA} e pajuasald si mojog "v°6
*3AIND JO adeys Jeaul|-uou 0} aNp papuawLIodal
S| uooNpaJ ejep Jeaul| Jo julod-Ag-juiod ‘abeis siyy uo ajqediidde S| uoionpad eyep paziuaindwod 10 |enuely *dAIND
uoneiqied ayy wodj sa|dwes umoudun Ul UPNWOSAIR JO uoljeljuaduod bulpuodsaliod ayj aulwialaq "€°6
"UOI13BJ3USdU0D UIDNWOBA|R SNSIaA O :J4aded ydelb uo aaund uoneiqied e 10|d *¢°6
‘sa|dwes pue siojelqijed jo Jied yoeas Joj (0SHAQ) San|eA 2duergJoSge ueaw ayjl aie|ndied "I'6

S171NS3d 40 NOILVINDIVI 6

‘suoneoynads Aesse uaAlb ayj ulylIm os|e
2Je su93oweded 1591 JOY30 || 4 pue sabued payidads syl UIYIIM dJe S|0JJU0D || JI AJUO PI|RA dJe S}NSaJ 1S9) 9y
*}593 9y3 Jo uoisiaad pue Adeundoe ay3 bBuiiepi|ea 104 S|0J43u0d JO Jaquinu Juadyyns e ‘aunpadold 1s9)
3yl ulyum ‘spnpul sAemje o3 juepoduwl st 31 "syusbeau [043u0d JO 3SN BY3 104 JuRAS|SJ Aj|e1DadSS S| SIYL ‘Sme| Jo/pue
splepueis |ed0| pue ‘93e1s ‘|esapas |gedijdde uayio 10 (92130e1d AlojelogeT] poon) 419 JO S9|nJ 3y3 03 aJaype AjPLas
ISNW J3sn 8y3 J3A03J0JY *3SN J0OJ SUOIIPNJISUl S,.da4njoejnuew ay3 49d se Apoexs pawdogad a9 3snw 1S9 Syl
"s3InsaJ Jo AjiplieA Aep 03 Aep ayj 2J4nsse 03 pasIApe S|
sa|dwes |0J43Uu0d JO 3sn Y] ‘suonenbal |edapa) pue a1els 03 bulp.aodoe sajdwes [043U0d 3Sh 03 PIpPUBWWO0DAI S| 3]

TOULNOD ALITVND '8

‘BuIsa) a40jaq uonebnylIuad Agq pajessy
9Q p|NOYs pue s3jnsaJ juswaJinseaw

T 0S 0S 1094400Ul 9AI6 pjnoys sajdwes piginl | piny JejoaAjeoydUOlq
‘buiysal al0joq uonebnylauad Aq pajeay
9Q p|noys pue paploAe aq p|noys sajdwes ewse|d Jo
T 0S 0S p1g4ny 4o ‘“21wadi ‘onnAjoway Ajssoln winJaas poojq
4
dojoey i ‘11em ayy I “‘om Buijpuey pue
ay3 ojul . adAj jeliarey
uonjejndje) | ojui 3jdwes 194nq VI3 9be.03s ‘uoida)|od |elid3ew uo S30N

buissaooud sjdwes g/

Format version: 301

Instruction version: 001

Document: K240I

15



K2401I

Calibrators Value Ulﬁ'\ilzz?zl?onﬁi“) 1l o
CAL 1 0 U/ml 0.15
CAL 2 25 U/ml 0.49 Es
CAL 3 50 U/ml 0.76 N
CAL 4 100 U/ml 1.24 .

CAL 5 200 U/ml 2.16 T T

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 Alveomucin. 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 - 70.0
Pregnancy:

1st trimester - 90
2nd trimester - 140
3rd trimester - 130
Lactation - 130

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity Sensitivity of the assay was assessed as being 20 U/ml.

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

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