XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MPMHUMN PABOTbI HABOPA 3
3. AHAJNTUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbBIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTIN3A 5
8. YCNoBuA XPAHEHWUSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 9
CONTENT
1. INTENDED USE 10
2. SUMMARY AND EXPLANATION 10
3. PRINCIPLE OF THE TEST 11
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

NHCTpyKumna cocTaBneHa PykoBoauTenem cnyxbbl knneHTckoro cepsmnca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKMHbIM

Document: K221I Instruction version: 008 Format version: 612

1



K221I

«YTBEPXJAIO»

PykoBoanTens ®eaepanbHOM CryX6bl
no HaA30py B cepe 34paBoOOXpaHEHUs
1 counanbHOro passBuTus

P.y. Xabpunes

MHCTPYKUUA MO NPUMEHEHUIO HABOPA PEAFEHTOB
anda AMMYHO®EPMEHTHOIO ONPEAEJIEHUNA
OBLUEIO NMPOCTATACNEUNOUNYECKOIO AHTUTEHA
B CbIBOPOTKE (MJIA3SME) KPOBWU «o6wuit MCA-NDA>»

PekomMeHAoBaHa K yTBEpPXAEHUO HayuyHo-3KcnepTHbIM COBETOM MO MEAULMHCKUM U34ennsam

1. HASBHAYEHME

1.1. Habop peareHToB «06wWwmnii MCA-UOA» npegHasHayeH A8 KONIMYECTBEHHOMO
onpeaeneHns KoHueHTpauun obwero MNMCA B cbiBOpOTKe (nsla3me) KpoBM MeTOAOM
TBEpAodasHoOro UMMyHO(MEepMeHTHOro aHanmns3a.

1.2. MpocTaTacneundunyeckmin aHtureH (MCA) — rMMKONPOTEUH C MONEKYNSAPHOM
Maccon 34 k[a, cocTosWwMi M3 OAHOM NOMMMEenTUAHOM uenu, 6bin obHapyxeH
B 3MNUTENManbHbIX KJeTKaX HOpMasbHOW npocTaTbl. Ero KOHUEHTpauus B KpOBM
nosbiwaeTcss npu  AobpokayecTBEHHOW  runepniasumM U 3/10KaYeCTBEHHOM
nepepoXAeHnn TKaHW MpocTaTbl, @ TakKXe Mpu MeTacTaTUYeCKOM pake npocTaThl.
MNCA sBNnseTcs CepuHOBOW MNpoTea3ol M3 CeMencTBa Ka/lJIMKPEUHOB, ero To4yHoe
Ha3BaHWe MNO 3H3UMOJSIOrMYecKon knaccudukauum - npekannvkpenH 3. Bbicokue
KoHueHTpaumun MCA HabnoaaTca B MOJIOYHOM Xenese npu nakTtauuu UM rpyaHoM
MOJIOKE, MO3TOMY JaHHblIA 6enok Henb3ss cyuTaTb CTPOro crneunduyHbIM Ans
npoctatbl. B cbiBopoTke kpoBu MNCA HaxoauTCa MNpeuMMyLlecTBEHHO B KOMMekce
C aHTunpoTeasamMum -  AHTU-XUMOTPUMNCUHOM, anbda-2-MakpornobynmHoM u
aHTuTpuncuHoMm. Yactb MCA (cBoboaHbi MCA) HaxoAMTCA BHE 3TUX KOMMJEKCOB.
Mapa aHTUTEN, MCNofNb3yeMbiX B JAaHHOW TecT-cucteme (PS2-PS6), paBHOMEpHO
(akBUMONApPHO) pacno3HaeT obe dopmbl MNMCA - cBO6OAHYIO U CBS3aHHYHO, 4TO
NOATBEPXAEHO pe3y/bTaTaMu He3aBUCUMbIX UCCNefoBaHui B YHuMBepcuTeTe Typky,
OuHNaHAMA. Y 60NbHbIX afeHOKapuMHOMOM MpocTaTbl ONpeAensieTcsl MNoBbleHue
KoHueHTpauuu MNMCA pgaxe Ha paHHUX CTaausax 605e3Hn. Y 60MbHbIX C BblpaXeHHbIM
3aboneBaHnem oTmeyeHa KoHueHTpaumsa MCA 1000 Hr/mn wn Bblwe. KnnHunyeckas
3HAUYMMOCTb [AAHHOrO oOnpejeneHns 3ak/fiyaeTcd B BO3MOXHOCTU KOHTpPONsA
W MporHosa nporpeccupoBaHus 3abonesaHunsa. HapacTawowee uam ycTonuymBoe
noBbileHne KoHueHTpauuu MCA, cBuAeTenbCTBYOT 06 OMNyxosieBOW Mporpeccum
N HeapdeKTUBHOCTM Tepanuu. MHTepnpeTaumio AaHHbIX HeobxoAMMO NpOBOAUTb
C Y4Y4eTOM APYruUX KJIMHUYECKUX AaHHbIX. BaXXHyK AOMOAHUTENbHYI WHMOpMauuio
ans anddepeHumManbHON AMArHOCTUKM A06pOKaYeCTBEHHbIX W 3/10KaYeCTBEHHbIX
3aboneBaHnit npocTaTbl MO3BOMSIET MOMYUYMTb onpeaeneHne cooTHoweHus cBl1CA/
06MNCA. Tpu 3TOM Heobx0AMMO y4uuTbiBaTb BO3pPacCT MauMeHTa WM aHaMHe3: Tak,
Yy MyX4YuH Ao 60 NneT COOTHOWEHWE peKOMeHAyeTCs OonpeaensTb MNpu YypoBHE
06MCA Bbiwe 4 Hr/MA; Npu 3TOM cneayeT MMeTb B BMAY, YTO CYLleCTBEHHOe — Bbille
15 Hr/mMn - noBblweHne ypoBHA O6MCA MoxeT HabnwaaTtbCs He TOJIbKO Npu
3/10KaYeCTBEHHOM MepPepoOXAEHUM TKaHU NPOCTaThl, HO U NMPW NPOCTaTUTE U Maccaxe
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XEMA

npeactatenbHoOn xenesbl (Mo gaHHbiM OO0 «XEMA» - o 20 Hr/mn v go 80 Hr/mn
COOTBETCTBEHHO), @ TaKXe Mpu 38KyNsuMM HaKaHyHe WccnefoBaHusa. Y MYX4YMH
ctapwe 60 net, koraa gobpokayecTBeHHas runepnniasmsa HabnaaeTca NnpakTU4ecku
y Bcex, ypoBeHb MNCA po 7 Hr/mMn uenecoobpasHo paccMaTpuBaTb KakK HOPMasbHbIN,
n cooTHoweHne cBlCA/MNCA onpeaensaTb, HauuMHas c 7 Hr/mna. BHuMaHue: npwu
onpefeneHnn COOTHOLWEHMsT HeobxoaAMMO Mnonb3oBaTbCsi Habopamu oAHON GUPMbI!
[OaHHbin Habop npeaHa3HadeH ANA WCNOMb30BaHMSA € Habopom «cBlCA-NDA»
000 «XEMA», kaT. N2 K231.

2. NIPUHUMNN PABOTbl HABOPA

Onpepenenne obuwero NCA 0OCHOBaHO Ha WMCMOJIb30BaHUU «CIHABUY»-BapuaHTa
TBEpA0dA3HOr0 MMMYHO(PEPMEHTHOIO aHanm3a. Ha BHyTpeHHEeN NMOBEPXHOCTU TYHOK
nnaHweTa MMMOBUNN30BaHbl MbIWMHbIE MOHOKJIOHa/bHble aHTUTena k obwemy MNCA
yenoseka. B nyHKax nnaHweTa, npu sobasneHnm nccnegyemoro obpasua, npoucxoant
cBsA3biBaHMe obuwero MNMCA, cogepxawerocs B uccnegyemom obpasue, ¢ aHTuTenamm
Ha TBepaon ¢dase. O6pa3oBaBLUMNCSA KOMMAEKC BbISAB/SIOT C MOMOLWbI KOHblOraTa
MbILWNHBIX MOHOKJ/IOHaNbHbIX aHTuTen kK obuwemy MCA 4yenoseka C MepoKcuaason
XpeHa. B pe3synbrate obpa3syeTcs CBA3aHHbIN C NAACTUKOM «C3HABUY», COAEPXaLLUN
nepokcuaasy. Bo BpeMs nHkybauum c pactBopom cybcTpaTta TeTpameTunbeH3namHa
(TMB) npoucxoauT oKpallnMBaHWe pacTBOPOB B JIYHKax. MHTEHCUMBHOCTb OKpacku
npsiMO NMponopuMoHanbHa KOHueHTpauun obwero MNCA B uccnegyemom obpasue.
KoHueHTpauuto obuwero MCA B mnccneayembix obpasuax onpenenstioT no kanmbpo-
BOYHOMY rpadmKy 3aBMCUMOCTM ONTUYECKON NIOTHOCTK OT codepxaHus obuwero MNCA
B KannbpoBOYHbIX Npobax.

3. AHAJTIUTUYHECKUE XAPAKTEPUCTUKHA

3.1. CneundPUYHOCTb. O6a MbILUNHbIX MOHOKJ1IOHaIbHbIX aHTuTena,
MCNoNb30BaHHbIe B AaHHOM Habope, AeMOHCTPUPYIOT 9KBUMOJISIPHOE B3aUMOAENCTBUE,
kak co cBob6oaHbIiM MCA Tak n ¢ NCA-AXT KOMMNIEKCOM.

3.2. Bocnpou3BoauMOCTb.

KoadpduruneHT Bapnaummn pesynbTaToB onpenesneHns cogepxaHus obuwero MCA
B OAHOM M TOM Xe obpasue CbiIBOpOTKM (MNa3Mbl) KPOBM C Mcnonb3oBaHneMm Habopa
«o6wmin MCA-UDA» He npeBbliwaeT 8,0%.

3.3. JInHehHOoCTb.

3aBUCUMOCTb KOHLeHTpaunmn obwero MNCA B o6pa3uax cbiBOPOTKM (N1a3Mbl) KpPOBU
npu pasBeAeHuMU UX CbIBOPOTKOW (Mn1a3MoM) KpoBM, He coaepxalien obwwmin MCA,
MMeeT NIMHENHbIN XapaKkTep B AMana3oHe KOHueHTpaunin 1.5-30 Hr/Mn u cocTtaBnsaeT
+10,0%.

3.4. TOYHOCTD.

[aHHbI aHanUTUYeCKMin napamMeTp MNpPOBEpseTCs TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE U3MEPEHHOM KOHUeHTpaunu obwero NCA npeanncaHHo, Noy4YeHHON
nyTeM CMelMBaHUS paBHbIX 06BbEMOB KOHTPOJIbHOW CbIBOPOTKM W KanubpoBOYHOW
npo6bl 5 HI/MA. MNMpoueHT «OTKpbITUA» cocTaBaseT 90-110%.

3.5. YyBCTBUTENIbHOCTD.

MuHUManbHas [AOCTOBEepHO onpegensemas Habopom «obwwuii  MNCA-UDOA»
KOHUeHTpaunsa obuwero MNCA B cbiBOpoTKe (Nna3me) KpoBu He npesbliwaeT 0.1 Hr/mA.
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5. MEPbl NTPEAOCTOPOXXHOCTHU

5.1. lNoTeHuManbHbIN pUck NnpumMmeHeHns Habopa - knacc 2a (FTOCT P 51609-2000).

5.2. Bce koMmnoHeHTbl Habopa, 3a ncknwyeHnem crton-pearenta (5,0% pactBop
CEepHOW KMCNOTbI), B UCMOJIb3yeMbIX KOHLEHTPAUUAX ABASIOTCH HETOKCUYHbBIMM.

PacTBop cepHoW KkucnoTbl obnajaer pasgpaxalowmnm gencrtsmem. Usberatb
pa3bpbi3rnBaHMsa 1 NonafaHns Ha KoXy 1 CansncTble. Mpu nonagaHnm Ha KOXY U CIM3NCTble
NMOpa)XeHHbI Y4acToK c/ieayeT NpoMbITb 60/bLINM KONMYECTBOM NMPOTOYHON BOAbI.

5.3. lNpu paboTe c Habopom cneayet cobnogatb «[paBuna ycTponcTea, TEXHUKHU
6e30MacHOCTN, NPOU3BOACTBEHHOW CaHMTapuu, NPOTUBO3MUAEMUYECKOrO pexuma u
NIMYHOW TuUrmeHbl npu pabote B nabopatopusx (oTAeNeHusiX, oTaenax) CaHUTapHO-
3NUAEMNONOINYECKMX YUYpPEeXAEHUN cucTeMbl MuHMUCTepcTBa 34paBOOXPaHEHUs
CCCP» (Mockea, 1981 r.).

5.4. lNpwn pabote c Habopom cneayeT HajeBaTb OAHOpPa30Bble PE3WHOBbLIE UK
naacTUKOBbIE MepyaTKK, Tak Kak obpa3sLbl KpOBW YenoBeKka cneayeT paccMaTpuBaTth
Kak MNOTEeHUuManbHO WMHMOUUMPOBAHHbLIM MaTepuasn, CnocobHbl ANUTENbHOE BpeMs
COXpaHATb M nepepaBaTb BWY, Bupyc rematuta wmnu nwboli apyron Bo3byamtenb
BMPYCHOM MHpeKLNN.

6. OBOPYJOBAHUE N MATEPUAIDI,
HEOBXOAWMDIE NPU PABOTE C HABOPOM

doTOMETp BEpPTUKANbHOr0 CKaHMPOBAHMUS, MO3BONSAKWUNA U3MepPATb ONTU-—
YeCKY0 NJIOTHOCTb COAEPXKMMOTO JTYHOK NAaHweTa npu AnvHe BoSHbl 450 HM;
- TepMocTaT, noaaepxuBawowni temnepaTtypy +37 °C £0,1 °C;

[03aTOpbl CO CMEHHbIMWU HAaKOHEYHWKaMW, Mo3Bosslme oTbMpaTb 06bEMDI
B AnanasoHe 25-250 Mkn;

- UMIWHAP MEepHbIN BMecTMMoCTbio 500 mn;

- BOAA AUCTUIMPOBaHHas;

- nepyaTKu pe3nHOBble UK NNacTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AJiAd AHAJIN3A

7.1. Nepea npoeeaeHneM aHann3sa KOMNoHeHTbl Habopa n nccnenyemolie obpasubl

CbIBOPOTKM (MNa3sMbl) KpPOBWM ClieayeT BblAepXaTb MpPW KOMHATHOW TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. NMpuroToBJsieHMe NnaHLWweTa.

BCKpbITb NakeT C NJaHLWeTOM M YCTaHOBUTb Ha paMKy HeobxoanmMoe KOMMYecTBO
cTpunoB. OcTaBWMECs HEUCMNOb30BaHHbIMM CTpUMbl, 4YTOb6bI NpeaoTBpaTUTH
BO34ENCTBME HA HUX Barn, TwaTesbHO 3akneuTb O6yMarom Ansg 3akjenmBaHus
nnaHweTa U XpaHUTb Npu TemnepaTtype +2..+8 °C B Te4eHne BCero cpoka rogHocTu
Hab6opa.

7.3. NMpurotoBsieHNEe OTMbIBOYHOI0 pacTeopa.

Coaepxumoe dnakoHa C KOHLEHTPATOM OTMbIBOYHOro pactBopa (22 M), nepeHe-
CTV B MEpHbIN UMAMHAP BMecTUMocTbio 500 mn, no6aButb 440 MA ANCTUNNMPOBAHHOMN
BOAbl W TWATeNbHO nepeMewaTtb. B cnyyae gpobHoro ucnonb3oBaHusa Habopa cneny-
eT oTtobpaTb HeobxoAMMOe KOMMYEeCTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pas-

BECTW AUCTUANNPOBaHHOM BoAoN B 21 pa3 (1 M KOHUeHTpaTa OTMbIBOYHOIO pacTeopa
+ 20 MN AUCTUANNPOBAHHOW BOAbI).
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8. YCJ/10BUA XPAHEHNA N DKCNJTYATALUUN HABOPA

8.1. Habop peareHToB «06wmii TMNCA-UDA» ponkeH XpaHUTbCS B YyMNakKoBKe
npeanpusaTUS-U3roToBuTeNnss Npu TemnepaTtype +2..+8 °C B TeuyeHue BCero cpoka
roAHOCTM, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTuposka) Habopa npu Temnepatype o +25 °C
He 6onee 5 cyTok. He gonyckaeTtcs 3aMopa)xuBaHue Lenoro Habopa.

[AonyckaeTca opHOKpaTHoe 3aMopakuBaHue (-20°C) kannb6poBOUYHbIX
npo6 n KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTAaX.

8.2. Habop paccuntaH Ha NpoBeAeHMe aHanusa B Aybnnkatax 42 uccneayembix
obpasuos, 5 kanmbpoBouHbix Npo6 M 1 nNpobbl KOHTPOABHON CbIBOPOTKM (BCErO
96 onpeaenexHunit).

8.3. B cnyyae gpo6bHoro ncnonb3oBaHusi Habopa KOMMOHEHThbI cneayeT XpaHUTb
cneayowmm obpasom:

- OCTaBLUMECS HEMCMOJIb30BAHHbLIMU CTPUMbI HEOOXOAMMO TLLATENbHO 3aKNenTb

6yMaron gns 3aknemBaHus njaaHLWeTa U XpaHUTb Npu TemnepaTtype +2...48 °C
B TeYeHue BCero cpoka rogHoctn Habopa;

- KOHbloraT, cybcTpaT, CcTon-peareHT Mocre BCKpbITUS (akoHOB cneayeT
XpaHUTb Npu TemnepaTtype +2..+8 °C B TeuyeHuWe BCEro cpoka rogHocTu
Habopa;

- KannbpoBOYHble nNpobbl M KOHTPOJIbHYIO CbIBOPOTKY TMOCJAE€ BCKPbITUS
(hNaKkoHOB cnefyeT XpaHuTb Npu TemnepaType +2...4+8 °C He 6onee 2 MmecsueB;

- OCTaBLWWNCA HEWCMOJSIb30BAHHbIM KOHLEHTPAT OTMbIBOYHOrO pacTBopa
cneanyeT XpaHuTb npu TemnepaTtype +2..+8 °C B TeueHue BCero cpoka
rogHocTn Habopa;

-  MPUrOTOBJIEHHbI OTMbIBOYHbIN PacTBOP CreAyeT XPaHUTb NMPW KOMHATHOM
Temnepatype (+18..4+425°C) He 6onee 5 cyTok uAM Npu TemnepaType
+2..48 °C He 6onee 30 cyToOK;

MpumeyaHue. MNocne NCNoNb30BaHUa peareHTa HeMeA/IeEHHO 3aKpbiBaliTe KPbIWKY

¢pnakoHa. 3akpbiBaliTe KaxAabli 1akoH CBOEW KPbILLKOW.

8.4. [Ins npoBeAeHUa aHanu3a He cnefyeT MCNoSb30BaTb FEMOSIN3NPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KpOBU, @ TakXXe CbIBOPOTKY (Msla3My) KpOBU, COAEPXKALLYHO
asng HaTtpus. Ecnn aHanu3 npouM3BOAWTCS HE B [AeHb B3STWUS KPOBW, CbIBOPOTKY
(nnasmy) cnepyeTt xpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMopa)XuBaHue-
oTTanmBaHune 06pas3LoB CbIBOPOTKM (Ma3Mbl) KPOBU HE AOMNYyCKaeTcs.

8.5. VckntoyaeTcs ucnosnb3oBaHue A5 aHanm3a o6pa3uoB CbiIBOPOTKM (Ma1a3Mbl)
KpPOBM NI0AEN, NONYYaBLUNX B LENAX AMarHOCTUKK UK Tepanum npenapaTbl, B COCTaB
KOTOPbIX BXOAST MbIlUMHbIE aHTUTENA.

8.6. Mpu ncnonbloBaHnm Habopa AN npoBeaeHUsT HECKONbKUX HE3aBUCUMbIX
cepuii aHanuM3oB clegyeT MMeTb B BuAy, 4YTO ANA KaXAOro He3aBMCUMMOro
onpeaeneHns Heob6xoAMMO MOCTPOEHMe HOBOro KanmbpoBOYHOro rpadwuka; Kpome
3TOro, pekoMmeHayeTcsi onpeaeneHuve KoHueHTpauuun obwero MCA B KOHTPOJbHOWN
CbIBOPOTKE.

8.7. 1na nony4yeHns HaAeXHbIX pe3ynbTaToB HeobxoanMo cTporoe cobnwoaeHne
NHCTpyKUMM No npumMmeHeHuto Habopa.
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10. O)XXUAAEMbIE 3HAYEHUSAA N HOPMbI

10.1. OcHoOBbIBasACb Ha pe3ynbTaTax nccrienoBaHuii, nposeaeHHbIx 000 «XEMA»,
pekoMeHAyeM MO/Ib30BaTbCA HOPMaMu, MNpuUBEAEHHbIMM HMxe. BmecTte ¢ Tem, B
cooTBeTCcTBMM C npasunamm GLP (Xopowei nabopaTopHOM MNpakTUKK), Kaxaas
nabopatopus posKHa camMa onpeenuTb MapaMeTpbl HOPMbl, XapaKTepHble Ans
obcneayemon nonynsauuu.

MpumeuaHue. 3HavyeHnsa KoHueHTpaumii obuwero MNCA B nccnegyembix obpasuax,
HaxoAsiWMecs HUXe rpaHuubl 4yBCTBUTENbHOCTM Habopa (0.1 Hr/mn), a Takxe
npeBbIAOWNE 3HavyeHue BepxHel KanmbpoBouyHoU npobbl (30 Hr/mm) cnepyet

npuMBOAMTL B crneaytowel popme: B uccnegyemom obpasue X KoHUeHTpauuns obwero
MCA Huxe 0.1 Hr/Mn vnn Bblwe 30 HI/MA.

My>XUUHBbI
<40 net - 4.0
41-60 net - 5.5
>61 roga - 7.0
XKeHLWwmnHbI - 0.45
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Mo BonpocaMm, kacawwmmcs kadecTBa Habopa «o6wmit MCA-UDA>,
cnenyet obpawatbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/«a 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIn)

3/IeKTPOHHas noyrta: info@xema.ru; rgc@xema.ru
MHTEpHET: WWWw.Xema.ru; www.xema-medica.com

PykoBoanTenb cnyx6bbl knueHTckoro cepsmca OO0 «XEMA»,
K. 6. H. [J. C. KOCTPUKUH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of total PSA 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

Prostate specific antigen (PSA) is a serin-like protease with molecular weight
ca. 34 kDa and was initially found exclusively in normal prostatic gland as well as
in prostatic fluid and seminal plasma. Later it was localized also in breast milk and,
according to its enzymological properties, was classified as human prekallikrein 3.
In human serum, most of PSA forms complexes with serine protease inhibitor proteins
(mostly alpha-1-antichymothripsin, alpha-2-macroglobulin and antithripsin). A minor
proportion of PSA (free PSA) is circulating outside these complexes.

Elevated serum PSA levels are found in patients with prostatic adenocarcinoma
even at early stages of the disease. Values of 1000 ng/ml and even more may be found
in patients with profound disease. Clinical value of this parameter is due to possibility
of clinical monitoring and prognosis of the disease. Continuous elevation of PSA level
isindicative of tumour progression and ineffective therapy. Nevertheless, interpretation
of the results obtained should be made in the context of other clinical data. According
to data obtained in University of Turku, Finland, the pair of monoclonal antibodies
used in present test system (PS2-PS6), recognizes both free and complex-bound
forms of PSA with equal affinity (equimolar binding).

Elevations of serum PSA levels are characteristic to prostatic hyperplasia,
inflammation and tumours. Serum PSA level can be used for monitoring and treatment
control of all diseases involving prostatic tissue, especially prostatic tumours.

Additional information valuable for differential diagnosis between benign and
malignant prostate hyperplasia may be obtained by estimation of free PSA/total PSA
ratio. In this case, age and case history of patients should be considered: that is, free
PSA/total PSA ration in patients under 60 years is to be estimated if total PSA level
is above 4 ng/ml while in males over 60 years when benign prostatic hyperplasia
is common this ratio is rational to be estimated when total PSA level is above
7 ng/ml. Besides, it should be kept in mind that significant elevation of total PSA
level may be found in patients with prostatitis as well as after massage of prostatic
gland and the next day after ejaculation (according to XEMA data, up to 20 ng/ml and
80 ng/ml, respectively).

Please, note, that free PSA/total PSA ratio should be estimated using EIA kits of
the same manufacturer. This kit is intended for use with XEMA fPSA EIA, Cat.# K231.
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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 total PSA-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies — murine monoclonal to human
total PSA, 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.

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...+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...4+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.
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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 total PSA concentration.

9.3. Determine the corresponding concentration of total PSA 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(r4bsaon:|:'e“l)lnlts ml =
CAL 1 0 ng/ml 0.04 rd
CAL 2 1.5 ng/ml 0.27 —
CAL3 5 ng/ml 0.57 L
CAL 4 10 ng/ml 0.91 [
CAL 5 30 ng/ml 2.34 e
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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 tPSA. 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, ng/ml
Sex, age — .
Lower limit | Upper limit
Males
<40 yrs - 4.0
41-60 yrs - 5.5
>61 yr - 7.0
Females - 0.45

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

The pair of monoclonal antibodies used in present test system (PS2-PS6),
recognizes both free and complex-bound forms of PSA with equal affinity (equimolar
binding)

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being
0.1 ng/ml.

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

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