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K2341

MHCTPYKLIUA NO NPUMEHEHUIO HABOPA PEATEHTOB
AN UMMYHO®EPMEHTHOIO ONPEAENEHMNA
HEMPOHCMNELIM®UYECKOW EHOJIA3bI B CbIBOPOTKE
(NJIASME) KPOBMU «HCE-U®A>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«HCE-U®A» npepaHa3HayeH ANA  KOJMYECTBEHHOrO
onpeaeneHns KOHUEeHTpauum HenmpoHcneunduyeckor eHonasbl B CbiIBOPOTKe (nia3me)
KpoBW MeToAoM TBepAodasHOro MMMyHodepMeHTHOro aHanumsa.

1.2. HCE (HerpoHcneuududeckass eHonasa) - LMTOMIasMaTUyYecKnuim rnKonnTu-
yeckuii cepMeHT, MPUCYTCTBYIOLWMIA B KIE€TKaX HEMpO3KTOAEPMasibHOr0 MpOUCXoXae-
HWS, HelpOoHaX rosI0oBHOro Mo3ra U nepudeprnyeckorn HEPBHOW cucTeMbl. HopManbHoe
copepxaHue HCE B cbiBOpOTKe KpOBM NtoAen He npesbiwaeT 13 Hr/mn. KonunyecTBeH-
Hoe onpegeneHne HCE B CbiBOPOTKE WAWM Mja3Me KPOBM, OCO6EHHO OAHOBPEMEHHO
0 onpeaeneHneM kKapuumHosMbpuoHanbHoro aHTureHa (K3A) (XEMA kat. N° K224)
n CYRFA21-1 (XEMA kaT. N2 K236), ncnonb3yeTcsa UCMOMb3yeTcsa B LesX KOHTPONs
TeYeHWUs N Tepanum MeNKOKIEeTOYHOro paka Nérkoro n HempobnacTombl.

1.3. lMNoBbiweHne ypoBHsa HCE B CbIBOpPOTKE KPOBM OTMEYaEeTcs Mpu Jeinkosax,
pake Mo4yek, nocne Ny4YyeBOW U peHTreHoTepanun; y 60bHbIX C AO06pOKavYeCTBEHHbIMU
3aboneBaHUAMM NNErkMX, a TakxXe Npu NoYe4HON HeAO0CTaTOYHOCTH, 4OH6POKaYeCTBEHHbIX
3aboneBaHNAX NeyeHn, Npueme Myko- n 6POHX0NNTUKOB, KYPEHUN.

1.4. MNpun 3abope KpoBM HeOOXOAMMO Yy4UTbIBATb, 4YTO (PEPMEHT COAEPXKUTCA
B apUTpouMTax n TpoMbounTax, CrnefoBaTeslbHO, FrEMOJIM3 3HAYUTESIbHO 3aBblllaeTt
pesysibTaTbl aHanMsa. He AonyckaeTcs ANUTENbHOE XpaHeHWe LieNIbHOM KPOoBM Tak
Kak npu 3ToM ypoBeHb NSE Hecneumduyecknm nOBbLIWAKTCA; UEHTpUdyrnposaHue
HeobxoAMMO NPOBOANTL HE Mo34Hee, YeM Yyepe3 1 yac nocne B3aTUS NPobbl.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpepeneHve HenpoHcneunduyeckor eHonasbl OCHOBAHO Ha WCMNOJSb30BaHUMU
«C3HABWY»-BapunaHTa TBepAoda3HOro UMMyHohepMEeHTHOro aHanmnsa. Ha BHyTpeHHeW
NOBEPXHOCTU JIYHOK naHweta WMMOOWMIN30BaHbl MbIWWHBIE MOHOKJIOHA/IbHbIE
aHTuTena k HCE 4enoseka. B nyHkax nnaHweTta, npu aobasBneHnn uccnesyemoro
obpasua, npoucxoaut cesidbiBaHMe HCE, copepixallerocs B wuccnenyemMom obpasue,
C aHTMTeNnaMu Ha TBepaon ¢ase. O6pa3oBaBLUMNCA KOMMEKC BbISBASKOT C MOMOLLbLO
KOHbtOraTa MbIWWHbBIX MOHOKOHaNbHbIX aHTuTen k HCE yenoseka C mepokcuaason
XpeHa. B pesynbTaTte obpasyeTcs CBA3aHHbIM C MIACTUKOM «CIHABUY», coaep Kaliumn
nepokcmaasy. Bo Bpemsi nHkybaumm c pactBopoM cybcTpaTa TeTpameTunbeH3uanHa
(TMB) nponcxoauT okpaluMBaHWe pacTBOPOB B SIyHKaX. MHTEHCMBHOCTb OKpPacKu NpsiMo
nponopumnoHanbHa KOHLIEHTPauUUn HerpoHcneunduyeckon eHonasbl B MCCefyeMOM
obpa3sue. KoHueHTpauuo HerpoHcneuudpuyeckon eHonasbl B uccneayembix obpasuax
onpeaensioT no KannbpoBoyHOMY rpaduKy 3aBUMCUMOCTM OMTUYECKOW MIOTHOCTM
OT coAepi>kaHuUs HerpoHcneundnyeckon eHonasbl B KanMbpoBOYHbIX nNpobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHoOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOK/IOHANbHbIX
aHTuTen Kk HCE yenoseka ¢ ApyrMMun aHanuTamun npmseaeHa B Tabnuue:

Ananut MepekpecTHas peakums, %
K2A <0.1
CA19-9 <0.1
CA15-3 <0.1

3.2. BocnpousBoauMOCTb.

KoaddununeHT Bapnaunn pesynstatos onpeneneHuns cogepxanms HCE B o4HOM K
TOM e obpasue CbiBOPOTKM (Ma3Mbl) KPOBWU C uUcnonb3oBaHuem Habopa «HCE-UDA»
He npesbiwaeT 8,0%.

3.3. JINHEWHOCTb.

3aBMCUMOCTb KOHUeHTpaumn HCE B obpasuax CblBOPOTKM (MNaa3Mbl) KPOBWM Mpwu
pa3BefeHnn X CbIBOPOTKOM (Nna3mMoit) KpoBu, He coaepxaluert HCE, umeeT NnMHeNHbI
XapakTep B AMana3oHe KoHueHTpauuii 10-150 mkr/n n coctasnsietr £10,0%.

3.4. To4yHOCTDb.

[aHHbI  aHanuUTMYecKMii napaMmeTp MpPOBEpPSieTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEpeHHOW KoHueHTpaumm HCE npeanucaHHOM, MOSyYeHHOW nyTem
CMEeLNBaHUSA paBHbIX OH6BEMOB KOHTPOJIbHOM CbIBOPOTKM W KanubpoBO4YHOW Mpobbl
30 Mkr/n. MNpoueHT «oTKpbITUA» cocTaBnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHas [ocToBepHO onpeaensemas Habopom «HCE-UDA» KOHUeHTpauwms
HCE B cbiBOpoTKe (ns1a3Me) KpoBuM He npesbiwaeT 0.6 MKr/m.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5,0% pacTtsBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUSAX ABASOTCA HETOKCUYHBIMMU.

PacTtBop cepHol kncnotel obnagaeT pasgpa)katowmm gencrtememM. Ms3beratb pasbpbis-
rMBaHUs ¥ nonajaHus Ha KOXY W CAn3ucTble. MNpu nonagaHum Ha KOXY U CIIM3UCTbIE MOo-
pa)X€HHbIM y4acToK criefyeT NpoMbiTb 60/bLUMM KOIMYECTBOM 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;

- TepMocCTaT, NnoagAepXuBarwwmin TemnepaTtypy +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...4+25 °C) He meHee 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
1 XpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHMEe OTMbIBOYHOI0 pacTtBopa.

B cnyyae apobHoro ucnonb3oBaHusa Habopa cnepayet otobpaTb Heobxoanmoe Ko-
NINYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu AUCTUINIMPOBAHHON BOAOW
B 21 pa3 (1 MAn KOHUeHTpaTa OTMbIBOYHOrO pactesopa + 20 M ANCTUANMPOBAHHON BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB peareHToB «HCE-U®A» pomxeH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-U3roToBMTENa Npu Temnepartype +2...4+8 °C B Te4eHune BCero Cpoka rogHocTy,
yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnenyembix
obpasuoB, 5 kKannbpoBOYHbIX MpPo6 M 1 Npobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpepeneHui).

8.3. B cnyvae apobHOro mcnonb3oBaHns Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCNOsIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKlenTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHUTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KoHbtorat, NOA-Bydep, cybcTpaT, cTon-peareHT nocsie BCKpbITUS (P/IakoOHOB
cnenyeT XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHune BCero Cpoka rogHoCTum
Habopa;

- KanubpoBOYHble NPObbl N KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMIACA HEMCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cneayert
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeuyeHwe BCEro Cpoka rOAHOCTU
Habopa;

- MNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp clefyeT XpaHWTb MpU KOMHATHOWN
Temnepatype (+18..+25°C) He 6onee 5 cyTtok wnu npu TemnepaType
+2...+8 °C He 6onee 30 cyToK.

MpuMeyaHune. MNocne NCNonb30BaHUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [Ins npoBeaeHUs aHann3a He ciefyeTt UCNoJib30BaTh FreMOJIN3MPOBAaHHYIO,
MYTHYIO CbIBOPOTKY (Mmsia3My) KPOBM, a TakKXe CbiBOPOTKY (Mnna3My) Kposw,
cofepxaly asug Hatpusa. Ecnu aHanm3 npovsBOAMTCA HE B [Ae€Hb B3STUS KpOBMU,
CcbiBOpPOTKY (MnasMmy) cneayer XpaHuTb npu  Temnepatype -20 °C. T[loBTopHoe
3aMopaxwuBaHue-oTTanBaHne o6pasLoB CbIBOPOTKM (M1a3Mbl) KpOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAeN, Nony4vaBlIMX B Lensax ANarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAeHUS HECKONbKUMX HEe3aBUCUMMbIX
Cepuin aHanuM3oB cnegyeT UMMeTb B BuAy, 4TO A8  KaXAOro He3aBMCMMOro
onpeaeneHnss HeobxoAMMO MOCTPOEHME HOBOro KannbposouHoro rpaduka; kKpome
3TOro, peKoOMeHAyeTCs onpefesieHne KOHUEHTpauMm HelpoHcneumdnyeckon eHonassbl
B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. [Ina nony4yeHns HaAexHbIX pe3ynbTaToB HeobXxoaMMo cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHunto Habopa.
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9. NPOBEAEHUE AHAJIN3A

MomecTuTe B paMKy HeO6X0AMMOE KOIMYECTBO CTPUMOB — Uccnenyemble o6pasLbl
B 2 NoBTOpax U 12 nyHOK Anst KannbpoBOYHbIX NPO6 U KOHTPOJIbHOW CbIBOPOTKMW.

BHecuTe BO BCe NIyHKM nyiaHweTa no 100 mkn UDA-Bydepa.

BHecute B cooTBeTCTBYKOWME NYHKM B aAyb6bnaukatax no 25 MKn
Kann6poBO4YHOM NPO6bl U KOHTPOJIbHOM CbIBOPOTKU. B ocTanbHbIe NIYHKHN
BHecuTe B Ay6amkaTtax no 25 Mkn mccneayembix o6pasuoB CbiIBOPOTKMU
(nna3Mmbl) KPpoBU. BHeceHre KannMbpoBOYHbIX NPO6, KOHTPOSIbHOW CbIBOPOTKM 1
nccnepyembix obpasLos He06X0AMMO NPOU3BECTU B TedeHne 5-10 MUHYT.

AKKypaTHO nepemeluanTe CoAepXMMoe MMaHLWeTa KPYroBbIMU ABMXKEHUSIMU MO
rOpM30HTaNIbHOW MOBEPXHOCTM, 3akfenTe nnaHweTr 6ymaron aAna 3aknevBaHus
nnaHweTta. MHKy6upyiiTe nnaHwer B TeueHue 30 MUHYT Npu TemnepaTtype
+37 °C.

Mo oKOHYaHUKM MHKYy6auMn yhanute Coaep>XXMMoe SlYHOK acnupaunen (Hanpumep,
MOMOLLbHO BOAOCTPYMHOrO Hacoca) Uan AeKaHTMpOBaHMEM U OTMOWUTE NyHKU 3 pasa.
Mpn kaxaorn oTMbiBKe A0b6aBbTe BO BCE NIYHKM MO 250 MK OTMbIBOYHOrO pactsopa
(cM. n. 7.3), BCTPAXHWUTE MMAHLLET KPYroBbIMW ABUXEHUAMW MO FOPU30HTasIbHOM
NOBEPXHOCTM C MoCneaytoLwen acnupauvein Uan AeKaHTUpoBaHMEeM. 3anepxka
npu OTMbIBKE (3aMauyMBaHue NyHOK) He TpebyeTcs. MNpu KaxaoM AeKaHTUPOBaHUM
Heo6Xx0AMMO TLaTeNbHO YAANSATb OCTaTKM XXMAKOCTU U3 STYHOK.

BHecuTe BO Bce JIYyHKM no 100 MK/ KOHblOraTta.

3aknenTe nnaHweT 6ymMaroi Ana 3akfeMBaHusa NiaHweTa U MHKYy6upy#Tte ero
B TeueHue 30 MMHYT nNpu Temnepartype +37 °C.

Mo oKOHYaHUKN MHKY6BaLUUK yaanmTe COAEPXKMMOE NIYHOK M1 OTMOMTE NIYHKK 5 pas.

BHecute BO Bce nyHku no 100 Mkn pacrBopa cy6crpata TeTpamMeTwi-
6eH3nanHa. BHeceHue pacTBopa cybcTpaTa TeTpaMeTunbeHsnauvHa B JIYHKM
HeobxoAMMO Mpou3BecTM B TeyeHMe 2-3 MUH. WMHKy6upyiTe nnaHwer
B TEMHOTE MnpuM KOMHaTHOM TeMmnepatype (+18...+25°C) B TeueHue
10-20 MUHYT B 3aBMCMMOCTU OT CTEMEHU PasBUTUS CUHErO OKpallMBaHUS.

10

BHecuTe BO BCe JIYHKM C TOW e CKOPOCTbIO W B TOW Xe NoC/eA0BaTeNbHOCTH,
Kak u pacTtBop cybctpata TeTpameTunbeHsnanHa, no 100 MKA cTon-peareHTa,
Npu 3TOM COAEPXMMOE JTYHOK OKpaLUMBAETCS B APKO-XXeNTblA LBET.

11

U3MepbTe BeIMUMHY ONTUYECKOW MIoTHOCTU (Of) coaep>kMMOro JiyHok
naaHwerta Ha poToMeTpe BepTMKANbHOM0 CKaHMPOBaHWS MPU AJINHE BOJIHbI
450 HM. N3MepeHure Ol coaep>xXnmoro NyHOK niaHweTra Heob6xoanuMo NpousBecTn
B TeyeHMe 15 MKWH. nocne BHeceHWs cTon-peareHTa. bnaHk d¢oTomeTpa
BbICTaB/IsTe Mo kanmbposoyHon npobe C1.

12

MocTporiTe B NMHENHbIX KOOpAMHATaX KannbpoBOYHbIM rpaduk: ocb abcumcc
(x) — koHueHTpauus HCE B kannbpoBouHbiXx npobax (MKr/n), ocb opauHaTt (y) -
onTuMyeckas MJOTHOCTb KannmbpoBouyHbiXx npo6 (OM 450 HM). Ona anroputMma
obcyeTa (annpokcMMaumn) KannmbpoBOYHOro rpacrka MCNosb3yTe MHTEPBAsIbHbIN
(KYCOYHO-TMHENHbIN, «OT TOYKM K TOUKE») METOA.

13

OnpefenuTte no kanubpoBo4dHoMy rpaduky cogepxaHve HCE B uccnenyembix
obpasuax.

Document: K234I Instruction version: 010 Format version: 010

7



K2341

10. OXXMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyJsibTaTax uccnenoBaHuii, nposeaeHHbIXx 000 «XEMA»,
peKkoMeHAyeM Mofib30BaTbCAd HOpPMaMu, MpuUBEAEHHbIMW Huxe. Bmecte c Tem, B
COOTBETCTBUM C npaBunamm GLP (Xopower nabopaToOpHOW MNpakTUKK), Kaxaas
nabopartopusi Jo/mkHa cama onpeaenvTb MapaMeTpbl HOPMbl, XapakKTepHble AN
obcnenyemon nonynauuu.

MpumeuaHue. 3HauveHuMss KoHueHTpaumhn HCE B wuccneayembix ob6pa3suax,
HaxoAsiWMecss HuXe rpaHuubl 4YyBCTBUTENbHOCTM Habopa (0.6 Mkr/n), a Takxke
npeBbillalOWMe 3HavyeHue BepxHeln kannbposouHor npobbl (150 m™mkr/n) cnepyet

npuBOAMTbL B Creaytowen dopme: B nccneagyemom obpasue X koHueHTpauma HCE Huxe
0.6 mMkr/n nnv Bbiwe 150 mMkr/n.

EQuHnubl, MKr/n
Huxunii npepen BepxHuii npepen
340poBbie 4OHOPbI - 13.0

WUccnepyemas rpynna

Mo Bonpocam, kacatwmnmcs kayectsa Habopa « HCE-UDA»,
cnepyet obpawaTtbes B OO0 «XEMA» no agpecy:
105043, MockBa, a/a 58,

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

3MeKTpoHHas noyta: info@xema.ru; rqgc@xema.ru
WHTEPHET: wWww.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KocTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF NEURON-SPECIFIC ENOLASE
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of neuron-
specific enolase in blood serum or plasma.

This kit is designed for measurement of neuron-specific enolase 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

2.1. NSE is a cytoplasmic enzyme involved in glycolysis and found in cells derived
from neuroectoderma, neurones of the central and peripheral nervous system. Normal
NSE level in serum is NMT 13 ng/ml. Measurement of NSE level in human serum
or plasma - especially, along with determination of CEA (XEMA Cat.# K224) and CYFRA
21-1 (XEMA Cat. # K236) - is used for monitoring of course and treatment of small cell
lung carcinoma (SCLC) and neuroblastoma.

2.2, Elevated serum NSE level is found in leucaemia, kidney cancer, after
radiotherapy as well as in patients with benign lung diseases, renal failure, benign liver
diseases, in subjects using broncholytic and mucolytic preparations and in smokers.

2.3. Itshould be stressed that NSE is found also in RBC and platelets - it means that
even a slight haemolysis may cause a significant rise of the result. Therefore,
a blood sample should be centrifuged not later than 1 hour after sampling - otherwise,
NSE level will rise in a non-specific manner, and the result will be falsely elevated.

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
NSE-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 NSE, 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.

5.3.

Equipment and material required but not provided
Distilled or deionized water;
Automatic or semiautomatic multichannel micropipettes, 100-250 ul, 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

Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

Afte

ropening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE

TAPE (INCLUDED) to minimize exposure to moisture.

This

6. SPECIMEN COLLECTION AND STORAGE
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.

7.1.

7. TEST PROCEDURE

Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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: K2341 Instruction version: 010 Format version: 010
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7.4. Assay procedure

1 | Put the desired number of microstrips into the frame; allocate 12 wells for
the calibrators CAL 1-5 and control samples CONTROL and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 100 pl of EIA buffer into each well.

3 | Pipet 25 pl of calibrators CAL 1-5, control samples CONTROL and unknown
samples into the wells.
Cover the wells by plate adhesive tape (included into the kit).

4 | Incubate 30 minutes at 37 °C .

5 | Prepare washing solution by 21x dilution of washing solution concentrate BUF
WASH 21X by distilled water.

Minimal quantity of washing solution should be 250 pl per well. Wash strips
3 times

6 | Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive
tape.

7 | Incubate 30 minutes at 37 °C..

8 | Wash the strips 5 times.

9 | Dispense 100 ul of SUBS TMB into the wells

10 | Incubate 10-20 minutes at +18...4+25 °C

11 | Dispense 100 pl of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on first calibrator

14 | Apply point-by-point method for data reduction.
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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 neuron-specific enolase
concentration.

9.3. Determine the corresponding concentration of neuron-specific enolase 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. is presented a typical example of a standard curve with the XEMA Co. Not for
calculations!

Calibrators Value Abso(;bsaon;'enl)lnits N P

CAL 1 0 ug/! 0.06 o -

CAL 2 10 pg/l 0.27 s .

CAL3 30 pg/! 0.61 Sl

CAL 4 80 pg/l 1.55 . /,f‘ly””

CAL 5 150 pg/l 2.33 ’ * 2 ™
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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
NSE. 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
Lower limit Upper limit
Healthy donors - 13.0
11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Sex, age

Analyte Cross-reactivity, % wt/wt
CEA <0.1
CA19.9 <0.1
CA15-3 <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.6 pg/I.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
neuron-specific enolase concentrations. Linearity percentages obtained ranged within
90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known neuron-specific
enolase concentrations. The recovery percentages ranged from 90 to 110%.
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