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MHCTPYKLUMA NO NPUMEHEHNIO HABOPA PEATEHTOB A/11 UMMYHO®EPMEHTHOIO
OMPEAENEHNA CA242 B CbIBOPOTKE (M/1IASME) KPOBU «CA242-UDA»
1. HASHAYEHUE

1.1. Habop peareHToB «CA242-VIOA» npesHa3zHauyeH AN KOAMYECTBEHHOrO OnpejeneHus
KoHueHTpaunn CA242 B CbiBOpPOTKe (Naa3me) KpoOBM METOAO0M TBepAodasHOro MMMyHOdepMeHTHOro
aHanu3a.

1.2. YrneBogHbln aHTUreH CA242 fBNAETCA OAHUM M3 CaMblX COBPEMEHHbIX OHKOMapKepPoB ANA
PakoBbIX OMYyXONen >XenyfouYHO-KMWeYHoro TpakTa. AHTureH CA242 ob6HapyxXuBaeTcs Ha KiaeTkax
CM3NCTOM TONCTOrO KULIEYHMKA M Ha anukaabHOW MOBEPXHOCTU KNETOK MPOTOKOB MOAXKENYAOYHOM
>enesbl yesoBeka.

CA242 - >3TO OAWH W©3 OCHOBHbIX MapKepoB, KOTOPble WCMOAb3YIOTCA B OHKOJIOTUN.
[AwnarHoctnueckas yyBcTBUTENbHOCTL TecTa CA 242 Bbiwe B 1,4 pa3sa, yem CA199 npu anddepeHumansHom
AVarHocTnke paka nogxenygouHon xenesbl (PIXK) n xpoHnueckoro naHkpeatuta. MporHoctnyeckoe
3HaueHue TectoB Npu PIMK B 3aBMCMMOCTM OT CTagumu 3aboneBaHunsA: YyBCTBUTENbHOCTL TecTa CA242 npu
PIMX — Bbiwe CA 199 Ha Bcex ctagusx 3abonesaHusa. [Mpu nepeoin ctagum 3aboneBaHns cneydruyHoCTb
CA242 pocturaetr 90%, a uysctBuTenbHocTb TectoB CA242 n CA 199 cocrasnsetr 41% n 29%
COOTBETCTBEHHO. [1pn ANArHOCTMKe paka TONCTOro KMLIEeUYHUKa 1 npamMon knwkm CA242 Takxe aBaseTCs
6onee UyBCTBUTENbHbIM, YEM Apyrne OHKOMapKepbl: npu cneundumyHoctn tecta 90% 4yBCTBUTENBHOCTD
coctaBnsieT 40%, B TO Bpems Kak 4dyBcTBUTENbHOCTb TecTa CA199 n CA50 coctaBnseT 23%. CepuiiHble
onpegeneHna CA242 no3sosseT BbIBUTb pPa3BUTUE peLmanBa KOOPeKTaNlbHOro paka 3a 5-7 mecaues 40
KANHNYECKOTrO BbIIBJEHUS.

2. NPUHLNIM PABOTbl HABOPA

OnpegeneHne CA242 0OCHOBaHO Ha WCNOAL30BaHUM «CIHABUY»-BapuaHTa TBepAodasHOro
MMMyHOPEpPMEHTHOro aHanusa. Ha BHYTpeHHel NOBEPXHOCTM NYHOK MJaHLWeTa MMMOOMAM30BaHbl
MbILUMHbIE MOHOK/NOHaNbHble aHTUTena kK CA242/CA199 uenoseka. B nyHkax nnaHweTa, npu gobaBneHum
nccnegyemoro obpasua, npoucxoant ceasbiBaHne CA242, copepxkallerocs B nccaegyemom obpasue, ¢
aHTMTenaMu Ha TBepgom dase. Ob6pa3oBaBLUNNCA KOMIMIEKC BbIABAAIOT C MOMOLLbIO KOHBIOraTa MbILUNHbIX
MOHOKNOHaNbHbIX aHTUTen k CA242 uenoBeka C NepokCUAazon xpeHa. B pesynbtate obpasyetcs
CBfI3aHHbIN C MAACTUKOM «C3HABUY», COAep>Kalmin nepokcuaasy. Bo Bpemsa mHkybaumm c pacTBOpoM
cybcTparta TeTpameTunbensnanHa (TMB) nponcxoant okpalumBaHne pacTBOPOB B JIyHKaX. IHTEHCMBHOCTb
OKpacky NpsMO nponopumoHanbHa koHueHTpaumn CA242 B nccnegyemom obpasue. KoHueHTpaunto
CA242 B nccnepyemMbix obpasuax onpeaenstoT no KaambpoBoyHOMY rpadurKy 3aBUCUMOCTA OMTUYECKOM
NAOTHOCTM OT coaep>kaHnsa CA242 B kanmbpoBOUHbIX Npobax.

3. AHAJIMTUYECKUE XAPAKTEPUCTUKU
3.1. CneuundunuHocTb. [epekpecTHas peakuma MbIWWHBIX MOHOKAOHaNAbHbIX aHTUTen kK CA242
yesioBeKa C APYrMMW aHaanTaMu npueegeHa B Tabanue:

Axannt MNepekpecTHasn peakums, %
K3A <0.1
CA15-3 <0.1

3.2. BocnpousBoauMOCTb.

KoapdumumeHT Bapmaummn pesynbtatoB onpegeneHuns cogepxxanna CA242 B OAHOM U TOM Xe
obpasue CbIBOPOTKM (NMaa3mMbl) KPOBKM € ncnonb3oBaHnem Habopa «CA242-NIOA» He npesbiwaeT 8,0%.

3.3. JInHeNHOCTb.

3aBncnmocTb KoHueHTpaumm CA242 B obpasLiax CbiIBOPOTKM (M1a3Mbl) KPOBW MPU pasBefeHnn X
CbIBOPOTKOW (ns1a3mMou) kpoBsu, He cogepxkawien CA242, nmeeT AVHEWHbIV XapakTep B AuanasoHe
KOHLUeHTpaumi 15-200 Ea/mn n coctaBnset +10,0%.
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3.4. TouHOCTb.

[aHHbIN  aHanMTU4YeCcKM MapameTp MNpPOBEpPSEeTCd TeCTOM Ha «OTKPbITME» — COOTBETCTBUE
n3MepeHHoOW KoHUeHTpauun CA242 npeAnvcaHHON, MONYYEHHOW NyTeM CMeLUVBaHWA PaBHbIX 06beMOoB
KOHTPOJIbHOW CbIBOPOTKM 1 KannbposouHou npobel 50 Ea/ma. MNpoueHT «oTkpbiTha» coctaaseT 90-110%.

3.5. YUyBcTBUTENIBHOCTD.

MwuHnmanbHaa poctoBepHo onpegensemas Habopom «CA242-NIDOA» koHueHTpauma CA242 B
CbIBOpPOTKe (Nna3me) Kposu He npesbiwaet 0,5 Ea/ma.

4. COCTAB HABOPA

K K
A CumBon HanmeHoBaHuMe o Ea. OnwncaHwne
KOMMOHEHTa -BO
MnaHweT 96-1yHOUHbIN
SORB N .
1 p223z MTP NOJINCTUPOIOBbIV, CTPUMUPOBAaHHbIN, 1 wT -

rOTOB K UCMOJIb30BaHMIO
KannmbpoBouHbie Npobbl Ha OCHOBE

Tpuc-bydepa (pH 7.2-7.4), coaepxxaiime npo3payHble XUAKOCTH
CAL1 - n3BecTHble koanyectsa CA242 - 0; 15; CVYHEero uBeTa
2 C2437 5 50; 100; 200; Eg/mn, rotoBbl K 5 wt | (kanmbpoBouHas nNpoba
MCNob30BaHUIO (KannbpoBoyHas 0 - npo3pauHas
npoba 0 Ea/mn - 2 MA, ocTanbHble — MO becuBeTHas XXNAKOCTb)
0.8 mn Kaxxaas)
3 12437 CONJ KoHbtorat, rotoB K UCMo/ib30BaHNIO 1 T npo3payvHas XUAKOCTb
HRP (14 mn) KpacHoro uBeTa
PacTtBop cybcTtpata
4 R0O55Z7 SUBS TeTpaMZTVIyn6eESVIAVIHa (TMB), roToB K 1 wT Npo3pauHan GecyserHas
TMB XXNAKOCTb

ncnonb3oBaHuto (14 mn)
KoHueHTpaT oTMbIBOYHOrO pacteopa

BUF ( " -20 npospayHas becLBeTHas
5 0087 WASH coner)M EaCTBOp d IBVIH 7 ] 1 wr posp L,
26X 6EeH30MHON KNCIOTOM), 26X-KpaTHbIn (22 XNAKOCTb
M)
6 RO507 STOP Cron-peareHT, roToB K MCMO/1b30BaHMIO 1 i npo3payHasn 6ecuBeTHas
(14 mn) XNAKOCTb
7 NOO3 - Bbymara gna 3aknemsaHua naaHweTa 2 wT -

i WHcTpykuma no npumeneHmto Habopa i
8| Kedsl pearenTos «CA242-V DA~ 1| wr

MacnopT koHTpossA KavectBa Habopa
I Ke43Q pearenTos «CA242-UOA» 1|

5. MEPbI MTPE4OCTOPO)XHOCTU

5.1. MoTeHUManbHbIM pUck npuMeHeHnsa Habopa — knacc 1 (TOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a nckntoveHnem cron-pearenta (5,0% pactBop cepHOM KMCAOTbI),
B MCMO/Ib3yeMbIX KOHLIEHTPaLUAX ABAAKOTCA HETOKCUYHbBIMU.

PactBop cepHOW KMCNOTbl 0bfajaeT pasgpaxatowmm genctemeM. V3beratb pasbpbiarvBaHuns m
nonagaHua Ha KOXy 1 cam3uncrble. [pyn nonagaHum Ha KOXY W CU3UCTble NOPaXEHHbIN y4acToK cneayeT
NPOMbITb HONBLINM KONNYECTBOM NPOTOYHOMW BOAbI.

5.3. Mpwn pabote c Habopom cnepyet cobarogatb «[MpaBmna ycTpomncTea, TeXHNKM 6esonacHocCTy,
NPOW3BOACTBEHHOW CaHUTapuW, NMPOTMBO3MNUAEMMNYECKOTO PeXuMa U JIMYHOW TurmeHbl npu pabote B
nabopartopusax (oTaeneHusx, OTAeNax) CaHWUTAPHO-3MUAEMUNONOTUYECKUX — YUPEXAEHUA  CUCTEMBI
MuHuctepcrsa 3apaBooxpaHeHna CCCP» (Mocksa, 1981 r.).
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5.4. Mpwn pabote c Habopom cneayetr HaseBaTb OAHOPA30OBble PE3VMHOBbLIE WM MAACTUKOBbIE
nmepuyatky, Tak Kak obpa3lbl KpPOBW 4esnoBeka C/efyeT paccmaTpuBaTb Kak MOTEHUMaNbHO
MHOMLMPOBaHHBIN MaTepuran, CNoCOBHbIN AAMTeNbHOE BpeMsi COXpaHATb M nepepasate BNY, Bupyc
renatuta uav nrobon fpyron Bo3byanTenb BUPYCHON MHPEKLMN.

5.5. Bce ucnose3oeaHHvle 00HOpasoevie Mmamepuasbl nodeepeame obpabomke
de3uHpuyupyrowumu cpedcmeamu ¢ nociedyroujell ymuausayueu (cm. MY-287-113
«Memoduyeckue ykazaHua no de3uHgpekyuu, npedcmepuiu3ayuoHHOU o04UCMKe U cmepuausayuu
u3sdesuli MeOUUUHCKO20 HaA3Ha4YeHUus»).

5.6. MeduyuHckue omxodul knacca b. Ymunusayuro unu yHuumorkeHue, Oe3uHgekyuio
Habopoe peazenmoe cnedyem npoeodumbs 6 coomeemcmeuu ¢ Canllun 2.1.7.2790-10
«CaHumapHosnudemuosiozuyeckue mpeboeanusa k obpaujeHuro ¢ MedUYUHCKUMU omxodamu» U
MY-287-113 «Memodu4eckue ykazaHus no de3uHgekyuu, npedcmepusiu3ayuoHHoU o4yucmke u
cmepuau3zayuu usdesuli MedUYUHCK020 Ha3HA4YeHUs».

6. OBOPYAOBAHUE N MATEPUA/Ibl, HEOBXOAWMMBbIE NPU PABOTE C HABOPOM

- GOTOMETp BEPTMKaNbHOrO CKaHWPOBaAHWSA, MO3BOAAOLWMNIA U3MEPATb OMNTUYECKYH MJIOTHOCTb
COAEP>KMMOro NYHOK naaHLWweTa npu ganHe BojHbl 450 HMm;

- TepMOCTaT, NOAAEP>KMBAOLWMI TeMnepaTtypy +37+2 °C;

- 03aTopbl CO CMEHHBIMU HAKOHEYHMKaMK, NO3BOAIOLLNE OTOMPaTh O6BbEMbI B AnanasoHe 25-
250 mkn;

- UMAUHAP MepHbIA BMecTUMOCTbo 500 Ma;

- BOZa AUCTUIMPOBaHHas,

- NepyaTKn pe3rHOBbIE MU NAACTUKOBbIE;

- bymara punbTpoBanbHas.

7. MNMOAIrOTOBKA PEATEHTOB 4/141 AHAJIN3A

7.1. MNepep npoBeaeHNeEM aHannsa KomnoHeHTbl Habopa n nccnepyemble o6pasLbl CbiIBOPOTKM
(Nna3mbl) KPOBW CNeayeT Bblgep>KaTb NPu KOMHaTHoM Temnepatype (+18-25°C) He meHee 30 MuUH.

7.2. MNMpuroToBneHne NiaHLLeTa.

BckpbITb nakeT C niaHWeTOM M YCTaHOBWUTb Ha pPaMKy HeobXxoAnmoe KOANYeCTBO CTPUMOB.
OcTaBLUMecs HeMCNONb30BaHHbIMM CTPUIbI, YTOObI MPesOTBPATUTb BO3AEMNCTBME Ha HUX BAary, TLaTebHO
3aknenTb BymMaron Ans 3akaenmBaHUs NaaHLeTa.

7.3. MpurotoBneHne 0OTMbIBOYHOrO pacTBoOpa.

Copepxunmoe dnakoHa C KOHLEHTPATOM OTMbIBOYHOIO pacTBopa (22 MJ), NeEPEHECTU B MEPHbIV LUAVHAP
BMecTUMOCTbio 500 ma, 506aBuTb 440 MA AUCTUANMPOBAHHOM BOAbI U TLWATEbHO NepemeLlaTh.

B cnyuae apobHoro ncnonbzoaHuna Habopa cnegyet otobpatb HeO6X0AMMOE KOMYECTBO KOHLEHTpaTa
OTMbIBOYHOrO PacTBOpPaA U Pa3BeCTU ANCTUAINPOBAHHOM BOAOM B 26 pa3 (1 M KOHUEHTpaTa OTMbIBOYHOIO
pactBopa + 20 MA AUCTUAIMPOBAHHOM BOAbI).

8. YC/IOBUA XPAHEHUA N SKCIT/IYATALUWUN HABOPA

8.1. Habop peareHToB «CA242-NDA» fOMKEH XPaHWUTLCA B YNaKOBKe NPeAnpuaTua-n3rotoBmutens
npw Temnepatype +2..+8 °C B TeueHmne BCEro cpoka rogHoOCTH, yKkazaHHOro Ha ynakoske Habopa.

[JonyckaeTtca xpaHeHue (TpaHcnopTuposka) Habopa npu Temnepatype go +25 °C He 6onee 15
cyTok. flonyckaetca ogHokpaTHoe 3amopaxmsaHue (-20 °C) uenoro Habopa (TpaHcnopTupoBka).

8.2. Habop paccumtaH Ha npoBejeHuwe aHanmza B Aybamkatax 42 wccnegyembix ob6pasLoB,
5 KannbpoBoYHbIX NPob 1 1 MPobbl KOHTPOBLHOM CbIBOPOTKM (BCEro 96 onpeaeneHmnm).

8.3. B cnyuae apobHoro ncnosb3oBaHua Habopa KOMMOHEHTbI CieAyeT XpPaHUTb CAeAyowunm
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obpazom:

- OCTaBLUMECA HEWCMOJ/b30BaHHbIMU CTPUMbI HEOBXOAMMO TLATEe/NIbHO 3aknenTb bymaron ans
3aKaenBaHWA NaaHLWeTa U XpaHUTb Npu Temnepatype +2...+8 °C B Te4eHmne BCero cpoka rogHoctn Habopa;

- BCe OCTa/JbHble KOMMOHeHTbl Habopa nocne BCKPbITMA GNAKOHOB ClefyeT XpaHUTb npw
Temnepatype +2...+8 °C B Te4yeHne Bcero cpoka rogHoct Habopa.

- OCTaBLUMICA HENCMNONb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBOpa C/lefyeT XpPaHUTb npwu
Temnepatype +2..+8 °C B TeuyeHwue Bcero cpoka rogHoctn Habopa.

- MPUrOTOBNEHHbIN OTMbIBOYHbIA PacTBOP CleAyeT XpaHWUTb NPV KOMHAaTHOW TemrnepaTtype
(+18...+25 °C) He 6onee 15 cyTtok uam npu Temnepatype +2..+8 °C He 6onee 45 cyToK;

MNpumeuaHuve. ocne MCNoONb30BaHWA peareHTa Hemea/IeHHO 3aKpbiBaWTe KpbIwKy ¢aakoHa.
3akpbliBaniTe Kaxzabli GAaKOH CBOEWN KPbILLKOW.

8.4. Mpwn ncnonb3oBaHun Habopa ans npoBeseHVA HECKONbKUX HE3aBUCKMMbIX CEPUIA aHaNn30B
cnepyeT UMeTb B BUAY, UTO /1A KaXKA0ro He3aBMCMMOro onpejeseHns HeobxoanmMo NocTpoeHne HOBOro
KaambpoBOYHOro rpaduka; KpomMe 3TOro, PEKOMeHAyeTca onpejeneHve kKoHueHtpauum CA242 B
KOHTPOJIbHOW CbIBOPOTKE.

8.5. [lns nonyyeHna HafeXHbIX pe3ynbTaToB HeObXxoAMMO cTporoe cobatogeHne VIHCTpykumm no
npumMmeHeHnto Habopa.

9. TPOBEJEHUE AHAJTN3A

MNomecTnTe B paMKy HEOHBXOANMOE KONNYECTBO CTPUMOB - UCCaedyeMble 06pa3Libl B 2 MOBTOpaXx
1 12 NYHOK A1s KaAMBPOBOYHbIX NPO6 N KOHTPONbHOW CbIBOPOTKM.

Echm npeanonaraemas koHueHTpauus CA242 B nccnesyemom obpasue npesbiwaet 200 Ea/mn,
€ro cnepyet JONOJNHUTENBHO PA3BeCTU, MCMOb3ys KannbpoBouHyto npoby 0. VicnonbsoBaHue
Apyrvx bydepoB 1 peareHTOB A5 pa3baBieHns 06pa3L,0B MOXET MCKaXaTb pe3yibTaTbl

2 onpeaeneHuns!
Mpumeyanuve. [1na nonyyeHna HajeXXHbIX pe3ynbTaToB PeKOMeHAYeTCs NCNOoab30BaTb HECKObKO
nocnefoBaTeNbHbIX Pa3BeAeHNA nccaegyemMoro obpasiia CbiIBOPOTKM (NA1a3Mbl) KPOBM.
BHecuTe B cOOTBETCTBYHOLLME NYHKM B AyHavkaTax no 25 Mka kanmbpoBoUYHOW Npobbl 1

3 KOHTPOJ/IbHOW CbIBOPOTKM. B 0CTanbHble NyHKN BHecuTe B Aybankatax no 25 Mka nccnegyembix

06pa3LLoB CbIBOPOTKM (MNa3mbl) KPOBW. BHeceHWe KannbpoBOUHbIX MPO6, KOHTPONLHOM
CbIBOPOTKM U UCCesyeMblx 06pa3LLoB HEOBXOANMO NPON3BECTUN B TeYeHne 15 MUHYT.

4 | BHecuTe BO Bce niyHkun no 100 Mk KOHBbOraTa.

3akneiTe nnaHweT Bymarom A5 3aKNeMBaHUA NAaHLWeTa U MHKYOBupynTe ero B TedeHne 60
MUHYT Npu Temnepatype +37 °C.

Mo OKOHYaHMM UHKYDaLMK yaanuTe CoaepXXMMOeE IYHOK 1 OTMONTe NyHKK 5 pas. Mpu kaxzaom
OTMbIBKe A0baBbTe BO BCe NYHKN NO 250 MK/ OTMbIBOYHOrO pacTtBopa (Cm. n.7.3), BCTpAXHUTE
NAaHLWeT KPYroBbIMWU ABUXEHNAMMU MO rOPU30HTaNbHOM NOBEPXHOCTN C MOCAeAyHOLLEeN
acnupauuven nam gekaHTMpoBaHveMm. 3agepikKka Npu OTMbIBKE (3aMayvMBaHue NYHOK) He
Tpebyetca. [Mpn KaXXa0oM AeKaHTUPOBaHWM HEOBXOANMO TLATENbHO YAaNATb OCTaTKM XUAKOCTH
M3 NYHOK NOCTYKWBaHWEM MaHLIeTa B NePeBEPHYTOM NMOJOXEHUN N0 GUALTPOBaNbHOM Bymare.
BHecuTe Bo Bce nyHkn no 100 mkn pactBopa cybcTpata TeTpameTmnbeHsnamHa. BHeceHuve
pacTtBopa cybcTpata TeTpameTunbeHsnamHa B NyHKM HeobXoAMMO Npom3BecTn B TeyeHune 2-3
MWH. VIHKybnpynTe niaHLweT B TEMHOTe Npu KOMHaTHOW Temnepatype (+18...+25°C) B TeueHne
10-20 MWUHYT B 3aBMCMMOCTM OT CTEMNEHU Pa3BUTUA CUHETO OKpaLIMBaHMA.
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BHecnTe BO BCe NYHKM C TOW XK€ CKOPOCTbIO U B TOW XXe NOCNeA0BaTeNbHOCTH, Kak U pacTBoOp

8 | cybcTtpata TeTpameTnnbeH3nanHa, no 100 Mkn cTon-peareHTa, Mpu 3TOM COAEPXMMOE NYHOK
OKpaLUMBaeTCA B APKO->KENTbIN LIBET.

N3mepbTe BennumHy ontrnyeckon naotHocTy (Of1) cogep>KMMOro IyHOK mnJiaHLLeTa Ha
dboTomeTpe BepTUKANbHOIO CKaHMPOBaHUA Npu AnnHe BoaHbl 450 HM. V3mepeHne Or1
COZAEPXMUMOrO NIYHOK MJlaHLeTa HeEO6XOANMMO NPON3BECTU B TeUueHne 15 MUH nocae BHeCeHUs
cTon-peareHTa. baaHk poTomeTpa BbiCTaBasaNTe No KaambpoBoyHou npobe C1.

MocTporTe B IMHENHbIX KOOPAMHATaX KaaMbpOoBOUHbIV rpaduk: ocb abcumcc (X) - KOHLeHTpauma
CA242 B kannbpoBouHbIx Npobax (Ea/mn), ocb opanHart (y) - onTnuyeckas NAoOTHOCTb

10 | kannbpoBouUHbIX NPob (Ol 450 Hm). Ana anropuTma obcueta (annpokcrMmMaumnm)
KaanmbpoBOYHOro rpaduka NCNob3ymnTe MHTEPBaAbHbIN (KYCOYHO-IMHENHBIN, «OT TOUKUN K
TOUKe») METOA.

Onpegenvte No kannbpoBoUyHOMY rpaduky cogepxxkaHne CA242 B nccnegyemMbix obpasuax. Ecam
11 | nccnepyemblin obpasel, NpeapasBoauan (CM. N.2), yMHOXbTE MONYYEHHbIN pe3yabTaT Ha GakTop
pasBefeHuns.

10. OXXKUAAEMbBIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ysbTaTax uccaegoBaHui, nposeseHHbix OO0 «XEMA», pekoMeHayem
NONb30BaTbCA HOPMamU, MPuUBEAEHHbIMW Huxe. Bmecte ¢ Tem, B cooTBeTCTBUM C npasunamum GLP
(Xopowel nabopaToOpHOM NpaKTUKK), Kaxzas nabopatopus AOMXKHA Cama ONpPesennTb mnapameTpbl
HOPMbI, XapakTepHble Ans obcaesyemMon Nonynaumm.

MpumeuaHwue.
3HaueHna koHuUeHTpauun CA242 B wuccnesyemblx 06pasuax, HaxOAALWMECH HUXe TrpaHuLpbl
yyBcTBMTENbHOCTM Habopa (0.5 Ea/mn), a Takxe npeBbilatoliMe 3HAYeHMe BepxHelr KaanbpoBouHOWM
npo6sbl (200 Ea/mn) cnepyeT npuBoauTb B CieaytoLlen dopme: B ncciesyeMom obpasue X KOHLEeHTpaLms
CA242 Huxe 0.5 Ea/mn nam Bbiwe 200 Ea/mn.

EanHMLbI
En/mn
n
ccneayemas rpynna HuxkHuid | BepxHuii
npeaen npeaen
My>KUmHbI . 20
XKeHWuHbI _ 20
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Mo Bonpocam, Kacarowwmmcsa kavectsa Habopa «CA242-UDA»,
cnepyet obpawatbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/sa 58

105264, r. Mocksa, ya. 9-a MapkoBas, 4. 48, 1-n nog,, 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHabHbIM)

3NeKTPOHHas nouta: info@xema.ru
WHTepHeT: www.xema-medica.com

PykoBoantenb cnyx6bl knneHntckoro cepsmca OO0 «XEMA»,
K. 6. H. [. C. KocTpukmH
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Instruction for use.

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

1. INTENDED USE
A solid-phase enzyme immunoassay for the quantitative determination of CA242 in blood serum
or plasma.
This kit is designed for measurement of CA242 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. 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.

3. WARNINGS AND PRECAUTIONS

3.1. For professional use only.

3.2. This kit is intended for in vitro diagnostic use only.

3.3. 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.

3.3. Avoid contact with stop solution containing 5,0% H2SO3. It may cause skin irritation and burns.

3.5. Wear disposable latex gloves when handling specimens and reagents. Microbial contamination
of reagents may give false results.

3.6. Do not use the kit beyond the expiration date.

3.7. All indicated volumes have to be performed according to the protocol. Optimal test results are
only obtained when using calibrated pipettes and microplate readers.

3.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit reagents are
handled.

3.9. Chemicals and prepared or used reagents have to be treated as hazardous waste according to
the national biohazard safety guidelines or regulations.

3.10. Do not mix reagents from different lots.

3.11. Replace caps on reagents immediately. Do not swap caps.

3.12. Do not pipette reagents by mouth.

3.13. Specimens must not contain any AZIDE compounds — they inhibit activity of peroxidase.

3.14. Safety Data Sheet for this product is available upon request directly from XEMA Co., Ltd.

3.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.1. Contents of the Kit

4. KIT COMPONENTS

Colour Stability of
Symbol Description Qty | Units code opened/diluted
components
. polystyrene microwells coated with
SORB CA242 EIA strips, . .
1 MTP 8x12 wells murine monoclonal to human 1 pcs - until exp.date
CA242/CA199
rcna;“br:;céL set,Zé)r.g human CA242 diluted in tris
calibrator ’C1 5 buffered BSA solution, preservative
CAL 1 - - 0,01% Bronidox L, 0,01% 2- blue (C1 - .
2 ml The set . . 5 pcs until exp.date
5 . Methyl-4-isothiazolin-3-one- colourless)
contains 5 . .
. hydrochloride; also contains blue
calibrators: 0; 15; dve
50; 100; 200, U/ml | &Y
aqueous solution of murine
monoclonal to human CA242
coupled with horseradish
CONJ . peroxidase diluted on phosphate .
3 HRP Conjugate, 14 ml buffered solution with casein from 1 pes red until exp.date
bovine milk and detergent (Tween-
20), contains  0,1% phenol as
preservative and red dye
ready-to-use  single-component
SUBS Substrate - .
4 TMB solution, 14 ml tetramethylbenmdlne (TMB) | 1 pcs | colourless until exp.date
solution.
Concentrate -
BUF Washing solution aqueous solution of sodium L-Jntl| exp.dafce
chloride and detergent (Tween 20), Diluted washing
5 | WASH concentrate  26x, ) ) 1 pcs | colourless .
contains proClin300 as a solution - 45
26X 22 ml i o
preservative days at 2-8 °C or
15 days at RT
X o X X
6 | sTOP Stop solution, S,QA vol/vol solution of sulphuric 1 ocs | colourless until exp.date
14 ml acid
N003 Plate sealing tape 2 pcs N/A
8 | K243| Instruction CA242 EIA 1 pcs N/A
9 | K243Q | QC data sheet CA242 EIA 1 pcs N/A

4.2. 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 £2°C;
- Calibrated microplate photometer with 450 nm wavelength and OD measuring range 0-3.0.
4.3. Storage and stability of the Kit
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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.

5. SPECIMEN COLLECTION AND STORAGE
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.

6. TEST PROCEDURE
6.1. 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 26X by 26 dilutions in distilled water.
6.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed within 3

minutes.

6.3. Assay flowchart
See the example of calibration graphic in Quality Control data sheet.
6.4. Assay procedure

Put the desired number of microstrips into the frame; allocate 12 wells for the calibrators CAL 1 -

1 | 5 and control samples CONTROL and two wells for each unknown sample. DO NOT REMOVE
ADHESIVE SEALING TAPE FROM UNUSED STRIPS.
If suggested analyte concentration in the sample exceeds the highest calibrator, additionally

2 | dilute this sample accordingly, using zero calibrator. Use of other buffers or reagents for sample
dilution may lead to incorrect measurement.

3 Pipet 25 pl of calibrators CAL 1 - 5, control samples CONTROL and unknown samples into the
wells.

4 Dispense 100 ul of CONJ HRP into the wells. Cover the wells by plate adhesive tape (included
into the kit).

5 | Incubate 60 minutes at 37 °C.

6 Prepare washing solution by 26x dilution of washing solution concentrate (BUF WASH 26X) by
distilled water. Wash the strips 5 times.

7 | Dispense 100 pl of SUBS TMB into the wells.

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

9 | Dispense 100 pl of STOP into the wells.

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

11 | Set photometer blank on first calibrator.

12 | Apply point-by-point method for data reduction.
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7. 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.

8. CALCULATION OF RESULTS

8.1. Calculate the mean absorbance values (OD450) for each pair of calibrators and samples.

8.2. Plot a calibration curve on graph paper: OD versus CA242 concentration.

8.3. 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.

8.4. Below is presented a typical example of a standard curve with the XEMA Co. Not for
calculations!

Calibrators | Value, U/m Absorbance Units (450
nm)
CAL1 0 0.05
CAL 2 15 0.26
CAL 3 50 0.45
CAL 4 100 0.79
CALS 200 1.45

9. 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

10. PERFORMANCE CHARACTERISTICS
10.1. Analytical specificity / Cross reactivity
‘ Analyte ‘ Cross-reactivity, % wt/wt |
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CEA <0.1
CA15-3 <0.1
10.2. Analytical sensitivity
Sensitivity of the assay was assessed as being 0.5 U/ml.
10.3. Linearity
Linearity was checked by assaying dilution series of 5 samples with different CA242 concentrations.
Linearity percentages obtained ranged within 90 to 110%.
10.4. 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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