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K205I

«YTBEPXOEHA»
Mpukas Poc3apaBHaa3opa N2 2784-Mp/07 ot 18 ceHTabpsi 2007 r.
KPA 14361 ot 07.05.2007

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
XOPUOHMNYECKOIOo roHAAOTPOIMUHA
B CbIBOPOTKE (MJIASME) KPOBUN «XI'-U®DA »

1. HABHAYEHMUE

1.1. Habop peareHtoB <«XM-WOA» npegHasHayeH A8 KOJMYECTBEHHOrO
ornpeaeneHnss KOHUeHTpauumM XOpUOHMYECKOro roHafoTpOrNnHa B CbIBOPOTKe (rna3me)
KpOBW MeToA0M TBepA0dasHOro MMMyHodepMeHTHOro aHanumsa.

1.2. XopuoHun4yeckmin roHagoTponuH (XI) - TrJIMKONPOTENH, CeKpPeTUPYEMbIN
TpodobnacTmyecknmm KneTkamu nnaueHTbl. Monekyna Xl COCTOUT U3 ABYX HEKOBANIEHTHO
CBSA3@aHHbIX MNOAWMENTUAHbLIX uenen: a- un B-cybbeanHuubl. CneunduyHoCTb WU
6ronormyeckyt akTMBHOCTb FOPMOHa onpeaensieT ero B-cybbeanHuua. KoHueHTpaumio
XTI B MOYe 1 CbIBOPOTKE KPOBMW OMNpeaensoT ANS paHHEN ANAarHOCTUKN 6epeMeHHOCTH.
Mpwn MHoronnoaHon 6epemMeHHOCTH ypoBeHb XIT B CbIBOPOTKE 3HAUYMTENbHO MpeBblllaeT
COOTBETCTBYlOLIME CPOKY HOPMbl. HanpotuB, BHeMaTouyHas 6epeMeHHOCTb U
niaueHTapHas HeAOCTaTOYHOCTb XapaKTepU3YHTCA CHWMKEHWEM 3TOr0 rokasaTens.
OnpegeneHne XI' B CbIBOPOTKE KPOBM BO BTOPOM TpuMmecTpe 6epemeHHOCTM (Hapsaay
Cc A®MN wn 3CcTpMonoM) BXOAMT B MporpamMmy obcnenoBaHus AN BbiIBNEHUS CUHAPOMa
OayHa. Kpome Toro, XI sBnseTcss OCHOBHbIM nabopaTopHbIM AMArHOCTUYECKUM
MapKepoM XOPWOH3MUTENMOMbI U APYrnx TpodobnacTMyecknx Onyxosen M XOopoLuo
oTpaxaeT 3 HeKTUBHOCTb NPOBOAMMON MPOTMBOOMYXONEBOW Tepanun. B agaHHOM TecT-
CUCTeME B KayecTBe aHTuUTeNa «3axBaTa» WCMOSb3yeTCs MOHOK/IOHaNbHOE aHTUTeno,
cneunduyHoe ansa B-cybbeanHuLbl; NPosSBNEHNE CBA3aBLUErocs aHTUreHa NpoBOAUTCA
C NMOMOLLbIO MOHOKJ/IOHa/IbHOr0 aHTuTena, cneumdunyHoro Ana a-cybbeanHuubl; Takmm
obpasom onpeaenseTcs TONbKO UHTakTHas monekyna XI.

2. MPUHUMN PABOTbl HABOPA

OnpefeneHne XOPUOHMYECKOro rOHAAOTPOMMHA OCHOBAHO Ha WCNOMb30BaHWUU
«C3HABMY»-BapuaHTa TBepAaodasHOro MMMyHO(pEpPMEHTHOro aHanmsa. Ha BHyTpeHHeWn
NMOBEPXHOCTM JIYHOK MylaHLWweTa MMMOBUIM30BaHbl MbILUWHbIE MOHOKJTIOHA/IbHbIE @aHTUTENA
K B-cybbeanHnLe XOpuoHMYEeCKoro roHafoTponmnHa Yenoseka. B nyHkax nnaHwera, npu
nobaeneHnn uccnepyemoro obpasua, npoucxoauTt ceasbiBaHue X[, coaepikalierocs
B uccrneayeMom obpasue, ¢ aHTuTenamMmm Ha Teepaomn ¢gase. O6pa3oBaBLUIMACA KOMMNEKC
BbISIB/ISIOT C MOMOLLbIO KOHbIOraTa MbILMHbBIX MOHOK/IOHA/IbHbLIX aHTUTEN K anbda-uenu
NI/®Cr/Xr yenoseka ¢ nNepokcmaason xpeHa. B pesynbTaTte obpasyeTca CBA3aHHbIN
C NIAaCTUKOM «C3HABWY>», COAEPXALLMA Nepokcnaasy. Bo Bpems nHkybaumm ¢ pactsopom
cybcTpaTa TeTpameTunbensnanHa (TMB) NnponcxoanT oKpallMBaHWe pacTBOPOB B STYHKaX.
NHTEHCMBHOCTb OKpPackM MpsiMO MPOMOpUMOHANbHa KOHLEHTPauum XOPUOHUYECKOro
roHagoTponnHa B uccnegyemMoMm  obpasue.  KoOHUEHTpauuio  XOPUOHWYECKOro
roHaAoTponuHa B MccreayeMblx obpasuax onpenensioT no KaambpoBOYHOMY rpaduky
3aBMCUMOCTN ONTUYECKOW MIOTHOCTU OT COAEPXAaHUS XOPUOHMYECKOro roHaA0TpOoMNnHa
B KannM6poBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundumuyHocTb. [lepekpecTHas peakuus MbIWNHBIX MOHOKIOHAMbHbIX
aHTUTeNn K P-cybbeauHULEe XOPMOHWMYECKOro rOHaAOTPOMMHA YenoBeka C ApYyruMmu
aHanuTamu npueegeHa B Tabnuue:

Ananut NepekpectHaa peakuus, %
ar <0.1
oCr <0.1
TTC <0.1

3.2. Bocnpou3BOAUMOCTb.
KoacddurumneHT Bapuaumm pesynbTaToB onpeaeneHuns copaepxaHua XIT B 04HOM

TOM e obpa3sue CbiBOPOTKM (MsiasmMbl) KpoBU C mcrosb3oBaHMeM Habopa «XIM-UDA»
He npesbiwaeT 8,0%.

3.3. JINHEAHOCTb.

3aBMCUMOCTb KOHUeHTpaumm X[ B obpasuax CbIBOPOTKM (Maa3Mbl) KPOBWU MNpwu
pasBeeHnn UX CbIBOPOTKOM (Ms1a3Mon) KpPoBUM, He coaepxalen P, nmeeT NMHENHbIN
XapaKkTep B AMana3oHe KoHueHTpaumin 15-500 ME/n n coctasnsiet £10,0%.

3.4. TOYHOCTb.

[aHHbIA  aHanuUTMYecKMii napaMeTp MpoBepsieTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOM KoHUeHTpaumn XI npeanucaHHOW, MOJSIlyYEeHHOW nyTeM
CMeLLUMBaHUS pPaBHbIX 06BHEMOB KOHTPOJIbHOW CbIBOPOTKW M KanMbpOBOYHOM MpobbI
60 ME/n. MpoueHT «oTKpbITUS» cocTtasnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHast goctoBepHo onpeaensiemas Habopom «XI-UDA» koHueHTpauuns XI
B CbIBOPOTKE (Msa3me) KpoBu He npesbiwaet 2.5 ME/n.
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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.

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 «XI-UDA» [AOMKEH XPaHUTLCS B YyMNakKoBKe MpeanpusTus-
N3roToBuTENS Npun TemnepaTtype +2...+8 °C B TeyeHne BCEro cpoka roAHOCTU, yKa3aHHOMo
Ha ynakoske Habopa.

[onyckaeTtcs xpaHeHune (TpaHcnopTupoBka) Habopa npu temnepatype Ao +25 °C He
6onee 5 cyTok. He gonyckaeTcsa 3amopa)xuBaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kann6poBOUYHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccunTaH Ha NpoBefeHNe aHanm3a B aybnvkaTtax 41 uccnegyemoix o6pasuos,
6 kannbpoBOYHbIX NPO6 1 1 NPO6bl KOHTPONBHOM CbIBOPOTKM (BCEro 96 onpeneneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeMCMNOsIb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

B6yMaroii ana 3aksemBaHuUs NaaHWeTa U XpaHUTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- WNOA-Bydep, kKoHblorat, cybcTpaT, CTOn-peareHT nocne BCKpbITUSA (GNakoHOB cneay-

€T XpaHuTb Npu TemnepaTtype +2...4+8 °C B TeueHune BCero cpoka rogHoctu Habopa;

- KanubpoBOUYHble NPObbl U KOHTPOJIbHYIO CbIBOPOTKY MOC/E BCKPbITUSA (DIaKOHOB

cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He bonee 2 MecsiLeB;

- OCTaBLUMACSH HEWCMNONb30BaHHbIM KOHLEHTpAT OTMbIBOYHOrO pacTeopa cneayer

XpaHuUTb Npu TemnepaType +2...+8 °C B TeueHune BCcero cpoka rogHoctn Habopa;

—  TNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp cCrefyeT XpaHWTb MpU KOMHAaTHOM

Temnepatype (+18...+25°C) He 6onee 5 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 30 cyTOK;

MpuMeyaHue. MNocne NCNonb3oBaHUA peareHTa HeMeasSleHHO 3aKpbliBalTe KpbILWKY
dnakoHa. 3akpblBanTe Kaxablih hakoH CBOEW KPbILLKOM.

8.4. [ina nposefeHMs aHanu3a He cfeayeT WCMoJb30BaTb MEMONM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Mna3sMy) KpoBM, coaepikallyio
asua HaTpus. Ecnv aHann3 npon3BoANTCSA He B AeHb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnefyeT XpaHuTb npu Temnepatype -20 °C. MNoBTOpHOe 3aMOpaxuBaHWe-oTTanBaHue
06pa3L0oB CbIBOPOTKU (MNs1a3Mbl) KPOBU He AOMycKaeTcs.

8.5. VcknoyaeTca ucnonb3oBaHMe AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KpOBW NtoAewn, Nony4vasBlMX B LensaxX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MblLUNHbIE aHTUTENa.

8.6. lNpwu ncnonb3zosaHnn Habopa Ans NpoBeAeHUSA HECKOIbKUX HE3aBUCUMBbIX CEPUIA
aHanu3oB cneayeT MMeTb B BUAY, YTO AN KaXA0ro He3aBUMCMMOro onpeaeneHns Heobxo-
VMO MOCTPOEHME HOBOro KannbpoBOYHOro rpaduka; KpoMe 3Toro, peKOMeHAyeTCs onpe-
feneHne KOHLEHTpauun XOPMOHNYECKOro roHaA0TPONMHA B KOHTPO/bHOM CbIBOPOTKE.

8.7. ANA WCKNIOYEHUSI JIOXKHO 3aHMXKEHHbIX pe3ynbTaToB (T.H. «XYK-
acdhdekT>») He AonyckaeTca uccnepoBaHne o6pasuoB CbIBOPOTkM (MJia3Mbl)
KpoBun 6epemMmeHHbIX 6e3 npepBapuTtenbHoro passepaeHus W®OA-Bydepom.
MepeyeHb TpebyeMbix HakTOpPOB pa3BeAeHUs B 3aBUCUMMOCTU OT Cpoka 6epeMeHHOCTU
npuveBeaeH B n. 9.3. Ecnu onpepeneHve koHueHTpauuun X[ B cbiBOpoTke (nnasme)
NpPOBOAMTCA B LeNsaX MepBUYHON AMArHOCTUKM 6epeMeHHOCTU (paHHMEe CpoKu
6epeMeHHOCTH), obpasel, Heob6xoaMMO OAHOBPEMEHHO MccenoBaTb 6e3 pasBeAeHMs
(uenbHas cbiBOpoTKa (Nnasma)) u ¢ pakTopom passeseHuns 1:20

8.8. [1ns nonyyeHns HageXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwaeHne
WNHCTpyKUMM No npuMmeHeHuto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbIx OO0 «XEMA»,
peKoMeHAyeM MONb30BaTbCA HOPMaMu, MNpuUBEAEHHbIMM HuXe. Bmecte ¢ TeMm, B
COOTBETCTBMM C npaBunamm GLP (Xopowel nabopaTopHOM npakTuku), Kaxaas
nabopatopusi Jo/MKHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

MpumMmeyvaHme. 3HaueHns KOHUeHTpaumii XIT B uccneayemblx obpasuax, Haxoaswmnecs
HMXXe rpaHuLbl YyBCTBUTENbHOCTM Habopa (2.5 ME/n), a Tak)Ke npeBbllatoline 3HadyeHme
BepxHen kannbposoyHon npobbl (500 ME/n) cneayeT npMBOAWTb B Crieaytollen gopme:
B uccneayemom obpasue X koHueHTpaums XI Huxe 2.5 ME/n vnu Bbiwe 500 ME/n.

B Habope «XIM-UDA» 3HauyeHUs KOHUEHTpauui KannmbpoBOUYHbIX MPo6 BblipaXkeHbl
B ME/n. [Ana nepecyeTa KOHUEHTpPaUWi B HI/MJ1, NOSTy4YEHHOE 3Ha4YeHNe KOHLEeHTpaunmn
B ME/n cneayeTt yMHOXMUTb Ha 0.2.

1 ME/n = 0.2 Hr/Mn

My>XUnHbI - 15 - 3.0
XKeHLWmnHbI - 15 - 3.0
BepemMeHHble:
1 Hepens - 50 - 10.0
2 Hepens 20 500 4.0 100
3 Hepens 500 5000 100 1000
4 Hepens 3000 19000 600 3800
5-8 Hepenun 14000 169000 2800 33800
9-13 Hepenu 16000 180000 3200 36000
22 Hepens 4500 70000 900 14000
24 Hepens 3000 69500 600 13900
3-1i TpuMecTp 2400 50000 480 10000

MeaunaHbl n CKO (pekoMmeHAyeMbli AaManasoH HopMm 0.5-2.0 MOM)

14 Hepens 55 0.83
15 Hepens 42.8 0.78
16 Hepens 38.4 0.74
17 Hepens 32.8 0.75
18 Hepens 25.6 0.69
19 Hepens 23 0.56
20 Hepgens 21 0.52
21 Hepens 18 0.51
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Mo Bonpocam, kacatowmmcsa kayectsa Habopa «XIM-UDA>»,

cnenyet obpawaTtbcst B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3M1eKTPOHHas noyTa: rqc@xema.ru; info@xema.ru
WHTEPHET: www.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KocTpukuH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of hCG 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 41 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

Human chorionic gonadotropin (HCG) is a glycoprotein hormone secreted by
trophoblastic cells of placenta. A molecule of HCG consists of two noncovalently bound
subunits: alpha- and beta-HCG. Beta-subunit is specific for HCG hormone.

Determination of HCG is widely used for early diagnosis of pregnancy. Multiple
pregnancy results in correspondent elevation of serum HCG; while ectopic pregnancy
and placental insufficiency cause decreased serum HCG levels. Determination of HCG in
serum during second trimester is used for pregnancy monitoring, especially in screening
for Down syndrome, along with other laboratory tests (AFP and Estriol).

Serum HCG is also a laboratory marker of trophoblastic tumours - chorionepithe-
liomas, some seminomas and theratomas. Serial determination of serum HCG can be
used for therapy monitoring in these cancers.

The present test system uses beta (B)-chain specific monoclonal antibody as the
capture, and alpha (a)-chain specific monoclonal antibody as the tracer; therefore only
the whole intact HCG molecule is detected.
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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
B chain of hCG-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monoclonal to a chain
of hCG, 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.

Document: K205I Instruction version: 106 Format version: 805

11



K2051

VI3 904
V/N sod 193ys eiep DO 0S50 |TT
VI3 904
V/N sod uononaysug IS0ZH | 0T
adey
V/N sod Buijess ajeld €00N| 6
W TT
91ep dxa |13un | ssa|4nojod |sad pioe o1nyd|ns Jo UoIIN|OS |OA/|OA 9%0’'S | ‘uoninjos dois dols| 8
1d3eshep g
Tedow £
W 2z ‘XT1¢
m:.p%mo\,_\wﬂwum:__o @je.juaouod
o3ep-dxa |3un 9AIRAISSaId B se gogulDold suiejuod ‘(gz usaml) uon|os XT2
- 9jeJ3UDU0) | SS94NOJ0D |sod juabia3ap pue apLIOJYd WNIPOS JO UoIIN|os snoanbe Bbuiysem | HSYM 4nd| £
‘uoin|os (diWl)| |w TT ‘uoin|os
21ep-dxa |3un | SS3J4N0J0d | sod aulpizuaqjAyiawel3ay usuodwod-3|buls asn-03-Apeal 23e43sqns | il sdns| 9
9Ap an|q pue aAnealasald se jousyd
%T‘0 suleyuod ‘(gz-usaml) juabislep pue yjiw W 00T
91ep-dxa |un an|q sod UIAOQ WO} UI9SeD Y3Im auljes palajing ajeydsoyd J1244nqg VI3 ads 11al s
9Ap paJ pue aaneAtasald se jouayd 941’0
suieauod ‘(gz-usam]) Juabialap pue jiw auIA0qg
w0l uIdsed Yjim uonn|os patayng ajeydsoyd uo
pain|ip asepixolad ysipeiasioy yiim pajdnod 9oy jo jw Tt
93ep dxa |13un paJ sod uleyd b 03 |BUODOUOW SUlNW JO UOIIN|0S snoanbe ‘23ebnfuo) | d¥H C(NOD| ¥
$S9|4n0J02 ‘jouayd 9% T'0
- 9AI3RAIDSAId {Uu0o1IN|OS UIdSed YyIM HIY JO JudU0d (Ju 8'0)
syjuow g SS9]1n0|j0d | sod ybiy yum ‘wnias uewny pajoalasald Jo uonln|ip| wnias |o43uo) | TOYINOD| €
1/NT 00S 052
Nmmmoo .mmH m.o
1sJ03eqi|ed 9
sujejuod
9Ap an|g suiejuod os|e {jousayd 9T Q - dAIReAISSaId | 33s By] ‘ydoed
(ss9]4noj0d ‘U0IIN|0S UIdSeD ‘WNJas SasJoy pajdalasald jw 8°0 ‘39S
syauow g - Huw an|q |sad 40 paJayng ajeydsoyd ul pain|ip HIY uewny Jojeqied |  9-11vD| T
9Dy Jo uleyd g 03 |euojoouow S||om ZTX8
21epdxa |13un sod QuIINW Y3IM pa3e0D S|joaMoJdlw dualAisAlod | ‘sdils wI3 90U | dliN 9H0S| T

1) 9U3 JO SUBUOD *T'§

SLNaNOdWOD 1IM

'S

Format version: 805

Instruction version: 106

Document: K2051

12



XEMA

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 ul;

-  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.

- Itis 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.

7.4. Alternative units: 1 IU/l = 0.2 ng/ml

7.5. Highdose hook effect. A high-dose hook effect is possible in kits of this nature.
To avoid falsely low results, samples obtained from pregnant women should be diluted
accordingly before assaying:

Week 1-2 of gestation - no dilution

Week 3-4 - 1:20

Week 4-14 - 1:400

Week 14-21 - 1:400 and 1:1000 (both dilutions should be assayed)

Week 22, 3rd trimester - 1:400.

Dilution examples:

1:20 - 25 ul of sample + 475 ul of EIA buffer

1:400 - 25 ul of 1:20 dilution + 475 ul of EIA buffer

1:1000 - 200 ul of 1:400 dilution + 300 ul of EIA buffer.

If pregnancy status is not clear but suspected, the sample should be assayed both
undiluted and diluted 1:20.
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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 hCG concentration.

9.3. Determine the corresponding concentration of hCG 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 Absorbance Units (450 nm)
CAL 1 01U/l 0.04
CAL2 | 151U/l 0.15
CAL3 | 60 IU/I 0.41
CAL4 |1251U/I 0.81 W
CALS5 |2501U/I 1.43 o
CAL6 |500 I1U/I 2.36 S

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
hCG. 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, 1U/1 Units alternative, ng/ml
’ Lower limit Upper limit Lower limit Upper limit
Males - 15 - 3.0
Females - 15 - 3.0
Pregnancy week:
1 - 50 - 10.0
2 20 500 4.0 100
3 500 5000 100 1000
4 3000 19000 600 3800
5-8 14000 169000 2800 33800
9-13 16000 180000 3200 36000
22 4500 70000 900 14000
23 3000 69500 600 13900
3rd trimester 2400 50000 480 10000
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Pregnancy, week Median, kiU/I SKO
14 55 0.83
15 42.8 0.78
16 38.4 0.74
17 32.8 0.75
18 25.6 0.69
19 23 0.56
20 21 0.52
21 18 0.51

11. PERFORMANCE CHARACTERISTIC
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt

LH <0.1
FSH <0.1
TSH <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 2.5 IU/I.

11.3. Linearity

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

11.4. Recovery

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