K267CI

MHCTPYKLUUMNA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO ONPEAEJIEHUNA
C-NMENTUAA B BUOJTIOTNMYECKUX XXNOKOCTAX YEJTOBEKA
«C-NENTUA-NDA>»

1. HASBHAYEHMUE

1.1. Habop peareHToB «C-nentna-UOA» npeaHasHaveH A8 KONMYECTBEHHOrO
onpeaeneHuns KoHueHTpauum C-nentuaa B CbiIBOpoTKe (N1asmMe) KpoBu, MoYe MeTOLAO0M
TBEpAO0(ha3HOro MMMyHOMEPMEHTHOIO aHanmsa.

2. MIPUHUMN PABOTbl HABOPA

Onpepenenne C-nenTvAa OCHOBAHO Ha WCMNOSb30BaHWUM <«C3HABUY»-BapuaHTa
TBEpA0ha3HOro MMMyHOMEPMEHTHOrO aHann3a. Ha BHyYTpeHHeN NoBEepPXHOCTU JTYHOK
nnaHwerta MMMO6MNM30BaHbl MbIlWWHbIE MOHOKJ/IOHasjlbHble aHTUTena K c-nentuay
yenoseka. B nyHkax nnaHweTta, npu gobasneHnn nccnenyemoro obpasua, npoMcxoamt
cBa3biBaHWe C-nenTuaa, coAepxkallerocs B uccnenyemMom obpasue, € aHTUTenamu
Ha TBepaol dase. Ob6pa3oBaBLIMACA KOMMIEKC BbISBASIOT C MOMOLbI KOHblOrata
MbIWMHBIX MOHOKJ/IOHaNbHbIX aHTUTen Kk C-nenTtuay 4enoBeka C MepoKcuMAa3omn
XpeHa. B pe3ynbtate obpasyeTcs CBA3aHHbIA C NIACTUKOM «C3HABUY», COAEpaluni
nepokcmpasy. Bo Bpems nHkybauumn c pactsopom cybcTtpata TeTpameTunbeHsnamHa
(TMB) nponcxoanT oKpalnBaHWe pacTBOPOB B TyHKaX. MHTEHCUMBHOCTb OKPaCKun NpsaMo
nponopunoHanbHa KoHueHTpauum C-nentuaa B uccneayemom obpasue. KoHueHTpaumio
C-nentnaa B uccneayembix obpasuax onpenenstioT no KanmbpoBoyHOMY rpaduky
3aBUCUMMOCTU OMNTUYECKOMN MIIOTHOCTU OT codepxaHusa C-nentuaa B KannMbpOBOUHbIX
npobax.
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3. AHAJINTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundHnUYHOCTb. epeKkpecTHas peakuus MbIWNHBIX MOHOKJIOHASbHbIX
aHTuTen Kk C-nenTuay 4YenoBeKka C APyruMy aHanumTamu npuseaeHa B Tabnuue:

Ananut MepekpecTHan peakuus, %
MHCY/IMH YyenoBeka <0.01
NMPOUHCYNMH YyenoBeka (MHTAKTHbIN) 2.7
Humalog 0.3

3.2. Bocnpon3BoaUMOCTb.

KoadduruneHT Bapnaummn pesynbTatoB onpeaeneHuns cogepxaHua C-nentuaa B
OAHOM M TOM e obpasue cbiBOPOTKM (Nn1a3Mbl) KPOBU C ucnosb3oBaHuem Habopa
«C-nentna-NOA» He npesbiwaeT 8.0 %.

3.3. JINHEeNHOCTb.

3aBUCUMOCTb KOHLEeHTpauum C-nentuaa B obpasuax CbiBOPOTKM (N1a3Mbl) KPOBU
npu pa3BefeHUN UX CbIBOPOTKOM (M1a3Moi) KpoBM, He coaepxaller C-nentna, numeet
NIMHENHbIV XapaKTep B AMana3oHe KoHueHTpauui 0-C6 Hr/mn u coctasnset £10.0 %.

3.4. TOYHOCTD.

[aHHbI aHanUTUYeCKMin napameTp MNpPOBEpsieTCA TECTOM Ha «OTKpbITUE» —
COOTBETCTBME M3MEpPEHHOW KOoHUueHTpauun C-nentuaa npeanncaHHOM, MonyyYeHHoNn
nyTeM CMelMBaHUS paBHbIX 06BbEMOB KOHTPOJIbHOM CbIBOPOTKM W KanvbpoBOYHOWM
npo6bl C3 Hr/MA. MpoueHT «oTKpbITUS» cocTaBnsetT 90-110 %.

3.5. YyBCTBUTENIbHOCTD.

MuHuManbHaa  OOCTOBEpPHO  ornpejensemas Ha6opom «C-nentna-NoOA»
KOHUeHTpaunsa C-nentuaa B cbiBOpOTKe (nMsa3Me) Kposu He npesbiwaeT 0.015 Hr/mi.

3.6. Xyk-acddekrT.

He o6Hapy»eH Ao kKoHueHTpauun 400 Hr/MA.
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5. MEPbI MPEAOCTOPOXXHOCTHN

5.1. MNoTeHUManbHbIN pUck NpuMeHeHus Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMMoHeHTbl Habopa, 3a ucknoveHnem cton-peareHTta (5.0 % pacTtBop
CepHOM KUCMOTbI), B UCNOJIb3YEMbIX KOHLEHTPaUMSaX ABNSAIOTCA HETOKCMYHbIMU. PacTBop
CepHoM KkucnoTbl obnagaeTr pasgpaxkatowmm genctememM. M3beratb pasbpbiarmBaHus u
nonagaHus Ha KoXy W camsuctble. MNpu nonagaHnm Ha KOXY U C/AM3UCTbIE MOPAaXeHHbIN
y4YacToK criefyeT NpoMbiTb 60MbLWINM KOTMYECTBOM MPOTOYHON BOAbI.

5.3. lNpwn paboTte c Habopom cnepyet cobnoaath «lpaBuna yCTpoOMCTBa, TEXHUKMU
6e30macHOCTM, MPOU3BOACTBEHHOMW CaHUTapuu, MPOTUBO3MNUAEMUYECKOrO pexmnma
M NIMYHOW rurmeHbl nNpu paboTte B nabopatopusax (OTAeNeHusx, oTAenax) CaHWTapHO-
3MNUAEMNONOMNYECKNX YUPEXAEHUIN cucTeMbl MUHUCTEpPCTBaA 34paBooxpaHeHus CCCP»
(MockBa, 1981 r.).

5.4. lNpun pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VMHOBbIE WU
NnacTUKOBbIE MepyaTKK, Tak kak obpasubl KpOBM YenloBeKa cneayeT pacCcMaTpmBaTh Kak
noTeHuUManbHO MHOULMPOBAHHbIM MaTepuan, CNOCO6HbIN ANNTENbHOE BPEMS COXPaHATb
n nepepasatb BWY, Bupyc renatuta wam nwbow apyron Bo3byauTenb BUPYCHOW
MHbeKunn.

5.5. Bce wucnonb3oBaHHble OAHOpa30OBble MaTepuanbl noaBepratb o06paboTke
Ae3VHDUUMpYLWMMKN cpeacTBaMn C nocrneaywouwen ytunusauymen (cm. MY-287-113
«MeToamyeckme ykasaHus no Ae3vHdeKkunn, npeacTepuiv3aunmoHHON OUYUCTKE W
cTepunM3aummn n3pennin MeaMUMHCKOro HasHavyeHns»).

5.6. MeauumHckue oOTxoAbl Knacca bB. YTuaumszauuoo UMM YHUUTOXEHME,
Ae3nHdekumo HabopoB peareHTOB criefyeT NMpoOBOAMTb B cooTBeTCTBMM C CaHlluH
2.1.7.2790-10 «CaHuTapHO3nuaemMuonornyeckme TpeboBaHuss K obpaweHuo ¢
MeANLMHCKMMN oTXoAamMmn» n MY-287-113 «MeToaunueckmne ykasaHus no aesvHdekuunm,
npeacTepuanN3aunoHHON OUNCTKE N CTEPUIU3ALUN N3AENUA MEANLIMHCKONO Ha3HaAYEHUS».

6. OBOPYOOBAHUE N MATEPUAIJ1bI,
HEOBXOAWMBIE NPU PABOTE C HABOPOM

- (oToMeTp BEPTMKANLHOIMO CKAHMPOBAHUS, MO3BONSAIOLLMA U3MEPATb ONMTUYECKYHO
MJIOTHOCTb COAEPXMMOIr0 JIYHOK MNJaHLWweTa nNpu AsIMHE BOSHbI 450 HM;

- [03aTopbl CO CMEHHbIMUM HaKOHEYHMKaMu, Mo3Bonswwme oTbéMpaTb 06bEMBI
B Anana3oHe 25-250 mkn;

- UMAMHAP MepHbIN BMecTMMocTbio 1000 Mn;

- BOAA AUCTUNIMPOBAHHAS;

- NepYaTKu pe3nHOBbIE UAN NSACTUKOBbLIE;

- bymara cdunbTpoBasibHas.

7. NOArOTOBKA PEAFEHTOB 411 AHAJIU3A

7.1. MNepepn npoBeaeHMEM aHanmn3a KOMMNOHeHTbl Habopa n nccneayemolie o6pasubl
CbIBOPOTKW (Nn1a3Mbl) KpOBM cneayeT BblAEpXaTb MNPW  KOMHATHOW TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2. MpuvroToBJieHUe nJjaHLweTa.

BckpbITb NakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoAnMOe KOM4YecTBO
cTpunoB. OcTaBWKWecs HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTO6bI  MNpPeaoTBpPaTUTb
BO34ENCTBME HA HUX BNaru, TwaTtenbHO 3aknenTb Hymaron Ans 3akienBaHus niaHweTa
1 XpaHuUTb Npu TemnepaType +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHME OTMbIBOYHOI0 pacTtBopa.

Copepxumoe dnakoHa ¢ KOHLEHTPaTOM OTMbIBOYHOro pactesopa (22 M), nepeHecTun
B MEpHbI uMAnHAp BMecTuMocTbto 1000 mn, pob6aButb 550 MA AUCTUANMPOBAHHOM
BOAbl W TWaTeNbHO nepemewaTtb. B cnyyae gpobHoro ucnonb3oBaHua Habopa cneayer
oTobpaTb HEOH6XOAMMOE KOMIMYECTBO KOHLIEHTpPaTa OTMbIBOYHOIO pacTBopa M pa3BecTu
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ONCTUNNMPOBaHHOW BoAoW B 26 pa3 (1 MmN KOHUeHTpaTa OTMbIBOYHOrO pacTteopa +
25 MN AUCTUNNVMPOBAHHOM BOAbI).

7.4. NoarotoBka KaJnMbpoBOYHbIX NMpob.

MpurotoBbTe KanMbpoBoUHbIE MPO6bLI U KOHTPOJSIBHYHO CbIBOPOTKY: AobaBbTe 0.5 Mn
6MANCTUNNNPOBAHHON BOAblI B KaXAbl (h1akoH M TwaTenbHO nepemelwanTe. Xuakue
KannbpaTopbl AOMKHbI ObITb WMCMOMb30BaHbl B TeyeHwe 72 4acoB; A/ MOBTOPHOro
MCMNO/Ib30BaHMS UX PEKOMEHAYETCS 3aMOpPO3UTb B afIMKBOTax Mpu TemnepaType Huxe
15°C. nsa 6onee ANUTENbHOro XpaHeHus KanubpaTopbl MOXHO aJMKBOTMPOBaTb M
XPaHUTb 3aMOPOXEHHbIMU Npu TemMnepaType Huxe -15 °C. BHUMAHUE: gonyckaeTcs He
6onee 1 umkia 3amMopakmBaHus-oTTamBaHus!

7.5. NoarotoBka 06pa3uoB MOUM:

OcBeTnnte obpasubl ueHTpudyrnposaHmem. PazbaBbte B 21 pa3 bydepom ans
pa3BeaeHuns obpasuyos. MNpumep: 10 mkn obpasua + 200 mkn bydepa ansa pa3segeHus
o6pa3uoB. BHuMaHue: pasbaBneHHbIn 0bpa3sel He xpaHuTcs!

8. YC/1OBUA XPAHEHNA U SKCNNTYATALNN HABOPA

8.1. Habop peareHToB «C-nentna-N®A» fonxeH XpaHUTbCS B yNakoBKe NpeanpusTms-
M3roToBuTENS NpUTEMNepaType +2...+8 °C B Te4eHne BCero Cpoka rogHOCTH, yKa3zaHHOro Ha
ynakoske Habopa. [lonyckaeTcsi XxpaHeHue (TpaHcnopTupoBka) Habopa npu TemnepaType
no +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMopa)uvBaHue Lenoro Habopa.

8.2. Habop paccuuTaH Ha npoBeAeHMe aHanmsa B AybnukaTtax 41 uccnepyemoro
obpasua, 6 KkanMbpoBOYHbIX Mpob6 M 1 npobbl KOHTPOSIbLHOW CbIBOPOTKM (BCero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro ucnonb3oBaHms Habopa KOMMOHEHTbI cneayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEMCMNOIb30BAHHbIMW CTPUMbl HEOOXOANMO TLWATENBHO 3aK1enTb bymMaromn
O 3aKNIeMBaHMsl MaHWeTa M XpaHuTb npu TemMnepaTtype +2...+8 °C B TeyeHue BCero
cpoka rogHoctn Habopa;

- N®A-Bydep, kKoHbloraT, cybcTpaT, CTon-peareHT Nocne BCKPbITUS BNakoHOB criegyeTt
XpaHuTb Npu TemnepaType +2...+8 °C B Te4yeHune BCero cpoka rogHoctn Habopa;

- KannbpoBoYHble Mpobbl U KOHTPO/IbHYIO CbIBOPOTKY MOC/AE MPUrOTOBNEHUS cneayeT
XpaHuTb Npu Temnepatype +2...+8 °C He 6onee 72 yacoB. [lJonyckaeTcs OAHOKpaTHas
3amopo3ka npu Temnepatype -20 °C n Huxe, XxpaHuTb He bonee 12 mecsaues;

- OCTaBLWMINCA HEWUCMNOSb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTtBopa chnegyer
XpaHuTb Npu TemnepaType +2...+8 °C B Te4yeHune BCero cpoka rogHoctn Habopa;

- NPUrOTOB/IEHHbIM OTMbIBOYHbIN PAacTBOP ClieAyeT XpaHUTb NPy KOMHATHOM TeMnepaType
(+18...4+25 °C) He 6onee 15 cyTok unm npu Temnepatype +2...+8 °C He 6onee 45 cyTok.

MpumeyaHue. ocne WMCNONb30BaHUSA peareHTa HeMeAsIeHHO 3aKpbiBalTe KpbIWKY
(nakoHa. 3akpbiBanTe KaxAbli h1akoH CBOEW KPbILLKOMN.

8.4. [1na npoBefeHUa aHanu3a He creayeT MCMNofb30BaTb FEMOSIM3UPOBAHHYIO,
MYTHY CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAnTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnenyet XpaHuTb npu TemnepaType -20 °C. [oBTopHOE 3aMopaxuBaHue-oTTansaHue
06pasuoB CbIBOPOTKM (Ma3Mbl) KPOBM He gonyckaeTcs. [lonyckaeTcsi uccnenoBaHue
CbIBOPOTOK, XpaHEeHMe KOTOpbIX C MOMeHTa 3abopa KpOBM OCYLLECTBASNOCL MNpuU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyTok. O6pasubl MOUn crieayeT OCBETIUTb
LeHTpudyrnposaHuem nepes aHaamsoM Uam Nocsae pasMopo3Ku.

8.6. [lpu wvcnonb3oBaHun Habopa AnNA nNpoBeAeHUS HECKOSIbKUX He3aBUCUMbIX
cepui aHanu3o0B cneayeT UMeTb B BUAY, YTO ANSA KaXAOro He3aBMCMMOro onpeaeneHus
HeobxoAMMO MNOCTPOEHNE HOBOIro KanMbpoBOYHOro rpadumnka; KpomMe 3Toro, pekoMeHayeTcs
onpeaeneHue KoHueHTpauum C-nenTnaa B KOHTPOJIbHOW CbIBOPOTKE.

8.7. na nony4yeHus HaZeXHbIX pe3ynbTaToB HeobxoauMo CTporoe cobnwoaeHue
NHCTPYyKLUMKN N0 NpuMeHeHuto Habopa.
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10. O)XKXUAAEMbIE 3HAYEHUSAA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ynbTaTax WccnenoBaHui, npoBeaeHHbix OO0
«XEMA», pekoMeHAyeM MnO0Jib30BaTbCA HOpMaMu, MNMpuBeAEHHbIMU HUXe. BmecTe ¢
TeM, B COOTBETCTBMU C npaBunammn GLP (Xopowein nabopaTopHON NpakTUKK), Kaxaas
nabopatopus Ao0MXKHa camMa onpefenuTb napaMeTpbl HOPMbl, XapaKTepHble A1s
obcneayemon nonynsauum.

MpumMmeuaHune. 3HayeHns KoHuUeHTpauuh C-nentmaa B nccneayembix obpasuax,
HaxoAsWmMecs HUXe rpaHuubl YyBCcTBUTENbHOCTM Habopa (0.015 Hr/mn), a Takxe
npeBblllaloWMe 3HaYeHne BepxHen kannbposoyHoin npobel (C6) cneayet NpuBoANTb
B cnepaytouwer dopme: B nccnegyemom obpasue X koHueHTpauus C-nentuaa Huxe
0.015 Hr/mMn wnu Bbiwe C6 Hr/Mn.

B Habope «C-nentuna-UOA» 3HayeHUs KOHUEHTpauuin KannbpoBOYHbIX Mpob
BblpaxkeHbl B HI/MA. [lng nepecyeTa KOHLEHTPaLUuUii B MKMOb\/1, MOly4YeHHOE 3HaYeHne
KOHUEHTpauumn B Hr/MN criegyeT YMHOXUTb Ha 331.

1 Hr/mMn = 331 nkMonb\n

EauHubl, Hr/mMn Eaunuyb fon., NKMonb\n
Wccnepyemas rpynna 5 . . .
Huxnuii npepen | Bepxuuitnpepen | Hwxuuiinpepen | Bepxuuii npepen
CbIBOPOTKA 0.9 5.0 298 1655
(nnasma)
Mo4a 2 MKr/aeHb 260 MKr/poeHb

Mo BonpocaM, kacawwmmcs kadectsa Habopa «C-nentug-NdA»,
cnepyet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-ii noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIN)
3N1eKTpoHHas noyta: info@xema.ru; rgc@xema.ru

MHTEpHeT: wWww.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knmeHTckoro cepsmca OO0 «XEMA»,

K. 6. H. [. C. KOCTpUKUH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of C-peptide 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. 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 C-peptide-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monoclonal to human
C-peptide, 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.
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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.

3.4. Avoid contact with stop solution containing 5.0 % H,SO,. 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. Material Safety Data Sheet for this product is available upon request
directly from XEMA Co., Ltd.

3.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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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;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

4.3. Storage and stability of the Kit

Store the whole kit at +2...48 °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 of serum/plasma may be stored for up to 72 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.

Urine:

Centrifuge sample to clear. Urine samples may be stored for up to 36 hours at
+2...+8 °C prior to assaying.

Dilute sample by DIL SPE in 21 times. Do not store diluted samples!

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.
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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 C-peptide concentration.

8.3. Determine the corresponding concentration of C-peptide 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!
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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 C-peptide. 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.

serum (plasma) 1655
urine 2 ug/day 260 ug/day 0 0

10. PERFORMANCE CHARACTERISTICS
10.1. Analytical specificity / Cross reactivity

Human insulin <0.01
Human proinsulin (intact) 2.7
Humalog 0.3

10.2. Precision
Intra-assay precision is shown below:

10 0.6 6.7

2 10 5.8 7,7

Inter-assay precision is shown below:

0.85
2 10 4.3 5.6

10.3. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.015 ng/ml.

10.4. Linearity

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

10.5. Recovery

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