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Pregnancy, week | Median, U/ml SKO
14 26 0.43
15 34 0.47
16 36 0.51
17 43.5 0.49
18 52.5 0.52
19 64 0.50
20 72 0.55
21 76 0.57

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Albumin <0.1

hCG <0.1
Lactogen <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 2 U/ml.

11.3. Linearity

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

11.4. Recovery

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

11.5. Hook-effect

No hook-effect has been noticed with samples up to 12000 IU/ml.
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«YTBEPXOEHA»
Mpukas Poc3apasHaasopa N2 2786-Mp/07 ot 18 ceHTabps 2007 r.
KPA 14353 ot 07.05.2007

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAEJIEHNA
AJIb®A-OETONMPOTEUHA
B CbIBOPOTKE (NMJIASME) KPOBU «A®IN-UDA>»

PekomeHzoBaHa K yTBepxaeHutio HayyHo-akcnepTHbiM COBETOM MO MEAULMHCKUM U3AENNAM

1. HABHAYEHME

1.1. Habop peareHToB <«AOQOM-UOA» npeaHasHayeH Ana  KOJIMYECTBEHHOro
onpeaeneHns KoHueHTpauun anbda-deTtonporeMHa B CbiBOPOTKe (naa3Me) KpoBw
MeToAOM TBepAo(da3HOro MMMyYHO(EPMEHTHOro aHanuns3a.

1.2. Anbda-detonpotenH (ADPI) — rMMKONPOTEMH C MONEKYISPHON Maccon OKOs0
65 k/[la, cekpeTupyowWwmnincs NJIoAHON NeYEHbIO U XENTOYHbIM MelwkKoM. ADI aBnseTcs
OCHOBHbIM 6€nKOM MI0AHOW CbIBOPOTKWU, Yy B3pOC/bIX cogepxaHue ADIT B CbiBOpPOTKE
KpOBW He3HauuTenbHo. OnpegeneHne AO®I B CbIBOPOTKE KPOBW WCMOJb3yeTcs
ANS NEPBWYHOM AMArHOCTUKM M MOHWUTOPMHIa renaTtoue/ItoNISPHOro paka neyeHu,
3MOPNOHANBHOK/IETOYHbIX OMYyXONen AMYHMKOB M SIMYeK, TepaToM M TepaToKapuWHOM
noboli nokanusaumm. OnpepeneHve A®I B CbIBOPOTKE KPOBUM BepeMeHHbIX XEeHLMH
WA B aMHMOTMYECKOM XWAKOCTM B nepuod c 15 go 20 Hepenun CAyXuT OAHUM U3
nabopaTopHbiX METOAOB BbISIBIEHUS TSXKENOW BPOXAEHHOW naTonorMm nnoga -
cvHapoMa [ayHa n aedeKToB HEPBHOW TPy6KM.

2. MPUHUMN PABOTbl HABOPA

Onpepenenve anbda-deTonpoTeMHa OCHOBAHO Ha MCMOJIb30BAHUWU «CIHABUY»-
BapwnaHTa TBepaoda3Horo MMMyHo(epMeHTHOro aHanmsa. Ha BHyTpeHHen NoBepXHOCTH
JIYHOK nfaHweTa WUMMO6UNIN30BaHbl MbIWMHbIE MOHOKJIOHaNbHble aHTuTena k AQI
yenoseka. B nyHkax nnaHweTta, npu gobasneHun nccnegyemoro obpasua, NpoMcxoamt
cBa3sbiBaHue ADI, cogepxxalerocs B uccneayemMom obpasue, € aHTUuTeNnaMum Ha TBepaon
¢dase. O6pa30oBaBLIMNCA KOMMIEKC BbISABASKT C MOMOLbI KOHBKOraTa MbIWMHbBIX
MOHOKJIOHaNbHbIX aHTUTen Kk A®I yenoBeka C nepokcuaason xpeHa. B pesynbraTte
obpa3yeTcs CBA3aHHbIN C N1ACTUKOM «CIHABUY», coAepiKallnii nepokcnaasy. Bo spems
nHkybaumm c pactBopoM cybctpata TeTpametunbeHsnamHa (TMB) npowucxoant
OKpalMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NponopLMoHanbHa
KOHUeHTpauun anbda-detonpotemHa B uccnegyemom obpasue. KoHueHTpauwmio
anba-deronporenHa B uccneayemblx obpasuax onpeaensoT rno KannbpoBOYHOMY
rpacduky 3aBMCUMMOCTU ONTUYECKOW MIOTHOCTM OT coAepxaHusa anbda-deTonpoTenHa
B KaMbpoBOYHbIX Npobax.
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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 alpha-fetoprotein
concentration.

9.3. Determine the corresponding concentration of alpha-fetoprotein 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 Urll\i?:?:lbsaor‘:;) % | _— g
CAL 1 0 U/ml 0.076 . —
CAL 2 5 U/ml 0.14
CAL 3 15 U/ml 0.24
CAL 4 50 U/ml 0.49 wl
CAL 5 150 U/ml 1.41 e
CAL 6 300 U/ml 2.24 O

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
AFP. 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, U/ml Units alternative, ng/ml
+ a9 Lower limit Upper limit Lower limit Upper limit
Healthy donors - 10.0 - 12.5
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Put the desired number of microstrips into the frame; allocate 14 wells for the calibrators CAL 1-6 and control
samples CONTROL and two wells for each unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM

If suggested analyte concentration in the sample exceeds the highest calibrator, additionally dilute this sample
accordingly, using zero calibrator. Use of other buffers or reagents for sample dilution may lead to incorrect

wells by plate adhesive tape (included into the kit).

Calibrators and control sample(s) — only one freezing/thawing cycle is allowed.

3 | Dispense 100 pl of CONJ HRP into the wells.

4 | Pipet 50 pl of calibrators CAL 1-6, control samples CONTROL and unknown samples into the wells. Cover the

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

7 | Dispense 100 pl of SUBS TMB into the wells

12 | Apply point-by-point method for data reduction.
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3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmuHoOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOKJIOHAMbHbIX
aHTuTen Kk A®I yenoBeka C ApyruMu aHanuTamu npuseneHa B Tabnuue:

AHanurt MepekpecTtHana peakuyus, %
CbIBOPOTOYHbIN anbbyMuH <0.1
X <0.1
MnaueHTapHbI NakTorex <0.1

3.2. Bocnpou3sBoanMOCTb.

KoadduuneHT Bapraumm pesynbTaTos onpeaeneHnsa cogepxaHns A®IM B 04HOM K
TOM Xe obpasue CbIBOPOTKM (Nnasmbl) KPOBM C ucnosibdoBaHneM Habopa «A®M-NDA»
He npesbiwaeT 8,0%.

3.3. JInHeAHOCTb.

3aBUCUMOCTb KOHUeHTpauun A®I B obpasuax CbIBOPOTKM (Maa3Mbl) KPOBWU Mpu
pa3BeAeHnn nX CbiIBOPOTKOW (N1a3Moi) KpoBK, He coaepxatiert A®I, nmeet NMHENHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-300 Ea/mn n coctaBnsiet £10,0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanMTMYeCcKMi napaMmeTp MNPOBEPSETCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME U3MEPEHHONM KOHUeHTpaumn ADI npeanvcaHHOM, MOAYYEHHOW MyTeMm
CMeLlNBaHNA paBHbIX OHBbEMOB KOHTPOJIbHOM CbIBOPOTKM W KannbpoBO4YHOWM Mpobbl
15 En/mn. MpoueHT «oTKpbITUsA» coctasnseT 90-110%.

3.5. UyBCTBUTENbHOCTbD.

MuHuManbHas goctoBepHo onpegensiemas Habopom «AO®M-UDA» KOHUEHTpaums
A®I1 B cbiBOpOTKE (Ns1a3me) KpoBu He npesbliwaeT 2 Ea/mn.

3.6. Xyk-addekT (hook-effect) BbICOKMX KOHUEHTpaLUWN.

Mpu wucnonbzoBaHmm Habopa <«APM-UDA» xyk-addekT He o06HapyxeH [0
KOHUeHTpaumn A®IM 12000 Ea/mn.
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5.2. Equipment and material required but not provided

= 8 § 2 rE § 'E’ - Distilled or deionized water;
e o 5 [= 9 [ [= [ - Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
gmax g 5] em| @ @
o So-22 2., xol3, [3.]3, but not essential;
= 3 R ob 2 5135 o6l 85 -  Calibrated micropipettes with variable volume, range volume 25-250 ul;
8 |, |ooZgk ©9 zolog |oglogl |, |, - Dry thermostat for 37 °C+- 0.1 °C;
s @2 8g § g e ‘E g § g 'E g - Calibrated microplate photometer with 450 nm wavelength and OD measuring
T X FYl X X| 3% 0-3.0
o TBS | @ = Sm| T I z range 0-3.
%E—EO a § %Q § § a 5.3. Storage and stability of the Kit
2 © b g = g g g Store the whole kit at 2 to 8 °C upon receipt until the expiration date.
E — © c c c c After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
4 5 5 5 5 5 5 5 5 5 5 TAPE (INCLUDED) to minimize exposure to moisture.
w
° 6. SPECIMEN COLLECTION AND STORAGE
-] e e . .
E |~ ©0 - - - - - N |- - This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
g hemolytic, lipemic, or turbid samples should be avoided.
Specimens may be stored for up to 48 hours at 2-8 °C before testing. For a longer
=Q storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/thawing
p=— = - Z ~ 1
§ z o § o % ] should be avoided.
g 53| 3 § 5 1 |obw ] o2 |3 7. TEST PROCEDURE
am| O [N I oI = | o .
2 =258 %% (883 g ~ =~ 8 ~| gls |8 7.1. Reagent Preparation
é o ge g T = 35 © 5 5 P S g S| e S | T £ - All reagents (including unsealed microstrips) should be allowed to reach room
N Q-
= : |5¢ o8 = 8% |meocC o| =| E- ° ~| 5 2 |s temperature (+18 to +25 °C) before use. _ _ _
< B | Cx|agxc &6 3 2 — o= g | x| XL 5 - All reagents should be mixed by gentle inversion or vortexing prior to use.
5 8 S| '8R ° o =9 |23 gg | ez 2| S| 24|24 Avoid foam formation
= Q = sSS|© = ] . - . .
o 5 5 E‘f{l g Mcs 03 m S I oI |0 I|R|= <e( ) <e': - Itis recommended to spin down shortly the tubes with calibrators on low speed
) s N ~O 2 0rgo C|FS®|3s o <| = .
] 5 |22/ 902 Qo°w|as2g| &|8malEs| &|8|e%| =2 centrifuge.
< L 23 gjéé S s : z32 21k 39 Ex| 2l 2 Og 8_'5 - Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
OI|T-o%sm%|mesS| 5|05 |es|X5|B|Ex|EZ in distilled water.
0\% oggslnm\m r¥okt .O|SwBCo|g=| @09 sy | LY
- @ gmgg_\gﬁz n§§§ EG|OEG Eg 5G| E Sao S 7.2. Procedural Note:
03 n.ﬁﬁ owm L, s SEmx|ES g-‘” SlrhlosSiE g It is recommended that pipetting of all calibrators and samples should be completed
35/ 03F S 60| 0% n| 8% | Q2% U 2% 0| 31|51 ithin 3 minutes
IC| S/ 95.-c8T | rFSQa|An|pBa|Ix|co|g| 20|20 wi .
8BS E22RPINC8oc |z R%o|XTo| G20 X! o 5L =
ca msgg_sgo S2IR| gk 85E 5X|LE|Z| 83|85 7.3. Assay flowchart
CC|¥PSB8oxvcce|¥8382|¥2|aprl|¥nN|0O2|0|Salca See the example of calibration graphic in Quality Control data sheet.
% 7.4. Alternative units:
8 |E 4 5 |2 < 1 U/ml = 1.25 ng/ml
m | = o o =
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5. MEPbl MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwueHnem cron-peareHta (5,0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUMUSAX SABASIOTCA HETOKCUYHbIMMU.

PactBOop cepHoOV kucnoTbl obnagaeT pasgpaxawowum gerictenem. WsberaTb
pa3bpbiarBaHUs M NonadaHust Ha KOXY W camsuctole. Mpu nonagaHuyM Ha KOXY
N CIIN3UCTbIE MOPAXEHHbIW Y4acToK cnefyeT NpoMbiTb 60MbLINM KOTMYECTBOM NMPOTOYHOW
BOAbI.

5.3. lNpu pabote ¢ Habopom cnepyet cobnogate «lpaBuna yCTpONCTBA, TEXHUKMU
6e30nmacHOCTN, NPOU3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma WU
JINYHOW TUrneHbl npu pabote B nabopaTopusix (oTAeNeHUsIX, OTAeNax) CaHUTapHO-
3NNAEMNONONMYECKMX YUpEXAeHUI cucTteMmbl MuHucTepcTBa 3apaBooxpaHeHunss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbIE WU
NAacTUKOBbIE NepyaTKK, Tak Kak 06pasubl KPOBM YenioBeKa CrieyeT pacCMaTpmBaTh Kak
noTeHUManbHO MHDULMPOBAHHbBIN MaTtepuar, CnoCobHbIV ANUTENbHOE BPEMSI COXPaHSTb
n nepegasatb BWY, Bupyc renatuta unm nwbon apyron Bo3byauTenb BUPYCHOM
MHdeKunu.

6. OBOPYOQOBAHME U MATEPWUAIJ1bI,
HEOBXOAWMBbIE NPU PABOTE C HABOPOM

- (dOoTOMETp BEPTUKAIbHOIO CKaHMPOBaHWS, MO3BOJIAOLWNIA U3MEPATb ONTUYECKYIO
NAOTHOCTb COAEPXMMOrO NIYHOK MaHweTa npu AnvHe BOAHbl 450 HM;

- TepMocTaT, noadepxusarowmi Temnepatypy +37+-0,1 °C;

- [03aTopbl CO CMEHHbIMM HaKOHeYHMKaMu, no3sonswwme oTbupaTb 06bLEMbI
B Anana3oHe 25-250 Mkn;

- UWIMHAP MepHbI BMecTuMocCTbio 500 Mn;

- BOJa AUCTWUANIMPOBaHHas;

- nepyaTku pe3uHOBble UM NIACTUKOBbIE;

- bymara dwunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJIN3A

7.1. MNepen npoBeneHneM aHanm3sa KoMnoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (NnasMbl) KpOBM crieAyeT BblAepXaTb MNpUM KOMHATHOM TemnepaTtype
(+18-25 °C) He meHee 30 MUH.

7.2. MpuroToBsieHUe NiaHLleTa.

BCKpbITb MakeT C NAaHLWeETOM U YCTaHOBWUTb Ha paMKy Heob6xoAmMoe KOIMyecTBO
cTpunoB. OcTasLnecs HencnoabL30BaHHbIMU CTPUMbI, YHTOOLI NPeAoTBPaTUTL BO3AENCTBME
Ha HWUX BNaru, TwaTenbHO 3aKkneuTb bymMarorn Ans 3akfemBaHus niaaHweTa U XpaHuTb
npu TemnepaType +2-8 °C B TedeHuMe BCEro cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacrsopa.

Coaepxxumoe dnakoHa C KOHLEHTPATOM OTMbIBOYHOMO pacTeopa (22 M), nepeHecTn
B MEPHbIN UmnuHap BMectuMocTbto 500 mn, nobasutsb 440 M ANCTUINTMPOBAHHON BOAbI U
TWwartenbHoO nepemewwaTb. B cnyyae apobHoro ncnonb3osaHns Habopa cneayet otobpath
HeobxoaMMoe KOIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pas3BecTu AUCTUIN-
poBaHHOM BoAoM B 21 pa3 (1 MmN KOHUEeHTpaTa OTMbIBOYHOrO pacTteopa + 20 mn auctun-
JINPOBaHHOM BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIMJTYATALIUMN HABOPA

8.1. Habop peareHToB «ADM-UDA» fonXKeH XpaHUTbCS B YNakOBKe Mpeanpustus-
M3rotoBuTENS Npu TemnepaTtype +2-8 °C B TeYeHMe BCEro cpoka rogHoCTM, yKa3aHHOro
Ha ynakoBke Habopa.
[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npwu Temnepatype go +25 °C
He 6onee 5 cyTok. He ponyckaeTcs 3amopaxwusaHue uenoro Habopa.
[AonyckaeTca ogHOKpaTHoe 3aMopa)kxuBaHue (-20 °C) kannbpoBOUYHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.
8.2. Habop paccuuTtaH Ha npoBeAeHue aHanusa B aybnukatax 41 uccnenyembix
o6bpa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 Npobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).
8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepywowmm obpasom:
- OCTaBlUMECs HeMUCrnosib30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aKienTb
6ymarorn Ans 3akneuBaHWs MnaHweTa v XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- KOHblOrat, cybcrtpaTt, cTon-peareHT Mocne BCKpbITUA dIaKoHOB cneayert
XpaHuUTb Npu TemnepaType +2-8 °C B TeueHue BCero cpoka rogHoctn Habopa;

- KanubpoBOYHble Npobbl M KOHTPOJSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUSA (DIaKOHOB

cnepyeT XpaHUTb nNpu Temnepatype +2-8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMNCSA HENCMO/Ib30BaHHbIM KOHLIEHTPAaT OTMbIBOYHOIO pacTBopa cneayer

XpaHuUTb Npu TemnepaType +2-8 °C B TeueHne BCero cpoka roaHoctn Habopa;

- MNPUrOTOBJIEHHbLIA OTMbIBOYHbIA PacTBOp clefyeT XpaHUTb MPU KOMHaTHOWN

TemnepaTtype (+18-25 °C) He 6onee 5 cyTok unm npu Temnepatype +2-8 °C
He 6onee 30 cyToK;

MpumeuaHune. MNocne NCNoNb30BaHMUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILWKY
¢nakoHa. 3akpbiBaliTe KaxAabln hfakoH CBOEN KPbILLIKON.

8.4. [Ina npoBedeHMs aHanu3a He creayeT WCMNosb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (Naa3My) KpOBM, a Takxe CbIBOPOTKY (Naa3My) KpoBK, coaepxallyto
asua HaTpus. Ecnu aHann3 npon3BoanTCA He B AeHb B3ATUS KPOBU, CbIBOPOTKY (Ma3my)
cnepyet xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaxvBaHue-oTTaneBaHue
o6pa3LoB CbIBOPOTKM (M1a3Mbl) KPOBU HE JOMyCKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAewn, Nosy4yaBlmnX B Lensax AMarHOCTUKM UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILWWNHbIE aHTUTENa.

8.6. MNMpn wncnonb3oBaHun Habopa Ana nNpoBeAEHUS HECKOSIbKUX HEe3aBUCUMMbIX
Cepuil aHann3oB cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HeE3aBMCMMOro onpeaeneHns
HeobxoAMMO MOCTPOEHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
pEeKOMEeHAYETCA onpeaeneHne KOHUeHTpaumn anbda-getonpoTrenHa B KOHTPOJSIbHOM
CbIBOPOTKE.

8.7. Ina nony4yeHns HadexXHbIX pe3ynbTaToB HeobXxoamMMo cTporoe cobntogeHue
NHCTpYKUMM no npumMmeHeHunto Habopa.
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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.

Document: K2251 Instruction version: 001 Format version: 611

11



XEMA

K2251

‘BMHaTaaced dowed eH 1eLrquAead WIGHHIhALOL 9LAaXOHWA “(Z°U "WD) numrogsedradu nacedgo
nIawWaATaLwrom 1o "xeneedgo XIAWdATBLDIOU 9 ||pY auHexdarod Axundedt AwWoHhogodguuex ou aimusraduQ

TT

"TOLOW («dMhOL X UMKOL LO» ‘UIGHUDHUL
-OHhOJAM) viqaHAueadaLlHn a1yAeduoudm exndedl oloHhogodguuex (Munewunddoduue) eLdondgo ewindolue suff
‘(WH 0S¥ LUQ) 90du X19Hhog0odguULex 9120HLoUL BeXI9hUiUo — (A) LeHntrdo 900 ‘(uw/3) xegodu xi9HhogodguLres
8 Loy suhediHanHOM - (X) Joumdge 920 HMudeds niaHhogodguued XeLeHUTdOOM XIGHUSHUL g 9LKodlido||

0T

*1D 990du noHhogodguue ou
alysurgeldi9g ed1awoLod dHewqg "elHa1ead-U0LD BMHOI9HE SUd0U HUIW GT 9UHOKAL 9 ML1d99enmodu OWMTOXQOSH
eLlaMHeLU YOHAL OJOWMXADITO0D ||O SMHOAOWEY ‘WH QS I1I9HL08 HULUT udu snHegoduHeMD oloHauedunidas
9diowolod eH eromHeru NOHAY olowmkdarod (LIQ) ULdOHLIOKU UOXIDhULLUO AHUKhULDE dLadOWENY

194N UI9.LLRX
-oxde 8 poLoeammedy0 NOHAL 20WMXAIT0D WOole Mdu ‘erHaledad-uUoLd LW QQT OU ‘PHUTMEHIgLUMLBWRCLDL
eled1ogAd dogloed M Med ‘MLIDOHALDLRE0TaLO0U XK UOL 8 U O19L00dOMD X UOL O UMHAL D8 09 D1UDDHY

‘BMHeaumedM30 019HMD BuimMgsed MHBLISLD LO
nioowmonges 8 LAHUW QZ-0T DUHIKIL 8 (D, S§Z-8T+) 2dALedoUWIL UOHLEHWOXM UdL SLOHWIL 8 19mHewru
S1UAAUQANHY "HUW €-Z SUHOhIL 8 MLD99emodU OWUITOXQOSH WMMNHAL 8 eHUTUEHSgUMIBWedLaL eledidgAd
edogloed avMHII3HYG ‘eHUTUEHAgUULdWEdLL eled1dgAd edoalded 1MW QT OU MMHAL 929 09 D1UDDHY

'91eWAQ noHAauegod.Laund ou UMHIXOLOU WOLAHdSgadaU g BLOMHRLL WIMHREUNALOOU MOHAL €M NLDONTUX
MMLBLD0 9lELURTA OHAUDLRIML OWNTOXQOSH UMHRIOdULIHRIDT WOoTkeX ud|] "B319AgadL oH (JIOHAL SMHRaUMhEWEE)
aMa19WL0 ndu exxdareg ‘wanHegoduiHedaw num nauneduude ysmoiArawrdou > ndoHxdagou YoHdLre1IHOENdOol ol
UWBUHIXMET UWI9801AdY 1omHelu a1mHxsdLog ‘(€7 / U "Wd) edoaldoed OJOHhOSIGWLO LW 0GZ OU UMNHAL 928 o9
9199e90T axgI19WL10 yorxed ndl] ‘eed § UIHAL LUOW.LO 1 MOHAL S0WMXADT0D 91nLrRTA NMTTRQANHM MMHRRHOMO O

‘Do LE+ ddAredauwaL
udu LAHUW 09 DUHBKIL 8 019 LUAAUQANHM 1 ELOMHErU BUHRAUSLMRE BUT WOJIBWAQ LOMHELL S1YdLes

"1IAHUW QT-G dUHBhaL 8 MLd9gemodu OWNMTOXQOaH gofeedgo
X1IGWaATaL2OM N my1odogiad YOoHArodLHOM ‘godu XI9Hhogodguuey aMHIJ9HgG ‘uaodx (1aweewru) wirodoaiqad
goneedgo XIAWIATSLUIOU INIW QS OU XeledUuwgAD 8 31MD9HE MIHAL dI9HAueldo g -wiirododiqad
noHarodiHON 1 19godu yoHhogodguireld LW S ou XeLelurgA a mMiIHALY 9MMoiAga121981000 g 91MI9HY

"2LRIOILHOM LNIW Q0T OU MMHAL 209 09 91UMDIHY

‘nmaody (1aweewru) mirododiad eneedgo 010WaATILIOM nMHITagsed XI9HAUaLREOTSLOOU

OMAUOMI9H  9LPE0£9UOUdM  BOLOATHOWOMSd golelduAead XIGHXSTEH BUHOhALOU  BU  auHenawudl]
iBnHaLaTaduo 1[9LeLqurAsad qLexexddn 1axow goneedqo suHavwgegeed BuT

goLHa1ead 1 godadAg xniAd snHegosaroud|) *0 Agodu oiAHhogodgurexd BAEAuoLOU ‘nidageed OHALDLUHLOLOT
19ATaLD 019 ‘uUW/T3 QQE Loemiqagadu anNEedgo WOWIATBLIOM g8 [JdY BMNRALHONHOM BEWdelewouwadu wuLd3

‘u3L0dogI9d YoHALrodLHOM U godu XIGHhogodguLrex

BUT MOHAL 4T 1 XedoLgou g 9 19n€edgo a19WaATaLIoMn — aoUndLd 09.1039hULON SOWNTOXQOSH ANWed g 91MLDOBWO||

VEUUVHY IMHIT3godU 6

1. INTENDED USE
A solid-phase enzyme immunoassay for the quantitative determination of alpha-

fetoprotein in blood serum or plasma.
3. PRINCIPLE OF THE TEST

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

2. SUMMARY AND EXPLANATION
Alpha-fetoprotein (AFP) is a glycoprotein with a MW ca. 65 kDa which is secreted by
fetal liver and yolk sac. AFP represents the main protein of fetal serum while being found
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
AFP-antibodies. Antigen from the specimen is captured by the antibodies coated onto

This kit is designed for measurement of alpha-fetoprotein 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.

in trace quantities in adults. Serum AFP quantitative determination is used in primary
diagnostics and monitoring of hepatocellular liver cancer, trophoblastic tumours
of testicles and ovary as well as theratomas and theratocarcinomas. Quantitative

determination of AFP in serum of pregnant women or in amniotic fluid during week
15-20 of gestation is widely used for laboratory screening of Down syndrome and

defects of spinal cord.

the microwell surface. Second antibodies - murine monoclonal to human AFP, 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.

Instruction for use
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10. OOXKMAAEMbIE 3HAYEHUA U HOPMbI

10.1. OcHoBbIBasICb Ha pe3ynbTaTtax uccnenoBaHum, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM MOSb30BaTbCs HOpPMaMu, NMpUBEAEHHbIMU HWXe. BmecTte
C TeM, B COOTBETCTBUM C npaBunamum GLP (Xopowei nabopaTopHOM NpakTUKK), Kaxxaas
nabopatopusa AO/HKHa cama onpefenuTb NapaMeTpbl HOPMbl, XapakKTepHble Ans
obcnegyemon nonynsaunu.

MpumMmeuaHune. 3HadyeHUa KOHUeHTpauui A®I B nccneagyembix obpasuax, Haxoas-
LMEeCa HUXe rpaHuubl YyBCcTBMTENbHOCTU Habopa (2 Ea/mn), a Takxe npesbiliatoLmne
3HavyeHne BepxHen kanubposodHon npobel (300 Ea/mn) cnepyeT npuBOAWUTB
B cnepytowen dopme: B nccnepyemom obpasue X koHueHTpauusa A®IM Huxe 2 Ea/mn
mnnu Bbiwe 300 Ea/mn.

B Habope «ADM-NDA» 3HaUEHNA KOHLEHTpaunin KanmbpoBOYHbIX NPo6 BblipaXeHbl
B Ea/mn. ins nepecyeTa KOHLEHTPaUMM B HI/MJ1, NOlyYEHHOe 3HaYeHne KOHLUEeHTpaLmm
B Ea/mMn cnepayet yMHOXWUTb Ha 1.25.

1 Ea/mn = 1.25 Hr/mn

EAMHMLUbI EanHMLUbl aon.
Uccneayemasn En/mn Hr/Mn
RIS Hwv)xHUMA BepxHum Hwv)xHUMA BepxHuu
npepen npepen npepen npeaen
3a0poBble _ _
[OHOPbI 10.0 12.5

MeanaHbl 1 CKO (pekoMeHAyeMblli guana3oH HopM 0.5-2.0 MOM)

BepemeHHble, Hepens MeawnaHa, Ea/mn CKO
14 Hepens 26 0.43
15 Hepens 34 0.47
16 Hepens 36 0.51
17 Hepens 43.5 0.49
18 Hepens 52.5 0.52
19 Hepens 64 0.50
20 Hepens 72 0.55
21 Hepens 76 0.57
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Mo BonpocamM, kacawwmnmcs kadectsa Habopa «A®M-NDA>»,

cnenyet obpawartbcs B 000 «XEMA» no aapecy:

105043, Mocksa, a/s 58,

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

3M1eKTpoHHas noyta: info@xema.ru; rqc@xema.ru
WHTEPHET: wWww.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KocTpnkunH
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