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K226I

«YTBEPXJEHA»
Mpuka3 PocaapaBHaasopa N2 11664-Mp/10 ot 30 pekabps 2010 r.
KPA 72842 ot 03.12.2010

UHCTPYKLUNA NO NPUMEHEHUIO HABOPA PEATEHTOB
anss AIMMYHO®EPMEHTHOIO ONPEAENTEHUA
AHTUTEHA CA15.3 (M12) B CbIBOPOTKE (NMJIABME) KPOBU
«CA15.3 (M12)-UDA»

1. HABHAYEHMUE

1.1. Habop peareHToB «CA15.3 (M12)-UDA» npeaHasHayveH A55 KOIMYECTBEHHOIO
ornpeaeneHns KoHueHTpauuu aHtureHa CA15.3 (M12) B cbiBOpoTKe (nna3sMme) KpoBu
MeToAOoM TBepAoda3HOro MMMyHO(EPMEHTHOIrO aHanuns3a.

1.2. AHtreH MUC1 npeactaBnsieT coboi rMMKOMNPOTEUMH reTeporeHHoro cocrasa
Cc monekynspHon maccon 300-450 k[da. YposeHb MUC1 B KpOBW MNOBbIWAETCA Npu
pake MonoyHon xenesbl (PMX). OnpeaeneHne MUC1 B CbIBOPOTKE W/ MJla3Me KPOBM
ncnonb3yeTcsa Ans MOHUTopuHra PMX, oueHkn apheKTMBHOCTM NeYeHUs U BbISIBIEHUS
peumaMBa MNM MeTactasoB. [aHHbli Habop caenaH Mo MNPUHLMMIY <reTeporeHHoro
C3HABMYA» — B HEM WCMOJIb30BaHbl [Ba MOHOKJ/IOHaNIbHbIX aHTMTena (X108 m X19),
BbISIBNAKOWMX YHUKANbHbIA  MMMYHOLOMWHAHTHbIM  NenTuaHbii  noBTop TRPAPGS
rnvkonpotenHa MUCL. Mopo6Hble Habopbl 6onee cneundwyHbl, YeM TeCT-CUCTEMbI,
cAenaHHble Mo MNPUHUWUMY <«rOMOFeHHOro caHABuYa» (Hanpumep, «MUC1 (M22)-
NDA», kaT. N2 K227 «XEMA», nnn MCA, Roche) unm KOHKYpPEeHTHOro CBS3biBaHUS
(Hanpumep, «MUC1 (M20)-U®A», kaT.N° K228 «XEMA», wnn BR27.29, Fujirebio),
HO ob6nagatT HEBbLICOKOW YyBCTBUTENbHOCTbIO (He 6onee 75% paxe npu III ctaanun
PMX). MoatoMy ANnsA oueHkn 3hOEKTUBHOCTU XUPYPruyeckoro e4eHUs pekoMeHayem
onpenenaTb aHTureH MUC1, ncnonb3ysa Bce Tpu Tect-cuctembl (M12, M20 n M22) no un
nocne pesekunn onyxonu. [Ona panbHenwero nocneonepaumoHHOro MOHUTOPWUHra
LenecoobpasHoO UCMOMb30BaTh TO/IbKO OAHY TECT-CUCTEMY, MOKa3aBLYHO:

1) Hambonbwnit nocneonepaLmoHHbIN cnag B %;

2) Npu CpaBHUMbIX 3HayeHMsX 3TOro nokasaTtens — 6osee BbICOKOE 3HayeHue
KOHLEHTpaLuMn OTHOCUTENbHO pekoMeHayemoro cut-off.

Ecnn 6onbHaa He 6bina obcnenoBaHa Ao onepauuu (Hanpumep, Npu OTCPOYEHHOM
peunanBe), Mbl peKOMeHAYeM AMHAMUYecKoe ornpeaeneHne Bcex Tpex Mmapkepos (M12,
M20 n M22). Kpome PMX, nosbliweHne ypoBHs MUC1 B KpoBu MOxeT HabnioaaTtbcs
npu pake nerkux, SSIMYHMKOB, NMpeacTaTesIbHOW Xenesbl, WenKu MaTKM U XenyaoyHO-
KuUWeYyHoro TpakTa. [loBblweHne cogepxaHma MUC1 MoxeT pasBmBaTbCa W Mpu
HEeKOTOpbIX A06poKayYeCTBEHHbIX Mpoueccax: 406poKayYeCTBEHHbIX OMyX0aaX MOIOYHOWM
Xenesbl U AMYHUKOB, SHAOMETPUO3e, renatute, UMppo3e nedvyeHu, dubpose nerkux.
bepeMeHHOCTb M akTaums TakxKe MOryT NpMBOAUTb K NOBbIWEHUO ypoBHA MUCI.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpepneneHne aHtureHa CA15.3 (M12) ocHOBaHO Ha MCMOb30BaHUWN «CIHABUY»-
BapwaHTa TBepAoda3Horo MUMMyHoMhepMeHTHOro aHanmnsa. Ha BHyTpeHHen NoBEPXHOCTH
JIYHOK nfaHweTa UMMO6UIN30BaHbl MbllMHbIE MOHOK/IOHanbHble aHTuTena k CA15.3
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccnegyemoro obpasua, NnpoMcxoant
cBasbiBaHne CA15.3 (M12), cogepxallerocs B uccnegyemMom obpasue, C aHTutenamm Ha
TBepAov dhase. O6pa3oBaBLUMIACS KOMMJIEKC BbISIBASIOT C MOMOLLbIO KOHbOraTa MbIWWHbIX
MOHOKJI0HasNbHbIX aHTMTen k CA15.3 yenoBeka C nepokcuaasoin xpeHa. B pesynbtaTte
obpasyeTca CBS3aHHbIM C MNJACTUKOM <«C3HABWY», codepXkawui nepokcmaasy. Bo
BpeMsi MHKyb6aummn ¢ pactBopoM cybcTpata TeTpameTunbeHsnanHa (TMB) npoucxoaunT
OoKpalnmBaHMe pacTBOPOB B JlyHKax. IHTEHCMBHOCTb OKpacKu NpsiMo NPoMnopLMOoHanbHa
KOHUeHTpaumn aHTureHa CA15.3 (M12) B uccneayemom obpasue. KoHueHTpauwuio
aHTureHa CA15.3 (M12) B uccnegyembix obpasuax onpenensitoT no KaanbpoBoYHOMY
rpaduKy 3aBUCMMOCTU ONTUYECKON MIOTHOCTM OT coaepxXaHus aHTureHa CA15.3 (M12)
B KanmbpoBOYHbIX Npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOK/IOHAaMbHbIX
aHTuTen k CA15.3 yenoBeka C ApyrMMu aHanuTamu npmseneHa B Tabnuue:

Axanut TNepekpecTHas peakuus, %
K3A <0.1
CA125 <0.1
CA19.9 <0.1

3.2. BocnpousBoAUMOCTb.

KoaddurumeHT Bapmaumm pesynbTaToB onpeaenenus cogepxanus CA15.3 (M12)
B OAHOM M TOM e obpa3sue CbiIBOPOTKM (Mna3Mbl) KPOBWM C MCMoOAb3oBaHMeM Habopa
«CA15.3 (M12)-UOA» He npesbliwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHUeHTpaumm CA15.3 (M12) B o6pasuax CbiIBOPOTKM (NNa3mbl) KpOBU
npu pasBeaeHUU UX CbIBOPOTKONM (MnsiasamMon) KpoBu, He copepxawen CA15.3 (M12),
MMEET NMNHENHbIN XapaKTep B AMana3oHe KoHueHTpaunii 12.5-250 Ea/mn u coctaBnsieT
+10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMI napaMeTp MpOBEPSIeTCA TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME U3MepeHHOM KoHueHTpauun CA15.3 (M12) npeanvcaHHONM, NonyyYeHHOM
nyTeM CMeLWWBaHUA paBHbIX 06bEMOB KOHTPOJSIbHOM CbIBOPOTKM M KasMbpoBOYHOM
npobbl 50 Ea/Mn. MpoueHT «oTKpbITUsA» cocTaBnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHuMManbHass AocTtoBepHo onpegensemasa Habopom «CA15.3 (M12)-UOA»
KoHUeHTpauns CA15.3 (M12) B ceiBopoTKke (nna3me) KpoBu He npesBbiwaeT 0.75 Ea/mn.
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XEMA

5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN puck NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PacTtBop cepHol kncnotel obnagaeT pasgpa)karowmm gencrtememM. Ms3beratb pasbpbis-
rMBaHWS M NMonagaHusl Ha KOXy M CAnsucTble. Mpy nonagaHum Ha KOXY W CAM3UCTbIe Mo-
pa)X€HHbIM y4acToK criefyeT NpoMbiTb 60MbLUMM KOIMYECTBOM NMPOTOYHOM BOAbI.

5.3. lNpu pabote ¢ HabopoM cnepyet cobntogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTM, MNPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEeHUaX, oTaenax) CaHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneayet HazeBaTb OAHOPA30Bble PE3VMHOBbLIE WU
NnaacTMKOBbIe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpmBaThb Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
W nepegjaBaTb BWY, Bupyc rematuta wnu nwoboi apyron Bo36yauTenb BUPYCHOM
MHDEKUMN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWMUMBbIE NPU PABOTE C HABOPOM

- ¢oTOMeTp BEPTMKANIbHOIMO CKaHMPOBaHWS, NO3BONSAIOLNI N3MEPATL ONTUYECKYIO
NAOTHOCTb COAEPXMMOIO JIYHOK MaHLWeTa Npu AnvHe BOAHbI 450 HM;

- opbuTanbHbll Wwenkep (BCTpAXuBaTenb) ANS MWKPOMIAHLIET, CKOPOCTb
600-800 06./MUH.

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonswolme oTbupaTb 06bEMbI
B AnanasoHe 25-250 Mkn;

- UWIMHAP MepHbI BMecTMMocTbio 1000 mn;

- BOJa AUCTWUAIMPOBaHHas;

- nep4yaTku pe3nHOBble UM NIACTUKOBbIE;

- bymara dunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. lMepen npoBeAeHWeM aHanM3a KOMNoHeHTbl Habopa n nccneayemble o6pasubl
CbIBOPOTKM (NNasMbl) KpOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroToBsieHUe NaHLWeTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIMyecTBO
ctpynos. OcTaBlWMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO34EeNCTBME Ha HMX BNaru, TwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHus NaaHwWeTa
M XpaHuUTb Npu TemnepaType +2...4+8 °C B TeueHune Bcero cpoka rogHoctun Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Coaepxumoe dnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTteopa (22 Mn), nepeHecTn
B MepHbI UmMAnHAp BMecTuMocTbto 1000 mn, gobasutb 550 Mn AMCTMNANMPOBaHHOM BOAbI
M TwaTtenbHO nepemewatb. B cnyyae apobHoro ucnonb3oBaHus Habopa cneayet oto-
6paTb HeobxoAMMoe KOMMYEeCTBO KOHLIEeHTpaTa OTMbIBOYHOIO pacTBopa M pa3BecTu Auc-
TUNANPOBaHHOM BoAoW B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «CA15.3 (M12)-UDA» ponxkeH XpaHUTbCS B YyMakKoBKe
npeanpuaTUA-U3roToBuTeNns npu Temnepatype +2...+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHblOraT, CybCcTpaT, CTOM-peareHT rnocne BCKpbITUS (y1akOHOB
cnenyeTr XpaHuTb npu TemnepaTtype +2...+8 °C B TeyeHme BCero cpoka
roagHocTn Habopa;

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

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb nNpu Temnepatype +2...+8 °C B TeuyeHue BCero cpoka rOAHOCTU
Habopa;

—  MNPUrOTOBJIEHHbLIA OTMbIBOYHbIA PpacTBOp clefyeT XpaHUTb MpU KOMHaTHOWN
Temnepatype (+18...+25°C) He 6onee 15 cyToKk uaM npu TemnepaType
+2...+8 °C He 6onee 45 cyToK;

MpuMeyaHune. MNocne MCNONb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBaTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He CcreayeT WCMosb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Ma1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, CoAepXalLLyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyeT XpaHuTb npu Temnepatype -20 °C. [NoBTOpHOe 3aMopaXuBaHWe-oTTanBaHue
o6pa3LoB CbIBOPOTKM (Ma3Mbl) KpOBW He donyckaeTcs. JlonyckaeTcs uccnenosaHue
CbIBOPOTOK, XPaHEeHuWe KOTOpbiIX C MOMeHTa 3abopa KpOBM OCYLLECTBAANOCL MNpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTtca ucnonb3oBaHue AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KpOBW Nt0AEeN, NoNy4YyaBLWMX B LensxX AUarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE aHTUTENa.

8.6. Mpu ucnonb3oBaHuM Habopa AN NpoBeAEHUS HECKOSbKMX He3aBUCUMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHns
Heob6xoAMMO  MOCTPOEHWEe HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCsl onpeaeneHne KoHueHTpauum aHtureHa CA15.3 (M12) B KOHTPOJIbHOW
CbIBOPOTKE.

8.7. [Ins nony4yeHus HadexXHbIX pe3ysbTaToB HeobXxoamMMo cTporoe cobniogeHve
NHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMX HabopoB WM M3 aHANOrMYHbIX
HabopoB Apyrnx cepum.
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Mo BonpocaM, kacatowmmcs kadectsa Habopa «CA15.3 (M12)-UDA>»,
cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-in noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbI)

3M1eKTPOHHas noyTa: info@xema.ru; rqc@xema.ru
WMHTEpPHET: www.Xema.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 CA15.3 (M12) IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA15.3
(M12) in serum or plasma.

This kit is designed for measurement of CA15.3 (M12) in 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

CA15-3 or MUCLl is a heterogenous glycoprotein with a molecular mass
ca. 300-450 kD. Elevation of serum CA15-3 is associated with mammary carcinomas.
Quantitative determination of CA15-3 in serum and plasma is helpful in monitoring
of patients with such tumours to estimate the course of the disease, effectiveness
of its treatment and to reveal recurrence or metastases. However, CA15-3 values
obtained should always be interpreted in context of results obtained by other diagnostic
and clinical procedures. Besides mammary carcinomas, CA15-3 levels in blood may
rise in lung tumours, prostate cancer, ovarian carcinomas, gastro-intestinal tumours.
Elevation of CA15-3 level in blood can be also found in benign tumours of the mammary
gland and the ovary, endometriosis, hepatitis, liver cirrhosis and lung fibrosis. Pregnancy
and lactation may also cause elevation of CA15-3 level in serum.

All CA15-3 test systems are usually not very sensitive (not more than 75%
even at stage III mammary carcinoma). Therefore, in monitoring of tumours, we
recommend to use this test in conjunction with two other test systems designed by
XEMA for diagnostics and monitoring of mammary carcinomas - M20 (analogous to
BR27.29 developed by Biomira) and M22 (analogous to MCA, Roche). All three systems
should be used to evaluate MUC1 concentration before and after surgery; the test
system showing the most pronounced postsurgery decline should be then used for
further monitoring.

NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy may develop high titered anti-mouse antibodies
(HAMA). The presence of these antibodies gives false results in the present assay.
Sera from HAMA positive patients should be treated by depleting adsorbents before
assaying.
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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 human
CA15.3-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 CA15.3, 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.

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

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 50-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 pl;
Microtiter plate shaker. Shaking should be medium to vigorous. Longitudinal
shaking approximately 200 strokes/min, oscillations 600-800/min;

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...+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...4+8 °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.

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.

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.
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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 CA15.3 (M12)
concentration.

9.3. Determine the corresponding concentration of CA15.3 (M12) 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 TS T
CAL 1 0 U/ml 0.06
CAL 2 12.5 U/ml 0.31 {wl
CAL 3 50 U/ml 0.84 m,//
CAL 4 125 U/ml 1.68 NV
CAL 5 250 U/ml 2.26 T T T

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 CA15.3 (M12). 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.
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Units, U/ml
Sex, age - .
Lower limit Upper limit
Males - 30
Females - 30
Pregnancy:
1st trimester - 55
2nd trimester 5.0 65
3rd trimester 5.0 185
Lactation - 120

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
CEA <0.1
CA125 <0.1
CA19.9 <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.75 U/ml.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
CA15.3 (M12) concentrations. Linearity percentages obtained ranged within 90 to
110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known CA15.3 (M12)
concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE

1. McGuire WL, Tandon AK, Allred D, Chamnes GC, Clark GM. How to use prognostic
factors in axillary node negative breast cancer patients. J Natl Cancer Inst 1990;
82:1006-7.

2. Nicholson S, Richard J, Sainsbury C, et al. Epidermal growth factor receptor (EGFr):
results of a 6-year follow up study in operable breast cancer with emphasis on the
node-negative subgroup. Br J Cancer 1991; 63:146-50.

3. Somerville JE, Clarke LA, Biggart JD. C-erb B-2 overexpression and histological type
of in-situ and invasive breast carcinoma. J Clin Pathol 1992;45-16-20.

4. Ueronese S, Gambacorta M. Detection of Ki-67 rate in breast cancer. AM J Clin Pathol
1991; 95:30-4.

5. Lotnicker M, Pavesi F, Scarabelli M. Tumor associated antigens CA15-3 and CA125 in
ovarian cancer. Int. J. Biolog Markers 1991; 6:115
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKUMA NO MPUMEHEHWIO HABOPA PEATEHTOB
Aana AUMMYHO®EPMEHTHOIO OMNPEAENEHUA
CBOBOAHOIO NCA B CbIBOPOTKE (MJIA3ME) KPOBU

«cBMCA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FORTHE QUANTITATIVE DETERMINATION OF FREE PSA
IN HUMAN SERUM OR PLASMA

fPSA EIA

HOMEP MO KATAJOTY K231
TY Ne 9398-231-18619450-2011

PEFMCTPALIMOHHOE YOOCTOBEPEHUE
Ne ®CP 2011/11008 ot 09 utoHs1 2011 T.

W For 96 determinations/Ha 96 onpepenexuit

Ons uH 8BUMPO [NArHOCTUKM

“ XEMA Co.,, Ltd.

The 9th Parkovaya str., 48

105264 Moscow, Russia

Tel./fax: +7(495) 510-57-07
e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 8
CONTENT
1. INTENDED USE 9
2. SUMMARY AND EXPLANATION 9
3. PRINCIPLE OF THE TEST 10
4. WARNINGS AND PRECAUTIONS 10
5. KIT COMPONENTS 11
6. SPECIMEN COLLECTION AND STORAGE 12
7. TEST PROCEDURE 12
8. QUALITY CONTROL 14
9. CALCULATION OF RESULTS 14
10. EXPECTED VALUES 14
11. PERFORMANCE CHARACTERISTICS 15
12. LITERATURE 15

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K231I

«YTBEPXOAKO»
Mpukas Poc3apasHaasopa N° 3273-TMp/11 ot 09 uioHs 2011 r.
KPA N? 14088 ot 21.04.2011 r.

MHCTPYKLUHMA MO NPUMEHEHUWUIO HABOPA PEATEHTOB
and AMMYHO®EPMEHTHOIO ONMPEAENTIEHUA
CBOBOHOIO NCA B CbiIBOPOTKE (MJIASBME) KPOBM
«cBlMCA-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «cBIICA-M®A» npeaHasHayeH A8 KOJMYECTBEHHOro
onpeneneHus KoHueHTpauum csobogHoro MCA B cbiBOpoTKe (Msa3Me) KpoBU MeTOAOM
TBEepAoda3HOro MMMyHo(EPMEHTHOrO aHanus3a.

1.2. lMpoctata-cneumndunyecknin aHtureH (MCA) — rMMKONPOTENH C MONEKYSPHON
mMaccort 34000 [da, cocToswmii M3 OA4HOM MNONUMENnTUAHOW uenu, 6bin obHapyxeH
B 3MUTENMaNbHbIX KJETKax HOpMaibHOM mnpocTaTbl, Mpuv A06poKavyecTBEHHOM
rMnepnnasunm 1 3710Ka4YeCTBEHHOM MEepPepoXAeHUM TKaHW MpocTaTbl, a TakKXe Mnpu
MeTacTaTM4eckoM pake npoctaTbl. [TCA sBnseTca CepuHOBOM NPOTea3on U3 ceMencTea
KanMKpenHoB, €ero TOYHOe Ha3BaHWe MO0 3H3MMOJIOMMYECKON Kraccupukaumm -
npekannukpenH 3. Bbicokne koHueHTpauuu MNMCA HabnoaaloTcs B MOMOYHOM XKenese
npu nakrtaumm v rpyaHOM MOJIOKe, MO3TOMY AaHHbli 6enok Henb3s cyuTaTb CTPOro
cneumduyHbIM Ana npoctaThl. B cbiBopoTke kKposu MCA HaxoanTCS NpenMyLLecTBEHHO
B KOMIJIEKCE C aHTUNpPOTEas3aMm — aHTU-XUMOTPUMNCUHOM, anbda-2-MakpornobynnmHoM m
aHTuTpmuncuHoM. Yactb MCA (cBob6oaHbIN MNCA, cBMNCA) HaxoaMTCst BHE 3TUX KOMIMJIEKCOB,
cymmy cBlNCA un cBsizaHHOW dopmMbl NMCA MOXHO HasBaTb «obwwuii MCA» (06MCA).
B faHHOWM TecT-cucTeMe AN «3axBaTa» WCMOJb3YTCS MOHOK/IOHANbHble aHTUTeNa
PS2, paBHOMepHO (3KBMMONSIPHO) pacno3Hatowme obe dopmbl NMCA - cBoboOAHYO
N cBsA3aHHyl. Ana «npossneHus» cBlCA ncnonb3yTca cneunduyHbie Ans 3TON
¢dopMbl MOHOKIOHaNbHble aHTuTena PS1. CeBonctBa 060MX aHTUTEN MNOATBEPXAEHbI
pe3ynbTaTaMu He3aBUCUMbIX UCCNefoBaHM B YHuBepcuteTe Typky, OUHASHAMS.
NccnepoBaHua nocneaHuMX NeT rnokasanu, YTo BesmuumHa cooTHoweHus celNCA/o6MCA
AaeT AOMNOTHUTENbHY0 ANArHOCTUYECKY MHDOPMaLIMIO MO CPaBHEHWIO C onpeaeneHneM
ypoBHs 06MNCA. OTO COOTHOLWEHWE Bbile B C/lyYasX 406poKayecTBEHHOW rvnepnaasum
N HWXE — MNpPW 3/10KaYeCTBEHHbIX 3aboneBaHMAaX MpocTatbl. Y MYXUYMH C YpOBHEM
06MCA B amanasoHe 4-10 Hr/mn onpegeneHve COOTHOLIEHWS MO3BONSET MOSyYuTb
BaXHYK AOMOSHUTENbHYIO WHMopMauuio ans  avddepeHumanbHON  ANarHOCTUKK
[06poKayecTBEHHbIX W 3/10KayYeCTBeHHbIX 3abofeBaHnin npocTaThl.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve cBo6oaHoro NMCA 0CHOBaHO Ha UCMOJIb30BaHNM «CIHABUY»-BapuaHTa
TBepA0dazHoOro MMMyHodbepMeHTHOro aHanmsa. Ha BHyTpeHHel MOBEepPXHOCTU JIYHOK
nnaHweTa UMMO6MIN30BaHbl MbIlWMHbIE MOHOK/OHaNbHble aHTUTena k obwemy MCA
yenoseka. B nyHkax nnaHweTa, npu fobaeneHumn nccnenyemoro obpasua, NpoMCxXoauT
cBsa3biBaHne cBMCA, cogepxalerocs B wuccnenyemoMm obpasue, C aHTUTenamu Ha
TBepAov dhase. O6pa3oBaBLUMIACS KOMMJIEKC BbISIBASIOT C MOMOLLbIO KOHbOraTa MbIWWHbIX
MOHOK/OHanbHbIX aHTUTen k cBlMNCA YyenoBeka C nepokcuMaasol xpeHa. B pesynbtate
obpasyeTcsi CBA3aHHbIM C M1AaCTUKOM «CIHABMY>», coAepXKaliunii nepokcmaasy. Bo Bpems
MHKy6aumMm C pactBopoM cybcTpata TeTpametunbersuamHa (TMB) npoucxoaunT
oKpalluBaHWe pacTBOpPOB B JlyHKaX. VIHTEHCMBHOCTb OKpacku NMpsiMo NponopuuoHaibHa
KOoHUeHTpauun ceoboaHoro MNCA B nccnegyemom obpasue. KoHueHTpaumo cBo604HOro
MNCA B uccnenyemblx obpasuax onpenensitor no kKannmbépoBoYHoOMy rpacdmkKy 3aBUCMMOCTU
OMTUYECKOWN MIIOTHOCTM OT cofepxaHuns ceoboaHoro MCA B kanMbpoBoYHbIX Npobax.

3. AHAJTIUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmuHocTb. He o06HapyXeHO nepeKpecTHOW peakumn MbIUHbIX
MOHOKJI0HaNbHbIX aHTuTen K MNMCA (PS1) ¢ NMCA-AXT KOMMNIEKCOM.

3.2. BocnpomsBoanMOCTb.

KoadduuneHT Bapuauum pesynbTaTtoB onpegeneHns copepxaHua  celCA
B O4HOM M TOM e o6pa3sue CbIBOPOTKM (MasMbl) KPOBU C MCrnosib3oBaHMeM Habopa
«cB[CA-NDOA» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBUcUMOCTb koHueHTpauun cBlCA B o6pasuax CbIBOPOTKM (MnasMbl) KpOBUM
npu pasBefeHun UX CbIBOPOTKOM (nsasmMon) KpoBu, He coaepxawein celNCA, nmeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauui 0.25-5 Hr/mn u coctasnset £10.0%.

3.4. To4yHOCTDb.

[aHHbI  aHanuMTMYecKMii napameTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBUE M3MEpPEeHHOWN KOHueHTpauun cBlMNCA npeanncaHHOM, NMOMYYEHHON nyTem
CMeLUMBaHNS paBHbIX O6bEMOB KOHTPOJSIbHOW CbIBOPOTKW W KanaubpoBO4YHOM Mnpobbl
0.75 Hr/mn. MNpoueHT «oTKpbITUS» cocTaBnseT 90-110%.

3.5. HyBCTBUTEJIbHOCTD.

MuHuManbHaa aoctosepHo onpegensemas Habopom «cBlICA-UOA» KOHLEHTpauus
cBlNCA B cbiBOpoTKe (nna3me) kpoBu He npesbiwaeTt 0.0035 Hr/mn.
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XEMA

5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PacTtBop cepHol kncnotel obnagaeT pasgpa)karowmm gencrtememM. Ms3beratb pasbpbis-
rMBaHWS M NMonagaHusl Ha KOXy M CAnsucTble. Mpy nonagaHum Ha KOXY W CAM3UCTbIe Mo-
pa)X€HHbIM y4acToK criefyeT NpoMbiTb 60MbLUMM KOIMYECTBOM NMPOTOYHOM BOAbI.

5.3. lNpu pabote ¢ HabopoM cnepyet cobntogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTM, MNPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEeHUaX, oTaenax) CaHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneayet HazeBaTb OAHOPA30Bble PE3VMHOBbLIE WU
NnaacTMKOBbIe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpmBaThb Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
W nepegjaBaTb BWY, Bupyc rematuta wnu nwoboi apyron Bo36yauTenb BUPYCHOM
MHDEKUMN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWMUMBbIE NPU PABOTE C HABOPOM

- (POTOMETp BEPTUKANbHOI0 CKAHMPOBAHMS, MO3BOJISOLLNI U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXMMOrO SIYHOK MfaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, noaaepxuBarwmin Temnepatypy +37 °C £0.1 °C;

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupate 06beMbI
B AmanasoHe 25-250 Mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUINMPOBaHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dwunbTpoBasibHas.

7. NOANrOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. lMNepep npoBefeHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (MN1a3Mbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHATHOW TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHweTa.

BCKpbITb MakeT C MAaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KOM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbl  NpeaoTBpaTUTb
BO3JENCTBUE Ha HUX BNaru, TWwaTenbHO 3aknenTb byMmaron Ans 3aknemBaHus NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe ¢rakoHa C KOHLEHTpaTOM OTMbIBOYHOro pacteopa (22 mn), nepeHe-
CTU B MEPHbIA LMnmMHAp BMecTuMocTbio 1000 mn, aobasutb 550 Ma aAucTUNNMpoBaHHOM
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cneayer
oTobpaTb HeObX0AMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOro pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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K231I

8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CBIMNCA-UDA» fomKeH XpaHUTbLCS B yNaKoBKE MpeanpusTms-
M3roToBuTENS NpU TemnepaType +2...+8 °C B TeueHune BCero cpoka rogHOCTM, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

[onyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kann6poBOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBoYHbIX Npob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBLUMECS HEeWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymarorn Ans 3aknevBaHusA NiaHWweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne Bcero cpoka rogHoctn Habopa;

-  W®OA-bydep, kKoHblOraT, cybcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnefyer xpaHuTb npu TemnepaTtype +2...+8 °C B TeyeHue BCero Cpoka
roagHocTn Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/laKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsueB;

—  OCTaBLUMNCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHue BCero cpoka rogHoOCTU
Habopa;

—  TMPUrOTOB/IEHHbIA OTMbIBOYHbIN PacTBOp CleAyeT XPaHWUTb MpU KOMHaTHOWM
Temnepatype (+18...+25°C) He 6onee 15 cytok wnm npu TemnepaType
+2...+8 °C He 6onee 45 cyToK.

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. [ins npoBefeHMs aHanu3a He creayeT WCMosb30BaTb FEMOSIM3UMPOBAHHYHO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepiKallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnepyeT xpaHuTb npu Temnepatype -20 °C. [MoBTOpHOE 3aMopaXkvBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBU He AOMycKaeTcs.

8.5. VckntouaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAewn, Nony4yaBlIMX B Lensax AMarHOCTUKU UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. Mpn wncnonb3loBaHun Habopa ana npoBeAeHUS HECKONIbKUX He3aBUCUMMbIX
Cepuin aHanuMsoB cnefyeT uMMeTb B BuAy, 4UTO AN  KaXAOro He3aBUCMMOro
onpeaeneHvss Heob6xoAMMO MOCTPOEHME HOBOrO KannmbpoBo4yHOro rpadwuka; Kpome
3TOro, peKoMeHAyeTcs onpeaeneHne KoHueHTpaumn csobogHoro NMCA B KOHTPOIbHOWN
CbIBOpPOTKE.

8.7. [lns nony4yeHus HadeXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobntoaeHue
NHCTpYKUMK No npuMeHeHuto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMxX HabopoB WM W3 aHANOrMYHbIX
HabopoB Apyrnx cepum.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ynbTaTtax uccnenoBaHuii, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM MoJsib30BaTbCs HOpMaMu, MpuBeAEeHHbIMM Huxe. Bmecte ¢ Tem, B
COOTBETCTBUM C npaBunamum GLP (Xopowei nabopaToOpHOM NpaKTUKK), Kaxaas
nabopatopusi Ao/MKHa camMa onpeaennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsaunn.

NMpumMmeuaHue. OnpepeneHve cooTHoweHus cBlNCA/o6MCA cneayeT NpoBOAUTb
Ha Habopax oaHol pmnpMblI-Nnpon3BoaAUTENS.

CooTtHoweHue cBlMCA/o6wuii NMCA, % (Ha6op «06MCA-UDA» 000 «XEMA» kaTN2 K221)
MpuMeHATb TONbKO NpyY 3HaYeHuax o6MNMCA 6onee 4.0 Hr/mn!

[obpokayecTBeHHblE COCTOSIHMS >10.0
AfeHoKapuMHOMa nNpocTaThl <10.0

11. INTEPATYPA

1. Christensson A, Bjork T, Nilsson O, et al. Serum Prostate Specific Antigen Complexed to al-
Antichymotrypsin As An Indicator of Prostate Cancer. J. of Urol. 150:100-105; 1993.

2. Lilja H, Christensson A, Dahlen U, et al. Prostate-specific antigen in serum occurs predominantly
in complex with a-1-antichymotrypsin. Clin Chem 37:1618-1625, 1991.

3. Stenman U-H, Leinonen J, Alfthan H, Rannikko S, Tuhkanen K, Alfthan O. A complex between
prostate-specific antigen and a-1-antichymotrypsin is the major form of prostate-specific antigen in
serum of patients with prostate cancer: assay of the complex improves clinical sensitivity for cancer.
Cancer Res. 51:222-226, 1991.

4. Catalona WJ, Smith DS, Ratliff TL, Basler JW. Detection of organ-confined prostate cancer is
increased through prostate-specific antigen-based screening. JAMA. 270:948-954, 1993.

5. Stamey TA, Yang N Hay AR, McNeal JE, Freiha, FS, Redwine E. Prostate-specific antigen as a
serum marker for adenocarcinoma of the prostate. N Engl J Med. 317-: 909-916, 1987.

6. Junker R, Brandt B, Zechel C, and Assmann, G. Comparison of Prostate-specific antigen (PSA)
measured by four combinations of free-PSA and total PSA assays. Clinical Chemistry 43:1588-1594,
1997.

7. Luderer AA, Chen Y-T, Soriano TF, et al. Measurements of the proportion of free to total prostate-
Specific antigen improves diagnostic performance of prostate-specific antigen in the diagnostic gray
zone of total prostate-specific antigen. Urology 46:187-194, 1995.

Mo Bonpocam, kacatowmmcsa kayectsa Habopa «cBMCA-UDA>,
cneayet obpawaTtbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a MNapkosas, 4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3M1eKTpoHHas noyTta: info@xema.ru; rqc@xema.ru
WHTEPHET: wWww.Xema.ru; www.xema-medica.com
PykosoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [1. C. KocTpuknH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of free PSA 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

Prostate specific antigen (PSA) is a serin-like protease with molecular weight
ca. 34 kDa and was initially found exclusively in normal prostatic gland as well
as in prostatic fluid and seminal plasma. Later it was localized also in breast milk and,
according to its enzymological properties, was classified as human prekallikrein 3.

In human serum, most of PSA forms complexes with serine protease inhibitor
proteins (mostly alpha-1-antichymothripsin, and alpha-2-macroglobulin). A minor
proportion of PSA (free PSA) is circulating outside these complexes.

In a present test system, monoclonal antibodies PS2 capture both free and bound
forms of PSA with an equal affinity (“equimolar” binding”). To detect captured free
form of PSA, we use labelled monoclonal antibody PS1 which is highly specific for free
PSA. The specificities and epitope mapping of these two antibodies were confirmed by
independent laboratory (University of Turku, Finland).

Itis generally accepted now that the ratio free PSA/ total PSA may help in differential
diagnosis between benign diseases of prostatic gland (adenomas, inflammatory
diseases) and carcinomas. This ratio should be measured when the total PSA level
exceeds the used populational threshold level (usually, 4 ng/ml). In sera with lower
concentrations of total PSA, especially in women, the correct measurement of free
to total PSA ratio is not recommended by present test system.

Document: K231I Instruction version: 1901 Format version: 106
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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 human
PSA-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 free PSA, 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.

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

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 50-250 pl, 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.

5.3. Storage and stability of the Kit

Store the whole kit at +2...+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...+8 °C before testing. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

N

7. TEST PROCEDURE

.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.

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.

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: K231I Instruction version: 1901 Format version: 106

12



XEMA

pamoj|e si 9]2Ad buimeyy/buizaal) auo Ajuo - (s)ajdwes |043u0d pue sioieiqijed
sajou buipueH *g'z

'uoilonpaJ ejep 104 poyiaw juiod-Ag-juiod Ajddy

V1

1J03e4qI|ed 3SIY UO Mue|q Ja3awoloyd 39S

€T

‘wu 0G4 3k (Aysuap |eanndo) QO a4nsea

T

"S||9M 3U3 03Ul dOLS 4o |1 00T dsuadsig

IT

"o GT+ 8T+ 38 SINUIW 0Z-0T 23egNOU]

o
—

"S||9m dY3 03Ul gL SENS 4o I 00T dsuadsia

'sawiy G sdils ay3 ysem

"Do LE 18 SIINUIW OE 3BqNdU]

‘ade) aAIsaype aie|d AQ S||om 3yl J9A0D "S||aM 343 03Ul d¥H [NOD Jo |1 00T asuadsiq

O IN|] 0| O

'sawi} € sdias ysep “[|om Jad i Gz 29 pinoys uoiinjos buiysem jo Ajquenb jewiulp
u1em pajiasip AqQ X9Z HSVYM d4Ng 91eJ3uaduod uoninjos buiysem jo uonnjip X9z Aq uonnjos buiysem aiedald

LN

"Do LE 10 SAINUIW O 21RqNDU]

"(33 Y3 ojul papnppur) adey sAisaype d3e(d Aq s|lam
33 J9A0D ‘S||IoM ay3 0jul sajdwies umouxun pue JOYINOD sojdwes |0J43u0d ‘g-T yD sloieiqied jo i oG 1adid

J]9M yoes ojul Jayng I3 4o |1l 0§ 39did

'SdIY1S d3IsnNN
WOY4 3dVL ONITVY3S IAISTHAY IAOWIY LON Od ‘d|dwes umouxun yoes .10} S||dM 0OM} pue TOYLNOD sa|dwes
[0J3U0D pue G-T TyD SJ03eIqI|ed ay3 J0J S||9M T 231ed0|e ‘auwel) ay3 03Ul sdIIISOIdIW JO JaquInU paJisap ay3 ind

aJnpadoud Aessy "L

Format version: 106

Instruction version: 1901

Document: K2311

13



K231I

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 free PSA concentration.

9.3. Determine the corresponding concentration of free PSA 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 Abso(l"‘bsaonﬁfnl)lmts e
CAL 1 0 ng/ml 0.08
CAL 2 0.25 ng/ml 0.19 {w L
CAL3 0.75 ng/ml 0.40
CAL 4 2.5 ng/ml 1.42 L
CAL5 5 ng/ml 2.90 )

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
fPSA. 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.

Valid only for tPSA concentrations greater than 4.0 ng/ml
Ratio fPSA/tPSA (cat#K221, XEMA), %

Benign prostatic diseases >10.0
Prostatic carcinoma <10.0
Document: K231I Instruction version: 1901 Format version: 106
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.0035 ng/ml.

11.2. Linearity

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

11.3. Recovery

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

12. LITERATURE

1. Christensson A, Bjork T, Nilsson O, et al. Serum Prostate Specific Antigen Complexed
to al-Antichymotrypsin As An Indicator of Prostate Cancer. J. of Urol. 150:100-105;
1993.

2. Lilja H, Christensson A, Dahlen U, et al. Prostate-specific antigen in serum occurs
predominantly in complex with a-1-antichymotrypsin. Clin Chem 37:1618-1625, 1991.
3. Stenman U-H, Leinonen J, Alfthan H, Rannikko S, Tuhkanen K, Alfthan O. A complex
between prostate-specific antigen and a-1-antichymotrypsin is the major form
of prostate-specific antigen in serum of patients with prostate cancer: assay of the
complex improves clinical sensitivity for cancer. Cancer Res. 51:222-226, 1991.

4. Catalona WJ], Smith DS, Ratliff TL, Basler JW. Detection of organ-confined prostate
cancer is increased through prostate-specific antigen-based screening. JAMA. 270:948-
954, 1993.

5. Stamey TA, Yang N Hay AR, McNeal JE, Freiha, FS, Redwine E. Prostate-specific
antigen as a serum marker for adenocarcinoma of the prostate. N Engl J Med. 317-:
909-916, 1987.

6. Junker R, Brandt B, Zechel C, and Assmann, G. Comparison of Prostate-specific
antigen (PSA) measured by four combinations of free-PSA and total PSA assays. Clinical
Chemistry 43:1588-1594, 1997.

7. Luderer AA, Chen Y-T, Soriano TF, et al. Measurements of the proportion of free
to total prostate-Specific antigen improves diagnostic performance of prostate-specific
antigen in the diagnostic gray zone of total prostate-specific antigen. Urology 46:187-
194, 1995
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

Ana UMMYHO®EPMEHTHOIO ONPEAENEHNA
AHTUTEHA CYFRA 21-1

B CbIBOPOTKE (MJ1IA3SME) KPOBU

«CYFRA 21-1-UOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF ANTIGEN CYFRA 21-1 IN HUMAN
SERUM OR PLASMA

CYFRA 21-1 EIA

HOMEP MO KATANOTY K236
TY Ne 9398-236-18619450-2010

PETMCTPALMOHHOE YAOCTOBEPEHWE
Ne ®CP 2010/08050 ot 22 nioHa 2010 T.

AnTtnTena K BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTByIOT
KOHTponbHble CbIBOPOTKY, BXOAALLME B COCTaB HAboPa, MHAKTVBUPOBaHbI.

W For 96 determinations/Ha 96 onpepgenexui

[ina uH 8BUMPO ANarHOCTUKM

C € EC
oo Ec][Ree]

The 9th Parkovaya str.( 48 Authorized Representative in EU:
ST 105264 Moscow, Russia Polmed.de
£ TN Tel/fax: +7(495) 510-57-07 Steinacker 20, D-73773
} e-mail: info@xema.ru Aichwald, Germany

Y Syg
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internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 8
CONTENT
1. INTENDED USE 9
2. SUMMARY AND EXPLANATION 9
3. PRINCIPLE OF THE TEST 9
4. WARNINGS AND PRECAUTIONS 10
5. KIT COMPONENTS 11
6. SPECIMEN COLLECTION AND STORAGE 12
7. TEST PROCEDURE 12
8. QUALITY CONTROL 13
9. CALCULATION OF RESULTS 14
10. EXPECTED VALUES 14
11. PERFORMANCE CHARACTERISTICS 15
12. LITERATURE 15

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K236I

«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 5758-Mp/10 oT 22 utoHa 2010 r.
KPL N¢ 25497 ot 22.04.2010

MHCTPYKLUHMA MO NPUMEHEHUNUIO HABOPA PEATEHTOB
aAand AMMYHO®EPMEHTHOIO OMNPEAEJIEHUA
AHTUTEHA CYFRA 21-1 B CbIBOPOTKE (MNMJIASME) KPOBMA
«CYFRA 21-1-NDA»

1. HASBHAYEHME

1.1. Habop peareHtoB «CYFRA 21-1-UDA» npeaHasHayeH ANS KOJMYECTBEHHOrO
onpeaeneHns KoHueHTpauum aHtureHa CYFRA 21-1 B cbiBopoTke (nna3sme) KpoBu
MeToAO0M TBepAo(dasHOro MMMyYHO(pEPMEHTHOIO aHanmsa.

1.2. AHturen CYFRA 21-1 npeacrtaBnsier cobor dparMeHT uuTOoKepaTuHa 19,
obpa3sylowuniics B pesynbTate NpoTeonnsa u, B 0TInYne oT OCHOBHOM LIMTOKEPATUHOBOM
CTPYKTYpPbl, COCOBOHbIV NepexoanTb B pacTBOPUMYIO (POPMY U BbIXOAUTb B CUCTEMHbIN
KpOBOTOK. Monekyna-npeawectBeHHUK aHtureHa CYFRA 21-1 - uyuTtokepatvH 19 -
9KCMNpeccMpyeTcss BO BCeX HOPMasbHbIX TKaHSX, HO OCOH6EeHHO BbICOKAs CTeneHb
3Kcnpeccun HabnaaeTcs B KeTKax ONyXosien Ierknx UM CTEHKU MOYEBOro My3blps.

1.3. lMoBbiweHHoe conepxaHve CYFRA 21-1 Habniopaetcss B KpoBu 60MbHbIX
onyxonamMn  nerkux  (NpenMmyLecTBeHHO NIOCKOKNETOYHbIM paKkom, pexe
afleHOKapLUMHOMOM U APYrMMW TMCTONOMMYECKUMU (POpMaMmn) M ONyXOAsIMU MOYEBOrO
ny3bipd. OnpeageneHve ypoBHA aHTureHa CYFRA 21-1 nonesHo Ans KOHTpoOns
3(DEKTUBHOCTN NEUYEHNS N CNEXEHUS 3@ TeYeHWEeM 3TUX OMyxosen; BMecTe C TeM,
pe3ynbTaTbl M3MepeHus aHTureHa CYFRA 21-1 Bcerpa crnepyeT WMHTepnpeTupoBaTtbhb
B KOMMJIEKCE C pe3ybTaTaMun Apyrnx METOL0B UCCNEeA0BAHUSA U KITMHUYECKUMWN JaHHbIMU.

2. MPUHUMN PABOTbl HABOPA

OnpepgeneHne aHtureHa CYFRA 21-1 OCHOBaHO Ha MCMONb30BaHUU <«CIHABUYU»-
BapnaHTa TBepAO(asHOro MMMYHOMEPMEHTHOro aHanmsa. Ha  BHyTpeHHewn
MOBEPXHOCTU JIYHOK MJaHWeTa WMMOOUNIN30BaHbl MbIWWHbIE MOHOKJ/IOHaNbHblE
aHTUTena K pacTtBopuMoMy uutokepatmHy 8/19 (CYFRA 21-1). B nyHkax
nnaHwerta, npu pobaBneHun wunccneagyemoro obpasua, MNPOUCXOAUT CBA3blIBaHME
CYFRA 21-1, cogepxallerocsa B uccnegyeMmom obpasue, c aHTMTeiaMun Ha TBepaom dase.
O6pa3oBaBLIMIACA KOMMEKC BbIABASIOT C MOMOLWbI KOHblOrata MOHOKIOHANbHbIX
aHtuTen Kk aHtureHy CYFRA 21-1 c nepokcupaason xpeHa. B pesynbtate obpasyetcs
CBSAI3@HHbIM C N1aCTUKOM «C3HABWUY», COAEpXalLmii nepokcmaasy. Bo BpemMs nHkybaumm
Cc pacTtBopoM cybcTtpata TeTpametunbensmamHa (TMB) npoucxoaumt okpalimBaHue
pacTBOPOB B IyHKax. IHTEHCMBHOCTb OKPACKW NPSMO MPONOpLUMOHaibHa KOHLEHTpauum
aHTureHa CYFRA 21-1 B uccnegyemom obpasue. KoHueHTpauuto aHtureHa CYFRA 21-1
B uccnenyemblx obpasuax onpenenstoT rno KanmbpoBOoYHOMY rpaduKy 3aBUCMMOCTMU
ONTUYECKOW NJIOTHOCTM OT coaep>xaHust aHtureHa CYFRA 21-1 B kannbpoBoYHbIX npobax.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmnyHocTb. [lepekpecTHas peakuus MbIWKUHBIX MOHOK/IOHaNbHbIX
aHTUTEN K pacTBOPMMOMY aHTUreHy uutokepatuHa 8/19 (CYFRA 21-1) c gpyrumm
aHanuTamm npueeseHa B Tabnuue:
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XEMA

AHanut MepekpecTHasa peakuus, %
CA125 <0.1
CA19-9 <0.1
CA15-3 <0.1
Anbda-dpeTonpoTenH <0.1
McA <0.1

3.2. BocnpousBoaUMOCTb.

KoaddurumeHT Bapuauum pelynbTaToB onpeaeneHus cogepxaHmsa CYFRA 21-1
B OAHOM W TOM >e obpasue CbiIBOPOTKM (Mna3Mbl) KPOBWU C MCMOAb30BaHMeM Habopa
«CYFRA 21-1-N®A» He npeBbiwaeT 8.0%.

KoadduunenT Bapmauunm (CV) ans o6pasuoB, M3MepeHHbIX Ha ABYX cepuax Habopa
peareHToB «CYFRA 21-1-U®A» (Intra-assay).

obpaseyn, N2 Kon-Bo noBTOpoB | 3HaYeHue, ng/ml | CV1, %
1 5 4.1 4.2
2 5 15.4 3.3
3 5 7.2 3
4 5 26.9 3.2
5 5 16.4 4.1

KoadduumnenT Bapmaunm (CV) ana ob6pasuos, MU3MEpPEHHbIX Ha O4HOM cepun Habopa
peareHToB «CYFRA 21-1-UDA» B TeueHune Tpex gHeln (Inter-assay)

ob6pasey, N2 Kon-Bo noBTopoB | 3HaueHue, ng/ml | CV1, %
1 5 4.2 5.5
2 5 15.4 4.3
3 5 7 6
4 5 24.8 3.4
5 5 15.9 4.7

3.3. JINHENHOCTb.

3aBmcnMocTb KoHueHTpaumn CYFRA 21-1 B obpasuax CbiBOPOTKM (M1a3Mbl) KPOBU
npwu pa3BeAeHnn NxX CbiIBOPOTKOM (MasMoii) KpoBu, He coaepxallen CYFRA 21-1, nmeet
NINHENHbI XapakTep B Anana3oHe KoHueHTpauui 3-50 Hr/mn u coctaBnset £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpOBeEpPSieTCS TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME WM3MepPeHHON KOHueHTpauum CYFRA 21-1 npeanncaHHOW, MOsyyYeHHOMU
nyTeM CMeLWMBaHUSA paBHbIX O6bEMOB KOHTPOJSIbHOW CbIBOPOTKM M KannbpoBOYHOM
npobbl 10 Hr/MA. MNMpoueHT «oTKpbITUS» cocTaBnsieT 90-110%.

3.5. HyBCTBUTEJIbHOCTD.

MuHuManbHaa goctoBepHOo onpepensemas Habopom «CYFRA  21-1-UOA»
KoHueHTpauus CYFRA 21-1 B cbiBopoTKe (nnasme) KpoBu He npeBbiwaeT 0.5 Hr/mn.

3.6. Xyk-adp ekt (hook-effect) BbICOKMX KOHLLEHTpPaLUA.

Mpu ncnonbzoBaHmm Habopa «CYFRA 21-1-UDA» xyk-addekT He obHapyxeH 4o
KoHueHTpauun CYFRA 21-1 1000 Hr/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN puck NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBble MepyaTku, Tak Kak obpasubl KpoBM 4yenoBeka cnepyeT paccMaTpuBaTb
Kak noTeHuManbHO WHMUUUPOBAHHbLIN MaTtepuasn, CnocobHbI ANUTEeNbHOE Bpems
coxpaHaTb M nepepaBatb BWY, Bupyc renatuta wnu nwobon apyrov Bo3byautenb
BUPYCHOW UHGEKLUN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWUMBbIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAHMPOBAHWS, MO3BOJISOLLNI U3MEPATb ONTUYECKY IO
NIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu AnvHe BoSHbl 450 HM;

- TepMocTaT, noaaepXxuBarwmin Temnepatypy +37 °C £0.1 °C;

—  [A03aTopbl CO CMEHHbIMW HaKOHEe4YHMKaMu, no3sonswwme oTbéupatb 06beMbI
B AmanasoHe 25-250 MKkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAA AVUCTWUINMPOBAHHas;

- nepyaTku pe3nHOBble WX NIACTUKOBbIE;

- bymara dwunbTpoBasbHas.

7. NOANrOTOBKA PEATEHTOB AJ1A AHAJIN3A

7.1. lMNepep npoBefeHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (MNa3Mbl) KpOBW crefyeT BblAepXaTb MNpuW KOMHAaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHve niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM M YCTaHOBUTb Ha paMKy Heo6XoAMMOe KONMYecTBO
ctpynoB. OcTaBlWwMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO3JENCTBUE Ha HUX BNaru, TWwaTenbHO 3aknenTb byMaron Ans 3aknemBaHus NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHune BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbIl umnuHap BMectumocTbto 1000 mn, aobasute 550 Mn AMCTMANMpPOBaHHOM BOAbI
M TwaTtenbHO nepeMewatb. B cnyyae apobHoro ucnonb3oBaHus Habopa cneayet oto-
6paTb HeobxoAMMOe KOMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu Auc-
TUNANPOBaHHOW BoAoM B 26 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
OVCTUIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «CYFRA 21-1-UDA» pomxeH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-uU3roToBuTens npu Temnepatype +2..+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 41 mnccnepyembix
obpas3uoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror ansa 3aknemBaHus niaHweTa U XpaHuTb nNpu Temnepatype +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT mnocne BCKpbITUS (IakoHOB cneayer
XpaHuUTb Npu TeMnepaTtype +2...+8 °C B TeyeHuMe BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/laKOHOB
cneanyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecsues;

—  OCTaBLUMNCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu Temnepatype +2...+8 °C B TeueHMe BCero cpoka rogHocTn Habopa.
MpUroTOBAEHHbIN OTMbIBOYHbINM pPacTBOp CrefyeT XPaHuTb MPU KOMHATHOW
Temnepatype (+18..+25 °C) He 6onee 15 cyTtok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHMS peareHTa HeMeA/IeHHO 3aKpbiBalTe KPbILKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KpPbILLIKON.

8.4. 1ns npoBeAeHWs aHanuM3a He cneayeT WCMNoJfb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, CoaepiKaLlyo
a3ua HaTpus. Ecnu aHann3 npon3BoANTCSA He B AeHb B3ATUSA KPOBU, CbIBOPOTKY (M1a3my)
cnepyeT XpaHuTb npu Temnepatype -20 °C. [NoBTOpHOe 3aMopaxuBaHWe-oTTanBaHue
06pa3LoB CbiBOPOTKM (NasMbl) KpPOBM He AonyckaeTcs. [onyckaeTcss uccrnefoBaHue
CbIBOPOTOK, XPpaHeHuWe KOTOpPbiIX C MOMeHTa 3abopa KpOBM OCYLLECTBAANOCL MNpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTcs nMcnosib3oBaHMe Ana aHanu3a obpasuoB CbIBOPOTKM (MnasMmbl)
KPOBW NtoAeN, Nony4yaBLlmMX B LensxX AMarHOCTUKM MNW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlWHbIE @aHTUTENa.

8.6. Mpn wucnonb3loBaHun Habopa Ana npoBeAeHUS HECKOSIbKUMX He3aBUCUMMbIX
cepuil aHanuM30B cneayeT UMeTb B BMAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHns
HeobXxoAMMO MOCTPOEHME HOBOro KanmbpoBO4YHOro rpaduka; Kpome 3TOro,
peEKOMEHAYEeTCs onpefeneHne KoHueHTpauun aHTureHa CYFRA 21-1 B KOHTpPOJIbHOW
CbIBOPOTKE.

8.7. Ins nonyyeHus HadexXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobnwoaeHne
WNHCTpYKUMKM No npuMeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMX HabopoB WM M3 aHaNOMMYHbIX
HabopoB Apyrux cepui.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHui, npoeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOPMaMu, MpuBEAEHHbIMM HUxe. BMmecte c Tem,
B COOTBeTCTBMM C npaBunamum GLP (Xopowen nabopaTopHOM npakTUKKW), Kaxaas
nabopatopusi Ao/MKHa camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

MpumeuaHue. 3HayeHna koHueHTpaumi CYFRA 21-1 B uccnepyembix obpasuax,
HaxoAsilMecss HuXKe rpaHuubl 4yBCTBUTENbHOCTM Habopa (0.5 Hr/mn), a Takxe
npeBbillaloWme 3HavyeHne BepxHen KanmbposouyHon npobbl (50 Hr/mn) crneapyert
npuBoAMTb B cneaywowen dopme: B wuccnegyemMoMm obpasue X KOHUeHTpauwus
CYFRA 21-1 Huxe 0.5 Hr/mMn unu Bbiwe 50 Hr/mn.

Wccnepyemasn EavHuubl, Hr/mMn
rpynna HwxHui npenen | BepxHuii npeaen
340pOoBble AOHOPbI - 3.0

11. INTEPATYPA

1. Petra Stieber CYFRA 21-1 (Cytokeratin-19-Fragment), in: Lothar Thomas, Labor und
Diagnose, TH Brooks, Frankfurt, Germany

2. J-L Pujol, O Molinier, W Ebert et al. (2004) British Journal of Cancer 90 (11):2097-
2105

Mo Bonpocam, kacawwmnmcsa kadyectsa Habopa «CYFRA 21-1-UDA>»,
cnepyet obpawaTtbes B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 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 (MHOrokaHanbHbI)

3NeKTpoHHas noyTta: info@xema.ru; rqc@xema.ru
WHTEpPHET: wWww.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepenca OO0 «XEMA»,
K. 6. H. []. C. KocTpuknH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF ANTIGEN CYFRA 21-1
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of antigen
CYFRA 21-1 in blood serum or plasma.

This kit is designed for measurement of antigen CYFRA 21-1 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

Antigen CYFRA 21-1 is an established name for the epitopes expressed on soluble
fragments of cytokeratin 19. Cytokeratin 19 and related cytokeratin 8 molecules
are the members of cytokeratin family proteins with molecular weight range
ca 25 to 45 kDa which are ubiquitously expressed in all connective tissue cells.
Some tumors show elevated production of cytokeratin 19 which iin turn may result
in increased serum CYFRA 21-1 levels. Most important examples are squamous cell
carcinomas (SCC) of the lung and bladder carcinomas. Therefore, the determination
of CYFRA 21-1 antigen in patients’ serum or plasma may help in monitoring of tumor
growth and efficiency of anti-cancer therapy.

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 antibody
to soluble cytokeratin 8/19 (antigen CYFRA 21-1)-antibodies. Antigen from the
specimen is captured by the antibodies coated onto the microwell surface. Second
antibodies - murine monoclonal antibody to soluble cytokeratin 8/19 (antigen
CYFRA 21-1), 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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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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 50-250 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

5.3. Storage and stability of the Kit

Store the whole kit at +2...+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..+8 °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

.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.

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.

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.
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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 antigen CYFRA 21-1
concentration

9.3. Determine the corresponding concentration of antigen CYFRA 21-1
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 U|:\|lt)ss ?l"‘bsaon:;) n P
CAL 1 0 ng/ml 0.057 ///
CAL 2 3 ng/ml 0.13 . o
CAL3 | 10 ng/ml 0.42 R
CAL 4 25 ng/ml 1.0 D P ‘ ‘

CAL 5 50 ng/ml 2.02 ’ ° " ocsion” T

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 CYFRA 21-1. 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, ng/ml
! Lower limit | Upper limit
Healthy donors - 3.0
Document: K236I Instruction version: 1901 Format version: 106
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11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
CA125 <0.1
CA19-9 <0.1
CA15-3 <0.1
AFP <0.1
PSA <0.1

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.5 ng/ml.
11.3. Precision.

Intra-assay precision is shown below:

Serum, no | duplicated value, ng/ml | CV1, %

1 5 4.1 4.2
2 5 15.4 3.3
3 5 7.2 3
4 5 26.9 3.2
5 5 16.4 4.1

Inter-assay precision is shown below:
Serum, no | duplicated value, ng/ml CV, %

1 5 4.2 5.5
2 5 15.4 4.3
3 5 7.0 6
4 5 24.8 3.4
5 5 15.9 4.7

11.4. Linearity

Linearity was checked by assaying dilution series of 5 samples with different antigen
CYFRA 21-1 concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.5. Recovery

Recovery was estimated by assaying 5 mixed samples with known antigen
CYFRA 21-1 concentrations. The recovery percentages ranged from 90 to 110%.

11.6. Hook-effect

No hook-effect has been noticed with samples up to 1000 ng/ml.

12, LITERATURE

1. Petra Stieber CYFRA 21-1 (Cytokeratin-19-Fragment), in: Lothar Thomas, Labor und
Diagnose, TH Brooks, Frankfurt, Germany

2. J-L Pujol, O Molinier, W Ebert et al. (2004) British Journal of Cancer 90 (11):2097-
2105
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKUA NO MPUMEHEHUIO HABOPA PEATEHTOB
ana UMMYHOO®OEPMEHTHOIO OMNMPEAENIEHNA CA242
B CbIBOPOTKE (IMJ1IA3SME) KPOBU

«CA242-UDA»

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

CA242EIA

HOMEP O KATASIOTY K243

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KoHTposnbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, HAKTUBUPOBaHbI.

W For 96 determinations /Ha 96 onpegeneHwuii

[nsa uH BUMpo nccnefoBaHUi

XEMA Co., Ltd.

ATY §)
QMY Sk,

T ey
= e 9-ya Parkovaya str., 48 Authorized Representative in EU:
ey, 105264 Moscow, Russia Polmed.de

O TN\ Tel/fax: +7(495) 510-57-07 Steinacker 20, D-73773

K j,& e-mail: redkin@xema-medica.com Aichwald, Germany

EX - internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 2
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
CONTENT
1. INTENDED USE 9
2. SUMMARY AND EXPLANATION 9
3. PRINCIPLE OF THE TEST 9
4. WARNINGS AND PRECAUTIONS 10
5. KIT COMPONENTS 11
6. SPECIMEN COLLECTION AND STORAGE 12
7. TEST PROCEDURE 12
8. QUALITY CONTROL 14
9. CALCULATION OF RESULTS 14
10. EXPECTED VALUES 15
11. PERFORMANCE CHARACTERISTICS 15

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM

Document: K243I Instruction version: 1901 Format version: 210

1



K2431I

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEQEJIEHNA CA242
B CbIBOPOTKE (MJIASME) KPOBWU «CA242-NDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«CA242-VIOA» npeaHasHayeH A8 KOJMYECTBEHHOrO
onpeneneHvss KoHueHTpauun CA242 B cbiBOpoTke (nnasMe) KpoBWM MeToAOM
TBEpAO(PA3HOro MMMyHO(MEPMEHTHOIO aHanmsa.

1.2. YrneBogHbin aHTureH CA242 gBnseTca OAHMM U3 CaMblX COBPEMEHHbIX
OHKOMapKepoB A1 PaKOBbIX OMyX0fen >XefyAo4YHO-KULLEYHOro TpakTa. AHTUreH
CA242 obHapymBaeTcs Ha KleTKaxX C/IM3UCTOM TOJICTOro KMLLEYHNKA U Ha anuKasibHOWM
NOBEPXHOCTWN KNETOK NMPOTOKOB MOAXKENYAOYHOW Xene3bl YenoBeka.

CA242 - 3TO OAWH U3 OCHOBHbIX MapKepoB, KOTOPblE UCMOJb3YIOTCS B OHKOJIOMUU.
[OuarHoctuyeckast crneunduyHocTb Tecta CA 242 Bblle NpuvMepHo B 1.4 pasa, yem
CA199 npu anddepeHunanbHON ANarHoCTUKE paka noaxenyaoyHom xenesbl (PMX) un
XPOHMYECKOro naHkpeaTuTta.

2. MPUHUMN PABOTbl HABOPA

Onpepenerne CA242 OCHOBAHO Ha MCMOMIb30BaHUM «CIHABUY»-BapuaHTa TBEpAO-
da3Horo UMMyHoMhEepPMEHTHOro aHanmsa. Ha BHyTpeHHen NOBEPXHOCTM JIYHOK MaHLWeTa
MMMOBUNN30BaHbI MbILLINHbIE MOHOKJ/IOHaNbHbIE aHTUTeNna Kk CA242/CA199 yenoseka. B
NIYHKax nnadweTa, npu gobaesneHun nccnegyemoro obpasua, NpoucxoamT CBs3biBaHMe
CA242, copepxallerocs B uccnegyemom obpasue, C aHTuTenamMmm Ha Teepaon dase. 06-
pa30BaBLUMACA KOMMIIEKC BbISBASKOT C MOMOLLbK KOHBbIOrata MbIWUWMHBIX MOHOK/IOHAb-
Hbix aHTUTen k CA242 4yenoBeka C NMepokcmMaason xpeHa. B pesynbTaTe obpasyetcs
CBSI3aHHbIA C MNACTMKOM «C3HABMY», COAepXalui nepokcupaasy. Bo Bpems MHKyba-
LMK C pacTBopoM cybcTpaTta TeTpameTunbeHsnanHa (TMB) nponMcxoamT oKpaluvMBaHue
pacTBOpOB B JlyHKaxX. VMIHTEHCMBHOCTb OKPacKu MpsiMO MPOMOpLMOHasibHa KOHLUEHTpa-
umn CA242 B nccneayemom obpasue. KoHueHTpaunto CA242 B nccnegyembix obpasuax
onpeaenstoT no KanmbpoBoyHOMY rpaduKy 3aBUCMMOCTM OMTUYECKOW MIOTHOCTM OT CO-
aepxanust CA242 B kannbpoBoYHbIX nMpobax.
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunyHocTb. [lepekpecTHas peakuMs MbIWNHBIX MOHOKIOHAMbHbIX
aHTuTen Kk CA242 yenoseka C ApyrMMn aHanutamu npueeaeHa B tabnuue:

Ananut NepekpectHas peakuma, %
K3A <0.1
CA15-3 <0.1

3.2. BocnpousBoauUMOCTb.

KoaddurumeHT Bapuaunm pesynbTaToB onpeaeneHus cogepxanus CA242 B ogHOM
M TOM Xe obpasue cbiBOpPOTKM (Mnasmbl) KpoBWU C ucnonb3oBaHneM Habopa «CA242-
NOA» He npesblwaeT 8.0%.

3.3. JINHeMAHOCTb.

3aBUCUMOCTb KOHLEeHTpaumm CA242 B obpasuax cblBOPOTkM (MsasMbl) KpOBM
npv pasBefeHun MX CbIBOPOTKOW (Mnasmon) KpoBu, He copepxawen CA242, nmeer
JNINHENHbIV XapaKTep B AMana3oHe KoHueHTpauun 15-200 Ea/mn u coctaBngeT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE M3MEpPEHHOW KoHueHTpauun CA242 npeanncaHHOM, MOSYYEHHOW nyTem
CMelLMBaHMS paBHbIX 06BEMOB KOHTPOJIbHOM CbIBOPOTKMU U KannbpoBo4yHOM npobbl 50
En/mn. MpoueHT «oTKpbITUS» cocTaBnseT 90-110%.

3.5. YyBCTBUTE/IbHOCTb.

MuHMManbHas goctoBepHo onpeaensiemMass Habopom «CA242-UOA» KOHLEHTpaLuUs
CA242 B cbiBOpOTKe (Nna3me) KpoBu He npesbiwaeT 0,5 Ea/mn.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MNoTeHuUManbHbIN pUCK NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000)..

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEepHOM KUCNOTbI), B UCMOJIb3YEeMbIX KOHLIEHTPALUNAX SABNSOTCS HETOKCUYHBIMU.

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
NOpaKeHHbIM y4acToK cnefyeT NpoMbITb 60MbLLINM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
niacTMKOBble MepyaTku, Tak Kak obpasubl KpoBM 4yenoBeka cneayeT paccMaTpuBaTb
Kak noTeHuManbHO WHMUUMPOBAHHbLIA MaTtepuasn, CnocobHbI ANUTEeNbHOe Bpems
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bosbyautennb
BUPYCHOWN UHGEKLUUN.

5.5. Bce wucnonb3oBaHHble OAHOpPa30Bble MaTepuanbl noasepratb ob6paboTke
Ae3nHPUUMpYIOWMMK CpeacTBaMn C nocneaywowen ytunusaumen (cm. My-287-113
«MeToamyeckme ykasaHus no Ae3vHdeKkuuu, npeacTepuin3aumMoHHON OUYUCTKE W
cTepunnsaumm nsgenmn MeauUmMHCKOro HasHayeHnsa» ).

5.6. MeanumHckme oTxoabl knacca b. YTunusauuw  wmnauM yHUUTOXEHMe,
nesnHdekumto HabopoB peareHTOB crnefyeT NpoBOAMTb B cooTBeTCTBMM C CaHluH
2.1.7.2790-10 «CaHuTapHo3anuaemuonorndeckme TtpeboBaHuMs K obpalleHuto C
MeANUMHCKUMK oTXodamm» n MY-287-113 «MeToamyeckme yKasaHus no AesvHdekumnm,
npeacTepuIM3aunoHHOM O4NCTKE N CTEPUIN3ALIUN U3LENNI MEANLMHCKOIO HAa3HAUYEHN».

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- (doTOMeTp BEPTUKANbHOIO0 CKAHNMPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MJaHLWweTa Npu ASIMHE BOSHbI 450 HM;
- TepMocCTaT, NnoaAepXunBarwmini TemnepaTypy +37 °C £2 °C;
—  [03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMW, Mno3Bonskwme oTbupatb 06beMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAA AVUCTWIMPOBaHHas;
-  repyaTku pe3nHOBblE UK MIACTUKOBbLIE;
- bymMmara dwunbTpoBasnbHas.

7. NOArOoTOBKA PEAFEHTOB A4J11 AHAJIU3A

7.1. lMepen npoBeneHWeM aHanm3a KOMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (Mnasmbl) KpPOBW cCneayeT BblAepXxaTb MNpM KOMHATHOW TemnepaType
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBJsieHMe NaaHLWIeTa.

BCcKpbITb MakeT C MjaHWeTOM U YCTaHOBUTb Ha paMKy HeobxoAuMoe KONM4ecTBO
ctpunoB. OcCTaBlWIMeCs  HEUCNOSb30BaHHbIMKM  CTpuUMbl, 4TObObl  MNpenoTBpaTUTb
BO34EeNCTBME Ha HMX BNaru, TwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHus NnaHWeTa
M XpaHuUTb Npu TemnepaType +2...+8 °C B Te4yeHuMe BCero cpoka rogHoctn Habopa.
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7.3. NMpurotossieHne OTMbIBOYHOIO pacTsBopa.

Coaepxumoe dhnakoHa C KOHLEHTPATOM OTMbIBOYHOIO pacteopa (22 mn), nepeHectu
B MEPHbI UMANHAP BMecTMMocTbio 1000 mn, gobaBuTtb 550 M ANCTMNNIMPOBAHHOM BOAbI
N TwaTenbHO nepeMewartb. B cnyyae apobHoro mucnonb3osaHus Habopa cnepyet oTo-
6paTb HeobXxoaMMOe KONMMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu Auc-
TUNNMPOBaHHON BOAON B 26 pa3 (1 MN KOHUEHTpaTa OTMbIBOYHOrO pacTtBopa + 25 Mmn
ANCTUNNNPOBAHHON BOAbI).

8. YCNOBUA XPAHEHUSA N SKCNJTIYATALUUN HABOPA

8.1. Habop peareHToB «CA242-UDA» AOMHKEH XPAaHUTLCS B yNakKoBKe NpeAnpusaTUus-
N3roToBuTENS Npun Temnepatype +2...+8 °C B TeyeHne BCero cpoka roAHOCTH, yKa3aHHOro
Ha ynakoske Habopa.

[onyckaeTcsa xpaHeHue (TpaHcnopTupoeka) Habopa npu Temnepatype 4o +25 °C He
6onee 15 cyTok.

8.2. Habop paccumtaH Ha npoBeAeHWe aHanuida B Aybnukatax 42 uccnenyembix
obpa3uos, 5 KkanMbpoBO4YHbIX NPo6 M 1 nNpobbl KOHTPOSIbHOW CbIBOPOTKM (BCEro 96
onpeaenexHunit).

8.3. B cnyyae ppobHoro ucnonb3oBaHusi Habopa KOMMNOHEHTbI cneAyeT XpaHuTb
cneayowmm obpasom:

- OCTaBLUMECS HEeWCNOSb30BaHHbIMKW CTPUMbl HEO6XOAMMO TLUATENbHO 3aKIeuTb
6ymaron ansa 3aknenmBaHusa NaaHwWweTa n XpaHuTb Npu TemnepaType +2...4+8 °C B TeueHune
BCEro cpoka rogHoctn Habopa;

- BCe OCTaJjibHble KOMMOHeHTbl Habopa nocne BCKPbITUA (GNaKOHOB CleayeT XpaHUTb
npu TemnepaTtype +2...+8 °C B TeyeHue Bcero cpoka rogHoctn Habopa.

- OCTaBLUMNCH HEWCMNOSIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa crnenyet
XpaHUTb Npu TemnepaType +2...+8 °C B TeueHuMe BCeEro cpoka roaHoctn Habopa.

- TMPWrOTOB/IEHHbIA OTMbIBOYHbIA PacTBOp CneayeT XpaHuTb Mpu  KOMHAaTHOWN
Temnepatype (+18...4+25 °C) He 6onee 15 cyTok unm npu Temnepatype +2...+8 °C He
6onee 45 cyToK;

MpumeyaHue. lMocne UCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpbiBalTe KpbIWKy
dnakoHa. 3akpbiBalnTe Kaxabl h1aKoH CBOEN KPbILIKOWN.

8.4. lpn wncnonb3oBaHMM Habopa AN NpoBeAEHUS HECKONbKUX He3aBUCUMbIX
Cepuin aHanu3oB cneayeT UMeTb B BMAY, UYTO ANS KaXAOro He3aBMCMMOro onpeneneHus
Heobx0AMMO MOCTPOEHME HOBOIO KannbpoBOYHOro rpaduKka; KpoMe 3Toro, peKoOMeHAyeTcs
onpeaenenune koHueHTpaumm CA242 B KOHTPO/IbHOWM CbIBOPOTKE.

8.5. [ins npoBeaeHNs aHanu3a He crneayeT UCNo1b30BaTh FreMOSIM3NPOBAHHYIO0, MYTHYIO
CbIBOPOTKY (Ms1@a3My) KpOBW, @ TakKxe CbIBOPOTKY (NnasMy) KpoBW, COAEpXallylo a3sunj
HaTpus. Ecnn aHanu3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (NnasMy) cnenyet
XpaHuTb npu Temnepatype -20 °C. [oBTOpHOE 3aMopaxuBaHWe-oTTaMBaHuMe o0b6pasuoB
CbIBOPOTKM (Mna3Mbl) KPOBW He AonyckaeTtcs. [JonyckaeTcs wccnefoBaHue CbiBOPOTOK,
XpaHeHne KOTOPbIX C MOMeHTa 3abopa KpoBM OCYLLECTBASNOCH Npu TemnepaTtype oT +2 °C
[0 +8 °C He 6onee 7 cyToK.

8.6. [1na nony4vyeHnsa HaaexXHbIX pe3ynbTaToB HeobxoauMmo cTporoe cobnioaeHue
WMHCTpyKLMM o npuMeHeHuto Habopa.
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10. OXXKUOAEMbIE 3HAYEHUA N HOPMbI
10.1. OcHoBbIBasicb Ha pe3ysbTaTax MccnefoBaHuin, npoBeAeHHbix 000 «XEMA»,

pekoMeHaAyeM nonb30oBaTbCA HOpMaMu,

npuneeaeHHbIMU

HUXxe.

Bmecte ¢ Tem,

B CoOTBeTCTBMW C npasunamum GLP (Xopowen nabopaTopHOM npakTukun), Kaxaas

nabopatopusi Ao/MKHa camMa onpeaennTb NapaMmeTpbl

obcnegyemon nonynsaunn.

HOPMbl,

XapakKTepHble Ansa

MpumeuaHnmne. 3HauveHns koHueHTpaumin CA242 B wuccneayembix obpasuax,
HaXoAsLWMECH HUXe rpaHuubl 4YyBcTBUTenbHOoCcTM Habopa (0.5 Ea/mn), a Takxe

npeBbillalOWmMe 3Ha4yeHue BepxHen KanmbpoBOYHOW Mpob6bI

(200 Eap/mn) cnepyet

npuBOAUTbL B cneaytouwern dopme: B nccnegyemom obpasue X KoHueHTpauus CA242
Huxe 0.5 Ea/mn unu Bbiwe 200 Ea/mn.

Enuuuupl, Eg/mn
Nccnepyemas rpynna " "
HuwxHuii npepen BepxHuii npegen
My>XUYMHbI - 20
XKeHLWMHbI - 20

Mo BonpocaM, kacatwmmcs kadectsa Habopa «CA242-UDA»,
cnepyet obpawartbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-sa NMapkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)

3N1eKTPOHHas noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepenca OO0 «XEMA»,

K. 6. H. . C. KocTpukuH
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Instruction for use

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

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA242
in serum or plasma.

This kit is designed for measurement of CA242 in 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

The carbohydtrate antigen CA242 is one of the most advanced markers of gastro-
intestinal cancer. CA242 is found on cells of colonal mucosa as well as on apical part of
cells lining pancreatic ducts.

CA242 is one of the most important markers used in oncology. For differential
diagnostics between pancreatic cancer (PC) and chronic pancreatitis, diagnostic
specificity of CA242 is 1,4 fold higher than that of CA199. In patients with PC, a
positive prognostic value of CA242 determination is higher than that of CA19.9 at any
stage of the disease.

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

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 50-250 ul, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 ul;

Dry thermostat for 37 °C £2 °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 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.

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..+8 °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...425 °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.

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.
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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 CA242 concentration.

9.3. 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.

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

Calibrators Value Absozbsaon;:ll)lmts wl
CAL 1 0 0.041 o | g
CAL 2 15 0.293
CAL 3 50 0.819 “T »
CAL 4 100 1.483 “Tw
CAL 5 200 2.270 o - - - - .
Document: K2431 Instruction version: 1901 Format version: 210
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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 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

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

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

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.5 U/ml.

11.3. Linearity Linearity was checked by assaying dilution series of 5 samples with
different CA242 concentrations. Linearity percentages obtained ranged within 90 to
110%.

11.4. 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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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

o
=

ERIEES] 3

Homep cepwun / Batch code

3
2
g

Mcnonb3oBaTh A0 (roa-mecsy) / Use By

S

OrpaHu4yeHune TemnepaTypbl / Temperature limitation

IVD

TonbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLEHWN LEeNOoCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

0

AL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHasi ceiBopoTka / Control sera

KoHbloraTt / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpameTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KOoHLeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

EL i

Cron-peareHT / Stop solution

=]
-
=]

NOA-Bydep / EIA buffer




YBaxaembiin Knnent!

Ecnuenpouecce pabotbl c HawmmMn Habopamu Bam noHago6munmce NnacTKOBble BAHHOUKM AN MUAKMX
peareHToB, 04HOPa30Bble HAKOHEUHVKIN AJif [O3aTOPOB UAN AOMNONHUTENbHbIE O6beMbl peareHToB
(koHLeHTpaT oTMbIBOYHOTO pacTBopa, UDA-Bydep, pacTBop cybcTpaTa TeTpameTun6eHsnguHa (TMB),
CTOM-peareHT), BXxogawwmx B coctaB Habopa, npocrm Bac 06patnTbca K nocTaBLymKy npogykummn OO0
«XEMA» B Balwem pervoHe.

Bce ykasaHHble pacxogHble maTepuasbl NpefocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans
\nposeneuvm aHanmusa Konmn4ecrTse.

MNepeueHb Ha6opoB peareHTOB ANA ANArHOCTNKN NHPEKLMOHHbIX N\
3aboneBaHuil npounsBoacTBa 000 «XEMA»

N2 no katanory HanmeHoBaHue
K101 «Toxoplasma IgG-NDA» T
K101M «Toxoplasma IgM-NOA» oo
K102 «Rubella IgG-VIOA»
K102M «Rubella IgM-NDA»
K103 «Cytomegalovirus IgG-MOA» JRUsSmLASSOCATON |
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-MDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-U®A»
K106 «Mycoplasma IgG-VIOA»
K111G «Cndpunuc IgG-MOA»
K111 «Cnunuc cymmapHble aHtutena-MiOA»
K121 «Aspergillus IgG-MDA»

Homep ropauein nuHun TexHn4eckom nopgaepxku KnneHrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropAYe NMHUK 6ecnnaTHbI AnA 3BOHALLErO C Nto60ro
MOOGUSIBHOIO NNK CTauMoHapHoro TenedoHa no Bcel Tepputopumn Poccmm.

Kpaem Bawmx oT3bIBOB 1 NpeioKeHul No agpecam:

LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHLnu:

105264, r. MockBa, a/a 58, yn. 9-a MNapkosas, A. 48, 1-# nop., 5 atax

Ten.: +7 (495) 510-57 07, 737-39-36; l '

daKc: +7 (495) 737-00-40 xemahelp
e-mail: info@xema.ru

www.xema-medica.com

D000 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-MeTepbypr, LertapHbiii nep., a. 8-10, nutep A
e-mail: spp@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Maweposa, a. 11,

nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 521-3-521;

03179 Kues, yn. BacunbkoBckas, a. 98, 2 stax;

e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO MPUMEHEHUIO

HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMNPEAENEHUA
CA72-4 B CbIBOPOTKE (IMJIA3SME) KPOBU

«CA72-4-NUDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF CA72-4 IN HUMAN SERUM OR PLASMA

CA72-4EIA

HOMEP MO KATANOTY K244
TY Ne 9398-244-18619450-2009

PETMCTPALIMOHHOE YAOOCTOBEPEHUE
Ne OCP 2010/07273 o1 8 anpena 2010 .

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBytoT
KoHTponbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, NHAaKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

GERTIFIC),
oo C €

é@:@—\4’
S‘A‘j\ } The 9th Parkovaya str., 48
e 105264 Moscow, Russia Authorized Representative in EU:
ST Tel ffax: +7(495) 510-57-07 Polmed.de
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K2441

«YTBEPXJEHA»
Mpwukas PocsapaBHaasopa N2 2982-Mp/10 ot 8 anpensa 2010 r.
KPA N° 13075 ot 04.03.2010 r.

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA CA72-4
B CbIBOPOTKE (NMJIA3BME) KPOBU «CA72-4-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «CA72-4-UDA» npenHasHayeH AN KOJIMYECTBEHHOIO
onpepeneHvs KoHueHTpaumm CA72-4 B cCbiBOpOoTKe (Mnsia3mMe) KpoOBM MeToAOM
TBEpAO(a3HOro MMMyHO(EPMEHTHOIO aHanumsa.

1.2. CA72-4, vnu yrneBOAHbIA aHTUIeH 72-4 C BbICOKOWM MOJIEKY/ISPHOM Maccon
(m.mM. 230 - 1000 k[da), npeactasnsetr cobon aHTUreH (3MMTON), acCOLMMPOBAHHbLIN
C paKkoM >xefnyAka, KapuuMHOMOM SMYHUKOB W HEKOTOPbIMWU APYTMMU OMyXOSSMM.
KonuuyectBeHHoe onpeaeneHne CA72-4 B CbIBOPOTKE MM MaasMe KpoBU, 0COBEHHO
OAHOBPEMEHHO O oOnpeAeneHneM YrneBoAHOro aHTureHa cuanun-Jletonca CA19-9
(XEMA kaT. N2 K223) ucnonb3ayetcss B LeNSX KOHTPOAA TeyeHus M Tepanuu paka
xenyaka, a Takxke Bmecte ¢ CA125 (XEMA kaT. N2 K222) - B uensx MOHUTOpUHIra paka
anyHuko. CA72-4 B HOpME MPaKTUUYECKN He 3KCMpPeCccupyeTcs 340POBbIMU TKaHSAMU
y B3pOCAbIX. YBENIMYEHHas KOHLEHTpauus YrneBOAHOro aHTureHa 72-4 oTMevaeTtcs
B BbICOKOM MPOLIEHTE C/Tly4Yaes paka XenyAoYHO-KULLIEYHOro TpaKTa, SUHYHUKOB M IerKnX.
Kpome Toro, nosbiweHne ypoBHa CA72-4 obHapyxuBaetcd y HebOnbworo 4yucna
nauMeHTOB C pa3dHoobpa3HbiMu Ao6poKavyecTBEHHbIMK 3aboneBaHnaMKU. B cBA3M C 3TuMm,
AaHHble no cogepxaHuto CA72-4 Bcerga cnepyeTr MHTeprnpeTupoBaTb B KOMMJekce
C pe3yfbTaTamMu APYrnx MeToA0B UCCEA0BaHUS U KIIMHUYECKUMWU AaHHbBIMU.
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2. IPUHUUN PABOTbl HABOPA

OnpegeneHne CA72-4 OCHOBaAHO Ha MWCMNOSb30BAaHUM  «CIHABUY»-BapuaHTa
TBEpAOdasHOro MMMyHodepMeHTHOro aHanmsa. Ha BHYTpeHHen MOBEPXHOCTU JTIyHOK
niaHweTa UMMOBUNN30BaHbl MblLLMHbIE MOHOKJTIOHaNbHbIE aHTUTeNa k CA72-4 yenoseka.
B nyHkax nnaHweTta, npu gobaBneHnn nccnegyemoro obpasua, NnpoMcxoanT CBA3biBaHUe
CA72-4, copepxawerocs B wuccrieayemoMm obpasue, C aHTUTenamm Ha TBepaok
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMKHbIX
MOHOKJI0HasNbHbIX aHTUTen k CA72-4 yenoBeka C Nepokcuaasol XpeHa. B pesynbtaTte
obpasyeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKallmii nepokcnaasy. Bo Bpems
MHKy6aumMm C pactBopoM cybcTpata TeTpametunbersuamHa (TMB) npoucxoaunT
OKpalmMBaHne pacTBOpPOB B IyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NponopLMoHanbHa
KoHUeHTpauun CA72-4 B uccnepyemom obpasue. KoHueHTpaumio CA72-4 B uccnenyembix
obpa3suax onpeaensitoT No KanaMbpoBOYHOMY rpaduKy 3aBUCUMOCTU OMTUYECKOM
NAOTHOCTM OT coaepxaHust CA72-4 B KannMbpoBOYHbIX Npobax.

3. AHAJTIUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundUNYHOCTD.

Mcnonb3oBaHWE MbIWNHBIX MOHOK/TOHANbHbIX aHTUTen K CA72-4 no3BoNseT 4OCTUYb
BbICOKOW CneunduyHoCTN aHanmsa.

3.2. Bocnpou3BoaUMOCTb.

KoadduuneHT Bapuauum pesynbTaTtoB onpeaeneHns copepxaHua CA72-4
B OAHOM M TOM e obpasue CbiIBOPOTKM (Mna3Mbl) KPOBWU C MCNofb3oBaHMeM Habopa
«CA72-4-UOA» He npeBblwaeT 8.0%.

3.3. JINHEeMAHOCTb.

3aBUCUMOCTb KOHUeHTpauun CA72-4 B obpasuax CbiIBOPOTKM (Mna3Mbl) KpOBM
npv pasBefeHWN UX CbIBOPOTKOW (Mna3moin) KpoBu, He cogepxaien CA72-4, nmeet
NIMHENHbIN XapakTep B Anana3oHe KoHueHTpauuin 5-200 Ea/mn n coctaBnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIN  aHaNUTMYECKMIi napameTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE U3MEpPeHHON KoHueHTpauun CA72-4 npeanucaHHON, NosyvYeHHON nyTem
CMeLlLUMBaHUS paBHbIX 06BHEMOB KOHTPOJIbHOW CbIBOPOTKW M KannMbpoBOYHOM Mpobbl
15 Eg/mn. MpoueHT «oTKpbITUa» coctasnseTt 90-110%.

3.5. YyBCTBUTENBHOCTb.

MuHMManbHas AocToBepHo onpeaensieMas Habopom «CA72-4-UDA» KOHLEHTpaLMs
CA72-4 B cbiBOpPOTKe (nnasme) KpoBu He npesbiwaeTt 1.0 Ea/mn.
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5. MEPbI MPEAOCTOPOXHOCTHU

5.1. lNoTeHUManbHbIN pUck NnpuMmeHeHna Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntwoudeHuem crton-peareHta (5.0% pactsBop
CEpHOWN KNCNOTbI), B UCMOMb3yEMbIX KOHLEHTPALUUSX SIBASIKOTCS HETOKCUYHbIMU.

PacTBop cepHoli  kucnoTbl ob6najaeT pasgpaxawwum geicteuem.  Usberatb
pa36pr3FI/IBaHI/I$| M nonagaHna Ha KOXY U CNU3UCTbIE. |-|pl/| nonagaHWM Ha KOXY U CIIM3UCTblIE
NOPaXXeHHbIN y4acToK crneayeT NpoMbiTb HONbLIMM KOMYECTBOM NMPOTOYHOM BOAbI.

5.3. Npu pabote c Habopom cneayet cobnogaTth «lpaBunia yCcTpoOMCTBa, TEXHUKM
6e30nacHoOCTM, MNPOM3BOACTBEHHON CaHUTapuu, MNPOTUBO3MUAEMUYECKOrO pexunMa u
JINYHOM rurneHol npu pabote B nabopaTopusax (OTAeneHusx, oTAenax) CaHWTapHO-
3MNAEMUONONMYECKUX YUYPEXAEHUN cucTeMbl MUHUCTepCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HageBaTb OAHOpPa3OBble PE3VMHOBbLIE WAN
naacTMKOBblE NepyaTKKM, Tak kak obpa3Lbl KpOBKU YenoBeka crneayeT paccMaTpuBaTh Kak
noTeHUManbHO UHMULUMPOBaAHHbIA MaTepuarsn, CNocobHbIN ANUTEeNbHOE BpPeMs COXpPaHATb
n nepenasatb BUY, Bupyc renatuta unam ntoboi gpyron Bo36yanTtenb BUPYCHOM MHMEKLMN.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAUMBIE NPU PABOTE C HABOPOM

- (doToMeTp BEpTUKANbHOIMO CKaHMPOBaHUS, NO3BOASIOWMNA U3MEPSTb ONTUYECKYHO
MIO0THOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AsvHe BONHbl 450 HM;

- TepMocTaT, noaaepxusatowmin Temnepatypy +37 °C £2 °C;

- [03aTopbl CO CMEHHbIMM HAaKOHEYHMKaMK, Mo3BOnSwLWMe oTéupaTb 06BLEMDI
B AnanasoHe 20-250 mkn;

- UWAWHAP MEepHbI BMecTuMocCTbio 1000 Mmn;

- BOAA AUCTUINIMPOBAHHas;

- nepyaTKu pe3nHOBbIE UIWN MIacTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOAroTOBKA PEATEHTOB A1 AHAJIU3A

7.1. MNepen npoeeneHMeM aHanusa KOMMNoHeHTbl Habopa n nccneayemblie obpasubl
CbIBOPOTKM (MNs1ia3Mbl) KPOBM cneayeT BblAepXaTb MNpM  KOMHATHOW TemnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBneHMe rnJiaHLweTa.

BCKpbITb MakeT C MAAHWETOM W YCTaHOBUTb Ha paMKy HeobxoAMMoe KONIMYecTBO
cTtpunos. OCTaBLUMECS HENCMONb30BaHHLIMU CTPUMbI, YTOObI MPeAoTBPaTUTL BO3AENCTBME
Ha HUX BNaru, TwaTenbHO 3aKnenTb 6ymMaron Ana 3aK/iemBaHns NaaHWeTa u XpaHuTb Npu
TeMmnepaType +2...+8 °C B TeyeHue Bcero cpoka rogHoctn Habopa.

7.3. MpurorosneHne OoTMbIBOYHOIO pacTeopa.

Copepxumoe (pnakoHa C KOHUEHTPATOM OTMbIBOYHOro pactsopa (22 mn), nepeHectn
B MepHbIi uunnHap BMecTuMocTbio 1000 mn, pobaButb 550 M AncTMANMpoBaHHOMN
BOAbl W TWaTenbHO nepemewatb. B cnyyae gpobHoro mncnons3osaHus Habopa cneayer
oTobpaTb HeobxoaMMoe KOSIMYECTBO KOHLEeHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTu
ANCTUNNNPOBAHHON BoAoW B 26 pa3 (1 M/ KOHLUEHTpaTa OTMbIBOYHOro pacrteopa + 25 mn
OVUCTUNIMPOBAHHOM BOAbI).

7.4. NMpurortosBsieHne KOHblOraTa.

Pa3zbaBbTe KOHLUEHTpaT KoHblorata B 11 pasa 6ydepom Ans passeaeHns KOHUeHTpaTa
KOHbtoraTa. Hanpwumep, Ha oauH cTpun noHazobutcs 900 Mk KoHblorata: 90 Mkn
KOHLeHTpaTa KoHblorata + 900 mkn 6ydepa Ans pa3BeAeHUs KOHbloraTa.
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BHUMAHWE! Pa3zbaBneHHbIn pacTBOp KOHblOrata He xpaHutcs! Pasbasnsainte Tonbko Ty
YacCTb KOHLEHTpaTa KOHbloraTa, kotopas HeobxoamMma Ans AaHHOM NocTaHoBKM!

8. YCNnoBusa XPAHEHUA N SKCNJTYATALNUN HABOPA

8.1. Habop peareHToB «CA72-4-UDA» fOMKEH XPAaHUTLCSA B YNaKoBKe Npeanpusitus-
N3roToBuTENS NpW TemnepaType +2...+8 °C B Te4YeHne BCero Cpoka rofHOCTH, yKa3aHHOMo
Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

8.2. Habop paccuuTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBOYHbIX Npob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBlUMECS HeMCrnosib30BaHHbIMKM CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror ansa 3aknevmBaHus NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- OCTaBLIMNCA HEWCMNOSb30BaHHbIM  KOHLEHTpaT OTMbIBOYHOrO  pacTeopa,
KOHblOraT, cybCcTpaTt, CTom-peareHT Mocne BCKPbITUS (akoHOB crneayeT
XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeyeHune BCero cpoka rogHoctu Habopa;

- KanmbpoBOYHble NPob6bl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecsues;

—  TPUrOTOB/IEHHbI OTMbIBOYHbIN pPacTBOp CleAyeT XPaHWUTb MpU KOMHaTHOWM
Temnepatype (+18...+25°C) He 6onee 15 cytok wnm npu TemnepaType
+2...48 °C He 6onee 45 cyToK;

MpuMeyaHue. MNocne MCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBalTe KpbILKY

dnakoHa. 3akpblBanTe Kaxablh (h1akoH CBOEN KPbILLKOM.

8.4. [Ins npoBedeHMs aHanu3a He creayeT WCMNosb30BaTb FEMOSIM3MPOBAHHYHO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [oBTOpHOE 3aMopaXvBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ms1a3Mbl) KPOBU He AoMycKaeTcs.

8.5. VcknoyaeTtca ucnonb3oBaHMe AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KpOBW NtoAewn, Nony4yaBlIMX B Lensax AMarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa AN NpPoOBEAEHUSA HECKOSbKMX HEe3aBUCUMbIX
Cepuil aHanu3oB cneayeT UMeTb B BUAY, YTO AJ1S KaXA0ro HE3aBUCMMOro onpeaesieHus
Heob6xoAMMO  MOCTPOEHWE HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTcsl onpeaeneHne KoHueHTpaumm CA72-4 B KOHTPOJIbHOM CbIBOPOTKE.

8.7. [Ins nony4yeHus HaAexXHbIX pe3ynbTaToB HeobXoaMMO CcTporoe cobnwoaeHve
WNHCTpyKUMM No npuMmeHeHuto Habopa.

8.8. He wncnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepuii.
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10. OOKMWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ysbTaTax nccnenoBaHuin, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM M0f1b30BaTbCAd HOpMaMu, NpUBEAEHHbIMU HUXe. BmecTe
C TeM, B COOTBETCTBMM C npasunamum GLP (Xopoler nabopaTopHOli NpakTUKK), Kaxaas
nabopatopus [o/mKHa caMa onpeaennTb MnapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsunn.

NMpuMmeuaHue. 3HayeHus KoHueHTpauuh CA72-4 B wccnepayembix obpasuax,
HaxoAsWmecss Huxe rpaHuubl 4dyscTBuTenbHoctu Habopa (1.0 Ea/mn), a Takxke
npesblllaloWLne 3HavyeHne BepxHen KanubposouyHor npobbl (200 Ea/mn) cnepyet
npuBoAUTb B creaytouen dopme: B nccneayemom obpasue X koHueHTpaums CA72-4
Huxe 1.0 Ea/mn vnu Bbiwe 200 Ea/mn.

Epvuunupl, Ea/mn
Wccnepyemas rpynna = =
Huxnnii npepen | BepxHuii npegen
340pOoBbie AOHOPbI - 6.0

11. INTEPATYPA

1. DJ Byrne, MC Browning, and A Cuschieri - CA72-4: a new tumour marker for gastric
cancer. Br J Surg, Sep 1990; 77(9): 1010-3.

2. Ian J. Jacobs and Usha Menon - Progress and Challenges in Screening for Early
Detection of Ovarian Cancer. Mol. Cell. Proteomics, Apr 2004; 3: 355 - 366.

3. R Hamazoe, M Maeta, T Matsui, S Shibata, S Shiota, and N Kaibara - CA72-4
compared with carcinoembryonic antigen as a tumour marker for gastric cancer. Eur J
Cancer, Jan 1992; 28A(8-9): 1351-4.

Mo BonpocaM, kacawwmmcs kadectsa Habopa «CA72-4-UDA>,
cnepyet obpawartecs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a MNapkosas, a4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3/1IeKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. . C. KocTpnkuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA72-4
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA72-4
in blood serum or plasma.

This kit is designed for measurement of CA72-4 in blood serum or plasma. The kit
contains reagents sufficient for 96 determinations and allows to analyze 42 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

CA 72-4, or a carbohydrate antigen 72-4, is a high MW (230-1000 kD) antigen
(epitope) associated to gastric and ovarian cancer as well as some other malignancies
and not expressed in noticeable quantities in tissues of healthy adult individuals.
Quantitative determination of CA 72-4 in serum or plasma is helpful (particularly, in
combination with CA 19-9 - see Xema, Cat.# K223) for monitoring of gastric cancer
and its therapy, while combined determination of CA 72-4 and CA 125 (see Xema,
Cat.# K222) is used for monitoring of ovarian cancer.

Elevated levels of CA 72-4 are often seen in adenocarcinomas of the gastro-intestinal
tract, ovaries (mucinous type) and lungs. Besides, raised CA 72-4 is sometimes also
seen in patients with benign pathology (chronic inflammation, cysts, fibrosis). That is
why, results of CA 72-4 determination should always be interpreted in conjunction with
other laboratory and clinical data.

NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy may develop high titered anti-mouse antibodies
(HAMA). The presence of these antibodies gives false results in the present assay.
Sera from HAMA positive patients should be treated by depleting adsorbents before
assaying.

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 antibodies
to human CA72-4. 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 Ab to human CA72-4, labelled with peroxidase, 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 concentration of the measured analyte
in the specimen.

Document: K244I Instruction version: 1901 Format version: 901

9



K2441

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

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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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 20-250 pl;
- 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 to 8 °C upon receipt until the expiration date. A short-term
storage at higher temperatures (nmt 25 °C for nmt 5 days) is allowed (e.g., during
transportation).
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 should be tested during the day of sampling. If test run is scheduled
for another day, 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 to +25 °C) before use.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.
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8. QUALITY CONTROL

It is recommended to use external control samples (not included) according to state
and federal regulations. The use of external 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 CA72-4 concentration.

9.3. Determine the corresponding concentration of CA72-4 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 Abs«;;l;aon;:nl)lmts - B

CAL 1 0 U/ml 0.08 f

CAL 2 5 U/ml 0.17 f

CAL 3 15 U/ml 0.32 . >

CAL 4 50 U/ml 0.67 , e ) ) )

CAL 5 200 U/ml 2.13 ’ “ Cin
Document: K244I Instruction version: 1901 Format version: 901

14



XEMA

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
therapeutical measures. Each laboratory should establish its own normal range for
CA72-4. 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.

NOTE2: if analyte concentration in a specimen is lower than the analytical sensitivity
(2 U/ml) or higher than the highest calibrator (200 U/ml), it is recommended to express
the results in the following manner: “CA 72-4 concentration is lower than 1.0 U/ml”
or “CA 72-4 concentration is higher than 200 U/ml".

Units, U/ml
Lower limit Upper limit
Healthy individuals - 6

Patient group

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 1.0 U/ml.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
CA72-4 concentrations. Linearity percentages obtained within the range of 5-200 U/ml
fell within 90-110%.

11.3. Recovery

Recovery was estimated by assaying a mixed sample (Contol + calibrator 3,
1:1) with known CA72-4 concentration. The recovery percentages ranged from 90%
to 110%.

11.4. High-dose hook effect was not seen up to 50 000 IU/ml.

12. LITERATURE

1. DJ Byrne, MC Browning, and A Cuschieri - CA72-4: a new tumour marker for gastric
cancer. Br J Surg, Sep 1990; 77(9): 1010-3.

2. Ian J. Jacobs and Usha Menon - Progress and Challenges in Screening for Early
Detection of Ovarian Cancer. Mol. Cell. Proteomics, Apr 2004; 3: 355 - 366.

3. R Hamazoe, M Maeta, T Matsui, S Shibata, S Shiota, and N Kaibara - CA72-4
compared with carcinoembryonic antigen as a tumour marker for gastric cancer. Eur ]
Cancer, Jan 1992; 28A(8-9): 1351-4.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBakaembiin Knnent!

Ecnv B npouecce paboTbi c Hawmmn Habopamu Bam noHagobunmnce nnacTMkoBble BAHHOUKM ANA KUOKUX
peareHTOB, OJHOPa30Bble HAKOHEUHWKW [J1A 403aTOPOB UMW AOMOHUTENbHbIE O6BEMbI PeareHToB
(KoHLeHTpaT oTMbiBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnnbeHsmamHa (TMB),
CTOM-peareHT), BXoAALWmMX B cocTas Habopa, npocum Bac obpatnTbca K noctaByuky npogykumn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBnAloTcA 6ecnnaTtHo, B Heob6xoanMom ana
_MPOBe/AieHIA aHanu3a Konuyecrse.

J
MNMepeveHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHBIX N
3aboneBaHuii npoussoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-UDA» N n..n“:':ﬁ:“;::::'r.m:..

K101™M «Toxoplasma IgM-NOA»

K102 «Rubella IgG-DA»

K102M Rubella IgM-MIOA» A

K103 «Cytomegalovirus IgG-VOA» Hssausssoommox Lo

K103M «Cytomegalovirus IgM-UDA» —

K104 «HSV 1,2 IgG-NOA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-NDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropsiyeit NIMHMK GecnnaTHbI /15 3BOHSALLErO C lo60ro
MOGUNBbHOTO MK CTaLroHapHoro TenedoHa Nno Bcel Tepputopun Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioKeHUI No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Azpec Ana KoppecnoHAeHUmn:

105043, r. MockBa, a/a 58 S
105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 noa., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, [lertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Odwic: 220029, MuHck, MpocnekT Mawweposa, a. 11,
nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, . Knes, yn. Akapemvika Edpemosa, f. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKUIA NO NPUMEHEHUIO HABOPA PEATEHTOB AJ1A
MMMYHO®EPMEHTHOIO OMPEAENIEHUA KAJIbLUUTOHUHA
B CbIBOPOTKE (MJ1IA3ME) KPOBU YEJIOBEKA

«KanbuntoHnH-UDOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FORTHE QUANTITATIVE DETERMINATION OF CALCITONIN
IN HUMAN BLOOD SERUM OR PLASMA

Calcitonin EIA

HOMEP MO KATASTOTY K261

W For 96 determinations

[ina uH BUMpPO NccnemoBaHUit

CRRTIFICS,,
PN u XEMA Co, Ltd.

The 9th Parkovaya str., 48

105264 Moscow, Russia

SN Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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HBWwoNOUhWNE

WoNOUAWNE

XEMA

COAEPXXAHMUE

HA3HAYEHUE

NPUHLUWMM PABOTbl HABOPA

AHANTUTUYECKUE XAPAKTEPUCTUKN

COCTAB HABOPA

MEPbI MPEAOCTOPOXXHOCTHU

OBOPYAOBAHUE N MATEPWAJbI, HEOBXOAUMBIE MNMPN PABOTE C HABOPOM
NOArOTOBKA PEAITEHTOB A1 AHAJTU3A

YCNOoBUA XPAHEHWSA U SKCMJTYATALMN HABOPA

MPOBEAEHWNE AHAJTIN3A

OXMOAEMbBIE 3HAYEHWA N HOPMbI
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K. 6. H. []. C. KOCTPUKUNHbIM
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MHCTPYKUUA NO NPUMEHEHUNIO HABOPA PEATEHTOB ANA
MMMYHO®EPMEHTHOIO ONPEAENNEHNA KAJIBUUTOHUHA
B CbIBOPOTKE (MJIASME) YEJ/IOBEKA
«KanbyntoHNH-UDA »

1. HASBHAYEHME

1.1. Habop peareHToB «KanbunToHNH-NDA» npeaHasHayeH At KOMYECTBEHHOMO
onpeaeneHns KOHLUEHTpauuu KanbUWTOHWHA B CbiBOPOTKe (MasMe) KpOoBM MeTOAOM
TBEpAodasHoOro UMMyHOMEepPMEHTHOIO aHanms3a.

1.2. KanbuuToHuMH - perynsatop MeTtabonuiama Kanbuus, SBNSETCHS MapKEPOM
MeayNSPHOW KapuMHOMbI WUTOBUAHOW Xenesbl.
KanbuMTOHMH - MNenTUAHbLIK FOPMOH, MPOAYLMPYIOWMIACA NPenMyLLECTBEHHO

napadonnnKynnapHbiMM C-KIeTKaMu LUMTOBUAHOW >Xenesbl, a TakXe B HebOosbLIoM
KOMIMYecTBe M B APYruMx opraHax. MeTabonmanpyercs NperMMyLLeCcTBEHHO B Noykax, npu
NMoYeYHON HefoCTaTOYHOCTM HaboaaeTCst MOBbILLEHWE YPOBHS KaslbLUMTOHWHA.

1.3. KanbUMTOHUH MOXEeT BblpabaTbiBaTbC MHOMMMW PAKOBLIMW  OMYXOJISIMU,
0CO6EHHO MMEKLLMMUN HEVNPOIHAOKPUHHYO Npupoay. KanbUUTOHUH B TKaHU LUMTOBUAHOWM
Xenesbl M B CbIBOPOTKE KPOBW Y MaUMEHTOB C MeAy/NIsipHOM KapuWHOMOW MOXeT
NMpUCYTCTBOBaTb B reTeporeHHbiX popMax. TeCT-CUCTEMbI Pa3INYHbIX NMPOU3BOAUTENEN
MCMOMb3YIOT MOHOKJ/IOHasNbHble aHTWUTENa K pasHbiM 3MWUTOMaM KalbUUTOHUHA, 4TO
MOXET BNUATb Ha pe3ysbTaT uccneaoBaHus. Heo6xoaAnMO yunTbiBaTb UMPKaAHbIA pUTM
KanbUUTOHMHA C MOBbIWEHWEM KOHLEHTPaALUKN K MOJYAHIO.

2. NTIPUHUMN PABOTbl HABOPA

OnpepeneHve KanbUMTOHMHA OCHOBAHO Ha MCMOJIb30BaHUWN «C3HABUY»-BapuaHTa
TBEpA0dasHOro MMMyHodepMeHTHOro aHanmsa. Ha BHYTPeHHEelN MOBEepPXHOCTU JIYHOK
niaHweTa MMMO6UIN30BaHbl MbILUWHbIE MOHOK/IOHANbHbIE aHTUTENa K KalbUMTOHUHY
yenoseka. B nyHkax nnaHweTta, npu gobasneHnn nccneayemoro obpasua, npomcxoant
CBSA3blBaHWeE KanbLUUTOHWHA, COAEPIKaLLEerocs B uccnenyemMom obpasue, C aHTUuTeNaMmn Ha
TBepAoy dase. O6pa30BaBLUMIACSA KOMMJIEKC BbISBASIOT C MOMOLLbIO KOHBIOraTa MbIWWHbIX
MOHOKJ/IOHaNbHbIX a@HTUTEN K KanbUWTOHWHY 4enoBeka C MNepoKcMaason xpeHa. B
pe3ynbTaTe 06pasyeTcs CBA3aHHbIM C M1aCTUKOM «CIHABUY», COAEPXKALLUNN NePOKCUAA3Y.
Bo Bpemsi HKyb6aumm ¢ pactBopom cybcTpaTa TeTpametunberHsnanHa (TMB) nponcxoant
OKpaluMBaHne pacTBOpPoOB B JTyHKax. MHTEHCMBHOCTb OKpacKu NpsAMO NpONopLMOHanbHa
KOHLIEHTpaunn KanbUMTOHWHa B nccnenyemoM obpasue. KoHUeHTpaumio KanbLunToOHMHa
B uccneayembix obpasuax onpeaenstor no KannmbpoBOoYHOMY rpaduKky 3aBUCMMOCTU
ONTUYECKOM NNIOTHOCTM OT COAEPXKAHMSA KalbLMTOHMHA B KannMbpoBOYHbIX npobax.
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3. AHAJINMTUYECKUE XAPAKTEPUCTUKHN

3.1. CneumcduyHoOCTb. [lepekpecTHasi peakuus MbIUUHBIX MOHOKJIOHANbHbIX
QHTUTEN K KanbUWTOHWHY YesioBEKa C APYrMMY aHanutamu npueeaeHa B Tabnuue:

MepekpecTHas peakums MbIWWHbIX MOHOK/IOHANIbHbIX aHTUTEN K KalbLUUTOHUHY
yesioBeKka C APYrMMu aHanuTaMu npuBeaeHa B Tabnumue:

Ananut NepekpecTHaa peakumsa, %
napaTropMmoH <0.1
KanbLUMUTOHMH 510COCA <0.1
TTr <0.1

3.2. BocnpousBoanMoOCTb. KoadduumeHT Bapmaunmn pesynbtaToB onpeaeneHuns
cofepXXaHus KanbLUUTOHMHA B OAHOM M TOM Xe obpasue CbiIBOPOTKM (M1a3Mbl) KPOBU C
ncnonb3osaHneM Habopa «KanbumtoHMH-UDOA» He npesbiwaeT 8.0%.

3.3. JINHeMAHOCTb.

3aBMCUMOCTb KOHLEHTpauuu KanbUMTOHWMHA B obpasuax CbIBOPOTKM (Ma3Mmbl)
KPOBU Npu pa3BeAeHnn NX CbiIBOPOTKON (M1a3MoN) KPOBU, HE COAEepKaLLEeN KaNlbLUMTOHWH,
MMEET JINHENHbIN XapaKTep B AMana3oHe KoHueHTpaunii 10-900 nkr/mMn 1 coctaBnsieT
+10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpOBEPSIeTCS TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBUE M3MEPEHHOW KOHLUEHTPauun KanbLUUTOHMHA NpeanncaHHOM, NonyyYeHHON
nyTeM CMeLMBAHUA paBHbIX 06bEMOB KOHTPOJSIbHOM CbIBOPOTKM U KasiMbpoBOYHOM
npobbl 40 nkr/mn. MpoueHT «oTKpbITUA» cocTaBnseT 90-110%.

3.5. YyBCTBUTE/IBHOCTb.

MuHuManbHaa [OCTOBepHO ornpepensemMas Habopom  «KanbUMTOHUH-UDA»
KOHUEHTpaumsa KasbLMTOHWHA B CbiIBOPOTKe (MasMe) KpoBWM He npeBbiwaeT 1 nkr/mMn
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5. MEPbI NPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbI puck NnpuMmeHeHns Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwo4yeHnem cton-peareHTta (5.0% pacTtBop
CEPHOW KUCNOTbl), B UCMOJIb3yEMbIX KOHLLEHTPaUMUAX ABNSIOTCA HETOKCUYHBIMMU.

PactBop cepHOM kucnoTbl obnapaer paszgpaxawowum aencteueMm. Usberatb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3NCTble
NOpaxeHHbIW y4acToK cneayeT NpoMbiTb HONbWINM KONMYECTBOM NPOTOYHOW BOAbI.

5.3. MNpu pabote ¢ Habopom cneayet cobntoaate «lpaBuna yCTpoUCTBa, TEXHUKMU
6e3onacHoCTN, NPOU3BOACTBEHHOW CaHWUTapun, MNPOTUBO3IMUAEMMYECKOrO pexuma u
NMYHON rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, otaenax) CaHuUTapHO-
3MNAEMMUONIOTNMYECKUX YUYPEXAEHUA cuCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneayetr HageBaTb OAHOPA30Bble PE3MHOBbIE WU
Nn1acTMKOBble MepyaTku, Tak Kak obpasubl KpOBM 4yenoBeka cnepyeT paccMaTpuBaTtbh
Kak noTeHuMasnbHO WHMUUMPOBAHHbLIA MaTtepuasn, CnocobHbI ANUTEeNbHOE Bpems
coxpaHaTb W nepepasatb BWY, Bupyc renatuta unm nobon apyrov Bo3byautenb
BUPYCHOM UH EKLMUN.

5.5. Bce wucnonb3oBaHHble OAHOpPa30Bble MaTepuanbl noaBepratb o0b6paboTke
[E3NHPUUMPYIOLWMMN CpeacTBaMu C rnocneayowen ytunmsaumen (cm. MY-287-113
«MeToamyeckme ykasaHus no Ae3vHdeKkuuu, npeacTepuiv3aumoHHON OYUCTKE W
cTepuansaumm U3genmin MeanLMHCKOro HasHayeHnsa» ).

5.6. MeauumnHckne oTxoabl knacca b. Ytunusauuwo  wunamM o yHUYTOXEHue,
nesnHdekumto HabopoB peareHToB crnefyeT MpoBOAUTb B cOOTBeTCTBMM C CaHluH
2.1.7.2790-10 «CaHuTapHo3anuaemuonorndeckme TpeboBaHMs K obpalleHuto C
MeANUMHCKUMK oTXoAamMn» n MY-287-113 «MeToamyeckme ykasaHus no aAesvHdekumnm,
npeacTepuIn3aunoHHON 0YNCTKE N CTEPUN3ALIUN U3LENTNA MEANLIMHCKOIO HAa3HAUYEHNS».

6. OBOPYAOBAHUE U MATEPUAJ1bl, HEOBXOA4UMBIE NMPU PABOTE C
HABOPOM

- (hoTOMETp BEpPTMKANIbHOr0 CKaHMpPOBaHWS, MO3BOMAKOWMNIA U3MEPSATb ONTUYECKYHO
NIOTHOCTb COAEPXXUMOr0 JIYHOK NiaHweTa npu AnvHe BOsHbl 450 HM;

- opbuTanbHbIN Welkep (BCTpAXMBaTeNb) AN MUKPOMIaHLWET, ckopocTb 600-800
06/MUH;

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, Mo3Bonswwme oTbupaTtb 06beMbl B
ananasoHe 25-250 Mkn;

- UWIMHAP MEepHbIN BMecTuMocTbio 500 Mn;

- BOAa AUCTUINIMPOBaHHas;

- NepyaTKn pe3nHOBbIE UIN NAACTUKOBbLIE;

- bymara ¢unbTpoBanbHas.
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7. NOAroToOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. Nepen npoBefeHWeM aHanM3a KOMMNoHeHTbl Habopa u nccneayemble obpasubl
CbIBOPOTKM (Nnasmbl) KpOBM CclieAyeT BblAepXaTb MNpUM KOMHATHOM Temnepartype
(+18...425 °C) He meHee 30 MUH.

7.2. MNpurotoBnieHne nJsaHwera.

BCKpbITb MakeT C NAaHLWeTOM U YCTaHOBWUTb Ha paMKy Heob6xoAMMoe KOM4ecTBO
ctpunoB.  OcTaBlMECA  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTO6bI  MpeaoTBpaTUTb
BO3JENCTBME Ha HUX BNaru, TwaTtesnbHO 3aknenTb byMaron Ans 3akneMBaHms NaaHLWeTa
M XpaHuUTb Npun TemnepaType +2...4+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. NMpurotoBnieHne OTMbIBOYHOIro pacrBopa.

B cnyyae ppo6bHoro ucnonb3oBaHuss Habopa cneayer otobpatb Heobxoaumoe
KOJIMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa M pa3BecT AUCTUIIMPOBAHHOWM
BOAOM B 26 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOIO pacTeBopa + 25 Mn ANCTUNNMPOBAHHOWM
BOAbI).

7.4. NoarotoBkKka KaiIM6poBOYHbIX NPO6.

MpuroToBbTe KanMbpPoOBOYHbIE MPOObLI U KOHTPOJIbHYIO CbIBOPOTKY: AobaBbTe 0.5 Mn
6MANCTUNNMPOBAHHOW BOAbI B KaXAbl (plakoH W TwaTenbHO nepemelsanTe. Xuakue
KannbpaTopbl AO0MKHbI 6blITb WCMONb30BaHbl B TeyeHuMe 1 yvaca; Ana MNOBTOPHOMO
MCMO/Ib30BaHNS UX PEKOMEHAYEeTCS 3aMOpPO3UTb B asiMKBOTaX Mpu TeMmnepaType Huxe

-15 °C. BHUMAHUE: ponyckaeTca He 6onee 1 unkna 3aMopa)xmBaHUsi-oTTauBaHus!
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8. yc/ioBus XPAHEHUA U SKCNJIYATALUUUN HABOPA

8.1. Habop peareHToB «KanbUUTOHUH-UDA» [OMKEH XPaHUTbCA B YMNakKoBKe
NpeanpuaATUA-U3roToBuTens npu temnepaTtype +2...+8 °C B TeyeHue BCero cpoka
roAHOCTW, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcrnopTupoBka) Habopa npu Temnepatype no +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

OonyckaeTrcsa ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kanmbpoBoOUHbIX NpPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJIMKBOTaX.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uvccrieayembix
o6bpa3uoB, 5 kanMbpoBoYHbIX NpPob6 M 1 Npobbl KOHTPOSIbLHOM CbIBOPOTKM (BCero 96
onpeneneHun).

8.3. B cnyyae apobHoro mcnonb3oBaHns Habopa KOMMOHEHTbI CnefyeT XpaHuTb
cneapyowmnm obpasom:

- OCTaBLUMECS HEeWUCMNoSib30BaHHbIMW CTPUMbl HEO6XOAMMO TLATENbHO 3aKI1euTb
bymaron ana 3aknevMBaHus nNnaHWweTa W XpaHuTb Npu TemnepaTtype +2...+8 °C B
TeueHue BCero cpoka rogHoctn Habopa;

- KOHblOraT, cybCcTpaT, CTon-peareHT nocse BCKPbITUA (PNakoHOB CleayeT XpaHuTb
npu Temnepatype +2...4+8 °C B TeueHuMe BCero cpoka rogHoctn Habopa;

- IMOPUNN3NPOBaHHbIE KanMbpoBOUHbIE MPO6bl U KOHTPOJIbHYIO CbIBOPOTKY CneayeT
XpaHuUTb Npun TemnepaTtype +2...+8 °C B TeuyeHne Bcero cpoka rogHoctn Habopa;

- OCTaBLUMMCHA HEWCMNOJSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTBopa cnepyet
XpaHUTb Npu Temnepatype +2...+8 °C B TeueHne BCEro cpoka rogHocTn Habopa.

- MNPUroTOBJIEHHbIA OTMbIBOYHbIN pPacTBOp CreayeT XpaHuTb MNpU  KOMHATHOM
Temnepatype (+18...+25 °C) He 6onee 15 cyTok unu npu Temnepatype +2...+8 °C He
6onee 45 cyTok;

MpumeyaHue. Mocne MCNonb30BaHNA peareHTa HEMEeASIEHHO 3aKpblBaWTe KPbILWKY
dnakoHa. 3akpbiBaniTe Kaxablii hNakoH CBOEN KPbILLKOW.

8.6. lpu ucnonb3osBaHun Habopa Ana npoBefeHWUS HECKONbKMX HE3aBUCUMbIX
cepuin aHanu30B cneayeT UMeTb B BUAY, YTO AN KaXXA0ro He3aBMCMMOro onpeaeneHns
Heobx0ANMO MOCTPOEHNE HOBOIO KannMbpoBOYHOrO rpadumka.

8.7. Ins nony4yeHMs HaAexXHbIX pe3ynbTaToB HeobxoaMMo cTporoe cobniogeHue
WNHCTpyKUMM no npumeHeHuto Habopa.
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10. OXXKUAQAEMbIE 3HAHYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3yjbTaTax MWccnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHZyeM mnonb30BaTbCAd HOpMaMu, MNPUBEAEHHbIMM HUXe. BMmecte C
TeM, B COOTBETCTBUM C npaBunamu GLP (Xopowein nabopaTopHON NpakTUKK), Kaxkaas
nabopatopusa [AoO/MmMKHa caMa onpeaenuTb napaMeTpbl HOPMbl, XapaKTepHble ANns
obcneagyemor nonynsumm.

MpuMeyaHune. 3HaUYeHUs1 KOHLEHTpauMin KanbLMTOHMHA B uccnenyembix obpasuax,
HaxoAsimecs HuXKe rpaHuubl 4yyBcTBUTeNnbHocTM Habopa (0.5 nkr/mn), a Takxe
rnpeBbialLWMe 3HavyeHne BepxHen kanubpoBouyHoir npobel (900 nkr/mn) cnepyet
npuBoauTbL B crepywowelr dopme: B uccnegyemoMm obpasue X KOHUEeHTpauus
KanbUWUTOHMHA HMXe 0.5 nkr/mn nnu Bbiwe 900 nkr/mn.

e EAuHnLbI, nKr/mn

rpynna Huxuuii npepen BepxHuit npegen
My>umnHbl - 290
MKEHLMHbI - 14.0

Mo BonpocaM, kacatowmnmcs kadectsa Habopa « KanbuUTOHUH-UDA »,
cneayet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-in noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIl)
3M1eKTpoHHas noyta: info@xema.ru; rqc@xema.ru

MHTEpPHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,

K. 6. H. . C. KoCcTpnkunH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of calcitonin 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 43 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Calcitonin (also known as thyrocalcitonin) is a 32-amino acid linear polypeptide
hormone that is produced in humans primarily by the parafollicular cells (also known
as C-cells) of the thyroid gland

Calcitonin assay is used in identifying patients with nodular thyroid diseases. It is
helpful in making an early diagnosis of medullary carcinoma of thyroid. A malignancy
of the parafollicular cells, i.e. Medullary thyroid cancer, typically produces an elevated
serum calcitonin level. Prognosis of MTC depends on early detection and treatment.

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 calcitonin-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monoclonal to human
calcitonin, 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

Document: K2611 Instruction version: 1902 Format version: 000
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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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.

Document: K2611 Instruction version: 1902 Format version: 000
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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 pl;

- Microtiter plate shaker. Shaking should be medium to vigorous. Longitudinal
shaking approximately 200 strokes/min, oscillations 600-800/min

- 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 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

Before first use of the kit dissolve the calibrators: add 0.5 ml of deionized water
to each vial and mix thoroughly avoiding foam formation. Liquid calibrators should be
used within an 72 hours.

For long term storage it is recommended to freeze the calibrators in aliquoted
portions and store below -15 °C. ATTENTION: AVOID REPEATED FREEZE-THAW CYCLES.

6. 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.

7. TEST PROCEDURE

7.1. 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.

- Itis 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.

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: K2611 Instruction version: 1902 Format version: 000

13



K261I

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.

2 | Before first use of the kit dissolve the calibrators: add 0.5 ml deionized water
to each vial and mix thoroughly avoiding foam formation. Liquid calibrators
should be assayed within an 1 hour, aliquoted and stored frozen below -15 °C.
ATTENTION:AVOID MORE THAN 1 FREEZE-THAW CYCLES!

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

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

5 |Incubate 60 minutes at +18...4+25 °C and continuous shaking at 600-800 rpm.

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 ul of SUBS TMB into the wells.

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

9 | Dispense 100 ul 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.

7.5. Handing notes
Calibrators and control sample(s) - only one freezing/thawing cycle is allowed
Document: K2611 Instruction version: 1902 Format version: 000
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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 calcitonin concentration.

9.3. Determine the corresponding concentration of calcitonin 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) x 1000
CAL 1 0 pg/ml 0.105
CAL 2 10 pg/ml 0.119
CAL 3 40 pg/ml 0.144
CAL 4 300 pg/ml 1.360
CAL 5 900 pg/ml 2.999
Document: K2611 Instruction version: 1902 Format version: 000
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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 Calcitonin. 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.

o Units, pg/ml
’ Lower limit Upper limit
male - 29.0
fermale - 14.0

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
PTH <0.01%
salmon calcitonin <0.01%
TSH <0.01%

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.5 pg/ml.

11.3. Linearity

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

11.4. Recovery

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

Document: K2611 Instruction version: 1902
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Instruction for use

XEMA

MHCTPYKUIA NO NPUMEHEHWIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO OMNMPEAEJIEHNA
C-NMENTUAA B BUOJTIOTMYECKUX XKUAKOCTAX YEJIOBEKA

«C-MENTUA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FORTHE QUANTITATIVE DETERMINATION

OF C-PEPTIDE IN HUMAN BLOOD SERUM OR PLASMA, URINE

C-peptide EIA

HOMEP MO KATANIOTY K267C

TY N2 21.20.23-2671-18619450-2018

PETMICTPALIMOHHOE YOOCTOBEPEHUE
N2 P3H 2018/7915 ot 06 fekabps 2018 .

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBytoT

KOHTpOnbHble CbIBOPOTKY, BXOAALLME B COCTaB Ha6opa, NHAKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

u XEMA Co., Ltd.

The 9th Parkovaya str., 48

105264 Moscow, Russia

Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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MHCTPYKLUHMNA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO ONPEAEJIEHUNA
C-NMENTUAA B BUOJIOTNMYECKUX XXNOKOCTAX YEJTOBEKA
«C-NENTUA-NDA>»

1. HASBHAYEHME

1.1. Habop peareHToB «C-nentna-UOA» npepHasHaveH A9 KONMYECTBEHHOrO
onpeaeneHuns KoHUeHTpauum C-nenTtuaa B CbiIBOpOTKe (N1asmMe) KpoBu, MoYe MeTOL40M
TBEpAO0(da3HOro MMMyHOMEPMEHTHOIO aHanmsa.

2. NMIPUHUMN PABOTblI HABOPA

Onpepenenne C-nenTvAa OCHOBAHO Ha WCMNOSb30BaHUM <«C3HABUY»-BapuaHTa
TBEpAO0ha3HOro MMMyHOMEPMEHTHOrO aHann3sa. Ha BHyTpeHHeN NoBEePXHOCTU JTYHOK
nnaHweTta MMMO6MNM30BaHbl MbIlWWHbIE MOHOKJ/IOHasjlbHble aHTUTena K c-nentunay
yenoseka. B nyHkax nnaHweTa, npu gobasneHnn nccnegyemoro obpasua, npoMcxoamt
cBaA3blBaHWe C-nenTuaa, CoAepXKallerocs B uccnenyemMom obpasue, € aHTUTenamu
Ha TBepaol dase. Obpa3oBaBLIMACA KOMMIEKC BbISBASIOT C MOMOLbI KOHblOrata
MbIWMHBIX MOHOKJ/IOHaNbHbIX aHTUTen k C-nenTtuay 4enoBeka C MepoKcuMaa3omn
XpeHa. B pe3ynbraTe o6pasyeTcs CBA3aHHbIM C NIAaCTUKOM «CIHABUY», COAEPXKaLLUA
nepokcmpasy. Bo Bpems nHkybauumn c pactsopom cybcTtpata TeTpameTunbeHsnamHa
(TMB) nponcxoanT oKpalnBaHWe pacTBOPOB B TyHKaX. MHTEHCUMBHOCTb OKpPaCKun NpsamMo
nponopunoHanbHa KoHueHTpauum C-nentuaa B uccneayemom obpasue. KoHueHTpaumio
C-nentnaa B muccneayemblx obpasuax onpenensioT rno KanmbpoBo4YHOMY rpaduky
3aBUCUMOCTU ONTUYECKOM MSIOTHOCTU OT codepxaHusa C-nentvaa B KannmbpoOBOUHbIX
npobax.

Document: K267CI Instruction version: 1901 Format version: 612
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3. AHAJINTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmnUYHOCTb. epeKkpecTHas peakuus MbIWNHBIX MOHOKJIOHASbHbIX
aHTUTen Kk C-nenTuay 4YenoBeka C APyruMy aHanmTamu npuseaeHa B Tabnuue:

Axanut NepekpecTHan peakuua, %
MHCYNNH YenoBeka <0.01
NMPOWHCYNNH YesioBeKa (MHTaKTHbIN) 2.7
Humalog 0.3

3.2. Bocnpon3BoaUMOCTb.

KoadduruneHT Bapnaummn pesynbTatoB onpeaeneHuns cogepxaHua C-nentuaa B
OAHOM M TOM e obpa3sue cbiBOPOTKM (Nna3Mbl) KPOBU C ucnosb3oBaHuem Habopa
«C-nentna-NOA» He npesbiwaeT 8.0 %.

3.3. JINHEeNHOCTb.

3aBUCUMOCTb KOHLEeHTpauun C-nentuaa B obpasuax CbiBOPOTKM (N1a3Mbl) KPOBU
npu pa3BefeHUN UX CbIBOPOTKOM (M1a3Moi) KpoBM, He coaepxaller C-nentna, numeet
NIMHENHbI XapaKTep B AMana3oHe KoHueHTpauui 0.2-20 Hr/mn un coctasnseT £10.0 %.

3.4. TOYHOCTD.

[aHHbI aHanUTUYEeCKMin napamMeTp MNpPOBEpseTCa TECTOM Ha <«OTKpbITME» —
COOTBETCTBME U3MEPEHHOW KOoHUueHTpauum C-nentmaa npeannucaHHOW, Mosy4YeHHOM
nyTeM CMelMBaHUS paBHbIX 06BbEMOB KOHTPOJIbBHOW CbIBOPOTKM W KanvbpoBOYHOWM
npo6bl 0.5 Hr/Mn. MNMpoueHT «oTKpbITUA» cocTaBnseT 90-110 %.

3.5. YyBCTBUTENIbBHOCTD.

MuHuManbHaas  OOCTOBEpPHO  ornpepensemas Ha6opom «C-nentna-NoOA»
KOHUeHTpaunsa C-nentnaa B cbiBOpOTKe (Maa3Me) KpoBu He npesbiwaeT 0.015 Hr/mi.

3.6. Xyk-addekr.

He o6Hapy»eH Ao kKoHueHTpauun 400 Hr/mA.
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5. MEPbI MPEAOCTOPOXXHOCTH

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

5.2. Bce koMMoHeHTbl Habopa, 3a uckntoyeHneMm cton-peareHTta (5.0 % pacTtBop
CepHOW KUCMOTbI), B UCNOJIb3YEMbIX KOHLEHTPaUMSaX ABNAIOTCA HETOKCMYHbIMU. PacTBop
CepHoM KkucnoTbl obnagaer pasgpaxkatowmm genctemem. M3beratb pasbpbiarmBaHus u
nonagaHus Ha KOXy W cam3uctble. MNpu nonagaHnn Ha KOXY U C/IM3UCTbIE MOPAXeHHbIN
y4acToK cieayeT NpoMbITb 60MbLINM KOTMYECTBOM MPOTOYHON BOAbI.

5.3. lNpwn paboTte c Habopom cnepyet cobnoaath «lpaBuna yCTpoOMCTBa, TEXHUKMU
6e30macHOCTM, MPOU3BOACTBEHHONW CaHUTapuu, MPOTUBO3MNUAEMUYECKOrO pexunma
M NIMYHOW ruUrmeHbl Npu paboTe B nabopatopusax (OTAeNeHusx, oTAenax) CaHWTapHO-
3NUAEMNONOMNYECKNX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBA 34paBooxpaHeHus CCCP»
(MockBa, 1981 r.).

5.4. lNpun pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VMHOBbIE WU
NIacTUKOBbIE MepyaTKK, Tak kak obpasubl KpOBM YenloBeKa cneayeT pacCMaTpmBaTh Kak
noTeHuManbHO MHOULMPOBAHHbIM MaTepuan, CNOCO6bHbIN ANNTENbHOE BPEMS COXPaHSATb
n nepepasatb BWY, Bupyc renatuta wuam nwbow aApyron Bo3byauTenb BUPYCHOW
MHbeKunn.

5.5. Bce wucnonb3oBaHHble OAHOpa30Bble MaTepuanbl noaBepratb o0b6paboTke
Ae3VHDUUMpYLWMMKN cpeacTBamMn C nocrneaywoouwen ytunusaumen (cm. MY-287-113
«MeToamyeckme ykasaHus no Ae3vHdeKkunn, npeacTepuv3aunmoHHON OUYUCTKE W
cTepunM3aummn n3pennin MeaMUMHCKOro HasHavyeHns»).

5.6. MeauumHcknme oOTxoAbl Knacca b. YTuamsauuio UM YHUYTOXEHME,
Ae3nHdekumo HabopoB peareHTOB cneayeT MpoBoAUTb B COOTBeTCTBUM € CaHluH
2.1.7.2790-10 «CaHuTapHoanungemMmonormyeckne TpeboBaHnsa K obpaweHuto ¢
MeAMUMHCKUMK oTXogamMu» n MY-287-113 «MeTtogmnueckme ykasaHusl No gesmHdekunm,
npeacTepunn3aunoHHON OUNCTKE N CTEPUIMU3ALUN N3AENVNA MEAULIMHCKOTO Ha3HAUYEHUS».

6. OBOPYJOBAHUE N MATEPUAIJ1bI,
HEOBXOAWMBIE NPU PABOTE C HABOPOM

- @dOoTOMETp BEPTUKANbHOIO0 CKaHMPOBaHUS, MO3BONAOWMA N3MEPATb ONTUYECKYHO
MAOTHOCTb COAEPXMUMOro JIYHOK MiaHLweTa npu AJIMHE BOMHbI 450 HM;

- [03aTopbl CO CMEHHbIMM HaKOHEeYHMKaMu, Mo3BonslwMe oTb6MpaTb 06bEMbI
B Anana3oHe 25-250 mkn;

- UMAMHAP MepHbIN BMecTuMocTbio 1000 Mn;

- BOA@ AUCTUNNIMPOBaHHas;

- MepyaTKu pe3nHOBbIE UAW NIACTUKOBbIE;

- bymara dunbTpoBasbHas.

7. NOArOTOBKA PEAFEHTOB )11 AHAJIU3A

7.1. MNMepen npoBefeHWeM aHanu3a KOMMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKW (Nn1a3Mbl) KpOBM cleayeT BblAepXaTb MPpW  KOMHaTHOW TemnepaType
(+18...425 °C) He MeHee 30 MUH.

7.2. MpuvroToBJieHUe nJjaHLweTa.

BckpbITb NakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoanMOe KOM4ecTBO
cTpunoB. OcTaBwKWecs HEWCNONb30BaHHbIMM  CTpUMbl, 4YTO6bI MpPeaoTBpPaTUTb
BO34ENCTBME Ha HUX BNaru, TwaTtenbHO 3aknenTb bymaron Ans 3akienBaHus nnaHweTa
M XpaHUTb Npu TemnepaType +2...4+8 °C B TeyeHune Bcero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHME OTMbIBOYHOI0 pacTtBopa.

Copepxumoe dnakoHa ¢ KOHLEHTPaTOM OTMbIBOYHOro pactesopa (22 M), nepeHecTun
B MEpHbI uUMAnHAp BMecTuMocTbto 1000 mn, pob6aButb 550 MA AUCTUANMPOBAHHOM
BOAbl W TWATeNbHO nepemewaTtb. B cnyyae gpobHoro ucnonb3oBaHua Habopa cneayer
oTo6paTb HEO6X0AMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa M pasBecTu
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ONCTUNNMPOBaHHOM BodoW B 26 pa3 (1 MAN KOHUeHTpaTa OTMbIBOYHOrO pacTteopa +
25 MAN AUCTUNNNPOBAHHOM BOAbI).

7.4. NoarotoBka KaJnMbpoBOYHbIX NMpob.

MpurotoBbTe KanMbpoBoUHbIE MPO6bLI M KOHTPOJIBHYO CbIBOPOTKY: AobaBbTe 0.5 Mn
6MANCTUNNMPOBAHHOM BOAbl B KaxAbl (hfakoH W TWaTenbHO nepeMellanTe. Xuagkue
KannbpaTopbl AOMKHbI ObITb MCMOMb30BaHbl B TeyeHwe 72 4acos; A/ MOBTOPHOMo
MCMNONIb30BaHMs UX PEKOMEHAYETCS 3aMOpPO3UTb B asIMKBOTax Mpu TemnepaType Huxe
15°C. Ona 6onee AnUTENbHOrOo XpaHeHusi KanmbpaTopbl MOXHO AaNMKBOTMPOBATb M
XPaHUTb 3aMOPOXEHHbIMW NpK TeMnepaType Huxe -15°C. BHUMAHUE: ponyckaeTtcs He
6onee 1 umkia 3amMopakmBaHus-oTTamBaHmus!

7.5. MNMoaroTtoBka o6pa3uoB MouM:

OcBeTnute o6pasubl ueHTpudyrvposaHuemM. Paszbasbte B 21 pa3 Bydepom ans
pa3BeaeHus obpasuos. Npumep: 10 mkn obpasua + 200 mkn bydepa ana pa3seneHus
o6bpa3uoB. BHnMMaHue: pasbasneHHbIi obpasel He XxpaHuTcs!

8. YC/1OBUA XPAHEHNA U SKCNNTYATALUNN HABOPA

8.1. Habop peareHToB «C-nentna-N®A» fonxeH XpaHUTbCS B yNakoBKe NpeanpusTms-
M3roToBuTens NpuTeMnepaTtype +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)MBaHue Lenoro Habopa.

8.2. Habop paccuMTaH Ha npoBeAeHMe aHanmMsa B AybnukaTtax 41 uccnepyemoro
obpasua, 6 KkannMbpoBOYHbIX MPo6 M 1 Npobbl KOHTPOSILHOW CbIBOPOTKKM (BCero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro ucnosnb3oBaHus Habopa KOMMOHEHTbI cneayeT XpaHUTb
cnepytowmm obpasom:

- OCTaBLUMECS HEMCMNOIb30BAHHbIMU CTPUMbl HEOOXOANMO TLWATENBHO 3aK1enTb bymaromn
AN 3aKNenBaHWS MnaaHweTa U XpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHue Bcero
cpoka rogHocTtn Habopa;

- N®A-Bydep, koHbloraT, cybcTpaT, CTon-peareHT Nocie BCKPbITUS NakoHOB creayeTt
XpaHuTb Npu TemnepaType +2...+8 °C B TeyeHune BCero cpoka rogHoctn Habopa;

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

- OCTaBLWINCA HEWCMNONb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTBopa cleayet
XpaHuTb Npu TemnepaType +2...+8 °C B Te4yeHune BCero cpoka rogHoctn Habopa;

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

MNpuMeyaHue. Mocne WMCNOAb30BaHUS peareHTa HeMeAsleHHO 3aKpblBalTe KpbIWKY
¢nakoHa. 3akpbiBaiTe Kax bl hf1akoH CBOEN KPbILLIKOWA.

8.4. [1na npoBefeHUs aHanu3a He crieayeT MCMoNb30BaTb FEMOSIM3UPOBAHHYIO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Npon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnepyeT XpaHuTb npu TemnepaType -20 °C. [oBTopHOe 3aMopaxuBaHue-oTTansaHue
06pasuoB CbIBOPOTKM (Ma3Mbl) KPOBM He gonyckaeTcs. [lonyckaeTcsi uccnenoBaHue
CbIBOPOTOK, XpaHEHUe KOTOpbIX C MOMeHTa 3abopa KpOBM OCYLLECTBASNOCL MNpuU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyTok. O6pasubl MOUUN crieayeT OCBETIUTb
LeHTpudyrnposaHuem nepes aHaamsoM Uam nocsae pasMopo3Ku.

8.6. lpun wncnonb3oBaHun Habopa Ana nNpoBeAEHUS HECKOSIbKUX He3aBUCUMbIX
cepui aHanu3o0B cneayeT UMeTb B BUAY, YTO ANSA KaXAOro He3aBMCMMOro onpeaeneHus
HeobxoaMMOo MOCTPOEHME HOBOIro KaMbpoBOYHOro rpadmnka; KpomMe 3Toro, peKkoMeHayeTcs
onpeaeneHue KoHueHTpauum C-nentnaa B KOHTPOJSIbHOW CbIBOPOTKE.

8.7. [lna nony4yeHuss HaZeXHbIX pe3ynbTaToB HeobxoaAuMO CTporoe cobniogeHue
NHCTpYyKUMKN NO npuMeHeHuto Habopa.
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10. O)XKXUAAEMbIE 3HAYEHUSAA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ysbTaTax WccnenoBaHui, npoBeaeHHbix OO0
«XEMA», pekoMeHAyeM Mno0Jsib30BaTbCA HOpMaMu, NMpuBeAEHHbIMU HUXe. BmecTe ¢
TeM, B COOTBETCTBMU C npaBunammn GLP (Xopowein nabopaTopHON NpakTUKK), Kaxaas
nabopatopus p[osmKHa caMa onpeaennTb MapaMeTpbl HOPMbl, XapaKTepHble Ans
obcneayemon nonynsauum.

MpuMeuaHume. 3HavyeHUs KoHUeHTpauui C-nentmaa B nccnegyembix obpasuax,
HaxoAsWmMecs HUXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.015 Hr/mn), a Takxe
npeBbIIAOWNE 3HavyeHue BepxHel KanmbpoBo4yHOM npobbl (20 Hr/mn) cnepyet
npueBoaMTb B cheaywuwen dopme: B uccneayeMoMm obpasue X KOHUEHTpauus
C-nentnaa Huxe 0.015 Hr/Mn nnu Bbiwe 20 HI/MA.

B Habope «C-nentuna-UOA» 3HayeHUs KOHUEHTpauuin KannbpoBOYHbLIX Mpob
BblpaXKeHbl B HI/M/. 1N nepecyeTa KOHLEHTpPaUni B MKMOb\/1, MOJTy4YeHHOe 3HayeHne
KOHUEHTpauumn B HI/MN criegyeTt YMHOXUTb Ha 331.

1 Hr/mMn = 331 nkMonb\n

Eaunnubl, Hr/mn Eaunuyb gon., NKMonb\n
Wccnepyemas rpynna N N N »
Huxnuii npepen | Bepxuuitnpepgen | Hwxuuii npegen | Bepxuuii npepen
CbIBOPOTKA 0.9 5.0 298 1655
(nnasma)
Mo4a 2 MKr/noeHb 260 MKr/aoeHb

Mo BonpocaM, kacawwmmcs kadectsa Habopa «C-nentug-NdA»,
cnepyetT obpawaTtbca B 000 «XEMA» no aapecy:

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: Www.Xema.ru; www.xema-medica.com

PykoBoaunTenb cnyx6bl knmeHTckoro cepsmca OO0 «XEMA>»,

K. 6. H. [I. 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 ul,
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!

Calibrators Value Abso(r4bsaon;:|l)lnlts & I

CAL 1 0 ng/ml 0.05 &6

CAL 2 0.2 ng/ml 0.23

CAL 3 0.5 ng/ml 0.33

CAL 4 2 ng/ml 0.90 A

CAL 5 5 ng/ml 1.60 sop /

CAL 6 20 ng/ml 2.57 N ‘ ‘ ‘ ‘

0 4 8 12 16 20

Document: K267CI Instruction version: 1901 Format version: 612
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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)

0.9

5.0

298

1655

urine

2 ug/day

260 ug/day

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:

1

10

0.6

6.7

2

10

5.8

7,7

Inter-assay precision is shown below:

1

10

0.85

4.5

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%.

Instruction version: 1901 Format version: 612
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




Yeaxaembliii Knnent!

Ecnv B npouecce paboTbi c Hawmmmn Habopamu Bam noHagobunmncs nnacTMKoBble BAHHOUKYM ANA KUOKUX
peareHTOB, OHOPa30Bble HAKOHEYHVKW ANA [103aTOPOB UMW [OMOHUTENbHblE 0ObeMbl peareHToB
(KoHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpaTta TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXxoAALmMX B cocTaB Habopa, npocum Bac obpatnTbea K noctaswuky npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoanmom ans
\nposeneuvm aHanusa KonuyecTse.

J
MNMepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-VOA» Resion Dagrante.

K101™M «Toxoplasma IgM-NDA» o e

K102 «Rubella IgG-N®A»

K102M «Rubella IgM-UDA»

K103 «Cytomegalovirus IgG-NDA» s, W S,

K103M «Cytomegalovirus IgM-VIOA» — =

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-MOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-MDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyei NIMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ noboro
MOGUNBbHOTO UK CTauoHapHoro TefiedoHa No Bcel Tepputopun Poccum.

pem Bawumx oT3bIBOB 1 NpeA/ioXKeHUI Mo agpecam:

LieHTpanbHbiit opuc 000 «XEMA»

Anpec AnA KoppecroHAeHLnu:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 noa., 5 aTax

Ten.: +7 (495) 510-57 07, 737-39-36; .

daKc: +7 (495) 737-00-40 l S |

e-mail: info@xema.ru xemahelp
www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, JertapHbiii nep., A. 8-10, nutep A
e-mail: sppb@xema.ru

CM 000 «Xemma-Tect», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Malweposa, g. 11,

nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, r. Kues, yn. Akafiemvka Edpemosa, 4. 23;

e-mail: info@xema.com.ua




v,
Sl yﬁ‘»

Y Srgy,
IS,
%,

/
HES

AT
S

4]

Instruction for use

HABOP PEATEHTOB ANA MMMYHO®EPMEHTHOIO
OMPEAENEHUA MHCYJIUHA
B CbIBOPOTKE (IMJIA3SME) KPOBU YEJIOBEKA

«AHCYJTINH-UDA»

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

INSULIN EIA

HOMEP MO KATASIOTY K267N
TY N 21.20.23-267-18619450-2018

PETMCTPALMOHHOE YOOCTOBEPEHWE
Ne P3H 2018/7882 ot 07 filekabpa 2018 r.

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBytoT
KoHTponbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, NHAaKTUBUPOBaHbI.

For 96 determinations/Ha 96 onpenenexui

[ina uH 8BUMPO [NarHOCTUKM
c €

Sl

8 000 “XEMA” . Lo .
\ 125000, MockoBckas 061, I. banawuxa, sgngz;: Representative in EU:
oo, YT TpyGeuxas, p. 2B Steinacker 20, D-73773

N\ } redkin@xema-medica.com

www.xema-medica.com Aichwald, Germany

e-mail: info@polmed.de
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5. MEPbI MPEOOCTOPOXHOCTHU 5
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MHCTPYKLUHMA MO NPUMEHEHUNUIO HABOPA PEATEHTOB
and AMMYHO®EPMEHTHOIO ONMPEAENEHNA NHCYJTUHA
B CbIBOPOTKE (MJIASME) KPOBU YEJTOBEKA
«UHCYJINH-NDA»

1. HASBHAYEHME

1.1. Habop peareHTtoB «MHCY/IMH-UOA» npeaHa3HayeH AN KOMYECTBEHHOMO
onpeneneHns KOHLUEHTPauWM WHCYIMHA B CbIBOPOTKe (Msa3Me) KPOBU METOAOM
TBepAodasHoOro UMMyHodepMeHTHOro aHanusa.

2. NMIPUHUMN PABOTblI HABOPA

OnpepeneHne WHCYNMHA OCHOBAHO Ha WCMNOMb30BaHUUM <«C3HABUY»-BapuaHTa
TBEpAO0ha3HOro MMMyHOMEPMEHTHOrO aHann3sa. Ha BHyTpeHHeN NoBEePXHOCTU JTYHOK
nnaHweta WMMOOWMAN30BaHbI MbllUWMHbIE MOHOKJ/IOHANIbHbIE a@HTUTeNa K WHCYAUHY
yenoseka. B nyHkax nnaHweTa, npu gobasneHnn nccnegyemoro obpasua, npoMcxoamt
CBSI3bIBAHME WHCY/NIMHA, CoAepxalerocs B mccnenyemom obpasue, € aHTUTEenamu
Ha TBepaol dase. Obpa3oBaBLIMACA KOMMIEKC BbISBASIOT C MOMOLbI KOHblOrata
MbIWMHBIX MOHOKJIOHaNbHbIX a@HTUTEN K WHCY/IMHY 4YesioBeka C MepoKcuMaa3omn
XpeHa. B pe3ynbraTe o6pasyeTcs CBA3aHHbIM C NIAaCTUKOM «CIHABUY», COAEPXKaLLUA
nepokcmpasy. Bo Bpems nHkybauumn c pactsopom cybcTtpata TeTpameTunbeHsnamHa
(TMB) nponcxoanT oKpalnBaHWe pacTBOPOB B TyHKaX. MHTEHCUMBHOCTb OKpPaCKun NpsamMo
nponopumnoHanbHa KOHUEHTPaLMK MHCYIMHA B uccneayemom obpasue. KoHueHTpauumio
WHCYNMHa B uccneayeMbix obpasuax onpenensioT no KaanbpoBoyHOMY rpaduky
3aBUCUMOCTU OMNTUYECKOWN MAOTHOCTWU OT COAepXaHWUS WMHCYNUHa B KalnbpOBOUYHbIX
npobax.

Document: K267NI Instruction version: 1904 Format version: 000
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3. AHAJINTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmnUYHOCTb. epeKkpecTHas peakuus MbIWNHBIX MOHOKJIOHASbHbIX
QHTUTEN K MWHCYNMHY 4esioBeka C APYrMMW aHanuTamMu npuBedeHa B Tabnuue:

Axanut NepekpecTHan peakuua, %
MPOUHCYNH YenoBeka <0.01
614N MHCYTNH <40
CBUHOW WHCYNNH <60

3.2. Bocnpon3BoaUMOCTb.

KoadduruneHT Bapmaumm pesynbTaTtoB OnpefenieHuss COAepXaHUS WMHCYIMHA B
OAHOM M TOM Xe obpa3sue CbIBOPOTKM (Nna3Mbl) KPOBM C ucnonb3oBaHveMm Habopa
«NHCYTNH-NDA» He npeBsbiwaeT 8.0 %.

3.3. JINHEeNHOCTb.

3aBUCUMOCTb KOHLUEHTPaLUN UHCYIMHA B obpa3uax CbiIBOPOTKKU (NasMbl) KPOBU
npu pasBeAeHUM X CbIBOPOTKOWM (Na3Moi) KpoBM, He coAepXKalen UHCYNNH, MeeT
NIMHENHbI XapakTep B AuMana3oHe KoHueHTpauun 4-200 MKME/mMn n coctasnseTr
+10.0 %.

3.4. TOYHOCTb.

[aHHbI aHanUTUYeCKMin napamMeTp MpPOBEpPSEeTCa TECTOM Ha <«OTKpbITME» -
COOTBETCTBME WU3MEPEHHOM KOHUEHTpauuu MHCY/IMHA MNpeaAnnuCaHHON, MOJTyYEeHHOWN
NyTEM CMeLWWBaHUA paBHbIX 06bEeMOB KOHTPOJSILHOW CbIBOPOTKM U KanubpoBOYHOM
npobbl 15 MKME/MA. MpoueHT «oTKpbITUA» cocTasnseT 90-110%.

3.5. YyBCTBUTE/IBHOCTb.

MuHuMManbHass  AOCTOBEPHO  onpeaensiemas Ha6opom «NHCYNMNH-NDA»
KOHLIEHTpauunsa MHCyInHa B CbiIBOPOTKe (MNn1a3me) KkpoBu He npesbiwaeT 0.5 MKME/Mn.

3.6. Xyk-addeKrT.

He obHapy>eH A0 KoHueHTpauun 5000 MkME/Mn.
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5. MEPbl NPEAOCTOPOXHOCTHN

5.1. MoTeHuMnanbHbIM puck npuMeHeHnst Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwoyeHmem cton-peareHta (5.0 % pactBop
CEPHOI KMCNOTbI), B UCMOJSIb3YEMbIX KOHLLEHTPALMAX SBASIOTCSA HETOKCMYHbIMU. PacTBop
CepHON KMcnoTbl obnagaeT pasapaxatowmm aencteneM. Msberatb pasbpbiarmBaHusa u
nonagaHunst Ha KOXy U cam3ucTtble. Mpy nonagaHumM Ha KOXY M CAU3UCTbIE MOPAXEHHbIN
y4acToK cnefyeT NpoMbITb 60/bLIMM KOIMYECTBOM NMPOTOYHOWN BOAbI.

5.3. Npu paboTe c Habopom cneayet cobntoaaTth «lpaBuia yCTponicTBa, TEXHUKHN
6e3onacHOCTM, NpPOM3BOACTBEHHOW CaHWTapuu, NPOTUBOIMNUAEMUYECKOrO pexuma
M IMYHOW TUrMeHbl Npu paboTe B nabopatopusix (OTAeneHusx, oTaenax) CaHuTapHO-
3MNAEMUONONMYECKUX YUPEXAEHUN CMCTEMbI MMHUCTEpPCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote c Habopom crneayeT HazeBaTb OAHOPA30Bble€ pPE3MHOBbIE WU
nnacTUKOBble NMepyaTku, Tak Kak obpasubl KpOBW YenoBeKa CriefyeT paccMaTpuBaTth
KaK MoTeHuuanbHO MWHMUUMPOBaHHbLIA MaTepuan, CrnocobHbIi ASNTeNbHOE BpeMs
COXpaHATb M nepepasaTb BUY, Bupyc rematuta wnu nwbon apyror BosbyauTtesnb
BUPYCHOW MHbeKUMN.

5.5. Bce wucnonb3oBaHHble OA4HOPA30Bble MaTepuanbl noAaBepratb obpaboTke
Ae3nHOUUNPYIOWNMU CpeacTBaMuM C mocneaywowen ytunmsaumnen (cm. MY-287-113
«MeToanyeckme ykasaHus Mo Ae3nHdekunn, npeacTepuim3aumMoHHON O04YUCTKE W
CTepuIM3aunm ns3gennim MeauuMHCKOro Ha3HavYeHnsa»).

5.6. MeaunumHckme oTxoabl knacca b. YTunumsaumio wam yHUYTOXEHue,
nesnHdekumnio HabopoB peareHTOB crnepyeT NMpoBOAWTb B cOOTBeTCTBUMM C CaHlluH
2.1.7.2790-10 «CaHuTapHo3anuaemumonormyeckme TtpeboBaHusa K obpalleHuto ¢
MeAVLMHCKMMUK oTXoAamMmn» n MY-287-113 «MeToanyeckume ykasaHus rno gesmHdekumm,
NpeacTeEPUIN3ALMOHHON  OYUCTKE W CTepunavsauum  usgenuii  MeaUUMHCKOro
Ha3HauYeHus».

6. OBOPYAOBAHUE U MATEPUAIJ1bI,
HEOBXOAWMBDIE NMPU PABOTE C HABOPOM

- ¢doToMeTp BepTUKaIbHOIr0 CKaHUPOBaHUS, MO3BOJISOLLNIA N3MEPATL ONTUYECKYO
NAOTHOCTb COAEPXMMOrO IYHOK MaHLWeTa Npu AIMHE BOHbI 450 HM;

- [03aTopbl CO CMEHHbIMW HaKOHEYHWKaMu, Mo3Bofsowme oTbupaTb 06bEMbI
B AnanasoHe 25-250 mkn;

- UWAMHAP MepHbli BMecTUMoCTbio 1000 mn;

- BOJa AUCTUNIMPOBaAHHas;

- nepyaTKu pe3nHOBble UM NIACTUKOBbIE;

- bymara dwunsTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A4J151 AHAJIN3A

7.1. Mepen npoBeaeHNEM aHanM3a KOMNOHEHTbI Habopa n nccneayemble obpasubl
CbIBOPOTKM (NnasMbl) KpOBM cClieayeT BblAepXaTb MpW KOMHATHOMW TemnepaType
(+18...425 °C) He MeHee 30 MUH.

7.2. NMpuroTtoBJsieHNe NMJaHLIeTa.

BCKpbITb NakeT € NNAHLWETOM U YCTaHOBWUTb Ha paMKy HeobxoAuMMoe KOMMYeCcTBO
cTpunoB. OcCTaBWMECS HEUCMNOSIb30BaHHbIMKM  CTpWMbl, 4TOObl MpeaoTBPaTUTb
BO3JENCTBME Ha HUX BNaru, TWwaTesibHO 3aknenTb byMaron AN 3aknemBaHms niaHweTa
M XpaHuTb Npu Temnepartype +2...+8 °C B TeueHue BCero cpoka rogHocTtn Habopa.

7.3. MNpurotoBaeHne OTMbIBOYHOro pacteopa.

Coaepxumoe nakoHa C KOHLEHTPATOM OTMbIBOYHOIO pacTtBopa (22 M), nepeHecTun
B MEpHbI UMANHAP BMecTuMocTbto 1000 mn, pgobaButb 550 MN AMCTUNAMPOBAHHOWN
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BOAbl W TWATeNbHO nepeMewatb. B cnyyae apobHoro ncnonb3oBaHus Habopa cneayet
oTobpaTh HEOOXO0AMMOE KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ONCTUNNMPOBaHHOM BodoW B 26 pa3 (1 MmN KOHUeHTpaTa OTMbIBOYHOrO pacTteopa +
25 MN AUCTUANMPOBAHHOM BOAbI).

7.4. MoaroTtoBka kanubpoBoyHbix Npob. MpurotoBbTe KannbpoBOYHble NPO6bLI 1
KOHTPOJIbHYIO CbIBOPOTKY: AobasbTe 0.5 MmN 6MANCTUNNIMPOBAHHON BOAbl B KaXAblA
¢pnakoHuTWaTeNbHO NepeMeLlanTe. Xuakme kanmbpatopbl A0KHbI 6bITb UCMONb30BaHbI
B Te4yeHue 72 4acos; AJ19 MOBTOPHOIro MCMOJIb30BaHUSA UX PEKOMEHAYETCH 3aMOpPO3UTh
B aJIMkBOoTax nNpu TemnepaTtype Huxe 15°C. [na 6onee ANUTENbHOrO XpaHeHUs
KanmbpaTopbl MOXHO aJIMKBOTMPOBATb U XPaHUTb 3aMOPOXEHHbLIMU MNpU TeMnepaType
Huxe -15°C. BHUMAHWE: ponyckaeTcs He 6onee 1 unkia 3amopaxunBaHus-otrtansaHms!

8. YCN10BUA XPAHEHUA U 3KCNJIYATALNN HABOPA

8.1. Habop peareHtoB <«UHCYJ/IMH-UDA» [O/MKEH XpaHUTbCS B yMakKoBKe
npeanpuATUS-U3roToBnTeNns npu TemnepaType +2...+8 °C B TedyeHune BCero Cpoka
roAHOCTW, YKa3aHHOro Ha ynakoske Habopa. [lonyckaeTca XpaHeHue (TpaHCNopTMpOBKa)
Habopa npu Temnepatype ao +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMopa)xvBaHue
uenoro Habopa.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanu3a B aybnukatax 42 uccnenyembix
obpasuoB, 5 kKanMbpoBoOYHbIX Npo6 M 1 Npobbl KOHTPOSILHOW CbIBOPOTKM (BCcero 96
onpeaeneHuni).

8.3. B cnyuyae apobHoro mcnonb3oBaHuss Habopa KOMMOHEHTbl cneayeT XpaHUTb
cneayrowmm obpasom:

- OCTaBLUMECH HEWUCMONb30BaHHbIMKM CTPUNbl HeobxoAMMO TWATENbHO 3aKnenTb
6ymaror Ans 3aknenmBaHus NaaHwWweTa U XpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHune
BCEro cpoka rogHoctn Habopa;

- UDA-Bydep, KoHblOraT, CybCcTpaT, CTON-peareHT Noce BCKpbITUSA P/IakoHOB cneayeTt
XpaHWTb Npu TemnepaType +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa;

- KanMbpoBoYHble NPO6bl U KOHTPOJIbHYIO CbIBOPOTKY MOC/IE NPUrOTOBNEHNUS CrieayeT
XpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 72 yacos. [lonyckaeTcs OAHOKpaTHas
3amMopo3ka npu TemnepaType -20 °C n HUXe, XpaHWUTb He 6onee 12 mecsues;

- OCTaBLUMICS HEWUCNONb30BaHHbIM KOHLUEHTPAT OTMbIBOYHOIO pacTBopa creayet
XpaHWUTb Npu TemnepaType +2...+8 °C B TeyeHne BCero cpoka rogHoctn Habopa;

- TMPUrOTOBJIEHHbIN OTMbIBOYHbI pacTBOp CreAyeT XpaHWTb MpU  KOMHaTHOM
Temnepatype (+18...4+425 °C) He 6onee 15 cyTok mnu npu TemnepaTtype +2...+8 °C He
6onee 45 cyTok.

MpumeyaHue. Mocne MCNONb30BaHUA peareHTa HeMeAsleHHO 3aKpbliBalTe KpbIWKY
¢nakoHa. 3akpbiBaiTe KaxAablil (h1aKOH CBOEWN KPbILLKOW.

8.4. [1na npoBeAeHMs aHanu3a He crieayeT MCMNoJfib30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Nna3sMy) KpoBM, coaepikallyio
asua HaTpus. Ecnu aHann3 npon3BoANTCSA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1a3my)
cnepyeT XpaHuTb npu TemnepaType -20 °C. [NoBTOpHOe 3aMopaXuBaHWe-oTTanBaHue
06pa3uLoB CbIBOPOTKM (Na3Mbl) KPOBM He gonyckaeTcs. [onyckaeTcss uccrnefoBaHue
CbIBOPOTOK, XPpaHeHue KOTOpbiIX C MOMeHTa 3abopa KpOBM OCYLLECTBAANOCL MNpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.6. lpu wucnonb3oBaHun Habopa ANsS nNpoBeAeHUS HECKONbKUX HEe3aBUCUMbIX
Cepuin aHanu3oB cneayeT UMeTb B BMAY, YTO ANA KaXAOro He3aBUCMMOro onpeaeneHus
Heo6X0ANMO NOCTPOEHNE HOBOIO KaniMbpoBOYHOrO rpadurka; KpoMe 3TOro, peKoMeHayeTCs
onpejenieHne KOHLUEHTPaLUMnM UHCY/IMHA B KOHTPOJIbHOW CbIBOPOTKE.

8.7. ins nonyyeHuns HaAeXHbIX pe3ynbTaToB HeobxoAmMo cTporoe cobnioaeHune
NHCTpyKuMKM No npumMmeHeHuto Habopa.
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10.1. OcHoBbIBasACb Ha pe3ynbraTtax
000 «XEMA», pekoMeHAyeM MOMb30BaTbCA HOpMaMu, NpuBeAEHHbIMU HUXE. BmecTe
C TeM, B COOTBeTCTBMM C npaBunamm GLP (Xopowel nabopaTopHOW npakTuKu),
Kaxnaas nabopatopusa AO/HKHA cama onpenenvTb NapaMeTpbl HOPMbl, XapaKTepHble
ans obcnepyemon nonynsaumn.

MpuMeuaHme. 3HayeHUs KOHLEHTpauwui UHCyNnMHa B muccnenyembix obpasuax,
HaxoAslWmMecs HUxXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.5 MKME/Mn), a Takxe
npeBblWaoWne 3HaYeHne BepxHen kanmbposoyHor npobel (200 MkKME/Mn) cnepyeTt
npuBOAUTL B creaytowen dopme: B uccnenyemMom obpasue X KOHUEeHTpaums MHCYMHA
Huxe 0.5 MKME/mMn nnn Bbiwe 200 MKME/Mn.

B Habope <«WHCYNUH-UOA» 3HayeHUs KOHUEHTpauuh KanubpoBOYHbIX Mpob
BblpaXkeHbl B MKME/Mn. [Ons nepecyeTa KOHUEHTpaUW B MKMOJb\J, MOJy4YeHHoe
3HayeHue KOHUeHTpaunm B MKME/Mn cneayeT YMHOXWUTb Ha 7.217.

1 MKME/Mn = 7.217 nkMonb\n

10. OOKUOQAEMbBIE 3HAYEHUA U HOPMbI
nccnenoBaHumn,

npoBeAEHHbIX

EpvHnubl, MKME/mn EquHmMub! gon., nKMonib\n
Wccnepyemas rpynna 5 » . .
Huwxnuii npegen | Bepxuuiinpepen | Huxuuii npepen | Bepxuuii npepen
CbIBOPOTKa
(nnasma) 2.0 29.0 14 209.29

Mo Bonpocam, kacawmwmmcs kadectea Habopa «MHCYJIUH-NDA»,

cnepyetT obpawaTtbca B 000 «XEMA» no agpecy:
105043, r. MockBa, a/a 58
105264, r. MockBa, yn. 9-a Mapkosas, 4. 48, 1-ii noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIN)
3/1eKTpOHHasa noyTa: info@xema.ru; rqc@xema.ru
MHTEPHeT: Www.Xema.ru; www.xema-medica.com
PykoBoauTenb cnyx6bl knneHTckoro cepsmnca OO0 «XEMA»,
K. 6. H. [. C. KoCTpuKuH
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XEMA

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 Insulin
in blood serum or plasma.

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

Document: K267NI Instruction version: 1904 Format version: 000

10



VI3 ulnsu;g

XEMA

V/N - - 193ys e3ep DD|  ONZ9TH
\JE|
V/N - sod |1 - ulNSuT UoRINIISUL INZ9TH
V/N - sod|¢ - adey Bujjess a3e|d €00N
jw
91ep dxa |13un | ss9UNoj0d [sod | T p1oe onyd-|nNs Jo uoiIn|os |0A/|OA 9%0°S | +T ‘uoinjos dois d0l1S
1d 1e shep g1
10 D0 8+ C+
Je sAep
St - uonnjos
Buiysem
painjig aiep W z¢e
dxa |3un - aAeAIasald e se pogulDold suiejuod ‘(0z usaml)| ‘X9z 93eJd3usduod X9¢
9)eJjuaduo0) | ssa|dnojod [sod | T juabialap pue aplIojyd WNIPOS JO UolIN|os snoanbe| uoinjos buiysem | HSYM 4Ngd
‘uonn|os (diWl) uipizuagjAyew W $T ‘uonn|os
21ep dxa |un | SS94N0j0d [sod | T -eJ39] Jusuodwod-3|buls asn-03-Apead 91e13sgnsS | giNl Sans

9Ap @n|q pue aAleAlasald se jouayd
9,10 Sulejuod ‘(pz-usaml) Jusbialap pue jiw
9jep dxa |nun an|q sod |1 QUIAOQ WIOJ) UI9SeD Y3IM duljes paJajing aieydsoyd | |w gz J1a4ng VI3 3dS 11

9Ap 9|dind pue aAneatasald se jouayd 9% T‘0
suieauod ‘(pz-usaml) Juabialep pue jiw auin0g
WwI0J) UI9sed Yiim uoian|os palajing aieydsoyd uo

pain|ip asepixolad ysipelasioy yiim pajdnod uijnsui
91epdxa |1un 9|dund |sod| T uewny 03 |eUO[DOUOW duUlINW JO UON|OS snoanbe| |w T ‘@3ebnfuo)| ddyH (NOD

$S9]4N0Jj0D ‘apliojyd04pAy
-9U0-£-Ul|0ZRIYI0SI-H-|AYIBIN-Z %T0°0 1 XOpluolg
%T0°0 - dAI}RAISSSId YIM UJINSUT JO JUSIUOD (lw s°0)
syjuow ¢ $S9|4n0j0d |sad | T ybry yym ‘wnias uewny pajdaasadd Jo uonn|ip winJas |013u0) | 10Y.L-NOD

_E\DS dom ‘09
9Ap QT 'y 10 s40]
9N|g SulklUOD OS|e {3PIIo|Yd0IpAY-dUO-E-Ul|0ZRIYIOS] [-BIqI|RD G SUIRIUOD

(ss3|4n0j0d -p-lAUIBIN-Z %T0°0 ‘T Xopluodg 9%, T0’0 - @AlleAlasald | 39S 9yl "yoes |w
syjuow ¢ - Huf an|q [sad|g paJajng ajeydsoyd ul panjip ulnsul uewny | g'Q ‘3@s Jojelqiied | G - T IvD
uijnsul uewny o3 [euojpouowl S||oM ZTIX8
21ep dxa [nun sod| T QulINW YiIM pale0od S|jomMoJdiw aualAisAjod | ‘sdils yI3 ulnsul| 41N 9490S
1M 3yl JO Sjuajuo)d *T*v SININOdWOD 1IX

Format version: 000

Instruction version: 1904
11

Document: K267NI




K267NI

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.

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 insulin concentration.

8.3. Determine the corresponding concentration of Insulin 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 Abso(l;bsaon;Ienl)lmts | -
CAL 1 0 ulU/ml 0.05 _
CAL 2 4 uIu/ml 0.12 _
CAL 3 15 uIu/ml 0.21 N
CAL 4 60 ulu/ml 0.73 ‘
CALS 200 uIU/ml 2.42 e e e e
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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 Insulin. 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) 2.0 29.0 14 209

10. PERFORMANCE CHARACTERISTICS

10.1. Analytical specificity / Cross reactivity. The antibodies employed in
this kit cross react with bovine insulin (20-25 %) and porcine insulin but not with
proinsulin of any species or any other insulin complexes.

10.2. Precision

Intra-assay precision is shown below:

1 10 12.5 7.4
2 10 57.3 6.3

Inter-assay precision is shown below:

1 10 6.7 6.5
2 10 34.3 5.4

10.3. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.5 uUI/ml.

10.4. Linearity

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

10.5. Recovery

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

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




Yeaxaembliii Knnent!

Ecnv B npouecce paboTbi c Hawmmmn Habopamu Bam noHagobunmncs nnacTMKoBble BAHHOUKYM ANA KUOKUX
peareHTOB, OHOPa30Bble HAKOHEYHVKW ANA [103aTOPOB UMW [OMOHUTENbHblE 0ObeMbl peareHToB
(KoHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpaTta TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXxoAALmMX B cocTaB Habopa, npocum Bac obpatnTbea K noctaswuky npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoanmom ans
\nposeneuvm aHanusa KonuyecTse.

J
MNMepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-VOA» Resion Dagrante.

K101™M «Toxoplasma IgM-NDA» o e

K102 «Rubella IgG-N®A»

K102M «Rubella IgM-UDA»

K103 «Cytomegalovirus IgG-NDA» s, W S,

K103M «Cytomegalovirus IgM-VIOA» — =

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-MOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-MDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyei NIMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ noboro
MOGUNBbHOTO UK CTauoHapHoro TefiedoHa No Bcel Tepputopun Poccum.

pem Bawumx oT3bIBOB 1 NpeA/ioXKeHUI Mo agpecam:

LieHTpanbHbiit opuc 000 «XEMA»

Anpec AnA KoppecroHAeHLnu:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 noa., 5 aTax S

Ten.: +7 (495) 510-57 07, 737-39-36; U xemahelp
dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, JertapHbiii nep., A. 8-10, nutep A
e-mail: sppb@xema.ru

CM 000 «Xemma-Tect», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Malweposa, g. 11,

nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, r. Kues, yn. Akafiemvka Edpemosa, 4. 23;

e-mail: info@xema.com.ua
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Instruction for use

UHCTPYKLUMA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO ONPEAEJNIEHNA OBLLEIO IgG

B BUOJTIOTUHECKUX X KUOKOCTAX
«o6wun lgG-NOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION

OF TOTAL IgG IN HUMAN BIOLOGICAL FLUIDS

Total IgG EIA

HOMEP MO KATANIOTY K271
TY N 9398-271-18619450-2009
PETVICTPALIMOHHOE YJOCTOBEPEHME

Ne ®CP 2009/06104 ot 19 HOos6ps 2009 roga

AnTnTena Kk BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTBytoT

KOHTpOHbeIe CbIBOPOTKW, BXOAfALLME B COCTaB Ha6opa, NHAKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexuit

Ons uH 8BUMPO [NArHOCTUKM

“ XEMA Co., Ltd.

The 9th Parkovaya str., 48
105264 Moscow, Russia

%
£

oM Wszyé‘»
2
o }
j 3
=
=Y

.
;‘fx¢ Tel./fax: +7(495) 510-57-07

%K i& e-mail: redkin@xema-medica.com
*\. B internet: www.xema-medica.com

C€

Authorized Representative in EU:
Polmed.de

Steinacker 20, D-73773
Aichwald, Germany

e-mail: info@polmed.de



W @nuurgel a Hareaudu ewvendaLlenw

‘W 3|ge)] 99s ‘s|eliajew paisal 1ay3o Jo4
ewse|d 410 WNJI3s poolg x

gormna xmiAdT sulY suHawaaced gooou)

. J/

.

J/

.

VA4S ‘naodx (19weerru) nxrodoaiqd BUT «
e N N
\ I/ 1w 00T @ | / 1w 00T
E
) D, GT+ 8T+
goielquAsad exirogedgo —
f ‘sudioworodp y 1H31ead-uoL) € suneg/liHy 1edidgA) y
( ( I / 1w 00T h
O Q
F\ .l Do LE+ “ \Hr\
saw € ysem sawi G ysem
L / esed g€ exalanWio g LBIOILHO)| T suneg/iHpy |/ €ed g exgI9anLQ J
( ) ) (z I/winoL T 1) (1 i1/ 0w o) )
< 3 I/ iw 061 i/ in 066
T N — —
goneedgo x1I9WwaAWawdou u
mirodogi9d noHarodiLHOM 00T :T goheedgo xiawaAwaLoomn
T suhegliHy ‘godu x1aHhogaodguirex w::wuw:m\ 000S:T °uHdWogased 9uHooated

J/

x 9dnpasoud }s9] / eeMuUeHR BUHAT@g0odU BNaxX)



XEMA

COAEPXXAHMUE
1. HASHAYEHUE 2
2. MPNHUMN PABOTblI HABOPA 2
3. AHAJTUTUYECKUNE XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
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«YTBEPXOEHA»
Mpuka3 PocaapaBHagsopa N2 9364-Mp/09 ot 19 Hosi6ps 2009 r.
KP 68434 ot 24.09.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAEJIEHNA OBLLUEIO IgG
B BUOJTIOTMYECKUX XXNAKOCTAX «o6wmi IgG-UDA »

1. HABHAYEHMUE

1.1. Habop peareHToB «06wnii IgG-UDA» npesHasHayeH ANA KOJNYECTBEHHOrO
onpeneneHus KoHueHTpauum obuwero IgG B 6MONOrMYeckux Xnakoctsax (CM. Tabnuuy
M) meTonoMm TBepAoda3HOro MMMYHO(EPMEHTHOrO aHann3a.

1.2. AHTuTtena knacca IgG npeobnagatwT B coctaBe dpakuum y — r1obynnHoB
N ABNSIOTCS OCHOBHbIM KJ/1IACCOM aHTUTEN, MNPUCYTCTBYHOLWMX B CbIBOPOTKE KPOBU
yenoseka. YBenunyeHne KoOHUeHTpauun IgG B CbIBOPOTKE KPOBW SBMSETCSH OCHOBHbIM
NPU3HAKOM 3pefioro MMMYHHOMO OTBETA, @ CHWXEHWEe MX KOHUEHTpauuu Huxe 5 r/n
CBMAETENbCTBYET O Pa3BUTUM TAXENOro MMyHoaeduumTa. OnpeneneHne KOHLEHTpauum
IgG B cbIBOpOTKE KPOBU, KakK WU COOTHOLWEHMS coaepxxaHua 1gG/IgA/IgM MoXeT cnyXuTb
OAHWM N3 OCHOBHbIX KpUTEPUEB OLLEHKM UMMYHHOIO CTaTyca UHAMBMAA M UCNO1b30BaTbCS
Npy KOHTPOJIE NIEYEHUSI HEKOTOPbIX WHEKLMOHHbIX 3aboneBaHunii. Pe3koe noBbilleHne
KOHUeHTpauun IgG B cbiIBOpOTKe KpOBWU HabnoaaeTcs Nnpyu MMeNoOMHOW 6onesHu.

2. MPUHUMN PABOTblI HABOPA

OnpeneneHne obuwero IgG OCHOBaHO Ha MCMOMb30BaHUW «CIHABWUY»-BapuaHTa
TBEpAOda3HOro UMMyHOMEPMEHTHOro aHanusa. Ha BHyTpeHHeW MOBEepXHOCTU NYHOK
nnaHwera MMMOOMAM30BaHbl MbIWHbIE MOHOK/IOHANbHble aHTUTena K obwemy IgG
yenoseka. B nyHkax nnaHweta, npu gobaBneHun nccregyemoro obpasua, npoucxoant
cBsA3biBaHWe obuwero IgG, cogepxkalierocs B uccrnegyemom obpasue, C aHTMTenamu
Ha TBepaoi dasze. O6pa30BaBLUMIACA KOMMIEKC BbISBASIOT C MOMOLLbIO KOHblOraTa
MbILLIMHbBIX MOHOK/TOHANbHbIX aHTUTEN K 06LeMy IgG c nepokcuaasoni XxpeHa. B pesynbtaTe
obpasyeTcsi CBA3aHHbIN C N1IaCTUKOM «C3HABMY», CoAepXalunii nepokcmaasy. Bo Bpems
MHKybaumMm c pactBopoM cybcTpaTta TeTpameTunbeHsmamHa (TMB) npoucxoauTt
oKpaluMBaHue pacTBOPOB B JlyHKax. IHTEHCMBHOCTb OKpacku NpsiMO MponopLMoHanbHa
KOHUeHTpauun obuwero IgG B uccnegyemom obpasue. KoHueHTpauumto obuwero IgG
B uccneayembix obpasuax onpenenstoT no KanambpoBoyHOMY rpaduky 3aBUMCUMMOCTU
ONTUYECKOWN MNOTHOCTM OT cofepxaHus obuero IgG B KanubpoBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEn K o6wemy IgG ¢ ApyruMu aHanuMTaMmn npusBeaeHa B Tabnvue:

Ananut NepekpectHas peakuma, %
IgA <0.1
IgM <0.1
IgE <0.1

3.2. Bocnpou3BoanMOCTb.

KoadduuneHT Bapumauuum pesynbTaTtoB onpeaeneHns copepxaHusa obuwero IgG
B O4HOM W TOM >e obpasue 61MoNorMyecknx XuAKoOCTeln C mcnonb3oBaHneM Habopa
«obwmnin IgG-NDA» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauunu obuiero IgG B obpasuax 6MonormMyecknx Xuakocren
npu passeneHnm nx GUoNOrMYeCcKUMmN XNAKOCTAMU, He coaepxalummm obwmin IgG, nmeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauun 1-25 r/n n coctasnset £10.0%.

3.4. To4yHOCTb.

[aHHbIA  aHanUTMYecKuMii napameTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME WM3MEPEHHON KOHLUeHTpauun obuwero IgG npeanncaHHOW, MOyyYeHHOMU
NnyTeEM CMeLMBaHUS paBHbIX O6bEMOB KOHTPOJIbHOM CbIBOPOTKM W KanaMbpOBOYHOW
npobbl 5.0 r/n. MpoueHT «oTKpbITUA» coctaBnsieTr 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa [4OCTOBEepHO onpegensiemass Habopom  «obwmin  IgG-UDA»
KOHUeHTpauus obuero IgG B 6nonormyeckmnx Xmnakoctsx He npesbiwaeT 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPAUUSAX SABNSIOTCA HETOKCUYHBIMMU.

PacTtBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NoNaaaHmsa Ha KOXy 1 CAn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTbe
NopaKeHHbI y4acToK cnefyeT NpoMblTb 60MbLINMM KOTMYECTBOM NPOTOYHONM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobntogate «lMpaBuna yCTpONCTBa, TEXHUKN
6e3onacHoCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNneHuax, oTaenax) caHuTapHO-
3MNAEMMUONIOTNYECKUX YUPEXAEHUIA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote ¢ Habopom cneayeT HaaeBaTb OAHOPA30Bble PeE3VMHOBbIE WU
NnJacTMKOBbIE MepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasatb BWY, Bupyc renatuta unm nwboi apyroi Bo3byauTenb BUPYCHOM
MHbEKLMN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAHMPOBAHMS, MO3BOJISAOLLNI U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXKMMOrO JIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocTaT, noaaepxuBarwmin temnepatypy +37 °C £0.1 °C;

— [03aTopbl CO CMEHHbIMW HaKOHEe4YHMKaMu, no3Bonswwme oTbéupate 06bEMbI
B AmanasoHe 10-250 mMkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWIMPOBaHHas;

- rep4yaTku pe3nHOBble WU NIACTUKOBbLIE;

- bymara dwunbTpoBasibHas.

7. NOANTOTOBKA PEATEHTOB A/ AHAJIN3A

7.1. lNepepa npoBeAeHWeM aHanm3a KOMMNoHeHTbl Habopa n nccneagyemble 06pasubl
CbIBOPOTKM (NNasMbl) KpPOBM cleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM M YCTaHOBUTb Ha paMKy Heo6XxoaMMoe KONM4YecTBO
ctpunos. OcCTaBLUMECS  HEUCMONb30BaHHbIMM  CTpUNbl, 4TObbl  MpeaoTBpaTUTb
BO3JENCTBME Ha HUX Braru, TwaTesbHO 3akenTb ByMaron Ans 3akieMBaHuns naaHLweTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpurortoBsieHNne OTMbIBOYHOIO pacTBopa.

Copnepxumoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOrO pacTteopa (22 M), nepeHecTu
B MEpHbIA LUMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AUCTUANMPOBAHHOWN
BOAbI M TWaATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osanns Habopa cnenyet
oTO6paTh Heo6Xx0AMMOE KOMMYECTBO KOHLUEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 MN KOHLEHTpaTa OTMbIBOYHOro pacteopa + 25 mn
AVCTUAIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «06wmnii IgG-UDA» p[onkeH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-nU3roToBuTens npu TemnepaTtype +2...+8 °C B TeyeHwe BCeEro cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Hab6opa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, CTon-peareHT nocne
BCKPbITUS PTaKOHOB cneayeT XpaHUTb Npu TemnepaTtype +2...4+8 °C B TeyeHune
BCero cpoka rogHoctu Habopa;

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

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpuMeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeasSleHHO 3aKpblBalTe KpbILKY

dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHna aHanuM3a He cneayeT UCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOEe 3aMOpaXuBaHWe-oTTanBaHue
06pa3uoB CbIBOPOTKM (NAasMbl) KPOBM He aonyckaeTcs. [JonyckaeTcss uccrenoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLLECTBASAIOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmbl)
KpOBW Nt0AeN, NONy4vaBLIMX B LensaX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE @aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa AN NpPoBeAEHUS HECKOSbKUX HEe3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro onpeaesieHmns
Heob6XxoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KoHueHTpauum obuero IgG B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ysnbTaToB Heob6XoaMMo cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3ayinTe KOMMOHEHTbI M3 APYrMx HabopoB WM M3 AHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesynbTaTax uccnenoBaHuin, nposeaeHHbIx OO0 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOpMaMu, NMPUBEAEHHbIMU HWXe. BMmecTe ¢ TeMm, B COOT-
BETCTBMM C npaBunamMmmn GLP (Xopolueli nabopaTopHOM NpakTUKK), kaxxaas nabopatopus
AO/KHa caMa onpefennTb napaMeTpbl HOPMbl, XapakTepHble Ana obcneayemon nony-
naumm.

MpumMmeuaHue. 3HauyeHUss KOHUeHTpaumi obwero IgG B uccneayeMbix

obpasuax, Haxoaswmecs HWxXe rpaHuLbl YYBCTBUTENBHOCTMN Habopa
(0.06 r/n), a Takxe nMpeBblWaKLWMe 3Ha4YeHWe BepxHen KanmbpoBOYHOW nNpobbI
(25 r/n) cnepyet npuBOAUTb B cneayowen dopme: B
nccneayemom obpasue X KOHLIeHTpauus obuiero 1gG HWxXe
0.06 r/n wnun Bbiwe 25 r/n.
Wcenepyeman rpynna Equimupl, F/n
Huxnuii npegen | Bepxuuit npegen
HOBOPOXAEHHbIE 7.0 15
1-3 mMecsua 2.7 8.0
4-6 mecsues 1.8 8.5
7-12 mecsues 3.5 12
1-6 net 6.5 18
7-11 net 8.5 15
> 11 net 9.0 20

11. INTEPATYPA

1. RG Hamilton - Human IgG subclass measurements in the clinical laboratory. Clin.
Chem., Oct 1987; 33: 1707 - 1725.

2. V. A. Semenova, E. Steward-Clark, K. L. Stamey, T. H. Taylor, Jr., D. S. Schmidt, S.
K. Martin, N. Marano, and C. P. Quinn - Mass Value Assignment of Total and Subclass
Immunoglobulin G in a Human Standard Anthrax Reference Serum. Clin. Diagn. Lab.
Immunol., Sep 2004; 11: 919 - 923.

Mo BonpocaM, KacawLlwmMcsa kavectsa Habopa «o6wmuit IgG-UDA>»,
cnepyet obpawaTtbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-n noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIl)

3MeKTPOHHas noyTa: info@xema.ru; rqgqc@xema.ru
WHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepenca OO0 «XEMA»,
K. 6. H. [I. C. KoCTpUKuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgG IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgG
in biological fluids.

This kit is designed for measurement of total IgG in biological fluids. 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

Immunoglobulin G (IgG) is the main part of serum y - globulin fraction. IgG
is secreted during secondary immune response and plays a key role in humoral immunity.
Decrease of serum IgG concentration below 5 g/l is a marker of severe life-threatening
immunodeficiency. Determination of serum IgG concentration and IgG/IgA/IgM ratios
can be used for monitoring of humoral immune status. Marked elevation of serum IgG
may be observed in chronic inflammation, autoimmune diseases and myeloma.

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
total IgG-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 monocnoclonal to human total IgG, 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% 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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.

Document: K271I Instruction version: 1901 Format version: 104

11



K2711

VI3 967 230}

V/N sod 199ys ejep DO OTLDA|TT
VI3 961 |20}
V/N sod uoionJysur ITL2M| 0T
v/N sod ade) bujjess ae|d €00N| 6
93ep-dxa |13un | ssaNojo0d | sod pioe ounyd|ns Jo uoIIN|os [OA/|OA %0°S jw T ‘uonnjos dois dol1S| 8
19 e
sAep GT 10 D,
8-7 e sAep G
— uopn|os
Buiysem pain|ia aAneAlasald
91ep-dxa [3un e se QogulDo.d suiejuod ‘(gz usaml) Juabialep| |w ZzZ ‘X9Z 93eJ3uaduod X9¢
— 93eJ3UDU0D | SSdJ4N0jod | sod pue 9plIojyd> WNIpos Jo uolIn|os snoanbe uoinjos buiysep | HSYM 4nd | £
‘uonin|os (gINL) suIpizusgjAyauiel)sy W T
9jep dxa |3un | sssdnojod | saod juauodwod-a|buls asn-03-Apeal ‘uonjos a3ensqns | dWl sans| 9
9Ap paJ pue aAneAsssald se jousyd
%T "0 SulRIUOD ‘(QZ-UdaML) Juab1339p pue X|iw |W 00T
93ep-dxa |13un an|q sod 9UIAOQ WOJ) UIDSeD YIM duljes paJajng oieydsoyd Jaynq ajdwes yi3 3ds 11d|l s
9Ap paJ pue aAl
-eAJasald se jouayd 9,10 Sulejuod ‘(gz-usaml)
Juab4939p puR M|l SUIAOG WO} UIDSED Y3IM uol}
-n|os paJaynqg wumr_n_moun_ uo pajn|ip asepixotad
ysipeJasioy yym pajdnod HbJ |e303 uewny 03
21ep dxa |13un pau sod |eUODOUDOUOW BUlINW JO UOIIN|OS Snoanbe Jw T ‘@3ebnfuod| dYH (NOD| ¥
SS9]4N0J0D ‘@plI0|yd0.IpAy-duo-g-uljozely)
-0S1-H-|AUIDN-Z %T0°0 1 XOpIUOlg %T0°0 - A1}
-eAJasald fuoinjos ysg yiim 961 |e3o3 Jo Juajuod (lw 1)
syjuow g ssaJ4nojod | sod yb1y ym ‘wnuas uewny pajdslasald jo uonn|ip wnJas [043u0) | TOYLNOD| €
9Ap an|q suieauod /6 sz ‘0T
os|e {9plI0|yd04pAY-dUO-£-Ul|0ZRIYIOSI-H-|AYIBIN-T g 1 {0 :s40jeuqled g
(ss9}4noj0d 9%T0°0 ‘7 Xopluolg 9%T0'0 — dA1I3_AISSDId ‘U013 | SUIRIUOD 39S BYL ‘Yoea
syjuow ¢ - 12)@an|q |sad -N|0S ¥Sg paJ1aynq sii3 Ul pain|ip HbJ |ejoy uewny |w T ‘39S Jojeiqied S-TIvD| ¢
ob7 |eJ03 URWNY 03 [RUODOUOW S||oM ZTX8
9jepdxa |1un sod aulINW Y3IM pajeod S||amoJdlw dualAisAjod ‘sdiu3s vI3 ©61 12103 | dLIN 9HOS| T

1M dY3 JO SUBU0D "T°§

SLNINOdWOD 1IM 'S

Instruction version: 1901 Format version: 104

Document: K2711

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 10-250 pl;

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...+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...+8 °C before testing.

7. TEST PROCEDURE

7.1. 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 26X by 26 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.
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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 0g/l 0.08 m}//
CAL 2 1 g/l 0.38 §omr
CAL 3 5 g/l 1.15 i
CAL 4 10 g/l 1.78 of - s
CAL 5 25 g/l 230 |\ -

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
total IgG. 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.a Units, g/l
»age Lower limit | Upper limit
newborn 7.0 15
1-3 month 2.7 8.0
4-6 month 1.8 8.5
7-12 month 3.5 12
1-6 yrs 6.5 18
7-11 yrs 8.5 15
> 11 yrs 9.0 20

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
IgA <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

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

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

12. LITERATURE

1. RG Hamilton = Human IgG subclass measurements in the clinical laboratory. Clin. Chem., Oct
1987; 33: 1707 - 1725.
2. V. A. Semenova, E. Steward-Clark, K. L. Stamey, T. H. Taylor, Jr.,, D. S. Schmidt, S. K. Martin,
N. Marano, and C. P. Quinn - Mass Value Assignment of Total and Subclass Immunoglobulin G in a
Human Standard Anthrax Reference Serum. Clin. Diagn. Lab. Immunol., Sep 2004; 11: 919 - 923.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKLUMA NO NPUMEHEHWIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO ONPEAEJIEHUA OBLLEIO IgA
B BUOJTIOTMYECKUX XKNAKOCTAX

«O6wun IgA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgA IN HUMAN BIOLOGICAL FLUIDS

Total IgA EIA

HOMEP MO KATANOTY K275
TY Ne 9398-275-18619450-2009

PETMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/06103 o1 19 Hos16psa 2009 T.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMpPO ArarHoCTKM

“ C €
XEMA Co., Ltd.

T e
= e 9th Parkovaya str., 48 Authorized Representative in EU:
ey, 105264 Moscow, Russia Polmed.de

‘ZZB“‘N” Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

Z’K j,& e-mail: redkin@xema-medica.com Aichwald, Germany

EZ - internet: www.xema-medica.com e-mail: info@polmed.de
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«YTBEPXOEHA»
Mpuka3 PocaapaBHagsopa N2 9363-IMp/09 oT 19 Hosi6ps 2009 r.
KPO 68431 ot 24.09.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAEJIEHNA OBLLEIO IgA
B BUOJTOTMYECKUX XKNOKOCTAX «o6wmin IgA-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHToB «06WwmMii IgA-UDA» npegHasHayeH ANA KOJMYECTBEHHOro
ornpeneneHns KoHueHTpaumm obero IgA B 6uonornyeckmx xunakoctsax (cm. Tabnuuy M)
MeTOAOM TBepAOoda3HOro MMMyHOdEPMEHTHOIO aHanunsa.

1.2. NmmyHorno6ynnH A (IgA) OCHOBHOW TryMOpanbHbli (akTop WMMYHHOWN
3alnTbl CM3UCTbIX 06onovek. OANH M3 Hanbonee YacTo BCTPEYaLWMXCS B NONYNsSUmMm
BPOXAEHHbIX AedheKTOB — 3TO cenekTuBHbIM IgA peduumnt. CenekTuBHbIM aAedpuumt
IgA NpvBOAUT K CUHAPOMY XPOHUYECKUX WMHMEKLMOHHBbIX 3aboneBaHUn Xenyao4yHo-
KWWEYHOro TpakTa, MOYEBLIBOASAWMX U  AblXaTeNbHblX nyTeh. OnpeneneHune
KOHLeHTpauun IgA B CbIBOPOTKE KPOBW, a TakXe B APYrMX BMONOrMYECKUX XUAKOCTAX
MOXEeT MWCMOMb30BaThCA B KayeCTBE OCHOBHOIMO CKPUHWHIOBOrO TecTa ANl OLEHKMU
ryMopasbHOro MMMYHHOro cTaTyca MHAMBUAA. Pe3koe nNOBbIWEHWE CbIBOPOTOYHOM
KOHUeHTpauun IgA xapakKTepHO AN HEKOTOPbIX ayTOMMMYHHbIX 3abonesaHuin u
MUenomMHon 6onesHu.

2. MPUHUMN PABOTblI HABOPA

Onpepenenve obuiero IgA OCHOBaAHO Ha MCMOMIb30BAaHUWU «CIHABUY»-BapuaHTa
TBEpAO(A3HOro MMMYyHOMEPMEHTHOro aHanmsa. Ha BHYTpeHHeW MOBEPXHOCTU NTYHOK
nnaHwetra WMMOOWMNN30BaHbl MbIMHbIE MOHOKJ/IOHaNbHble aHTuTena Kk obuwemy IgA
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccnegyemoro obpasua, NpoMcxoant
cBa3biBaHWe obuero IgA, coaepxxalerocs B uccneagyemMom obpasue, ¢ aHTUTENnaMmn Ha
TBepAor dase. O6pa3oBaBLUNIACSA KOMMIEKC BbISBASIOT C MOMOLLbIO KOHbIOraTa MblLWNHBIX
MOHOKJIOHaNbHbIX aHTUTen Kk obweMmy IgA c nepokcuaasoil xpeHa. B pesynbtaTte
obpa3yeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKalunii nepokcnaasy. Bo spems
MHKybaumm C pactBopoM cybcTpaTta TeTpametunbeHsuamHa (TMB) npoucxoauTt
OKpaluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacKu NpsiMO NpomnopLMoHabHa
KOHUeHTpauun obwero IgA B wuccnegyemom obpasue. KoHueHTpauuto obuero IgA
B uccnenyemblx obpasuax onpenenstoT rno KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTMU
ONTMYECKOM MNOTHOCTM OT coaepxaHusa obwero IgA B KanMbpoBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEn K obwemy IgA c ApyrMMun aHanMTaMmn npusBeaeHa B Tabnvue:

Ananut | lepekpecTHas peakumsa, %
IgG <0.1
IgM <0.1
IgE <0.1

3.2. BocnpousBoanMOCTb.

KoadduumeHT Bapuauum pesynbTaTOB oOnpefeneHus coaepXxaHus obuwero IgA
B O4HOM W TOM >e obpasue 61MonorMyecknx XuAKOCTelr C mcnonb3oBaHneMm Habopa
«obwmin IgA-DA» He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUEeHTpaumm obuiero IgA B obpasuax 6Monornyecknx Xuakocren
npwn passeaeHnn nx 6MoNorMyecKMMmn XUAKOCTAMU, HE coaepiKallen obwmin IgA, umeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauun 0.1-5 r/n n coctaBngetr £10.0%.

3.4. TOYHOCTb.

[aHHbIM  aHanuUTMYecKuMii napaMmeTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHON KOHUeHTpauun obuero IgA npeanvcaHHOM, MOMyYeHHON
nyTeM CMeLMBaHUA paBHbIX 06bEMOB KOHTPOJSIbHOM CbIBOPOTKM U KanMbpoBOYHOM
npobbl 0.5 r/n. MNpoueHT «oTKpbITUSA» cocTaBnseT 90-110%.

3.5. UyBCTBUTENbHOCTbD.

MuHuManbHaa  AoCToBepHO onpegenseMas Habopom  «obwuii  IgA-UDOA»
KOHLeHTpauus obero IgA B 6M0N0rMyeckmnx XmaKkoctax He npesbiwaet 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (pOoTOMeTp BEPTUKANbLHOIO CKaHUPOBaHMWS, MO3BONSAIOLWNIA U3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOrO JTYHOK MfaHweTa npu ASIMHE BOSHbI 450 HM;

- TepMmocTaT, noaaepxusatowmi Temnepatypy +37 °C 0.1 °C;

- [03aTopbl CO CMEHHbIMU HaKOHe4YHWKaMu, mno3sonswmne oTbupats 0b6bEMBI
B AnanasoHe 5-250 mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «06WMin IgA-UDA» pOo/mKEH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-nU3roToBuTens npu TemnepaTtype +2...+8 °C B TeyeHwe BCEro cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHblOraT, CybCcTpaT, CTOM-peareHT rnocne BCKpbITUS (y1akOHOB
cnenyeTr xpaHuTb npu Temnepatype +2...+8 °C B TeyeHme BCero cpoka
roaHocTn Habopa;

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

- OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (Masmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBM He AOMycKaeTcs.

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAew, Nony4yaBlIMX B Lensax AMarHOCTUKM UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpeaeneHne KoHueHTpauum obuiero IgA B KOHTPO/IbHOM CbIBOPOTKE.

8.7. 1ns nony4yeHns HadexXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHune
WNHCTpyKUMM No npumMmeHeHuto Habopa.

8.8. He wvcnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepui.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTax uccnenoBaHuin, nposeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Mosib30BaTbCsl HOpMaMu, NMpuBeAeHHbIMU HUXe. BMmecTe c TeM, B COOT—
BETCTBMU C npaBunamMmmn GLP (Xopolueli nabopaTopHOM NpakTUKK), Kaxxaas nabopatopus
AO/DKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcnenyemon
nonynsumu.

MpuMmeuaHue. 3HayeHUa KOHLeHTpaumin obwero IgA B nccneayembix obpasuax,
HaXoAsALWMeCa HUXe TrpaHuubl 4YyecTBuTeNbHOCTM Habopa (0.06 r/n), a Takxke
rnpesbllatowne 3Ha4YeHne BepxHen kanmbposoyHom npobsl (5 r/n) cneayet npuBoAUTb
B cneaytouwein dopme: B uccneayeMmom obpasue X KOHUeHTpauus obwero IgA Huxke
0.06 r/n wnu Bblwe 5 r/n.

Nccnepyemas Epusmubl, r/n
rpynna Huxkuuit npepen BepxHuii npepen
340pOBble AOHOPbI 0.9 5.0
>61 ropa 1.0 6.5
HOBOPOXAEHHblE - 0.05
1-3 mecsua 0.06 0.6
4-6 mecsaues 0.1 1.0
7-12 mecsaueB 0.35 1.7
1-6 net 0.8 2.2
7-11 net 0.9 2.6

11. JINTEPATYPA

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461 -
474,

2. Amir H Abdul Latiff and Michael A Kerr — The clinical significance of immunoglobulin
A deficiency. Ann Clin Biochem, Mar 2007; 44: 131 - 139.

Mo BonpocaM, Kacatowmumcsa kayectsa Habopa «ob6wmin IgA-UDA>»,
cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-in noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbI)

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEpHET: www.xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IGA IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgA
in biological fluids.

This kit is designed for measurement of total IgA in biological fluids. 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

Immunoglobulin A (IgA) is a main factor of mucosal immune response to bacteria
and viruses. Selective IgA deficiency is one of the most frequent hereditary disorders
causing chronic infections inflammation in gastrointestinal, urinary and respiratory
systems. Determination of IgA concentration in serum and other biological fluids can be
used as screening for selective IgA deficiency and other immunodeficiency syndromes.
Marked elevation of serum IgA is observed in some autoimmune diseases and IgA
myeloma.

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
total IgA-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 total IgA, 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.

Document: K275I Instruction version: 1902 Format version: 105
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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% 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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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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 5-250 pl;

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...+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...+8 °C before testing.

7. TEST PROCEDURE

7.1. 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 26X by 26 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.
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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 09/l 0.08 fal
CAL 2 0.1 g/l 0.40 Pl
CAL 3 059/l 1.32 o/
CAL 4 2 g/l 2.45 y
CALS 549/1 2.92 T

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
total IgA. 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, g/I
Sexiage Lower limit Upper limit

Healthy donors 0.9 5.0
>61 yr 1.0 6.5
newborn - 0.05
1-3 month 0.06 0.6
4-6 month 0.1 1.0
7-12 month 0.35 1.7
1-6 yrs 0.8 2.2
7-11 yrs 0.9 2.

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
1gG <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

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

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

12. LITERATURE

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461 - 474.

2. Amir H Abdul Latiff and Michael A Kerr - The clinical significance of immunoglobulin A
deficiency. Ann Clin Biochem, Mar 2007; 44: 131 - 139.

Document: K275I Instruction version: 1902 Format version: 105

16



Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKLUMA MO NPUMEHEHWIO HABOPA PEATEHTOB
Ana UMMYHO®EPMEHTHOIO ONPEAENEHNA OBLLEIFO IgM
B BUOJIOTUYECKUX XKUAKOCTAX

«O6wun igM-UOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgM IN HUMAN BIOLOGICAL FLUIDS

Total IgM EIA

HOMEP MO KATANOTY K277
TY Ne 9398-277-18619450-2009

PErMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/06102 ot 19 HOA6pA 2009 T.

AnTtnTena K B/Y 1,2, Bupycy renatuta C n HBsAg oTcyTcTBYIOT
KOHTponbHble CbiIBOPOTKY, BXOAALME B COCTaB Habopa, MHAKTUBNPOBaHbI.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMPO AnMarHoCTUKM

“ C €
XEMA Co., Ltd.

T e
= e 9th Parkovaya str., 48 Authorized Representative in EU:
— 105264 Moscow, Russia Polmed.de

‘ZZB“‘N” Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

Z’K j,& e-mail: redkin@xema-medica.com Aichwald, Germany

o) internet: www.xema-medica.com e-mail: info@polmed.de
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K2771

«YTBEPXJEHA»
Mpuka3 PocagpaBHaasopa N2 9362-Mp/09 ot 19 Hoabpsa 2009 r.
KPA 68430 ot 24.09.2009 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans NMMYHO®EPMEHTHOIO ONMPEAEJIEHNA OBLLUEIO 1igM
B BUOJIOTMYECKUX XKXUAKOCTAX «06wuin IgM-UDA »

1. HABHAYEHMUE

1.1. Habop peareHTtoB «O6wwnii IgM-UDA» npegHasHayeH AN KOMYECTBEHHOrO
onpeneneHns KoHueHTpaumm obwero IgM B 6uonornyeckmx xumakoctax (cm. Tabnvuy M)
MeToAOM TBepAOda3HOro MMMyHOMEPMEHTHOIO aHannsa.

1.2. immyHornobynnH M (IgM) npucyTCcTBYeT B KPOBM KakKk B MOHOMEPHOW,
Tak W B neHTamMepHon dopmax. [loBbileHHaa KoHueHTpauus IgM B cbiBOpOTKe
KPOBW SABNAETCA OCHOBHbIM MMPU3HAKOM MEPBMYHOrO MMMYHHOro OTBeTa, a Takxe
MOXET CBMAETENbCTBOBATb O MNEpCUCTUpyoWwmMx 6akTepuanbHbIX W BUPYCHbIX
nHbekumax. CHuMKeHne KoHueHTpauuu IgM B cbiBOpOTKe KpoBM Habniopaetca npu
HEKOTOpbIX WMMyHoAeduuMTax. Pe3koe noBsblleHMe YypoBHA IgM xapakTepHO AN
MakpornobynuHemumn (6onesHu BanbaeHcTpema) n IgM mnenomel.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne obuwero IgM OCHOBaHO Ha MCMNOSIb30BaHUU <CIHABUY»-BapuaHTa
TBEpAO(A3HOro UMMyHOMEPMEHTHOrO aHanmsa. Ha BHYTpeHHeW MOBEPXHOCTU JTYHOK
nnaHwera MMMOOMIN30BaHbl MblWMHbIE MOHOK/OHANbHble aHTUTena Kk obwemy IgM
yenoseka. B nyHkax nnaHweta, npu agobasneHnn nccnegyemoro obpasua, NnpoMcxoamt
cBa3blBaHWe obuiero IgM, coaepixalerocsi B uccneagyemom obpasue, C aHTUuTenamm Ha
TBepAor dase. O6pa3oBaBLUNIACS KOMMEKC BbISBSIOT C MOMOLLbIO KOHbOraTa MblLWNHbIX
MOHOKJ/IOHa/NbHbIX aHTuTen Kk obwemy IgM c nepokcupasor xpeHa. B pesynbrarte
obpa3syeTcs CBSI3aHHbIA C MJACTUKOM <«C3HABWY», coAepXalui nepokcuaasy. Bo
BpeMsi MHKybauumm c pactBopoMm cybcTpata TeTpameTunbeHsmnanHa (TMB) npoucxoaut
OKpalluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NpPonopLMOHanbHa
KOHUeHTpauun obuwero IgM B mnccneayemom obpasue. KoHueHTpauuio obwero IgM B
nccneayembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTMU
OMTUYECKOM NMNOTHOCTK OT coaepxaHusa obwero IgM B kannbpoBoYHbIX Npobax.
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEnN K obwemy IgM c apyruMmmn aHanutamu npveeaeHa B Tabnuue:

Raniy ﬂepexﬂ:gugaﬁﬂ peak-
IgA <0.1
IgG <0.1
IgE <0.1

3.2. BocnpousBoauMOCTb.

KoacdduumeHT Bapuaumm pesynbTaToB OMNpeaenieHns copepxaHus obuwero IgM
B OAHOM WM TOM e obpasue 61Monormyecknx XuMAKoCTen C mcnonb3oBaHneMm Habopa
«06wmnn IgM-NO®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauuun obuwero IgM B obpasuax 6Monormyecknx xXumakocren
npu pasBeaeHun nx 6UONOrMYeCcKMMmN XNUAKOCTAMU, He coaepallen obwmin IgM, nmeet
JINHEWNHbIV XapaKTep B AnanasoHe KoHueHTpaumin 0.5-10 r/n n coctasnset £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMii napaMmeTp MNpOBEpPSeTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOW KOHUeHTpauuu obuiero IgM npeanucaHHOM, MONyYeHHOMN
nyTeM CMELWBAHUSA paBHbIX O0ObEMOB KOHTPOJSIbHOM CbIBOPOTKU U KanMbpoBOYHOM
npo6bl 2.0 r/n. MNpoueHT «oTKpbITUA>» cocTaBnsieT 90-110%.

3.5. HyBCTBUTEJIbHOCTD.

MuHuManbHaa poctoBepHo onpegensemas Habopom  «O6wmii  IgM-UOA»
KOHUeHTpaumsa obwero IgM B 6Monornyecknx Xunakoctax He npesbiwaet 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (QoToMeTp BepTUKaANbHOrO CKaHWPOBAHWSA, MO3BONAKOWMIA U3MEPATbL OMTUYECKYIO
NIOTHOCTb COAEPXMMOrO NIYHOK MiaHweTa npu AnvHe BoAHbl 450 HM;

- TepMmocTaT, noaaepxusatowmnii Temnepatypy +37 °C £0.1 °C;

- [03aTopbl CO CMEHHbIMWM HaKOHeYHWKaMu, Mo3BoNswWwmne oTbéupatb 0b6beMbl
B AMana3oHe 5-250 mkn;

- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;

- BOAQ AUCTUNMPOBAHHAas;

- MepyaTKuM pe3nHOBbIE UIN NNACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. lMepep npoBeAeHWeM aHanu3a KOMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHATHOW TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosseHne njaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy HeobXoaMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNoNb30BaHHbIMM  CTpUMbl, 4YTOBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTenbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «O6wuii IgM-UDA» ponxkeH XpaHUTbCS B YyMakKoBKe
npeanpuaTUA-U3roToBuTeNns npu Temnepatype +2...+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Habopa.

[onyckaeTcs xpaHeHune (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, CTon-peareHT nocne
BCKPbITUS (h1aKOHOB cneayeT XpaHuUTb Npu Temnepatype +2...+8 °C B TeyeHune
BCero cpoka rogHoctu Habopa;

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

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpuMeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMOpaXuBaHWe-OTTanBaHue
06pa3uoB CbiBOPOTKM (MAa3Mbl) KPOBM He ponyckaeTtcs. [JonyckaeTcss uccrnenoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLLECTBASAAOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VckntoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Ma3Mmbl)
KpOBW Nt0AeN, NoNy4vaBLIMX B LensaxX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIUNHbIE @aHTUTENa.

8.6. Mpn uncnonb3oBaHuM Habopa AN NpoBeAeHUS HECKOSbKUX He3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A1 KaXA0ro He3aBMCMMOro onpeaeseHmns
Heob6XxoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KoHueHTpaumm obwero IgM B KOHTPONIbHOW CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ynbTaToB Heob6XoAMMO cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM M3 aAHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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9. NPOBEAEHUE AHAJIU3A

MoMecTTe B paMKy Heo6X0AMMOe KONIMYECTBO CTPUMOB — UccredyeMble o6pasubl B 2
noBTopax n 12 nyHoK Ans KanMbpoBOYHbIX MPO6 U KOHTPOSIbHOW CbIBOPOTKM.

Pas6aBbTe 06pa3subl cbiBOpoTkM (Mnasmbl) kpoBu B 5000 pas, ucnonb3ys UOA-Bydep.
Mpumep: B npobupky Pa3ssegeHune 1 (1:100): 10 mkn obpasua + 990 mkn UDA-Bydepa. B
Apyryto npobupky PasseaeHune 2 (1:5000) pobasbte 10 Mkn PasseaeHus 1 + 490 mkn UDA-
Bydepa. PasseneHune 2 (1:5000) cneayeT ncnonb3oBaTtb B aHanunse. Cnocob passeneHus ans
ApYyrux BUAOB MaTepuana npuseaeH B Tabnuue M. He pasbasnsaite kanmbpoBouyHble Npobbl
1N KOHTPOJIbHYIO CbIBOPOTKY.

Ecnn npepnonaraemasi KoHueHTpauusi obwero IgM B uccnegyemom obpasue npesbillaer
10 r/n, ero cnenyeT AONOMHWUTENbHO pa3BecTn, ucnonb3ys NOA-Bydep. Micnonb3osaHue
apyrux 6ydepoB n peareHToB Ans pasbaBrneHns 06pasLOB MOXET WCKaxaTb pe3y/bTaThbl
onpeaenexHus!

MpuMeyaHue. NS nNonydYeHUs HaAEXHbIX pe3ynbTaTOB PEKOMEHAYETCA WCNOMb30BaTb
HECKONbKO MocfiefoBaTeNlbHbIX  pa3BeAeHnii  uccnegyemoro obpasua  6uMonornyeckmnx
XNOAKOCTEN.

BHecuTe B COOTBETCTByHOLME JNyHkM B Ay6aukatax no 100 Mka kakaou
KaM6poOBOUYHO NPO6bI U KOHTPOJIbHOW CbIBOPOTKMU. [1py MCCNefoBaHMM CbIBOPOTKM
(nnasmbl) KPOBM B JTYHKM, NpeAHa3HavyeHHble 4518 nccneayemblx o6pasLos, BHECUTE Mo
100 mkn pas6aBneHHbix o6pasyos (PasseaeHue 2). Npu nccnegoBaHum Apyrux
BMAOB MaTepuana obbemM BHOCMMOro mccrneayemoro obpasua ykasaH B Tabnuue M.
BHeceHMe KannmbpoBOYHbIX NMP06, KOHTPOLHOM CbIBOPOTKM U MUCCefyeMbix 06pa3uoB
HeobxoAMMO NMPOM3BECTU B TedyeHne 15 MUHyT.

AKKypaTHO MepeMellainTe CoAepXWMoe MaHlWeTa KpPyroBbiIMW ABVMXKEHUAMU O
rOpU30HTa/IbHOW MOBEPXHOCTM, 3aK/elTe NiaHwWweT 6ymMaroi Ans 3aknenBaHus naaHLweTa.
UHKy6upyiite nnaHwert B TeueHne 30 MUHYT Npu Temnepartype +37 °C.

Mo oKOH4YaHMM WHKYbauun yaanuTe COAEPXMMOE JIYHOK acnupauunein (Hanpumep,
C NOMOLLbIO BOAOCTPYWHOIO Hacoca) Wiv AeKaHTUPOBaHMEM U OTMOMTE JIYHKMU 3 pasa.
Mpn kaxpgon oTMbiBKe AobaBbTe BO BCe JYHKM MO 250 MKA OTMbIBOYHOrO pacTtBopa
(cM. n. 7.3), BCTPSXHWUTE MNAHWET KPYroBbiMW ABMXEHUAMWU MO FOPU30OHTASIbHOW
NMOBEPXHOCTU C MOC/NeAyloLWen acnupauven wnv AeKaHTMpoBaHWEM. 3adepXkKa
npu OTMbIBKE (3aMauyMBaHuWe NyHOK) He TpebyeTcsa. pu KaxXAoM [AeKaHTMpPOBaHMU
HeobXx0AMMO TLATENIbHO YAANATb OCTATKM XXUAKOCTU U3 JTYHOK.

BHecuTe BO BCe siyHkn no 100 MKk KOHblOrara.

3aksenTe nnaHweT 6ymMaroi AN 3aKfieuBaHus NiaHLleTa » MHKY6UpyWTe ero B Te4eHue
30 MMHYT Nnpu TeMmnepartype +37 °C.

M0 OKOHYaHWW MHKYBaLMKN yaanuTe CoOAepXUMOe JIYHOK 1 OTMOWUTE JIyHKU 5 pas.

BHecuTe Bo Bce nyHku no 100 mkn pacrtBopa cy6crpata TeTpameTunbeHsnan-
Ha. BHeceHune pacTtBopa cybcTpaTa TeTpameTunbeHsnamHa B YHKU Heo6XoaAnuMo Mnpo-|
M3BECTU B TeyeHune 2-3 MvH. MHKYy6upyiTe nnaHwWeT B TEMHOTE NMpPyU KOMHaTHOM
TemnepaTtype (+18...+25 °C) B TeueHme 10-20 MMHYT B 3aBUCUMOCTUN OT CTEMNEHU
pa3BUTUSI CUHEro OKpalUMBaHUs.

11

BHecuTe BO BCe JIYHKM C TOW XXe CKOPOCTbIO W B TOW Xe NOCNef0BaTeNbHOCTU, KaK U
pactBop cybcTpaTta TeTpamMeTunbeHsmanHa, no 100 MK cTon-peareHTa, rnpu 3ToMm
COAEepXUMOe TYHOK OKPaLUMBAETCS B SIPKO-XKEeNTbllA LBET.

12

U3MepbTe BeNUUMHY onNTUYEeCcKoM mJIoTHoctu (Of) copep>KMMOro JiyHOK
njiaHwera Ha d¢oToMeTpe BepTUKaSbHOr0 CKaHWPOBaHVUS MPU AJSIMHE BOJIHbI
450 HM. M3mepeHune Ol coaep>XXmMMOro NyHOK niaHweTa HeobxoAnMO Npou3BecTu B
TeyeHue 15 MWH nocne BHeceHUs cTon-peareHTa. bnaHk doToMeTpa BbiCTaBnaniTe Mo
kannbposoyHoi npobe C1.

npoaosikeHne Tabauubl Ha cTp. 8
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13 | MocTpoiiTe B NUHENHbIX KoopAuHaTax KannmbpoBOuYHbIM rpaduk: ocb abcumcc (x) -
KOHUeHTpauus obwero IgM B kanubpoBouHbix npobax (r/n), ocb opauHaT (y) -
onTuyeckas MAOTHOCTb KannbposouHblix Npob (O 450 HM). Ana anroputma obcyeTta
(annpokcuMaumm) KanmbpoBOYHOro rpaduka UCMonb3ynWTe MHTEepBasbHbIA (KyCOYHO-
JNIMHENHbIW, «OT TOUYKM K TOYKE») METOA.

14 | Onpenennte no kanubpoBo4vyHOMY rpaduKky copepxaHue obuwero IgM B nccneagyembix
obpasuax. Ecnu wuccneayembli obpasen npeapassoaumnn  (CM. n.3), yMHOXbTe
Nnofly4YeHHbI pe3ynbTaT Ha dakTop pasBeaeHusi. pu aHanuse pasfiMyHbIX BUAOB
MaTepuana HeobXoAMMO YMHOXWUTb MOJSIyYeHHble 3HaveHus Ha PakTop nepecyeTa,
npueeAeHHbI B Tabnuue M.

Tabnuua M
cbiBopoTka | Mccnepyembie 06pasubl Pasegenue 1(1:100): 10 mkn obpasua 0 100 1
(nnasma) | JOMKHbI ObITb TLIATENbHO + 990 mkn bydepa Ana passenenus
KpoBU | OTLIEHTPUGYIMpOBaHbI. 06pa3LoB. B apyryto npobupky

AHanu3 MyTHBIX, XNe3HbIX PasBepenue 2 (1:5000) nobaBbre

11 remonmuTMyeckmux 06pasuoB | 10 mkn PazseseHue T+ 490 mkn
MOXET MPUBECTU K UCKaxKeHWto | bydepa ana pa3seseHna 0bpasLios.
pe3ynbTaTos. Pa3Begenue 2 (1:5000) cnepyet
CMONb30BaTh B aHanu3e

aioHa | Wcenepyemble obpasupl 90 10 0.002
AOMKHDI ObITb TLLATENbHO
OTLIeHTPUGYrupoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K MCKXKEHNIO
pe3ynbraTos.

moua | Wccnepyemble obpasupl 50 50 0.0004
LOMKHDI ObITb TLLATENbHO
OTLIeHTPUGYrupoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K UCKAKEHNIO
pe3ynbraTos.

CnuHHO- | Viccnepyemble 06pasLibl 80 20 0.001
MO3r0BaA | AOMKHbI ObITb TLUATENbHO
KUBKOCTb | OTUEHTPUGYrMpoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K UCKKEHNIO
pe3ynbraTos.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ynbTaTtax nccnenoBaHui, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM MO/sib30BaTbCs HOpPMaMW, NpuUBEAEHHbIMK HMXe. BmecTte
C TeM, B COOTBETCTBUM C NpaBunamu GLP (Xopowei nabopaToOpHOM NpaKTUKK), Kaxkaas
nabopatopua AO/HKHA camMa onpefennTb MapaMeTpbl HOPMbl, XapakTepHble ANs
obcnenyemon nonynauuu.

MpumMmeuaHue. 3HayeHUss KOHUeHTpauuii obwero IgM B uccneayembix obpasuax,
HaxXoAsAWMeCa HUXe rpaHuubl 4YyBcTBuUTeNbHOCTM Habopa (0.06 r/n), a Takxke
rnpesbllatoWwme 3HayeHne BepxHern kanmbposoyHor npobel (10 r/n) cneayeT npuBoAnUTb
B cnepytowen gopme: B nccnenyemMoMm obpasue X KoHuUeHTpauusa obuero IgM Huxke
0.06 r/n wnun Bbiwe 10 r/n.

Eaunuupl, r/n
Wccnepyemasn rpynna — —
HwxHuii npepen Bepxuuit npegen
340pOBble AOHOPbI 0.7 3.7
HOBOPOXAEHHbIE 0.1 0.35
1-3 mecsqua 0.12 0.9
4-6 mecsaues 0.25 1.2
7-12 mecsues 0.35 1.0
1-6 net 0.55 2.2
7-11 net 0.65 1.7

11. INTEPATYPA

1. Erik J. Wiersma, Cathy Collins, Shafie Fazel, and Marc J. Shulman Structural and
Functional Analysis of J Chain-Deficient IgM J. Immunol., Jun 1998; 160: 5979 -
5989.

Mo BompocaM, kacawLwmmcs kayectsa Habopa «O06wmn IgM-UDA >,
cnenyet obpawatbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a MNapkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIl)

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEpHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCTp1kunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgM IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgM
in biological fluids.

This kit is designed for measurement of total IgM in biological fluids. 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

Immunoglobulin M (IgM) is secreted during primary immune response and exists
in monomeric and pentameric forms. Elevated serum IgM is observed in chronic
inflammation, macroglobulinemia and IgM myeloma. Decreased IgM level may occur in
some immunodeficiency syndromes.

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
total IgM-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 monocnoclonal to human total IgM, 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-'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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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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 5-250 pl;

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...+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...+8 °C before testing.

7. TEST PROCEDURE

7.1. 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 26X by 26 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.
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9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

: Absorbance units Production control 1
Calibrators Value (450 nm) -
CAL 1 0 g/l 0.08 - s
CAL 2 0.5 g/l 0.32 oL
CAL 3 29/l 0.93 - /
CAL 4 5 g/l 2.15 Bl
CALS 10 g/l 3.01 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 total IgM. 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, g/I
Sex, age Lower limit Upper limit
Healthy donors 0.7 3.7
newborn 0.1 0.35
1-3 month 0.12 0.9
4-6 month 0.25 1.2
7-12 month 0.35 1.0
1-6 yrs 0.55 2.2
7-11 yrs 0.65 1.7

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
IgA <0.1
I1gG <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

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

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

12, LITERATURE

Erik J. Wiersma, Cathy Collins, Shafie Fazel, and Marc J. Shulman Structural and
Functional Analysis of J Chain-Deficient IgM J. Immunol., Jun 1998; 160: 5979 - 5989.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akagemnika Eppemosa, f. 23;
e-mail: info@xema.com.ua




XEMA CO., Ltd.

bidg. 48/4, Sth Parkovaya str., 105264, Moscow, Russia
Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-39-36
E-mail: info@xema.ru, info@xema-medica.com
Internet: www.xema.ru, www.xema-medica.com

STATEMENT

We, XEMA Co., Ltd. having a registered office at 48, 9™ Parkovaya st,
104264 Moscow, Russia, assign Sanmedico Srl. having a registered office
at str. A. Corobceanu 7A, apt. 9, Chisinau MD 2012, Moldova, as

authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC .

We declare that the company mentioned above is authorized to register,
notify, renew or modify the registration of medical devices on the territory
of the Republic of Moldova.

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager
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AHanuTnyeckas

CBepeHus o

06bem
6POBOYHBIX
CokpauieHHoe (xema npoBepeHus RUBEIEMICTEHOCIE Y (RATY (mMKn) M TMR
MonHoe HaumeHoBaHKe Habopa He MeHee npo6ax u/unu
p: HaMeHOBaHue Ha6opa aHanu3a (WWI MHbIE Texuuqec)xue K('))HTpoanbIX ucc:g#gseanaoro
XapaKTepUCTUKu CbIBOPOTKaX
Ha6opbl peareHTOB ANA UMMYHONOTNYECKOT0 aHanM3a
30:(37 :C, WeilkupoBaHve)/
Ha6op pearexToB finA UMMyHOGEPMEHTHOTO 10 (371 0(.'(;”76{,"'("%);?“”")/
BbIABNEHNA AHTUTEN K BUPYCY UMMYyHOAepULMUTa aHanMTAveckas 5,0 nr/mn (p24 BUY 1)
yenoseka | (0), Il Tunos {BUY I(0), 11} n aHTureHa p24 AYBCTBUTENBHOCTS 100% AuarHocTuueckaa | 3 KOHTPOMbHbIX 70
K112 BWY 1 B cbiBOpOTKe (Nna3me) kpoBw aHTUBUY 1(0), 11/p24-UOA 5 Oynrlmn (D24 BIAY 1) YYBCTBUTENBHOCT, CbIBOPOTKM (colBOpOTKa)
[locTynHble KomMnneKTayuu: i 3’0|(37 °0)/10'37 °C)/10" 100% auarnoctuueckan | (KAg+, KAb+,K-) | nnasma kposu
96, 192 unu 480 onpepenexuii (37 °C, TMB) aHanuTuueckas CneunduuHoCTb
CPOK roiHOCTH 24 MecAua q\
YBCTBUTENbHOCTD
10,0 nr/mn (p24 BUY 1)
Habop peareHToB Ana ummyHodpepmeHTHOrO 40'(42 °C, WweiiKmpoBaHue) um 0,01 ME/n
BbIABAEH!IA NOBEPXHOCTHOTO AHTUTEHa BUpYCa 60'(37 °C, weitkupoBanve)/ (Hr/mn) (HBsAg) 3 KOHTDOMBHBIX 100
Kop9 | rematua B (HBsAg) B cbiBopoTKe (mna3me) KpoBu HBsAG-JOA 15'(42°C, weiikuposaue) | 100% AuarHocTyecKas (HBE otk (cblBOPOTKa)
[locTynHble KoMnneKTayuu: g wnn 20'(37 °C, WweiiknpoBaHue)/ | yyBCTBUTENbHOCTb, (K1 sz k) p
96, 192 unu 480 onpepenenuii 14' (42°C, TMB) wm 20 100% guarHocTuueckas +Ret R f1asma KpoBit
CPOK rofHOCTH 24 MecAua (37°C, TMb) CneumduIHoCTb
Habop peareHToB An1A KOHTPOA ceLmdUIHOCTI
BbIABNEHNA NOBEPXHOCTHOTO aHTUreHa
Bupyca renatwuta B (HBsAg) Ha ocHose
MeTOZa UMMYHO(GEPMEHTHOI MHTUoULMN HBsAg 2 KOHTPONbHBIX
K009C (noATBepXAaloLLuii TecT) " - - CbIBOPOTKN -
B COCTaB BXOAAT 2 KOHTPO/bHbIe CbIBOPOTKM, MOATBEPHAAIOLLMA-NOA (aHBs-, aHBs+)
UCNONb3YeTcs TONbKO B KauecTBe AONONHEeHUA
K Ha6opy K009
CPOK rofiHOCTH 24 MecAla
Komnnext u3 Habopa pearentos ana
UMMYHOGEPMEHTHOTO BbIABIEHIA NOBEPXHOCTHOTO 40/(42°C, weit )
aHTVireHa BUpyca renatuta B (HBsAQ) B cbiBopoTKe / ”ég‘,"('gv}po%m””e 0.01 ME/n
(nna3me) kpoBy 1 Habopa peareHToB A1 KOHTPOAA mlgglﬁmp oy (/) (HBshg)
CNeLUPUUHOCTM BbIABNEHNA MOBEPXHOCTHOTO i 1475 - 3 KOHTPOJIbHbIX
koo | i aparernmad (g vaogose | S I0AS Mk | 152 uemmonane) | 000 mamocnncoar | oy | 10 ot
MeToza UMMYHOGEPMEHTHON MHTMBULIN ek OBaHmé)/ 100¥/ ATHOCTAUECKas (K1+, K2+, K-) p
(noaTBepXAatoLLMii TecT) Luenkip , 0 AUArHOCTYECK
15'(42°C, TMB) nnu 20 CneumduyHoOCTb)
Hocrynuble KomnnekTaumm: (37°C, TMb)
96, 192 unu 480 onpepenenui !
CPOK rofiHOCTH 24 MecAua
Habop peareHToB Ana uMMyHodepmMeHTHOrO
BblABNEHVA aHTUTen K Bupycy renatuta C (BIC) 8 100 % AnarHocTnyeckasn
K110 CbIBOPOTKE (Nna3me) KpoBw AHTUBTCHOA 60'(37 °C)/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 Kc?’:ggggﬁab'x (Cblsggoma)
JlocTynHble KOMNAeKTauum: 10" (37 °C, TMB) 100 % auarHocTUyeckasn K+ k) (na3Ma KDoBl
96, 192 unw 480 onpepenenuii CneLudnuHOCTL ' P
CPOK rofHOCTH 24 MecAua
Habop pearenToB na uMMyHodepMeHTHOrO KoMeKTaums 24
BblABNeHus lgG u IgM anTuTen K Bupycy renatuta C ONpeAenenns:
(BIC) v nOATBEPKACHNA PE3YNbTATOB CKPUHUHTA B 30'(37°0)/30'37°C) 100 % AMATHOCTHYECKAA | 5 om0
K110C CbIBOPOTKe (nnasme) KpoBu aHmBIC /10(37°C,TMB) YYBCTBUTENbHOCTD, CHBE otk 20 (ciBOpOTKA)
MopTBepxaenne npooautca no: HCV core, | MOATBEPXKAIOLLNI-NOA KomnekTauma 48 100 % AnartocTyeckas (K +p k) nnasma Kposu
NS3, NS4, NS5 komnnekrauua ana 24 unu 48 onpepenenuii: CneLnPnyHOCTb '
onpepenexuii 60'(37 °()/30'(37°C
CPOK roiHOCTH 24 MecAua /(1 0’(37)°(,TIE/II5) )
Habop peareHToB ans uMmyHopepMeHTHOr0
BbIABNEHNA CELUOUUECKIX aHTUTEN 100 % AnarHocTAYeckas 10
- KTy ‘-’”"”emg;’“’,’lg"f B CiBopoTie CHOUMNC CYMMAPHBIE 3037°0/ wectaitenbiocts, | 2 KORTPOTBRBI | ¢y 50pria)
[locTynHble KOMI'FI)JI eKTaUMM: AHTUTENA-WNOA 10-20"(TMB) 100 % AuarHocTUYecKas (K +p k) nnasma Kpoa,
96, 192 unu 480 onpepeneHuii CnewQuiHoCTs (MR
CPOK roiHOCTH 24 MecAua
Habop peareHToB Ana ummyHodepmeHTHOrO
BblABNEHUA cneumuuueckux IgG aHTuten K Treponema 100 % AmarHocTUyeckasn 2 KOHTDOMbHBIX 10
K116 pallidum B cbiBopoTKe (Nnazme) KpoBu CHOUTC 1aG-MOA 30'(37°C)/30'(37 °C)/ UyBCTBUTENBHOCTD, (bIB([)) oTKI (colBOpOTKA)
JlocTynHble KOMNAeKTauum: 9 10-20' (TMB) 100 % auarHocTUyeckas (K +p k) nnasma Kpoa,
96, 192 unw 480 onpepenenuii CneunduuHoCTb ' (MM
CPOK rofHOCTH 24 MecAua
Habop peareHToB Ana ummyHodpepmeHTHOrO 100 % AuarHocTUyeckasn 10
K111M BbIABNeHNA crelnduyeckux gM aHTuten CHOUTC IaM-VIOA 30'(37 °()/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 Kc(;:g ([,) OgTbK}:,lb'X (cblBOpOTKA)
Treponema pallidum B cbiBOpOTKe (NNa3me) KpoBM 9 10-20' (TMB) 100% AMa({)HOCTM‘IECKaﬂ (K +p a) nnasma Kposy,
CPOK rofHOCTU 24 mecAua cneumduuHOCTL ! CMX
3,0 ME/mn
Habop peareHToB Ana ummyHodpepmeHTHOrO 100% 2
(27 9CY 7201127 © b AMArHoCTIYeCKas 5
K101 | OnPenenesus lgG autuen K anTurenam Toxoplasma Toxoplasma lgG-1OA 30'(37 C){30 (37°0)/ 4yBCTBHTEbHOCTS, 5 (clBOpOTKa)
Spp. B CbIBOPOTKe (Mna3me) KpoBM 10-20' (TMb) A (0-200 ME/n)
KONMUeCTBeHHas BEDCUA 100% amarHocTUyeckas nnasma Kposu
P CneunduuHoCTb
30'37°C,
Ha6op peareHToB [inA UMMYHOGEPMEHTHOTO (3;'] e(m ﬁg;ﬁ; Hzgaﬁv?e) / 102 0{;’ Cﬂg;mg{"&i"a" 2 KOHTPOMbHIX 10
K101M | onpeneneus IgM aHTuten k anTurexam Toxoplasma | Toxoplasma lgM-UOA , WEAKMp ¥, ’ CbIBOPOTKM (colBOpOTKA)
10-20"(TMb) 100 % auarHocTyeckas
Spp. B CbIBOPOTKe (Nna3me) KpoBu W 6037 °0/30°37°0)/ CreLMdUHOCTS (K+, K-) nnasma Kposu
10-20' (TMb)
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06vem
6POBOYHDIX
CokpauieHHoe (xema npoBepeHus RUBEIEMICTEHOCIE Y (RATY (mMKn) u TR
Nonnoe HaumeHoBanKe Habopa He MeHee npo6ax u/unn
p HaumeHoBaHue Habopa aHanusa (WM MHbIe TEXHUYECKHE Kgmponbnblx ucc:gnaysemaoro
XapaKTepucTuKm) CbIBOPOTKaX pasuy
3,0 ME/mn
Habop pearenToB AnA MMMyHOGepMEHTHOrO ’
Koz | onpenenenns lgG anTuten k anTurenam Rubella Rubella laG-1IOA 30'(37°0)/30'(37 °C)/ 103%‘;&";%%1?:&?” 5 (CHBOS orka)
B CbIBOPOTKE (Mna3me) KpoBm 9 10-20' (TMB) 100%/ 4 (0-200 ME/n) P
KONMYECTBEHHaA BEpCHA b AMarHoCTUYecKas nnasma KpoBu
cneumduyHoCTb
30'37°C,
Ha6op peareHToB fi1iA MMMyHOGEPMEHTHOTO (3;”3(""%2;}3;;2:;@?‘3)/ 102 %cﬁlg;;:ﬁichergaﬂ 2 KOHTpOTbHBIX 10
K102M | onpepenenus IgM aHTuTen k aHTureHam Rubella Rubella 1gM-/10OA ’10_20, (TME) 100%/ MarHoCTIYecKas CbIBOPOTKM (colBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBu vy o 31\ 19 o oA (K+, K-) nnasma Kposu
unn 60'(37 °C)/30°(37 °C)/ CneuuduIHoCTL
10-20"(TMB)
0,25 En/mn
Habop peareHToB Ana ummyHodpepmeHTHOrO 100% 1 5
onpezenexs 1gG aHTUTeN K aHTUreHam . ! 30'(37°0)/30'(37 °C)/ 0 AMArHOCTIECKaA 5
K103 (ytomegalovirus 8 CbIBOPOTKe (nNna3me) KpoBw Qytomegalovirus 196-HOA 10-20' (TMb) qyoBCTB”Tem’HOCT"’ (0-6,0 En/mn) (cbiBoporka)
KONMYeCTBeHHAs BeDCUS 100% AuarHocTyeckasn nnasma Kposu
P CneunduIHOCTb
30'37°C,
Habop peareHToB And UMMyHOGEPMEHTHOTO weiikipoBanue)/30° 100 % AarHocTUyeckan | 5 oo 10
onpezenenua IgM aHTuTen K aHTureHam . i (37 °C, weiiknposanue)/ YyBCTBUTENBHOCTD, KOHTPOMbHbIX
K103M (ytomegalovirus B CbIBOPOTKe (NNa3me) KpoBu Cytomegalovirus 1gM-HOA 10-20"(TMB) 100 % AnarHocTyeckas c"('l?ip?g)(” n(;:;m)mi)u
unm 60'(37 °C)/30°(37 °C)/ cnewunouuHoCT ’ P
10-20"(TMB)
Habop pearenToB AnA MMMyHOGepMeHTHOrO 100 % AnarHocTyeckan
K104 onpezenenus lgG aHTUTEN K aHTUreHam HSV 1.2 1G-MOA 30'(37°0)/30'(37 °Q)/ UyBCTBUTENBHOCTD, 3 Kcir;g OST"K':"X (CHBOS oTka)
Herpes simplex virus 1 v 2 Tuna (HSV 1,2) 19 10-20'" (TMB) 100 % puarHocTuyeckas (K+ K—p K+\) . a3M§K 0BH
B CbIBOPOTKeE (nn1a3me) KpoBw CneuuPnyHOCTb i P
30'(37°C,
Habop peareHToB ans IMMyHOGEPMEHTHOTO weikiposarue)/30° 100 % AMATHOCTUYECKAR | 5 ouron 10
onpepenenus lgM aHTUTen K aHTUreHam i (37 °C, weiikupoatue)/ YYBCTBUTENBHOCTD, p
K104M Herpes simplex virus 1v 2 Tuna (HSV 1,2) HSV1,2 IgM-1OA 10-20"(TMB) 100 % anarHocTUyeckan C"('Eip?(r_')(” n(;::::no;)ﬁn(()?a)m
B CbIBOPOTKe (nna3me) Kposw unm 60'(37 °C)/30°(37 °C)/ CneunduuHoCTb ' p
10-20'(TMb)
Habop peareHToB A4 UMMYHOGEPMEHTHOrO 100 % AmarHocTyeckasn
K104B onpezenenus lgG aHTUTEN K aHTUreHam HSV 2 19G-MOA 30'(37 °()/30'(37 °C)/ UyBCTBUTENIBHOCTD, 2 Kc?):gg OST"KHM"'X ((HBJ OOTKa)
Herpes simplex virus 2 Tana (HSV 2) B cbiBopoTke 9 10-20' (TMb) 100 % anarHocTUyeckan (k +p k) nasm 5 KDOBI
(nna3me) KpoBm CneunduyHoCTb ' P
Habop peareHToB AnA MMMyHOGEpPMEHTHOTO 100 % amarHocTuyeckas
K105 hlonpe#eneuuﬂ IgG aHTVITEﬂ(K aumriuam Chlamydia lg6-MOA 30'(37°0)/30'(37°C)/ UyBCTBUTENbHOCT, 3 Kcirg ESST"K"M"'X (oolB ggoma)
Chlamydia spp. B cbiBopoTKe (nnasme) KpoBw 10-20' (TMB) 100 % AmarHocTyeckasn
CeOUIHOCTD (K+, K-, K+\-) na3ma KpoBi
Habop peareHToB A1 IMMYHOGEPMEHTHOrO 100 % AMArHOCTUYECKAA | 5 ournont 10
onpezenenus lgM aHTUTen K aHTUreHam e 30'(37°0)/30'(18-25°C)/ YyBCTBUTENBHOCTD, p
K105M Chlamydia spp. B cbiBOpPOTKe (nna3me) KpoBH Chlamydia \gM-HOA 10-20' (TMB) 100 % AmarHocTyeckasn Cb(ll?-(:p(l)(gm (cbiBoporka)
CneundUYHOCTb ' Mnasma Kposut
Habop peareHToB AnA UMMYHOQEPMEHTHOrO 100 % AmarHocTuyeckas
K106 | OnPeaenenus IgG anTuTen K aHtureHam Mycoplasma Mycoplasma lgG-MOA 30'(18-25°0)/ UyBCTBUTENBHOCTD, 3 ﬁ:gg;g;::}lblx (Cblaggoma)
11Q_9E © -0 0
Spp. B CbIBOPOTKe (na3me) KpoBH 30'(18-25°C)/10-20' (TMB) | 100 c/; gx;&mrgl;icmﬂ (K, Ko, K\ ) a3Ma KpoBH
Habop pearenToB anA MMMyHOGepMEHTHOrO 100 % AMArHOCTUYECKAA | 5 ournont iy 10
onpegenenus IgM anTuten K aHtureHam Mycoplasma I 30'(37°0)/30'(37 °C)/ UyBCTBUTENBHOCTD, P
K106M 599, B GoBOPOTKE (V1a3ME) KpOBH Mycoplasma IgM-NOA 10-20' (TWG) 100% AnarvocTadeckas (b(IKBiP?(TI)(M (cbiBOpOTKA)
CMelMPUIHOCTD ' N1a3Ma KpoBit
Habop peareHToB Ana uMmyHodepmeHTHOrO 100 % AnarHocTnyeckasn
K119 onpenener;uﬂ lgG aHTuTen K anTureHam Helicobacter Helicobacter pylori 30'(37 °C)/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 Kcir;ggg;’}ab'x (cblB (]goma)
ori B cbiBOpOTKe (MN1a3me) Kposi - -20' 100 % AnarHocTyeckas
py porke ( ) Kp lgG-MOA 10-20" (TMb) c: gumbmuuocn (K+, k) Na3ma Kposit
Habop peareHToB Ana ummyHodpepmeHTHOrO 100 % auarxocTuyeckas
K119M onpeneneHlMﬂ IgM anTuTen K aHTurenam Helicobacter Helicobacter pylori 30'37°0)/30'(37°0)/10-20" | 4yBCTBUTENbHOCTD, 2 ﬁr;ggg:&blx ( cust]goma)
ori B CbIBOPOTKe (nMna3me) KpoBu IgM-WNOA ™ 100 % amarHocTuyeckaa
Py poke ( Jkp gu-10 (TMB) CI?IélLlI/Id)I/IlIHOCTb (K+, k) nnasma KpoBit
Habop peareHToB ana uMmyHopepMeHTHOT0 100 % AnarHocTnyeckasn
K119A% onpenenel;uﬂ IgA aHTuTen K aHTureHam Helicobacter Helicobacter pylori 30°(37 °C)/30(37 °C)/10-20" UyBCTBUTENBHOCTD, 2 Kc?’:gg;g;’&b'x (cblB (][()]OTKa)
ori B cbiBOpOTKe (MNa3me) Kposu - 100 % AnarnocTyeckas
py porke ( ) Kp IgA-UIOA (TMB) CI?Iep‘LWId)I/NHOCTb (K+ K-) nnasma KpoBi
Habop peareHToB Ana uMmyHodepmeHTHOrO 100 % AmarHocTuyeckas
K121 onpeﬁleneHMﬂ |gG aHTUTeN K aHTUreHam Aspergillus IgG-MOA 30'(18-25°0)/ YYBCTBUTENbHOCTD, 3 'éi:';ggg:&b'x ((b|B£OTKa)
p 1(1R_9E © 0" 0
Aspergillus spp. B cbiBopoTKe (nna3me) Kposw 30'(18-25 °C)/10-20' (TMB) | 100 C/I(')I gx:amrglct;iCKaﬂ (K, K K\) a3Ma KpoBH
Habop pearenToB ana uMmyHopepMeHTHOro 100 % amarHocTuyeckan
K126 | Onpenenenns IgG anTuTen K aHtureHam Ureaplasma Ureaplasma lgG-OA 30'(37°0)/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 KC(ITI;[ gggTer:,lb'X (cblB ggoma)
Spp. B CbIBOPOTKE (na3me) Kposu -20' 100 % amnarHoctuyeckas
pp. porke ( ) kp 10-20' (TMB) e étumqumm K+ K-) 23Ma KpOBH
Habop peareHToB Ana uMmyHodepmeHTHOrO 100 % AmnarHocTuyeckan 2 KOHTDONBHBIX 20
onpe/EeNeHns CyMMapHbIX aHTUTEN K aHTUTeHaM i 30'(37°0)/30'(37 °C)/ UyBCTBUTENBHOCTD, p
K171 Gpiardia Iambll%ll B CbIBOPOTKe (Nna3me) Kposm aHTIIAMBIIA-1IOA 10-20' (TMB) 100 9% AnarHocTnyeckas ("('KB_(LP?J')(M (cviBoporka)
CneuuPuyHoCTb ’ n1a3Ma KpoBit
Habop peareHToB ana anddepeHumanbHoro 100% AMArHOCTUYECKAR | 5 ournoni 20
K171% umMMyHodepmenTHoro onpeaenenus IgA, IgM umn IgG | aHtulIAMBIINA IgA, IgM | 30'(37C)/30'(37C)/10-20" UyBCTBUTENBHOCTD, CbIB([)) otk (cblBOPOTKa)
aHTUTeN K aHTurexam Giardia lamblia B coiopoTke unn lgG-NOA (TMB) 100% AuarHocTuyeckas (K +p k) 3 ;) o8
(nna3me) kpoByt MeLNPUIHOCTD ' /1a3Ma KpoBit
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AHanuTnyeckas

CBepeHus o

06vem
CoKpaleHHoe (xema npoBeeHua YYBCTBUTENbHOCTb,  KanuOPOBOUHbIX (mMKn) M TMR
Monxoe HaumeHoBakue Ha6°pa Haumeugsaune Ha6opa angnvlsa (I/IIWI uutfew;:::;qecxue II:('))I?T;())(HVII:/I?I:?( uccnegyemoro
XapaKTepucTUKm) CbIBOPOTKaX o6pasua
Habop peareHToB Ana ummyHodpepmeHTHOrO 100% AmarHocTyeckasn )
11270 11270 ! KOHTPONbHBIX 5
* BbIABNEHNA |gG aHTUTEN K aHTUreHaM KpyriibIX : 30'(37 °C)/30'(37 °C)/10-20 YyBCTBUTENbHOCTb,
K174 uepBeit Ascaris spp. (Nematodes) Nematodes lgG-HOA (TMB) 100% AmarHocTyeckasn c"('lfip?g)(” H(J'T;;/(I)ap ﬂ;';agu
B CbIBOPOTKe (MN1azme) KpoBm CneunduuHoCTb !
e | ST GG AT O IOW | osoiocuon | 0OTORET0N020 | crowenoiocn, | 2o |5
yepBeli Echinococcus spp. (Cestodes) 9 (TMB) 100% AuarHocTnyeckas (K +p k) mn a3|vnap KDOBU
B CbIBOPOTKeE (MN1a3me) KpoBi cneynduyHoCTb ’ P
K176+ BtfnﬁsnFLEa;rngGT B A rematodes oo | 3067 0307 °0/10-20 1°3§/§§”332“e‘;‘.,1”§3‘.1‘f” ZKOHTPONbHbX (B N o)
yepseii Opistorchis spp., Fasciola spp. (Trematodes) 9 (TMB) 100% AuarHocTyeckasn K +p k) nnasm f KDOBM
B CbIBOPOTKE (MNa3me) KpoBu CNeLuUUHOCTb ! P
Habop peareHToB ins UMMyHoXpomaTtorpaduyeckoro 99,5% JUATHOCTIRCKEA | 2 KOHTPObHBIX
BbIABJIEHNA aHTUTEHa BUPYCa rpunna B 06pa3Lax “{)BCTB”TG""”M"" obpazua (K-+, K),
BblAeNeHii CO CIM3UCTLIX 060/104eK HOCOTNIOTKM 99,5% AVI&(LHOCTVNECK&;I MOCTABNAIOTCA |\ o FOTOUHbI
DlocTynuble KomnnekTtauuu: 1 onpeaenexue 11895 9 CneLuPnyYHOCTL TONbKO B o
X050 ANA AOMALUHErO NpUMEHEHIA WM 20 XEMArect [punn 10(18-25°C) [aHHble N0 asandT-| KoMnekTe an unm }:;:::Hbllll
onpefieneuii Ana npodeccuoxanbHoro YecKolYyBCTBUTENbHOCTM | Mpodeccuo-
cpok ro';lm':'fxgz':\:e cALes npuBegeHbl B MHCTpyKLmMy HanbHoro
110 NPUMEHEHII0 NpUMeHeHUs
JlnarHocTuka 3a6oneBanuii LWUTOBUAHON Kene3bl
Habop peareHToB AnA MMMyHOGEPMEHTHOTO 11270 > 5
K131 onpefieneHua ayToaHTUTeN K Tupeonepokcuaase AT-TNO-NOA 30.(37%,2)(/316_5())/. (TMB) 2,5ME/mn (?2(?3? {‘)A"EKHM;Q' (cbiBOpOTKa)
B CbIBOPOTKE (MNa3me) KpoBiu cmsgpoma nnasma KpoBu
5
Habop peareHToB Ana uMmyHodepmeHTHOrO 1270 . 5
K132 onpezeneHus ayToaHTUTeN K TMpeornobynuHy AT-TT-NOA 30 (37%2)(/316%/ (TMB) 5,0 ME/mn (? KS(?STO ﬁfﬁ"ﬂ' (colBOpOTKa)
B CbIBOPOTKeE (MN1a3me) KpoBi cblsgpoma nnasma KpoBu
Habop peareHToB Ana ummyHodpepmeHTHOrO
K201 P e o TTT-NOA 60'37°0)/10-20' (TMB) | 0,04 MME/n (ME/mn) o1EREI) (cuag 00TKa)
ofHoCTapuitHasA Bepcus ’ 1 KOHTPONbHAsA nasm g’ KDOBH
JlocTynHble KomnneKkTaLuu: CbIBOPOTKA P
96 unu 480 onpegenexuin
Habop peareHToB ana uMmyHopepmeHTHOro
OnpezeneHua TMPEOTPONHOTo ropMoHa 60'(37 °C, weiikuposanne)/ 7 200
B CbIBOPOTKeE (Mna3me) KpoBu ] 270 1o {0-20MME/(ME/ )},
K201A* JnTPaUyBCTBHTENbHAA BepCA TTTnnioc-NOA 60'(37 1((,) u;gyl(l}l;l\/[l)g)sauue)/ 0,012 mME/n (ME/mn) | ®5 OHTPObHble n(nc;;?\,(‘);)ﬁnéz)u
ANA onpefeneHnsa BepXHU3KNX u/unu : CbIBOPOTKM P
(BepXBbICOKMX KOHLeHTpauuii TTI
5
Hatop peareHToB AniA MMMyHOGEPMEHTHOrO . ! (0-15 Hmonb/n), 25
K211 onpegenenus TPUOATUPOHIHA B CbIBOPOTKE T3-NOA 60(37 °C)/10-20' (TMb) 0,2 Hmonb/n 1 KOHTDObHAS (cbiBOpOTKA)
(nnasme) kposi (HB(prTKa nnasma Kposu
Habop peareHToB A4na uMmyHodepmeHTHOrO (0320 H?VI onb/n) 25
K212 onpe/eneHus TMPOKCUHA B CbIBOPOTKe (nnasme) T4-NOA 60'(37 °C)/10-20' (TMB) 3,0 Hmonb/n 1 KOHTDONbHAS (cbiBOpOTKA)
KpoBi cusgpoma nnasma KpoBu
Habop peareHToB AnA UMMyHOGEPMEHTHOTO (0-40 msl onb/) 25
K213 onpezeneHus cBo60HOTo TPMOATUPOHNHA B BT3-10A 60'(37 °C)/10-20' (TMb) 0,5 nmonb/n 1 KOHTDONbHAA (cbiBOpOTKA)
CbIBOPOTKE (Mna3me) Kpoy (blngOTKa nnasma KpoBu
Habop pearenToB Ana MMMyHOGepMeHTHOrO 6
onpezeneHa cB060AHOro TMPOKCUHA B CbIBOPOTKE . ‘ (0-100 nwons/), 25
K214 (nnasme) kposu 8T4-NI0OA 60'(37 °C)/10-20' (TMB) 0,75 nmonb/n 1 KOHTDONbHAA (cbIBOpOTKA)
[JlocTynHble KomnnekTaLum: cusgpoma nnasma KpoBu
96 unun 430 onpepenenuii
Habop peareHToB Ana ummyHodpepmeHTHOrO (0- 4005Hr /) 50
K232 onpefieneHus TMpeornodynHa B CbIBOPOTKe TI-NOA 60'(37 °C)/10-20' (TMB) 0,5 Hr/mn 1 KOHTDONbHAA (cblBOpOTKa)
(nna3me) kposw cblsgpoma nnasma Kposu
Habop peareHToB-KOHTPONbHbIE CbIBOPOTKM AN
MMMYHOAHaNUTUYECKOro onpeaeneHua MapKkepoB legsgng?bégauuble gg auﬁ?msy coneg) ";';‘,m c: Eély .K;mv(l))éauan:l T: BHa He%6oepa3( Eea:sz
KQ13 3a6oneBaHuii LYMTOBMAHON Xene3bl AyToKoH-AT-KonTponb TEAECTBEHHDIX It 3aDyOEXHDIX NIPOUSBOAUTENEM: Ay TOIHTUTENa K TDEOTIEPOKCUA
o . (AT-TNO), ayToanTuTena K Tupeornobynuty (AT-TT), ayToaHTuTena K pewientopy TMPEOTPONHOro
5 ypoBHeii (A,B,C,D,E) no 1,0 mn Kaxablii ropwora (AF-pTTT)
CPOK rofiHOCTH 36 MecALeB
[TpuBedeHbl AaHHble M0 aHan13y CoAepMaHuA CleayloLLnx aHanuToB Ha Habopax peareHToB
0TeYeCTBEHHbIX 11 3apy6exHbIX NPOU3BOAUTENeIA: TUPEOTPOMHbIA ropMoH (TTT), 06wl
Habop peareHToB-KOHTPOMbHbIE CbIBOPOTKY s TPUioATUPOHWH (T3), cBo6OAHDIA TpHiIl0ATUPOHIH (CBT3), 0bLuii TUPOKCUH (T4), CBOBOAHDII
KQ21 VIMMYHOAHaNUTUYECKOTO ONIPEAENIEHIA FOPMOHOB TopmoKor-KorTpon TUpOKCuH (cBT4), nitoTeotponbiii ropmot (1), ponnukynoctumynupytowuii ropmon (OCT),
2 yposHa (N, H) 2 no 2,0 mn Kaxpblit XOpUOHNYecKuii roHapotponuH (XI'), ropMOH pocTa (COMATOTPOMHbIIA FOPMOH), NPONAKTHH,
CPOK rofHOCTH 36 MecAueB 3CTPajuo, NPorecTepoH, TECTOCTEPOH, KOPTU30, AernApoInuaHApocTepoH-cynbdat (15AC),
17-ruppokcunporectepo (17-OH-nporectepoH), cB060AHbIN (HEKOHBIOTMPOBAHHBIIA) CTPUON,
06wwwmit IgE, cekc-ctepomna-ceazbiatowmit rnobynun (CCT)
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AHanuTnyeckas (Bepenns o
YyBCTBUTENIbHOCTD,  KanubpoBOYHbIX
He MeHee npo6ax u/unn
(unK MHbIE TEXHUYECKNE  KOHTPONbHBIX

06bem
(MKn) n TMN
uccnepyemoro
o6pasua

CokpauieHHoe (xema npoBepeHus

Mlontoe Haumenosatue HaGopa HaumeHoBaHue Ha6opa aHanusa

XapaKTepuUCTUKM) CbIBOPOTKAX

Habop peareHToB Ana uMmyHopepMeHTHOro (0-25006MKF n) 50
K233 | onpepenexua anturexa S100 B cbiBopoTKe (nnasme) $100-MOA 60'(37 °C)/10-20' (TMB) 10,0 mkr/n ¢ (cbiBOpOTKA)
KpoBi TKOKTPOMBHAA | oy KpoBu

CbIBOPOTKA

Habop peareHToB And UMMyHOGEPMEHTHOTO 60'(18-25°C, (0—8005r|r /) 25
K261* | onpegenenua KanbUUTOHUHA B CbIBOPOTKE (MNna3me) KANBLUTOHWH-NOA LeiiKipoBaHue)/ 1,0 nr/mn 1 KOHTpoana;l (colBOpOTKA)
KpoBi 10-20' (TMB) CHIBOOTKa nnasma KpoBu

Habop pearenToB AnA MMMyHOGepMeHTHOrO (0-62 55MKr ) 50
K237 onpegenenus antureqa SCC(A) SCC(A)-MOA 60'(37°C)/10-20' (TMB) 0,1 mKkr/n ’ ! (cbIBOpOTKA)

1 KOHTpONbHas

B CbIBOPOTKE (Mnazme) KpoBm CbIBOPOTKA

nnasma Kposu

Habop peareHToB Ana ummyHodpepmeHTHOrO (O-ZOOSE /) 25
K243 onpenenenus aHtureHa (A242 (A242-10A 60'(37 °C)/10-20' (TMb) 0,5En/mn 1 KOHTPOTIbHa g (cblBOpOTKA)

B CbIBOPOTKE (MNa3me) KpoBu nnasma Kposu

CbIBOPOTKA
Habop pearenToB Ana ummyHodpepmeHTHOrO 5
onpesenexus obLero npoctatacneLuuueckoro (030 Hr/mn) 50
K221 aHTUreHa B CbIBOPOTKe (nnasme) KpoBw 061CA-I0A 60'(37 °C)/10-20' (TMB) 0,005 Hr/mn 1 KOHTDONbHAA (cbiBOpOTKa)
[locTynHble KoMnneKTauuu: CHB(E’ oTka nnasma Kposu
96 unn 430 onpepenenuii P
5
Habop peareHToB Ana ummyHodpepmeHTHOrO 127 9CY /201 (27 © . 50
K231 |onpeaenenuna ceobogHoro npoctatacneuuduyeckoro MNCA-NOA 30 (312%/3(%6‘357) o/ 0,0035 Hr/mn 1(?(054? ﬂm}n (colBOpOTKa)
aHTUreHa B CbIBOPOTKe (MNa3me) KpoBu (bIB(?pOTKa nnasma Kposu
Habop peareHToB Ana uMmyHoxpomatorpaduyeckoro 30-50
BbIABNEHIA NPOCTATaCMELNdUUECKoro aHTUreHa (0nHa kanna)
B CbIBOPOTKE (MN1a3me) unu KanunnAapHoi Kpou MCA-NXA 1119.9E o ) CbIBOPOTKA
X221 [DlocTynHble KOMNNeKTauuu: (XEMAtest NCA) 10(18-25°0) 40(10,0) tr/wn (nna3ma) unu
1,50 unu 100 onpepenenuii KanunnapHas
CPOK rogHoCTH 36 MecAueB KpoBb
Habop peareHToB Ana ummyHodpepmeHTHOrO 6
onpegenenua autureHa CA 125 B cbiBopoTke (0-400 Eg/mn) 50
K222 (nnasme) kpoBu (A 125-NOA 60'(37 °C)/10-20' (TMb) 0,25 En/mn 1 KoHT oﬁnga’; (cbiBOpOTKA)
[locTynHble KOMNNeKTauuu: cbusg oTka nnasma Kposu
96 unu 480 onpegenexuin P
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BblABNeHIA aHTUreHa CA 125 B cbiBOpoTKe (nna3me) (ogHa kanna)
UAN KanuAnApHoii KPoBM CA 125-UXA 1(19.9E O ) CbIBOPOTKA
X222 [DlocTynHble KOMNNeKTaLuu: (XEMAtest CA 125) 10(18-25°0) 35En/mn (nna3ma) unu
1, 50 unu 100 onpepenenuin KanunnapHas
CpOK rogHoCTH 36 MecAueB KpOBb
5
Habop pearenToB Ana ummyHodpepmeHTHOrO 1270 11270 . 50
K223 onpegenenua antureHa CA 19.9 B cbiBopoTke (A 19.9-N0A 30 (%%/3(%6‘357) a/ 1,0 Ea/mn SOK(%:S onrl]/m)é (colBOpOTKa)
(nna3me) Kposm CbIB(?pOTKa nnasma Kposu
6
Habop peareHToB Ana ummyHodpepmeHTHOro i ’ 50
K224 | onpepenenus KapumHoIMOPUOHANbHOTO aHTUreHa K3A-0A 60'(37 °C)/10-20' (TMb) 0,5 Hr/mn 1(?(06"1 Hgﬁrag’ﬂ (colBOpOTKA)
B CbIBOPOTKE (nna3me) KpoBw cusgpoma nnasma Kposu
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BbIABNEHIA KApLMHOIMOPUOHANBHOTO aHTUTEHA 6 (1 kanna)
B CbIBOPOTKE (M1a3Me) Uk KanuanAapHOiA KpoBi K3A-UXA 1(19.9E o (0-64 Hr/mn), (bIBOPOTKA
X224* [locTynHble KOMNNeKTauuu: (XEMAtest K3A) 10(18-25°0) L 1 KOHTpONbHasA (nnasma) unu
1, 50 unu 100 onpepenenui (bIBOPOTKA KanunnapHas
CPOK rogHoCTH 36 mecaAueB KpOBb
6
Habop peareHToB Ana uMmyHodpepmeHTHOrO AOM-MOA (0-500 Ea/mn 50
K225 onpeaeneHua a-GpeTonpoTenHa B CbIBOPOTKE 60'(37 °C)/10-20' (TMB) 0,9 Ea/mn (ME/mn) (ME/mn)), (cbiBOpOTKa)
(nnasme) kposu 1 KOHTpONbHaA nnasma KpoBu
CbIBOPOTKA
Habop peareHToB AN MMyHOXpOMaTorpaduueckoro 30-50
BbIABNEHUA a-(eToNpoTenHa B CbIBOPOTKe (Mnasme) 0 6 (1 kanna)
WAN KanUANAPHOIA KpoBH AOI-NXA 1112.9E O (0-64 Hr/mn), CbIBOPOTKA
X225* [locTynHble KoMnneKTayuu: (XEMAtest AOI) 10018-25°0) 10,0 Hr/mn 1 KOHTpONbHasA (nnasma) unu
1, 50 unu 100 onpepenenuii CbIBOPOTKA KanunnapHas
CpOK rogHocTH 36 mecsAueB KpoBb
5
Habop pearenToB ans uMmyHopepmeHTHOro (270 11270 g 25
K234 onpefenenna HeipoHcneLnduueckoi eHonasbl HCE-NOA 30 (31%%/3(%&357) o/ 0,3 mkr/n 1(?((;II?T0 Z'I:‘;/‘gll (cbiBOpOTKA)
B CbIBOPOTKe (nna3me) Kposw (bIB(?pOTKa nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-50 f‘r Ian) 50
K236 onpenenenus aHtreHa CYFRA 21-1B cbiBOpoTKe CYFRA 21-1-OA 60'(37 °C)/10-20' (TMb) 0,5 Hr/mn ! (cbiBOpOTKA)

1 KOHTpONbHaA
CbIBOPOTKA

(nna3me) Kposm nnasma Kposu
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AHanuTnyeckas

CBepeHus o

06vem
6POBOYHDIX
CoxpaieHHoe (xema npoBefieHns RYECTEMTCNIDHOCED Jug JRANM (mKn) n TN
Nonnoe HaumeHoBanKe Ha6opa He MeHee npo6ax u/unn
p HalMeHOBaHue Ha6opa aHanusa (WWI JMHbIe TeXHNYecKue K('))HTpoanbIX ucc:gngsemaoro
XapaKTepucTUKm) CbIBOPOTKaX pasuy
Habop pearenToB Ana ummyHodpepmeHTHOrO (0-1000 I16M0nb ) 20
K239 | onpenenenus aHTureHa HE4 B cbiBopoTke (Mnasme) HE4-MIOA 60'(37 °C)/10-20' (TMB) 10,0 nmonb/n 1 KOHTDONbHAS (cbiBOpOTKA)
KpoBi cuegpoma nnasma KpoBu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0—5006ME ) 50
K205 onpezeneHna XOpuoHNYeCKoro roHaf0TpoNuHa XI-VIOA 60'(37 °()/10-20' (TMB) 1,25 ME/n 1 KOHTDONbHAA (colBOpOTKA)
B CbIBOPOTKe (Mnazme) KpoBm (blngOTKa nnasma Kposu
Habop pearenToB ana uMmyHopepmeHTHOro (O-ZOOOSMME /) 50
K206 onpefieneHus NPoNakTUHa B CbIBOPOTKe MPONAKTUH-NOA 60'(37 °C)/10-20' (TMB) 5,0 MME/n 1 KOHTDONBHAS (cbiBOpOTKA)
(nna3me) kposm (bIB(?pOTKa nnasma Kposu
Habop peareHToB AnA UMMYHOGEPMEHTHOTO (0- 4005HI' /) 50
K232 ONpefieNneHus TMpeornodynHa B CbIBOPOTKe Tr-NOA 60'(37 °C)/10-20' (TMb) 0,5 Hr/mn 1 KOHTDObHaS (cbiBOpOTKA)
(nna3me) Kposm CbIB(g)pOTKa nnasma Kposu
30°(18-25°C, 5
Habop pearenToB AnA MMMyHOGepMeHTHOrO Leiiknpoanue)/ (0-200 Ex/wn) 50
K240 onpeaeneHus anbBeoMyLnHa B 61nonornyeckmux ANIbBEOMYLIMH-NOA 30°(18-25°C, 2,5Ea/mn 1 KoHT O;Jl1bHa$; (cbiBOpOTKa)
KUAKOCTAX LeiKi1poBaHue)/ (bIngOTKa nnasma Kposu
10-20"(TMB)
Habop peareHToB Ana uMMyHodpepmeHTHOrO (0—200?5 ) 20
K244 onpezenenusa aHtureHa CA 72-4 B cblBopoTke CA 72-4-NOA 60'(37 °C)/ 10-20' (TMb) 1,0En/mn 1 KoHT ol}wua q (cbiBOpOTKA)
(nnasme) kposu cblsé)poma nnasma Kposu
Habop pearenToB Ana ummyHodpepmeHTHOrO 30'(18-25 °C, weiikuposaHue)/ (0—2505E nn) 50
K226 onpegenenua antureda CA15.3 {MUCT (M12)} CA15.3-MI0A 30'(18-25 °C, weiikuposaHue)/ 0,75 En/mn 1 KoHT oﬂbuaﬂ' (colBOpOTKA)
B CbIBOPOTKeE (nna3me) Kposw 10-20' (TMB) cusgpoma nnasma Kposu
Habop peareHToB Ans UMMyHOQEPMEHTHOTO 30'(18-25 °C, weitkuposate)/ (0_1006E ) 50
K227 | onpepenenua anturena MUCT (M22) 8 coiBopoTke MUC 1 (M22)-10A 30'(18-25 °C, weiikvipoBatue)/ 0,75 Ea/mn 1 KOHT (ﬂlbuaf; (cbiBOpOTKA)
(nna3me) Kposm 10-20' (TMb) cmsgpoma nnasma Kposu
Habop peareHToB AnA UMMyHOGEPMEHTHOTO (0-50 E6 ) 50
K228 onpenenenus aHtrena MUCT (M20) B cbiBopoTKe MUC 1 (M20)-NOA 60'(37 °C)/10-20' (TMb) 0,5En/mn 1 KoHT f)lanalﬂ (cbiBOpOTKA)
(nna3me) kposm CblsngTKa nnasma Kposu
Habop peareHToB AnA UMMyHOpepMeHTHOr0 30'37°0)/30'37°0)/ (0—2505Hr Ian) 20
K235 | onpepeneHua cBo60aHoi B-Lienu XopuoHnueckoro BBXI-NDA 10-20' (TMB) 1,0 Hr/mn T KOHTDOAbHAA (cbIBOpOTKA)
rOHaZoTPONKHA B CbIBOPOTKe (NNa3me) KpoBY cblsgpoma nnasma KpoBw
7 10
Habop peareHToB Ana ummyHodpepmeHTHOrO 1137 9\ [E V(2T o) /17 .
K279K* onpezeneHus co60HOI K-Lieny K-LIEMb-VOA 90'(37°0)/60°(37 °C)/15 1,0 MKr/mn (0-50 wr/wn), CbIBOPOTKa
B CblBOPOTKe (11a3Me) KpOBH (TMB) 1KoHTponbHad | (mnasma) KpoBi,
CbIBOPOTKA moya, C(MX
7 10
Habop peareHToB Ana uMmyHopepMeHTHOro 1137 9\ /R (V37 O() /1 &7 .
K279L* onpeaeneHns ceo60AHoi A-Lienu A-LIEMb-MOA 9037 °0/60 37°0)/15 0,075 mkr/mn (0-30 mkr/m), (bIBOPOTKA
B CHIBOPOTKE (11a3Me) KpoBU (TMb) 1KoHTponbHaA | (mna3ma) KpoBi,
P p CbIBOPOTKA Moua, CMX
MpuBeneHbl JaHHbIe M0 aHanu3y cofiepxaHua cneaytLLx aHanuToB Ha Habopax peareHToB
: 0TeyeCTBEHHbIX 1 3apy6exHbIX NPoU3BOAMTENelt: 06LLWil npocTaTacneLnduyeckuii aHTUreH
H;goupmpniarrli%%?];fv:‘t}gg?o?g%ﬁ (:'Bé)"pém" (MCA), cBoboAHbIN NpocTaTacneunduuecknii anturen (celCA), anturen CA 125, aHtured CA 72-4,
KQ22 A y OHKOMADKEDOB PeA OmaKoH-KoHTDoMb anTureH CYFRA 21-1, anTured CA19.9, anturen CA 15.3 {MUCT (M12)}, awturen MUCT (M20),
2yposHa (N, H) 2 n[:) zpo p— P anTured MUCT (M22), HeiipoH-cneunduueckan eHonasa (HCE), C-peaktusbiii 6enok (CPB),
» CDOK FOmHOCTH 36 Macs eBA TupeornobynuH (1), KapLMHOIMOUPUOHANBHBIA AHTUTEH (PaKOBO-IMOPUOHANBHDI aHTUTEH,
POKTOA u K3A, PIA), a-detonportent (AOM), CA242, SCC(A), kanbuutoHuH, aHTuren HE4, aHTumionnepos
ropmoH (AMT), depputinH
6 25
Habop pearenToB anA MMMyHOGepMeHTHOrO (0-20 Hr/n) CIBODOTKa
K267C onpezenenus C-nentinga B Gruonornyeckux C-nentup-NOA 60'(18-25°C)/10-20' (TMbB) 0,015 Hr/mn 1 y ( ‘;
IIKOCTAX KOHTpOMbHAA | (nna3ma) Kpoay,
CbIBOPOTKA Moya
Habop peareHToB Ana ummyHodpepmeHTHOro (0-200 M?(ME /wn) 25
K267N onpezieneHus MHCYNMHa B CbIBOPOTKe (Mnasme) UHCYNIUH-NOA 60'(18-25°C)/10-20' (TMb) 0,5 MKkME/mn 1 KOHTDOALHAS CbIBOPOTKA
KpoBM (bIB(? oTKa (nna3ma) kposm
Habop pearenToB Ana ummyHodpepmeHTHOrO MKSNE(E)/I%/I%? 1 25 chigopoTka
* _| ! _ _7()' ’
K261* | onpepenenus Kanbum%gga B CbIBOPOTKe (nnasme) KANbLIUTOHNH-NOA 60'(18-25C)/10-20' (TMB) 0,5 MKME/mn KOHTPOMbHAA (nna3ma) Kpoi
CbIBOPOTKA
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Habop peareHToB Ana ummyHoxpomarorpaduyeckoro 99,5% AUATHOCTUYCCKR | 2 KOHTPOMbHbIX
BbIABNEHNS aHTUreHa BUpyca rpunna B 0opasuax 9 g'gifCTB”Te"b"oab' obpasua (K-+, K),
BblENeHMii Co CIM3MCTIX 060NI0YEK HOCOTNOTKN 1270 ﬂ”a({)“OCTV'“eCKa" MOCTABNAIOTCA |\ o OTOUHbIIE
JocTynHble KomnnekTayuu: 1 onpepeneHue 111095 O CneLnPnyHOCTL TONbKO B o
X050 A7 AOMALUKEro NpUMeHeHIA Wk 20 XEMAtect [punn 10°(18-25°C) [auHsle Mo aWamumi-| Komnekre ans N Ha3anbHblii
onpepenenuii Ans npoeccuoHanbHoro YeCKOiiuyBCTBUTENbHOCTH | Mpodeccuo- Ma30K
cpok rolgll:)':re:gzv:v’lle cALes npuseaeHbl B MIHCTpyKLMm HaNbHOTO
10 NpUMeHeHII0 npuMeHeHuns
Habop peareHToB AN MMyHOXpOMaTOrpaduyeckoro 30-50
BbIABNEHMA NPOCTaTacneLndUyeckoro aHTUreHa (0aHa kanna)
B CbIBOPOTKE (N1a3me) unu KanuanAapHoil Kposi MCA-UIXA 1110.9E 0 B (bIBOPOTKA
X221 [locTynHble KomnneKkTayuu: (XEMAtest 1CA) 10018-25°0) 40(10,0) Hr/wn (nna3ma) unu
1, 50 unu 100 onpepenenuii KanunnapHas
CpOK rogHocTH 36 MecsAueB KpoBb
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BblABNEHMA aHTUreHa CA 125 B cbIBOpoTKe (nnasme) (ogHa kanna)
UM KanuAnApHoii KPoBM CA 125-IXA 1(19.9E o ) CbIBOPOTKA
X222 [locTynHble KOMNNeKTauuu: (XEMAtest CA 125) 10(18-25°0) 35Ea/mn (nna3ma) unu
1, 50 unu 100 onpepenexui KanunnapHas
CpOK rogHocTH 36 mecsAues KpOBb
Habop peareHToB Ana uMmyHoxpomatorpaduyeckoro 30-50
BbIABNEHNA KaPLIHOIMOPMOHANbHOTO aHTUreHa ; 6 (1 kanns)
% | BCbIBOPOTKE (Mna3me) U KanuanApHoii Kposu K3A-IXA 1(18.9E o (0-64 Hr/mn), CbIBOPOTKA
X224 [locTynHble KOMNAeKTauum: (XEMAtest K3A) 10(18-25°0) 5,0 ur/mn 1 KOHTpONbHaA (nnasma) unu
1,50 unn 100 onpepenenmii CbIBOPOTKA KanunnapHas
CPOK rogHoCTH 36 MecaAleB KpoBb
Habop peareHToB AnA MMyHOXpOMaTorpaduueckoro 30-50
BbIABNEHUA a-(eTonpoTenHa B CbIBOPOTKe (Mnasme) 0 6 (1 kanna)
UK KanunApHoI KpoBu AON-NXA 1110.9E 0 (0-64 Hr/mn), (bIBOPOTKA
X225* [locTynHble KomnneKkTayuu: (XEMAtest AOI) 10(018-25°0 10,0 r/mn 1 KOHTpONbHasA (nnasma) unu
1,50 unu 100 onpepenenuii (bIBOPOTKA KanunnapHas
CpOK rogHoCTH 36 mecsAleB KpOBb
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BbIABNEHIA TPOMOHMHA B CbIBOPOTKE (N1a3me) (1xanns)
X291 UM KanuAnApHoii KPoBM TPOMOHWH-IXA 10(18-25°0) 0,5 Hr/mn CbIBOPOTKA
[locTynHble KOMnNeKTauuu: (XEMAtest TPOMOHIH) (nna3ma) unn
1,20, 50 unu 100 onpepeneHuii KanunnapHas
CPOK rogHocTH 36 mecaues KpOBb
[lnarHocTuka uenmakuu
6
Habop peareHToB ana uMmyHopepMeHTHOr0 127 9Y /20 (27 O 5
K160 onpegenenua lgG aHTuTen K TKaHeBol a"TMTPAT(g_];lOGIﬁ\\MMHA3A 30 (31%%/3(%\% o/ 1,0Ea/mn %0.(53? E(ﬂ]/:ﬁg)}; (colBOpOTKa)
TPaHCrNlTaMInHa3e B CbIBOPOTKe (Mna3me) Kposi 9 biB gp oTka nnasma Kposu
6
Habop peareHToB Ana ummyHodpepmeHTHOrO (27 9C) 12(1'(27 © . 5
K161 onpezeneHus IgA aHTuTen K TKaHeBoIA a"TMTPAT({\J_];IOJQMMHMA 30 (31%%/.3(%6‘357) o/ 1,0 Ea/mn gOKggg Eﬂxg)é (colBOpOTKA)
TPaHCrITaMInHa3e B CbIBOPOTKe (Mnasme) Kposi 9 cusgpoma nnasma Kposu
Habop peareHToB 1A UMMyHOGEPMEHTHOTO 30°(18-25°Q)/ (0—2005E ) 5
K180 onpeaenenus lgG aHTUTeN K ranagnHy aHTUITINALIH 1gG-UDA 30'(18-25°C)/ 2,5Ep/mn 1 KOHT OIIl]bHaF; (cbiBOpOTKA)
B CbIBOPOTKe (nna3me) Kposw 10-20' (TMb) (bIB(?pOTKa nnasma Kposu
Habop peareHToB AnA UMMyHOGEPMEHTHOTO 30'(18-25°C)/ (0—2005E ) 5
K181 onpenenenus lgA aHTUTen K ruaguHy aHTUlTINALIH IgA-NOA 30'(18-25°C)/ 2,5En/mn 1 KOHT Oﬁngaé (colBOpOTKA)
B CbIBOPOTKeE (nna3me) KpoBw 10-20' (TMB) CblngOTKa nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO 6 5
onpezeneHus [gA aHTuTen K 4e3aMHUPOBAHHBIM i 30'(37°C)/30'(37 °C)/ (0-100 Ea/mn),
K182A nentuaam ravaguHa (4r) aHTATTTIgA-MOA 10-20' (TMB) 2,5En/wn 1 KOHTpONbHasA n(;;;ﬁffm)“
B CbIBOPOTKe (n1a3me) KpoBw CbIBOPOTKA P
Habop peareHToB Ana uMMyHodepmMeHTHOrO — 6 5
onpegenenus lgG aHTuTeN K 1e3aMUHUPOBAHHBIM ! 30'(37°C)/30'(37 ° (0-100 Ea/mn),
K1826 nentugam rnuaauna (ANr) aHTUlITTTIgG-11OA 10-20' (TMB) 25En/mn 1 KOHTpONbHaA n(;;'sm) mia)u
B CbIBOPOTKe (MN1azme) KpoBM CbIBOPOTKA p
Habop peareHToB AnA uMmyHodpepmeHTHOrO (0-50 sr ) 20
K245 onpezeneHus aHTMIONNEpPOBa ropMoHa B AMI-NOA 60'(37°C)/10-20' (TMb) 0,1 Hr/mn 1 KOHTDONbHAA (cbiBOpOTKA)
CbIBOPOTKe (nna3me) KpoBw B c?p s nnasma Kposu
Habop peareHToB anA MMMyHOGepMeHTHOrO (0—1005ME ) 50
K202 onpefeneHus NTe0TPOMHOT0 roPMOHA NT-NOA 60'(37 °C)/10-20' (TMB) 0,15 ME/n 1 KOHTDONBHAA (cbIBOpOTKA)
B CbIBOPOTKe (Mna3me) KpoBu (bIB(?pOTKa nnasma Kposu
Habop peareHToB Ana ummyHodepmeHTHOrO (0-1005ME ) 50
K203 | onpenenenua GonnukynocTUMynnpyloLLero ropMoHa OCr-NoA 60'(37 °C)/10-20' (TMb) 0,15 ME/n ! (colBOpOTKA)

B CbIBOPOTKe (nna3me) Kposw

1 KOHTpONbHaA
CbIBOPOTKA

nnasma Kposy
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CokpauieHHoe (xema npoBepeHus RUBEIEMICTEHOCIE Y (RATY (mMKn) M TMR
Nonnoe HaumeHoBanKe Ha6opa He MeHee npo6ax u/unn
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XapaKTepucTUKm) CbIBOPOTKaX pasuy
Habop peareHToB Ana ummyHodepmeHTHOrO (0-5006ME ) 50
K205 onpefieneHna XopUoHINYeCKoro roHafoTponuHa XI-NOA 60'(37 °C)/10-20' (TMB) 1,25 ME/n 1 Koquoana;a (cbiBOpOTKA)
B CbIBOPOTKe (nna3me) Kposw CHIBODOTKA nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO 3037 °0)/30'37 °C)/ (0-2505HI' /) 20
K235 | onpegenenua ceoboaHoii B-Lienu XopuoHUYecKoro BRXT-MOA 10-20' (TMB) 1,0 ur/mn 1 KOHTDONbHAA (colBOpOTKA)
TOHa/I0TPONKHA B CbIBOPOTKE (MNa3me) KpoBi P nnasma Kposu
CbIBOPOTKA
6
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-500 Ea/mn 50
K225 onpepeneHus a-GpetonpoTenHa AOMN-NOA 60'(37 °C)/10-20' (TMb) 0,5 En/mn (ME/mn) (ME/mn)), (colBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBm 1KOHTpONbHAA |  Mna3ma Kposiu
CbIBOPOTKA
Habop pearenTos And MMMyHodepMeHTHOrO (0-20005MME ) 50
K206 onpefeneHus NponakTiHa NPONAKTUH-NOA 60'(37 °C)/10-20' (TMB) 5,0 MME/n 1 KOHTpOﬂbHaﬂI (cbiBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBm CHIBOPOTKA nnasma Kposu
120'(37°0)/ 7
Habop peareHToB Ana ummyHodpepmeHTHOrO 10-20"(TMb) (0-300 Honb/n) 25
K207 onpezenenua nporectepoHa [POTECTEPOH-VOA wm 0,25 Hmonb/n 1 KOHT oanaﬂ’ (colBOpOTK)
B CbIBOPOTKe (MNa3me) KpoBi 60'(37 °C, weiikupoBanue)/ p nnasma Kposy
10-20 (TMG) CbIBOPOTKA
5
% Habop peareHToB Ana ummyHodpepmeHTHOrO : 1127 9C) 1101.9()" (0-5,0 Hmonb/n), 100
K207S ONpeIeNeHis MPOrecTepoKa 8 CIoH [TPOTECTEPOHnAtC-MOA | 60'(37 °C)/10-20' (TMB) 0,02 Hmonb/n 1 KOHTPOMbHAA CTioRa
CbIBOPOTKA
120'(37°C)/ 6
Habop peareHToB Ana ummyHodpepmeHTHOrO 10-20" (TMB) (0-20 Hmonb/n) 25
K208 onpepeneHua cTpagnona 3CTPALINON-NOA wm 0,025 Hmonb/n T KOHTDONbHAS (cbIBOpOTKA)
B CbIBOPOTKe (MNa3me) KpoBi 60'(37 °1(6 _u;(e)}h(l%vmg;;aume)/ B gp 0Tk nnasma kposu
120'(37°0)/ 6
Habop peareHToB Ana ummyHodpepmeHTHOrO 10-20"(TMb) (0-100 Hvob/n) 25
K209 onpefieneHua TectocTepoHa TECTOCTEPOH-NOA um 0,15 Hmonb/n 2 KOHTDOMBHBIX (cbiBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBm 60'(37 °1(6_u58|17|(}}v,\|/;|)§)3aume)/ bl (F;p otk nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO _ 12037 °C)/ 6 100
K2095* onpefenenua TeCTocTepoHa B ClOHe TECTOCTEPOHnioc-HOA 10-20' (TMb) 0,015 Hmono/n (0-3,0 Hmonb/n) C1I0Ha
Habop peareHToB Ana ummyHodpepmeHTHOrO . (27 9C) 110" 6 50 (cbiBOpOTKa)
K216* onpezeneHus 3CTPOHa B CbIBOPOTKe (nna3me) KpoBM 3CTPOH-HOA 60'(37°C)/10-20" (TMb) 0,25 nmont/n (0-10,0 nmonb/n) | nnasma Kposiu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-1 006m /) 25
K219 onpefenenus cB060aHOr0 TeCToCTepoHa BTECTOCTEPOH-UOA 120'(37 °C)/10-20' (TMb) 0,06 nr/mn 1 KOHTpOﬂbHa;] (colBOpOTKA)
B CbIBOPOTKe (Mnazme) KpoBm CbIBOPOTKa nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-100 H6M()l1b ) 25
K218 onpezeneHus (BoboAHOTo 3CTpuona 83CTPUON-NOA 120'(37 °C)/10-20' (TMB) 0,25 Hmonb/n 1 KOHTpObHas | (coiBOpOTKA)
B CbIBOPOTKe (Mnazme) KpoBu CbIBOPOTKa nnasma KpoBu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-205nnr /) 5
K246 onpezeneHua niaLeHTapHOro NakToreHa B MN-NOA 30'(37°C)/10-20" (TMB) 0,03 mr/n 1 KOHTpONbHAA (bIBOPOTKA
CbIBOPOTKe (nna3me) Kposw CHIBOPOTKa (nnazma) kposu
Habop pearenToB Ana ummyHodpepmeHTHOrO 30'37°Q30°37°0)/ (0-360 H6M onb/) 10
K268 onpefieneHusa ceKc-CTeponf-CBA3bIBAILLEro CCr-NoA 10-20' (TMB) 3,0 Hmonb/n 1 KOHTDONbHAA ! (cblBOpOTKa)
rno6ynnHa B CbIBOPOTKe (nnasme) KpoBu p nnasma Kposn
(bIBOPOTKA
[puBedeHbl JaHHble N0 aHanu3y COAepMaHIA CleayHoLLnX aHanuToB Ha Habopax peareHToB
oTeyecTBeHHbIX 1 3apyOexHbIX Npou3BOAUTENeit: TUpeoTponHblit ropmoH (TTT), 06Lmii
Habop peareHToB-KOHTPOMbHbIE CbIBOPOTKI ANl TPUIioATUPOHWH (T3), CBOBOAHBII TPUIAOATUPOHUH (CBT3), 061Luil TUPOKCKH (T4), CBOBOAHDIA
KQ21 MMMYHOQHANUTYeCKOro onpeseneHus ropMoHOB ToomoKoH-KoHTDOMb TUPOKCWH (c8T4), ntoTeoTponHblit ropmoH (1), donnukynoctumynupytowmii ropmod (OCT),
2 ypoBHs (N, H) 2 no 2,0 mn kaxablit P P XOpuoHMYeckmii rovagotponuH (XI), ropMoH pocTa (COMaToTpONHbII FOPMOH), MPONAKTUH,
CPOK FoAAHOCTY 36 MecALeB 3CTPajuon, NPorecTepoH, TeCTOCTEPOH, KOPTU301, AernApo3nuaHapocTepoH-cynbdat (J3AC),
17-rugpokcunporectepo (17-OH-nporectepoH), cBo6oaHbIN (HEKOHBHIMPOBaHHbIN) CTpUoN,
061nii IgE, cekc-crepoua-caasbiBatowmii rnobynun (CCT)
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Habop peareHToB Ans UMMyHOQEPMEHTHOTO 60'(37 °C) wn 30'(37 °C, (0-2000 I?MOﬂb ) 25
K210 onpefeneHus KopTu3oAa B CbIBOPOTKe KOPTI307-NOA LeiiKnpoBaHue)/ 6,0 Hmonb/n 1 KOHTPOMbHas | (cbiBOpOTKA)
(nnasme) kposi 10-20' (TMB) CHIBODOTKA Mna3ma Kposu
7
Habop peareHToB Ana ummyHodepmeHTHOrO : 1127 (Y /190" (0-45 Hr/mn), 2 50
K210s* OMpeleneH s KOPTH30Na B CTIOHe KOPTU30/nntoc-VIOA 60'(37 °C)/10-20' (TMB) 0,035 Hr/mn KOHTPOTIbHBIX CnioHa
CbIBOPOTKN
Habop pearenToB AnA MMMyHOGepMeHTHOrO 0-10 0,6“” ) 25
K215 | onpepenenus fernaposnvaxapocTepoH-cynbdata B TPAC-NOA 60'(37 °C)/10-20' (TMB) 0,025 mkr/mn 1 KOHTDONbHAS (cbiBOpOTKA)
CbIBOpOTKe (nnasme) KpoBM (bIB(?pOTKa nnasma KpoBu
Habop peareHToB AnA UMMyHOGEPMEHTHOIO (0-10,0 fm ) 50
K215S* | onpeneneHus ferugpoanuaHapocTepoH-cynbdata BACnoc-NOA 60'(37 °C)/10-20' (TMB) 0,02 mkr/mn 1 kot !
B CliOHe KOHTPONbHaA C1I0Ha
(bIBOPOTKA
Habop pearenToB ana MMMyHOGepMeHTHOrO (0100 m\ionb /wn) 50
K217 onpeaenenus 17-ruapokcunporecTepora B 17-0H-NPOrECTEPOH-NOA | 90'(37 °C)/10-20' (TMb) 0,12 Hmonb/n 1 KOHTDONBHAS (cbiBOpOTKA)
CbIBOPOTKe (NNa3me) KpoBy (bIB(?pOTKa nnasma KpoBu
MpuBeneHbl faHHbIe N0 aHanU3y cofiepXaHua cneaylLLyx aHanuToB Ha Habopax peareHToB
0TEUECTBEHHbIX 11 3apYOEXKHbIX MPOI3BOANTENEIA: TUPEOTPOMHBIiA ropMoH (TTT), 0bLyuit
Habop peareHTOB-KOHTPONbHbIE CbIBOPOTKI Al TPUIOATUPOHMH (T3), CBOGOAHIIE TPUITOATUPOHWH (CBT3), 061Ut THPOKCHH (T4), cBOBOAHBII
Ka21 UMMYHOQHANUTNYeCKOro onpesieNeHs ropMOHOB ToomoKoH-KoHTDoMs TUPOKCUH (cBT4), ntoTeoTponHbiii ropmot (N1T), donnmkynoctumynupytowmii ropmod (OCT),
2 ypoBhs (N, H) 2 no 2,0 mn Kaxablit P P X0puoHUYeckuii ronagotponut (XI), ropMoH pocTa (COMaTOTPONHbII FOPMOH), MPONAKTHH,
CPOK roHoOCTH 36 MecALeB CTPaAVoN, MPOrecTepoH, TECTOCTEPOH, KOPTI3011, AeruApo3NMaHAPocTepoH-cynbdar (19AC),
17-rugpokcunporectepo (17-0H-nporectepoH), cBo6oAHbIN (HEKOHBHIMPOBAHHBIN) SCTpUoN,
06wt IgE, cekc-cepona-ceasbiatowumii robynuk (CCr)
TNpeHatanbHbli CKPUHNUHT
| Tpumectp
Habop peareHToB AnA UMMYHOGEPMEHTHOTO 30'37°0/30'37 °C)/ (0-2505HI’ /wn) 20
K235 | onpegenenua cBoboaHoii B-Lienu XopuoHUYecKoro BRXT-MOA 10-20' (TMB) 1,0 ur/mn 1 KoHT oana;ll (colBOpOTKA)
rOHaZI0TPONKHa B CbIBOPOTKe (M1a3me) KpoBY ) bl (?p oTKa nnasma KpoBu
Habop peareHToB AnA UMMYHOGEPMEHTHOTO 6 2
onpezeneHusa nia3MeHHOro accoLNMpOBaHHON C e 127 9CY /109" (0-10000 mEa/n),
K238 6epemenHocTblo 6enka A (TABB-A) B cbiBopoTKe TABE-A-HOA 60(37°0/10-20' (TMB) 10,0 mEa/n 1 KOHTpONbHasA n(;;;?\:l? 2”;1)“
(nnasme) kposu CbIBOPOTKA p
Il Tpumectp
Habop peareHToB AnA UMMYHODEPMEHTHOTO (0—5006ME ) 50
K205 onpezeneHus XopUOHINYECKoro roHaioTponHa B XI-NOA 60'(37 °C)/10-20' (TMb) 1,25 ME/n 1 KOHTDONbHAA (cbiBOpOTKa)
CbIBOPOTKE (Mna3me) KpoBy cusgpoma nnasma KpoBu
6
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-500 Ea/mn 50
K225 onpepeneHus a-¢petonpoTenHa AOMN-NOA 60'(37 °C)/10-20' (TMb) 0,5 En/mn (ME/mn) (ME/mn)), (colBOpOTK)
B CbIBOPOTKeE (nna3me) KpoBw 1 KOHTpONbHaA nnasma Kposu
CbIBOPOTKA
Habop peareHToB Ana uMmyHodpepmeHTHOrO (0-100 H6M0ﬂb ) 25
K218 onpezeneHus cB060AHOr0 3CTPMONa B CbIBOPOTKE 83CTPUON-NOA 120'(37 °C)/10-20' (TMB) 0,25 Hmonb/n 1 KOHTDONbHAA (cbiBOpOTKa)
(nna3me) KpoBm cmsgpoma nnasma Kposn
HﬁgoMpMp;a;%:L%i—:m epc(:?obrgb(;ﬁ c:'B:"p:J:;' [puBeeHbl LaHHble N0 aHanu3y COZepMaHINA CledytLLnx aHanuToB Ha Habopax peareHToB
”614 oxmmm)tlJ eCKIX MaDKEDOB N eH%Tgan oo 0TeUeCTBEHHbIX 11 3apy6exHbIX NPoI3BOAUTENeIA: (BOGOAHAA B-Lienb XOpUOHUYECKOro
KQ23 (KpEHM[:IFa P MpexaKoH-Kotponb | ronagoTponyHa (ceBXT), nnasmeHHbii accounnpoBatkbiil ¢ GepemenHocTblo 6enok A (MABB-A),
2ypoensi (N, H) 210 1,0 Mn Kawablii XOpUOHMYecKuii roHapoTponut (XI), G-d)eTOg?:T:(l)’l: (AO), cBO6OAHDIN (HEKOHBHOrMPOBAHHBII)
CpoK rogHocTH 36 MecsAueB P
[lporpamma Ana KoMnbIoTePHOro pacyeTa
pucKa CUHApoma JlayHa 1 Apyrux BPOXAEHHbIX
3aboneBanuit B | u/unu Il pumectpax 6epemeHHoCTH
10 laHHbIM OUOXMMUYECKOTO CKPUHUHTA I
Y31 «Kanbkynatop pucka cunpoma [layHa».
lnatpopma oTKpbITa ANA Habopos peareHToB NtoObIX
NpOM3BOAMTENEIA.
W23R* [locTynHble BapuaHTbl KOMNNEKTaLun: KPCII-XEMA -
komnnektauusa 1 konus M0 «KPCA-XEMA»;
komnnektauusa 1 konusa M0 «KPCA-XEMA»
+ 1 Ha6op «ceBXT-UDA»
+ 1 Ha6op «lAbb-A-UDA»
+ 1 Hab6op «XI-UOA»
+ 1 Ha6op «AOM-UOA»
+ 1 Ha6op «ce3CTPUON-UDA»
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AHanuTMyeckan (Bgneuml 0 06bem
CoKpalueHHoe (xeMa npoBegeHus HYBCTBUTENbHOCTD,  KANMOPOBOMMBIX (e yy ryp
Monnoe HanmeHoBaHue Habopa He MeHee npo6ax u/unu
. AELULEIEEELLE Ha5°pa CLEMLEE (MJWI WHbIe TeXHNYecKue KgHTpOﬂbelX ucc:gngsergoro
XapaKTepucTUKM) CbIBOPOTKAX pasiy
TopmoH pocta
Habop peareHToB AnA UMMYHOGEPMEHTHOTO (050 MSME ) 50
K204 onpefieneHa ropMoHa pocTa B CbIBOPOTKE [P-NOA 60'(37 °C)/10-20' (TMb) 0,12 mME/n 1 KOHTpOﬂbHa;l (colBOpOTK)
(nna3me) Kposm CbIBOPOTKa nnasma Kposu
Annepronorus
Habop peareHToB Ana uMmyHodpepmeHTHOrO ) 30'37°0)/3037°0)/ (0-10005ME/MJ'|) 50
K200 onpenenenus obuero IgE B cbiBopoTKe OBLLKN IgE-MOA 10-20' (TMB) 3,0 ME/mn 1 KoHTp ofbHas (cbIBOpOTKA)
(nnasme) kpoBu CbIBOPOTKa nnasma Kposu
Habop peareHToB Ana uMMyHodepmMeHTHOrO 60'(18-25°C,
onpezeneHua annepreHcneuyduueckoro IgE weiikupoBaHue)/
B CbIBOPOTKe (nna3me) kposu B coctas Habopa 60(18-25°C 5
K200s | BX0AAT6 0a30Bbix annepreno: D1-kneLwy fomaLuHeil CEL-IgE-MOA weiiku OBaHM,E) / 0,05 ME/mn (0-17,5 ME/mn), (Cbmg OOTKa)
nbinu; E1-3nugepmuc Kowkm; 9 30 1p8 25°C ! 1 KOHTpONbHaA nna3M§K OBl
E2-3nupepmuc cobaku; Gx-cmech NblnbLibl 371aKoB; ~ (18-25°C, CbIBOPOTKA p
W56-cmecb NbinbLybl COPHbIX TPaB; TX-CMeCb MbiAbLbI UJeV'KV'PIOBaHV'e)/
J1epeBbeB 10-20(TMB)
BuroTuHMAMpOBaHHbIe annepreHbl A
ucnonb3osanua B Habope K200S npu co3ganmn
WHAVBUAYANbHOI aNNepronornyeckoil naHenu.
B200SZ* | MonHblit nepeyeHb NpeAcTaBieH B 0TAENbHOM ANNEPTEH-BUOTUH -
KaTanore «buoTUHUNNPOBaHHbIe annepreHbl».
ToToB K ucnonb3oBaHuio. Komnnekrauua 28 mn
(280 onpepeneHuii) (oK rofHOCTN 36 MecsALEeB
NMmyHHbIif cTaTyc (rymopanbHblit UMMYHUTET)
10
5 CbIBOPOTKA
Habop pearenToB Ana ummyHodepmeHTHOrO 30'37°Q30'37 °C)/ (0-5,0/n) (mn
M 1aA- -5, , a3Ma) KpoBM,
K275 onpegenexua 06”u:,:rﬁtl)%¢\ﬂ|)3( 6Guonornyecknx OBLLNW IgA-NOA 10-20' (TMB) 0,06 r/n 1 KOHTPOMbHaA CioHa;
A CbIBOPOTKA 20 Moua;
50 CMX
5
CbIBOPOTKA
(nnazma)
ot A 6 l’)Kpoam, Uli0Ha,
abop peareHToB AnA MMMYyHOGEPMEHTHOTO . 127 9C) 2()'(27 © ’ POHX0aNbBEO-
K276 | onpegenenua cekpetopHoro IgA B buonornueckux | CEKPETOPHBIU IgA-MOA % (316%/3(%&357) o 0,6 MKr/mMn (10 K‘:)(:i(')I'MOKT[C\:]a.Ii)i, NAPHAA XMAKOCTb,
KUAKOCTAX bl g oTKa Ha3aNbHblii (MbIB,
P BaruHasbHbIil
CeKpeT, rpyaHoe
MOJIOKO;
10 moya
10
5 (bIBOPOTKA
Habop peareHToB ana uMmyHopepMeHTHOro 30'37°030'37 °)/ (0-10,0 /), 1 (nnaswa) K
M laM- -10,01/n), poBi,
K277 onpegenexus oﬁxri Lgm : Buonoruyeckmx OBLLMN IgM-UOA 10-20' (TM) 0,06 r/n KOHTPOMbHAA CMioHa:
A (bIBOPOTKA 20 CMX;
50 moya
ot A 5 10
abop peareHToB ANA UMMyHOGEPMEHTHOrO } 1127 9C) 2(1'(27 © R CbIBOPOTKA
K271 onpezenenus obuwero lgG B 6uonornyeckmx OBLLIN 1gG-NOA 30 (312%/3(%\5‘357) o 0,061/n 1 K((?Hisorl/lﬂ)ﬁaﬂ (nnasma) kpou,
KNAKOCTAX CbIB(? otk cniona, CMK;
P 50 moya
6
127 9C) 2()'(27 © 10
Habop pearenToB Ana ummyHodpepmeHTHOrO } 30'(37°0)/30'(37 °C)/ (0-15r/n),
K272* onpepenenusa lgG2 B CbIBOPOTKe (MNa3me) Kpom IgG2-HOA 10-20' (TMB) 0,06 /n 1 KOHTpONbHasA (n;:g/(n)e?)o;KgBm
(bIBOPOTKA P
5
127 9C) 201127 © 10
% Habop peareHToB Ana ummyHodpepmeHTHOro } 30'(37 °0)/30'(37 °Q)/ (0-2,5r/n),
K274 onpezenenus lgG4 B cbiBopoTke (nnasme) KpoBu IgG4-U0A 10-20' (TMb) 0.02¢/n 1 KOHTpONbHaA CbIBOPOTKa
(nnazma) kposu
(bIBOPOTKA
Habop pearenToB ana onpeaeneqna
LMPKYAMPYHOLLUX UIMMYHHBIX KOMMEKCOB 20
K470 B CbIBOPOTKe (nna3me) KpoBw LINK-XEMA 120'(18-25°C) - - CbIBOPOTKA
KomnnekTauus ana 384 onpepenenuii (nnazma) kposu
CpOK rofHoCTH 36 MecALeB
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06vem
(MKn) n TMN
uccnepyemoro
o6pasua

6
Habop peareHToB Ana ummyHodpepmeHTHOrO (37 (Y )20)1(27 © . 5
K250 | onpepenenna C-peakTuBHOro 6enka B cbIBOPOTKe (PB-NOA 30 (312%/.3(%357) R 0,05 mr/n (lfoff 'g;{::‘)é ; CbIBOPOTKA
(nnasme) kpoBu CbIBF()JpOTKa (nna3ma) kposm
Habop peareHToB And UMMyHOQEPMEHTHOTO 30'(18-25°0)/ (0_100?5 ) 5
K133* | onpepenexna aytoaHTuten K Muenonepokcuaase AT-MMO-UOA 30'(18-25°C)/ 3,0Ea/mn ATMY), (bIBOPOTKA
1 KOHTpONbHaA
B CbIBOPOTKE (Mnazme) KpoBm 10-20' (TMB)- mBg oTka (nnasma) kpoBu
30°(18-25°C, 5
Habop peareHToB Ana uMMyHopepMeHTHOr0 WeilkupoBaHue)/ (0-200 Ea/wn) 50
K240 onpezenenua anbBeoMyLHa ANbBEOMYLIMH-NOA 30°(18-25°C, 2,5Ep/mn 1 KOHT oelbuaé (cblBOpOTKA)
B OuonoruyecKkIX XuaKocTax LeiiknpoBaHue)/ (bIB(?pOTKa nnasma Kposu
10-20"(TMb)
Habop peareHToB AnA MMMyHOGepMeHTHOrO (0-10 05Hr /wn) 50
K291 onpezeneHus TPonoHuHa | TPOMOHWH I-NOA 60'(37 °C)/10-20' (TMbB) 0,01 Hr/mn ! ' (cbIBOpOTKA)
1 KOHTpONbHAs
B CbIBOPOTKe (Mna3me) Kpoy CbIngOTKa nnasma KpoBu
Habop peareHToB Ana ummyHoxpomartorpaduueckoro 30-50
BbIABJIEHNA TPOMOHNHA B CbIBOPOTKe (NNa3me) uu (ogHa kanna)
KanunnApHoii KpoBw TPOMOHWH-XA (1895 © } (bIBOPOTKA
9 [locTynHble KoMnneKTaumuu: (XEMAtest TPOTOHWH) 10(18-25°0 0,5 r/mn (nnazma) wn
1,20, 50 unn 100 onpepenenuii KanunnapHas
CPOK rofHoCTH 36 MecALeB KpoBb
6
Habop pearenToB Ana MMMyHOGepMeHTHOrO (37 9CY)20)1(27 © R 5
K250 onpezenenua (-peakTBHOrO benka (PB-/10A 30 (31%;))/.3(%\5‘357) o/ 0,05mr/n (KOOP%TS ';';{ﬂa; (bIBOPOTKA
B CbIBOPOTKE (MNa3me) KpoBiu cbm%poma (nna3ma) KpoBu
KoHTponbHbie maTepuanbi AN UMMyHoaHanu3a
Mlmoﬁ Og?ar:m;ﬁ:éﬁg:ggﬁb:"':nceb:;(;pag('f(fnglg lpuBeneHbl AaHHble N0 aHaNW3y cofiepXaHua CeayloLux aHanuToB Ha Habopax pearenToB
KQ13 y 3a60neBaHMii Lumoaﬁ Aﬂoﬁl wen e3b|p P Ayrook-AT-KouTposs 0TeyecTBeHHbIX 1 3apy6exHbIX NPOU3BOATENelt: ayToaHTUTeNa k Tupeonepokcuaase (AT-TN0),
5 ypoeneii (A,B,C,D,E) no 1,0 A Kaxasit ayToaHTuTena k Tupeornobynuy (AT-Tr), a()ATTciaﬁvgena K peLientopy TMPeoTPOMHOro ropMoHa
CPOK rogHoCTH 36 MecALeB p
lpuBeneHbl AaHHbIe N0 aHaNW3y CofiepXaHuA CnepyloLLux aHanuToB Ha Habopax pearenToB
OTEUECTBEHHbIX 11 3apy6eXKHbIX MPOU3BOAUTENEIA: TUPEOTPOMHbIiA ropMoH (TTT), 06wt
Habop peareHToB-KOHTPOMbHbIE CbIBOPOTKM Al TPUIOATUPOHWH (T3), CBOBOAHBIIA TPUIAOATUPOHUH (CBT3), 06LLMiA TUPOKCUH (T4), CBOBOAHBIA
KQ1 | MMyHORHANUTUYeCKoro OnpeseneHits ropMoHoB fooMoKoH-KoHTDOMb TUPOKCUH (cBT4), ntoTeoTponHblii ropmoH (1), donnukynoctumynupytowmii ropmod (OCT),
2 ypoBHs (N, H) 2 no 2,0 mn kKaxablii P P XOPUOHNYECKMiA roHaA0TPONUH (XT), ropMOH pocTa (COMATOTPONHbIA FOPMOH), IPONAKTHH,
CPOK roHOCTH 36 MecALeB 3CTPaAVON, NPOrecTepoH, TeCTOCTEPOH, KOPTU30N, Aernapo3nuaHapocTepoH-cynbar (A3AC),
17-ruapokcunporectepoH (17-OH-nporectepot), cBo6oAHbIN (HEKOHBIOIMPOBaHHbIN) CTpUON,
061nii IgE, cekc-cTepoua-ceasbiBatowmii rnobynun (CCT)
[lpuBedeHbl AaHHble M0 aHan13y CoAepMaHuA CneayloLLnx aHanuToB Ha Habopax peareHToB
. 0TeYeCTBEHHbIX 1 3apyOexHbIX NPOM3BOAWTENeNE: 06LUMIl NpoCcTaTacneLnUUecKuii aHTUreH
H:()ﬂompMp,:a;%ZLgi::;J gg("obr';"(;: c:m:npeom (NCA), cBoboaHbIit npocTaTacneunduueckmit anturen (ceMCA), aHturen CA 125, anuren CA 72-4,
ka2 A o ooenon OnaKoH-KoHTOOMS anTuren CYFRA 21-1, anruren CA19.9, anturen CA 15.3 {MUCT (M12)}, anturen MUCT (M20),
2yposns (N, H)2 “‘L 2p0 P — P aHTureH MUCT (M22), HelipoH-cneunduyeckas eHonasa (HCE), C-peakTusHblit 6enok (CPB),
P DOK ro' HOCTH 36' mecs eB" TupeornobynuH (TT), KapLMHOIMOMPUOHANBHDII aHTUTeH (PaKOBO-IMOPMOHANbHbIN aHTUrEH,
P A u K3A, PIA), a-detonpotent (AOM), CA242, SCC(A), kanbuuToHH, anTuren HE4, aHTuMionnepoB
ropmoH (AMT), depputinH
Higompmp;a;gg&i':?ﬂ Ec()l::;g%ﬁ CZ'B:anOJ:: MpuBeseHbl AaHHble N0 aHanu3y cofiepXaHua CeayloLyux aHanuToB Ha Habopax pearenToB
%moxmmu):;ecxmx MaDKEDOB I eraTgan oo 0TeyecTBeHHbIX 1 3apyOexHbIX Npou3BoATeNeit: CBO6OAHaA B-Lienb XOPUOHNYECKOT0
KQ23 PKEPOB Np MpeHakoH-KonTtponb TOHaZoTponuHa (cBBXI), nNasmeHHbIN accoLMnpoBaHHblil ¢ bepemeHHOCTbH benok A (MABB-A),

CKPUHUHTA
2ypoBHA (N, H) 2 no 1,0 Mn Kaxpblit
CPOK rofHOCTH 36 MecALeB

X0puoHuyeckmit roHapotponuH (XI), a-detonpotent (AOM),
(B06OAHDIN (HEKOHBIIMPOBAHHIN) SCTpUON
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(BepeHus o

AHanuTnyeckan

06bvem
6pOBOUHBIX
CokpallieHHoe (xema npoBeaeHus pYECERICTDHIOC S XA (MKR) M TMR
Monnoe HanmeHoBaHue Habopa He MeHee npo6ax u/unu
p HaumeHoBaHue Ha6opa aHanusa (WM MHbIe TEXHNYECKHE K(I))HTpoanbIX uccggnaysew;oro
XapaKTepucTuKim) CbIBOPOTKaX pasu
Ha6opbi peareHTOB ANA Hay4HbIX NCCNE[0BAHMNII B 06M1aCTV OHKONOTMM 1 FeMaToNoruu
100
CbIBOPOTKA
Habop peareHToB Ana UMMyHOdepMEHTHOrO (nnasma)
onpezeneHna GakTopa pocta SHAOTENNA COCYA0B — KpoBM, Moy,
yenoseka (OPICY) i 60'(37 °C)/30'(37 ° . CynepHaTaHTbl
Ka57* (VEGF, Vascular Endothelian Growth Factor) OP3CH-HOA 10-20' (37 °C, TMb) 25 r/wn 7(0-2000 ar/wn) KNETOYHbIX
B GronoruuecKIX KuaKoCcTax KyneTyp,
CPOK rofHOCTM 36 MecALeB rOMOreHarbl
TKaHei,
KNeTouHble 113aTbl
100
CbIBOPOTKA
Habop peareHToB Ana uMmyHopepmeHTHOrO (nnazma)
onpezesnieHs pacTBOPUMOro peLienTopa Gaktopa 3037 °0)/30'37 °C)/ KpoBM, MOYa,
pocta anuTenua yenoseka (PPOPIY) . 112790V 11090 (37 O 6 CynepHaTaHTbl
K258* (EGFR, Epithelian Growth Factor Receptor) PPOP34-HOA 30037 OT/;A% 20377, 50 nr/man (0-10000 nr/mn) KNETOYHbIX
B 61ONOMUYECKIX KNAKOCTAX ) Kynbryp,
CPOK rogHOCTH 36 MecsALeB TOMOreHaTbl
TKaHeit,
KNETOYHbIE JIN3aTbl
100
CbIBOPOTKA
Habop peareHToB Ana uMmyHopepMeHTHOr0 (nnaswma)
onpenenexus daktopa ceeptbisanma kposu VI 30'37°Q)/30°(37°C)/ 6 c@%%?)ﬁa?::%
K259* yenoseka (OCKY VII) OCKYVII-NOA 30'(37 °0)/10-20" (37 °C, 0,2 Hr/mn (0-1000 Hr/mn) KIETOUHbIX
B G1ONOrUUECKIX KNAKOCTAX TMB) KyTbTYp
CPOK roaHoCTH 36 MecAueB rOMOFeHaThI
TKaHell,
KNETOUHbIE J113aTbl
100
CbIBOPOTKA
Habop peareHToB Ans UMMyHOpEpPMEHTHOTO (nnaswma)
onpezenexns paktopa CBEpTybIBaHMﬂ kposu VIII 30(37°0)/30'(37°0)/ 6 CK%%Bl:a“:::fQ.
K260* yenoseka (OCKY VIII) OCKY VII-NOA 30'(37 °0)/10-20' (37 °C, 1,0 Hr/mn 0-1000 Hr/mn) yKH (EI’OlIHbIX
B 611ONOMUYECKIX KNAKOCTAX TMB) KyTYp
CpOK rogHoCTH 36 MecALeB roMoreHaThi
TKaHeil,
KNeTouHble N113aTbl
100
CbIBOPOTKA
(nnazma)
Habop peareHToB Ana UMMyHodEpMeHTHOro 3037 °0)/30'37 °C)/ KpOBM, MOYa,
onpegenenus B-uxtepdepoHa yenoseka (IFp) : 1127911090 (37 6 CynepHaTaHThl
K262* B O10NOTMUECKNX KIAKOCTAX IFB-VOA 30067 OT/RA% 20037°C, 5.0nr/wn (0-5000 nr/mn) KNeTOUYHbIX
CPOK FoAAHOCTY 36 MecALeB ) Kynbtyp,
roMoreHaTbl
TKaHell,
KNeTOUHbIe 113aTbl




Karanox.

HOMep

MonHoe HaumeHoBaHue Ha6opa

(001_2019v901

CoxpaLieHHoe
HaumeHoBaHue Ha6opa

MepBuyHbie (LeneBbie) MbilMHbIE MOHOK/IOHANbHbIE aHTUTENA
ANA UMMYHOTUCTOXUMUK/ UMMYHOLMTOXUMMUM / IPOTOUHOI LUTOGNIOOpUMETPUU
[lepBuuHble (LeneBble) MOHOKIOHANbHbIE AHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbiABAeHNA (BOO0AHOrO €lgE B TKaHAX,
% | TYUHbIX KNeTKax 1 6asodunax s
AH200 5,0 mn (pa6ouee pa3Bepenue 10-50 pa3) aHTH-€lgE-IX
CPOK rofiHOCTH 24 MecAla
[TepBuyHble (LieneBble) MOHOKNOHaNbHbIE aHTUTENa ANA UMMYHOrVCTOXUMINYECKOTO BbIABNEHNA KapLUHOMbI MPOCTaT
AH221* |5,0 mn (pabouee pa3seaenue 10-50 pa3) aHTn-06MCA-UTX
CPOK rofiHOCTH 24 MecAua
llepBuyHble (LeneBble) MOHOKOHANbHbIE AHTUTENA ANA UMMYHOTUCTOXUMINYECKOTO BbIABNEHNA CEPO3HBIX KapLIMHOM AUYHUKA,
% | APYrAX aeHOKapLIHOM U SHAOMETpHo3a . :
AH222 5,0 mn (pa6ouee pa3Bepenue 10-50 pa3) aTu-CAT25-UTX
CPOK roiHOCTH 24 MecAua
MepBuyHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbIABNEHNA NaHKpeaTuyeckinX aaeHoKapLMHOM,
% | XOneuncTaaeHoKapLMHOM, afieHOKapLMHOMbI XenyaKa v MyLMHO3HBIX KapLMHOM ANYHIKA ] .
AH223 5,0 mn (pa6ouee pa3Bepenue 10-50 pas) aHTu-CAT2.9-UIX
CPOK roiHOCTH 24 MecAua
MepBuyHble (LeneBble) MOHOK/IOHANbHbIE AHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbIABAEHNA aleHOKAPLUHOM
AH224* |5,0 mn (pabouee pa3seaenue 10-50 pa3) aHTU-KIA(PIA)-UTX
CPOK roiHOCTH 24 MecAla
llepBuuHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYyHOTCTOXUMIUYECKOTO BbIABNEHNA NEPBUYHON renaTombl,
% | 3MOPUOHANbHO-KNETOUHOM OMYXONM ANYHMKA M AMYKA, TepaToMbl AL
AH225 5,0 mn (pa6ouee pa3Bepenue 10-50 pa3) aHTU-AOT-ATX
CPOK roiHOCTH 24 MecAua
MepBuuHble (LeneBble) MOHOKOHaNbHbIE aHTUTENa ANA UMMYHOTUCTOXUMIUYECKOTO BbIABNEHNA OMYX0AN MONOYHOI Xenesbl
« |11 APYrIX TUMOB aZleHOKapLMHOMbI . i
AH226 5,0 mn (pa6ouee pa3Bepenue 10-50 pas) auTH-MUCT-HTX
CPOK roiHOCTH 24 MecAua
MepBuuHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYHOTCTOXUMUYECKOTO BbIABNEHNA HeApo6AacToMbl
AH233* |11 MenKoKNeTouHoro paka nerkoro aHTu-HCE-UTX
5,0 mn (pa6oyee pa3Bepenue 10-50 pa3)
lepBuyHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbIABAEHNA Helipo6nacToMbl 1 MenaHoMbl
AH234* |5,0 mn (pa6ouee pazBepeHue 10-50 pa3) aHTU-5100-UrX
CPOK roiHOCTH 24 MecAua
[lepBuuHble (LieneBble) MOHOKNOHANbHbIE AHTUTENA AIA UIMMYHOTMCTOXUIMIYECKOTO BbIABNEHNA INUTENUANIbHBIX OnyXoneit
AH236* |5,0 mn (pabouee passepenue 10-50 pa3) aHTU-PAN uwuTokepatinH-UIX
CPOK roiHOCTH 24 MecAua
MepBuyHble (LeneBble) MOHOKNOHaNbHbIE aHTUTENA ANA UMMYHOTCTOXUMIYECKOTO BbIABNEHNA anbaeonouuTo Il Tuna (MHTepcTULMaNbHDIE
AH240% 3a00N1€BaHNA NETKNX) aHTu-AJTbBEOLIUTBI (I1)-
5,0 mn (pa6ouee pa3Bepenue 10-50 pas) nrx
CPOK rogHoCTH 24 Mecaua
Ha6opbi ana geteKkuum pesynbTaToB MMMYHOTUCTOXMMUYECKUX peaKumii
KH301- |Ha6op peareHToB ana fAeTeKum AN UMMYHOTUCTOXMMUN (KPONMYbI aHTUTENa) RIG-100-ATX
100* Komnnektauusa ana 100 onpeaenexuii, Cpok roaHoCTH 24 mecaua -
KH302-  |Habop ana peTeKkumum Ans MMMYHOTUCTOXUMUN (MbILLWHBIE aHTUTENa) MIG-100-1TX
100* Komnnektauusa ana 100 onpeaeneHuii, Cpok roaHoCTM 24 mecaua
BcnomorartenbHble KOMNOHEHTbI
005K+ OocdatHblit Gydep Ana MMMYHOTUCTOXUMUYECKUX PeaKLimil OB-UNX
10x KoHueHTpaT, 100 mMn, cpoK rogHOCTH 24 MecALa
S006X* LlnTpatHblil 6ydep AnA UMMYHOTUCTOXUMIYECKIX PeaKLinii 1[B-UTX
10x KoHueHTpaT, 100 Mn, cpoK rogHOCTH 24 MecALa
Tpuc-ruaipoxnopuaHblii 6ydep Ans IMMYHOrUCTOXUMUYECKNX peaKLii
% -
S015X 10x KoHueHTpaT, 100 Mn, cpoK rogHOCTH 24 MecALa TPACUTX
TBUH-TUAPOXNOPUAHBIN Bydep ANA UMMYHOTUCTOXMMUYECKIX PeaKLMii
* | -
SH022 10x KoHueHTpaT, 100 M, CpOK rofgHOCTH 24 MecALa TBAH-HCI-ATX
SH025* bydep ana pa3seseHna aHTUTeN ANA UMMYHOTUCTOXMMUYECKIX PeakLmii AB-WIIX
10x KoHueHTpaT, 100 mMn, cpoK rogHOCTH 24 MecALa
bnokmpytoLuii pacTBOp ANA UMMYHOTUCTOXMMUYECKIX peakLii (Kponnuby aHTUTeNa)
* _K-
SH301 5,0 Mn, CPOK rofHOCTH 24 MecAla BIIOK-K-TX
Bnokupytowuii pacTBop ANA MMMYHOTUCTOXMMUYECKMX PeaKLMii (MbILUNHbIe aHTUTeNa)
* —M-|
SH302 5,0 mn, cpokK rofHoCTH 24 MecAla BIOK-M-ITX

* Habopbl peareHToB AN1A Hay4YHbIX NCCNIEAOBaAHNIA.
He aBnatotca megmumnHckumn nsgenvamu. [laHHaa npoAykumua He 3apermctpupoBaHa Ha Tepputopun PO B KauecTBe MeAULMHCKOro n3penus.
HAC Ha gaHHyto npogykumto coctaBnset 20 %.
Bce npoune Habopbl peareHTOB 3aperMcTprvpoBaHbl B KayecTBe MeAWUMHCKMX W3Aenuin Ha Tepputopun PO 1 mmetoT PerncrtpaunioHHoe
ynoctoBeperue. HAC Ha aaHHyo npofyKuumio coctaenaeT 10 %. Habopbl peareHTOB npefHa3HayeHbl ANA UH BUTPO ANArHOCTUKN.



O6wume xapakrepuctukn Habopos peareHToB:

Bce Habopbl BKnoualoT B ceba CTaHAAPTHbIA 96-YHOUHbIN VMMYHOSIOTMYECKMI MAAHLWET C pasfensembiMy CTpunamu,
BO3MOKHO MCMOMb30BaHVe B aHANN3e [Jaxe O4HOW OTAeNbHOM NyHKW. B KomnnekT noctaBkn Habopa Bxoaat NHCTpyKums
Mo NPUMEHEHNIO, aHAJIMTUYECKUIA MAcnopT (MAcnopT KOHTPOJIA KauecTBa) CEpUM, a TakxKe BCe HEOOXOAMMbIE KOHTPOJIbHbIE
maTepuanbl Ans BHyTpuiabopaTopHoro KoHTpona Kadectsa (BJIK). Mo Bawemy xenaHuio Habopbl MOryT MOCTaBAATLCA B
KapTOHHbIX KOPOOKAX MM B MONIMITUIEHOBBIX MaKeTax C 3allesIKoN.

Cpok rogHoct HabopoB 18 mecALeB (eCnn He yKa3aHo Hauve).

Mpon3soauTens NpeaocTaBiseT B KOMMNEKTE BCe HeobxoArMble MaTepuanbl AnA NPoBefeHUA aHanm3a. Bce KOMNOHeHTbI
HabopoB roToBbl K MCMONb30BaHUIO U He TPebylT AOMONHUTENbHOW MOAroTOBKM. Bce BCnomoratenbHble KOMMOHEHTbI
Habopos {NDA-bBydepbl ana npeppassefeHna uccnegyemMbix 06pasLoB, KOHLEHTPAT OTMbIBOYHONO pPacTBOpa, pacTBOpP
cybctpata TeTpameTunbeHsngmHa (TMB), cton-peareHT} ABNAIOTCA YHUBEPCANbHbIMU U B3aMMO3aMeHAEMbIMU ONA BCEX
Habopos npounssogctea OO0 «XEMA».

B cnyyae, ecnu ana pabotbl Bam noHagobunucb BaHHOUKWU ANs peareHTOB, O4HOPa30Bble HAKOHEYHUKM ANA [03aTOPOB,
LOMONHUTENbHbIE NJIAHLIETHI UM NACTUKOBbIE NPOOMPKN AnA npedpasBefeHnsa nccnepyemblx obpasuoBs, forapuommye-
cKan bymara ana nocTpoeHnsA KannbpoBoYHOro rpaduka, MnKan feHTa Ans 3aKnerBaHUaA MaHLWeTa, a TakKe JOMNOoNHUTe N b-
Hble 06bembl Kakux-nnbo komnoHeHToB Habopa {DA-Bydepbl ana npenpassegeHus nccnenyembix o06pasLoB, KOHLEHTpaT
OTMbIBOYHOIO PACcTBOPa, pPacTBop cybcTpata TeTpametmnbeHsmanHa (TMB), cton-peareHT}, npocum Bac coobwutb 06
3TOM npeacTaBUTeNo NpousBoauTensa B Bawem pervoHe. Bce ykasaHHble KOMMOHEHTbl MpefocTaBnalTcA 6GecnnaTtHo
B HeobxoaMMOM Konuyectse. Bca NpogyKuma NoIHOCTbIO COBMECTMMA C NI0ObIMY aBTOMATUYECKMMU 1 MOofyaBTOMATUYeCKM-
MW OTKPbITbIMY MnaTdbopmamu A MMMYHONOMMYeCKoro aHanusa (aHanvsatopamu). Ecnm B npouecce pabotbl ¢ Nogo6HbIM
obopynoBaHviem Bam TpebyeTtcs cneymounyeckas Tapa Ans peareHToB, Npocum Bac cBasaTbcA ¢ npefcTaBuTenemM npounsBo-
anTtena B Bawem pervioHe.

Ecnrn B npouecce pabotbl Bbl CTONKHYNMCb C 3aTpyAHeHusMM unM y Bac nosaBunnMcb BOMPOCHI, CBA3aHHblE C
nporpammmMpoBaHneM o00pyaoBaHUS (aBTOMATUYECKME aAHANN3aTOPbl, CNeKTPOGOTOMETPbI, TEPMOLLENKEPDI), NPOCUM
Bac cBA3aTbcA C npeactaBuTesniem npowussoauTens B Bawem pernode. Cnyxb6a knueHTckoro cepsmca OO0 «XEMA»
npepocTaBiseT 6ecnnaTHbI Bble3f creuuanucta gns obydyeHua Bawero nepcoHana, HacTponku ob6opyaoBaHUsA U
KOHcCynbTauum no TenedoHy 6ecnnatHom TenedoHHOWM ropaYen NMHUK, SNEKTPOHHOM nouTte nnu skype.

Mpy eanMHOBPEMEHHOM 3aKa3e Ha cymmy cBbilwe 75000 py6. B LieHy BKJloueHa 6ecnnaTHaA AoCTaBKa NpoayKuumn Ao aBepen
Bawen nabopaTtopuu no Bcel Tepputopumn PO ¢ ncnonb3oBaHmem cny»kbbl aKCnpecc-A40oCTaBKU. [JocTaBKa oCyLlecTBnAeTcA
¢ cobnofieHrieM BCex HeOOXOANMbIX YCIIOBUIA XpaHEHUA 1 TpaHCnopThpoBaHmA HabopoBs (xonopoBsas Lenb).






KoHTakTHaa nHpopmauuna

TonoBHoli odpuc B Poccninckonn ®epepauyun, r. MockBa
000 «<XEMA»

Appec ana koppecnoHaeHuun: 105043, r. Mocksa, a/a 58
£3 105264, r. MockBa, yn. 9-a Mapkosas, A. 48, 1 noa., 5 aT.
U +7 495 510-57-07

( 8 800 505-23-45

4 sale@xema.ru

& www.xema-medica.com

Bonpocbi cotpyaHnyectsa B PO n crpanax CHI:
Koctpukun Amutpuin Cepreesuy

(+7 985 888-77-00

P4 dmitry.kostrikin@gmail.com

©O +7916 541-70-81

Bonpocbl MeXXAYHapOAHOro COTPYAHUYECTBA
(cTpaHbl AanbHero 3apy6exba):

Pepbkun AHgpeir MaBnoBuy

(+7 903 723-19-81

< redkin@xema.ru

OTAEen KNNEHTCKOro cepBuca:
lfop6aueB Uropb AnekcaHgpoBuy
(8800505 23 45

(+7 9852210885

4 client.xema@gmail.com

&) xemahelp1

@©+7 985 221 08 85

CeBepo-3anagHblii peaepanbHbiii OKpyr, r. CaHKT-MeTep6ypr
D000 «XEMA»

PervioHanbHoe NpeacTaBUTENBCTBO

3191144, r. CaukT-MeTepbypr,

LertapHblii nep., a. 8-10, nutep «A»

(+7812271-24-41

( +7911920-84-12

(V+7812271-78-70

< spb@xema.ru

I0xHbI pepepanbHbiil oKpyr, CeBepo-KaBKasckuin pepepanbHbili oKpyr,
r. PoctoB-Ha-[loHy

000 «OnbBeKc inarHocTuKym-tor»

DKCKNI03MBHbIN NPeAcTaBUTENb B PErmoHe

1344019, r. PocTos-Ha-floHy, yn. 14-a Jlnuusa, g. 50, odp. 604

[V +7 863 291-41-00, 291-46-16, 263-64-99,

263-65-22, 263-65-25

< rostov@xema.ru

www.donlab.ru

Ypanbckuii pepepanbHbiii OKpYT, I. YenabumHck
PernoHanbHoe npefcTaBUTeNIbCTBO

£ 454021, r. Yena6uHCK, yn. Monogorsappeniues, g. 31,
BLI Grand Vera, od. 1102

(/+7351217-30-08

(+7 905 833-25-29

< ural@exema.ru

MpuBomxkcknin pepgepanbHblil OKpyr, r. KaszaHb
000 «AKTUMepn»

DKCKII03UBHbIN NpefcTaBUTeNb B PernoHe
(Habopbl 4N MeANLUHCKON ANAarHOCTUKM)
3420095, r. KazaHb, yn. BoccTanus, a. 100

(U +7 843 212-57-77, 212-57-44, 212-57-45,
564-65-49, 564-47-74, 212-55-12, 212-52-02

< aktimed@mail.ru

Cunbunpckunin pepepanbHblii OKpyr

000 “ApamaHTt”

OduumanbHbIi NpeacTaBUTENb

©1630108, PO, r. HoBocnbupck, yn. Kotosckoro, a. 26
( +7 383 3-120-160 (MHOroKaHanbHbIi)

< mega.adamant@list.ru

Bbenapycb, r. MmHck
CO00 «Xemma-TecT»
DKCKII03UBHbIN NpefcTaBUTeNb B pernoHe
3220029, r. MuHck, np-T Maweposa, a. 11, nutep «A», kopn. 8/K, od. 416
Na6opatopus: 220086, r. MUHCK,
yn. CnaBuHckoro, f. 1, kopn. 2, K. 106
(U +375 17 284-29-85
< hemma-test@yandex.ru
C €
Authorized Representative in EU:
Polmed.de
Steinacker 20, D-73773

Aichwald, Germany
e-mail: info@polmed.de

MEQULMAI

POCCUACKASI ACCOLMALMS

YKpauHa, r. Knes

TOB «Xema»

DKCKJTI03VBHBIN NpefCcTaBuTesb B perrnoHe
303179, r. Kues, yn. Akapgemuka Eppemosa, a. 23
(' +38 044 422-62-16

{ +38 095 609-9-555

< info@xema.com.ua

KasaxcTaH, r. AKTo6e

TOO «JlabmepncepBuc»

DKCKII03UBHbIN npeacTtaBuTeslb B pernoHe

MpounssogcTeo VIDA-HabopoBs 13 komnoHeHToB OO0 «XEMA»
3030004, r. AkTO6e, . KapranuHckoe, yn. Kyprynosa, a. 19 «B»
(+7713298-55-22,

("+7713298-55-33

(+7 701 366-84-20

X info@labmedservice.com

Y36eKkucraH, r. TalukeHT

000 «Diamed Lab Service»

DKCKMIO3UBHbBIN NpeAcTaBUTENb B permoHe

3100053, r. TalKeHT, IOHycabaackuin paiioH, yn. bagamsap, a. 3
( +998 98 127-95-02, +998 97 747-95-02

4 sherzodn@list.ru

Ys6ekucraH, r. bynyHryp

000 «Kolibri»

OduryranbHbIfi NpeacTaBUTeNb
3140100, r. BynyHryp, yn. lana6a, a. 15
[ +998 91 297-01-00, +998 91 552-04-44
P4 infomedtravel@mail.ru

MonpoBa, r. KuwinHen

000 «CaHmegnKo»

3 MD-2012, r. KuwuHes, yn. A. Kopo6uaHy . 7 «A», KB. 9
{ +373(022) 623032

P< sanmedico.officec@gmail.com

Tpyswus, r. Tounucn

000 «EBpona6»

£10077 r. Tounucw, yn. Kukeuase, a. 6a
{ +995 99 31-24-45, +995 92 31-24-45
(7 +995 32 38-01-50

< nelitest@mail.ru

P4 nelibarnabishvili@yahoo.com

Asep6arigxaH, r. Baky

«Viva Lab MMC»

DKCKII03UBHbIN npeacTtaBuTesib B pernoHe

BYAZE1111,T. Baky, icamanbckuia parioH, yn. lWapudsaas, a. 44
(+99455316-81-21

P< haciyeva.sevda23@gmail.com

Kuprusus, r. Buwkek

0c00 «MeauUNHCKMIA LeHTP KoKkomepeH»

) 720000, r. BrLKeK, H/c Ak Oproo, yn. Torys KaHnar, a. 37
{ +996 312 595-632

(" +996 312 595-634

P< avicennakg@yandex.com

TypkmeHucTaH, r. Awxabag

Yshgyn IE

) 744027, r. Awxabag, ynuua 1957 (Oguzhan), g. 106
(+993 12 229849

" +993 12 228692

< s.ashirow@yshgyn.org

MpuaHecTpoBckaa Monpaaeckaa Pecny6nuka, r. beHpgepbi
000 «<MEJAKCECC»

33200, r. BeHpepbl, H/c Ak Oproo, yn. ipy6bl, A. 8, nom. 4.

{ +373-552-3-30-30

b4 vroy.roy@gmail.com

TapKuKkucras, r. flywan6e

000 «Tn66mu Myocup»

A r. Oywan6e, yn. Xaitpynno Mup3soesa, a. 7
( +992 37 885-87-87

P<info@tibbimuosir.tj

GERTIFIC),

L '———\04/
38
%\

IS0,

PAMIA A

PUTY Sy,

HCKOW IABOPATOPHO
BUATHOCTUKM

Accouaumn pocauicunx
TIPOSBORWTeNelt CPEACTS KnWHMecKoit
“RaBOpaTOpHON ANAFHOCTHK




DNV-GL

MANAGEMENT SYSTEM

CERTIFICATE

Certificate No: Initial certification date:
282710-2019-AQ-MCW-FINAS 14 February 2019

This is to certify that the management system of

XEMA Co, LTD

Valid:
14 February 2019 - 14 February 2022

bldg. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food
and feed control, clinical and veterinary diagnostics and forensic

investigations.

Place and date:
Moscow, 14 February 2019

Oz
CNITIoN ARRANCS

(A)
FINAS

Finnish Accreditation Service
S001 (EN ISO/IEC 17021)

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

S, Gvoo bide

Serguei Groubine
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



DNV-GL

Certificate No: 282710-2019-AQ-MCW-FINAS
Place and date: Moscow, 14 February 2019

Appendix to Certificate

XEMA Co, LTD
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA Co, LTD bldg. 48, 9-th Parkovaya str., Design and development,
Moscow, Russian Federation, manufacturing and sales of in vitro tests
105264 for food and feed control, clinical and

veterinary diagnostics and forensic
investigations.

XEMA Co, LTD (Production site) Trubetskaya str., 2B, Balashikha, Design and development,

Moscow region, Russian Federation, | manufacturing and sales of in vitro tests
125000 for food and feed control, clinical and
veterinary diagnostics and forensic
investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:4+358 10 292 4200. assurance.dnvgl.com
Page 1of1



DNV-GL

MANAGEMENT SYSTEM

CERTIFICATE

Certificate No: Initial certification date:
53899-2009-AQ-MCW-FINAS 22 May 2009

This is to certify that the management system of

XEMA CO., LTD.

Valid:
22 January 2019 - 30 April 2021

bldg. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

DESIGN, DEVELOPMENT, MANUFACTURING AND SALES OF KITS FOR IVD

USE.

Place and date:
Moscow, 22 January 2019

Oz
CNITIoN ARRANCY

(A)
FINAS

Finnish Accreditation Service
S001 (EN ISO/IEC 17021)

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

S, Gvoo bide

Serguei Groubine
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



DNV-GL

Certificate No: 53899-2009-AQ-MCW-FINAS
Place and date: Moscow, 22 January 2019

Appendix to Certificate

XEMA CO., LTD.
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA CO., LTD. bldg. 48, 9-th Parkovaya str., DESIGN, DEVELOPMENT,
Moscow, Russian Federation, MANUFACTURING AND SALES OF KITS
105264 FOR IVD USE.

XEMA Co., LTD ( production site) | Trubetskaya str., 2B, Balashikha, DESIGN, DEVELOPMENT,
Moscow region, Russian Federation, | MANUFACTURING AND SALES OF KITS
125000 FOR IVD USE.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:4+358 10 292 4200. assurance.dnvgl.com

Page 1of1



_S Polmed.de

Vertretung und Repriisentanz

Certificate

Of Marketing Authorization of Medical Product

Nr. AR/IVMD/Xema/01/2020

Issued on the basis of the Declaration of conformity and registration taking into account Article 10 of Directive 98/79/EC on In Vitro Diagnostic
Medical Devices and Medical Devices Act (MPG) § § 5.25,29,30

Ausgestellt auf Grund der Konformititserklirung und Registrierung unter Beriicksichtigung
der Richtlinie 98/97/EG Artikel 10 iiber In-vitro-Diagnostika und Medizinproduktgesetz (MPG) §§ 5,25,29,30

Manufacturer: xema CO., Ltd-

Hersteller bld.4, 48, The 9th Parkovaya str.
Moscow 105264, RUSSIA,
info@xema.ru; www.xema.ru

Product name; See annex to the Certificate

Produkt Siehe Anhang zum Zerifikat

Product Classification: In Vitro Diagnostic Medical Devices
Produkiklassifizierung In-vitro-Diagnostikum (VD) Medizinprodukte

Category: Common/ Other IVD

Kategorie Sonstige IVD-Produkle

Conformity Module: Module A (EC Declaration of Conformity)
Konformititsmodul (Annex lll, except point6, Directive 98/79/EC)

Modul A (EG-Konformitatserklarung)
(Anhang lll, auBer Nummer'6, Richtlinie 98/79 / EG)

Lead Competent Authority: DIMDI — German Institute of Medical Documentation and Information
Zustindige Behdrde DIMDI — Deutsches Institut fiir Medizinische Dokumentation und Information

Product Registration Ref. No.: See annex to the Certificate
(Per Article 10, Directive 98/79/EC) Siehe Anhang zum Zertifikat

Produkt Registrationsnummer
(GemiB Artikel 10 der Richtlinie 98/79 / EG)

Validto:  2022-05-25
Giiltig bis

Date of issue: 2020-01-01

Das Ausstellungsdatum

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany

email: info @polmed.de
tel: +49 711 52853279 A
i
\/ Polmed.de
Valid with the Extract from the d > www.dimdi.de (German Instiute for Medical Documentation)
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsche Institut Fiir Medizinische Dokumentation)

Pagelof 4



_S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zenifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
1 THYROID PEROXIDASE (INCL. MICROSOMAL) K131 aTPOEIA Cat. Nr K131 DE/CA37/IVD/13/44
ANTIBODIES
2. THYROGLOBULIN AUTOANTIBODIES K132 aTG ElA Cat. Nr K132 DE/CA37/IVD/13/43
3 MPO ANCA K133 aMPO EIA Cat. Nr K133 DE/CA37/IVD/13/42
4, TISSUE TRANSGLUTAMINASE ANTIBODIES K160 Anti-tTG IgG EIA Cat. Nr K160; DE/CA37/IVD/13/41
K161 Anti-tTG IgA EIA Cat. Nr K161
5. GLIADIN ANTIBODIES K180 Gliadin IgG EIA Cat. Nr K180; DE/CA37/IVD/13/40
K181 Gliadin IgA EIA Cat. Nr K181 ;
K182A Deamidated Gliadin IgA EIA,
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E=TOTAL K200 Total IgE EIA Cat. Nr K200 DE/CA37/IVD/13/39
7. THYROID STIMULATING HORMONE K201 TSH EIA Cat. Nr K201; DE/CA37/IVD/13/38
K201A TSH Plus EIA Cat. Nr K201A
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 DE/CA37/IVD/13/37
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 DE/CA37/IVD/13/36
10. | HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 DE/CA37/IVD/13/35
11. | HUMAN CHORIONIC GONADOTROPIN TOTAL K205 HCG EIA Cat. Nr K205 DE/CA37/IVD/13/34
12. | PROLACTIN K206 Prolactin EIA Cat. Nr K206 DE/CA37/IVD/13/33
13. | PROGESTERONE K207 Progesterone EIA Cat. Nr K207 ; DE/CA37/IVD/13/32
K207S Salivary Progesterone EIA
14. | ESTRADIOL K208 Estradiol EIA Cat. Nr K208 DE/CA37/IVD/13/31
15. | TESTOSTERONE (WITH DEHYDRO AND FREE K209 Testosterone EIA Cat. Nr K209 ; DE/CA37/IVD/13/30
TESTOSTERONE) K2095 Salivary Testosterone EIA
16. | CORTISOL K210 Cortisol EIA Cat. Nr K210 ; DE/CA37/IVD/13/29
K210S Salivary Cortisol EIA
17. | TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 DE/CA37/IVD/13/28
18. | THYROXINE K212 T4 EIA Cat. Nr K212 DE/CA37/IVD/13/27
19. | FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 DE/CA37/IVD/13/26
20. | FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 DE/CA37/IVD/13/25
21. | DEHYDRO-EPIANDROSTERONE SULPHATE K215 DHEA-S EIA Cat. Nr K215 DE/CA37/IVD/13/24
(INCL. DHEA)
22. | 17 OH PROGESTERONE K217 17-OH-Progesterone EIA DE/CA37/IVD/13/22
Cat. Nr K217
23. | CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 DE/CA37/IVDf13/23
24, | CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 DE/CA37/IVD/13/21
25. | CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 DE/CA37/IVD/13/20

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkie sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from th
Gilt nur mit :Auszug aus der

r Medical

C Documentation)
Fiir M

edizinische Dokumentation)
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_S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zentifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten
der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
26. | ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 DE/CA37/IVD/13/19
27. | CANCER ANTIGEN 15-3 K226 M12 (CA15.3 ) EIA Cat. Nrk226 DE/CA37/IVD/13/18
28. | OTHER CANCER ANTIGENS K227 MUCI1 M22 EIA Cat. Nr K227; DE/CA37/IVD/13/17
K228 MUCI1 M20 EIA Cat. Nr K228
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 DE/CA37/IVD/13/16
30. | R HUMAN CHORIONIC GONADOTROPIN (INCL. K235 Free beta HCG EIA Cat, Nr K235 DE/CA37/IVD/13/15
SUBUNIT)
31. | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PAPP-A EIA Cat. Nr K238 DE/CA37/IVD/13/14
A (DOWNS)
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 DE/CA37/IVD/13/13
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 DE/CA37/IVD/13/12
34, | SEXHORMONE BINDING GLOBULIN K268 SHBG EIA Cat. Nr K268 DE/CA37/IVD/13/11
35. | TROPONIN (T +1) K291 Troponin | EIA Cat. Nr K291 DE/CA37/IVD/13/10
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 DE/CA37/IVD/13/9
37. | IMMUNOGLOBULIN G SUBCLASS REAGENTS K272 IgG2 EIA Cat. NrK272; DE/CA37/IVD/13/8
K274 IgG4 EIA Cat. Nr K274
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275 DE/CA37/IVD/13/7
39. | IMMUNOGLOBULIN M K277 Total IgM EIA Cat. Nr K277 DE/CA37/IVD/13/6
KQ13 AutoQon AT immunoassay control set Cat.
Nr KQ13;
40. | RHEUMATOID/AUTOIMMUNE CONTROLS KQi4 AutoQon ANA/ENA immunoassay DE/CA37/IVD/13/5
control set Cat. Nr KQ14;
KQ15 AutoQon ACL immunoassay control set Cat.
Nr KQ15
41, | HORMONE CONTROLS KQ21 HormoQon immunoassay control set Cat. Nr DE/CA37/IVD/13/4
KQ21
42. | TUMOUR MARKER CONTROLS KQ22 OmaQon immunoassay control set Cat. Nr DE/CA37/IVD/13/3
KQ22
43. | cYFRA21-1 K236 CYFRA 21-1EIA DE/CA37/IVD/13/45
44. | CANCER ANTIGEN 72-4 K244 CAT72-4EIA DE/CA37/IVD/13/46
45. | NEONATAL THYROID STIMULATING K201N TSH-Neo EIA DE/CA37/IVvD/13/47
HORMONE
46. | ESTRIOL k218 Free Estriol EIA DE/CA37/IVD/13/48
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA DE/CA37/IVD/13/49
MONOTEST/MONORESULT - MULTI AG
48. | KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA, DE/CA37/IVD/13/50
K279L Free lambda Igg light chain EIA
49, | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 DE/CA37/IVD/13/51
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.
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Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zentifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52
51. | OTHER OTHER TUMOUR MARKERS K239 HE —4 EIA Cat. Nr K239 DE/CA37/IVD/13/53
52. | HSV IgG K104 HSV % IgG EIA (Cat. NrK104) DE/CA37/IVD/13/67
53. | HSV IgM K104M | HSV % IgM EIA (Cat. Nr K104M) DE/CA37/IVD/13/66
54. | MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA (Cat. Nr K106) DE/CA37/IVD/13/65
55. | SYPHILIS ANTIBODY ASSAYS TOTAL K111 Treponema pallidum Total Ab EIA DE/CA37/IVD/13/64
(Cat. NrK111)
56. | SYPHILIS ANTIBODY IGG K111G Treponema pallidum 1gG EIA DE/CA37/IVD/13/63
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGM K111M | Treponema pallidum IgM EIA (Cat. Nr DE/CA37/IVD/13/62
K111M)
58. | H.PYLORI ANTIBODY ASSAYS K119 H.pylori IgG EIA (Cat. Nr K119) DE/CA37/IVD/13/61
59. | H. PYLORI ANTIBODY ASSAYS K119M | H.pylori igM EIA (Cat. Nr K119M) DE/CA37/IVD/13/60
60. | ASPERGILLUS K121 Aspergillus IgG EIA (Cat. Nr K121) DE/CA37/IVD/13/59
61. | OTHER OTHER BACTERIOLOGY K126 Ureaplasma IgG EIA DE/CA37/IVD/13/58
IMMUNOASSAY (Cat. Nr K126)
62. | GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA DE/CA37/IVD/13/57A1
(Cat. Nr 171)
K171X Giardia lamblialgG/IgM/IgA EIA
(Cat. No. K171X)
63. | OTHER TUMOUR MARKER RAPID TESTS X220V XEMAtestOvaScreen DE/CA37/IVD/13/56
(Cat. Nr X220V)
64. | OTHER TUMOUR MARKER RAPID TESTS X222 XEMAtestCA125 (Cat. Nr X222) DE/CA37/IVD/13/55
65. | OTHER TUMOUR MARKER RAPID TESTS X239 XEMAtestHE4 (Cat. Nr X239) DE/CA37/IVD/13/54
66. | IMMUNOGLOBULINA IgA K276 SECRETORY IgA (slgA) EIA DE/CA37/IVD/13/68
(Cat. No. K276)
67. | ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) DE/CA37/IVD/13/72E
68. | DISTOMATOSIS K176 Fasciola IgG EIA (Cat. No. K176) DE/CA37/IVD/13/71E
69. | TESTOSTERONE (WITH DEHYDRO AND FREE K219 Free Testosterone EIA DE/CA37/IVD/13/70E
TESTOSTERONE) (Cat. No. K219)
70. | HUMAN PLACENTAL LACTOGEN HPL K246 Human Placental Lactogen EIA DE/CA37/IVD/13/69E
(Cat. No. K246)
71. | CANCER ANTIGEN 242 K243 CA 242 EIA (Cat. No. K243) DE/CA37/IVD/13/73
72. | INSULIN K267N Insulin EIA (Cat. No. K267N) DE/CA37/IVD/13/77
73. | C-PEPTIDE K267C C-peptide EIA(Cat. No. K267C) DE/CA37/IVD/13/76
74. | OTHER PREGNANCY TESTING HORMONES K245 AMH EIA (Cat. No. K245) DE/CA37/IVD/13/75
75. | SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC(A) EIA (Cat. No. K237) DE/CA37/IVD/13/74
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No. K021) DE/CA37/IVD/13/78

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany

email: info @polmed.de
tel: +49 711 52853279
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