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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

Ana UMMYHO®EPMEHTHOIO ONPEAENEHNA
IgG AHTUTEJ1 K AHTUTEHAM ASPERGILLUS SPP
B CbIBOPOTKE (MJ1IA3SME) KPOBU

«Aspergillus IgG-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY

FOR THE QUANTITATIVE DETERMINATION
OF IgG ANTIBODIES TO ASPERGILLUS SPP.
IN HUMAN SERUM OR PLASMA

Aspergillus IgG EIA

HOMEP MO KATASIOTY K121
TY Ne 9398-121-18619450-2009

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne OCP 2009/05944 ot 23.10.2009 T.
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K121I

«YTBEPXOEHA»
Mpuka3 PocaapaBHaazopa N2 8460-MNp/09 oT 23 okTsbps 2009 r.
KPA N¢ 33029 ot 09.07.2009 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAENIEHUA IgG AHTUTEN
K AHTUFTEHAM ASPERGILLUS SPP B CbIBOPOTKE (MJIA3BME)

KPOBMWU «Aspergillus IgG-UDA »

1. HABHAYEHMUE

1.1. Habop pearenToB «Aspergillus IgG-M®A» npeaHasHavyeH AN KaYeCTBEHHOro
onpeaeneHns KoHueHTpauuu IgG aHTMTEen K aHTureHam Aspergillus spp B cbiBOpoTKe
(nna3me) KpoBM MeToAOM TBEPAOMDA3HOr0 MMMYHOMEPMEHTHOIO aHanusa.

1.2. 'pnbku poaa Aspergillus MOryT Bbi3blBaTb Y YenoBeKa MECTHble U CUCTEMHbIE
MHbeKUMN, a Takxe anneprmyeckume 3aboneBaHus. B 3aBucMMocTM OT  opMbl
3abonesaHuns, mns3otun aHTMTen K Aspergillus MoxeT 6biTb pasHbiM. HW3KME TUTPbI
IgG-aHTuTEeNn cBMAeTenbCTBYIOT 06 MH(EKLUMN B MPOLIIOM U HE UMEIKT KIMHUYECKOWN
3HaYMMOCTU. B oTAnume oT 3TOro, Npu annepruyeckoM 6PoOHX0NEero4HOM acneprunnese
(ABJ1A) ypoBeHb IgG-aHTuTen k Aspergillus 3HaunTeNbHO BO3pacTaeT U MUCMOJb3yeTCcs
B KayecTBe OHOro 13 AMarHoCTUYECKMX KpUTepueB AN AaHHOW Ho3onoruu. Ewe 6onee
BblCOkMe ypoBHM IgG-aHTuTen k Aspergillus obHapyXuBaloTCcs Npu acnepruisiome
1 MHBA3WBHOM acneprunanese.

1.3. lNpwu yKasaHHbIX NaTonoruax yposeHb IgG-aHtuten k Aspergillus pe3ko noBsbi-
LIAEeTCs, N UX MOXHO BbISSBUTb METOAOM MMMYHOMpeuunuTaumm (4BOMHaAsA UMMyHoAND-
dy3mna - ANAO). UccnepoBanus, nposegeHHble OO0 «XEMA», cBMAETENbCTBYIOT, 4YTO
npu psage 3aboneBaHni Nerkmx — XpoHUYeckoM bpoHxuTe, 6poHXxManbHON actMe, du-
6po3e Nerknx n HeKoTopbIX ApYyrux — ypoBeHb IgG-aHTUTeNn K Aspergillus 3HaunTenbHo
NOBbILLIEH, OAHAKO He AOCTUraeT nopora YyBCTBUTENLHOCTM MeToAa MMMyHOMNpeuunuTa-
umm (ANA). MosTomy 3T nerkme Gopmbl acnepruninesa (T.H. «rpubKoBbIA GPOHXUT>)
CBOEBPEMEHHO He BbIABASKTCA, U AN UX IEYEHUS He UCMOJb3YITCS NPOTUMBOrpuGKO-
Bble npenapatbl. IMMyHOdpepMeHTHbIN Habop Ans BbiasneHus IgG-aHTuTen K rpubkam
Aspergillus npegHa3HayeH Ana onpeaeneHns YMepeHHO MOBbIWEHHbIX KOHLUEHTpauun
aHTUTen K aHTureHam Aspergillus.

Document: K1211 Instruction version: 1409 Format version: 810

2



XEMA

2. NIPUHUMN PABOTblI HABOPA

Onpepenenne IgG aHTuTen Kk aHTureHam Aspergillus spp o0CHOBaHO Ha UCMOIb30BaHUM
«C3HABUY»-BapuaHTa TBepAaodasHOro MMMyHOMEpPMEHTHOro aHanmsa. Ha BHyTpeHHel
NOBEPXHOCTM JIYHOK MaHweTa nMMobununsosaH aHTureH - Aspergillus spp. AHTUTena
13 obpasua CBSA3bIBAIOTCA C AHTUIEHOM Ha MOBEPXHOCTU nyHku. Ob6pa3zoBasLluMics
KOMMIEKC BbISBASIOT C MOMOLWbI KOHbBIOraTta MbIWWHBIX MOHOKJIOHANbHbBIX aHTUTEN
Kk IgG 4yenoseka C nepokcuaasol XpeHa. B pesynbTate obpasyeTca CBSA3aHHbIA C
NAIacTUKOM «CIHABUY», coAepxalunii nepokcnaasy. Bo BpemMs nHkybaumm ¢ pacTBopom
cybcTpaTa TeTpameTunbensnamHa (TMB) NponcxoanT okpallnBaHWe pacTBOPOB B JTYHKaX.
WHTEHCMBHOCTb OKpacky MpSAMO MpOMopuMoHasbHa KOHLEHTPauun cneunduyeckmx
IgG aHTuTEn k aHTureHam Aspergillus spp. KoHueHTpauus IgG aHTUTen K aHTUreHam
Aspergillus spp B uccneayembix obpasuax paccumtbiBaeTcs no hopmyne, NnpuBeLeHHON
B WHCTPYKLMU.

3. AHAJTUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundHnNYHOCTD.

Mcnonb3oBaHMe BbICOKOOUMULLEHHOrO mMpenapaTta Mno3BOJISET AOCTUYbL BbICOKOM
cneunduyHOCTM aHanusa.

3.2. Bocnpon3BoAUMOCTbD.

KoaddurumeHT Bapmaummn pesynbTaToB onpeneneHns coaepxaHus IgG aHtuTen
K aHTureHam Aspergillus spp B o4HOM 1 TOM >e obpa3sLe CbiBOPOTKKU (MnasMbl) KPOBM
C ucnonb3oBaHneM Habopa «Aspergillus IgG-U®A» He npesbiwaeT 8.0%.
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5. MEPbI MPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIN puck NnpuMmeHeHuns Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPAUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoM kucnoTbl obnafjaeT pasgpaxawlwmMm - geictBuem.  U3sberaTb
pa3bpbi3rnBaHns 1 NonagaHns Ha Koxy 1 cnmsuctble. Mpu nonagaHum Ha KOXY 1 CIU3UCTble
NOPaXXeHHbIN y4acToK creayeT NpoMbiTb HONbLIMM KOANYECTBOM MPOTOYHOM BOAbI.

5.3. lpu pabote c HabopomM cnepyet cobniogatb «lMpaBuna yCTPONCTBA, TEXHUKNU
6e3onacHoOCTN, MPON3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuMma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneagyer HageBaTb OA4HOPA30Bble PE3UHOBbIE WU
naacTMKOBble MepyaTky, Tak Kak obpasubl KPOBWM 4YenloBeka crefyeT paccMaTpuBaTth
KaK MoTeHuManbHO WHMOUUMPOBAHHbLIA MaTepuan, CnocobHbIi ANUTesIbHOE BpeMs
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bo3byautenb
BUPYCHOW UHGEKLUN.

6. OBOPYAQOBAHUE N MATEPUAIJbI,
HEOBXOAWMMBbIE NMPU PABOTE C HABOPOM
- ¢oToMeTp BEepTMKaNbHOIMO CKaHMPOBaHMUS, MO3BOSIOLNA U3MEPATb ONTUYECKYHO
MAOTHOCTb COAEPXKMMOIO JIYHOK MNSaHLWeTa nNpu AJIMHe BOMHbI 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonswlme oTbupaTb 06bLEMbI
B Anana3soHe 25-250 Mkn;
- UWIMHAP MepHbI BMecTuMocTbio 500 Mmn;
- BOAa AUCTWUANIMPOBaHHas;
- nep4yaTKu pe3nHOBble UMY NNACTUKOBbIE;
- 6ymara dunbTpoBanbHas.

7. NOANOTOBKA PEArEHTOB A/11 AHAJIU3A

7.1. lMNepepn npoBeaeHNeM aHanm3sa KOMNoHeHTbl Habopa un nccneayemble 06pasupl
CbIBOPOTKM (MN1asMbl) KpOBW cnedyeT BblAepXaTb MpuW KOMHATHOM TeMmnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpurotossieHne NJjaHLWwerTa.

BCKpbITb MakeT € NAaHWeTOM U YCTaHOBUTb Ha paMKy Heob6XxoAMMoe KOM4YecTBO
ctpynoB. OcTaBWwKWecs  HEWCNONb30BaHHbIMW  CTpUMbl, 4YTOBbl  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX Bfaru, TwaTenbHO 3aknenTb ByMaroin Ans 3akiemMBaHns naaHLweTa
M XpaHUTb Npun TemnepaTtype +2...+8 °C B TeueHuMe BCEro cpoka rogHoctn Habopa.

7.3. MpurotoBsieHMEe OTMbIBOYHOIO pacTtBopa.

B cnyuyae ppobHoro wucnonb3oBaHua Habopa cnenyer otobpaTb Heobxoaumoe
KOMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa W pasBecTu AUCTUAIMPOBAHHOW BOAOW
B 21 pa3 (1 MAn KoHUeHTpaTa OTMbIBOYHOrO pactesopa + 20 M ANCTUANMPOBAHHON BOAbI).
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8. YC/10BUA XPAHEHNA N SKCIMJTYATALNN HABOPA

8.1. Habop peareHtoB <«Aspergillus IgG-UDA» ponxeH XpaHUTbCA B YyMNakoBKe
npeanpuaTUA-U3roToBuTeNa Npu TeMmnepartype +2...+8°C B TeyeHune BCero cpoka rogHocTy,
yKa3aHHOro Ha ynakoske Habopa.

HonyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 5 cyTok. He aonyckaeTcsi 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B aybnukatax 45 nccnegyembix
obpasuoB, 1 kanubpoBo4yHOW nNpobbl M 2 NMpob6 KOHTPONbHbLIX CbIBOPOTOK (BCEro
96 onpeneneHun).

8.3. B cnyyae apobHoro ncnonb3oBaHns Habopa KOMMNOHEHTbI cnefyeT XpaHuTb
cneaytowmm obpasom:

—  OCTaBLUMECS HEUCMNONIb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aKNenTb

6yMaroii ans 3aknenBaHUsa NnaHWweTa U XpaHuTb Npu TemnepaType +2...4+8 °C
B TeUYeHne BCero cpoka rogHoctn Habopa;

-  WN®A-Bydep, KoHblorat, cybcTpaTt, CTOn-peareHT nocsie BCKPbITUS (plakoHOB
cnepyeTr XpaHuTb Npu TemnepaTtype +2..+8 °C B TeyeHMe BCero cpoka
rogHocTn Habopa;

- KanubpoBOYHYH NMpo6y 1 KOHTPOJIbHbIE CbIBOPOTKM NOC/E BCKPbITUS (h/lakKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsueB

- OCTaBLUMNCA HEMCMNONb30BaHHbIM KOHLLEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHWUTb Npu TeMnepaType +2...+8 °C B TeueHune Bcero cpoka rogHocTn Habopa.

-  TPUrOTOB/IEHHbIA OTMbIBOYHbIA PpacTBOp ClefyeT XpaHWTb MpU KOMHAaTHOWM
TemnepaTtype (+18..4+425 °C) He 6onee 5 cyTok wmam npu Temnepartype
+2...48 °C He 6onee 30 cyToK;

MpumMeyaHue. MNocne MCNoNb30BaHMS peareHTa HeMeANeHHO 3aKpbliBalTe KPbILWKY

dnakoHa. 3akpbiBaniTe Kaxabln fakoH CBOEN KPbILLIKOW.

8.4. [Ins npoBefeHUs aHanuMsa He cneayeT WCNofb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (MS1a3My) KpPOBM, @ TaKXXe CbIBOPOTKY (N1a3My) KpOBM, COAEPIXKALLYIO
asua HaTpus.

Ecnu aHanus nponsBoANTCS He B A€Hb B3SITUS KPOBW, CbIBOPOTKY (NaasMy) cneayer
XpaHuTb Npu Temnepatype -20 °C. MoBTOpHOE 3aMopaxnBaHMe-oTTanBaHne obpasLoB
CbIBOPOTKM (MNNa3Mbl) KPOBU He AOMYCKAeTCs.

8.5. VcknoyaeTtca ncnonb3oBaHue Ans aHanmsa o6pasLoB CbIBOPOTKM (Mnasmbl)
KpOBW NtoAen, NofyyaBLUNX B LeNsiXx AMarHOCTUKK UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILMHbIE aHTUTENa.

8.6. [Ins nonyyeHus HaZeXHbIX pe3ynbTaToB HeobxoAuMO CTporoe cobniogeHve
MHCTpyKUMKM No npuMeHeHnto Habopa.

Document: K1211 Instruction version: 1409 Format version: 810

6



XEMA

g *d1d eH 19NMugeL anHaxuorod]|

1981 YI9LLUaX
-oMdy g BdlaeaMmedyO MOHAL S0WMKAST0D WOLE udu ‘elHalead-uoLd W QQT Oou ‘eHUTMEHSgUMLIBWedLaL
e1ed1dgAd dogioed M Med ‘MIDOHALDLRE0TBLO0U 9 UOL 9 U 019100dOoMD X UOL O UMNHAL 329 09 BLUDDHY

0T

‘BMHeamMmedys0 019HMD suingsed
MHILALD 10 MLDOWMOUNERE g LAHUW (QZ-0T SMHOhAL 8 (Do GZ+ "8T+) 9dAledouWdL WOHLBHWOX MdU SLOHWDL €
L1omHeuru 3LUAAUQANH| "HUW £-7 SMHDhIL 9 NLD98eM0dU OWNTOXQOSH UNHAL @ BHUTUEHDgUMLBWRdLOL eLed1dgAD
edogloed anHaO9HG ‘eHUTUEHBgUULIDdWEdLOL eledldgAd edoalded W QOT Ou MMHAL 908 08 91UDDHY

*ged G MIHAL SLUOWLO 1 MOHAL S0WMKAST0D aLnLeTA MMNRQANHN UMHBRHOMO O |

Do ST+ 'ST+ 9dArLedauwalr
udu LAHUW QE SMHOLOL 8 010 DLUAAUQANHM 1 BLOMHEUL BUHREUSLMEE BUT KOJeWAQ LOMHeUU SLyduMeE

"BLRIOIGHOM LMW QQT OU UMHALr 9249 09 91UDBHY

NOHAL €M MLOONTMXK
MMO1RLD0 9lBLeTA OHAUDLRIML OWNTOXQO9H MMHREOdULHEMDT WOTKeX ndl] "BI19AgadL 9H (MOHAL SuMHeaMhEWeE)
aMg19WL0 ndu exxdarres ‘wanHegoduLHeddT uum nanneduude namoiArawroou o nLdoHxdagou noHAaueLHoemdod ou
WWBUHIXMNET UWI9g0oJAdY 1omHeuu aimMHxsdiog ‘(g°/z'u "wd) edogided OJOHhOLIGWLO LWIW QGZ OUu
MMHAL 928 049 9199eQ0T 9X819WL0 Yomkex udl] ‘eged € UMHAL DLUOWLO M WOMHREOdMLHEMDT MUK (BD0DBH
oloHuAdiooroga oiqmowou o ‘dawudueH) yuauneduude YOHAL S0WMXAST0D SLULURTA UUNRQANHU UUHBRHOMO O]

Do SZ+"""8ST + dArLedauwaL udu
LAHUW QE 9MHDK3L 8 1LdmMHeru 3LUAAUQANH "elamMHerL BUHREUILNIRE BUT WOJIRWAQ LOMHEUL SLUILMNRE
‘niooHxdagou NOHAURLHOEMAOL OU UWBUHIXUET MIWI9F0JIAdY elamHeLU S0WMXAaT0oD aimemanwadau oHLedAMMY

*LAHUW QT -G 9MHOKAL g MLdagenodu OWMTOXQOaH gonerdgo XIAWSATILIOM U
MoLrodogaiad XiqHauodiHOM ‘l9godu MOHhogodguured SMHID9HG ‘uaody (1aweewrru) wxiodogiad goheedgo
XI9WaAOLUdOU xXiI9HHavgegeed LW QT OoU XeledUurgAd 8 91Md9HE MMHAL d19HAqureld0 g -oirodogigad
XI9HAKrodLHOM U 1990dU UOHhogodgULreM LIIW OO T OU XeLeAULQAT 8 UNHAL 9UMIMO01Ag101991000 9 91UD9HY

‘myLodogigad alqHarod1IHON U Agodu
OoiAHhOg0dguuey alysudegeed aH "UiGHIRAY BH 0J9HUD D edadAg MMIRANO SUHIHBWEN LuToxouodu ‘y17e num
Hudeual olamexdarod aH ‘eneedgo 010WIATILDIM UMHBLERQOT nd|] "edadAg-YdIY LW 00G + BNERdQO LW G7
rdownd| (2zT10S) dopAg-yo sAcauoudun ‘eed Tz 9 naodx (1aweerru) mirododiqad 1aheedgo aLqaegeed

“oLodogi9d X19HAaLrodLHOM 1 19godu MOHhogodguLe

BUT YOHAL 9 1 xedoLgou g € 19needgo a19aWaATaLdomn — g0umMdLd 09109hULION SOWUTOXQODH AMWed 8 91MLIJ9WO||

VEUUVHY INHIT3IgodU 6

Format version: 810

Instruction version: 1409

Document: K121I



‘golelqurAead
OIMHIXEMOM M MLddamdu 1axow goneedgo
edadpAg-vyou XUNDDhULNLIOWDL N XIGHEDLUX ‘XIGHLAW mnaodx
LIW 00SG + €NeHY '19Heg0dNIAPUdLHIMNLO OHAUDLRIML (eweewru)

T 00T eneedgo WIW G7 91199 I9HXLOT 19T1ERdQO SI19WaATaLDI) ex1odogiqao
e1dhdadau | W ‘AdHAK 8 | BuHOWRaEceRd . ewreundalrenw

donieg nocedoo downdy ewreudarew exiogedgo u auHaHedx ‘dog) ttug

W enuurge]

91MhArou — nndad ardoude|| g oHeeeMA 010d0LOM SMHBKRHE ‘(D) LHOUNNGPDEON BH 99HTDAD OLE DLAXKOHWA T

*(-/+) 9HOE YoHhMHedIoU g LelquAead - 60’ T OF T6°0 LO MLAXOWOdU 8 WoMexaL ‘Y MNHDheHE nd(]
‘uiIgHauaLenudio - 6'0>) ndu
‘UIaHauR_LMKOoLrou nNdgedgo T T <) nd(l

*JUO eH eneedqo [JO WaMHBLBT yiawarhALou ‘Y LHOUTIMPHEON SLNLONKIGE eNERdQO 010TXeX BUTT '€
!(JUO) VLDOHLOLL YNONIDhMLLO DUHDHBHE SOHhMHRd

‘edoledguuey [JO 99HTDdD a1MeLMhIDOed T
*xeneedgo x1awaAawdou a dds snj|j16.1adsy WeHdIULHE X Urd1ulHe D61 auHexxdaod ai1yernndded | 7T

*AxAtreos ou

Format version: 810

Instruction version: 1409

K121I

9lyBLaeldi9g edLOW0L0d dHelug ‘elH1ead-L0L1d BMHOD9HE 90U HUW GT SMHOhAL 8 nidagenodu OWWITOXQOSH
BIDMHRLL MOHAL OJOWMXAST0D [JO SUHIAOWEY "WH QS I9HI0g HULT udu suHegoduHeMD OJoHduednidas
9d1owoLod BH eldmMHeUU MOHAL OJoWuxdawod (LJQ) WULOOHLIOLLU WMOMIDhULUO AHUhULRE BD1AdOWEWN |TT

Document: K121I



XEMA

10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTax uccnegoBaHuii, npoBedeHHbIXx 000 «XEMA»,
pekoMeHAyeM MOonb30BaTbCs HOpPMaMu, MpPUBEAEHHbIMKM HUXe. Bmecte ¢ Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MpakTUKKW), Kaxaas
nabopatopusi Ao/KHa camMa onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsauuu.

10.2. HekoTopble nabopaTopuM Ha OCHOBaHMW pe3ysbTaTOB COBCTBEHHbIX
NonynsiUMOHHbBIX WCCNefoBaHWI BBOAAT «BTOpPOK cut-off», pacnonoXeHHbIn Mexay
aHaMHeCTMYeCKMM («HOpPMasbHbIM») N «BbICOKMM» YpOBHEM IgG-aHTUTeN, XxapakTepHbIM
ONS peakTMBaUMM UM NO34HEro nepuoaa nepBuYHON MHMEKUUN. 3HAUYEeHUS «BTOPOro
cut-off» ana Bo3pacTHbIxX rpynn 8 Mec. — 3 roga v ctaplwe 3 neT npuseaeHbl B Tabnuue
0XMnAaeMbIX 3HaYEHUN.

Ecnn 3HauyeHne K nexuTt B uMHTepBane oT 1.1 go «BTOporo cut-off», 3to MoxeTt
cBuMaeTenbCcTBOBaTb MO0 O HavanbHOM rMepuoae MepBUMYHOM WHPekuun, nmbo
06 WHdekunn, nepeHeceHHoW paHee. YTO6bI MPOACHUTL CUTyauumo, HeobxoaMMo
nccnenoBaTb NOBTOPHbIE 06pasLbl KPOBU TOMO XXe NnaumeHTa, B3siTble Yepe3 HEeCKOJIbKO
Hepenb. HapacrtaHue TuTpa B MNOBTOPHOM obpasue CBUMAETENbCTBYET O HaauMymm
MHdekunun. Ecnum xxe TUTp HE HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBUN aKTUBHOM
MHbeKUNN n 06 aHaMHeCTUYECKOM xapaKTepe aHTuTen.

Uccnepyemas rpynna LLULLIL T
HvxHuiA npeaen BepxHui npepen
CepoHeratmBHble <0.1 0.9
HOBOPOXAEHHble* <0.1 1.6
0o 8 mecsues* <0.1 2.4
8 MecsaueB - 3 roga <0.1 2.7

*MaTepVIHCKVIe aHTuTenNa

Mo BonpocaM, kacatowmmcsa kayectsa Habopa «Aspergillus IgG-UDA>»,
cneayet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3/1eKTPOHHAas noyTa: info@xema.ru; rqc@xema.ru
VHTEPHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb ciyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCcTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY FOR THE
QUALITATIVE DETERMINATION OF IGG ANTIBODIES TO
ASPERGILLUS SPP.

IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to Aspergillus spp. in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to Aspergillus spp.
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 45 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

The fungi of Aspergillus species are important human pathogens and established
causative agents of systemic and local infections as well as allergic diseases. The isotypic
pattern of antibody response to Aspergillus is variable and depends on the form
of the disease. Low titre IgG-antibody response reflects anamnestic infection and has little
or no clinical significance. However, in allergic broncho-pulmonary aspergillosis (ABPA) the
level of Aspergillus-IgG is significantly elevated and is used as one of diagnostic criteria
of this nosological form. Higher levels of Aspergillus-IgG can be detected in aspergilloma
and invasive aspergillosis. The latter form of aspergillosis is a life-threatening disease mostly
affecting immunosuppressed patients. The elevation of Aspergillus-specific IgG antibody
titres in above mentioned diseases is very dramatic and these antibodies can be detected
by immunoprecipitation (double immunodiffusion, DID).

Our studies showed that in pulmonary diseases, e.g. chronic bronchitis, bronchial
asthma, pulmonary fibrosis etc. the titres of Aspergillus-IgG are significantly elevated,
but do not reach the sensitivity threshold of immunoprecipitation (DID). This milder
form of aspergillosis (so called ‘fungal bronchitis’) is underdiagnosed and the specific
anti-fungal treatment is not applicated.

The EIA test for Aspergillus-1gG is designed for the detection of moderately elevated
concentrations of specific antibody to Aspergillus specific antigens.

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 the antigen. Antibodies from
the specimen bind coated antigen on the microwell surface. Unbound material is
removed by washing procedure. Second antibodies directed towards species specific Ig,
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.
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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;

- 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..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.

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 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 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

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

within 3 minutes.
7.3. Assay flowchart
See the example of calibration graphic in Quality Control data sheet.
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7.5. Sample processing

blood Grossly hemolytic, lipemic, 25 pl of 100 1
serum or | or turbid samples should be sample +
plasma | avoided and should be treated 500 pl of
by centrifugation before diluent
testing.

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

Some laboratories, based on their population studies, set up a second cutoff, which
stands between anamnestic (‘'normal') IgG antibody level and 'high' IgG antibody level
characteristic of reactivation or late period of primary infection. Recommended values
for this second cut-off for two age groups (8 months - 3 year, > 3 years) are presented
in the table below.

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 Aspergillus IgG. Based on data obtained by XEMA, the following normal range is
recommended (see below).

Seronegative <0.1 0.9
Seropositive > 3 years 1.1 4.9
newborn* <0.1 1.6
under 8 months* <0.1 2.4
8 months - 3 years <0.1 2.7

*antibodies of maternal origin
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Cumeon / Symbol

3HaueHue cumBona / Symbolize

Mpounssoautens / Manufacturer

[ata npousBoacTea / Date of manufacture

Homep no kaTanory / Catalogue number

-
2 E E‘
=

Homep cepun / Batch code

2
2
g

Mcnone3osaTth Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTypbl / Temperature limitation

<

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3osaTtb Npy HapyLLUEHWW LLeNOCTHOCTM YNaKoBKM /
Do not use if package damaged

S

MnaHwert / EIA strips

Al

-

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTposbHas ceiBopoTka / Control sera

Konbtorat / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametunbensunauHa (TMB) /
Substrate solution

KoHLEeHTpaT 0TMbIBOYHOIO pacteopa /
Washing solution concentrate

Al

STOP

Cron-peareHT / Stop solution

=]
]
=}

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawvmu Habopamy Bam noHago6vnvch nnacTrkoBble BAaHHOUKM 418 XKUAKMX
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 NpeAocTaBAAOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHPEKLUNOHHbBIX N\
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHoBaHune
K101 «Toxoplasma IgG-VI®A» [T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-VI®A» - ﬁ "
K102M «Rubella IgM-VIDA> ' > Aﬁ
K103 «Cytomegalovirus IgG-UDA» SRS AssocHOn s
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 19G-VIOA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-VOA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmc 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 UNKN CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:

LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHunu:

105043, r. MockBa, a/a 58, yn. 9-a MNapkosas, A. 48, 1-# nop., 5 atax

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

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

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

D000 «Xeman», Ten.: +7 (812) 271-24-41
191144, CankT-TMeTepbypr, JertapHbiii nep., a. 8-10, nutep A

e-mail: spb@xema.ru Gmazil i
xemahelp@gmail.com

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;

03022 Kues, yn. BacunbkoBckas, a. 98, 2 3tax;
e-mail: info@xema.com.ua




