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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

Acneprinebos, aHtutina IgG I®PA npmsHavyeHUn AnNA sKICHOrO BM3HA4YeHHs aHTUTIN knacy IgG npoTtu Aspergillus fumigatus y
cupoBarTui abo nnasmi NANHK (LUTpaT, renapuH).

2. MPUHUMN AHANI3Y

HAkicHe iMyHOepMeHTHe BU3HaYeHHS crneundidHux aHTuTin 6asyetbesa Ha metoaumui IPA (iMmyHopepMeHTHUIN aHani3s).
MikponnaHweTn NoKpuTi cneundiyHMMM aHTUreHamu Ans 3B’a3yBaHHSA BiAMNOBIAHMX aHTUTIN 3paska. [licns npomMmBaHHA NyHOK
ONS BuOaneHHs BCbOrO HE3B’A3aHOro Matepiany 3paska [oAaeTbCs KoH'loraT, MideHun nepokcupasor xpoHy (HRP). Len
KOH'toraT 3B'A3yeTbCs i3 3axonneHMMu aHTuTinamun. Ha gpyromy etani NpoOMMBaHHA HE3B'A3aHUI KOH'loraT BMAAnsaTb. IMyHHUIA
KOMIMNEKC, YTBOPEHUIN 3B’A3aHUM KOH'IOraTtoMm, BidyamnisyeTbCs LUNAXOM AofaBaHHa cybcTtpaTy TeTpametunbeHanavHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY NpOMoOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTK peakuito, nogaroTb
cipyaHy kucnoty. Lle cTBOpoe XOBTMIM KoMip KiHLEBOi TOYkW. ONTUYHY rycTuHy npu 450/620 HM 34MTylOTb 32 AOMOMOrOH
NPUCTPOIO ANS 34nTyBaHHA |PA mikponnaHLweTis.

3. MATEPIAIN

3.1. PeareHTn B Habopi

MikponnaHweT:12 po3puBHMNX 8-NyHKOBUX CTPINiB, NOKpUTMX aHTureHamm Aspergillus fumigatus; B antomiHieBin
onba3i, WO 3aKpnBaETLCS.

DIl -1 donakoH, wo mictnts 100 mn pocdaTtHoro bydepa %10 MM) anst po3BefeHHs 3paska; pH 7,2 + 0,2;

M= 0BaHi B XOBTUI KOMIp; rOTOBUIA BUKOPUCTOBYBATK; Binuin koBna4vok; < 0,0015% (06./06.) CMIT/MIT (3:1). _
» CTONM: 1 cpnakoH, Wwo mictutb 15 Mn cipyaHoi kncnotu, 0,2 Monb/Mn; rOTOBUIN A0 BUKOPUCTAHHS, YepPBOHWUI

KOBMaYoK.

WASH | BUF| 20x: 1 cpnakoH, o mictutb 50 Mn 20-kpaTHO KOHLEHTpoBaHoro grocdaTtHoro bydepa (0,2 M), pH 7,2 +
0,2, onsA NpoMMBaHHsA NyHok; 6inui koBnavok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KOH'torat:1 donakoH, LWo mictutb 20 MmN MiveHoro nepokcuaasoto aHTuTina o IgG nognHn y doccgaTtHomy 6ydepi (10
MW' HOCB%) OBaHi B CMHil KOMip; FOTOBMIN OO BUKOPUCTaHHS; YOPHUI KOBMAYOK. .

S B| TMB: 1 conakoH MicTutb 15 Mn 3,3',5,5'-TeTpameTmn6’eH3m,qv|Hy (TMB), < 0,1 %; roToBuiA 0O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

1 KOHTPONb: 1 (hnakoH, Lo MICTUTb 2 MI KOHTPOIMIO; Noap60oBaHi B XXOBTWIA KONip; roTOBMIA 10
Hs1; YepBOHUMI koBnavok; < 0,02% (06./06.) MIT.

KoHTponb noporoBui:1 (nakoH, Lo MiCTUTb 3 M1 KOH:ll'porer; nodapboBaHi B )XOBTUI KOMip; FOTOBUIA OO
BMKOPUCTaHHS; 3enexui kosnavok; < 0,02% (06./06.) MIT.

HeratmBHuM KOHTpONb:1 bNakoH, Wo MICTUTb 2 M KOH:II'pOJ'I}O; nocbapboBaHi B XOBTWIA KOMip; rOTOBUIA 4O
BMKOPUCTaHHS; cuHiii koBna4ok; < 0,0015% (06./06.) CMIT/MIT
(3:1).

3aaBu npo Hebe3neky Ta 3acTepexeHHsa ansll.1l.

3.2. Martepianu noctaBneHi
1 ®onbra ansa NnokpuTTH
1 IHCTpyKuUis i3 3acTocyBaHHsi (IFU)

3.3. HeobxigHi maTepianu Ta obnagHaHHA
: 3untyBau mikponnaHweTis |OA, o6nagHaHuiA 4ns BUMIpOBaHHSA nornmMHaHHsa npy 450/620 Hv
InkybaTop 37 °C
Py4yHe abo aBTOMaTM4HE 0bGnagHaHHA AN NPOMUBAHHS MIKpOMMaHLLETIB
MineTkn ana poctasku o6’emiB Big 10 oo 1000 Mkn
Buxposun 3miwyBay npobipok
OvctnnboBaHa Boaa
OpHopa3osi Npobipku

4. CTIUKICTb TA 3BEPIFAHHS

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHT cTabinbHi 4O TepMiHY NpUAAaTHOCTI, 3a3HAa4YEHOro Ha eTUKETL, 38 YMOBM
36epiraHHs npu 2...8 °C.

5. NIPUTOTYBAHHSA PEATEHTIB

[yxe BaXXn1MBO AOBECTW BCi peareHTU Ta 3pasku o KimHaTHoi Temnepatypm (20...25 °C) i nepemiwatu ix nepes no4yaTkom
TecTyBaHHs!

5.1. MikponnaHweT

Crpinu, wo BigpvBatoTbcs, NokpuTti aHTureHamu Aspergillus fumigatus. Opgpasy nicns BuganeHHs CTpiniB pewTy CTpinie cnig,
3HOBY 3anevaTaTty B anoMiHieBY pornbry pas3oM i3 ocyLlyBayemM, WO noctavaeTbes, i 36epiratv npum 2...8 °C.

52. |WASH|BUF[20x |

Posbasutt WASH | BUF | 20x1 + 19; Hanpuknag, 10 MAWASH | BUF | 20x+ 190 mn auctunbosaHoi Boau. PosseneHuii 6ydep
(WASH| BUF| 1x) cTabinbHU NpoTaromM 5 AHiB Npu kiMHaTHIN TemnepaTypi (20...25 °C). Y pasi nosBu kpucTanie y KOHLEHTpaTi
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasiHin 6aHi. loGpe nepemilwarite nepes po3BeaeHHsIM.
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PeareHT TOTOBUM [0 BWKOPWUCTaHHS i MOBUHEH 36Gepiratucs npu 2...8 °C, 3axviieHoMy Bif ceiTna. SUB|TMB mae GyTu
Ge3bapBHUM aBo MaTW Nerkuii CuHii BigTiHOK. Akwo SUB|TMB cTae CUHIM, MOXNMBO, BiH 3abpydHeHui i Woro cnig
BUKUHYTU.

6. 36IP TA NIATrOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pasku CUpoBaTkn abo nnasMu KpoBi MoanHN (LMTpaT, renapuH). AKWwo aHania
npoBoauTbca NpoTtarom 5 Ai6 nicns Bigbopy 3paskis, 3pa3ku NoBUHHI 36epiratncst npu 2...8 °C; B iHWOMY BMNaaky ix cnig
po3ainuMTK Ha anikeoTw i 36epiraTtu B rnmbokin 3amopoadi (-70...-20 °C). Akwo 3pasku 36epiratoTbCs B 3aMOPOXKEHOMY
BMrnagi, Aobpe nepemillante po3MOPOXKEHi 3paskn nepen TeCTyBaHHAM. YHUKaNTe NOBTOPHOTO 3aMOPOXYBaHHSA Ta
pPO3MOPOXYBaHHs. Tennosa iHaKkTUBaLis 3pa3kiB He PEKOMEHAYETbCA.

6.1. Po3BegeHHs 3pa3ka

Mepen aHanisom yci 3pasku cnig po3basutu 1+100 DIL. Po3gante 10 mkn 3pa3ka Ta 1 mn DIL y npo6ipkv ANst OTpUMaHHs
po3unHy 1+100 i peTenbHO NepemilanTe 3a 4ONOMOro BUXPOBOro Mikcepa.

7. NPOUEONYPA AHANI3Y

Mepen npoBedeHHAM aHanidy yBaXKHO NpoyuTanTe IHCTPYKUiO i3 3acTocyBaHHs. HagiiHicTb pesynbTaTy 3anexuTb Bif
CyBOPOro JOTPMMaHHS iHCTPYKLUIT i3 3aCTOCYBaHHs, ik onncaHo. HaBefeHa Hvxkye npoueaypa nepesipku nepesipeHa nuie
Onsa pyyHoi npoueaypu. py BMKOHaAHHI TecTy Ha aBToMaTM4HUX cuctemax |PA My pekomeHOyemo 36inbLUNTU KPOKM

NPOMMBAHHS 3 TpbOX [0 M'ATU Ta o6’em WASH|BUF|1xBig 300 mMkn go 350 Mkn, Wwob YHUKHYTU eheKTy NpOMMBaHHS.
3BepHiTh yBary Hg posainll.Mepen noyaTkom aHanisy crig peTensHO po3pobuTy nnaH posnodiny Ta igeHTudikauii ans
BCiX 3paskiB i cTaHAapTiB/KOHTpoNiB (pekomeHaoBaHO AybnikaTtu). BnbepiTe NOTpiGHY KinMbKiCTb MIKPOTUTPALHUX CTpiniB
abo NyHOK i BCTaBTe iX y Tpumau.

BukoHanTe BCi eTanu aHanidy y BkazaHoOMy nopsaky Ta 6e3 3aTpyMMok.

[ns [o3yBaHHA KOXXHOrO CTaHO4apTY/KOHTPOIIO Ta 3paska chnif BUKOPUCTOBYBATU YUCTUI OOAHOPa30BUA HAKOHEYHUK.
HanawTywnTe iHkyGaTop Ha 37 + 1 °C.

1. Posnoginite 100 Mkn cTaHaapTiB/KOHTPONIB | pO3BEAEHMX 3pa3KiB y BIAMOBIAHI NyHkW. 3anuwTe nyHky A1 ans
6naHka cybeTpary.

2. HakpunTte nyHku onbroto, Wo BXoAnTb 40 Habopy.

3. IHkybynTe npotsrom 60 xB npu 37 £ 1 °C.

4. Konu iHKkybauis 3aBeplueHa, 3HiMiTb (QOnbry, acnipymte BMICT FYHOK i MPOMWUWATE KOXHY NyHKy Tpudi 300 mkn
WASH | BUF | 1x._YHuKaiiTe MepenuBiB 3 peakuiiiHUX NyHOK. IHTepBanm MiX MPOMMBAHHAM i acmipauielo MoBUHEH
CTaHOBUTH HanpukiHui o6epexHo BUAaniTs 3anuwWwKM piavHK, NOCTYKYKUM cTpinamu no
abcopbeHTHOMY nanepi neped HaCTyMHUM Kpokom!

Mpumitka: MwuTTs - ue Baxnmeo! HegocTaTHE NPOMMBaHHSA NPU3BOAUTL 40 HU3LKOT TOMHOCTI Ta
NMOMMITKOBUX Pe3ynbTaTiB.

Posnoginite 100 mMkn KOH’toraTy B yCi MyHKUW, KpiMm nyHku A1 ana 6naHka cy6eTparty.

IHkyOoynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C).He niggaBatn BNNvBY NPSMUX COHAYHUX NPOMEHIB.
MoBTOPITH KPOK 4.

HOo3syBatv 100 Mkn SUB|TMB B ycCi JTyHKH.

© ©® N O;

IHKyGynTe piBHO 15 XB npu KiMHaTHiM TeMnepaTypi (20...25 °C) y TempsBi. CyHiln konip BUHMKAe BHacnigok

hepMeHTaTMBHOI peakuii.

10. fosysat 100 Mkn SOLN|CTONM B yci NyHKM B TOMY X NOPSiAKY Ta 3 TiE X WBUAKICTIO, WO i ANns SUB| TMB, Takum
YMHOM BiOYBAETLCH 3MiHA KOMbOPY 3 CUHBOTO Ha XOBTUN.

11. BumipsiiTe nornuHanHs npu 450/620 HM npoTsirom 30 XBUIUH Micnst AoAaBaHHs SOLN| CTOrM.

7.1. BwumiproBaHHA
Bigperyntonte npucTpii 4ns 34MTyBaHHSA MikponnaHweTiB IOA Ha Hynb 3a gonomoroto 6naHka cybeTpary.

FAKLLO 3 TEXHIYHUX NPUYUH NPUCTPIN ANs 3unTyBaHHS IPA MiKponnaHLWeTiB He MOXHa HanawTyBaTh Ha HyIb 3a 4ONOMOrO
6naHka cybcTparty, BigHIMITh MOro 3HaYEHHS! NOrMWHAHHS 3 YCiX IHWWX BUMIPSIHUX 3HAYeHb NOrMUHAHHS, Wob oTpumaTty
HafinHi pesynbtaTn!

BumipsinTe nornMHaHHA BCiX NyHOK Npu 450 HM i 3anuWLWiTh 3HAYEHHS NOTMUHAHHSA AN KOXHOro CTaHA4apTy/KOHTPOMo Ta
3paska.

PekomeHayeTbcst GixpomaTU4He BUMIpHOBAHHS 3 BUKOPUCTAHHSAM eTanoHHOI AOBXUHM XBUNi 620 HM.

AKWo MOXIUBO, po3paxynTe cepefHE 3HAYEHHA NOTNVHaHHA Ans BCix AyonikaTis.

8. PE3YIIbTATU

8.1. BukoHanTe Kputepii nepeBipku

[ns Toro, wo6 aHani3 BBaXkaBcs QiNCHUM, Crli4 CyBOPO AOTPMMYBATUCA LIMX IHCTPYKLUIM LLOAO BUKOPUCTaHHSA Ta Bignosigatu
Taknum KpuTepisam:
BnaHk cy6cTpaTty:3HauyeHHs nornvHanHa < 0,100

HeratmBHum KoHTponb: 3HadyeHHs nornmHaHHsA < 0,200 i < NoporoBoro 3HayeHHs
KoHTponb noporoBui:3HauyeHHs nornnHaHHsa 0,150 — 1,300
Mo3MTUBHUIM KOHTPONb: 3Ha4YEHHS MOrNIMHAHHSA > MOPOroBOro

Akwo Ui kpuTepii He BigNoBigaTb, TECT HEAIACHUIA | lOro HEOOXIOHO NOBTOPUTY.
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8.2. NippaxyHokK pe3ynbTaTtiB

MoporoBe 3HayYeHHs — Lie cepefHe 3Ha4YeHHS NOrNMHAHHSA BU3Ha4YeHb NOPOroBOro KOHTPOIIHO.
3HayeHHs nornMHaHHA MNMoporoeuin koHTponb 0,44 + 3HavyeHHsA nornuMHaHHA MNoporosui
npuknag: KoHTponb 0,42 =0,86/2 =0,43

Moporose = 0,43

8.2.1. Pesynbtaty B oguHuuax [HTOA]
3HayeHHsa NorfnnHaHHA 3paska

(cepenHe) x 10 = [OamnHuui NovaTec = HTO[]
Moporose
npuknag: 1,591 x 10 = 37 HTO[
0,43
8.3. IHTepnpeTadia pe3ynbTaTiB
Moporose 10 HTOA -
MpucyTHi aHTUTINa NpoTn 36yaHuKa.
. >11 HTOLO ;
Mo3nTUBHUI BinbyBcsi KOHTAKT 3 aHTUreHoM (36yaHMKOM abo BaKLMHO).
) 9-11 HTOQ AHTUTING NpOTK 306yAHMKA YiTKO BUSIBUTU HE BAANOCS.
CyMHIBHHI PekomeHayeTbCa NOBTOPUTU TECT 3i CBIXKMM 3pa3kom Yepes 2-4 TUXKHI.
3pa3ok He MICTUTb aHTUTIN NpoTK 30yaHUKa.
o <9 HTOL . o Lo
HeratnsHui lMonepeaHiv KOHTaKT 3 aHTUreHoMm (36yaHVKOM abo BaKLMHOI) ManoMOBIPHUNA.

[iarHo3 iHeKUINHOro 3axBoproBaHHA HE MOXHa BCTAHOBMNIOBATN Ha OCHOBI OAHOrO pe3ynbTaTy AocnimpkeHHs. HeobxiaHo
NoCTaBMTW TOYHWI fiarHo3, B3ATW A0 yBaru KiiHiYHy iCTOPIil0, CUMNTOMAaTUKY, @ TaKoX CepororiyHi AaHi.
Y naujeHTiB 3 ocnabneHuM iMyHITETOM | HOBOHaPOKEHWX CEPOIIONivHi AaHi MatoTb NnuLle OOMeXeHe 3HaYEHHS.

8.3.1. Isotunu aHTUTIN i cTaH iHdeKuil

Ceponoris 3HaummicTb

XapakrtepucTvka NepBMHHOI peakLii aHTUTIN
IgM Bucokuii Tutp IgM 3 HM3bkuM TUTpom IgG: — cBigYMTL NPO NOTOYHY abo HeLLoAaBHIO iHEKL O
Pigko: — cTinkui IgM

Xapakrepuctvka BTOPMHHOI peakuii aHTUTin
19G Moxke 36epiraTucs NpoTAroM AeKinbKOX pokiB
Bucokuii Tutp IgG 3 HU3bkum TUTPOM IgM: — MOXe BkasyBaTu Ha iH(peKLilo B MUHYNIOMY

9. CNEUN®DIYHI XAPAKTEPUCTUKA

PesynbTaty BigHOCATLCA A0 rpyn AOCHiAXYBaHMX 3pa3KiB; Lie He rapaHTOBaHi XapaKTepUCTUKK.

9.1. Tou4HicTb

B aHanisi n CepepgHe (OIN CV (%)
#1 24 0,408 5.21
#2 24 1,181 3.01
#3 24 0,945 1.52
Mix

aHanisamu n CepegHe (HTOL) CV (%)
#1 12 29.72 6.25
#2 12 22.93 4.67
#3 12 4.93 4,98

9.2. [iarHocTn4Ha cneumndivHicTb

[JiarHocTnyHa cneundivHiCTb BU3HaYaeTbCa K MMOBIPHICTb HEFaTUBHOMO pe3ynbTaTy aHanidy 3a BiACYyTHOCTI KOHKPETHOro
aHanity. Lle 95,65% (95% posipuun iHTepsan: 78,05% - 99,89%).

9.3. [iarHocTM4Ha 4YyTnNuBICTb

[JiarHocTMyHa YyTNMBICTb BU3HAYAETLCH SIK MIMOBIPHICTb MO3UTUBHOIO pe3yrnbTaTy aHanidy B NMpUCYTHOCTI KOHKPETHOMO
aHanity. Lle 100% (95% posipuunn iHTepsan: 83,16% - 100%).

9.4. Bnnus

Bnnue 3 remoniTmyHnMu, ninemivyHMMm abo KOBTSHUYHUMM 3paskamm He CMoCTepiraTbCs A0 KOHUeHTpauii 10 mr/mn
remornobiny, 5 mr/mn Tpurniuepugis i 0,5 mr/mn G6inipy0GiHy.

9.5. MepexpecHa peakTUBHICTb
[JocnigxeHHsa naHeni 3paskiB i3 aKTUBHICTIO @HTUTIN 4O NOTEHLINHO NepexpecHnx napameTpiB (peBmMaToigHi hakTopu Ta
aHTuTina go Candida albicans) He BMsIBUNO foKasiB XMOHONO3UTUBHUX pPe3yNnbTaTiB Yepes3 NepexpecHi peakLii.

10. OBMEXXEHHA NMPOLIEAYPU

BakTepiansHe 3abpyaHeHHs1 aG0 NOBTOPIOBaHI LIMKINM 3aMOPOXKYBaHHSI-pPO3MOPOXKYBaHHS! 3paska MOXYTb BMAUHYTW Ha
3HAYEHHS NOrMUHaHHSI.
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11. SACTEPEXEHHA TA NONEPEMMXEHHA

HeobxigHO cyBOpO [oTpuMyBaTMCA Npoueaypy TecTyBaHHS, iHdopmauii, 3anobikHux 3axodiB i nonepemxeHb,
HaBedeHNX B IHCTPyKUiAX i3 3acTtocyBaHHHA. BukopuctaHHa HabopiB TecTiB 3 aHanizaTopamm Ta nogibHUM
obnagHaHHAM mMae Oyt nepeipeHo. Byab-Aki 3MiHM B KOHCTPYKLIi, CKnagi Ta npoueaypi TeCTyBaHHA, a Takox byab-
sike BMKOPWUCTAHHA B MOEAHAHHI 3 iHLWMMMW NpOAYKTaMW, He CXBaneHnMyn BUPOOHUKOM, 3aBOpOHEHI; KOpUCTyBay cam
Hece BignoBiganbHICTb 3a Taki 3MiHW. BUpoOHUK He Hece BiANOBigaNbHOCTI 3@ MOMUIIKOBI pe3ynbTaTi Ta BUNaaKu 3 LMX
npu4nH. BUpobHMK He Hece BinnosiganbHOCTI 3a Byb-AKi pe3ynbTaTu BidyarnbHOro aHanisy 3paskis nauieHTis.

Tinbku AN giarHoCTUKM in vitro.

Yci maTepianu nogcbkoro Ym TBapUHHOIO NOXOMAXEHHS Cnif po3rnsafgaTn Ta 06pobnsaTu Sk NOTEHUINHO IHPEKLiNHI.

YCi KOMMNOHEHTM JIOACHKOrO NOXOMKEHHS, SIKi BUKOPUCTOBYHOTLCA AN BUPOGHMLTBA LMX peareHTiB, Oynuv nepesipeHi

Ha aHTuTina go BIJ1, aHTuTINA ,qo%

He 3amiHonTe peareHTn abo MikponnaHLweTy pi3HUX NapTii BUPOOHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXXHa BUKOPVCTOBYBaTW peareHTu iHWNX BUPOGHNKIB.

He BMKOPUCTOBYWTE peareHTn Nicns 3akiH4eHHs TepPMiHy NP1AaTHOCTI, 3a3Ha4YEeHOro Ha eTUKeTL.

BukopuCcTOBYITE NULLIE YNCTi HAKOHEYHUKM NINETOK, A03aTopy Ta nabopaTopHWiA NOCyA.

He MiHglTe rBUHTOBI KPULLKM (hriakoHiB 3 peareHTamu, Wwob YHUKHYT NepexpecHoro 3adpyaHEHHS.

LLinbHO 3akpwuiiTe donakoHu 3 peareHTammn ogpasy nicnsg BUKOPUCTAHHS, LWOO YHUKHYTU BUNApOBYBaHHSI Ta MiKpOOHOro
3abpyaHeHHs.

Micna neplioro BIAKPUTTS Ta NOAanbLUOro 36epiraHHs nepesipTe hNakoHN 3 KOH'IOraToM | CTaHO4APTOM/KOHTPOSIEM Ha
HasiBHICTb MikpoOHOro 3abpyaHeHHs nepes nofanbLlUMM BUKOPUCTaHHSAM.

o6 yHnKHYTV nepexpecHoro 3abpyaHeHHs Ta XMOHO NigBULLEHUX pe3ynbTaTiB, MiNeTynTe 3pasku nauieHTiB i JosynTe
FeareHTm, He po30pM3KYIoUM iX aKypaTHO B MYyHKMU. . . . .
DA npmsr%%qu)mm nvwe ans kearnigikoBaHOro nepcoHany, sikuii 4OTPUMYETbCSA CTaHAapTiB HanexHoi nabopaTopHO
NpaKkTUKu .

[ns noganbLIoro BHYTPILLIHBOrO KOHTPOMO AKOCTi KOXKHa nabopaTopis NOBMHHa [04aTKOBO BUKOPUCTOBYBATH BifOMi
3pasku.

11.1. MNpaBuna 6e3nekun gns peareHTiB, WO MiCTATb HeGe3ne4Hi pe4oBUHU

PeareHtn moxyTb mictut CMIT/MIT (3:1) a6o MIT (aus3.1).
Tomy 3aCTOCOBYOTLCA HACTYMHI MOMNOXEHHA NPo HebGe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxe BUKNMKaTK LKIpHY anepriyHy peakuito.
P261 YHuKanTe BOANXaHHS CNpeto.
P280 Opsirante 3axncHi pykaBUYKN/3axXUCHUIA ogsr.

Y PA3I NOTPAMNAHHA HA LWKIPY: npomnth BENMKOIO
P302+P352 KinbKiCTIO BOAN 3 MUMOM.

Y pasi noapasHeHHsi LWKipu abo Bucuny: 3BepHiTbCA 3a
P333+P313 MeOMYHOI0 JOMOMOroK/nopaaoto.

3HATK 3abpyaHeHnI oadr i BUNpaTu MOro nepes NoBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHTn MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH (ame.3.1).
ToMmy 3aCTOCOBYIOTLCSA HACTYIMHI MOMOXEHHSI NPo Hebe3aneky Ta 3anobikHi 3axoaw.

YBATA H315 Buknuvkae nogpasHeHHs LWKipw.
H319 Buknukae cepriodHe nogpasHeHHs OYen.
P280 OpsranTe 3axvCHi pyKaBUYKU/3aXUCHWI OAST.
Y PA3I NOTPAIMITAHHA HA LKIPY: npoMnTy BEMMKOIO KinMbKICTIO BOAW 3
P302+P352 MUSIOM.

MPUY NOMNALAHHI B OYl: O6epexxHo npoMuiiTe BOAOK NPOTArOM KiNlbKOX
P305+P351+P338 xBunuH. Buganutun koHTakT

NiH3K, KO BOHM € Ta iX Nnerko 3poobuTn. MpoaoBxynTe NonocKkaHHs.
P337+P313 AKLWO NoApa3HEHHS 04el HE NPOXOAMWTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLito MOXXHa 3HaNTK B nacnopTi 6e3neku.

11.2. 3ayBaxeHHS wopao ytunisauii

3anuwikn XiMiYHMX pevoBMH i MpenapaTiB 3a3Buyai BBaxalTbCs Hebe3aneyHumy Bigxodamu. YTunisauis Takoro pogy
BiOXOAiB perynoeTbCs HauioHanbHMMU Ta perioHanbHUMM 3aKoHaMu Ta npasunamu. 3B’SXKITbCA 3 MiCLEeBUMU OopraHammu
Bnaau abo KoMnaHismMu 3 yTunisauii BigxoAis, ki HagagyTb nopaau Wwoao yrunisadii Hebe3neyHnx Bigxoais.

IHdopmauito Npo nakyBanbHi Matepianu aue. y po3gini NMAKYBAJIbHI MATEPIAJIA.
12. IHOGOPMALIA ONA 3AMOBJIIEHHA

REF ASPG0680 Acneprinbos, aHtutina IlgG (96 BU3HAYEHDb)
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CKOPOYEHHSA

CMIT

5-xn1op-2-meTnn-4-i3otia3oniH-3-oH

MIT

2-meTun-2H-izotiazon-3-oH

NMAKYBAJIbHI MATEPIAJIN

PAP 21

Y

z

PAP 21 PAP 22
| SOLN|cTOn| [WASH|BUF|20x| [sSuB|[TMB| [DIL|
CONJ| |[CONTROL|+| |CONTROL[-| |[CUT OFF
1
.I ,I i'
HDPE 2 PP 5 PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne Kar.:

LOT

Ne MNaprii:

BukopucrtaTtu go:

X
-

KinbkicTb TecTiB:

CONC KoHueHTpar
LYO JlioghinizosaHum
IVD Megu4Hui npucTpin gns giarHoCTuku in vitro

OuiHoYHWI Habip

=

MpounTanTte iHCTPYKLiO Nepes BUKOPUCTAHHAM

/,
S
\

N
2

36epiraTn noogans Big AXepen Tenna i NPSIMOro COHSMHOro CBiTna.

36epiratv npn Temneparypi:

BupobHuk:

YBara!

MicTutb GionoriyHMin MaTepian NoACLKOrO NOXOAKEHHS

IS4 n

MicTutb GionoriyHmin maTepian TBAPMHHOIO NOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

2

OucTtpnb’rotop

YMOBHI NO3Ha4YEeHHs1 KOMMOHEHTIB AMB. y po3Aaini «MaTtepianu, Wo BxogdTb 40 Habopy».




PE3IOME NMPOUEAQYPU OOCNIAXEHHA

CXEMA OOCHNIOXEHHA

Aspergillus fumigatus IgG

MiarotoBKa Ao aHanisy

Migrotynte peareHT Ta 3pasku, SK ONMCaHO.
BcTaHoBITE NnaH po3noainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
Bubepitb NOTPIOHY KiNbKICTb MIKpOTUTPALiMHUX CTPiNiB abo NyHOK i BCTaBTe iX y TpMMau.

Mpouenypa aHanisy

BnaHk cybcTtpaty |HeratusHui| MNoporosun | MosntueHmmn 3pasok
(po3baBneHun
(A1) KOHTPOJIb[KOHTPOJIb| KOHTPOIJ1b 1+100)
HeratneHun
KOHTpPOIb - 100 mkn - - -
KoHTponb
NnoporoBui - - 100 MKkn - -
Mo3nTuBHUI
KOHTPOnNb - - - 100 mkn -
3pasok ) ) ) i ) 100 MKkn
(po3baBneHuii
1+100)
HakpuinTte nyHkn ¢oonbroto, Wwo BXoauTb
00 Habopy
IHKyOynTe npotsaarom 1 roguHu npu 37
+1°C
Mpomunte KOXHY nNyHKY Tpndi 300 MK
PO34MHY WASH | BUF | 1x
Kown’torar - 100 mkn 100 mkn 100 mkn 100 mkn
IHky6ynTe 30 XxB npu KiMHaTHIN TemnepaTypi (20...25
OC)
He niggaBaTtu BNNMBY NPSAMUX COHSIYHUX
NPOMEHIB
Mpomunte KoXHY nyHKY Tpndi 300 MK
PO3UMHY WASH | BUF | 1x
|SuB|TMB | 100 mkn 100 mkn | 100 mkn 100 mkn 100 MK
IHKyOyWnTe piBHO 15 XB Npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsaBi
|SOLN|STOP | 100 MKn 100 MKn 100 mKn 100 mKn 100 mkn

doTomeTpudHe BUMIptoBaHHSA rpu 450

HM

(petbepeHTHa goBxnHa xsuni: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
63128 Dietzenbach, Hime4yunHa

dakc:

Ten.: +49 6074 23698-0

+49 6074 23698-900

EnektpoH
Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
Clinical.goldstandarddiagnostics.com

Caur:
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