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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

Candida albicans IgM I®A npusHayeHuii 4nsa skiCHOro BU3HadeHHs aHTUTIN knacy IgM npotu Candida albicans y cuposatui a6o
nnasmi lognHn (LMTpaT, renapuH).

2. NPUHUUN AHANI3Y

AkicHe iIMyHObepMeHTHE BU3HaYeHHs cneundidHux aHTuTin 6asyetbes Ha metoaumui IDA (iMmyHopepMeHTHUIN aHani3).
MikponnaHLweTn NoKpuTi cneungiyHNMM aHTUreHaMn NS 3B’A3yBaHHA BiAMNoBigHWX aHTUTIN 3paska. [licns NpoMMBaHHSA NyHOK
ONs BMOANeHHs BCbOro He3B'sA3aHOro marepiany 3paska AOAaEeTbCA KOH'loraTt, MiveHun nepokcupasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3Y€TbCS i3 3axONneHnMu aHTuTinamu. Ha gpyromy etani npoMmBaHHA HE3B'A3aHWIA KOH'loraT BUAansooTb. IMyHHUN
KOMMMEKC, YTBOPEHUIN 3B’A3aHMM KOH'tOraToMm, Bi3yamnidyeTbCs LUNSAXOM AodaBaHHs cybctpaTy TeTpametunbexsnguHy (TMB),
AKWIN A€ CUHIN NPoaYKT peakuii.

IHTEHCMBHICTb LIbOro MPOAYKTY NponopuiiHa KinNnbKoCTi cneumdiyHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy KucnoTy. Lle cTBOptoe >OBTWUI KOMip KiHUEBOI TOYkM. ONTWYHY NNOTHICTb npyu 450/620 HM 34uTyOTH 32 JOMOMOIOH
npucTpoto Ang 34ntyBaHHA [PA MikponnaHLeTis.

3. MATEPIAJIN

3.1. PeareHTM B Habopi

MikponnaHweT:12 cTpunis 3 8 nyHkamu, LLO po3pmBatoTbLCS, BKpUTMX aHTureHamm Candida albicans; B antomiHieBin
onb3i, WO 3aKPUBAETLCA.

HIH| M: 1 donakoH, wo mictute 100 mn dpocaTtHoro bydepa (10 MM) ana posseaeHHs spaska; pH 7,2 £ 0,2;
anigncbki 1gG (RF a6coq_6eHT ; nocpbapboBaHi B 3eneHuii Konip; roToBUin A0 BUKOPUCTaHHS; BInNuii kKoBnayok;
m 006./06.) CMIT/MI
OLN|CTOM: 1 (bnaKOH LI.I,O MiCTUTb 15 MmN cipyaHoi kucnoTu, 0,2 Monb/n; roTOBUI [0 BUKOPUCTaHHS; YEPBOHUIA
KOBNAYoK.

WASH | BUF| 20x: 1 donakoH, Lo micTuTb 50 M 20-KpaTHO KOHLIEHTPOBAHOIO clboccbaTHoro 6ydepa (0,2 M),pH 7,2 +
0,2, AN NPOMMUBAHHS! JTYHOK; 6ir1il KoBnayok; 0,2% (Mac./06.) 5-Gpom-5-HiTpo-1,3-giokcaHy
KOH'toraT:1 donakoH, o MicTuTb 20 M MiYeHOoro nepokcmaasoo aHtutina ao IgM nioaunHn y dboccpatHomy Gychepi (10
Ml\{? no%laé) OBaHi B YEPBOHWI KONIp; FOTOBUA go BUKOPWUCTAHHS; YOpHa KOBNAYOK.

B dnakoH, wo mictute 15 mn 3,3',5,5' TeTpaMeTVIJ'IﬁeHaVI,EWIHy (TMB), < 0,1%; roToBuI 1O BUKOPUCTaHHS;
)KOBTI/II/I KOBMa4oK.

1 KOHTPOnb: 1 hnakoH, Lo MICTUTL 2 M KOHTpOJ‘IlO nocapboBaHi B XOBTUIA KOMiP; rOTOBUIA A0
HS1; YepBOHMI koBnayok; < 0,02% (06./06.) M

KoHTponk noporoeui:1 dnakoH, Lo MiCTUTb 3 M1 KOHTpOJ'IPO nochapboBaHi B XXOBTUI KOMip; rOTOBWIA A0
BMKOPUCTaHHS; 3eneHni kosnayok; < 0,02% (06./06.) Ml

HeraTtmeHMin KOHTPONL:1 PNaKoH, O MICTUTL 2 M1 KOHTpomo nogap6oBaHi B XOBTWI KONIp; rOTOBUA A0
BMKOPUCTaHHSA; CUHi koBnayok; < 0,0015% (06./06.) CMIT/
(1)

3asBu npo Hebe3neky Ta 3acTepexeHHst ausl1.1.

3.2. Marepianu noctaBneHi
1 donbra gns NOKpUTTS
1 IHCTpyKuUif i3 3acTocyBaHHs (IFU)

3.3. Heo6xigHi maTepianu Ta o6nagHaHHsA
3unTtyBay mikponnaHwerTis IPA, obnagHaHuii Ana BUMIPOBaHHS nornuHanHs npu 450/620 Hm
InkybaTop 37 °C
Py4yHe abo aBTomMaTnyHe obnagHaHHSA Ans NPOMUBAHHSA MiKPOMaHLIETIB
MineTkn ans poctasku o6’emi Big 10 go 1000 mMkn
BuxpoBun 3miwyBay npobipok
OuctunboBaHa Boaa
OpaHopasoBi npobipku

4. CTIUKICTb TA 3GEPITAHHSA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHTu cTabinbHi 4O TepMiHy NpUAaTHOCTI, 3a3Ha4YE€HOro Ha eTUKETL, 32 yMOBHU
36epiraHHs npu 2...8 °C.

5. NIPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBo AOBECTW BCi peareHTM Ta 3pasku A0 kiMHaTHo! Temnepatypu (20...25 °C) i nepemiwaTn ix nepea
noYaTkom TeCTyBaHHS!

5.1. MikpoTuTpaudiiHi nnaHweTn

Crpinu, wo BigpuBatoTbes, NnokpuTi aHTureHamu Candida albicans. Ogpasy nicna BuganeHHs CTpiniB pewTy CTpinie crig, 3HOBY
3anevaTaTtuv B antoMiHieBy honbry pasoM i3 ocyLlyBayemM, WO noctayaeTbes, i 36epiratv npu 2...8 °C.

5.2. |WASH|BUF|20x |

Po3baButt WASH|BUF|20x1 + 19; Hanpuknag, 10 Mmn WASH|BUF|20x+ 190 mMn guctunboBaHoi Boau. Po3seaeHuii Gydep
(WASH | BUF| 1x) cTabinbHuii npoTsrom 5 OHIB Npu kiMHaTHii Temnepatypi (20...25 °C). Y pasi nosiB1 KpucTanis y KOHLEHTpaTi
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasiHin 6aHi. [loGpe nepemilianTe nepes po3BEAEHHSIM.
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53. SUB|TMB

PeareHT roTtoBuin [0 BWKOPUCTaHHs i MoBWHeH 36epiratucs npu 2...8 °C, saxuiieHomy Bif ceiTna. SUB|TMB mae 6yTu
6e3bapeHUM abo Mafu nerkui quHiit BiaTiHOK. kWO SUB | TMB CTae CUHIM, MOXIMBO, BiH 3aGPYAHEHNUI i 10TO Crlif, BUKUHYTU.

6. 3bIP TA NIArOTOBKA 3PA3KIB

[nsa uboro aHanisy BUKOPUCTOBYINTE 3pasku cMpoBaTkn abo nna3mu KpoBi NIOANHKM (UMTpaT, renapuH). AKLo aHanis
NPOBOAMTLCA NPOTAroM 5 AHiB nicns Biabopy 3paskiB, 3pa3kn NOBUHHI 36epiratncs npu 2...8 °C; B iHLWIOMY BUNaaky ix cnig
po34invTK Ha anikBoTw Ta 36epirati B rmmbokin 3amopo3ui (-70...-20 °C). Akwo 3pa3sku 36epiraloTbCa B 3aMOPOXKEHOMY
BUMAMI, AO06pe nepemiluante po3mMOpPOXeHi 3pasku nepes TeCTyBaHHAM. YHMKaWTe NOBTOPHOIO 3aMOPOXKyBaHHS Ta
PO3MOpPOXYyBaHHA. TennoBa iHaKkTMBaLisi 3pa3kiB He PeKOMeHAYETbCS.

6.1. Po3BeneHHs 3pa3ka

n T i 3pa3ku cnig posbasuTk 1+100 OI1| M. Po3sgaiTte 10 Mkn 3paska Ta 1 mn Al My npoBipku Anst oTpuMaHHs
pm;enwo nepemillanTe 3a JOMNOMOIol BUXPOBOIo Mikcepa.

7. MPOUEOYPA AHATI3Y

Mepen npoBefeHHAM aHanidy yBaXKHO NpovMTanTe iHCTPYKUIIO i3 3aCTOCYBaHHS. HafiHicTe pesynbTaTy 3anexuTb Bif CyBOPOro
OOTPMMaHHS IHCTPYKLIT i3 3acTocyBaHHs, Sk onucaHo. HaBegeHa Hwx4e npoueaypa nepesipku nepesipeHa nuwe Ans pyyHor
npoueaypv. Npu BUKOHaHHI TECTY Ha aBTOMaTUYHMX cnuctemax |PA Myn pekomeHQyEMO 30BiMbLLUNTI KPOKU NPOMUBAHHS 3 TPbOX
Jo m'aTn Ta o6'em WASH|BUF|1xein 300 mkn go 350 mkn, Wwo6 YHUKHYTM edekTy NpoMMBaHHA. 3BEPHiTb yBary Ha
po3ninll.Mepen nodaTkoM aHanidy cnig petenbHO po3pobuTu nnaH posnoginy Ta igeHTudikauii ans BcCix 3paskiB i
cTaHAdapTiB/KOHTpONIB (pekoMmeHAoBaHo Aybnikatn). Bubepite NOTPiGHY KinbKiCTb MIKpOTUTPAaLiMHKX CTPiniB abo NyHOK i BCTaBTe
iX y Tpmaud. BukoHanTe BCi eTany aHanisy y BkazaHoMy nopsaky Ta 6e3 3aTpumok.

[na 0o3yBaHHSA KOXHOrO CTaHAapTY/KOHTPOMIO Ta 3paska Chif BUKOPUCTOBYBATH YUCTUIN OQHOPA30BUIN HAKOHEYHUK.
HanawrtywiTe iHkyb6aTop Ha 37 £ 1 °C.

1. Po3snoginite 100 Mkn cTaHaapTiB/KOHTPONIB | po3BeaeHMX 3paskiB y BiANOBIAHI NyHkU. 3anuwwiTe nyHky A1 ans 6naxka
cybeTpary.

2. Hakpunte nyHku cponbroto, LWo BXoauTb A0 Habopy.

3. IHkybynTe npoTtarom 1 roaunu £ 5 xBunuH npu 37 £ 1 °C.

4. Konwu iHkybauis 3aBeplueHa, 3HiMiTb donbry, acnipymte BMIiCT NYHOK i NPOMUITE KOXHY NyHKY Tpudi 300 mkn
WASH|BUF| 1x._YHukaiiTe nepenuBiB 3 peakuiliHUX NyHOK. |HTepBan MiX NpoMMBaHHSM | acnipauieto NOBUHEH
ctaHoBuTK > 5| cekyHa. HanmpykiHui obGepexHo Buaanite 3anuviiku piguHK, NOCTyKyloun cTpinamm no abcopbeHTHOMY
nanepi nepeg HacCTynHUM KpOKom!

MpumiTtka: MuTTsa - Le BaxnmBo! HegoctaTHE NPOMMBAHHA NPU3BOAUTbL 40 HU3bKOI TOYHOCTI Ta MOMUIKOBUX
pe3ynbTarTiB.

Posnoginite 100 Mk KOH'toraTy B YCi NyHKM, KpiM nyHkn A1 ans 6naxka cyberpary.

IHkybynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggasaTv BIIMBY NPSIMUX COHAYHMX NMPOMEHIB.
MoBTOPITL KPOK 4.

Do3ysaTu 100 mkh SUB|TMB B yci nyHku.

IHKyOynTe piBHO 15 XB npu KiMHaTHi TemnepaTypi (20...25 °C) y TempsaBi. CvHil konip BUHMKAE BHACMiA0OK
dhepMeHTaTUBHOI peakLji.

10. Josyeatn 100 mkh SOLN | CTOIl] B yCi NTyHKM B TOMY X NOPSAAKY Ta 3 Ti€0 X LWBMUAKICTIO, WO §i AN SUB|[TMB, Takum
YMHOM BiAOYyBa€eTLCHA 3MiHA KOMbOPY 3 CUHBOTO Ha XOBTUN.

11. BumipsiiTe nornuHanqHst npu 450/620 Hm npoTsirom 30 xeunuH nicns Adaasanks SOLN| CTOM.

© © N o’

7.1. BwumiproBaHHA
BigperyntoiTe npucTpii onsa 34nTyBaHHs MikponnaHweTis IOA Ha Hynb 3a gonoMoroto 6naHka cybeTpaty.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANs 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaT! Ha HyMb 3a JOMOMOIOH
6naHka cybcTpaty, BiAHIMITb MOro 3Ha4YEHHsI NOMMMHAHHS 3 YCiX iHLUNX BUMIPSHUX 3HAY€eHb MOMMMHAHHSA, LWOo6 oTpuMaT HaginHi
pesynbtaTu!

BumipsanTe nornvMHaHHA BCiX NMyHOK Npu 450 HM i 3anuLLiTh 3HAYEHHS NOTMUHAHHA ANs KOXKHOTo CTaHA4apTy/KOHTPOMIo Ta
3paska.

PekomeHayeTbecs GixpomaTniHe BUMIpHOBAHHS 3 BUKOPUCTAHHAM €TanoHHOI OBXUHM XBuIi 620 HM.
AKLWO MOXNUBO, po3paxynTe cepeaHE 3Ha4YEeHHA NMOrNMHaHHA AnA Beix agyonikaTi..

8. PE3YIIbTATHU

8.1. BuKoHanTe KpuTepii nepeBipku

Ons Toro, wo6 aHani3 BBaXkaBcst AINCHUM, CMif CyBOPO OOTPUMYBATUCS LMX IHCTPYKLM LLOAO BUKOPUCTAHHS Ta BianosigaTy
Taknm KpuTepiam:
) BnaHk cy6cTpaty:3HayeHHs nornmHaHHA < 0,100

HeratuBHUM KOHTpONb: 3HadyeHHs nornmHaHHsA < 0,200 i < NOporoBoro 3Ha4YeHHs

KoHTponb noporoeuit:3HaueHHst nornmHanHs 0,150 — 1,300
Mo3UTUBHUIA KOHTPOIb: 3Ha4YEHHS NOrfIMHAHHS > NOPOroBOro

Ao Ui kpuTepii He BignoBigaTb, TECT HEAIACHUIA | KOro HEOOXiOHO NOBTOPUTMW.
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8.2. MigpaxyHoOK pe3ynbTaTiB
Moporose 3Ha4YeHHS — Lie cepefHe 3Ha4YeHHS NOrNIMHAHHSA BU3Ha4Y€Hb NOPOroBOro KOHTPOSIIO.

npuknag: 3HayeHHs nornmHaHHs Moporosuin kKOHTpornb 0,44 + 3HayeHHs nornuHaHHs Moporosuii koHTpornb 0,42 = 0,86 /
2=0,43
Moporoee= 0,43
8.2.1. Pesynbtaty B oanHuuax [HTO[MO]
3HaYeHHs NornmMHaHHg 3paska (cepeaHe) x 10 = [OgunHuui NovaTec = HTO[]
Moporose
npuknag; 1,591 x 10 =37 HTO[
0,43
8.3. IHTepnpeTauin pes3ynbTatisB
noporose 10 HTOL )
MpucyTHI aHTUTINa NpoTK 3GyaHUKA.
. > 11 HTOA ;
[Mo3nTUBHMIA BinbyBcsi KOHTAKT 3 aHTUMreHoMm (36ygHNKkoM abo BakLMHOLD).
AHTWTINA NpoTK 30yaHMKa YiTKO BUSBUTU HE BOArOCS.
9-11 HTO[ S
PekomeHOyeTbCA NOBTOPUTU TECT 3i CBXKUM 3pa3koM Yepes 2-4
CyMHIBHHAT TVOKHI.
3pasok He MICTUTb aHTUTIN NpoTK 36yaHMKa.
<9 HTOA .
lMonepeaHivi KOHTaKT 3 aHTUreHoM (30ygHUKOM abo BaKLMHOM))
HeratusHui ManoviMOBIPHUNA.

[iarHo3 iHeKUINHOro 3axBoproBaHHA HE MOXHa BCTAHOBIMIOBATM HA OCHOBI O4HOTO pe3ynbTaTy gocnigxeHHs. HeobxigHo
NOCTaBMTW TOYHWI fiarHo3, B3ATW A0 yBaru KiiHiYHy iCTOPIil0, CUMNTOMAaTUKY, @ TaKoX CepororiyHi AaHi.
Y naujeHTiB 3 ocnabneHMM iMyHITETOM i HOBOHaPOXKEHMX CEPONOrivHi AaHi MatoTb nue obMexeHe 3Ha4YeHHs.

8.3.1. IzoTtunu aHTUTIN i cTaH iHdekuii

Ceponoris 3HaunmicTb

XapakTepucTvka NepBUHHOI peakuii aHTUTIN
IgM Bucokun tTutp IgM 3 H13bkum TuTpom IgG: — CBig4MTE NPO NOTOYHY abo HeloaaBHIo iHpeKLio
Pigko: — cTivikun IgM

XapakTepucTvka BTOPUHHOI peakuii aHTUTIn
19G Moxxe 36epiraTvcst NPOTArom AeKiflbkKox pokiB
Bucokun Tutp IgG 3 HU3bkuM TUTPOM IgM: — MOXe BkasyBaTuh Ha iH(hekUito B MUHYyNoMy

Bupobnsetbca Ha cnm3oBmx 060MOHKax No BCbOMY Tiny (=3axucHuii 6ap'ep)
3as3Buyalt BUHUKaE Ha paHHix cTagisx iHdekuii

9. CNEUN®DIYHI XAPAKTEPUCTUKA

PesyanaTM Bi,CI,HOCFITbCFI 0o rpyn ,ElOCJ'Ii/J,)KyBaHVIX 3paSKiB; ue He FapaHTOBaHi XapaKTepUCTUKA.
9.1. TouHicTb

IgA

B aHanisi n CepegHe (E) CV (%)
#1 24 0,553 3,69
#2 24 0,943 3,97
#3 24 0,817 3.34
Mix

aHanizamm n CepegHe (HTOQO) CV (%)
#1 12 18.11 4.90
#2 12 14.49 9,83
#3 12 3.36 12.24

9.2. [iarHocTn4Ha cneumndivHicTb

[iarHocTnyHa cneunivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEraTUBHOMO Pe3yrnbTaTy aHanisy 3a BiACYTHOCTI KOHKPETHOMo
aHanity. Lle 100 % (95 % posipunii iHTepean: 96,97 % - 100 %).

9.3. [iarHocTM4Ha YyTnNuBIiCTb

[JiarHoCcTMYHa YyTNMBICTb BU3HAYAETLCA SIK MMOBIPHICTb MO3UTUBHOIO pe3ynbTaTy aHanidy B MPUCYTHOCTI KOHKPETHOrO aHaniTy.
Lle 100 % (95 % posipuui inTepBan: 66,37 % - 100 %).

9.4. Bnnus

Bnnue 3 remoniTmyHnMu, ninemivyHMMm abo KOBTSHUYHMMM 3paskaMm He CnocTepiralnTbes 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 A0 NOTEHLUIMHO NepexpecHNX napameTpiB He BUSIBMIIO JOKa3iB
XMOHOMO3UTUBHUX PE3YNbTaTiB Yepes3 NepexpecHi peakLii.
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10. OBMEXEHHA NMPOUELNYPU

BakTepianbHe 3a6pyaHeHHs abo NOBTOPIOBaHI LMK 3aMOPOXKYBaHHS-PO3MOPOXKYBAHHS 3paska MOXYTb
BMNIMHYTW Ha 3HAYEHHS MOMMUHAHHS.

11. BACTEPEXEHHSA TA NONEPEOXEHHA

HeobxigHO cyBOopo A[oTpumyBaTUCH Mpoueaypu TecTyBaHHSA, iHdopmauii, 3anobikHux 3axofis i
nonepenXeHb, HaBeeHNX B IHCTPYKLiAX i3 3acTocyBaHHA. BukopuctaHHs HabopiB TecTiB 3 aHanizaTopamu
Ta nogibHum obnagHaHHAM Mae OyTu nepesipeHo. Byab-ski 3miHM B Au3anHi, cknagi Ta npoueaypi
TeCTyBaHHA, a TakoX OyAb-AKe BUKOPUCTAHHA B MOEOHAHHI 3 iHWIMMW MPOAYKTaMW, HE CXBaneHumu
BMPOOHMKOM, 3abOpPOHEHI; KOPUCTyBay cam Hece BiAnoBiganbHICTbL 3a Taki 3MiHW. BupoGHUK He Hece
BiQNOBIAANbHOCTI 3@ MOMUIIKOBI pe3ynbTaTk Ta BUNAAKU 3 UMX NpuyrH. BupobHMK He Hece BianoBiaanbHOCTI
3a Byab-AKi pe3ynbTaTtu BidyanbHOro aHanidy 3paskiB nauieHTiB.

Tinbkn onsa giarHOCTUKK in vitro.

y%matgpi_anm MIOAICLKOTO YY1 TBAPUHHOIO NMOXOMXKEHHS Crif, po3rnaaaTi Ta 06pobnati Ak NOTEHUiINHO
iHDEKLIiMHI.

YCi KOMMOHEHTU JIIOACLKOro NOXOAXEHHS, SAKi BVIKOpI/ICTOBXPOTbCFl Ans BUPOOHMUTBa UMX peareHTis, 6ynu
nepesipeHi Ha aHTuTINa no BIf1, aHtuTina o BI'C Ta HBsAg i 6ynu Bu3HaHi HepeakTMBHUMM.

He 3amiHtonTe peareHTn abo MikponnaHLeTH pisHNX NapTii BUPOOHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXHa BUKOPUCTOBYBaTWN peareHTu iHWNX BUPOBHNKIB.

He BMKOPUCTOBYWTE peareHTn Nicns 3akiH4eHHs TepPMiHy NPUAaTHOCTI, 3a3Ha4YEHOro Ha eTUKeTL.
BrkopuCTOBYITE NULLIE YNCTi HAKOHEYHUKM NINETOK, Ao3aTopy Ta nabopaTopHWiA NOCyA.

He MIHgaiTe rBUHTOBI KPULLKM (briakoHiB 3 peareHTamm, Wwob YHUKHYT NepexpecHOro 3abpyaHeHHs.

LinbHO 3akpuitTe hnakoHy 3 peareHTamu ogpasy nicns BUKOPUCTaHHS, OO YHUKHYTM BUNApOBYBAHHS Ta
MIKPOGHOro 3abpyaHEeHHS.

lMicns nepLoro BiAKPUTTA Ta nodanbLuoro 36epiraHHs nepesipTe NakoHU 3 KOH'IoraTom i
CTaHAapTOM/KOHTPONEM Ha HasABHICTb MIKpOOHOro 3abpyaHeHHs nepes noganbLlunM BUKOPUCTAHHAM.

LLlo6 yHuKHYTV nepexpecHoro 3abpyaHeHHs Ta XMBHO NiABULLEHUX pesynbTaTiB, NiNeTynTe 3pasku nauieHTiB
i JO3yWTe peareHTn, He po3GPM3KyIOUM iX aKypaTHO B NYHKW.

DA npuaHaveHun nuwe Ans keanidikoBaHOro NepcoHarny, Sk GOTPUMYETLCA CTaHAAPTIB HANEXHOI
naboparopHoi npaktuku (GLP).

[na noganbLUoro BHYTPILLHLOrO KOHTPOSIO AKOCTI KOXHa nabopartopis NoB1HHA AOAATKOBO
BMKOPUCTOBYBAaTM BiJOMi 3pasku.

11.1. MNpaBuna 6e3nekun AnA peareHTiB, WO MICTATbL Hebe3ne4yHi pe4oBUHU

PeareHtn moxytb mictut CMIT/MIT (3:1) a6o MIT (aus3.1).
ToMmy 3aCTOCOBYIOTLCSA HACTYMHI NMOMOXeHHS Npo Hebeaneky Ta 3anobixHi 3axoau.

YBATA H317 Mo>ke BUKNUKaTW LLKIpHY aneprivyHy peakuito.
P261 YHUKanTe BOMXaHHS CNpeto.
P280 Opsrante 3axmcHi pyKaBUYKU/3aXUCHWI OAST.

Y PA3I MOTPAMTAHHA HA WKIPY: npoMuTh BENUKOIO
P302+P352 KinbKiCTIO BOAN 3 MUMOM.

Y pasi nogpasHeHHsi LWKipu abo Bucuny: 3BepHiTbCA 3a
P333+P313 MeMYHOlo JoMoMOroto/nopaaoto.

3HATK 3abpyaHeHWI oadr | BUNpaTu Moro nepes NoBTOPHUM
P362+P364 BUKOPUCTAHHAM

PeareHtn MoXxyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH (ame.3.1).
Tomy 3aCTOCOBYHOTLCA HACTYMHiI MOMNOXEHHS NPo HebGe3neky Ta 3anobixHi 3axoau.

YBATA H315 Buknuvkae nogpasHeHHs LWKipw.
H319 Buknukae cepio3He nogpasHEHHS o4en.
P280 Opsrante 3axXUCHi pyKaBUYKU/3aXUCHUIA OOsr.
Y PA3I NMOTPATMTAHHA HA LWKIPY: npoMnTn BENMKOIO KiNbKICTIO BOAM 3
P302+P352 MWIIOM.

MPW NONAOAHHI B O4I: O6epexHo npomMuiiTe BOAOK NPOTATOM KifllbKOX
P305+P351+P338 xBunuH. Buganutun KOHTaKT

NiH3K, SKLWO BOHM € Ta iX Nnerko 3pobutn. MpoaoBxynTe NONOCKaHHS.
P337+P313 AKLWO Noapa3HEHHS 04el HE NPOXOAWTL: 3BEPHITLCA 0 Nikaps.

HopaTtkoBy iHbopmaLito MOXHa 3HaWTK B nacnopTi 6e3neku.

11.2. 3ayBaxeHHs wWopao ytunisauii

3anuLikn XiMiYHMX pPevyoBMH i MpenapariB 3a3BuYail BBaXKalTbCA HebesneyHrMu Bigxodamu. YTunisauis Takoro
poady BIOXOAIB PEryneTbCA HauiOHaNbHMMM Ta perioHanbHUMKW 3akoHaMu Ta npaBunamu. 3B'sKITbCA 3
MicLeBMMM OpraHamu Bnagum abo komnaHisMu 3 yTunisauii Bioxopis, siki HagagyTb nopagu wopo yTtunisauii
Hebe3neYyHux Biaxoais.

IHpopmauito npo nakysanbHi MaTepianu gme. y po3aini NAKYBAJIbHI MATEPIANN.
12. IHOOPMALIA ONA 3AMOBJEHHA

REF CANMO060 Candida albicans IgM (96 BU3HaAYeHb)



CKOPOYEHHSA

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

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

NMAKYBAJIbHI MATEPIAJIN

)
)

PA'P 21 PAP 21 PAP 22

|soLN|cTONn| [WASH|[BUF|20x| [SUB|TMB| |DIL|M]|
[CONJ| |CONTROL[+| |CONTROL|-| |CUTOFF |

HDPE 2 PP 5 PET /ALU/LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

Bukopucratu go:

KinbkicTb TecTiB:

L
Y

KoHueHTpaTt
LYO JliopinizoBaHum
IVD MegunyHWI NpUCTpin ANs AiarHoCTUKKM in vitro

OuiHoyHuMI Habip

=

MpounTanTe IHCTPYKLiO Nepea BUKOPUCTAHHAM

/
o<
\

N
Z

36epiraTn noogans Big AXepen Tenna i NPSMOro COHSYHOro CBiTna.

36epiratn npu Temnepartypi:

BupobHuk:

YBara!

MicTutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

SIST4n

MicTuTb GionoriyHmn maTtepian TBAPUHHOTO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauiga npucTpoto

%’éﬁ

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. Y po3aini «MaTtepianu, LWo BxoaaTb 40 Habopy».
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PE3IOME NMPOUEAQYPU OOCNIAXEHHA

CXEMA OOoCNIOXEHHA

Candida albicans IgM

MigroToBKa oo TecTty

Migrotynte peareHTU Ta 3pasku, sIK ONm1caHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4nsi BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiMHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpoueaypa aHanisy

BbnaHk
cybectpaty | HeratusHum | MNoporosui . 3pasok
[0o31TNBHMIA (pos6asneHuii
(A1) KOHTPOIJIb |KOHTPOIb | KOHTPOIJIb 1+100)
HeraTnBHuin
KOHTpPOIb - 100 mkn - -
KoHTpornb
noporoBui - - 100 mkn - -
Mo3nTtneHuin
KOHTPONb - - 100 mkn -
3pasok ) ) ) 100 MK
(po3baBneHuii
1+100)
Hakpuite nyHKkn honbroto, Wwo BXoAnTb
Ao Habopy
IHKyOyWnTe npotarom 1 roamuu npu 37
+1°C
MpomMuinTe KOXHy nyHKy Tpudi 300 mkn | WASH|BUF|1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
InkyG6ynTe 30 xB npu KimHaTHIn TemnepaTypi (20...25 °C)
He niggaBaTtu BNNMBY NPAMUX COHSIYHUX
NPOMEHIB
MpomuiiTe KoXHy nyHKy Tpudi 300 mkn |WASH|BUF|[1x |
|SUB| TMB | 100 mkn 100 mkn 100 mKkn 100 mkn 100 mkn

IHKyOyWnTe piBHO 15 XB npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempaBi

|SOLN| crton |

100 mkn

100 mkn

100 mkn

100 mkn

100 mkn

doTomeTpunyHe BUMiptoBaHHSA rpu 450

HM

(pedepeHTHa goBXMHA XBUIi: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
63128 Dietzenbach, Himeuyunna
+49 6074 23698-0

+49 6074 23698-900

.

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

Caur:
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