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1. BUKOPUCTAHHSA 3A NMPU3HAYEHHAM

OunseHTtepiiHa ameba IgG IPA npusHayeHWn ONsi SKICHOro BM3Ha4YeHHs aHTuTIn knacy IgG npotn [OuseHTepiiHa ameba B
cupoBarTui abo nnasmi NANHK (LMTpaT, renapuH).

2. IPUHUMN AHANI3Y

AkicHe iIMyHObEepMeHTHE BU3HaYeHHS cneundidHux aHTuTin 6asyetbes Ha metoauui IDA (iMmyHoepMeHTHUIN aHani3s).
MikponnaHLweTn NokpuTi cneungiyHNMM aHTUreHaMn AN 3B’A3yBaHHA BiAMNoBigHWX aHTUTIN 3paska. [icns npoMyBaHHS NyHOK
ONs BMOarneHHs BCbOro He3B'si3aHOr0 marepiany 3pas3ka AO0LaeTbCA KOH'loraT, MideHun nepokcvpasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3Y€TbCS i3 3axONneHnMu aHTuTinamu. Ha apyromy etani npoMmBaHHA He3B'A3aHWA KOH'loraT BUAansooTb. IMyHHUN
KOMIMIEKC, YTBOPEHWI 3B’A3aHMM KOH'loraToM, Bi3yani3yeTbCs LUNSIXOM AofaBaHHA cybctpaTty TeTpameTunoensmauHy (TMB),
AKWIN A€ CUHIN NPOAYKT peakuii.

IHTEHCMBHICTb LIbOro MPOAYKTY NponopuiiHa KinbKoCTi cneumdivHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy kucnoty. Lle cTBOptoe XOBTWMI KOMip KiHLEBOi ToYku. ONTuU4Hy rycTuHy npu 450/620 HM 34MTylOTb 32 [AOMOMOrOH
NpUCTPOLO ANg 34nTyBaHHA |PA mikponnaHLweTis.

3. MATEPIANU
3.1. PeareHTn B Ha6opi

MikponnaHweT:12 po3pnBHUX 8-NYHKOBMX CTPIiNiB, MOKPUTUX aHTUreHammn Entamoeba histolytica; B antomiHiesin
dJOJ'Ibsi LLIO 3aKpMBaETLCS.

l naKkoH, Wwo mMictutb 100 mn pocpaTtHoro Bydbepa (10 MM) ana po3seaeHHs }J 3ka; pH 7,2 £ 0,2;
u ﬁ 0BaHi B XXOBTMWI KOMip; roTOBUI BUKOPUCTOBYBATH; Binun koBna4ok; < 0,0015% (06. /06 ) CMIT/MIT (3:1).
CTONM: 1 cpnakoH, Wwo mictutb 15 Mn cipyaHoi kncnotu, 0,2 MOJSTb/T1; FOTOBWIA [0 BUKOPUCTaHHS; YepBOHWN
KOBI‘IaLIOK

WASH | BUF| 20x: 1 cpnakoH, wo mictutb 50 Mn 20-kpaTHO KOHLEHTpoBaHOro drocdaTHoro bydepa (0,2 M), pH 7,2 +
0,2, Ans npoMmMBaHHA NyHKMB; 6inuin koBnayok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-diokcany.

KoH'toraT:1 donakoH, wo Mictutb 20 M MiveHoro nepokcuaasoro aHtutina go IgG niogmHu y docdatHomy 6ydepi (10
MI\{I} cﬂé) OBaHi B CUHII KOTip; rOTOBUM 4O BUKOPUCTAHHS, YOPHMI KOBMAaYoK.

B 1 donakoH, wo mictutb 15 mn 3,3',5,5'-TeTpameTnnoeHananHy (TMB), < 0,1%; roToBWin 4O BUKOPUCTAHHS;
)KOBTI/II/I KOBMaY4oK.

Mo3nTMBHMI KOHTPONbL: 1 ONAKOH, WO MICTUTb 2 M1 KOHTpOJ‘IlO nocapboBaHi B XOBTUIA KOMip; rOTOBUIA A0
BMKOPWCTaHHS; YepBOHMI koBna4ok; < 0,02% (06./06.) M

KoHTponb noporoeui:1 dnakoH, Lo MiCTUTb 3 M1 KOH_I_pomo nocapboBaHi B XXOBTUI KOMip; roTOBWIN A0
BMKOPUCTaHHS; 3eneHni kosnayok; < 0,02% (06./06.) Ml

HeraTtmeHMin KOHTPONL:1 PNaKoH, WO MICTUTL 2 M1 KOHTpOJ'IIO nocgap6oBaHi B XOBTWI KONip; rOTOBUIA A0
BMKOPUCTaHHSA; CMHi koBnayok; < 0,0015% (06./06.) CMIT/

(3:1).
3asBu npo Hebe3neky Ta 3acTepexeHHs amell.1
3.2. Martepianu noctasneHi

1 donbra Ans NOKPUTTS
1 IHCTpyKuUis i3 3acTocyBaHHsi (IFU)

3.3. Heo6xigHi maTepianu Ta obnagHaHHA
: 3untyBau mikponnaHweTis |OA, o6nagHaHuiA 4ns BUMIpOBaHHSA nornMHaHHsa npy 450/620 Hm
InkybaTop 37 °C
Py4yHe abo aBTomMaTnyHe obnagHaHHSA Ans NPOMUBAHHSA MiKPOMaHLIETIB
MineTkn ans poctasku o6’emi Big 10 go 1000 mkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpHopasoBi npobipku

4. CTIUKICTb TA 3BEPIFAHHS

36epiratn Habip npwu 2...8 °C. Po3kpuTi peareHTu cTabinbHi 4O TepMiHY NPUAATHOCTI, 3a3Ha4€HOro Ha eTUKETL, 3a yMOBH
36epiraHHs npu 2...8 °C.

5. NIPUTOTYBAHHSA PEATEHTIB

[yxe BaxnuBo [OBECTW BCi peareHTU Ta 3pas3ku A0 kiMHaTHoi Temnepatypu (20...25 °C) i nepemiwartm ix nepes no4aTkom
TecTyBaHHs!

5.1. MikponnaHiueTt

Crpinu, Wwo BigpuBalTLCH, NOKpUTI aHTUreHamn Entamoeba histolytica. Ogpady nicns BuganeHHsa cTpiniB pewTy CTpinis cnig,
3HOBY 3aneyartaTv B antoMiHieBY (orbry pasoM i3 ocyllyBadeM, Lo noctavaeTbes, i 36epiratv npm 2...8 °C.

5.2. WASH | BUF | 20x

Posbasutn WASH| BUF|20x1 + 19; Hanpwuknag, 10 mn WASH| BUF| 20x+ 190 mn amuctuneboBaHoi Bogu. Po3seaeHun 6ydgep
(WASH| BUF| 1x) cTabinbHWI NpoTsirom 5 AHIB Npu KiMHaTHIA TemnepaTtypi (20...25 °C). Y pasi nosiBu kpucTanis y KOHUEHTparTi
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasHin 6axi. [lobpe nepemiwanTe nepeq po3BeaeHHSIM.
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5.3.

PeareHT TOTOBMM A0 BMKOpPUCTaHHA i noBuHeH 36epiratucs npu 2..8 °C, 3axvlieHoMy Big cBiTna. SUB| TMB wmae 6yTtn
6e36apBHUM abo Mafu NerkMm GuHin BiATIHOK. AKLLO SUB| TMB cTae cuHiM, MOXNUBO, BiH 3abpyAHEHWI | KOro CNif BUKUHYTH.

6. 36IP TA NIArOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWNTE 3paskn cupoBaTku abo nnas3mu KpoBi MIOANHM (LUMTpaT, renapuH). AKLWO aHanis npoBoAnNTLCS
npoTsirom 5 gHiB nicns BigGopy 3pas3kiB, 3pa3ku NOBUHHI 36epiratvcs npu 2...8 °C; B iHWOMY B1nagKy ix Crnif po3ginvMTy Ha anikBoTu
i 36epiraTtn B rmunbokin samopoadi (-70...-20 °C). Akwo 3pasku 36epiratoTbCs B 3aMOpPOXEHOMY BUrMAgi, 4obpe nepemiwante
pPO3MOPOXEHI 3pa3ku nepes TeCTyBaHHAM. YHMKaWTe NOBTOPHOIO 3aMOPOXXYBaHHS Ta PO3MOPOXYBaHHS. TennoBa iHaKkTuBaLis
3paskiB He peKOMeHAYETbCS.

6.1. Po3BepeHHsA 3pa3ka

Mepen aHanisom yci 3paskn cnig posbasutn 1+100DIL. Posnoginite 10 mkn 3paska Tta 1 mn DIL y npobipkn Ana oTpyMaHHs
po3unHy 1+100 i peTenbHO NepemilanTe 3a JONOMOro BUXPOBOro Mikcepa.

7. MPOLEQYPA AHANI3Y

lMepen npoBefeHHsAM aHanisy yBaXkHO nNpoynTanTe iHCTPYKLilO i3 3acTocyBaHHSA. HadinHiCTb pesdynbTaTy 3anexuTb Bif CyBOpPOro
OOTPMMaHHSA IHCTPYKLUIT i3 3acTocyBaHHSA, SIK onucaHo. HaBegeHa Hwx4e npouedypa MepeBipku nepesipeHa nuwe Ans pyyHor

npoueaypu. [pyn BUKOHAHHI TECTY Ha aBTOMaTU4HUX cuctemax IPA mu pekomeHgyemMo 36iNbLMTU KPOKM MPOMUBAHHS 3 TPbOX A0
n’SH| BUF | 1x Big 300 mkn 4o 350 Mk, Wwo6 YHUKHYTU edekTy NpoMmMBaHHs. 3BepHiTb yBary Ha posainll. Mepea

noyaTKkoOM aHarnisy crig peTenbHO po3pobuTM nNnaH po3noginy Ta igeHTudikauii aAna Bcix 3paskiB i cTaHOapTiB/KOHTPOnIB
(pekomeHpoBaHo aybnikath). Bubepite NOTPIOGHY KiNbKICTb MIKpPOTUTPaUiNHMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumav.

BukoHanTe BCi eTanu aHanisy y BkasaHoMy nopsaky 1a 6e3 3aTpymMok.
[Ina fo3yBaHHA KOXXHOIo CTaHAApPTY/KOHTPOMIO Ta 3paska chifg BUKOPUCTOBYBATU YACTUIA OAHOPA30BUIA HAKOHEYHNK.
HanawTywnTe iHkyGaTop Ha 37 + 1 °C.

1. Posnoginite 100 Mkn cTaHaapTiB/KOHTPOMIB | po3BeAeHMX 3pas3kiB y BiANOBiAHI NyHkW. 3anuwTe nyHky A1 onsa 6naHka
cybeTpary.

2. HakpunTte nyHku onbroto, Wo BXoAnTb 40 Habopy.

3. IHkybynTe 60 5 xB npn 37 £ 1 °C.

4. Konu iHkybauis 3aBeplueHa, 3HiMiITb onbry, acnipymte BMICT NyHOK i NpoOMUATE KOXHY nyHKy Tpwdi 300 mkn
WASH| BUF| 1x. YHUKanTe nepenuveiB 3 peakuiiHnx NyHoK. [HTepBan Mixx NpOMUBaHHAM i acripauieto NOBUHEH CTaHOBUTY
> 5 cekyHa. HanpukiHui o6epepkHo BMAaniTe 3anuvLLKi PiAWMHW, NOCTYKyouM cTpinamu no abcopbeHTHOMY nmanepy nepea
HaCTYNHWM KpOKOM!

Mpumitka: MwuTTs - ue BaxnmBo! HegoctaTHE NPOMMBAHHA NPU3BOAUTL A0 HU3LKOT TOYHOCTI Ta MOMUIKOBMX
pes3ynbTaTiB.

Posnoginite 100 mMkn KOH’toraTy B yCi MyHKUW, KpiMm nyHku A1 ana 6naHka cy6eTparTy.
IHkyOynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggaBaTtv BNIMBY NPSIMUX COHAYHUX MPOMEHIB.
[MoBTOPITH KPOK 4.

[Oosyeatu 100 mxh SUB|[TMB B yci nyHKu.

IHKyGynTe piBHO 15 XB Npu KiMHaTHiN TeMnepaTypi (20...25 °C) y TempsBi. CyHiln konip BUHMKAE BHacnigok
depmMeHTaATUBHOI peakLiii.

10. Joaysat 100 mkh SOLN| CTQI B yci NyHKM B TOMY X NOPSAKY Ta 3 TiEl0 X LUBMAKICTIO, WO i aAna SUB | TMB, Taknum
YMHOM BiAOYBaAETLCH 3MiHA KOMbOPY 3 CUHBOMO Ha XXOBTUNA.

11. Bumipante nornuHanHsa npu 450/620 Hm npotarom 30 xBunuvH nicns goaasaHHs SOLN | CTOrnn.

© ©® N o O;

7.1. BumiproBaHHA
Bigperyntonte npucTpivi Ansa 34mMTyBaHHA MikponnaHweTiB I®A Ha Hynb 3a gonomoroto 6naHka cybeTpary.

AKLWO 3 TEXHIYHUX NPUYMH NPUCTPIN ANg 34nTyBaHHA IPA MikponnaHLleTiB He MOXHa HanalwTyBaTh Ha Hynb 3a JOMOMOro0
6naHka cybcTparty, BigHIMITh MOro 3Ha4eHHS NOMMWHAHHS 3 YCiX IHWWX BUMIPSIHUX 3HAYeHb NOTMMHAHHS, Wo6 oTpuMaTh HagiviHi
pesynbTaTn!

Bumipsante nornMHaHHsA BCix NyHOK npy 450 HM i 3anuULWiTe 3HAYEHHSA NOIMUHAHHA AN KOXHOro CTaHAapTy/KOHTPONIO Ta 3paska.
PekomeHayeTbest GixpomaTuyHe BUMIPIOBaHHSA 3 BUKOPUCTAHHAM pedepeHTHOI A0BXMHN xBUMi 620 HM.
AKLWO MOXINUBO, po3paxyiTe cepefHE 3HAYEHHA NOTrNIMHaHHA ANs Beix ayonikaTi..

8. PE3YJIbTATH

8.1. BukoHanTe kpuTepii nepeBipku

Ins Toro, wo6 aHania BBaxaBcs AiINCHUM, HEODOXiAHO CyBOPO AOTPMMYBATUCS LUX IHCTPYKLIl i3 BUKOPUCTaHHSA Ta Bignosiaatu
TaKUM KpuTepism:
) BnaHk cy6cTpaTty:3HauyeHHs nornvHanHa < 0,100

HeratmBHum koHTponb:3HayeHHs nornmHaHHsA < 0,200 i < NoporoBoro 3Ha4YeHHs
KoHTponb noporoBui:3HauyeHHs nornnHaHHsa 0,150 — 1,300
Mo3UTUBHUIN KOHTPOSb:3HAa4YEHHS NOTMMHAHHSA > NOPOroBe 3Ha4YEeHHS

AKWo Ui KpuTepii He BiANOBIAATb, TECT HEAINCHUI | MOro HeOOXiAHO MOBTOPUTH.
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8.2. MigpaxyHoOK pe3ynbTaTiB
Moporose 3Ha4YeHHS — Lie CepefHe 3Ha4YeHHS MOrNIMHAHHSA BU3Ha4YeHb MOPOroBOro KOHTPOSIIO.

npuknag: 3Ha4veHHs nornuHaHHA MNMoporoBuii KOHTpPorb 0,44 + 3HAYEHHS MOTNIMHAHHSA
Moporosuii koHTponb 0,42 = 0,86 / 2 = 0,43

Moporoee = 0,43

8.2.1. Pe3ynbtatn B oguHuusax [HTOO]

3HaveHHsa nornuHaHHA 3paska (cepegHe) x 10 = [OguHumui NovaTec = HTO[]
noporose
npuknag: 1,591 x 10 = 37 HTO[
0,43
8.3. IHTepnpeTauia pesynbTatis
[Moporosun 10 HTOO -
>11 MpucyTHI aHTUTINA NpoTu 30yaHMKa.
HTOL
BinbyBcsi KOHTAKT 3 aHTUreHoM (36yaHMKOM abo BaKLMHO).
[To03UTNBHWI
AHTUTING NpOTK 306yAHMKA YiTKO BUSIBUTU HE BOAANOCS.
9-11HTO[
PekomeHayeTbCA NOBTOPUTU TECT 3i CBIXKMM 3pasKkom vepes 2-4 TUXKHI.
ICyYMHIBHUI
3pasok He MICTUTb aHTUTIN NpoTh 36yaHuKa.
<9 HTOL lMonepeaHivi KOHTaKT 3 aHTUreHoM (36yaHMKOM abo BaKLMHOIO)
MarnorMOBIPHUN.
HeraTnBHU

JiarHo3 iHdeKUinHOro 3axBoploBaHHsS He MOXHa BCTAHOBMOBATW Ha OCHOBI OOQHOrO pe3ynbTaTy AocnigkeHHsi. HeobxigHo
NOCTaBUTU TOYHWI AiarHo3

B34ATW A0 yBaru KniHivHy iCTOpito, CAMATOMATUKY, a TakoX CEpPONOrivHi AaHi.

Y nauieHTiB 3 ocnabneHnmM iMyHiTETOM i HOBOHaPOXXEHNX CePONOrivHi AaHi MalTb NuLle obMexXeHe 3HaUYEHHS.

9. CMELUN®IYHI XAPAKTEPUCTUKUN

PesyanaTM BiHOCATbCS [0 rpyn ,D,OCJ'Ii/:l,)KYBaHVIX 3paskiB; Lie He rapaHTOBaHI XapaKTepUCTUKMN.

9.1. TouHicTb

B aHanisi n CepeaHe (E) CV (%)
#1 24 0,611 4.50
#2 24 0,999 9.29
#3 24 1,186 7,78
Mix aHanizamu n CepegHe (HTOO) CV (%)
#1 12 17,99 7.73
#2 12 27.58 11.51
#3 12 3.125 14.26
9.2. [iarHocTnyHa cneundivHicTb

[iarHocTnyHa cneundivHiCTb BU3HAYa€eTbCsA SIK UMOBIPHICTb HEraTMBHOMO pe3ynbTaTy aHanidy 3a BiACYTHOCTi KOHKPETHOro
aHanity. Lie 98,0% (95% posipuuii iHTepsan: 92,96% - 99,76%).

9.3. [iarHoCTM4YHa YyTNUBICTb

[iarHoCcTMYHa YyTNMBICTb BU3HAYAETLCA SIK MIMOBIPHICTb MO3UTUBHOIO pe3yrnbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 100% (95% posipuunn iHTepsan: 91,19% - 100%).

9.4. Bnnue

Bnnue 3 remoniTMyHMMHK, ninemMiyHMMmM abo KOBTSHUYHMMM 3paskamim He crnocTepiralTbes Ao KoHUueHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn 6inipy6iHy.

9.5. MepexpecHa peakTUBHICTb

HocnigxeHHsa naHeni 3paskiB i3 aKTUBHICTIO @HTUTIN A0 NOTEHUIMHO NepexpecHNX napameTpiB He BUABUITO JOKa3iB
XMBHOMO3NTMBHNX pe3ynbTaTiB Yepes NepexpecHi peakLii.

10. OBMEXEHHA NPOLEOYPU

BakTepianbHe 3a6pyaHeHHs1 a0 NOBTOPHOBAHI LMKV 3aMOPOXKYBaHHSA-PO3MOPOXKYBAHHS! 3paska MOXYTb BMIIMHYTU HA 3HAYEHHS
MOrMUHAHHS.
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11. SACTEPEXEHHA TA NONEPEMMXEHHA

HeobxigHO cyBOpO JOTpUMYyBaTUCS MpoLeaypy TeCTyBaHHs, iHopMauii, 3anobidkHMX 3axofiB i nonepeaeHb, HaBeOEHMX
B IHCTPYKLiAX i3 3acTocyBaHHSA. BukopuctaHHa HabopiB TecTiB 3 aHanisatopamu Ta nodibHum obnagHaHHAM mae 6yTu
nepesipeHo. Byab-aKi 3MiHM B KOHCTPYKLUi, CKNaai Ta npouenypi TECTYBaHHS, a TakoX Oyab-Ake BUKOPUCTaHHSA B NOEAHAHHI
3 iHWKUMW NPOAYKTaMKn, He CXBaneHUMn BUPOBHMKOM, 3aDOPOHEHI; KOpUCTYBay caMm Hece BiAnoBiAanbHICTb 3a Taki 3MiHW.
BupobHVK He Hece BiOMoOBidanbHOCTI 3a MOMWIKOBI pe3ynbTaTyu Ta BUNAZKM 3 UMX MpuYnH. BupoBHuk He Hece
BiANoBiAanbHOCTI 3a Byab-AKi pe3ynbTaT BidyanbHOro aHanidy 3paskis nauieHTiB.

Tinbkn gns giarHOCTUKKM In vitro.

Yci maTepianu nogcbkoro Ym TBapUHHOIO MNOXOMKEHHS cnif po3rnagaTn Ta 06pobnsaTn ik NOTEHLINHO IHGEKUinHI.

YCi KOMMNOHEHTU NIOACHKOrO NOXOMKEHHS, SIKi BUKOPUCTOBYHOTLCA ANS BUPOOHMLITBA LUMX peareHTiB, Oynv nepeBipeHi Ha
aHTuTina go BIN, aHtutina go BIC ta HBsAg i 6ynu BU3HaHi HepeakTUBHUMMU.

He 3amiHonTe peareHTn abo MikponnaHLweTH pisH1X NapTii BUPOOHMLTBA.

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

He BMKOPUCTOBYWTE peareHTn Nicns 3akiHYeHHS TEPMiHY NPUAATHOCTI, 3a3HAYEHOro Ha eTUKETL|.

BukopuCcTOBYITE NULLIE YNCTi HAKOHEYHUKM NINETOK, Ao3aTopy Ta nabopaTopHWiA NOCyA.

He MiHglTe rBUHTOBI KPULLKM (hriakoHiB 3 peareHTamu, Wwob YHUKHYTU NepexpecHoOro 3adpyaHEHHS.

LLiinbHO 3akpuiiTe donakoHn 3 peareHTamun ogpasy nicns BUKOPUCTAHHS, WOO YHUKHYTU BUNAPOBYBaHHSA Ta MIKPOGHOro
3abpyaHeHHs.

Micna neplioro BIAKPUTTS Ta NOAanbLUOro 36epiraHHs nepesipTe hNakoHN 3 KOH'IOraToM | CTaHO4APTOM/KOHTPOSIEM Ha
HasBHICTb MikpOOHOro 3abpyaHeHHs nepes noAanbLUMM BUKOPUCTAHHSIM.

o6 yHnkHYTV nepexpecHoro 3abpyaHeHHs Ta XMOHO NiABULLEHNX pe3ynbTaTiB, NineTynTe 3pa3kun NauieHTIB i Jo3yiTe
FeareHTm, He po30pM3KYIoUM iX aKypaTHO B MYyHKMU. . . B .
DA npmsr%%qu)vm nvwe ans keanigikoBaHOro nepcoHany, ki 4OTPUMYETbLCSA CTaHAapTIB HanexHoi nabopaTopHOi
NpaKkTUKu .

[ns noganbLIoro BHYTPILLIHBOrO KOHTPOIIO SIKOCTi KOXHa nabopaTopis MOBMHHA 40AaTKOBO BUKOPUCTOBYBATH BifOMi
3pasku.

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

PeareHtn moxytb mictut CMIT/MIT (3:1) a6o MIT (ame3.1).
ToMy 3aCTOCOBYIOTLCS HACTYMHI MONOXEHHs Npo HeGe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxke BUKNUKaTW LLKIPHY aneprivyHy peakuito.
P261 YHUKanTe BOMXaHHS Crpeto.
P280 Opsrante 3axmCHi pykaBUYKU/3aXUCHUI OAsT.

Y PA3I MOTPAMTAHHA HA WKIPY: npoMuth BENWUKOIO
P302+P352 KiNbKICTIO BOAM 3 MUOM.

Y pasi nogpasHeHHst LWKipn abo Bucuny: 3BepHiTbCcH 3a
P333+P313 MeAMYHOlo JoMoMOroto/nopaaoto.

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

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH (ame.3.1).
Tomy 3aCTOCOBYHOTLCA HACTYMHiI MOMNOXEHHS NPO HebGe3neky Ta 3anobixHI 3axoau.

YBATA H315 Buknukae nogpasHeHHs LwKipw.
H319 Buknukae ceprosHe nogpasHeHHs1 o4en
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA O
Y PA3I NOTPAMIAHHA HA LWKIPY: npomMuTy BENNKOIO KiNbKIiCTiO BOAM 3
P302+P352 MUJSIOM.

MPW NONAJAHHI B O4I: O6epexHo npoMuiiTe BOAOK NPOTATOM KiflbKOX
P305+P351+P338 xBunuH. Buganutn KoHTaKT

NiH3K, SKWO BOHM € Ta iX nerko 3pobuTn. MNpoaoBxKynTe NonocKkaHHS.
P337+P313 FAKLI0 noapa3HeHHs 04eln He NPOXOAUTL: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLiio MOXHa 3HaNTK B nacrnopTi 6e3neku.
11.2. 3ayBaxeHHS wopao ytunisauii

3anuwkn XiMmidHMX PeYoBUH i NpenapaTiB 3a3BM4Yal BBaXkalTbCsi HebesneuyHumu Bigxogamu. YTunisauis Takoro poay Biaxoais
PErynoeTbCS HauiOHaNbHUMKM Ta PErioHanbHUMKU 3akoHaMM Ta npaBunamu. 3B’SXKiTbCA 3 MicLeBMMK opraHamu Bnagu abo
KoOMnNaHisimu 3 yTunisauii Bigxoais, ski HagagyTb Nopaam Wwoao ytunisadii HebeaneyHux Biaxoais.

IHdbopmauiio Npo nakyBanbHi matepianu ave. y po3aini NMAKYBAJIIbHI MATEPIATIN.
12. IHOOPMALUIA And 3AMOBNEHHA

REF ENTG0140 OunseHTepiliva ameba IgG (96 BU3Ha4eHb)
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CKOPOYEHHA

CMIT

5-xnop-2-meTtun-4-i3oTia3oniH-3-0H

MIT

2-meTun-2H-izotiason-3-oH

NAKYBAJIbHI MATEPIAITIN /| VERPACKUNGSMATERIALIEN / MATERIELS D'EMBALLAGE /
MATERIALI D'IMBALLAGGIO / MATERIALES DE EMBALAJE / MATERIAIS DE EMBALAGEM

PAP 2

Y

1 PAP 21 PAP 22
SOLN[cTOn| |WASH|BUF|20 SUB|TMB| |DIL
I |CON.|J| |CIONITROL|-||-| ||COI1|('II'R(.!L|-|| |CU'IF oIFF [ I
= —~ ~
J UL
HDPE 2 PP 5 PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

Neo Kar.:

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

CONC KoHueHTpar
LYO JlioginizosaHum
IVD Megu4Hui npucTpin gnsa giarHoCTukK in vitro

OuiHoYHMI Habip

=

MpouunTanTte iIHCTPYKLiO Nepes BUKOPUCTaHHAM

/,
S
\

N
2

36epiratn noogans Big AXepen Tenna i NPSIMOro COHsMHOro CBiTna.

36epiratn npu Temnepartypi:

BupobHuk:

YBara!

Mictutb GionoriyHMin MaTepian NOACLKOrO NOXO4KEHHS

IS4 n

MicTuTb GionoriyHMn maTtepian TBaPUHHOTO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

2

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. y po3aini «MaTtepianu, Wo BxoadTb 40 Habopy».
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PE3IOME NMPOUEAYPU OOCNIAXEHHA

CXEMA AOOoCHNIOXEHHA

OunseHTepiiHa ameba 1gG

MiaroToBKa fo aHanisy

Migrotyinte peareHTN Ta 3pasku, sIK ONMcaHo.

BcTaHoBITE NnaH po3noainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaHA4apTiB/KOHTPONIB.
Bubepitb NOTPiIOHY KiNbKICTb MIKpOTUTPAaLiMHMX CTpiNiB abo NyHOK i BCTaBTe iX y TpMMau.

Mpouenypa aHanisy

BnaHk cybecTtpaty [HeratmBHun| MNoporosuii | MNo3nTneBHMiA 3pasok
(po3baBneHun
(A1) KOHTPOJIb|[KOHTPOIb| KOHTPOI1b 1+100)
HeraTnBHuin
KOHTpPOIb - 100 mkn - - -
KoHTponb
NnoporoBui - - 100 mkn - -
Mo3nTuBHUI
KOHTPONb - - 100 mkn -
3pasok ) ) ) 100 MKn
(po3baBneHuii
1+100)
Hakpuite nyHKkn bonbroto, wo BXoAnTb
Ao Habopy
IHKyOynTe npotarom 60 xB = 5 xB npn 37 £ 1 °C
MpomuiiTe KoXHy nyHKy Tpudi 300 Mmkn~ |WASH|BUF[1x |
KoH'torat - 100 mkn 100 MKkn 100 mkn 100 mkn
IHkybynTe 30 XB npu KiMHaTHIn TemnepaTtypi (20...25 °C)
He niggaBaTtu BNNUBY NPAMUX COHAYHUX
NpoMeHiB
MpomuinTe KoXHy nyHKy Tpudi 300 Mkn ~ |WASH|BUF|1x |
|SUB|TMB | 100 MKn 100 MKn 100 mKn 100 MmKn 100 MmKn

IHKyOyWnTe

piBHO 15 XB npw Ki

MHaTHin Temnepartypi (20...25 °C) y TempsBi

|SOLN| cTton | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTtomeTpuyHe BUMIptoBaHHSA rpu 450
HM

(pedepeHTHa foBXMHA XBUIi: 620 HM)

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

Ten.:

+49 6074 23698

-0

dakc: +49 6074 23698-900
EnextpoH
Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
Clinical.goldstandarddiagnostics.com

canr:
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