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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

IOA Ha dinsapii npuaHaveHnin 4nsa sKiCHOro BU3HAYeHHs cneumdivHnX aHTUTIN NpoTu dinspin y cuposaTui abo nnasmi noguHU
(umTpaT abo renapuH).

2. MPUHUMN AHANI3Y

HAkicHe iMyHOepMeHTHe BU3HaYeHHS crneundidHux aHTuTin 6asyetbesa Ha metoaumui IPA (iMmyHopepMeHTHUIN aHani3s).
MikponnaHweTn NoKpuTi cneundiyHMMM aHTUreHaMn ANs 3B’A3yBaHHA BiANOBIOHWX aHTUTIN 3paska. licns npomMmMBaHHA NyHOK
ONs BMOarneHHs BCbOro He3B'si3aHOro marepiany 3pas3ka AO0LaeTbCA KOH'loraTt, MideHun nepokcvpasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3Y€TbCS i3 3axOnneHnMu aHTuTinamu. Ha gpyromy etani npoMmBaHHA He3B'A3aHWIA KOH'loraT BUAansooTb. IMyHHUI
KOMMNEKC, YTBOPEHWUIN 3B’A3aHMM KOH’oraToM, Bi3yani3yeTbCs LUNSAXOM AofaBaHHa cybetpaTty TetpameTunbeHsmauHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY MpOMoOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTK peakuito, foparoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTMI KOMip KiHLEBOi TOYkM. ONTuU4Hy rycTuHy npu 450/620 HM 34MTylOTb 32 [AOMOMOrOH
nNpucTpoto ANng 34ntyBaHHA |PA MikponnaHLeTis.

3. MATEPIANIN
3.1. PeareHTtn B Habopi
MikponnaHweT:12 po3puBHUX CTPINIB i3 8 nyHkamMu, NOKPUTUX INAPINHUMKU aHTUreHaMK; B antoMiHieBIn ponbai, Wo
3aKpMBaETLCS.
DIL: 1 dnakoH, o mictnts 100 mn cdocdpatHoro bydepa (10 MM) ana possegeHHs %pa3|<a; pH 7,2 + 0,2; nogapboBaHi
TUN Konﬁ); rOTOBWIM OO BUKOPUCTaHHS; 6ina kosnayok; < 0,0015% (06./06.) CMIT/MIT (3:1). .
NV| CTOII: 1 donakoH, Wwo mMictntb 15 Mn cipyaHoi knucnotu, 0,2 MONb/N; rOTOBUI 4O BUKOPUCTaHHS; YEPBOHUN
KOBMa4yoK.

WASH| BUF| 20x: 1 donakoH, o mMictutb 50 mn 20-kpaTHOro KOHLEHTpoBaHoro gocdartHoro 6ydepa (0,2 M), pH 7,2 £
0,2, Ans NPOMMBaHHs NyHKK; Binui koBnayok; 0,2 % (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

. KOH'toraT:1 pnakoH, wo mictutb 20 mn npoTteiHy A/G, MiYeHOro NepoKCcnaasok; CUHBOTO KONbOopy, FOTOBUIA A0

BVIKOg CTaHHs1; YopHWiA koBnayvok; < 0,02% (06./06.) MIT.

SU rTMB: 1 donakoH mictutb 15 mn 3,3',5,5'-TeTpameTnnbensnagury (TMB), < 0,1 %; roToBMIN 4O BUKOPUCTAHHS; XXOBTUN
KOBMa4oK.

Mo3UTMBHUIA KOHTPONL: 1 %bnaKOH, L0 MICTUTb 2 M KOHTPON; NodapboBaHi B XKOBTUIA KOMip; FOTOBUIA 0 BUKOPUCTAHHS;
YepBOHWUI KoBna4vok; < 0,02% (06./06.) MIT.

KoHTponb noporoBui: 1 nakoH, Lo MICTUTb 3 M KOHTPONIO; Nodap6oBaHi B )XOBTUI KOMIP; FOTOBUIA 1O BUKOPUCTAHHS;
3eneHui kosnayvok; < 0,02% (06./06.) MIT.

HeratmBHUM KOHTPONb:1 hrnakoH, Wo MICTUTb 2 M KOHTPOSO; NodapOGoBaHi B XXOBTUI KONip; rOTOBUIA A0 BUKOPUCTAHHS;
CuHin koBnayok; < 0,0015% (06./06.) CMIT/MIT (3:1).

3asBu npo Hebe3neky Ta 3acTepexeHHst ausll.1.

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

3.3. HeobxigHi maTepianu Ta o6napHaHHA
Pigep mikponnaHwerTie I®A, obnagHaHuin AN BUMIpIOBaHHS NornnHaHHs npu 450/620 HM
InkybaTop 37°C
Py4He abo aBTomMaTUyHe 06nagHaHHs Ans NPOMUBaHHS MIKpOMMaHLIeTIB
MineTkn ans poctasku o6’emi Big 10 go 1000 mkn
BuxpoBun 3miwysay npobGipok
OuctnnboBaHa Boaa
OpHopasosi Npobipku

4. CTIAKICTb TA 3BEPIFAHHA

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

5. MPUTOTYBAHHA PEATEHTIB

Oyxe BaxnuBO OOBECTU BCi peareHTW Ta 3pasku o KiMHaTHoi TemnepaTypu (20...25 °C) i nepemiwartu ix nepen noyaTkomMm
TecTyBaHHs!

5.1. MikponnaHweT

CTpinu, Wo po3puBaloTbCs, NOKPUTI inapinHuMn aHTureHamu. Ogpasy nicns BuganeHHs CTpinis pewTy cTpiniB cnig 3HOBY
3anevaTaTtu B anoMiHieBY honbry pasoMm i3 ocyLlyBayeM, Lo nocTavyaeTbes, i 3depiratv npm 2...8 °C.

52. |WASH|BUF[20x |

Pos6asutn WASH | BUF | 20x1 + 19; Hanpuknag, 10 mn WASH | BUF | 20x+ 190 mn auctunbosaHoi Boau. Posseaeruii 6ydep
(WASH| BUF| 1x) cTabinbHU NpoTtaromM 5 AHIB Npu kiMHaTHIM TemnepaTypi (20...25 °C). Y pasi nosiBu KpucTaniB y KOHUeHTparTi
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasiHin 6aHi. [loGpe nepemiwanTe nepes po3BEAEHHSIM.
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5.3. [SUB|TMB

PeareHT roToBuii [0 BUKOpPUCTaHHS i MoBuHeH 36Gepiratucs npu 2..8 °C, 3axulieHomy Big cBitna.SUB|TMB mae 6yTw
6e3bapBHUM abo MaTV NETKWI CUHIl BIATIHOK. AKLWO SUB| TMB CTae CUHIM, MOXIUBO, BiH 3abpyAHEHWUI i 1Or0 chif, BUKUHYTW.

6. 36IP TA NIATrOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pasku CMpoBaTkn abo nnasMu KpoBi MoAnHN (LUTpaT, renapuH). AKWo aHanis
NpoBOAUTLCHA NPOTAroM 5 AHiB nicns Bigbopy 3paskiB, 3pa3ku NOBUHHI 36epiratncst npu 2...8 °C; B iHWOMY BUNaaky ix cnig
po3ainuTK Ha anikeoTw i 36epiraTtu B rnmbokin 3amopoaLi (-70...-20 °C). Akwo 3pasku 36epiraloTbCa B 3aMOPOXEHOMY BUMMAI,
nobpe nepemiluarite pO3MOPOXEHi 3pasku Nepea TECTyBaHHAM. YHUKaTe NOBTOPHOIO 3aMOPOXYBAHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTVBaLis 3pa3kiB HE PeKOMEeHOYETbCS.

6.1. Po3BeneHHs 3pa3ka

Mepen ananisom yci 3paskm cnig po3basutn 1+100 DIL. Posnoginite 10 Mkn 3paska Ta 1 mn DILy npobipkn AnA OTPUMaHHS
po3uunHy 1+100 i peTenbHO NepemillanTe 3a 4ONOMOIrOK BUXPOBOro Mikcepa.

7. NPOLUEOYPA AHANI3Y

[Mepen npoBeaeHHAM aHanisy yBaXkHO NpoynTanTe iHCTPYKLIIO i3 3aCTOCYBaHHS. HafinHicTb pesynbTaTty 3anexuTb Big CyBOpOro
OOTPMMaHHSA IHCTPYKLUIT i3 3acToCyBaHHs, siK onucaHo. HaBegeHa Hwx4e npoueaypa nepesipky nepesipeHa nuiie Ans pyvHol

npoueaypu. Npy BMKOHAHHI TECTy Ha aBToOMaTU4HUX cuctemax IPA My pekomeHOyeEMO 30inbLUNTU KPOKM NMPOMUBAHHSA 3 TPbOX
,qWASH|BUF| 1x8ig 300 mkn go 350 mkm, Wwob6 YHMKHYTK edeKTy NpoMmuBaHHs. 3BepHiTb yBary Ha po3ginll.

lMepen novaTkom aHanisy cnig petenbHO po3pobuTn NnaH po3noainy Ta igeHTudikauii Ana BCiX 3paskiB i CTaH4APTIB/KOHTPOMIB
(pekomeHgoBaHo oy6nikath). Bubepite NOTPiOHY KinbKiCTb MiIKpOTUTPaUiiHUX CTpiniB abo NyHOK i BCTaBTe iX y Tpumav.
BukoHanTe BCi eTanu aHanisy y BkasaHoMy nopsaky Ta 6e3 saatpumok. [Anst 4O3yBaHHS KOXHOIO CTaHO4apTy/KOHTPOo Ta 3paska
cnig BUKOPUCTOBYBATU YNCTUI OAHOPA30BUA HAKOHEYHWK.

HanawTywTe iHkyb6aTop Ha 37 £ 1 °C.

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

2. Hakpunte nyHku ponbroto, Wo BXoAUTb 4O KOMMIEKTY.

3. IHkyOynTe npotarom 1 roauHun = 5 xBunuH npu 37 £ 1 °C.

4. Komnu iHkybaLjisa 3aBeplieHa, 3HIMiTb Onbry, acnipyite BMICT FyHOK i NPOMUITE KOXHY nyHKy Tpudi 300
MKNWASH | BUF | 1x. YHuKaiTe nepenuBiB 3 peakuiiH1X NyHOK. IHTEpBarn Mixk NPOMMUBAHHAM i acripauieto noBUHeH ByTu
> 5 cekyna. HahpukiHui obepexHo BuaanitTe 3anuiuKu pigvHu, NOCTYKyOuM cTpinamm no abcopbeHTHOMY nanepy nepep
HacTynHWM Kpokom!

MpumiTka: MuTTa - ue BaxnuBo! HegocTaTtHeE NPOMMBAHHS NPU3BOANTbL A0 HU3bKOT TOYHOCTI Ta MOMUITKOBUX
pesynbTaTiB.

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

IHkyGynTe 30 XB Npu KimHaTHIN TemnepaTypi (20...25 °C). He niggaBaTti BNAMBY NPSIMUX COHAYHUX NPOMEHIB.
MoBTOPITH KPOK 4.

Ho3ayeaty 100 Mkn SUB| TMB B yCi NyHKU.

© ®No G

IHKyOynTe piBHO 15 XB Npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi. CvHin konip BUHVMKAe BHacnigok
hepMeHTaTMBHOI peakuii.

10. fosysaT 100 mMkn SOLN|CTONM B yci NHKM B TOMY X NOPSiAKY Ta 3 Tiet X WBUAKICTIO, WO i ANns SUB| TMB, Takum
YMHOM BiABYBaETHLCHA 3MiHa KOMbOPY 3 CUHBOTO Ha XOBTUM.

11. BumipsiiTe nornuHaqHs npu 450/620 Hm npoTsirom 30 xBunuH nicns AdaasanHs SOLN| CTONM.

7.1. BwumiproBaHHA
Bigperyntonte npucTpivi ons 34MTyBaHHA MikponnaHweTiB I®A Ha Hynb 3a gonomoroto 6naHka cybeTpary.

FAKLLO 3 TEXHIYHUX NPUYUH NPUCTPIN ANa 34nTyBaHHsS IPA MiKponnaHLWeTiB He MOXHa HanawTyBaTh Ha HyIb 3a 4ONOMOro
OnaHka cybcTparty, BifHIMiTb NOr0 3HAYEHHS NMOMMMHAHHS 3 YCIX iHLWMX BUMIPSHUX 3HAY€Hb MOMMMHAHHS, Wob oTpumaTy HagivHi
pesynbTaTn!

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

PekomeHayeTbCs GixpomaTUyHe BMMIPHOBaHHSA 3 BUKOPUCTAHHAM €TanoHHOI AOBXUHM XBUIi 620 HM.
AKLWO MOXINUBO, po3paxyiTe cepefHE 3HAYEHHA NOTrNIMHaHHA ANs Beix ayonikaTi..

8. PE3YJIbTATU

8.1. BuKoHaunTe KpuTepii nepeBipku

[ns Toro, wo6 aHani3 BBaXkaBcs QiNCHUM, Crli4 CyBOPO AOTPMMYBATUCA LMX IHCTPYKLIM LLOAO BUKOPUCTaHHSA Ta Bignosigatu
TakUM KpUTepisam:
) BnaHk cy6cTpaTty:3HaveHHs1 nornuHaHHs < 0,100

HeratmBHuM KoHTponb: 3HadyeHHs nornmHaHHsA < 0,200 i < NOporoBoro 3HayeHHs
KoHTponb noporoBui:3HauyeHHs nornnHaHHsa 0,150 — 1,300
Mo3UTUBHUIM KOHTPOSb: 3HAaUYEHHS NOIMMHAHHA > MeXa

Akwo Ui kpuTepii He BigNoBIgaTb, TECT HEAINCHWUIA | KOro HEOGXiAHO NOBTOPUTY.
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8.2. NippaxyHok pe3ynbTaTtiB

MoporoBe 3HaYeHHs! — Lie CcepeHe 3Ha4YEHHS MOrMMHAHHS BU3HAYEHb NOPOrOBOr0 KOHTPOSIHO.
3HayeHHs nornuHaHHs Moporoeuii KoHTponb 0,44 + 3Ha4YeHHsA NornMHaHHA MNoporosui
npuknag: KoHTponb 0,42 =0,86/2 =0,43

Moporoee= 0,43

8.2.1. Pesynbtaty B oguHuuax [HTOO]
3HaYeHHs NOrnMUHaHHS 3pa3ka

(cepenHe) x 10 = [OamHuui NovaTec = HTO[]

Moporose
npuknag: 1,591 x 10 = 37 HTO[

0,43
8.3. IHTepnpeTadia pesynbTaTiB
Moporosui 10 HTY -

MpucyTHi aHTUTINa NpoTn 36yaHuKa.
. > 11 HTY ;
Mo3nTuBHNUIA BinbyBCst KOHTaKT 3 aHTUreHoM (36ygHMKOM abo BaKLMHOL).
9— 11 HTY AHTUTING NpOTK 306yAHMKa YiTKO BUSIBUTU HE BAANOCS.
BO3HAYHUI PekomeHay€eTLCA NOBTOPUTM TECT 3i CBIKUM 3pa3KoM Yepes 2-4 TUKHI.
<9HTY 3pasok He MICTUTb aHTUTIN NpOTH 36yaHwMKa.

HeratnsHui lMonepeaHiv KOHTaKT 3 aHTUreHoMm (36yaHVKOM abo BaKLMHOI) ManoMOBIPHUNA.

[iarHo3 iHeKUINHOro 3axBoproBaHHSA HE MOXHa BCTAHOBIIOBATM HA OCHOBI OAHOMO pe3ynbTaTy AochnimpkeHHsi. HeobxigHo
NOCTaBUTWU TOYHUI OiarHo3

B34TM 40 yBaru KniHiYHy iCTOpito, CAMATOMATHKKY, a TaKoXX CeposioriyHi AaHi.

Y naujeHTiB 3 ocnabneHnm iMyHITETOM | HOBOHAPOXKEHMX CEPOSIONivHI AaHi MatloTb e 0OMeXeHe 3Ha4YEHHS.

9. CNMEUNPIYHI XAPAKTEPUCTUKU

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

9.1. Tou4HicTb

B aHanisi n CepegHe (E) CV (%)
#1 12 0,435 2.07
#2 12 0,334 3.13
#3 12 0,143 3,97
Mix

aHanizamm n CepegHe (HTOO) CV (%)
#1 10 11.85 1.81
#2 10 9.45 2.67
#3 10 11.91 2.60

9.2. [OiarHocTn4yHa cneumndivHicTb

[JiarHocTnyHa cneundivHiCTb BU3HaYaeTbCa K MMOBIPHICTb HEFaTUBHOMO pe3ynbTaTy aHanidy 3a BiACYyTHOCTi KOHKPETHOro
aHanity. Lle 99,1% (95% posipuunii iHTepean: 94,99% - 99,98%).

9.3. [iarHocTu4Ha 4yTnUBIiCTb

[JiarHocTnYHa YyTNUBICTb BU3HAYAETLCS AK MMOBIPHICTb MO3UTUBHONO pesynbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 94,7% (95% posipuun iHTepBan: 82,25% - 99,36%).

9.4. Bnnus

Bnnue 3 remoniTmyHnMu, ninemivyHMMmM abo XOBTAHMYHMMM 3paskamMmmn He CoCTepiraloTbCa A0 KoHUeHTpadii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn 6inipy6iHy.
9.5. MepexpecHa peakTUBHICTb

JocnigxeHHs naHeni 3paskiB i3 aKTUBHICTIO @HTUTIN A0 NOTEHLUINHO NepexpecHNX napameTpiB BUABUIO NULLE MiHIManbHy
nepexpecHy peakLito Ha 3pasku Fasciola.

OpHak B eHAeMiYHMX panoHax chif BpaxoByBaTU NOABIMHE 3apaKeHHs!, a TakoXX MUHYNe 3apaXKeHHs iHWUMKY napasutamum Ta
ramMcTamu.

10. OBMEXXEHHA NMPOLIEAYPU

BakTepianbHe 3a6pyaHeHHs1 a60 NOBTOPIOBaHI LMK 3aMOPOXKYBaHHS-pO3MOPOXKYBAHHS! 3paska MOXYTb BMIIMHYTU Ha
3HAYEHHS NOTrMUHAHHS.
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11. SACTEPEXEHHA TA NONEPEMMXEHHA

HeobxigHO cyBOpo [oTpuMmyBaTMUCA nNpouenypu TecTyBaHHS, iHdopmauii, 3anobixHMX 3axofiB i nonepenkeHsb,
HaBe[eHNX B IHCTPyKUiAX i3 3acTtocyBaHHHA. BukopuctaHHa HabopiB TecTiB 3 aHanisatopamu Ta noAibHum
obnagHaHHAM mae OyTu nepesipeHo. Byab-ski 3MiHM B Au3aliHi, cknagi Ta npouenypi TeCTyBaHHSA, a Takox Oyab-ske
BMKOPUCTaHHA B NOEOHaHHI 3 iHLWMMW NpoAyKTaMu, He CXBaneHUmu BUPOBHMKOM, 3aBOPOHEHI; KOpMCTyBaY cam Hece
BiQNOBIAANbHICTL 3a Taki 3MiHW. BMpOOHMK He Hece BiAMOBIOANbHOCTI 3a MOMUIIKOBI pe3ynbTaTv Ta BUMNAdKM 3 LMX
npu4nH. BUpobHMK He Hece BinnosiganbHOCTi 3a Byb-AKi pe3ynbTaTyh BidyarnbHOro aHarisy 3paskiB nauieHTis.

Tinbku AN giarHoCTUKM in vitro.

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

YCi KOMNOHEHTM JTIIOACHKOIO NOXOMKEHHS, SIKi BUKOPUCTOBYHOTLCA AN BUPOOHMLTBA LUX peareHTiB, 6ynu nepesipeHi
Ha aHTuTina go BIJ1, aHTuTINA ,qo%

He 3amiHonTe peareHTn abo MikponnaHLweTy pi3HUX NapTii BUPOOHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXXHa BUKOPVCTOBYBATU peareHTu iHLNX BUPOOHUKIB.

He BMKOPUCTOBYWTE peareHTn Nicns 3akiH4eHHs TepMiHy NP1AaTHOCTI, 3a3Ha4YEHOro Ha eTUKeTLi.

BrkopuCcTOBYITE NULLIE YNCTi HAKOHEYHUKM NINETOK, A03aTopy Ta nabopaTopHWiA NOCyA.

He MiHglTe rBUHTOBI KPULLKM (briakoHiB 3 peareHTamu, Wwob YHUKHYTU NepexpecHoro 3abpyaHeHHS.

LLiinbHO 3akpuiiTe donakoHu 3 peareHTamm ogpasy nicnsg BUKOPUCTAHHS, LWOO YHUKHYTU BUNApOBYBaHHSA Ta MIKpOGHOro
3abpyaHeHHs.

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

o6 yHnkHYTV nepexpecHoro 3abpyaHeHHs Ta XMOHO NiABULLEHNX pe3ynbTaTiB, NineTynTe 3pa3kun NauieHTIB i Jo3yiTe
FeareHTm, He po30pM3KYIoUM iX aKypaTHO B MYyHKMU. . . . .
DA npmsr%%qu)mm nuwe ans keanidikoBaHOro nepcoHany, sknii JOTPUMYETbLCSA CTaHAapTIB HanexHoi nabopaTopHOI
NpaKkTUKu .

,El,n916no,uanbLuoro BHYTPILLUHBOr0 KOHTPOITO SIKOCTI KOXXHa NnabopaTtopis NoBUHHA A04ATKOBO BUKOPVCTOBYBATU BiOMI
npo6u.

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

PeareHtn moxyTb mictut CMIT/MIT (3:1) a6o MIT (aus3.1).
Tomy 3aCTOCOBYOTLCA HACTYMHI MOMOXEHHS 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 BENMKOO
P302+P352 KinbKiCTIO BOAN 3 MUMOM.

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

3HATK 3abpyaHeHnI oadr i BUNpaTu oro 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 cepiiodHe nogpasHeHHs oyen
P280 OpsdranTe 3axvCHI pyKaBUYKN/3aXMCHWUIA O
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 3pobuTn. MpoaoBxyTe NONOCKaHHS.
P337+P313 AKLWO NoApa3HEHHS 04el HE NPOXOAMWTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLito MOXXHa 3HaNTK B nacnopTi 6e3neku.

11.2. 3ayBaxeHHS wopao ytunisauii

3anuwKkM XiMiYHMX PEYOBMH i nMpenapaTiB 3a3BuYal BBaXarTbCs HebesnevyHumu Bigxogamu. YTumisauiss Takoro poay
BiAXOAIB perynioeTbCA HauioHanbHUMK Ta perioHanbHUMKW 3aKOHaMu Ta npasBunamuv. 3B’sXiTbCS 3 MiCLEBMMM opraHamu
Bnaaun abo komnaHisMu 3 yTunisadii Bigxoais, ki HaaaayTb Nopaam Woao ytunisadii HebeanevHnx Bigxonis.

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

REF FILO760 dingapios (96 BM3HaYeHb)
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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 PAP 21

PAP 22
[ soLNTcTOon| |[wAsH[BUF[20x| [suB]TmB| [DiL]
CONJL CONTROL | + KOHTPOJb [} [MNoporosé TP

HDPE 2 PP 5

PET / ALU/LDPE 90
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PE3IOME NMPOUEAYPU OOCHNIAXEHHA

CXEMA OOoCNIOXEHHA

dinapios

MigroToBKa no TecTty

MigrotynTe peareHT Ta 3pasku, K ONUCaHo.
BcTaHoBiTE NnaH po3noainy Ta iaeHTudikauii 4ns BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiMHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpoueaypa aHanisy

braHk Mo3nTnBH
cybcTparty HeraTtneHui| NMoporoeui nin 3pasok
KOHTPO (po3baBneHun
(A1) KOHTPOIJIb[KOHTPOIJ1b Jb 1+100)
HeraTnBHuin
KOHTpPOIb - 100 mkn - - -
KoHTponb
NoporoBui - - 100 mkn - -
Mo3nTtnsHMin
KOHTPOb - - - 100 mkn -
3pasok ) ) i ) 100 MKn
(po3baBneHuii
1+100)
Hakpuite nyHKkn bonbroto, Wwo BXoAnTb
A0 KOMMIEKTY
IHKyOynTe npotaarom 1 roamHu npu
37x1°C
MpomMuiTe KoXHy nyHKy Tpudi 300 Mkn~ |WASH| BUF | 1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHKybynTe 30 XB npu KiMHaTHIN TemnepaTtypi (20...25
OC)
He niggaBaTti BNAMBY NPSIMUX COHAYHUX
NPOMEHIB
MpomuiiTe KoXHy NyHKy Tpudi 300 mkn | WASH| BUF | 1x |
|SuB|TMB | 100 mkn 100 mkn | 100 mkn | 100 mkn 100 mkn
IHKyOyWnTe piBHO 15 XB Npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsnBi
SOLN|CTON 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTomeTpunyHe BUMiptoBaHHSA npu 450
HM
(pedbepeHTHa goBxnHa xsuni: 620 HM)
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

CONC KoHueHTpar

LYO JliopinizoBaHumn

IVD Megu4Hui npucTpin gns giarHoCTuku in vitro
? OUiHOYHWIt HaBip

MpounTanTe IHCTPYKLiO Nepea BUKOPUCTAHHAM

/,
S
\

36epiraTn noogans Big AXepen Tenna i NPSIMOro COHSMHOro CBiTna.

36epiratn npu Temnepartypi:

BupobHuk:

YBara!

Mictutb GionoriyHMin MaTepian NOACLKOrO NOXO4KEHHS

@b ESD

MicTuTb GionoriyHMn maTtepian TBaPUHHOIO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHst KOMMOHEHTIB AMB. Y po3aini «MaTtepianu, Lo BxoaaTb 40 Habopy».

H Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
63128 Dietzenbach, HimeyuunHa

Ten.:
dakc:

EnekrpoH

+49 6074 23698-0
+49 6074 23698-900

Ha nowrTa: info.frankfurt@eu.goldstandarddiagnostics.com

canr:

Clinical.goldstandarddiagnostics.com
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