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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

Hantavirus IgM I®A npusHayeHuii 4na skicHoro BM3HadeHHst aHTuTin IgM npotu Hantavirus y cuposaTui abo nnasmi nogunHu
(umTpaT abo renapuH).

2. NPUHUUN AHANI3Y

AkicHe iIMyHObEepMeHTHE BU3HaYeHHs cneundidHux aHTuTin 6asyetbesa Ha metoauui IDA (iMmyHoepMeHTHUIN aHani3).
MikponnaHLweTn NokpuTi cneundiyHnMK aHTUreHaMmn ANns 3B’A3yBaHHA BignoBigHWX aHTUTIN 3paska. [icns NnpommMBaHHA NyHOK
ONs BMOANeHHs BCbOro He3B'A3aHOro marepiany 3paska AOAaeTbCA KOH'loraTt, MiveHun nepokcupasoro xpoHy (HRP). Uewn
KOH'loraT 3B'A3Y€TbCS i3 3axOnneHnMy aHTuTinamu. Ha gpyromy etani npoMmBaHHA He3B'A3aHWA KOH'loraT BUAansooTb. IMyHHUN
KOMMMEKC, YTBOPEHWI 3B’A3aHMM KOH’lOraTtoMm, Bi3yami3yeTbCs LUNSXOM AodaBaHHs cybctpaTy TeTpametunbeHsnguHy (TMB),
AKWIN A€ CUHIN NPOAYKT peakLji.

IHTEHCMBHICTb LIbOro MPOAYKTYy NponopuiiHa KinNnbKoCTi cneumdivHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTUI Komip KiHLEBOi ToYku. OnTuuyHy ryctuHy npu 450/620 HM 34MTylOTb 32 [AOMOMOrOH
npucTpoto Ang 34ntyBaHHA [PA MikponnaHLeTis.

3. MATEPIAJIN

3.1. PeareHTV B KOMMNMEKTi

MikponnaHweT:12 8-nyHKOBMX BiAPUBHUX CTPUNIB, MNOKPUTUX PEKOMOBIHAHTHUMKM aHTUreHamu |GAy, B
anoMiHieBIN onba3i, WO 3aKpMBAETLCS.

HIH| M: 1 donakoH, wo mictutb 100 mn docdatHoro bydepa (10 MM) ang posseaeHHs 3paska; pH 7,2 + 0,2;
anzunianceki IgG (RF Absorbent); nodpap6oBaHi B 3eneHui konip; rotoBuin 40 BUKOPUCTaHHS; Binuin koBnavok; <
0,0015% (_?6./06.) CMIT/MIT (3:1). ) . . .

OLCNT| CTONM: 1 dpnakoH, Wwo mictutb 15 mn cipyaHoi kncnotu, 0,2 Monb/mn; roToBUIN 40 BUKOPUCTAHHS; YEPBOHUN
KOBMAYoK.

WASH | BUF| 20x: 1 dpnakoH, Lo mictntb 50 Mn 20-kpaTHO KOHLEHTpoBaHoro gocdatHoro bydepa (0,2 M), pH 7,2
0,2, ana npomMmuBaHHA NyHoK; 6inun kosnayok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.
KOH'torat:1 donakoH, Lo mictutb 20 Mn MideHoro nepokcuaasoro aHTutina Ao IgM noguHw; y bocdatHomy
6¥cpe i_l(‘IO MM): 4epBOHOrO KONbOPY, TOTOBUWA A0 BUKOPUCTaHHS; YOPHWUIA KOBMAYOK. .

UB| TMB: 1 d)naKOH, O MICTUTb 15 mn 3,3, ,5'-TeTpameTmn6eH3M,q|/|Hy (TMB), < 0,1%; roToBuI 1O BUKOPUCTaHHS;
YKOBTUI KOBMAYOK.

1 KOHTPONb: 1 (hakoH, L0 MICTUTb 2 MIT KOHTPOIIO; noapGoBaHi B )OBTUI KONIp; rOTOBUM 10
Hs1; YepBOHMI koBnayok; < 0,02% (06./06.) MIT.

KoHTponb noporoeui:1 dnakoH, Lo MiCTUTb 3 M1 KOH_‘FpOJ'IPO; nochapboBaHi B XXOBTUI KOMip; rOTOBWUIA 0
BMKOPUCTaHHS; 3eneHni kosnayok; < 0,02% (06./06.) MIT.

HeratuBHMIM KOHTPONb:1 hrnakoH, Wo MiCTUTb 2 MN KOH:II'_pOJ'IPO; nocgap6oBaHi B XOBTWI KONip; rOTOBUA A0
BMKOPUCTaHHS; cuHin koBna4ok; < 0,0015% (06./06.) CMIT/MIT
(3:2).

3asBu npo Hebe3neky Ta 3acTepexeHHs amell.l.

3.2. Marepianu noctaBneHi
1 donbra ans NOKpPUTTA
1 IHCTpyKUif i3 3acTocyBaHHs (IFU)

3.3. Heo6xigHi maTepianu Ta obnagHaHHA
3unTyBay MiKPOI‘IJ‘IaHLIJeTiB I®A, o6nagHaHWi 4ns BUMIpOBaHHS NornvHanHa npy 450/620 Hv
InkybaTop 37°C
Py4yHe abo aBTomMaTnyHe obnagHaHHSA Ans NPOMUBAHHSA MiKPOMaHLIETIB
MineTkn ans poctasku o6’emiB Big 10 oo 1000 mMkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpaHopasoBi npobipku

4. CTIAKICTb TA 3BEPIFAHHSA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHTn cTabinbHi 40 TepMiHY NPUAATHOCTI, 3a3HAa4YEHOro Ha eTUKETL, 338 YMOBU
36epiraHHs npu 2...8 °C.

5. NIPUTOTYBAHHA PEATEHTIB

[yxe BaXnuBo AOBECTU BCi peareHTU Ta 3pasku o KiMHaTHoi Temnepatypu (20...25 °C) i nepemiwatn ix nepea
noYyaTkom TecTyBaHHs!

5.1. MikponnaHwer

Crpinu, WwWo po3pmBaTbCs, NOKPUTI pekoMBiHaHTHUMKU aHTureHamu I®Ay. Oapasy nicng BuaaneHHs CTpiniB peLTy CcTpiniB cnig,
3HOBY 3anevaTaTty B anoMiHieBY porbry pas3oM i3 ocyLlyBayem, WO noctavaeTbes, i 36epiratv npum 2...8 °C.

5.2. |WASH|BUF|20x |

P0o36aBUTUWASH| BUF|20x1 + 19; Hanpuknag, 10 MIWASH|BUF|20x+ 190 mn auctunboBaHoi Boau. PosseneHuin Gydep
(WASH | BUF| 1x) cTabinbHuii npoTsirom 5 AHIB Npu kiMHaTHiN Temnepatypi (20...25 °C). Y pasi nosiBu KpucTanis y KOHLEHTPaTI
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasHin 6aHi. [Jobpe nepemiwarite nepes po3BeeHHSIM.
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PeareHT roToBuin [0 BUKOPUCTaHHA i noBuHeH 36epiratucs npu 2..8 °C, 3axviieHomy Bia csitna. SUB|TMB mae Gytu
Ge3GapsHUM abo Maffu nerkui quHin BiaTiHOK. SIKLLO SUB | TMB CTa€ CUHIM, MOXNNBO, BiH 3a6pyAHEHNI | OTO CIIif, BUKUHYTH.

6. 36IP TA MNIATrOTOBKA 3PA3KIB

[nsa uboro aHanisy BUKOPUCTOBYMTE 3paskv cupoBaTkv abo nnasmu niognHn (umMtpaTt abo renapvH). AKLLO aHani3 MPOBOAUTLCA
npoTsarom 5 AHiB nicnsa BiaGdopy 3paskis, 3pa3ku NOBUHHI 36epiraTncsa npu 2...8 °C; iHakwe ix cnig po3ainuTi Ha anikeoTu Ta
36epiraTtu B rnnbokin samopoadi (-70...-20 °C). Akwo 3pasku 36epiraloTbCs B 3aMOPOXEeHOMY BUrMAgi, Aobpe nepemiwante
PO3MOPOXeEHi 3pasku Nepea TECTYBaHHAM. YHUKaWTe NOBTOPHOIO 3aMOPOXYBaHHS Ta PO3MOPOXYBaHHS. Tennosa iHakTmsauis
3paskiB He peKOMeHAYETbCS.

6.1. Po3BegeHHs 3pa3ka

n i ci 3pa3ku cnig po3basuty 1+100411| M. Po3paiite 10 mkn 3paska Ta 1 mnfin| My npoGipku Ans oTpvMaHHs
pmmnbm nepemilante 3a gonomoroto Buxposoro mikcepy.

7. NPOLUEONYPA AHATI3Y

[Mepen npoBeaeHHAM aHanisy yBaXkHO NpodMTanTe iHCTPYKLIIO i3 3aCTOCyBaHHSA. HaginHiCcTb pesynbTaTty 3anexuTb Big CyBOpOro
OOTPMMaHHSA IHCTPYKLUIT i3 3acToCyBaHHs, siK onnMcaHo. HaBegeHa Hux4e npoueaypa nepesipkyu nepesipeHa nuiie Ans pyvHol
npoueaypu. Npy BUKOHAHHI TECTy Ha aBTOMaTUYHUX cucTemax IPA Mu pekomeHayemo 36iNbLUMTY KPOKM MPOMUBAHHS 3 TPbOX
0o m’atm Ta o6’eMWASH| BUF| 1xBig 300 mkn pgo 350 mkn, wWo6 YHUMKHYTU edeKkTy npoMuBaHHs. 3BepHiTb yBary Ha
pos3ainll.MNepen novaTkOM aHamidy cnig peTenbHO po3pobuTh nnaH po3noginy Ta igeHTudikauii Ana BCix 3paskiB i
cTaHaapTiB/KOHTponiB (pekoMmeHAoBaHo AybnikaTtn). BubepiTb NOTPiGHY KiNbKIiCTb MiKpOTUTPALIHUX CTPiNiB abo NyHOK i BcTaBTe
ix y Tpumad. BukoHanTe BCi eTanuM aHanisy y BkasaHoMy nopsgky Ta 6e3 satpumok. [Ins [o3yBaHHSA  KOXHOro
CTaHAapTy/KOHTPOIMIO Ta 3pa3ka cnijg BUKOPUCTOBYBATM YUCTUIA OQHOPA30BUIA HAKOHEYHUK.

HanawTywnTe iHkyGaTop Ha 37 + 1 °C.

1. Posnoginite 100 Mkn cTaHaapTiB/KOHTPOMIB | pO3BEAEHMX 3pa3KiB y BiAMOBiAHI NyHkW. 3anuwTe nyHky A1 ans 6naHka
cybcTpary.

2. HakpunTte nyHku onbroto, LWo BXoANUTb 40 Habopy.

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

4. Komnu iHkybGauis 3aBeplieHa, 3HIMiTb onbry, acnipydTe BMICT NYHOK i NpoMuiATE KOXHY nyHKy Tpudi 300
MKNWASH | BUF | 1x. YHUKalTe NepervBiB 3 peakuiiHUX KOrNoAssiB. IHTepBan M NPOMUBaHHsM i acnipaLieto NoBUHEH
cTaHoBuTM > 5 cekyHn. HanpukiHui obepexHo BMaaniTh 3anuilkv PigvHA, NOCTYKYKOUM cTpinamu no abcopbeHTHOMY
nanepy nepeg HacTyrnmHUM Kpokom!

MpumiTka: MuTTa - ue BaxnuBo! HegoctaTHeE NPOMMBAHHS NPU3BOANTL 40 HU3bKOT TOYHOCTI Ta MOMUIKOBUX
pes3ynbTaTiB.

Posnoginite 100 Mkn KOH'toraTy B yCi NyHKK, KpiM nyHkM A1 ana 6naHka cy6eTparty.

IHkyGynTe 30 XB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggasaTtu BNAMBY NPSIMUX COHAYHUX NMPOMEHIB.
[MoBTOPITH KPOK 4.

Nosysatin 100 mki_ SUB[TMB B yci nyHkm.

IHKyOynTe piBHO 15 XB Npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi. CyHin konip BUHVMKae BHacnigok

depMeHTaTUBHOI peakLiii.

10. Josysatu 100 mkfi SOLN | CTOIlB yCi NyHKN B TOMY > NOPSAKY Ta 3 Ti€t0 X WBUAKICTIO, WO W AN SUB| TMB, Takum
YMHOM BiAOYBaA€ETLCH 3MiHA KOMbOPY 3 CUHBOTO Ha XXOBTUNA.

11. BumipsiiiTe nornuHanHHs npu 450/620 1M npoTsirom 30 xeunuH nicns AdnasardHs_SOLN| CTOM.

7.1. BwumiproBaHHA
Bigperyntonte npucTpivi Ansa 34mTyBaHHA MikponnaHweTiB I®A Ha Hynb 3a gonomoroto 6naHka cybcTpary.

© ®No .

FAKLLO 3 TEXHIYHUX NPUYUH NPUCTPIN ANa 34nTyBaHHs IPA MikponnaHweTiB He MOXHa HanawTyBaTV Ha HyMb 3a AOMOMOrO
OnaHka cybcTparty, BigHIMiTb NOr0 3HAYEHHS NMOMMMHAHHS 3 YCIiX iHLWMX BUMIPSIHMX 3HAY€Hb MOMMHAHHSA, Wob oTpumMaTy HagiviHi
pesynbTtaTn!

BumipsinTe nornMHaHHA BCiX NyHOK Npu 450 HM i 3anuWLWiTb 3HAYEHHS NOTMUHAHHSA AN KOXHOro CTaHA4apTy/KOHTPOMo Ta
3paska. PekoMmeHayeTbcsa BGixpomaTuyHe BUMIPIOBAHHA 3 BUKOPUCTAHHAM €TaNOHHOI AOBXUHM XBUNi 620 HM.

AKLWO MOXIUBO, po3paxyiTe cepefHE 3HAYEHHA NOTrNIMHaHHA ANs Beix ayonikaTi..

8. PE3YJIbTATH

8.1. BuKoHaunTe KpuTepii nepeBipku
[ns Toro, wob aHani3 BBaXkaBcs QiNCHUM, Crlig CyBOPO AOTPMMYBATUCA LIMX iHCTPYKLIM LLOAO BUKOPUCTAHHSA Ta Bignosiaatu
TaKUM KpUTEpisam:
) BnaHk cy6cTparty: 3HaueHHs nornvHaHHs < 0,100
HeratnBHum KoHTpOnb: 3HayeHHsA nornnHaHHa < 0,200 i < NOpOroBoro 3aHa4eHHs
KoHTponb noporoBui:3HayeHHs nornmHaHHsa 0,150 — 1,300
Mo3UTUBHUIM KOHTPOSb: 3HAaUYEHHS NOIMMHAHHA > MeXa
AKWo Ui KpuTepii He BiANOBIAATb, TECT HEAINCHUI | MOro HeOOXiAHO NOBTOPUTH.
8.2. MiapaxyHok pe3ynbTaTiB
paHnYHe 3HaYeHHs — e cepeHE 3HaYeHHA MOrfMHaHHSA BU3HaYeHb KOHTPOSIbHOrO NOPOroBOro 3Ha4YEHHS.

npuknag: 3HayeHHs NormuHaHHs MoporoBuii KOHTPOnb 0,44 + 3HaUYeHHs! MornMHaHHs MoporoBuii koHTponb 0,42 = 0,86 /
2=0,43

Moporose = 0,43
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Pe3synbTaTu B oAMHULAX

8.2.1. [HTOA]
3HaYeHHs NornMMHaHHS 3paska
(cepegHe) x 10 = [OgunHuui NovaTec = HTOA]
noporoee
npuknag; 1,591 x 10 = 37 HTO[
0,43
8.3. IHTepnpeTauin pesynbTatiB
10
HTOAO -
noporose
>11 MpucyTHi aHTUTINa NpoTn 36yAHMKa.
HTOA
BinbyBcst KOHTAKT 3 aHTUreHoMm (36yaHMKOM abo BaKkLMHOLMO).
[O3UTUBHUI
AHTWTINA NpoTK 36yaHMKa YiTKO BUSBUTW HE BOANOCS.
9-11HTO[
PekomeHOyeTbCA MOBTOPUTY TECT 3i CBIXKMM 3Pa3koM vepes 2-4 TUXKHI.
ICYMHIBHUI
3pasok He MICTUTb aHTUTIN NPOTU 30yAHUKA.
<9 HTOL
MonepeaHin KOHTaKT 3 aHTUreHoM (36yaHMKOM abo BaKLMHOK) MaronMoBIpHUIA.
HeratnBHUn
[iarHo3 iHdeKUiNHOro 3axBoOpOBaHHsi HE MOXHAa BCTAHOBIOBATU HA OCHOBI OQHOTO pe3ynbTaTy AocnigKeHHs. HeobxigHo
NocTaBUTW TOMHUI fiarHo3
B3ATM [0 yBaru KniHiyHy iCTOpito, CUMNTOMAaTKKY, @ TakoX CepOonorivHi AaHi.
Y naujeHTiB 3 ocnabneHuM iMyHITETOM i HOBOHaPOAXXEHWX CePONOrivHi AaHi MatoTb Nue obMexeHe 3Ha4YeHHs.

8.3.1. I3oTunu aHTUTIN | cTaH iHdekuil

3HauuMmicTb
Ceponoris

XapakTtepucTmka NePBUHHOI peakuii aHTUTIN
IgM Bucokuii Tutp IgM 3 H13bkum TuTpoMm IgG: — CBig4MTE NPO NOTOYHY abo HelloAaBHHO iHekLito
Pigko: — cTinkun IgM

XapakTtepucTmka BTOPUHHOI peakuii aHTuTin
19G Moxxe 36epiraTncs NpOTArom AeKinbKOX POKiB
Bucokuii Tutp 1gG 3 HU3bkMM TUTPOM IgM: — MOXXe BkadyBaTh Ha iHEKLi0 B MUHYIOMY

9. CMELUN®IYHI XAPAKTEPUCTUKU

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

9.1. TouHicTb

B aHani3i n CepeaHe (E) Cv (%)
#1 24 0,649 411
#2 24 1,322 3.24
#3 24 1,064 4.29
Mix CepegHe
aHanizamu n (HTOQO) Cv (%)
#1 12 23.49 12.94
#2 12 15.31 12.08
#3 12 0,73 12.86
9.2. [iarHocTnyHa cneumndivHicTb

[iarHocTnyHa cneunivHiCTb BU3HAYaETLCS K MMOBIPHICTb HEraTUBHOMO pesynbTaTy aHanidy 3a BiACYTHOCTI KOHKPETHOro
aHanity. Lle 99,03 % (95 % posipuun iHTepsan: 94,71 % - 99,98 %).

9.3. [OiarHocTu4Ha 4yTNUBIiCTb

[iarHoCcTnYHa YyTNUBICTb BU3HAYAETLCS SK MMOBIPHICTb MO3UTUMBHOIO pesynbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro
aHanity. Lle 96,3% (95% pnosipuui iHTepBan: 89,56% - 99,23%).
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9.4. Bnnus

Bnnue 3 remoniTmyHnMu, ninemivyHMMm abo KOBTSHUYHMMM 3paskaMm He CnocTepiralTbes A0 KoHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn 6inipy6iHy.

9.5. MepexpecHa peakTUBHICTb

HocnigXeHHs naHeni 3paskiB i3 aKTUBHICTIO aHTUTIN 40 NOTEHUIVHO NepexpecHo pearyoymnx napameTpis He BUSBUIO
iCTOTHMX AoKasiB XMOHOMNO3NTMBHUX Pe3ynbTaTiB Yepe3 NepexpecHi peakLji.

10. OBMEXEHHA NPOLIEAYPU

BakrepianbHe 3abpyaHeHHsS abo NOBTOPIOBAHI LIMKMM 3aMOPOXYBaHHSI-PO3MOPOXKYBaHHS 3pa3ka MOXYTb BIMUHYTU Ha
3HaAYEHHSI NOTTIMHAHHS.

11. SACTEPEXEHHSA TA NOMNEPEMXXEHHA

HeobxigHO cyBOpO [OTpuUMyBaTMCA MNpouenypy TecTyBaHHS, iHdopmauii, 3anobikHux 3axodiB i nonepemxeHb,
HaBedeHNX B IHCTPYKUiAX i3 3acTtocyBaHHHA. BukopuctaHHa HabopiB TecTiB 3 aHanizatopamy Ta MogibHUM
obnagHaHHAM mMae OyTu nepesipeHo. Byab-ski 3MiHM B Au3aliHi, cknagi Ta npouenypi TeCTyBaHHSA, a Takox Oyab-sike
BMKOPUCTaHHSA B NOEAHAHHI 3 iHLWMMW NpoayKTaMu, He CXBarleHUMK BUPOOHMKOM, 3aDOPOHEHI; KOpUCTyBay cam Hece
BiQNOBIAANbHICTL 3a Taki 3MiHW. BMpPOOHMK He Hece BiAMOBIOANbHOCTI 3a MOMMUIIKOBI pe3ynbTaTv Ta BUNAdKM 3 LMX
npu4vH. BUpoBHKK He Hece BianoBiaanbHOCTI 3a Byab-aKi pesynbTaTi BisyarnbHOro aHanisy 3paskis naujieHTis.

Tinbkn Ans giarHoCTUKKM in vitro.

Yci maTepianu noacbkoro UM TBapUHHOTO MOXOMXKEHHS chif po3rnagaT Ta 06pobnsaTn Sk NOTEHLINHO iHADEKLinHi.

YCi KOMNOHEHTMN NIOACHKOrO NOXOMKEHHS, SKi BUKOPUCTOBYHOTLCA ANS BUPOOHMLTBA LMX peareHTis, Oynun nepesipeHi

Ha aHTuTiNa go BIJ1, aHtutina go BI'C ta HBsSAg i 6ynu B13HaHi HepeakTUBHUMM. _—

He 3amiHtonTe peareHTy abo MikponnaHLWeTy pi3HWX NapTin BUpOOHMLTBA. ] .

Pasom 3 peareHTamm LUbOro TeCT-Habopy He MOXHa BUKOPVUCTOBYBaTU peareHT iHW1X BUPOGHUKIB.

He BUKOpMCTOBYIITE peareHTH Nicna 3aKiH4eHHA TEPMiHY NPUAATHOCTI, 3a3HAYEHOrO Ha eTUKETL.

BukopucToBYy#iTE NiALLIE YNCTI HAKOHEYHMKYM NINETOK, 403aTopy Ta nabopaTopHui nocya.

He MiHsMTe rBUHTOBI KPULLIKV (hNAKOHIB 3 peareHTamm, o6 YHUKHYTU NepexpecHoro 3abpyaHeHHs. .

LLinbHo 3akpuiiTe donakoHn 3 peareHTammn ogpasy nicnsa BUKOPUCTAHHS, LWOO YHUKHYTU BUNAPOBYBaHHS Ta MikpOBHOro
3abpyaHEeHHS.

lMicns nepLioro BiAKPUTTA Ta nodanbLuoro 3bepiraHHs nepesipTe hNakoHU 3 KOH'IoraTtom i cTaH4apTOM/KOHTPONEM Ha
HasiBHICTb MikpOoBOHOro 3abpyaHeHHs nepes noganbluMM BUKOPUCTaHHAM.

LLlo6 yHWKHYTK nepexpecHoro 3abpyaHeHHs Ta XMBHO MiABULLIEHNX pe3ynbTaTiB, NiNneTynTe 3pasku NauieHTiB i 4O3ynTe
FeareHTM, He PO30PU3KYIOUM TX aKypaTHO B NYHKM. . ] } .
PA npmaH(%qu)mm nvwe ans keanigikoBaHOro nepcoHany, ki 4OTPUMYETbCA CTaHAapTiB HaNeXxHoi nabopaTopHOI
npaktuku (GLP).

J:l,nﬂ6nonanbmoro BHYTPILLUHBOrO KOHTPOIIO SKOCTi KOXHa rlabopaTtopis NoBUMHHA AOAATKOBO BUKOPWCTOBYBATM BiAOMi
npo6w.

11.1. MNpasuna 6e3neku Ans peareHTiB, WO MicTATL HEOE3NeYHi pevyoBUHU

PeareHtn moxyTb mictut CMIT/MIT (3:1) a6o MIT (ous3.1).
ToMy 3aCTOCOBYHOTLCS HACTYMHI MONOXEHHs1 Npo HeGe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxe BUKNMKaTK LLKIpHY anepriyHy peakLito.
P261 YHUKanTe BOMXaHHS CNpeto.
P280 Opsrante 3axmcHi pykaBUYKU/3aXUCHWI OAST.

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

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

3HATW 3abpyaHEeHWIA oadr | BUNpaTy MOro nepes NoBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHTn MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH (ame.3.1).
Tomy 3aCTOCOBYHOTLCA HACTYMHI MOMOXEHHS NPO HebGeaneky Ta 3anobikHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LKipw.
H319 Buknukae cepnosHe noapasHeHHs oYen.
P280 Opsrante 3axXUCHi pyKaBUYKU/3aXUCHUIA OOsr.
Y PA3I NOTPAMTAHHA HA LWKIPY: npoMnT BENKKOIO KiNbKICTIO BOAM 3
P302+P352 MUJSIOM.

MPU NONALOAHHI B OYl: O6epexxHo npoMuiiTe BOAO NPOTArOM KiNlbKOX
P305+P351+P338 xBunuH. Buganutu KOHTaKT

NiH3K, SKLWO BOHM € Ta iX Nnerko 3pobutn. MpoaoBxynTe NONOCKaHHS.
P337+P313 FAKLI0 nogpa3HeHHs 04en He NPoXoanTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLiio MOXHa 3HalTK B nacrnopTi 6e3neku.

11.2. 3ayBaxeHHs Wopo yTunisauii

3anuwikn XiMiYHMX pevYoBMH i MpenapaTiB 3a3Buyai BBaXalTbCs HebGesneyHMMM Biaxogamu. YTumisauis Takoro poay
BiAX0AiB PerynoeTbCs HauioHanbHUMW Ta perioHanbHMMK 3akoHaMu Ta npaBunamu. 3B'sKiTbCA 3 MiCLLEBMMM OpraHamm
Bnaaun abo komnaHisiMy 3 yTunisauii Bigxoais, siki HaaaayTb nopaau Wwoao ytunisauii HeGe3neyHux Biaxoais.

IHcpopmauito npo nakysBanbHi MaTepianu gme. y po3gini NMAKYBAJIbHI MATEPIAJIA.
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12. IHOOPMALUIA ANnA 3AMOBJIEHHA

REF HANMO670 DA IgM (96 BM3HaYeHb)
CKOPO4YEHHA
CMIT 5-xnop-2-meTun-4-izotiasoniH-3-oH
MIT 2-meTun-2H-isoTtiazon-3-oH

NMAKYBAJIbHI MATEPIAJIN

PAP 21 PAP 21

)
)

PAP 22

|soLN|[cTON| |WASH|BUF[20x| |SuB|TMB| |a4m|M|

[coni] [coNTROL[+]| [koHTPoOnb]l [BIAPIZATH

| PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

CONC KoHueHTpar

LYO JliopinizoBaHum

IVD Megu4Hui npucTpin gns giarHoCTuku in vitro
? OUiHOYHWIT HaBip

MpounTanTe IHCTPYKLilO Nepea BUKOPUCTAHHAM

/,
S
\

36epiraTn noogans Big AXepen Tenna i NPSIMOro COHSMHOro CBiTna.

36epiratn npu Temnepartypi:

BupobHuk:

YBara!

MicTutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

@b ESD

MicTuTb GionoriyHWMn maTtepian TBaPUHHOTO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. Y po3dini «MaTtepianu, Wo BxoaaTb 40 Habopy».
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PE3IOME NMPOUEAYPU OOCNIAXEHHA

CXEMA OOoCNIOXEHHA

I®A IgM

MigroToBKa Ao aHanisy

Migrotynte peareHTU Ta 3pasku, sIK ONm1caHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4nsi BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPALIIMHUX CTPUNIB abo NYHOK i BCTaBTE iX y TpUMau.

Mpouenypa aHanisy

BnaHk
cybectpaty | HeratusHum | MNoporosuin . 3pasok
[03NTUBHWA | (hos6asneHmit
(A1) KOHTPOIJIb |KOHTPOIb [KOHTPOJ1b 1+100)
HeratneHun
KOHTPOIb - 100 MKkn - -
KoHTponb
NnoporoBui - - 100 MKkn - -
Mo3nTuBHUI
KOHTPOnNb - - 100 MKkn -
Spasok - - - 100 mkn
(po3baBneHuii
1+100)
Hakpuinte nyHku doonbroto, Wwo BXoanTb
00 Habopy
IHKyOynTe npotArom 1 roauHu npu
37+£1°C
Mpomuiite KoXHy nyHKy Tpudi 300 Mmkn |WASH| BUF | 1x |
KoH’toraT - 100 mkn 100 mkn 100 mkn 100 mkn
IHkyOGynTe 30 XB npu KiMHaTHin TemnepaTypi (20...25
OC)
He nigpgaBaTtu BNNUBY NPSAMUX COHAYHUX
NPOMEHIB
MpomuinTe KoXHy nyHKy Tpudi 300 Mkn~ |WASH| BUF | 1x |
|SUB|TMB | 100 MKn 100 mMKn 100 mMKn 100 mMKn 100 mkn

IHKyGynTe piBHO 15 XB npu KiMHaTHiK TemnepaTtypi (20...25 °C) y TempsaBi

|SOLN| crton |

100 mkn

100 mkn

100 mkn

100 mkn

100 mkn

doTomeTpunyHe BUMiptoBaHHSA rpu 450

HM

(pedepeHTHa foBXMHA XBUIi: 620 HM)

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

+49 6074 23698-900

Wl

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

canr:
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