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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

Leptospira IgG I®A npusHaveHnin onsa SkiCHOro BM3Ha4YeHHs aHTUTIN knacy IgG npotu Leptospira spp. B cupoBaTui abo nnasmi
NoanHU (renapwvH).

2. NPUHUUN AHANI3Y

AkicHe iIMyHObEepMEHTHE BU3HaYeHHS cneundidHux aHTuTin 6asyetbes Ha metoaumui IDA (iMmyHoepMeHTHUIN aHanis).
MikponnaHLweTn NokpuTi cneundgiyHMMK aHTUreHaMmn ANns 3B’A3yBaHHA BignoBigHWX aHTUTIN 3paska. licns npomMmMBaHHA NyHOK
ONs BMOANeHHs BCbOro He3B'sA3aHOro marepiany 3paska AOAaeTbCA KOH'loraTt, MiveHun nepokcupasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3YeTbCA i3 3aXOnneHnMu aHTuTinamu. Ha gpyromy etani NpoMuBaHHA HE3B'A3aHWIA KOH'loraT BUAansaTb. IMyHHUI
KOMIMNEKC, YTBOPEHUIN 3B’A3aHMM KOH’loraToM, Bi3yani3yeTbCs LUNSXOM AofaBaHHA cybetpaty TetpameTunbeHsmauHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY MPOMOpLiiHa KinNbKOCTi crneumdiyHnx aHTuTin y 3pasky. Wo6 3ynuHuTn peakuito, noparoTb
cipyaHy kucnoty. Lle cTBOptoe XOBTUIM KOMip KiHUEBOI TOYkM. ONTuu4Hy ryctuHy npu 450/620 HM 34MTylOTb 32 AOMNOMOrOH
NpuCTpoto ANng 34ntyBaHHA |PA MikponnaHLieTis.

3. MATEPIAJIN

3.1. PeareHTn B Habopi

MikponnaHweT:12 po36ipH1X 8-NyHKOBUX CTPUMIB, MOKPUTUX aHTUreHamu Leptospira; B antoMiHieBil ¢ponbai, Wwo
3aKpVBAETLCA.

%)J‘IaKOH, wo mictutb 100 Mn doccpatHoro Bydepa gIO MM) ons po3seneHHs 3paska; pH 7,2 £ 0,2;
00
OGN

0BaHi B )XOBTWI KOMip; roTOBUIA BUKOPUCTOBYBATH; Ginni koBna4vok; < 0,0015% (06./06.) CMIT/MIT (3:1). _
CTONM: 1 pnakoH, o mictuTb 15 Mn cipyaHoi kncnotu, 0,2 Monb/mn; roTOBUIN A0 BUKOPUCTAHHS; YEPBOHUN
KOBNaYoK.

WASH | BUF| 20x: 1 cbnakoH, o mictutb 50 Mn 20-KkpaTHO KOHLEeHTpoBaHOro docdaTtHoro bydepa (0,2 M), pH 7,2 +
0,2, 4na npomMmnBaHHs NyHKuUB; G6inNuii koBna4ok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-giokcaHy.

KoH'toraT:1 cpnakoH, Wwo micTutb 20 Mn MiveHoro nepokcmnaasoto aHtutina Ao IgG noanHn y pocchatHomy 6ydpepi (10
MSW'BTQF(BIaBp OBaHi B CMHIll Konip; roTOBUI 40 BUKOPUCTAHHSI; YOPHUIA KOBMAYOK.

: 1 pnakoH mictuTb 15 Mn 3,3',5,5'-TeTpameTmn6eH3mnMHy (TMB), < 0,1 %; roToBuiA 0O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

1 KOHTPONb: 1 (hrakoH, L0 MICTUTb 2 MIT KOHTPOIIO; noapGoBaHi B XKOBTUIA KOMip; rOTOBUM 10
Hs1; YepBOHUWI koBnayok; < 0,02% (06./06.) MIT.

KoHTponk noporoeui:1 dnakoH, Lo MiCTUTb 3 M1 KOH_‘I:pOJ'IPO; nochapboBaHi B XXOBTWI KOMip; rOTOBWUIA 0
BMKOPUCTaHHS; 3enexun koenavok; < 0,02% (06./06.) MIT.

HeratuBHMI KOHTPONb:1 hrakoH, Wo MICTUTb 2 MN KOHTPOIO; nodapboBaHi B XXOBTUI KOMip; rOTOBMIA A0
BMKOPUCTaHHS; cuHii koBna4ok; < 0,0015% (06./06.) CMIT/MIT
(3:2).

3asBu npo Hebe3neky Ta 3acTepexeHHs amell.1

3.2.  Marepianu noctaBneHi
1 donbra gns NOKpUTTS
1 IHCTpyKuif i3 3acTocyBaHHs (IFU)
3.3. Heo6xigHi maTepianu Ta obnagHaHHA
3unTtyBay mikponnaHwerTis IPA, obnagHaHuii Ana BUMIPOBaHHS nornuHanHs npu 450/620 Hm
InkybaTop 37 °C
PyyHe abo aBTOMaTu4He obnagHaHHA ANS MPOMUBAHHA MiKpOnaHLWeTiB
MineTkn ana poctasku o6’emiB Big, 10 Ao 1000 mkn
Buxposun 3miwyBay npobipok
OvcTtunboBaHa Boga
OpaHopasoBi npobipku

4. CTIUKICTb TA 365EPIFAHHSA

36epiratn Habip npwu 2...8 °C. Po3kpuTi peareHTu cTabinbHi 4O TepMiHY NPUAaTHOCTI, 3a3Ha4Y€HOro Ha eTUKEeTLi, 3a yMOBH
36epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEATEHTIB

[yxxe BaXNMBO OOBECTM BCi peareHTu Ta 3pasku o KiMHaTHoi Temnepatypu (20...25 °C) i nepemiwatu ix nepea
noYaTkom TeCTyBaHHS!

5.1. MikponnaHwer

Crtpinu, Wo BigpuBaKTbCH, MOKPUTI aHTUreHamm Leptospira. Ogpasy nicns BuAaneHHsa CTpiniB pewTy CTpiniB cnig 3HOBY
3anevaTaTty B antoMiHieBY honbry pasoM i3 ocyLlyBayemM, Lo nocTayvaeTbes, i 36epiratv npu 2...8 °C.

5.2. |WASH|BUF|20x |

Po3baButt WASH|BUF|20x1 + 19; Hanpuknaa, 10 MAWASH|BUF|20x+ 190 mn auctunboBaHoi Boau. PossegeHuit Gydep
(WASH | BUF| 1x) cTabinbHuiA npoTsrom 5 AHIB Npu kiMHaTHi Temnepatypi (20...25 °C). Y pasi nosiBu KpucTaniB y KOHLEHTPaTI
nigirpivite po3ynH go 37 °C, Hanpuknag, Ha BoasHi 6aHri. [Jobpe nepemiwarite nepen po3BeeHHsM.

5.3. [SUB[TMB |

PeareHT rotoBuin [0 BWKOPUCTaHHs i nosuHeH 36epiratucs npu 2.8 °C, 3axuweHomy Big csitna. SUB|TMB mae GyTu
6e3bapBHNUM ab0 Mafiu Nerkun guHin BiaTiHOK. AKLWO SUB| TMB cTa€ CUHIM, MOXITMBO, BiH 3a0pyAHEHWI | KOro crig BUKUHYTHU.
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6. 36IP TA NIArOTOBKA 3PA3KIB

[nsa uboro aHanisy BUKOPUCTOBYINTE 3pasku cMpoBaTkM abo nnasmu (renapuH) MioavmHW. AKLLO aHanis MPOBOAUTLCA NPOTAroM 5
JOHiB nicns Bigbopy 3pa3skiB, 3pa3ku NOBUHHI 36epiratucsa npu 2...8 °C; B iHWOMY BUNAAKy iX crig po3ainMTi Ha anikBoTw i
36epiraTn B rmmbokin 3amoposui (-70...-20 °C). Axwo 3pasku 36epiraloTbCsi B 3aMOpPOXEHOMY BUrMAai, 4obpe nepemiwanTe
PO3MOPOXEHI 3pasku nepen TeCTYyBaHHAM. YHUKaWTe NOBTOPHOrO 3aMOPOXYBaHHS Ta PO3MOPOXYBaHHS. Tennosa iHakTueauis
3paskiB He peKOMEeHAYETLCS.

6.1. Po3BeneHHs 3pa3ka

Mepen aHanisom yci 3pasku cnig postasutn 1+100DIL. PosganTte 10 mkn 3paska Ta 1 mMnDIL y npobipkn Ans OTpMMaHHA
po3uunHy 1+100 i peTenbHO NepemillariTe 3a 4OMNOMOroK BUXPOBOro Mikcepa.

7. NPOLUEANYPA AHATNI3Y

Mepen npoBefeHHAM aHanidy yBaXkKHO NpovuTanTe iHCTPYKLUIlO i3 3acTocyBaHHs. HaginHicTe pesynbTaTty 3anexuTb Big CyBOPOro
OOTPMMaHHSA iHCTPYKLIT i3 3acTOCyBaHHs, sk onucaHo. HaBepeHa Hwx4e npoueaypa nepesipku NepesipeHa nuiie Anst pyyHoi
npoueaypv. AKLWO BUKOHYBaTK TECT Ha

I®A aBTOMaAT MW pEKOMEHAYEMO 30iNbLUMTU KiNbKICTb CTYMEHIB NPaHHA 3 TPbOX 40 M'ATK Ta 06’emM
Big 300 mkn oo 350 Mkn, Wwo6 yHUKHYTK edeKTy NpoMmnBaHHA. 3BepHiTb yBary Ha po3ginlilliepen noyaTtkom
3 |WASH|BUF| 1x aHaniay,

cnig peTenbHO po3pobuTu NnaH pPo3NOBCIOMKEHHNA Ta iAeHTMdIKauiil Ana BCix 3paskiB i cTaHAapTiB/KOHTPONiB (pekoMeHAoBaHo
aybnikaTtn). BubepiTb NOTPiGHY KiNbKiCTb MiKpOTUTPaUiNHKX CTpiniB abo NyHOK i BCTaBTe iX y TpyMau.

BukoHawnTe BcCi eTanu aHanidy y BkazaHoOMy Nopsaky Ta 6e3 3aTpuMok.
[na 0o3yBaHHSA KOXHOro CTaHAapTY/KOHTPOMIO Ta 3paska Crif BUKOPUCTOBYBATH YUCTUIN OQHOPA30BUIN HAKOHEYHUK.
HanawrtywTe iHkyb6aTop Ha 37 £ 1 °C.

1. Posnoainite 100 mkn cTaHAapTiB/KOHTPONIB | po3BeAeHMX 3paskiB y BiANOBIAHI NyHkU. 3anuwTe nyHky A1 ana 6naxka
cybeTpary.

2. Hakpunte nyHku conbroto, LWo BXoauTb A0 Habopy.

3. InkybymnTe 60 + 5 xB npn 37 £1 °C.

4. Konu iHkybauisa 3aBeplleHa, 3HIMITb donbry, acnipymte BMICT FMyHOK i MPOMUITE KOXHY nyHKy Tpuyi 300
MKNWASH | BUF| 1x. YHUKaiTe NepenuBiB 3 peakuiHWX NyHoK. IHTepBan Mk NpoMuBaHHSM i acnipauielo NoBUHEH
cTaHoBuTK > 5[ cekyHa. HanpukiHui o6epexHo BMaaniTe 3anvku piguHK, NoCTyKyoun cTpinamu no abcopbeHTHoOMy
nanepy nepeg HacTyrnHUM Kpokom!

MpumiTtka: MuTTsa - Le BaxnmBo! HegocTtaTHE NPOMMBAHHA NPU3BOAMTbL A0 HU3bKOT TOYHOCTI Ta MOMUIKOBUX
pe3ynbTarTiB.

Posnoainite 100 mMkn KOH'toraTy B yCi NyHKM, KpiM nyHkn A1 ans 6naHka cybeTparty.

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

Josysatn 100 Mk SUB|TMB B yci NyHKW.

IHKyOynTe piBHO 15 XB npm KiMHaTHIN TemnepaTypi (20...25 °C) y TempsaBi. CvHin konip BUHMKaE BHaCmMigok
epMeHTaTMBHOI peakLii.

10. [osysaTi 100 mkfi SOLN]CTOI B yci nyHki B TOMy X NOpSAKY Ta 3 Tieko X WBNaKicTo, wo i ans SUBJITMB, Takum
YMHOM BiAOYyBa€eTbLCHA 3MiHA KOMbOPY 3 CUHLOTO Ha XOBTUN.
11. BumipsiTe nornuHaHHs npu 450/620 HM npoTsirom 30 XBUIWH Nicnst AoAaBaHHa SOLN| CTOTr.
7.1. BwumiproBaHHA
Bigperyntoite npucTpii 4ns 34nMTyBaHHSA MikponnaHweTiB IOA Ha Hynb 3a gonoMoroto 6naHka cybeTparty.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANs 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaT! Ha HyMb 3a JOMOMOrOH0
6naHka cybcTpary, BigHIMITb MOro 3HaYEHHSI NOMMMHAHHS 3 YCiX iHLUUX BUMIPAHUX 3HAaY€Hb MOrMWHAHHS, LWo6 oTpuMaTi HaginHi
pesynbTtaTn!

BumipsanTe nornvMHaHHA BCiX NyHOK Npu 450 HM i 3anuLLiTh 3HAYEHHS NOTMUHAHHA ANs KOXKHOTO CTaHA4apTy/KOHTPOMo Ta
3paska.

PekomeHayeTbecs GixpomaTuyHe BUMIpIOBAHHS 3 BUKOPUCTaHHSAM €TanoHHOI AOBXMHN XBUMi 620 HM.
AKwo MoxnuBo, po3paxynTe cepegHE 3HAYEHHA NOTNMHAHHA AN BCix AyonikaTis.

8. PE3YJIbTATH

© o N o’

8.1. BuKoHauTe KpuTepil nepeBipkn

Onsa Toro, wo6 aHani3 BBaXaBcs AiNCHUM, Cri CyBOPO AOTPUMYBATUCA LMX iHCTPYKLINM LOAO BUKOPUCTAHHSA Ta BignoBigaTtu
Taknm KpuTepisam:
BnaHk cy6cTpaTy:3HaveHHs nornuHaHHsA < 0,100

HeratmBHUM KOHTpONb: 3Ha4yeHHs nornnHaHHsa < 0,200 i < NOporoBoro 3Ha4YeHHs
KoHTponb noporoBun:3Ha4veHHs nornnHaxdHsa 0,150 — 1,300
Mo3nTMBHUI KOHTPONb: 3Ha4YEHHS NOrMNHAHHSA > NOPOroBOro
AKLWO Ui kpUTepii He BiAMOBIAAOTb, TECT HEQINCHUI | MOro HEOOXIAHO NOBTOPUTY.
8.2. TippaxyHoOK pe3ynbTaTiB
paHWYHEe 3HAYEHHHA — Le cepeHE 3Ha4YeHHS MOrNMHaHHSA BU3HAY€Hb KOHTPOSTBHOMO NMOPOrOBOrO 3HAYEHHS.
npuknag; 3Ha4veHHs nornuHaHHa MNMoporosuii KOHTponb 0,44 + 3Ha4YeHHS NOrnNuHaHHA MNoporosuii
KoHTponb 0,42 = 0,86 / 2 = 0,43 lNoporose 3Ha4eHHa = 0,43
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8.2.1. PesynbtaTtu B oguHuuax [HTOM]
3Ha4yeHHs NornMHaHHSA 3pas3ka

(cepegHe) x 10 = [OamHuui Novatec = HTO[]
noporose
npuknag: 1,591 x 10 = 37 HTO
0,43
8.3. IHTepnpeTauia pe3ynbTartiB
10
[Toporose HTOQO -
>11 HTOA MpuvcyTHI aHTUTINa NpoTu 30yaHMKa.
Mo3UTUBHMI Binbysca KOHTaKT 3 aHTUreHOM (36yaHUKOM ab0 BaKLMHOI).
9— 11 HTOf AHTUTINA NpOTK 30yaHMKA YiTKO BUSIBUTU HE BOANOCS.
CyMHiBHUI PekomeHAyeTLCA NOBTOPUTH TECT 3i CBKUM 3paskoM Yepes 2-4 TUKHI.
<9 3pasok He MICTUTb aHTUTIN NpoTK 36yaHuKa.
HeraTveHui HTOA MonepeaHin KOHTaKT 3 aHTUreHOM (36yaHUKOM abo BaKLMHOK) MarioiMOBIPHUA.
jarHo3 iHbeKLinHOro 3axBopoBaHHS He MOXHa BCTAHOBMIOBATU HA OCHOBI OAHOro pe3ynbTaTy AocnigkeHHs. HeobxigHo
p peasy. Yy
NoCcTaBUTW TOMHUI fiarHo3
B34TM 40 yBaru KniHiyHy iCTOpito, CAMATOMATUKKY, a TaKoXX CeposioriyHi AaHi.
Y naujeHTiB 3 ocnabneHum iMyHITETOM | HOBOHAPOXKEHMX CEPOSIONivHi AaHi MatloTb e 0OMeXeHe 3Ha4YEHHS.

8.3.1. I3oTunu aHTUTIN i cTaH iHdeKuil

Ceponoris 3HaummicTb

XapaktepucTmka NepPBUHHOI peakLii aHTUTIN
IgM Bucokuii Tutp IgM 3 HU3bkuM TUTpom IgG: — cBigYMTL NPO NOTOYHY abo HeLloAaBHIO iHEKL O
Pigko: — cTivikuin IgM

XapakTepucTvka BTOPUHHOI peakuii aHTuTin
19G Moxke 36epiraTucs NpoTAroM AeKinbKOX pokiB
Bucokui Tutp 1gG 3 HU3bkuMm TUTPOM IgM: — MOXe BkasyBaTuh Ha iHheKUito B MUHYNoMy

9. CNEUUNDIYHI XAPAKTEPUCTUKU

PesyanaTM Bi,CI,HOCFITbCFI 0o rpyn ,ElOCJ'Ii/:l,)KyBaHVIX 3paSKiB; ue He FapaHTOBaHi XapaKTepUCTUKA.
9.1. Tou4HicTb

B aHanisi n CepegHe (E) CV (%)
#1 24 0,470 2,95
#2 24 0,782 6.50
#3 24 0,460 3.49
Mix CepegHe

aHanizamm n (HTOL) CV (%)
#1 12 19.60 4.87
#2 12 12.72 9,64
#3 12 3,99 4,85

9.2. [OiarHocTn4yHa cneymndivHicTb

[iarHocTnyHa cneundivHiCTb BU3HAYaeTbCa K MMOBIPHICTb HEraTUBHOMO Pe3yrnbTaTy aHanidy 3a BiACYyTHOCTi KOHKPETHOro
aHanity. Le 97,37% (95% posipuunii iHTepean: 86,19% - 99,93%).

9.3. [iarHocTM4Ha YyTnNMBIiCTb

[iarHoCcTMYHa YyTNMBICTE BUSHAYAETLCA K MMOBIPHICTL MO3UTUBHOIO pe3ynbTaTy aHarni3dy B NPUCYTHOCTi KOHKPETHOro aHarniTy.
Lle 100% (95% posipuunii iHTepean: 93,4% - 100%).

9.4. Bnnus

Bnnue 3 remoniTmyHnMu, ninemivyHMMm abo KOBTSHUYHMMM 3paskamm He CMoCTepiraTbes A0 KoHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepwmais i 0,5 mr/mn Ginipy6iHy.

9.5. MepexpecHa peakTUBHICTb

He MoXHa BUKMHOYUTY, LLLO aKTMBaLis NoniknoHansHMx B-kniTuH, iHgykoBaHa Bipycom EnwTtenHa-Bapp (EBV) abo npucyTHicTb
peBMaTOIgHMX haKTOPIB, MOXe NPU3BECTUN A0 XMOHONO3UTUBHUX pe3ynbTaTiB Ha aHTuTina IgG o nentocnip.

10. OBMEXXEHHA NMPOLELQYPU

BakTepianbHe 3a6pyaHeHHs1 a0 NOBTOPHOBaHI LMK 3aMOPOXKYBaHHS-pO3MOPOXKYBAHHSI 3paska MOXYTb BMIIMHYTU Ha
3HAYEHHS NOTrMUHAHHS.
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11. SACTEPEXEHHA TA NOMNEPEMXEHHA

HeobxigHo cyBopo [OTpUMyBaTUCS NpoLeaypy TeCTyBaHHs!, iHhopMaLii, 3anobibkHMX 3axofiB i nonepeakeHb, HaBeAeHMX
B iHCTPYKUISX i3 3acTOCyBaHHs. BukopucTaHHs HabopiB TecTiB 3 aHanisatopamy Ta nodibHMM obnagHaHHsaM mae GyTtn
nepesipeHo. byab-Aki 3MiHWM B An3aiiHI, cknagi Ta npoueaypi TeCTyBaHHS, a Takox Byab-gke BUKOPUCTaHHA B NOEOHaHHI 3
iHLUMMW NPOAYKTamMK, He CXBarleHMMM BMPOOHMKOM, 3aDOpPOHEHI; KOPUCTYBay caM Hece BiAnoBiganbHICTb 3a Taki 3MiHW.
BupoGHMK He Hece BiONOBIAanbHOCTI 3a MOMUNKOBI pe3ynbTaTv Ta BuNagkn 3 LUMX MNpuYmH. BrvpobHuk He Hece
BiANoBiAanbHOCTI 3a 6yab-AKi pe3ynbTaTh BidyanbHOro aHanidy 3paskiB nauieHTiB.

Tinbkvn ons AiarHOCTUKM In vitro.

Yci maTepiany NoaCbKOro YM TBapUHHOIO NMOXOAXKEHHS CNif po3rnsiAaTh Ta 06pobnsaTn Ak NOTEHUIMHO iHAEKLIVHI.

YCi KOMNOHEHTU NIOACLKOIO NOXOAKEHHS, AKi BUKOPUCTOBYOTLCS ANsi BUPOOHULTBA LMX peareHTiB, Oynu nepesipeHi Ha
aHTuTina ao BIJ, aHtutina go BIC ta HBsAg i 6ynn BU3HaHi HepeakTUBHUMM.

He 3amiHtoniTe peareHTn abo MikponnaHweTn pisHMX napTin BUpobHMuTBa.

Pasom 3 peareHTamu Liboro TecT-Habopy He MOXHa BUKOPUCTOBYBATU peareHTu iHLLNX BUPOBHWKIB.

He BMKOPUCTOBYIWTE peareHTn nicns 3akiH4eHHA TepMiHy NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

BukopurcTOBYINTE NULLIE YNCTi HAKOHEYHMKM NINETOK, A03aTopy Ta nabopaTopHUIn NoCyA.

He MiHsIATe rBMHTOBI KPULLKN (DIaKoHIB 3 peareHTamu, wob YHUKHYTW NepexpecHoro 3abpyaHeHHs.

LinbHo 3akpuiiTe hnakoHn 3 peareHTamu ogpasy nicns BUKOPUCTaHHS, Wob YHUKHYTV BUNapOBYBaHHSA Ta MikpoBHOro
3abpyaHeHHs.

Micna nepLuoro BigKpUTTA Ta noganbsLuoro 36epiraHHsa nepesipTe dNakoHW 3 KOH'IOraToMm i CTaH4APTOM/KOHTPONEM Ha
HasBHICTb MiKpOBHOro 3abpyaHeHHs nepea noaansluvM BUKOPUCTAHHSM.

o6 yHUKHYTV nepexpecHoro 3abpyAHeHHst Ta XMBHO NiaBULLEHNX pesynbTaTis, NiNeTynTe 3pas3ku nauieHTiB i o3yinTe
FeareHTM, HE PO30PU3KYIOUN TX aKypaTHO B NYHKM. . ] B .
DA npmsH(ac\;4eH)mm nvwe Ang ksanigikoBaHOro NepcoHany, k1 JOTPUMYETbCS CTaHAapTiB HanexHoi nabopaTopHOi
npaktukun (GLP).

[na noganbLUoro BHYTPILLHBOrO KOHTPOIIO SIKOCTI KOoXXHa NabopaTtopis NoBUHHa JOAATKOBO BUKOPUCTOBYBATH BigoMi
3pasku.

11.1. MpaBuna 6e3nekn oNA peareHTiB, WO MICTATbL HeGe3ne4YHi pe4oBMHU

PeareHt MmoxyTb mictutv CMIT/MIT (3:1) abo MIT (gue3.1).
ToMy 3aCTOCOBYIOTLCS HACTYTHI MONOXEHHs Npo Hebe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxke BUKNMKaTV LKIpHY anepriyHy peakLito.
P261 YHuKaviTe BOUXaHHS Cnpeto.
P280 OpsirainTe 3axXUCHI pykaBUYKW/3aXUCHUIA ogsr.

Y PA3I NOTPAMIAHHA HA LWKIPY: npomntn BENMKOIO
P302+P352 KiNbKiCTIO BOAN 3 MUMOM.

Y pasi noapasHeHHs LWkipy abo Bucuny: 3BEpHITbCA 3a
P333+P313 MeON4YHOK JONOMOro/nopanoto.

3HATK 3abpygHeHn ogqr i BUNpaTun Noro nepes noBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-aiokcaH (auB.3.1).
Tomy 3aCTOCOBYIOTBCS HACTYMHI MONOXEHHs MPO Hebe3neKy Ta 3anobixHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LWKipw.
H319 Buknukae cepirosHe nogpasHEHHst OYen.
P280 Opsrante 3axmcHi pykaBUYKU/3aXUCHWIA OasT.
Y PA3I NOTPAMNAHHA HA LLKIPY: npomuty BENMKOIO KiNbKicTio BOAM 3
P302+P352 MUWIOM.

MPUY NOMAOAHHI B OYl: O6epexHo npomuiATe BOAOK NPOTAFOM KiNbKOX
P305+P351+P338 xBunuH. Buganutn KoHTakT

NiH3K, SKWO BOHM € Ta iX nerko 3pobutu. MNMpoaoexyriTe NONOCKaHHS.
P337+P313 AKLLo NnoapasHeHHs o4elt He NPOXOAUTL: 3BEPHITbCS 40 Nikapsi.

HopaTkoBy iHbopMaLiito MOXHa 3HanTK B nacnopTi 6e3neku.

11.2. 3ayBaxeHHs woao ytunisauii

3anuLkn XiMiYHMX PeYOoBUH i NpenaparTiB 3a3BM4Yan BBaXaloTbCs HebGe3neyHrMuM Biaxogamu. YTunisauis Takoro pogy Biaxoais
perynioeTbCsl HalioHanbHYMK Ta perioHanbHUMKM 3aKOHaMK Ta npasunamu. 3B'sbkiTbCA 3 MiCLEBMMM OpraHamu Bnagu abo
KOMMaHisiMu1 3 yTunisadii Bigxoais, Ski HagagyTe Nopaaum Woao ytunisauii HeGeaneyHux Bigxoais.

IHbopmaLito Npo nakyBanbHi Matepianu aus. y po3gini NMAKYBAJIbHI MATEPIATIN.
12. IHOOPMALUIA ONnA 3AMOBJIEHHA

REF LEPG0660 IgG nenTtocnipa (96 BU3Ha4YEHb)
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CMIT

5-xnop-2-meTun-4-izotiasoniH-3-oH

MIT

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

NMAKYBAJIbHI MATEPIAJIN
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g

PAP 21 PAP 22
[ soLN[cTon| |wASH|BUF|[20x| |SuB|[TMB| |DIL|
MTP
CONJ CONTROL | + CONTROL|-| [cuT OFF
Sy
T
HDPE 2 PP5 PET/ALU/LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

L
Y

KoHueHTpat

-

YO

JliopinizosaHum

<
o)

Megu4Huii npucTpin gns giarHoCTuKKM in vitro

OuiHouHuI Habip

=

MpounTanTe IHCTPYKLilO Nepea BUKOPUCTAHHAM

/,
S
\

N
>

36epiratn noogans Big AXepen Tenna i NPSIMOro COHSMHOro CBiTna.

36epiratn npu Temneparypi:

BupobHuk:

YBara!

Mictutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

SISTd i

MicTuTb GionoriyHMn maTtepian TBaPUHHOTO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

2

OucTtpnb’rotop

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




PE3IOME NMPOLUEAYPU OOCNIAXXEHHA

CXEMA AOOCHNIOXEHHA

IgG nenTocnipa

MiaroToBKa fo aHanisy

Migrotyinte peareHTN Ta 3pasku, sIK ONMcaHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4nsi BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKICTb MIKPOTUTpAaLiiHMX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpoueaypa aHanisy

BbnaHk cybectpaty |HeratmBHuia| Moporosuin | Mo3nTtneBHMi 3pasok
(po3baBneHwuii
(A1) KOHTPOIJIb|KOHTPOIb| KOHTPOIJIb 1+100)
HeratneHun
KOHTPOIb - 100 MKkn - - -
KoHTponb
NnoporoBui - - 100 mkn - -
Mo3nTUBHUI
KOHTPOnNb - - - 100 mkn -
Spasok , - - - - 100 mkn
(po3baBneHun
1+100)
Hakpuite nyHKkn honbroto, Wwo BXoAnTb
00 Habopy
IHKyOyWnTe npotarom 1 roamuu npu 37
+1°C
MpomuinTe KoXHy nyHKy Tpudi 300 Mmkn~ |WASH|BUF|1x |
KoH’toraT - 100 mkn 100 mkn 100 mkn 100 mkn
IHkyGynTe 30 XxB npu KiMHaTHin TemnepaTypi (20...25 °C)
He niggaBaTtu BNNMBY NPSAMUX COHSIYHUX
NPOMEHIB
MpomuiiTe KoXHy NyHKy Tpudi 300 mkn ~ |WASH|BUF|1x |
|SUB| TMB | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
IHkyGynTe piBHO 15 XB npu KiMHaTHiK TemnepaTtypi (20...25 °C) y TempsBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn

doTtomeTpuyHe BUMIptOBaHHSA rpu 450

HM

(petbepeHTHa goBxnHa xsuni: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
28 Dietzenbach, Himeuyunna
+49 6074 23698-0
+49 6074 23698-900

dakc:

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