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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

IgM DA Ha BipyC napoTUTy Npu3HaYeHWin Ans SKICHOro BU3HaA4YeHHs1 aHTUTIN knacy IgM npoTu Bipycy napoTuty B cupoBaTui abo
nnasmi nguHn (LUTpaT, renapyH).

2. NPUHUUN AHANI3Y

AkicHe iIMyHOepMeHTHE BU3HaYeHHS crneundidHux aHTuTin 6asyetbesa Ha metoauui IPA (iMmyHopepMeHTHUIN aHani3s).
MikponnaHweTn NoKpUTi cneumgiyHNMK aHTUreHaMn NS 3B’A3yBaHHA BiANOBIAHUX aHTMTIN 3paska. [licna npoMuBaHHA NyHOK
ONs BMOarneHHs BCbOro He3B'si3aHOr0 marepiany 3paska AO0L4aeTbCA KOH'loraT, MivyeHun nepokcvpasoto xpoHy (HRP). Llen
KOH'toraT 3B'A3yeTbCA i3 3axonneHuMu aHtTuTinamu. Ha gpyromy etani npoMMBaHHA He3B'A3aHWA KOH'foraT BuaansoTb. IMyHHUI
KOMMNEKC, YyTBOPEHUIN 3B’A3aHWM KOH’loraToM, Bi3yanidyeTbCs LUNSXOM AOAaBaHHA cybcTpaTy TeTpametunbenanavHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY MpOMoOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTK peakuito, foparoTb
cipyaHy kucnoty. Lle cTBOptoe XOBTUIM KOMip KiHUEBOI TOYkW. ONTUYHY rycTuHy npu 450/620 HM 34MTylOTb 3@ AOMNOMOrOH
NPUCTPOIO ANS 34nTyBaHHA |PA mikponnaHLweTis.

3. MATEPIAJIN

3.1. Pearentu B Habopi . . o
MikponnaHweT:12 cTpinis i3 8 nyHKamu, siki pPO3PUBAIOTLCS, MOKPUTUX @aHTUreHaMK BipyCy NapoTUTY; B antoMiHIEBIN
ornb3i, WO 3aKpMBaeTbCs.

DIL| M :1 dnakoH, wo mictute 100 mMn dpoccaTtHoro Bycepa (10 mM) ana posseaeHHs 3paska; pH 7,2 + 0,2;
anzunionceki 1IgG (RF a6cog|)_6eHT ; nocpbapboBaHi B 3erieHuii Konip; roToBMM A0 BUKOPUCTaHHS; Binnii koBnayok; <
o§|_06./o6.) CMIT/MIT (3:1). ) . . .

OLNTCTOINN: 1 dnakoH, Wo mMictuTb 15 mn cipyaHoi kucnotu, 0,2 Monb/n; roToBuUi A0 BUKOPUCTaHHS; YEPBOHNIA
KOBMaYyoK.

WASH | BUF| 20x: 1 cpnakoH, Lo mictutb 50 Mn 20-kpaTHO KOHLEeHTpoBaHoro gocdaTtHoro 6ydepa (0,2 M), pH 7,2 +
0,2, 4na npomMmuBaHHA NyHOK; 6inun kosnayok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KoH'toraT:1 cpnakoH, Lo micTuTb 20 M MiYeHOro Nepokcnaasoto aHTuTina Ao IgM noanHn y docdatHomy 6ydepi (10
MI\Q' no%)naé) 0OBaHi B YEPBOHWI KOIIp; FOTOBUA A0 BUKOPUCTAHHS; YOPHUIA KOBMA4OK.

S B| TMB:: 1 pbnakoH mictute 15 mn 3,3',5,5'-TeTpametTunteHsnamHy (TMB), < 0,1 %; roToBuin 4O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

1 KOHTPONb: 1 (hnakoH, Lo MICTUTb 2 MIN KOHTPONIO; noap6oBaHi B XXOBTWIA KONip; roToBUI [0
Hs1; YepBOHMI koBnavok; < 0,02% (06./06.) MIT.

KoHTponk noporoeui:1 dnakoH, Lo MiCTUTb 3 M1 KOH_‘|I:pOJ'IPO; nochapboBaHi B XXOBTWI KOMip; rOTOBWUIA 0

BMKOPUCTaHHS; 3eneHui kosnayvok; < 0,02% (06./06.) MIT.

HeraTtmeHMiA KOHTPONL:1 PnakoH, Wo MICTUTL 2 M1 KOH:II'pOJ'I}O; nocapboBaHi B XXOBTWIA KONip; rOTOBUIA 40
BMKOPUCTaHHSA; CMHin koBna4vok; < 0,0015% (06./06.) CMIT/MIT

(3:2).
3aaBu npo Hebe3neky Ta 3acTepexeHHs anell.1l.
3.2. Marepianu noctaeneHi

1 donbra 4na NoKpuTTA
1 IHCTpyKuUis i3 3acTocyBaHHst (IFU)

3.3. Heo6xigHi maTepianu Ta obnagHaHHA
3unTtyBay mikponnaHwerTis IPA, obnagHaHuii Ana BUMIPOBaHHS nornuHanHs npu 450/620 Hm
InkybaTop 37 °C
Py4yHe abo aBTOMaTM4He obnagHaHHSA Ans NPOMUBAHHSA MiKPOMaHLIETIB
MineTkn ana poctasku o6’emiB Big 10 Ao 1000 Mkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpaHopasoBi npobipku

4. CTIUKICTb TA 365EPIFAHHSA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHTn cTabinbHi 40 TepMiHy NpMAATHOCTI, 3a3HAYEHOrO Ha eTUKETLI, 3a YMOBHU
36epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBo A0OBECTU BCi peareHTU Ta 3pasku o KiMHaTHoi Temnepatypu (20...25 °C) i nepemiwatn ix nepea
noyaTKOM TecTyBaHHS!

5.1. MikponnaHwert

Ctpinu, wWo BiapuBaloTbCs, NOKPUTI aHTUreHamu Bipycy napoTtuty. Oapasy nicns BUAANEHHst CTpIiniB peLuTy CTpiniB cnig 3HOBY
3anevaTaTty B anoMiHieBY honbry pasoM i3 ocyLlyBayemM, Lo noctayvaeTbes, i 36epiratv npu 2...8 °C.

5.2. |WASH|BUF|20x |

Po3baButt WASH|BUF|20x1 + 19; Hanpuknag, 10 mn WASH|BUF|20x+ 190 mn guctunboBaHoi Boau. Po3sseaernii Gydep
(WASH | BUF| 1x) cTabinbHuiA npoTsrom 5 AHIB Npu kiMHaTHi Temnepatypi (20...25 °C). Y pasi nosiBu KpucTaniB y KOHLEHTPaTI
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasHin 6aHi. [lobpe nepeMiwariTe nepes po3BEAEHHSIM.

5.3. [SUB|TMB |

PeareHT roTtoBuin [0 BWKOPUCTaHHs i MoBWHeEH 36epiratucs npu 2.8 °C, 3axullieHomy Bif csitna. SUB|TMB mae 6yTu
6e3bapBHUM ab0 Mafin Nerkun guHin BiaTiHOK. AKLWO SUB| TMB cTa€ CMHIM, MOXITMBO, BiH 3a0pyAHEHWI | KOro Criig BUKMHYTH.
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6. 36IP TA NIATOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pa3ku CUpPOBaTKM abo Nnas3Mu KpoBi MoaUHKM (LUTpaT, renapuH). AKWo aHanis
NPOBOAMTLCA NPOTAromM 5 AHiB nicnsa Bigbopy 3paskiB, 3pa3ku NoBWHHI 36epiratncs npu 2...8 °C; B iHWOMY BMNagky ix crig
po3AainuMTK Ha anikBoTw Ta 36epirati B rmmnbokin 3amopo3i (-70...-20 °C). Akwo 3pa3sku 36epiraloTbCa B 3aMOPOXKEHOMY
BUIMAAi, 4obpe nepemillanTte poO3MOPOXEHi 3pasku nepes TeCTyBaHHAM. YHUKaNTe MOBTOPHOrO 3aMOPOXYBaHHA Ta
pPO3MOPOXYBaHHSA. Tennosa iHakTUBaLIs 3pas3kiB He PEKOMEHOYETbCS.

6.1. Po3BegeHHs 3pa3ka

Mepen aHanizom yci 3pasku cnig postasutu 1+100411| M. Posaaiite 10 Mkn 3paska Ta 1 mn OI1| My npoGipkv Ans oTpuMaHHs!
po3uunHy 1+100 i peTenbHO Nepemillarite 3a AONOMOrOK BUXPOBOro Mikcepa.

7. MPOUEOYPA AHATI3Y

Mepen npoBefeHHAM aHanidy yBaXkHO NpoYUTanTE iHCTPYKLO i3 3acToCyBaHHA. HagiviHicTb pesynbTaTy 3anexuTb Big CyBOpPOro
OOTPUMaHHS IHCTPYKLIT i3 3acTocyBaHHs, Sk onucaHo. HaBegeHa Hux4e npoueaypa nepesipku nepesipeHa nuwe Ans pyyHol

npoueaypv. Npu BUKOHaHHI TECTY Ha aBTOMaTU4HUX cnuctemax |PA mu pekomeHayemo 36iNbLUMTU KPOKM MPOMMBAHHA 3 TPbOX
po M'sTn Ta 06’'eMWASH | BUF| 1xBig 300 mMkn go 350 Mkn, o6 YHUKHYTU edeKkTy NpoMUBaHHs. 3BEpHiTb yBary Ha po3ginll.
Mepen noyaTkom aHanisy cnifg peTenbHO po3pobuTn NnaH po3noainy Ta ineHTudikauii Ans BCix 3paskiB i CTaHAapTiB/KOHTPONIB
(pekomeHaoBaHo aybnikatn). Bubepite NOTPIiGHY KiNbKiCTb MiKPOTUTPaUiNHKMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumavy.
BukoHawnTe BcCi eTanv aHanidy y BkazaHoOMy nopsiaky Ta 6e3 3aTpMMok.

[ns [o3yBaHHS KOXHOro CTaHAapTY/KOHTPONIO Ta 3paska Chif BUKOPUCTOBYBATU YNCTMI OAHOPA30BUIA HAKOHEYHNK.
HanawTywite iHkyb6aTop Ha 37 + 1 °C.

1. Posnoainite 100 mkn cTaHAapTiB/KOHTPONIB i po3BeAeHMX 3paskiB y BiANOBIAHI NyHkW. 3anuwTe nyHky A1 ans 6naHka
cybeTpary.

2. Hakpunte nyHkun honbroto, Wo BXoAnTb A0 Habopy.

3. IHkybywuTe npoTtsrom 1 roauHu = 5 xBunuH npu 37 £ 1 °C.

4. Konu iHkybauisa 3aBeplueHa, 3HIMITb onbry, acnipynte BMICT JyHOK i MPOMWITE KOXHY INyHKy Tpuyi 300
MKNWASH | BUF | 1x. YHuKaliTe nepenuBiB 3 peakuiiiHUX NyHOK. |HTepBanm MiX NpoMMBaHHAM i acnipaujieto MoBMHEH
cTaHoBUTK > 5[ cekyHa. HanpukiHUi o6epexHOo BMaaniTe 3anvku piguHK, NocTykyun cTpinamm no abcopbeHTHOMY
nanepi nepeg HacCTynHUM KpOKom!

MpumiTka: MwuTTa - Le BaxnmBo! HegocTaTHE NPOMMBAHHS NPU3BOANTL A0 HU3bKOI TOYHOCTI Ta MOMUIKOBUX
pesynbTaris.

Posnoginite 100 mMkn KOH'toraTy B yCi NyHKM, KpiM nyHkn A1 ansa 6naHka cyberparty.

IHky6ynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggasaTy BNNMBY NPSIMUX COHAMHMX NMPOMEHIB.

MoBTOpITL KPOK 4.

Josysatn 100 Mk SUB|TMB B yci NyHKU.

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

dhepMeHTaTUBHOI peakLji.

10. Josysatn 100 M B YCi NYHKU B TOMY X MOPSAKY Ta 3 TIEK X LWBMAKICTIO, WO i Ans SUB| TMB, TakvuM
YMHOM BiAOYyBaETLCHA 3MiHa KOMbOPY 3 CUHBOTO Ha XOBTUMN.

11. BumipsiiiTe nornuHaHHs npu 450/620 HM npoTtsirom 30 XBUNKH nicnst AofaBaHHs SOLN| CTOrM.

© © NG

7.1. BwumiproBaHHA
Bigperyntonte npucTpivi AN 34uTyBaHHA MikponnaHweTis I®A Ha Hynb 3a gonomMoroto 6naHka cybeTparty.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANs 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaT! Ha HyMb 3a JOMOMOrOH0
6naHka cybcTpaty, BigHIMITb MOro 3Ha4YEHHsI NOMMMHAHHS 3 YCiX iHLUMX BUMIPSHUX 3HAYeHb MOrMMHAHHSA, LWOo6 oTpuMaTh HagivHi
pesynbtaTu!

BumipsanTe nornMHaHHsA BCix NyHOK npu 450 HM | 3anNuULLITb 3HAYEHHSI NOMMNUHAHHA ANS KOXXHOro CTaHAapTy/KOHTPOnto Ta
3paska.

PekomeHayeTbCsa BixpomaTnyHe BMMIPHOBaHHSA 3 BUKOPUCTAHHAM €TanoHHOI OBXUHM XBuUIli 620 HM.
AKLWO MOXNUBO, po3paxynTe cepeaHE 3Ha4YEeHHA NMOrNMHaHHA AnA Beix aAyonikaTi..

8. PE3YJIbTATH

8.1. BuKoHauTe KpuTepil nepeBipkn

Ons Toro, wo6 aHani3 BBaXaBcs AiNCHNM, HEOOXIAHO CyBOPO AOTPUMYBATUCS LMX IHCTPYKLM i3 BUKOPUCTaHHA Ta BignosigaTtn
TaknM KpuTepism:
) BnaHk cy6cTpaTty:3HayeHHs nornMHanHs < 0,100

HeratuBHUIM KOHTpONb: 3Ha4yeHHs nornuHaHHA < 0,200 i < MOPOroBoro 3Ha4YeHHs
KoHTponb noporoBui:3Ha4veHHs nornnHaHHsa 0,150 — 1,300
Mo3UTUBHUIA KOHTPOIb: 3Ha4YeHHs NOrMNMHAHHA > Mexa
AKWO Ui kpUTepii He BiANOBIAAOTb, TECT HEQIMCHUI | MOro HeobXigHO NOBTOPUTH.
8.2. TippaxyHoOK pe3ynbTaTiB
MoporoBe 3HayYeHHs — Lie cepefHe 3Ha4YeHHS NOrNMHAHHS BU3Ha4YeHb NOPOroBOro KOHTPOIIH.
npuknaa: 3HayeHHs nornmHaHHs Moporosuin kOHTpornkb 0,44 + 3HayYeHHs nornuHaHHA Moporosuii

KoHTponb 0,42 = 0,86 / 2 = 0,43 NMoporoee 3Ha4yeHHA = 0,43
Bepcis MUMMO0340_IFU_rev01_fromLot_136N



Pe3synbTatu B
8.2.1. opuHuuax [HTOA]

3Ha4eHHs MOrnnHaHHA 3pas3ka

(cepegHe) x 10 = [OamHuui NovaTec = HTO[]
Moporose
npuknag: 1,591 x 10 = 37 HTO[ (ognHuui)
0,43
8.3. IHTepnpeTauis pe3ynbTaTiB
10
Moporose HTO[L -
>11 MpucyTHi aHTUTINa NpoTU 36yaHNKa.
. HTOO .
[Mo3anTuBHMI BinGyBCst KOHTaKT 3 aHTUreHoM (36yaHMKOM abo BaKUMHOL).
) 9- 11 HTOf AHTUTING NPOTK 36yAHUKA YiTKO BUSIBUTU HE BAANOCA.
CyMHIBHHIA PekoMeHAyeTbCA MOBTOPUTU TECT 3i CBIXKMM 3paskom Yepes 2-4 TUXHI.
3pasok He MICTUTb aHTUTIN NPOTH 36yaHMKa.
. <9 HTOA4 . . Lo
HeratusHui lMonepeaHivi KOHTaKT 3 aHTUreHoMm (36yaHVKOM abo BaKLMHOI) ManoMOBIPHUNA.

[iarHo3 iHdeKUiNHOro 3axBopOBaHHsi HE MOXHa BCTAHOBIIOBATU HA OCHOBI OQHOIO pe3ynbTaTy AocnigKeHHs. HeobxigHo
NOCTaBUTU TOYHWUI AiarHo3

B34TW 40 yBaru KniHiyHy iCTOpit0, CAMATOMATUKKY, a TakoX CEpPONorivHi AaHi.

Y naujeHTiB 3 ocnabneHnm iMyHITETOM | HOBOHAPOOXKEHMX CEPOSIONivHi AaHi MaloTb e 0OMeXeHe 3Ha4YEHHS.

8.3.1. I3oTunu aHTUTIN i cTaH iHdeKuil
Ceponoris 3HaunMmicTb
XapakTtepucTmka NePBUHHOI peakLii aHTUTIN
IgM Bucokuin Tutp IgM 3 Hu3bknm TuTpom IgG: — cBiguUNTL NPO NOTOYHY abo HeloaaBHIO iHEKLt0

Pigko: — cTivikuin IgM

XapaktepucTmka BTOPUHHOI peakLii aHTuTin
19G Moxxe 36epiraTvcst NpoTArom AeKinibKox pokiB
Bucokun Tutp 1gG 3 HU3bkuM TUTPOM IgM: — MOXe BkadyBaTuh Ha iHhekUito B MUHYNoMy

9. CNEUN®DIYHI XAPAKTEPUCTUKA

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

B aHanisi n CepepgHe (E) CV (%)
#1 24 0,600 6.05
#2 24 1,039 4.81
#3 24 0,639 3.71
Mix CepenHe

aHanizamm n (HTOL) CV (%)
#1 12 21.38 7.50
#2 12 13.88 8,95
#3 12 1.39 10.35

9.2. [iarHocTn4Ha cneumndivHicTb

[iarHocTnyHa cneundivHiCTb BU3HAYaeTbCa K MMOBIPHICTb HEraTUBHOMO Pe3yrnbTaTy aHanidy 3a BiACYTHOCTi KOHKPETHOro
aHanity. Lle 97,68% (95% posipuun iHTepsan: 95,03% - 99,15%).

9.3. [iarHocTu4Ha 4yTNUBIiCTb

[iarHocTMYHa YyTNMBICTE BU3HAYAETLCA K MMOBIPHICTL MO3UTUBHOIO pe3ynbTaTy aHarnidy B NPUCYTHOCTi KOHKPETHOro aHarniTy.
Lle 94,44% (95% posipunn iHTepsan: (72,71% - 99,86%)).

9.4. Bnnus

Mepewkoan 3 reMoniTUYHUMMU, NiNeMiYHUMU abo KOBTAHUYHUMMW 3paskaMmn He CrocTepiralTbea A0 KoHUeHTpauii 10 mr/mn
remornobiny, 5 mr/mn Tpurniuepwmais i 0,5 mr/mn 6inipy6iHy.
9.5. MepexpecHa peakTUBHICTb

JocnigxeHHsa naHeni 3paskiB i3 aKTUBHICTIO @aHTUTIN A0 NOTEHLUIMHO NepexpecHNX napameTpiB He BUSIBMUIO JOKa3iB
XMOHOMO3UTUBHUX PE3YNbTaTiB Yepes3 NepexpecHi peakLii.

10. OBMEXXEHHA NMPOLEAYPU

BaktepiansHe 3abpyaHeHHs1 aGo NOBTOPIOBaHI LMK 3aMOPOXKYBaHHSI-pPO3MOPOXKYBaHHS! 3paska MOXYTb BMIUHYTU Ha
3HAYEHHS NOrMUHaHHSI.
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11. BACTEPEXEHHSA TA NONEPEMXEHHA

HeobxigHO cyBOpo [oTpumyBaTMUCA npouenypy TecTyBaHHS, iHdopMaLii, 3anobbkHWUX 3axofiB i nonepegxeHs,
HaBedeHNX B IHCTPYKUiAX i3 3acTtocyBaHHA. BukopuctaHHa HabopiB TecTiB 3 aHanisatopamum Ta nogibHum
obnagHaHHAM mae OyTu nepesipeHo. Byab-ski 3MiHM B gu3ariHi, cknagi Ta npouenypi TeCTyBaHHSA, a Takox Oyab-ske
BMKOPUCTaHHA B NOEOHaHHI 3 iHLWMMW NPOAyKTaMu, He CXBarneHnmn BUPOBHMKOM, 3aBOPOHEHI; KOpUCTyBaY cam Hece
BiQNOBiAANbHICTL 3a Taki 3MiHW. BMpOOHMK He Hece BiAMOBIOANbHOCTI 3a MOMUIIKOBI pe3ynbTaTv Ta BUMNAAKM 3 LMX
npu4vH. BUpoBHKK He Hece BianoBiaanbHOCTI 3a Byab-aKi pesynbTaTi BidyarnbHOro aHanisy 3paskis nauieHTis.

Tinbkvn 4nsa giarHocTykw in vitro.

Yci maTepianu noacbkoro Ym TBapUHHOTO MOXOMKEHHS chlif po3rnagaT Ta o6pobnsaTn ik NOTEHUINHO iHAEKUiHI.

YCi KOMNOHEHTM NIOACHKOrO NOXOMKEHHS, SKi BUKOPUCTOBYHOTLCA A8 BUPOOHULITBa LMX peareHTis, 6ynu nepesipeHi

Ha aHTuTina go BIJ1, anTutina uo%l’C Ta HBsAg i gynm BW3HaHi HEpeaKTUBHUMM. _—
He 3amiHlonTe peareHTy abo MikponnaHLWeTy pi3HUX NapTin BUpoGHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXHa BUKOPUCTOBYBaTWN peareHTu iHLWNX BUPOOHWKIB.

He BUKOpPUCTOBYIMTE peareHTn nicns 3akiH4eHHA TepMiHy NPUAAaTHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

BrikopucToByInTE NULLIE YNCTIi HAKOHEYHUKM NINEeTOK, A03aTopu Ta nabopaTopHWI NOCYA.

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

LLiinbHO 3akpuiiTe donakoHn 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
HasiBHICTb MikpoOHOro 3abpyaHeHHs nepes nofanbLlUMM BUKOPUCTaHHSAM.

o6 yHnkHYTV nepexpecHoro 3abpyaHeHHs Ta X1BHO NiABULLEHNX pe3ynbTaTiB, NineTynTe 3pa3kun NauieHTIB i Jo3yTe
FeareHTM, He PO30PU3KYIOUM TX aKypaTHO B NTYHKM. . ] } }
DA npmsH(%qu)mm nuwe ansa kBanidikoBaHOro nepcoHany, Skun 4OTPMMYETbCA CTaHAAPTIB HanexHoi nabopaTopHOI
npaktukun (GLP).

[ns noganbLioro BHYTPILLIHBOrO KOHTPOIIO SIKOCTi KOXHa nabopaTopis NoBMHHA 40AaTKOBO BUKOPUCTOBYBATM BiAOMi
3pasku.

11.1. MpaBuna 6e3neku AnNA peareHTiB, WO MICTATbL Hebe3ne4YHi pe4yoBMHU

PeareHtn moxytb mictut CMIT/MIT (3:1) a6o MIT (oue3.1).
ToMy 3aCTOCOBYIOTLCS HACTYMHI MONOXEHHs Npo Hebe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxxe BUKAMKaTK LUKIPHY aneprivyHy peakuito.
P261 YHUKanTe BOMXaHHS Crpeto.
P280 Opsrante 3axmcHi pykaBUYKU/3aXUCHUI OAsT.

Y PA3I NOTPAMNAHHA HA LKIPY: npoMnth BENMKOO
P302+P352 KinbKiCTIO BOAN 3 MUMOM.

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

3HATK 3abpyaHeHNIA oadr | BUNpaTu Noro 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 3anobixkHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LWKipw.
H319 Buknukae ceprosHe nogpasHeHHst o4ven
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA 0.
Y PA3I NOTPAIMITAHHA HA LUKIPY: npoMnTy BEMMKOIO KinMbKICTIO BOAW 3
P302+P352 MUSIOM.

MNP NONAJAHHI B O4I: O6epexHo npomMuiiTe BOAOK NPOTATOM KifllbKOX
P305+P351+P338 xBunuH. Buganutn koHTakT

NiH3K, KO BOHM € Ta iX Nnerko 3pobuTn. MpoaoBxyTe NONOCKaHHS.
P337+P313 AKLWO Noapa3HEHHS 04el HE NPOXOAMUTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLito MOXXHa 3HaNTK B nacrnopTi 6e3neku.

11.2. 3ayBaxeHHs Wwopo yTunisauii

3anuwikn XiMiYHMX pevYoBMH i MpenapatiB 3a3Buyail BBaxalTbCs HebGesaneyHuMu Bigxogamu. YTumisauis Takoro poay
BiAXOAIB perynioeTbCA HauioHanbHUMK Ta perioHanbHUMKW 3aKOHaMu Ta npasBunamu. 3B’sXiTbCS 3 MiCLEBMMMW opraHamu
Bnaaun abo komnaHisMu 3 yTunisadii Bigxoais, ki HaaaayTb Nopaam Woao yTunisadii HebeanevHnx Bigxonis.

IHdbopmauiio npo nakyBanbHi matepianu ave. y po3aini NMAKYBAJIbHI MATEPIATIN.
12. IHPOPMAUIA AN 3AMOBJIEHHA

EnigemiyHmnin napotut
(cBWMHKA), aHTMTING A0 Bipycy

IgM IDA
REF MUMMO0340 (96 BU3Ha4eHb)
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CKOPOYEHHA

CMIT

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

MIT

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

NMAKYBAJIbHI MATEPIAJIN

PAP 21 PAP 21

Y

g

PAP 22

[SOLN|SsTOP| |WASH|BUF[20x| |[sSuB|TMB| [DIL|M|

|CcONJ|

[CONTROL|+| [CONTROL|-| |CUTOFF |

ey

i

PP5

PET /ALU/LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

L
7

KoHueHTpat

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 BionoriyHmn matepian TBAPUHHOTO MNOXOAXEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHst KOMMOHEHTIB AMB. Y po3aini «MaTtepianu, Lo BxoaaTb 40 Habopy».
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PE3IOME NMPOUEAYPU OOCHIAXEHHA

CXEMA OOCHNIOXEHHA

IgM Bipycy napotuty

MiarotoBKa fo Tecty

Migrotyinte peareHTU Ta 3pasku, sIK ONMCcaHo.

BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4nsi BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BMOepiTb NOTPIBHY KiNbKICTb MIKPOTUTPALINHNX CTPINiB abo NyHOK | BCTaBTe iX y TpyMav.

Mpouenypa aHanisy

BnaHk cybcTpaty | HeratmeHuia [[oporoBun  [[103UTUBHWIA 3pasok
(A1) KOHTPOIJIb KOHTPOJIb [KOHTPOIb |(po36asneHuii 1+100)
HeratneHun
KOHTpPOIb 100 mkn - - -
KoHTpornb noporosun 100 mkn - -
Mo3nTuBHUM
KOHTpPOJb - 100mkn -
3pasok - - 100 mkn
(po3baBneHun
1+100)
HakpuinTe nyHkn doonbroto, Wwo BXoauTb
00 Habopy
IHKyOynTe npotsarom 1 roamuu npu 37 *
1°C
MpomuiiTe KoXHy NyHKy Tpudi 300 mkn | WASH| BUF | 1x |
KoH'torat 100 mkn 100 mkn 100mkn 100 mkn
IHkyOGynTe 30 XB npu KiMHaTHin TemnepaTypi (20...25
Oc)
He niggaBatu BNAMBY NPAMUX COHAYHNX
NPOMEHIB
MpomuiTe KoXHy nyHKy Tpudi 300 Mkn |WASH| BUF | 1x |
|SuB|TMB | 100 MK 100 MK 100 mkn 100MKn 100 mkn
IHkyGynTe piBHO 15 XB npu KiMHaTHiK TemnepaTtypi (20...25 °C) y TempsBi
ISOLN cTon | 100 mkn 100 mkn 100 mkn 100mkn 100 mkn

doTOMeTpUYHE BUMIptOBaHHSA npu 450 HM
(pedbepeHTHa goxunHa xsusi: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH

Waldstrasse 23 A6

28 Dietzenbach, Himeyunna
+49 6074 23698-0

dakc:
EnektpoH

+49 6074 23698-900

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

Caur:

Clinical.goldstandarddiagnostics.com
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