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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

IgA IPA Ha Bipyc rpuny A npusHayeHu Ans SKiICHOro BM3HAYeHHS1 aHTUTIN knacy IgA npoTtu Bipycy rpuny A B cupoBaTui abo
nnasmi lgnHn (LMTpaT, renapuH).

2. NPUHUMIN AHANI3Y

AkicHe iIMyHObEepMeHTHE BU3HaYeHHs crneundidHux aHTuTin 6asyetbes Ha metoaumui IDA (imyHoepMeHTHUIN aHani3).
MikponnaHLweTn NoKpuTi cneundiyHMMM aHTUreHamu Ans 3B’A3yBaHHSA BiAMOBIAHUX aHTUTIN 3paska. [licns npomMmBaHHA NyHOK
ONS BUOANEeHHs BCbOro HE3B'si3aHOr0 Marepiany 3paska [04aeTbCsa KOH'loraT, MideHun nepokcupasor xpoHy (HRP). Llen
KOH'loraT 3B'A3YETbCS i3 3aXOnneHnMu aHTuTinamy. Ha gpyromy etani NpOMMBaHHA HE3B'A3aHUM KOH'loraT BUAansooTb. IMyHHUI
KOMMMEKC, YTBOPEHUI 3B’A3aHUM KOH'lOraTtoM, BidyamisyeTbCsl LUNSXOM AOAABaHHA cybcTpaty TeTpametunbensngudy (TMB),
AKWIN A€ CUHIN NPoaYKT peakuii.

IHTEHCMBHICTb LIbOro MPOAYKTYy NponopuiiHa KinNnbKoCTi cneumdivHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTUI KOMip KiHUEBOT TOYkM. ONTuU4Hy ryctuHy npu 450/620 HM 34MTylOTb 32 [AOMOMOrOH
npucTpoto Ang 34ntyBaHHA [PA MikponnaHLeTis.

3. MATEPIAIIN

3.1. PeareHTn B Ha6opi

MikponnaHweT:12 cTpiniB i3 8 NyHkamMu, O pO3pmnBalOTLCS, MOKPUTUX aHTUreHaMu Bipycy rpuny A; B antoMiHieBin
dJOJ'Ibsi LLIO 3aKpMBaETLCS.

DIL:|1 donakoH, wo mictute 100 mn hochaTHoro 6ydepa (10 MM) ansa pos3seneHHs 3paska; pH 7,2 + 0,2;

naﬁ 0BaHi B XXOBTUI KOMip; roTOBUI BUKOPUCTOBYBATH; Bina kosnavok; < 0,0015% (ob. /06. ) CMIT/MIT (3 1).
CTON: 1 cpnakoH, Wwo mictutb 15 Mn cipyaHoi kucnotu, 0,2 MOIb/I; FOTOBUI 4O BUKOPUCTaHHS; YEPBOHUN

KOBMa4oK.

WASH | BUF| 20x: 1 dpnakoH, Lo mictnte 50 Mn 20-kpaTHO KOHLEHTpoBaHoro gocdatHoro bydepa (0,2 M), pH 7,2
0,2, ANA NPOMUBAHHS NYHOK; Ginuin koBnavok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-adiokcaHy.

KOH'toraT:1 conakoH, o mMictuTb 20 M1 MiYeHOro nepokcnaasor aHtuTina ao IgA niogmHu y docdatHomy 6ydepi (10
MI\Q 0NbOPOBUIA dDIOJ'IeTOBI/IVI rOTOBWI 4O BUKOPUCTAHHS, YOPHUI KOBMa4OK.

TMB: 1 onakoH mictutb 15 mn 3,3',5,5' TeTpameTmn6eH3m,q|/|Hy (TMB), < 0,1 %; roToBMiA 0O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

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

KoHTponb noporoeuit;1 nakoH, Lo MicTUTb 3 Mn KOH_lpomo nodapboBaHi B XXOBTUIA KOMip; rOTOBUIA 40
BMKOPUCTaHHS; 3eneHuii konayok; < 0,02% (06./06.

HeratmBHUI KOHTPONL:1 PNaKoH, WO MICTUTL 2 MN KOH_Ipomo nochapboBaHi B XOBTWiA KOMip; FOTOBUI A0
BMKOPUCTaHHS; CUHii koBna4ok; < 0,0015% (06./06.) CMIT/MIT (3:1)

3asBu npo Hebe3neky Ta 3acTepexeHHs amell.1

3.2. Matepianu noctaBneHi
1 Hakpwuiite gonbroto
1 IHCTpyKUif i3 3aCTOCYBaHHS

3.3. Heo6xigHi maTepianu Ta o6nagHaHHA
3unTtyBay mikponnaHwerTis IPA, obnagHaHui Ana BUMIPOBaHHS nornuHanHs npu 450/620 Hm
InkybaTop 37 °C
PyuHe abo aBTomMaTUyHe 06nagHaHHs Ans NPOMUBaHHS MIKpOMMaHLIeTiB
MineTkn ans poctasku o6’emi Big 10 go 1000 mMkn
Buxposun 3miwysay npobipok
OuctnnboBaHa Boaa
OpaHopas3oBi npobipku

4. CTIUKICTb TA 365EPIFAHHSA

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

[yxe BaXnuBo A0OBECTU BCi peareHTU Ta 3pasku A0 KiMHaTHoOI Temnepatypu (20...25 °C) i nepemiwaTn iX nepen
noyaTKOM TeCTyBaHHs!

5.1. MikponnaHwer

CMyXKn, LLO pO3pUBaOTBLCS, NMOKPUTI aHTUreHamu Bipycy rpuny A. Oapasy nicns BuganeHHs CMYXXOK peLuTy CMYXOK Criif 3HOBY
3aneyaTaTtu B antoMiHieBy chonbry pasom i3 ocyLlyBadeM, Lo nocTayaeTbes, i 3b6epiratv npu 2...8 °C.

5.2. IWASHl BUF| 20x I
Po36aputu WASH[BUF] 20x1 + 19; nanpukfiag, 10 mn WASH| BUF|20x+ 190 mMn auctunsosaHoi soau. Hossemeruii bydep

(WASH | BUF| 1x) cTabinbHuii npoTsrom 5 AHIB Npu kiMHaTHiN Temnepatypi (20...25 °C). Y pasi nosiBu KpUcTanis y KOHLEHTPATI
nigirpivite po3unH go 37 °C, Hanpuknag, Ha BoasiHi 6aHi. [lobpe nepemiwanTte nepen po3BeAeHHSAM.
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53. |SUB|TMB |

PeareHT rotoBuin [0 BUKOPUCTaHHs i noBuHeH 36epiratucs npu 2.8 °C, 3gxuwieHomy Big csitna. SUB|TMB mae GyTu
6e3bapBHNUM ab0 MaTK NErkMin CUHIN BiOTIHOK. AKLWO SUB| TMB cTa€e CUHIM, MOXNNBO, BiH 3abpyAHEHWN | KOro Cnif BUKUHYTU.

6. 36IP TA NIArOTOBKA NPOB

Ons uboro aHamnisy BUKOPUCTOBYWTE 3pa3ku cMpoBaTku abo nnasmMu KpoBi MioanHu (LUTpar, renapuyH). Akwo aHanis
nposoamnTbCsA NpoTtarom 5 Aib nicnsa Bigdopy 3paskis, 3pa3kn NOBMHHI 36epiratncsa npu 2...8 °C; B iHWOMY BUNagky ix cnig
po3ainuTu Ha anikBoTw | 36epiraTn B rmmbokii 3amoposui (-70...-20 °C). Akwo 3pasku 36epiraloTbCst B 3aMOPOXXEHOMY BUMMAL],
[obpe nepemilanTte po3MOPOXEHi 3pa3ku nepen TECTYBaHHAM. YHUKaWTE MOBTOPHOrO 3aMOPOXYBaHHSI Ta PO3MOPOXKYBaHHS.
TennoBa iHaKTMBaL|is 3paskiB He PEeKOMEHAYETbCS.

6.1. Po3BeneHHs 3pa3ka

Mepen aHanisom yci 3pasku cnig posGaeutn 1+100DIL. Hoaghitte 10 mkn 3paska Ta 1 MnDIL y npo6ipku Ans OTPUMAaHHS
po3uunHy 1+100 i peTenbHO Nepemillarite 3a 4ONOMOro BUXPOBOrO MiKCepy.

7. MPOUEOYPA AHATI3Y

Mepen npoBefeHHAM aHanidy yBaXkHO NpovuTanTe iHCTPYKLUIIO i3 3acTocyBaHHA. HagiHicTb pe3ynbTaTy 3anexuTsb Bif CyBOPOro
OOTPMMaHHS IHCTPYKLUIT i3 3acTocyBaHHs, Sk onucaHo. HaBegeHa Hux4e npoueaypa nepesipku nepesipeHa nuwe Ans pyyHor
npoueaypv. Npu BUKOHaHHI TECTY Ha aBTOMaTU4HUX cuctemax |PA mn pekomeHayeEMO 36iNbLUMTU KPOKM NPOMMBAHHA 3 TPbOX
A0 m'sTM Ta o6’eMWASH|BUF|1xein 300 mkn go 350 Mkn, Wo6 YHUKHYTM edeKkTy NpoMuBaHHSA. 3BEpHiTb yBary Ha
po3ninll.MNMepen nodaTkoM aHaniy cnig petenbHO po3pobuTu nnaH po3noginy Ta igeHTudikauii ans BCix 3paskiB i
cTaHZapTiB/KOHTpONIiB (pekoMmeHaoBaHo Ay6nikaTtun). Bubepitb NoTpibHy KinbKicTb MikpOTUTpaUiHUX CTpiniB abo NyHOK i BCTaBTe
iX y Tpmaud. BukoHanTe BCi eTany aHanisy y BkasaHOMy nopsaky Ta 6e3 3aTpumok.

Ons [03yBaHHA KOXXHOIo CTaH,D,apTY/KOHTpOJ'IIO Ta 3paska cnig BUKOPUCTOBYBATU YUCTMI OQHOPA30BUIN HAKOHEYHNK.

HanawrtywiTe iHkyb6aTop Ha 37 £ 1 °C.
1. Posnoginite 100 Mkn cTaHaapTiB/KOHTPONIB | po3BeaeHWX 3paskiB y BiANOBIAHI NyHkW. 3anuwTte nyHky A1 ona 6naxka
cybcTpary.
2. Hakpunte nyHku cponbroto, LWo BXoaUTb A0 Habopy.
IHKyOynTe npoTarom 1 rogunu + 5 xBunuH npu 37 £ 1 °C.

w

4. Konwu iHkybauis 3aBeplieHa, 3HiMiTb Onbry, acnipywte BMICT MYHOK i MpOMWMWATE KOXHY nyHKy Tpudi 300 mkn
WASH | BUF | 1x._YHuKaliTe nepenuBiB 3 peakuiiiHUX NyHOK. IHTepBanm MiX MPOMMBaHHAM i acnipaujielo MoBUHEH
CTaHOBUTM > 5KiHui 06epexHo BUAaniTh 3anuLLKA PignUHM, MOCTYKylouM CTpinamn no abcopBeHTHoMyY
nanepy nepeg HacTynHWM Kpokom!

MpumiTtka: MuTTsa - Le BaxnmBo! HegoctaTHE NPOMMBAHHA NPU3BOAUTDL 40 HU3bKOT TOYHOCTI Ta MOMUIKOBUX
pe3ynbTarTiB.

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

IHkyOynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C).He nigpaBaTti BNAmMBY NPSIMUX COHAYHUX MPOMEHIB.

MoBTOPITL KPOK 4.

Jo3sysatn 100 mkpi SUB| TMH B yci nyHKu.

IHKyOynTe piBHO 15 XB npu KiMHaTHi TemnepaTypi (20...25 °C) y TempsBi. CvHil konip BUHMKaAE BHACMiAoOK

dhepMeHTaTUBHOI peakLji.

10. Josysat 100 mkh SOLN[CTOM B yci nyHki B TOMY % NOPSAKY Ta 3 TiEk X WBMAKICTIO, Wwo i Ans SUB[ITMB, Takim
YMHOM BiAOYBa€eTbLCHA 3MiHA KOMbOPY 3 CUHBOTO Ha XOBTUN.

11. BumipsitTe nornuHanHHst npu 450/620 Hm npoTsirom 30 xeunuH nicns adaasants SOLUN| CTON.

© ® N o’

7.1. BwumiproBaHHA
Bigperyntoite npuctpiii 4ns 34nTyBaHHs MikponnaHweTiB IOA Ha Hynb 3a gonoMoroto 6naHka cybeTpaty.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANs 3unTyBaHHs IPA MikponnaHLeTiB HEMOXITMBO HamnalwTyBaTh Ha HyIb 3a 4ONOMOrO0
6naHka cybcTpary, BigHIMITb MOro 3HaYEHHS! NOMMMHAHHS 3 YCiX iHLUNX BUMIPAHUX 3HAa4Y€Hb MOrMWHAaHHSA, LWo6 oTpuMaTi HaginHi
pesynbtaTu!

BumipsanTe nornvMHaHHA BCiX NMyHOK nNpu 450 HM i 3anuLLiTh 3HAYEHHS NOTMUHAHHA ANs KOXKHOTO CTaHA4apTy/KOHTPOM Ta
3paska. PekomeHayeTbcst GixpoMaTUYHE BUMIPIOBAHHS 3 BUKOPUCTAHHSIM €TanoHHOT AOBXUHN XBUAi 620 HM.

AKwo MoxnuBo, po3paxyinTe cepegHE 3HAYEHHA NOTNMHAHHA ANA BCix AyonikaTis.

8. PE3YIIbTATHU

8.1. BukoHanTe KpuTepii nepeBipkn
| nsi Toro, wo6 aHani3 BBa)kaBCsi OiNCHUM, Cri CYBOPO AOTPUMYBATMCS LIMX IHCTPYKLIN WOoJ0 BUKOPUCTaHHS Ta BignosigaTtu
TaKUM KpUTEPIsiM:

BnaHk cy6eTparty: 3HayeHHs nornuHaHHA < 0,100 )
HeratuBHUM KOHTpONb: 3HadyeHHs nornmHaHHsA < 0,200 i < NOporoBoro 3Ha4YeHHs

KoHTponb noporoBui: 3HayeHHs nornnHaHHs 0,150 — 1,300
MO3NTUBHUIN KOHTPOIb: 3HAaYEHHS NOMMMHAHHSA > MeXa

Ao Ui kpuTepii He BignoBiaaTb, TECT HeQIACHWI | oro HeOBXiOHO NOBTOPUTMU.
3
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8.2. TigppaxyHokK pe3ynbTaTiB
I'Ioporose 3Ha4YeHHA — Le cepeHe 3Ha4YeHHA NornnMHaHHA BU3SHa4Y€Hb KOHTPOJIbHOIo NOPOroBoro 3Ha4eHH4.

npuknag: 3HayeHHs nornmHaHHs Moporosuin KOHTpornb 0,44 + 3HayeHHs nornuHaHHA Moporosuii koHTpornb 0,42 = 0,86 /
2 =0,43 lNoporose=0,43
8.2.1. Pe3ynbtaty B oguHuusax [HTOQNO]
3Ha4eHHs NornnHaHHsa 3paska (cepegHe) x 10 = [OamHuui NovaTec = HTO[]
Moporose
npuknag: 1,591 x 10 = 37 HTO[ (oamnHui)
0,43
8.3. IHTepnpeTauin pesynbTatiB
10
HTOAO -
[Moporosumn
>11
HTOA MpucyTHi aHTUTINa NpoTu 36yaHuKa.
Mo3nTueBHMIA BinbyBCst KOHTaKT 3 aHTUreHoM (36ygHMKOM abo BaKLMHOL).

AHTUTING NpoTH 36y,D,HVIKa YiTKO BUSIBUTU He BAANocCs.

9-11HTO[
PekomeHAyETLCA NOBTOPUTU TECT 3i CBIXKMM 3paskoM Yepes 2-4 TWKHI.
BO3HaYHUN
3pasok He MICTUTb aHTUTIN NPOTH 36yaHwMKa.
<9 HTOA
lMonepeaHivi KOHTaKT 3 aHTUreHoM (36yaHVKOM abo BaKLMHOI) ManoMOBIPHUNA.
HeratusHui

[iarHo3 iHeKUINHOro 3axBoproBaHHS HE MOXHAa BCTAHOBMNIOBATN Ha OCHOBI OAHOrO pe3ynbTaTy AocnigpkeHHs. HeobxiaHo
NOCTaBUTWN TOYHUI AiarHO3 B3ATU 40 yBaru KiiHiYHy iCTOpit0, CAMATOMATKKY, a TakoX CEpOnorivHi AaHi.
Y naujeHTiB 3 ocnabneHnm iMyHITETOM | HOBOHAPOAXXEHMX CEPOSOrivHI AaHi MaloTb Nnve obMexeHe 3HauYeHHS.

8.3.1. I3oTunu aHTUTIN | cTaH iHdekuil

3HauuMmicTb
Ceponoris

XapakTtepucTmka NePBUHHOI peakLii aHTUTIN
IgM Bucokuii Tutp IgM 3 HU3bkuM TUTpom IgG: — CBigYMTL NPO NOTOYHY abo HelloAaBHIO iHbekLio
Pigko: — cTinkun IgM

XapakTepucTvka BTOPUHHOI peakuii aHTuTin
19G Moxxe 36epiraTvcst NPOTArom AeKiflbkox pokiB
Bucokun Tutp IgG 3 HU3bkuMm TUTPOM IgM: — MOXe BkasdyBaTuh Ha iH(hekUito B MUHYNoMy

IgA BrpobnseTbca Ha cnm3oBux 060M0HKax Mo BCbOMY Tiny (=3axucHuii 6ap'ep)
3as3Buyalt BUHUKaE Ha paHHix cTagisx iHdekuii

9. CMEUNDIYHI XAPAKTEPUCTUKA

Pe3yanaTV| BiHOCATLCS [0 rpyn ,D,OCJ'Ii,EI,)KyBaHMX 3paskiB; Lie He rapaHTOBaHI XapaKTepUCTUKMN.

9.1. TouHicTb

B aHanisi n CepegHe (E) CV (%)
#1 24 0,828 8,88
#2 24 1.139 4.35
#3 24 0,949 1.78
Mix aHanizamu n CepepgHe (HTOL) CV (%)
#1 12 17.80 8.26
#2 12 15.47 7.04

#3 12 5.63 11.13
9.2. [iarHocTnyHa cneundivHicTb

[JiarHocTnyHa cneundivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEFaTUBHOMO pe3ynbTaTy aHanidy 3a BiACYyTHOCTI KOHKPETHOro
aHanity. Lle 98,44 % (95 % poBipunn iHTepsan: 91,6 % - 99,96 %).

9.3. [iarHocTU4Ha 4YyTnNUBICTb

[iarHoCcTnYHa YyTNUBICTb BU3HAYAETLCS SK MMOBIPHICTb MO3UTUBHONO pesynbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 97,78 % (95 % posipuuni iHTepsan: 88,23 % - 99,94 %).

9.4. Bnnue

Bnnue 3 remonitTMyHMMu, ninemivyHMMM abo XOBTSHUYHUMM 3pa3kamu He CrocTepirarTbes A0 KoHueHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepugis i 0,5 mr/mn G6inipy0GiHy.

9.5. MepexpecHa peakTUBHICTb

HocnigxeHHa naHeni 3paskiB i3 aKTUBHICTIO @aHTUTIN 4O NOTEHLINHO NepexpecHUX napaMmeTpiB He BUABMUIO A0OKa3iB
XMBHOMO3MTUBHMX pe3yrnbTaTiB Yepes NepexpecHi peakLii.
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10. OBMEXXEHHA NMPOLIEAYPU

BakTepianbHe 3aGpyaHeHHs1 a0 NOBTOPIOBaHI LMK 3aMOPOXKYBaHHS-pO3MOPOXKYBAHHSI 3paska MOXYTb BMIIMHYTU Ha
3HAYEHHS NOrMUHAHHS.

11. SACTEPEXEHHSA TA NONEPEOAXEHHA

HeobxigHo cyBOpO OOTpUMyBaTUCSA NpoLenypu TeCcTyBaHHs, iHopMaLiil, 3anobibkHMX 3axofiB i nonepeKeHb, HaBeAEeHMX

B IHCTPYKLUiSX i3 3acTocyBaHHsA. BukopucTaHHs HabopiB TecTiB 3 aHanizatopamu Ta nogibHuM obnagHaHHAM mae ByTtn

nepesipeHo. Byab-Aki 3MiHWM B An3aiiHi, cknagi Ta npoueaypi TECTYBaHHS, a Takox Oyab-sike BUKOPUCTaHHSA B NOEOHaHHI 3

HLUMMW NPOAYKTaMK, He CXBaneHWMU BUPOBHMKOM, 3abBOpOHEHI; KOPUCTYBay cam Hece BiAMOBiAamnbHICTb 3a Taki 3MiHW.

BrvpobHVK He Hece BiAnNoBidanbHOCTI 3a MOMUIIKOBI pe3ynbTaTM Ta BMNadkM 3 LMX NpUYnH. BupobHWK He Hece

BignosiganbHoCTi 3a 6yAb-AKi pe3ynbTaTh BidyanbHOro aHanidy 3paskis nawieHTiB.

Tinbkun Anga giarHOCTMKKM In vitro.

Yci maTepianu NoaCcbKoro YM TBApUHHOIO NMOXOMXKEHHS Chif po3rnsaaTn Ta 06pobnsaTn Sk NOTEHUINHO iHCEKLinHI.

YCi KOMMOHEHTY NMIOACHLKOro MOXOAXKEHHS, AKi BAKOPUCTOBYIOTLCSA ANs BUPOBHWULTBA LUX peareHTis, Oynun nepesipeHi Ha

aHtuTina go BIJ, aHtutina go BIC ta HBsAg i 6ynn Bu3HaHi HepeakTMBHUMM.

He 3amiHtonTe peareHTn abo MikponnaHLweTn pisHUX NapTii BUPpOOHMLTBA.

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

He BMKOPWUCTOBYIWTE peareHT nicns 3akiH4eHHA TepMiHy NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

BukopurcToBYINTE NULLIE YNCTi HAKOHEYHUKM NINETOK, Ao3aTopy Ta nabopaTopHMi Nocya.

He MiHSMTe rBUHTOBI KPULLKKN (DriakoHiB 3 peareHTamu, o6 YHUKHYTU nepexpecHoro 3abpyaHeHHs.

LinbHO 3akpuiiTe hnakoHn 3 peareHTammn ogpasy nicnsg BUKOPUCTAHHS, WOO YHMKHYTU BUNApOBYBaHHS Ta MiKpOGHOro

3abpyaHeHHS.

Micns nepuoro BigKpUTTA Ta noganbLioro 36epiraHHsa nepesipTe riakoHW 3 KOH'IoraTtoM | CTaHAAPTOM/KOHTPONEM Ha

HasBHICTb MiKpOBHOro 3abpyaHeHHs nepea noaanslUMM BUKOPUCTAHHSM.

o6 yHMKHYTV nepexpecHoro 3abpyAHeHHst Ta XMBHO NiABULLEHWX pe3ynbTaTis, NineTyTe 3pasku NaLlieHTiB i fo3ynTe
eareHTn, He po30PM3KYHOUN iX aKypaTHO B MYHKWU.

DA npmsrzgfg;nﬁ nvwe ang ksanidikoBaHOro nepcoHany, Skun AoTPUMYETLCA CTaHAapTIB HanexHoi nabopaTopHoi

NpaKkTUKm .

ﬂ%ﬂ6no,qanbmoro BHYTPILLUHBOrO KOHTPOIIO AKOCTi KOXXHa nabopaTtopis NoBUHHA AO4ATKOBO BUKOPWCTOBYBATU BiAOMI

npo6w.

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

PeareHt MmoxyTb mictut CMIT/MIT (3:1) abo MIT (gue3.1).
ToMy 3aCTOCOBYHOTLCS HACTYMHI MONOXEHHsI Npo Hebe3neky Ta 3anobiXkHi 3axoau.

YBATA H317 Moxke BUKNMKaTK LUKIPHY aneprivyHy peakuito.
P261 YHUKaNTe BOUXaHHA Cnpeto.
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA 0.

Y PA3I NOTPAMITAHHA HA LWKIPY: npomunty BENMKOIO
P302+P352 KiNbKIiCTIO BOAM 3 MUINOM.

Y pasi nogpasHeHHs Lwkipm abo Bucuny: 3BepHITbCA 3a
P333+P313 MeONYHOK JOMOMOro/nopagoto.

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

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-giokcaH (ouB.3.1).
ToMy 3aCTOCOBYOTBCS HAcCTYrMHI NOMNOXeHHs Npo Hebe3neKy Ta 3anobixHi 3axoau.

YBATA H315 Buknukae nogpasHEeHHs LUKipn.
H319 Buknukae ceprio3He nogpasHEHHs OYen.
P280 Opsrante 3axmcHi pyKaBUYKU/3aXUCHWI OAST.
Y PASI MOTPAMTAHHA HA LWKIPY: npoMuTh BEMWKOIO KiNbKICTIO BOAM 3
P302+P352 MUIOM.

MPUY NOMAOAHHI B OYl: O6epexHo npomuiAiTe BOAOK NPOTArOM KiNbKOX
P305+P351+P338 xBunuH. Buganut KoHTakT

NiH3K, KO BOHM € Ta iX Nerko 3pobutu. MpoaoBxyTe NONOCKaHHS.
P337+P313 £AKLWo nogpasHeHHs o4elr He NPoXoanTb: 3BEPHITLCA A0 Nikaps.

HopaTkoBy iHbopMaLiito MOXHa 3HaNTK B nacnopTi 6e3neku.
11.2. 3ayBaxeHHs wopao ytunisauii

3anuwkn XiMiYHMX PevYoBUH i NpenapaTiB 3a3BMyan BBaXXarTbCs HebesneyHnmm Bigxogamu. YTunisauis Takoro poay Biaxoais
perynioeTbCsl HalioHanbHMMK Ta perioHanbHUMKM 3aKOHaMKU Ta npasunamu. 3B’sbkiTbCA 3 MiCLEBMMM OpraHamu Bnagu abo
KOMMaHisiMu1 3 yTunisauii Bigxoais, siki Hag4agyTe Nopaau Woao yTunisadii HebesneyHnx Biaxoais.

IHbopmaLito Npo nakyBanbHi Matepianu aus. y po3gini NMAKYBAJIbHI MATEPIATIN.
12. IHOOPMAUIA ONnA 3AMOBJIEHHSA

REF INFA0290 IgA Bipycy rpuny A (96 BU3HAYEHDb)
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CKOPOYEHHA

CMIT 5-xnop-2-meTnn-4-i3otia3oniH-3-oH

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

NMAKYBAJIbHI MATEPIAJIN

Y

2

PAP 21 PAP 21 PAP 22

| soLN|cTon| [wAsH|BUF|20x| |[suB[TMB| |DIL|
[CONJ| |CONTROL|[+| |KOHTPONb|} |BIAPISATH
-
U
HDPE 2 PP 5 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 GionoriyHMn maTtepian TBaPUHHOIO MOXOAXKEHHS

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 OOoCNIOXEHHA

IgA Bipycy rpuny A

MigroToBKa no TecTty

MigrotynTe peareHT Ta 3pasku, K ONUCaHo.

BcTaHoBITE NnaH po3noainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpoueaypa aHanisy

BnaHk cybctpaty |HeratusHuin| MNMoporosuii | Mo3nTtneHun 3pasok
(po3baBneHwuii
(A1) KOHTPOJIb|[KOHTPOIb| KOHTPOI1b 1+100)
HeratueHun
KOHTpPOIb - 100 mkn - - -
KoHTponb
NnoporoBui - - 100 MKkn - -
[Mo3nTuBHMIA
KOHTPOnNb - - 100 mkn -
3pasok ) ) ) ) 100 MKn
(po3baBneHun
1+100)
HakpuinTe nyHkn doonbroto, Wwo BXoauTb
00 Habopy
IHKyOynTe npotaairom 1 roaMHu npu
37+£1°C
MpomuiiTe KoXHy nyHKy Tpudi 300 mkn |WASH|BUF[1x |
Kown’rorat - 100 mkn 100 MKkn 100 mkn 100 mkn
IHkybynTe 30 XB npu KiMHaTHIn TemnepaTtypi (20...25 °C)
He niggaBaTtu BNNUBY NPAMUX COHAYHUX
NPOMEHIB
MpomuiiTe KoXHy NyHKy Tpudi 300 mkn  |WASH|BUF|1x |
|SUB| TMB | 100 MK 100 MK 100 MKn 100 MK 100 MK

IHKyOyWnTe

piBHO 15 XB npu KimHaTHiK TemnepaTypi (20...25 °C) y TempsBi

(pedbepeHTHa goBxnHa xsuni: 620 HM)

|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTomeTpuyHe BUMIptoBaHHSA rpu 450
HM

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
63128 Dietzenbach, HimeuunHa
ﬂ: +49 6074 23698-0
C: +49 6074 23698-900
EnextpoH

Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
cawnt:Clinical.goldstandarddiagnostics.com 7
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