HABIP Ol BUSHAYEHHSA AHTUTIN
IgA 10 COVID-19

COVID-191gA

Kam. Ne: COV19A.CE Jama sunycky iHcmpykuii: 06-2020

Bepcis: 2

OcCHOB0I0 NpU_NpPoBeOdeHHI aHai3y € opu2iHan iHCmpyKuii
dHeniticbkol Mo8oto, 8knadeHoi 8 Habip. Homep i dama
gepcii_opueiHany _ma__nepeknady iHCMPyKUii _NoB8UHHI
cnienadamu.

IDA ona eusHavyeHHsa anmumin IgA 0o COVID-19 y cupoeamyi ma nnasmi
Kpoei toduHu

- MinbKu 0715 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A. NMPU3HAYEHHA BUKOPUCTAHHA

DepmeHTHUI iMyHoaHani3 (IMA) ona Bu3HaueHHA aHTuTin IgA go COVID19y

nnasmi Ta cmposaTui NloAnHN.

AHanis IgA pekomeHAayeTbCa, Ha gopatok Ao lgGi IgM, ana:

a)  KOHTPOJIO 3aranbHoi iIMyHOJOTiYHOI BiANOBIAI NaLieHTIB, AKi nepeHecnn
roctpy iHdekuilo, Ta iX MOAanbWOro CrocTepeXXeHHA A0 MOBHOro
OpyXaHHs;

b)  06CTexeHHA NauieHTIB i3 CUMNTOMaMK racTPOEHTEPONOriYHOT hopmu
iHdekuii COVID-19, Aki, AK OUiKyeTbCA, reHepytoTb IgA Ha AOCUTb PaHHil
CTapAii 3apaxeHHA.

TinbKn gns AiarHOCTUKK «in vitro».

B.BCTYN

XBopoba kopoHaBipycy 2019 (COVID-19) cnpuuvHeHa BaKKUM FOCTPUM
pecnipaTopHUM CUHAPOMOM KopoHaBipycy 2 (SARS-CoV-2), akuii BnepLie
6yB BUABMEHWA Ha TNi Crnanaxy 3axBOPlOBaHb Ha pecnipaTopHi
3aXBOPIOBaHHA B MiCTi YxaHb, NpoBiHUiA Xy6ew, Kutan, i 3 Tux nip cnpuunHms
rno6anbHy naHaemilo.

SARS-CoV-2 € opHonaHutorosum PHK-BipycoM y MO3UTUBHOMY CeHCi i
Hanexutb Ao popy beTtakopoHasipycis, Ak Takox Bknouyae SARS CoV
(2003) Ta MERS CoV (2012).

Ak i BCi iHWi KopoHaBipycu, reHom SARS-CoV-2 (2019-nCoV) kopye
CnarikoBui1 6iNok, 6inoK 060N0HKU, MeEMBPaHHMI 6iNOK Ta HyKeoKancugHun
6inok.

Y Tux, x10 iHdikoBaHMn COVID-19, cumnToMM MOXYTb OyTM Maiixe
BigcyTHiMn. Cumntomn COVID-19 cxoxi Ha 3actysy abo rpun i MOXyTb
npoanatTuca fo 14 gHiB nicna KoHTakty 3 SARS-CoV-2. Cepepn cumnTomis:
NIMXOMaHKa, Kalllesb, yTPYAHEHE AVXaHHSA, MHEBMOHis B 060X flereHsx.

Y BaKux BUMNagKax iHpekuia moxe npussectn o cmepTi. CyyacHi TecTn Ha
SARS-CoV-2 6epyTb reHeTWYHWIA MaTepian Bipycy B MasKax 3 POTOBOI
NMOPOXKHWHW, BUKOPUCTOBYIOUM NofimepasHy naHutoroy peakito (MJ1P). MJ1P
M€ NO3UTUBHWIA pe3ynbTaT NnLLE TOAI, KONK BipyC BCe Le NPUCYTHIN.

Tectn He MOXyYTb iAeHTNIKYBaTK Noaen, AKi NnepeHecnn iHdeKLito, opgyXanu
Ta OUNCTUANCD Bif BipyCy.

IMyHOdepmeHTHI aHani3u (IMA) € 6inbLu WBMAKMMY CEPONOTIYHUMM TecTamu,
AKi 3a6e3neyyloTb 3UNTYBaHHA B3aEMOAIN aHTUreH-aHTUTINO.

Mo cyTi, aHTWTINa nauieHTa «3aTWUCHYTI» MiXK BipyCHUM 6ifkoM, WO Hac
UikaBWUTb, Ta aHTWTINamu-penopTepamy, Tak WO BUABAAIOTbCA Oynab-AKi
AKTUBHI aHTUTINA NauieHTa.

C. MPUHUUN TECTY

MikponnaHweT! MOKpUTi iMyHOLOMIHAHTHUMK PEKOMOIHAHTHUMK CranK-
rnikonpoTeiHamMn Ta HyKeoKanCUAHUMU aHTUreHamu, cneundiyHummn ana
COVID-19.

Po3nogin 3pa3skis Ta KOMNOHEHTIB KOHTPONOETbCA Cucmemoro MoHimopuHay
JooasaHHs 3paskig DiaPro («SAMS»), ge 3a npaBWIbHUM [OAABAHHAM
3pas3skKiB Ta peareHTiB aHani3y 34iCHIOETbCA Bi3yanbHWI Harnag 3 noeTanHowo
3MiHOI0 KOMNbOPIB.

Teepay a3y crnouyaTky o06po6nATb po3BeaeHVM 3paskom, i IgA
3aXOMNJIOIOTHCA, AIKLLO BOHY €, aHTUTEHaMU.

Micns BUMUBaHHA BCiX iHWMX KOMMOHEHTIB 3pa3ka B 2-i iHKybaLljii 3B'A3aHi
aHTUTINa BUABNAIOTbCA AOAABAHHAM NOMIKNOHANbHYX CneundiuHmX aHTUTIN
10 IgA niognHu, miveHnx nepokcumgasoto (HRP).

Mepexknaday TemaHa 3eneHcbKa

DepMeHT, 3axonNeHni Ha TBepAin dasi, Aitoum Ha Cymill cy6CTpaT/XpOMOreH,
reHepye ONTUYHWIA CUrHaN, NPOMOPUINHUIA KinbkocTi aHTU-COVID-19 IgA,
NPUCYTHIN y 3pasKy.

Moporose 3HaueHHn cut-off fO3BONAE ONTUYHY LWINBHICTb iHTEPNPETYBaTH AK
HeraTVBHI Ta NO3UTUBHI pe3ynbtaTty IgA COVID-19.

D. KOMMOHEHTU
Kog COV19A.CE micTuTb peareHTn gna 96 tecTis.

1. MikponnaHwet MICROPLATE
1 MmikponnaHwert. 12 CMyXOK MO 8 MIKPONYHOK, MOKPUTKX
PEKOMOIHAHTHUMM  HYKNeoKancuaHUmMy  Ta  Cralik-aHTureHamu.
MnacTvHKM 3aneyaTtaHi B NakeT 3 OCyLlyBayeMm.

2. HeratuBHuit KoHTponb CONTROL -
1x2.0 mn/dnakoH. [OTOBMI O BUKOPUCTaHHA KOHTPONb. BiH MicTutb 1%
6inkiB Ko3auoi crpoBatku, 10 MM Na-uuTpatHuii 6ydep pH 6.0 +/- 0.1,
0.5% Tween 20, 0.09% Na-asugy Ta 0.045% ProClin 300 B sKoCTi
KOHCepPBaHTiB. HeraTnBHWI KOHTPO/Nb KOARYETbCA }KOBTUM KOJIbOPOM.

3. MNosutmBHMi KoHTponb CONTROL +
1x2 mn/¢pnakoH. FOTOBMI A0 BUKOPUCTAHHA KOHTPOJb. BiH MicTUTb 1%
6inkiB Ko3sauoi cuposatky, IgA noguHu, no3utnsHun go COVID-19, 10
MM Na-umtpathuin 6ydep pH 6.0 +/- 0.1, 0.5% Tween 20, 0.09% Na-
asnay Ta 0.045% ProClin 300 B AKOCTi KOHCepBaHTIB. MO3UTUBHUN
KOHTPOJIb KOAYETbCA 3€/IEHIM KOJIbOPOM.

4. ®epmeHTHMI KoH'torat CONJ
1x16 mn/dnakoH. FOTOBUI AO BUKOPWCTaHHA peareHT, KOAOBaHMIA
pOXKeBMM/4epPBOHNM KONbOPOM. BiH MiCTUTb B AKOCTI KOHCEPBaHTIB
KOH'lOroBaHi 3 NepoKCcrAa3olo XPOoHY NONIKMNOHabHI aHTUTINa KO3u Ao
IgA niognHu, 5% BSA, 10 MM Tpurc-6ydpep pH 6.8 +/- 0.1, 0.045% ProClin
300 Ta 0.02% reHTamiumMHy cynbdarty.

5. XpomoreHn/Cy6cTpat SUBS TMB
1x16 mn/dnakoH. [0TOBMI O BUKOPUCTaHHA KOMMOHEHT. BiH MicTuTb
50 MM uutpaTtHo-dpocdaTtHoro  bHydepa, pH 3.5-38, 4%
aumetuncynbdokeugy, 0.03% TeTpa-meTun-6eHsuguHy a6o TMB i
0.02% nepekmcy BoaHto abo Hx0..
Mpumimka: 36epicamu 3axuwjeHum 8i0 ceimna, yymaueuli 00
CUJIbHO20 0C8iMJIeHHA.

6. Po3umHHMK gna aHanisy DILAS
1x 8 mn/dnakoH. 3abydpepenuin 10 MM Tpuc posunH, pH 8.0 +/- 0.1, wo
Mmictutb 0.045% ProClin 300, ona nonepeaHboi 06pobKM 3paskie Ta
KOHTPOIB Ha MnaHweTi, 6i1oKytoum iHTeppepeHLito.
Mpumimka: lMicna 0o3yeaHHA piOuHU 68 NIYHKU 011 KOHMPOJII0 ma
3paskie 8ionNosioHuUll KOJlip cmae memMHO-CUHIM.

7. Po3uYMHHMK anA 3paskKa DILSPE
1x50 mn /nnfwka. BiH mictnTb 1% 6inkis Ko3sauoi cnposatku, 10 MM Na-
unTpatHun 6ydep pH 6.0 +/- 0.1, 0.5% Tween 20, 0.09% Na-asugy Ta
0.045% ProClin 300 B sikOCTi KOHCEpBaHTIB. 1A po3BefjeHHA 3pa3Ka.
Mpumimka: Po34YuHHUK 3MiHIOE Konip 8i0 0/1UBKOB0-3e/1eH020 00
memMHO-CUHI08aMo-3e/1eH020 y NpUcymHocmi 3paska.

8. KoHueHTpat MpomusHoro 6ydepa WASHBUF 20X
1x60 mn/nnAwka. 20X KOHUEHTPOBaHUN po3unH. [licnAa po3seaeHHsA
NMPOMUBHUIA PO34MH MicTUTb 10 MM docdaTtHuin bydep, pH 7.0 +/- 0.2,
0.05% TsiH 20 Ta 0.045% ProClin 300.

9. CipuaHna kucnota H,50,0.3 M
1x15 ma/naawka. Mictutb 0.3 M po3umHy HySOs.
YBara: lNopgpasHioloua pevosuHa (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363)

10. YuwinbHioBanbHa ¢ponbra gna nnaHweTa x 2 wWr.
11. Bknaguw iHCTPYKUii X 1 wr.



Baxnusa npumirtka:
TinbKm 3a KOHKpeTHUM 3anuTom, Dia.Pro moxe noctaButun peareHTn ana 192
TEeCTiB, AK NOBIAOMNAETbCA HIKYE:

1. MikponnaHwert X2
2. HeraTuBHUIA KOHTPOJb 1x4.0 mn/dnakoH
3. MNo3MTUBHMI KOHTPONb 1x4.0 mn/dnakoH
4. OepMeHTHWI KoH'loraT 2x16 mn/dnakoH
5. XpomoreH/Cy6cTpat 2x16 mn/dnakoH
6. PO3unHHKK gna aHanisis 1x15 mn/dpnakoH
7. PO34MHHVK gna 3paskis 2x50 mn/nnAwka
8. KoHueHTpart MNpomusHoro 6ydepa 2x60 mn/nnAwka
9. CipuaHa Kucnora 1x32 mn/nnawka
10. YwinbHioBanbHa donbra gna nnaHwera | x4
11. Bknaguw iHCTpyKUii x1

KinbkicTb Tecris 192

Kop COV19A.CE.192

E. MATEPIAJIX, HEOBXIAHI, AJIE HE MOCTAYAIKOTbCA 3 HABOPOM

1.

»

7.
8.

KanibpoBaHi mikponinetkn (200 mkn i 10 MKn) Ta OAHOPA30Bi
NNacTUKOBi HAKOHEUHVIKU.

Bopga knacy EIA (6ignctunboBaHa abo peioHizoBaHa, 06pob6neHa
[epeBHUM BYrinnAM, AnA BUAaNeHHA OKUCIIOBaNbHUX XiMiKaTiB, WO
BMKOPWCTOBYIOTbCA AK Ae3iHPiKytoui 3acobm).

Talmep 3 gianazoHom 60 XBUNIMH abo BULLe.

Abcopbytoui nanepoBi cepBeTKy.

KanibpoBaHuii MiKponnaHWeTHWUI TepMOCTaTUYHMI iHKy6aTop DA,
3aTHUI 3abe3neuntn Temnepatypy +37 °C.

Kani6poBaHuii mikponnaHweTHuii 3umtyBay DA 3 ¢inbTpammn 450 Hm
(3unTyBaHHA) Ta 3 620-630 HM (6naHKyBaHH=).

KanibpoBaHui mikpornnaHiueTHuii Bowep IOA.

BopTekc abo nogibHi 3miLLyBasbHi iHCTPYMeHTH.

F. MONMEPEAXEHHA TA 3ACTEPEXXEHHA

1.

10.

11.

Habopom noBuHeH KopucTyBaTuCA nuwe  KBanipikoBaHuA Ta
HaneXHVM YMHOM MiArOoTOBNEHMWI TEXHIYHMIA NepCcoHan nig HarnAaom
nikaps, BignosiganbHoro 3a nabopartopito.

Konn Habip BUKOPUCTOBYETbCA ANA CKPUHIHIY OAVMHULbL KPOBi Ta
KOMMOHEHTIB KPOBI, BiH NOBMHEH BUKOPUCTOBYBATWCA B labopaTopil,
cepTndikoBaHiii Ta KBanidikoBaHil HaLioOHaNbHUM OPraHOM Y Uil ranysi
(MiHicTepcTBO OXOpOHM 300pOB’A abO aHanNoriYHWin opraH) anA
NpoBefeHHA TaKOro TUMY aHaisy.

Becb nepcoHan, Akuii 6epe yuyacTb y NpoBefeHHi aHanisy, NMoBUHEH
HOCWUTW 3axMUCHWUI NabopaToOpHWMI OfAT, PyKaBUYKM 6e3 TanbKy Ta
okynapu. Cnig yHVKaTy BUKOPUCTaHHA Byab-AKNX rocTpux (ronku) abo
pixyunx (nes) npuctpoiB. Becb 3anyyeHuin nepcoHan noBuHeH GyTu
HaBuYeHWin npouegypam 6iobesnekn, AK pekomeHaoBaHo LleHTpom
KOHTpONIO 3axBoptoBaHb, ATnaHTa, CLLUA, a TakoX noBigoMnAeTbCa B
ny6nikauii HaLioHanbHOro iHCTUTYTY 0XOpoHM 3gopoB's: «biobe3neka B
MiKpobionoriuHnx Ta 6iomeauuHnx nabopatopisx», Bug. 1984 pik.

Becb nepcoHan, AKni 3aiMaeTbca 06POOKOID 3pasKiB, MOBVHEH OyTu
BaKuMHoOBaHU npotn BIB Ta BIrA, AnA AKMX BaKUWHW AOCTYMHI,
6e3neyHi Ta epeKTMBHI.

JlabopaTopHe cepefoBULLe Cif KOHTPOOBATM TakUM YMHOM, W06
YHUKHYTU 3a0pyAHEeHb, Takux fAK Nun abo MiKpoopraHiamu, Lo
YTBOPIOIOTbCA B MOBITPi, Npu BigKpuTTi ¢nakoHiB 3 Habopis Ta
MiKponnaHweTiB Ta npuv npoBefeHHi TecTy. He nigpasawTte
XpomoreH/Cy6cTpaT Al  cunbHOro CBiTNa Ta YyHWKante Bibpauil
NOBEpPXHi CTeHAY, e NPOBOANTLCA BUNPOOYBaHHS.

OTpumaBwmn Habip, 36epiraiiTe oro npu Temnepatypi 2..8 °C y
XONOAWIIbHYIKY 3 KOHTPONIEM TeMnepaTypy abo B XONOAHIN KiMHaTi.

He o6MiHIOTE KOMMOHEHTU MK Pi3HUMM MapTiAMKM  HabopiB.
PekoMeHpyeTbCsA, W06 KOMMOHEHTY MiXK IBOMa Habopamu ofHiel napTii
He MiHANM MicuAMM.

MepeKkoHanTecs, WO peareHT! NPO30pi Ta He MICTATb BUAUMUX BaXKKNX
YaCTMHOK abo cKynueHb. fAKWO Hi, MOpPEKOMEHAYNTe KepiBHUKY
nabopatopii po3noyaTyi HeO6XiaHI NpoLueaypw i3 3amiHn Habopy.
YHuKante nepexpecHoro 3abpyAHEHHSA MiX 3pasKamm
CUPOBATKW/MNasMu, BUKOPUCTOBYIOUM OAHOPA30Bi HAKOHEYHWUKM Ta
3MiHIOYM X NICNA KOXHOro 3pa3ska. He BUKoOpMCTOBYITE Of4HOPa3oBi
HaKOHEYHUKYM MOBTOPHO.

YHUKaTe  nepexpecHoro  3abpyAHEHHA MK  peareHTamu,
BMKOPUCTOBYIOUN OAHOPA30Bi HAKOHEYHMKMN Ta 3MiHI0UM X MiXK
BUKOPUCTAaHHAM KOXHOro 3 HuX. He BMKOpUCTOBYNTE OAHOPA30Bi
HaKOHEeYHWKM NOBTOPHO.

He BuKopucToByiiTe Habip nicna 3akiHYeHHA TepMiHY MPUAATHOCTI,
3a3HAYEHOro Ha 30BHILUHbOMY KOHTEWHepi Ta BHYTPILHIX eTuKeTKax
(dnakoHax).

Mepexknaday TemaHa 3eneHcbKa

12.

13.

14.

15.

16.

17.

Posrnagaiite Bci 3pa3ku AK NOTEHUinHO iHdeKLUilHi. 3 ycima 3pa3kamu
CMPOBATKM NIIOAVHU Cif NMOBOAWUTUCH Ha PiBHI 2 6Giobe3neku, siK Le
pekomeHaye LleHTp KOHTponto 3a 3axBoptoBaHHAMM, ATnaHTa, CLUA,
BiNOBIAHO 0 Ny6nikaLii IHCTUTYTY OXOpoHK 380poB'sA: «biobe3neka B
MiKpobionoriyHumx Ta 6iomeanyHmx nabopartopisix», Bug. 1984 pik.
BnkopucToByBaTV OAHOPA30BUIA MNACTUKOBWI MOCY/ PEKOMEHYETbCA
ANIA NPUrOTYBaHHA PIifKUX KOMMOHEHTIB abo AnA nepeHeceHHA
KOMMOHEHTIB Ha aBTOMaTM30BaHi poboui Mmicua, Wob YHUKHYTW
nepexpecHoro 3abpyAHeHHs.

Bigxoaw, wWo yTBOpPUNUCL Mifg Yac BUKOPWUCTAHHA Habopy, cnig
yTUNi3yBaTN BifNOBIAHO A0 HaLiOHaNbHWX AVMPEKTUB Ta 3aKOHIB, L0
CTOCY0TbCA TabOPaTOPHUX BiAXOAIB XiMiYHUX Ta 6iONOriYHUX PEUOBVH.
30Kpema, pigki Bigxoaw, L0 YTBOPIOWTbCA BHACNIAOK npouenypwv
NPOMUBAHHS, 3a/MLLKIB KOHTPOJIIB Ta 3pa3KiB, MOBWHHI 6T 06pobeHi
AK NOTeHUinHO iHbeKUinHMA MaTepian Ta iHaKTMBOBaHI nepep
yTunisaui€ero. 3anponoHoBaHi npoLeaypv iHakTyBaLi - e 06pobka 10%
KiHLieBOI KOHLeHTpaLieio nobyToBoro BigbinioBaya npotarom 16-18
roauH abo iHakTMBaLiA Tensom aBToknasom npu 121 °C npotarom 20
XB.

BvnagkoBi po3nuBM 3paskiB Ta Mig 4Yac pobOTM MNOBWHHI OyTU
apgcopboBaHi  ManepoBVMK  PYLIHUKAMK, 3MOYEHVMMMK MOBYTOBMM
Big6inoBauem, a notim Bogoto. MoTiM pyWHUKK cnig yTunisyBaTtn y
HanexHi KOHTeliHepw, Npu3HayeHi AnA NnabopaToPHUX/NiKapHAHUX
Biaxogi..

CipuaHa KncnoTta € noApasHUKOM. Y pasi po3nney NPOMUTY NOBEPXHIO
BEJIMKOIO KiNIbKICTIO BOAW.

IHWi BiAXOAW, WO YTBOPIOKTLCA BHACTIAOK BUKOPWUCTAHHA Habopy
(NMpuKNap: HakoOHEYHWKW, WO BUKOPWCTOBYIOTbCA ANA 3pasKiB Ta
KOHTPONiB, BUKOPUCTaHi MiKponnaHweTn), cnig obpobnAatn Ak
noTeHUiiHO iHbeKUiHI Ta yTunisyBaTh BigMOBIAHO OO HaLiOHaNbHMX
OVIPEKTMB Ta 3aKOHIB, L0 CTOCYI0TbCA 1abopaToOPHUX BiAXOAiB.

G. 3PA3KU: MIArOTOBKA | PEKOMEHIALII

1.

KpoB 3abupa€eTbcA acenTUyHO LWASXOM BEHEenyHKLUil, a nna3ma abo
cupoBaTKa TOTYIOTbCA i3 3aCTOCYyBaHHAM CTaHAAPTHUX MEeTOAUK
NiAroTOBKM 3pa3KiB ANA KiHiYHOro nabopaTopHoro aHaniy. Bnnvey Ha
npuUroTyBaHHA 3paska 3 uutpatom, EATA Ta renapvHom He
cnocrepiranoco.

YHuKaiiTe 6yfib-AKOro AOAaBaHHA KOHCEPBaHTIB O 3pa3KiB; 0cO6NMBO
asmpay HaTpilo, OCKINbKM LA XiMiYHa peyoBMHa BMNAMBATUME Ha
depmeHTaTVBHY aKTVBHICTb KOH'IOraTy, Aaloun NMOMUIKOBO HeraTuBHI
pesynbTatu.

3pasKu NOBUHHI ByTu YiTKO igeHTUdiKoBaHi Kogamu abo Ha3Bamu, Wo6
YHUKHYTVM HEMpaBUIbHOTO TyMayeHHs pe3synbTatie. Konu Habip

BUKOPUCTOBYETbCA ANIA  CKPUHIHTY OAMHWULUb  KPOBi, HACTiiHO
PEKOMEHAYETbCA MapKyBaHHA 3i LITPUX-KOAOM Ta €NeKTPOHHe
3UMTYBaHHS.

[emoni3oBaHi (4epPBOHiI) Ta NOMITHO rinepninemiyHi (<kMoONOYHI») 3pasku
Cnip  BiOKWHYTW, OCKINbKM BOHU MOXYTb MPU3BECTM [0 XUOHUX
pe3ynbTaTiB. 3pasky, WO MICTATb 3anuwku GibprHy abo BaxKUX
YaCTMHOK abo MIKPOGHI HATKWM Ta Tifa, Cig BigKMAaTK, OCKINbKN BOHU
MOXXyTb MPU3BECTMN 10 XUOHUX Pe3ybTaTiB.

CupoBartKky Ta niia3my MoXHa 36epiratvi npu + 2 ° ... + 8 °C y npobipkax
ONA MNepBUMHHOro 360py MpoTAroMm N'ATM AHIB nicnAa 36opy. He
3aMOpPOXyINTE NMepBUHHI NPobipKK Ana 36opy. [AnA 6inbw Tpusanoro
nepiofy 36epiraHHs 3pa3kn CMPOBATKM Ta Mia3mu, 06epeXxHO BUMHATI
3 NepBUHHOI NPOBIPKKU, MOXKHa 36epirat 3amopoxeHnmmn npu -20 °C
npuHanmMHi 12 micauis. byab-Aki 3amopoxeHi 3paskm He cnif
3aMOPOXKYBaTW/PO3MOPOXKYBaTN binblue OAHOro pasy, OCKINbKW Le
MOXe YTBOPUTW YaCTUHKW, AKI MOXYTb BMIMHYTU Ha pe3ynbTaT TecTy.
[ne. Takox Po3ain S (O6mexeHHs).

AKWo nicnA pPo3MOPOXKYBaHHA NPUCYTHI YacTWHKM (AK Le 4acTo
TPannA€ETbCA 3i CTapUMKM 3pa3kamiy B HEBENIUKMX O6’€éMax i B nnasmi),
ueHTpudyryinte npmu 2000 06./xB. npotarom 20 xB. abo Kpalye,
obinbTpyiiTe 3a gonomoroto ¢inbTpis 0.2-0.8u AN ouuLleHHs 3paska
nepep TeCTyBaHHAM.

OcKinbKn po3unHHMK 3paskiB (DILSPE) mMicTuTb cunbHy iHakTuBYlouy
BipyCU pevyoBWHY, po36aBneHi 3pasku MOXKYTb HaNEeXHUM YUHOM
36epiratca npu + 2..8 °C nviwe NpoTarom 48 roguH.



H. MAroToBKA KOMMOHEHTIB | MONEPEAXKEHHA

[LocnigxeHHs, npoBefieHe Ha BiAKPUTOMY Habopi, He BKa3ano Ha byab-AKy
BiANOBiAHY BTPaTy aKTUBHOCTI 1O 6 BUKOPUCTaHb NPUCTPOLO Ta TEPMIHOM 10
6 micauis.

MikponnaHweTtn:

lMepep BigKPUTTAM KOHTEeMHepa AanTe MiKponnaHLWeTi AOCArTA KiMHaTHOI
TemnepaTypu (6nn13bko 1 roguHm).

MepekoHanTecs, Wo ocyllyBay He HabyB TeMHO-3e51leHOro 3abapBieHHs, WO
BKa3ye Ha AedeKT BUPOOHMLTBA.

Y ubomy BuNapKy 3atenedoHyiiTe Ao cnyx6wm nigTpumky KnieHTis Dia.Pro.
HeBuKopucTaHi cMy»KKu MOTPIGHO MOKNAcTV Ha3aj B aNiOMIHIEBUI MaKeT,
pa3om 3 ocyllyBayeMm, LWinbHO 3aKpuTu i 36epirati npu + 2 ° .8 °C. Mpun
nepLomMy BiOKPUTTI CMYXKKW, WO 3anUWMWANCh, € CTabinbHUMK, NOKM
NOKa3HMK BONOroCTi BCepeAuHi Millka 3 OCyllyBayeM He NepeTBOpUTbCA 3
>KOBTOTO Ha 3eNeHunI.

HeraTuBHMi1 KOHTpONb:
loToBUI BO BUKOpUCTaHHA. [epes BUKOPUCTaHHAM JO6pe nepemillainte Ha
BOPTEKCi.

Mo3nTNBHUIA KOHTPONb:

F'oToBUI O BUKOPUCTaHHSA. [lepes BUKOPUCTaHHAM Aobpe nepemillaiTe Ha
BopTeKCi. 06pobnaiiTe Lei KOMMOHEHT K MOTEHUiNHO iHbEKLiNHWA, HaBiTb
AKLLO KOHTPOJb 3a NOTO XiMiYHM CKNaAoOM iHaKTVBOBaHWIA.

KoHueHTtpat MpomusHoro 6ydepa:

Mepen BUMKOpUCTaHHAM 20X KOHLEHTPOBAHMIN PO3YMH Clif po36aBuTH
Bopoto Knacy EIA po 1200 mn i o6epexHo nepemiwaTtyi obepTaHHAM 3 AeHLA
Ha Kpuwky. OCKinbKM AeAKi KpucTanu coni MOXyTb 6yTU MPUCYTHIMKU y
¢dnakoHi, noab6aiTe Npo Te, W6 PO3UMHUTU BECb BMICT, FOTYIOUMN PO3YMH.
Mip 4ac nNpurotyBaHHA YyHWKanWTe MNiHOYTBOPEHHSA, OCKINbKW HaABHICTb
6yNnb6ALLOK MOXKe CMPUYNHUTY NOraHy ePpeKTUBHICTb MPOMMBAHHS.
Mpumimka: [licna po3sedeHHA npomusHUli po34yuH cmabineHuli npomsazom 1
muxHA npu + 2..8 °C.

(MepmeHTHUI KoH'toraT:

loToBUIN BO BUKOpUCTaHHA. [epes BUKOPUCTaHHAM A0O6pe nepemillainte Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3a6PYAHNUTY PiAYHY OKUCTIOBaNbHUMU XiMiKaTamu,
NOBITPAHUM NIoM abo Mikpobamu.

AKWO Ue KOMMOHEeHT [OBOAWUTbCA MEPEHOCUTM, BUKOPWUCTOBYWTE nuLlie
NNacTUKOBi, MOXNIMBO CTePUIbHI OAHOPA30Bi KOHTEeNHepW.

XpomoreH/Cy6¢cTpar:

loToBUI fO BUKOpUCTaHHA. [epes BUKOPUCTaHHAM J0O6pe nepemillainte Ha
BOPTEKCi.

ByabTe 06epexHi, Wob He 3abpyAHNTY PiAVHY OKUCTIOBaNbHMM XiMiKaTamu,
NOBITPAHUM NIoM abo Mikpobamu.

He nipnaBante CuNbHOMY OCBITNIEHHIO, OKMUCIIOBayaM Ta KOHTaKTy 3
MeTaneBUMM NOBEPXHAMM.

AKWO Le KOMMOHEeHT [OBOAWUTbCA MEPEHOCUTH, BUKOPWUCTOBYWTE nuLle
NNacTUKoBY, AOCTYMNHY CTEPUIbHY OAHOPA30BY Tapy.

Po3unHHUK gnA aHanisy:
[oTOBUI 4O BUKOPUCTaHHA. 3MillaiTe Ha BOPTEKCi Nepef BUKOPUCTAHHAM.

PO34YMHHUK AnA 3paskKis:
[oTOBUI O BUKOPUCTaHHA. 3MillaliTe Ha BOPTEKCi nepef BUKOPUCTaHHAM.

CipuaHa Kncnora:

loToBUI BO BUKOPUCTaHHA. [epes BUKOPUCTaHHAM AO6pe nepemillainte Ha
BOPTEKCi.

YBara: NMogpasHiotoua pevosuHa (H315; H319; P280; P302+P352; P332+P313;
P305+P351+P338; P337+P313; P362+P363).

JlereHpa:

MNMonepepxysanbHi H-ppasn:

H315 - Buknukae nogpasHeHHA WKipn.

H319 - Buknukae cepiio3He nogpa3sHeHHA oyel.

MonepepxyBanbHi P-¢ppasu:

P280 - OparaTv 3axMCHi PyKaBUYKW/3aXMCHUIN OAAr/3aXUCT ouelt/3axmcTt
06nmyus.

P302+P352 - MNP/ NMOMNALAHHI HA LUKIPY: 3mMuTy BeNMKOLO KiNbKicTio Muna
Ta BOAMW.

P332+P313 - AKLL0 BMHMKAE NOAPA3HEHHA LWKiPW: 3BEPHITbCA 3a MeANYHOI
KOHCYyNbTaLi€lo/40NOMOroto.
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P305+P351+P338 - NPV NOMALAHHI B O4l: O6epexxHO npomMunBaTi BOAOO
NPOTArOM AeKiNbKOX XBWIMH. 3HIMiTb KOHTAKTHI NiH3K, AKIWO BOHM € i Ue
Nerko 3po6mtu. NpoaoBXKyNTe NPOMUBAHHS.

P337+P313 - AKL0 Noagpa3HeHHA 04el He 3HMKAE: 3BEPHITbCA 3a MeJYHOI
KOHCynbTaLi€lo/[0NoMOroto.

P362+P363 - 3HimiTb 3abpyAHEeHNIA OAAT | BUNEpiTb NOro nepes NOBTOPHUM
BMKOPUCTaHHAM.

I. NPUNAOU TA IHCTPYMEHTW, WO BUKOPUCTOBYKOTbCA B

KOMBIHALIIi 3 HABOPOM

1. MikponineTkm noBuHHi 6yt BigkanibposaHi, Wo6 3abesneunTn
NpPaBwWIbHUIA 06'e€M, HeOOXiAHWI ONA aHanily, a TaKoX MPOBOAUTU
perynapHe 3He3apaxeHHA (nobytoBuin cnupt, 10%  PO3uUMH
Bip6inioBava, AesiHoikyloui 3aco6M MefVMUHOrO MPU3HAYEHHS) TUX
YaCTUH, AKi MOXYTb BUMaAKOBO MOTPANWTK Ha 3Pa3ok. IX Takox cnif
perynsipHo 06cnyroByBaty, o6 NoKasaTn TOUHICTb 1% Ta NpaBAMBICTb
+/- 2%. [lesakTuBaLilo po3nuBiB abo 3anuULLKIB KOMMOHEHTIB Habopy
TaKOX CJ1i NPOBOANTM PerynsipHo.

2. Iuky6atop IDA cnig BctaHoBMTM Ha +37 °C (gonyck +/- 0.5 °C) i
perynapHo nepesipATY, WO6 NiATPMMYBaTU NPaBWIIbHY TeMNepaTypy.
InAa iHky6auin nigxoaAaTb AK cyxi iHKybaToOpW, TaK i BOAAHI BaHHM, 3a
YMOBW, L0 Npunag NiaTBepAXeHn ana iHky6auii Tectis IOA.

3. Bowep IQPA € Hag3BUYANHO BaXNMBMM AN1A 3arajibHMX MOKa3HUKIB

aHanisy. Bowep noTtpibHo 3a3ganerigb peTenibHO OLiHUTY, NepeBipuTy,

UM BHOCWTbCA MOTPIOHMI O6’'€EM BUAaui, Ta perynsapHO MoaasaTu Ha

TexHiuHe 06CNyroByBaHHA BiAMOBIAHO A0 IHCTPYKLIiN BUPOOHMKA LOA0

BMKOPUCTaHHA. 30KpeMa, NicnA 3aKkiHYeHHA LWOAEHHOrO HaBaHTaXeHHsA

BOWEpP CNif peTenbHO OuuMLAaTK Bif CONell AeioHi30BaHOK BOAOIO.

Mepen BMKOPUCTaHHAM Bowep Cig  nNpakiMyBaTy PO3BEAEHUM

MpomnBHMM Po3unHoMm.

Mpwnag cnig WOTWXHA MofaBaTW Ha Ae3aKTMBauilo 3rigHO 3 Moro

KepiBHMLTBOM (NponoHyeTbcA fe3akTuauia 0.1 M NaOH).

5 umkniB npommuBaHHA (acnipauia + fgo3yBaHHA 350 MKI/NYHKY

NPOMMBHOIO PO34MHY + 20 CeKyHA 3amouyBaHHA = 1 LK) JOCTaTHbO

[nA 3abe3neyeHHs aHani3y i3 3aABNeHVMU XapaKTePUCTUKAMU.

AKLLO 3aMOUYBaHHA HEMOXINBO, fOAANTE LU OAWH LMK MPOMUBAHHS.

HenpaBunbHUA LUKN NPOMMBaHHA abo ronku, 3abuti cinno, €

OCHOBHOIO NPUYNHOI MOMUITKOBO MO3UTUBHUX PeaKLiil.

Yac inkybaLii mae gonyck + 5%.

5. 3umtyBau mikponnaHweTtiB I®A nosvHeH 6yt obnagHaHWN
dinbTpom 3umTyBaHHA 450 HM Ta Apyrum ¢inbTpom 620-630 HM,
060B'A3KOBVM AnA 6naHKyBaHHA. Moro ctaHmapTHi XapakTepucTuku
noBuHHI 6yTn (a) nponyckHa 3paTHicTb < 10 HMm; (b) pianasoH
noravHaxHa Big 0 fo > 2.0; () NiHinHicTb fo > 2.0; (d) noBTOpIOBaHICTD
> 1%. bnaHKyBaHHA MPOBOAWTBLCA Ha NyHUi, BU3HauYeHin y posgini
«Mpouepypa aHanizy». ONTUUHY cCUCTeMy 3uMTyBaya MOTPiIGHO
perynspHo KanibpysaTu, o6 3a6e3neunt npaBusibHe BMMIpIOBAHHSA
ontnuHoi winbHocTi. i cnig perynapHo nigTpumyBsaTth BignosigHo [0
iHCTPYKUi BUPOOHWMKa.

6. BukopuctoByBat  aBTOMaTM3oBaHi  po6oui  craHuii IQDA
PeKOMEHAYETbCA NPY CKPUHIHTY AOCUTb BEMKOI KiNbKOoCTi 3paskiB (>
50 3paskKiB).

Mpu BUKopucTaHHi aBToMaTM30BaHoi pobouyoi cTaHuii IOA BCi KpUTHUYHI
KPOKM (BHeCeHHs, iHKybaLif, MPOMMBAHHA, 34MTyBaHHA, OOpPOOKa
JaHWX) MOBWMHHI OYyTM peTeNibHO BCTAHOBJEHI, BiAKanibpoBaHi,
KOHTPONIbOBaHi Ta perynsapHo obcnyroByBaTtucs, Wob Bignosigatu
3HaYeHHAM, HaBefileHUM Y po3gini O «BHYTPILHIN KOHTPONb AKOCTI».
MpoToKon aHani3y NOBMHEH 6yTI BCTaHOB/EHWIN B OMepaLiiiHii cuctemi
NPUCTPOIO Ta NepeBipeHnin AK ANA Bolepa, Tak i Ana 3untyBaya. Kpim
TOro, YaCTWHa CTaHUii Ana nogadi piguHM (A03yBaHHA Ta NPOMMBAHHSA)
noBUHHa OyTV nepeBipeHa Ta MpaBWIbHO BCTaHoBneHa. Ocobnuy
yBary noTpibHo NpuAINnTY, Wo6 YHUKHYTV NepeHeceHHsA ronkamu, Lwo
BMKOPWCTOBYIOTbCA /1A JO3YBaHHA Ta MPOMMBAHHA.

Lle noTpi6HO BMBUUTY Ta KOHTPOMIOBATY, LLOD MiHIMi3yBaTU MOXKNUBICTb
3abpyfHEeHHA CyCiHIX NTYHOK.

Mpu BUKOPWCTaHHI aBTOMATUYHUX NPUCTPOIB, AKLLO TprMay NpobipKu
npunagy He nigxoauTb A0 NpobipoK, Wo BXoAATb A0 Habopy,
nepenuiiTe Po3yvH y BifNOBIAHI KOHTENHEPW Ta MO3HauTe iX TUM CaMUMm
APNVKOM, BiKNeEHUM Big opwriHanbHOro ¢nakoHa. Lia onepauis
BaXK/MBa, WO6 YHVUKHYTW HEBIAMOBIAHOCTI BMICTY ¢nakoHiB npu ix
nepepavi. [licna 3akiHYeHHA TecTy MOBEPHiTb KOHTelHepw i3
BTOPVHHUM MapKyBaHHAM Ao Temnepatypu 2.8 °C, wWinbHO
3aKynopuBLUK.

Cnyx6a nigTpymku  KknieHTiB  Dia.Pro  nmponoHye  nigTpumKy
KOpUCTyBayeBi B HanawTyBaHHi Ta nepesipui npwnagis, wWo
BUKOPWCTOBYIOTbCA B MOEAHAHHI 3 HABOPOM, 3 MeTOl 3abe3neyeHHs
BiANOBIQHOCTi onNncaHUM BMMOram. TakoX Hafa€eTbcA NigTpUMKa Ana

»



BCTAHOB/NEHHA HOBUX iHCTPYMEHTIB, AKi 6yAyTb BUKOPMCTOBYBATUCA 3
Habopom.

L. KOHTPOJIb TA MAHINYNALII 0O NPOBEAEHHA AHAJIZY

1. lMepeBipTe TepMiH NpUAATHOCTI HaboPy, HAAPYKOBAHWUI Ha 30BHILLHIl
eTUKeTUi KOpobKM 3 Habopom. He BMKOPWCTOBYBaTU, AKWIO TEPMIH
npuaaTHOCTI MUHYB.

2. [NepeKkoHanTeCh, WO pPiaKi KOMNOHEHTU He 3abpyHeHi YacTHKamun abo
CKYMUYeHHAMY, BUAUMUMK He036PO€EHNM OKoM. lNepeKoHariTecs, Wwo
XpomoreH/CybcTpar 6e3bapsHuMii abo 6nifo-6nakuTHUIA, acnipyoun
HEeBENMKNA  MOro  OG’'EM  CTEPUNBbHOIO  MPO30POI0  MNACTUKOBOO
ninetkoto. lMepekoHanTeca, WO MpW TPaHCMOPTYBaHHI He cTanocA
NONOMOK i He NPOAUTO PiAMHN BcepeanHi KOpobKu. MNMepeKkoHanTecs,
WO aNOMIHIEBUI MILLOK, WO MICTUTb MIKPOMMaHLLET, He NPOBUTUI i He
MOLIKOKEHW.

3. Possepitb Becb BMIcT 20X KoHUeHTpaty [MpomusHOro Po3umHy, Ak
onwcaHo BuLLe.

4. JlanTe BCiM iHWKM KOMMOHEHTaM AOCArTU KiMHaTHOI TemnepaTtypu
(6nm3bKO 1 rogMHK), a NOTIM NepemiLLanTe, AK ON1caHo.

5. BcraHoBiTb iHKy6aTop IOA Ha +37 °C i nigrotyiite Bowep DA,
npanmyoum noro po3seseHM NPOMUBHUM PO3YMHOM, BiAMNOBIAHO A0
iHCTPYKUin BUPOOHUKA. BCTaHOBITL NpaBuUnbHY KiNbKicTb LMKNIB
NPOMUBKN, AIK NOBIAOMNAETLCA B KOHKPETHOMY po3gini.

6.  YBiMKHITb 3uutyBau IQA npuHaimMHi 3a 20 XxBWAMH AO onepauii
34MTyBaHHS.

7.  fKLWo BM BUKOPUCTOBYETE aBTOMATM30BaHy Po60Yy CTaHLito, YBIMKHITb
i, nepeBipTe HanawTyBaHHA Ta OOGOB'A3KOBO BMKOPUCTOBYITE
npasubHUIA NPOTOKON aHanisy.

8.  [lepeKoHanTecs, Wo MiKpomnineTKkn BCTaHOBNEHI Ha HEOOXigHWIA 06'eM.

9. MepeBipTe, un Bce iHWe obnagHaHHA AOCTYNHe Ta roToBe [0

BUKOPWCTaHHA.

10. Y pasi npobnem He NPOJOBXKYyMTe NoAasnblle TeCTyBaHHA Ta NoBigomTe
KepiBHMKY.

M. NPOLIEAYPA AHANI3Y

AHani3 noBMHEH MPOBOAWUTMCA BiANOBIAHO AO TOro, WO MOBIAOMAETLCA
HUXKYe, 3 06epexHICTIo, Wob NiATprMYyBaTV OfHAaKOBWI Yac iHKybaLii ana BCix
3pas3skiB Mif Yac TecTyBaHHA.

ABTOMATU3OBAHUI AHATI3:

AIKWO TecT NpoBOAWTHLCA aBTOMATMYHO 3a Jonomorot cuctemu DA,
OOTPUMYMTECb  IHCTPYKUi, nogaHux pana PyuHoro AHanisy, wo6
3anporpamMyBaTyi NPOTOKON aHai3y.

Y pasi dikcoBaHOI rofikv nepen acnipaui€lo HaCTyNHOro 3paska ronku cnig
HaneXHNM YMHOM MPOMUTY, W06 YHWKHYTW NepexpecHoro 3abpyfAHeHHA
3paskiB..

Baxxnuee 3ayeaxeHHs: BizyanbHo cmexme 3a mum, wob 3pasku 6ynu
po3eedeHi ma po3nodineHi y 8i0nosioHi NyHKU. Ljbo2o npocmo docazaome,
nepesipAYU, YU KOJp OMPUMAHUX 3pa3Ki6 Nepemeopuscs HA MEeMHO-
CUHI08aMO-3e/1eHul, Modi AK KOJip He2amugHo20 KOHMPOJIO 3a/1UlIUBCA
0/1UBKOBO-3€/1eHUM.

HacTinHO pekomeHAyeTbCA nepeBipuTK, WO NPOMIXKOK Yacy MiX Bupayeto
neplIoro Ta OCTaHHbOrO 3paskiB OyAae po3paxoBaHW NpuIagoM Ta
BpaxoBaHWI, BiANOBIAHO 3aTpMMytouM NepLly onepawiio NPOMUBaHHSA.

[nAa HacTynHuX onepauii AOTPUMYNTECb IHCTPYKUin 3 ekcnnyarauii,
HaBefeHNX Huxue ana PyuHoro AHanisy.

PYYHUI AHANI3:

1. TloMmicTiTb HeobXigHY KinbKiCTb MIKPONYHOK y TprMay MiKpOyHOK.
3anuwTe 1-y NIyHKY NOPOXKHbOIO AN1A onepadii 6naHKyBaHHSA.

2. BHeciTb 200 MKN HeraTmBHOro KOHTPOSO Y TPbOX MPUMipHMKaX, | NOTIM
200 mKkn TO3MTMBHOIO KOHTPOMO B OAHOMY MPUMIPHMKY B OKpemi
nyHkn. He po3sb6aBnaiite KOHTpOMi, OCKiNbKM BOHW MoMnepegHbo
po3BefeHi, FOTOBI A0 BUKOPUCTaHHsA!

3. [opante 200 mkn Po3umHHmKa ana 3paskis (DILSPE) y Bci nyHKkn ana
3paskiB; MoTim po3noginitb 10 MKN 3pa3ka B KOXHY NpPaBUSIbHO
BU3HAYEHY JTYHKY.

AKypaTHO nepeMilWante nNNacTVHY, YHUKalun MepernoBHEHHA Ta
3abpyAHEHHA CYCigHIX NlYHOK, WOo6 MOBHICTIO PO3MNOAINNTA 3pasokK Y
PO3UVHHUK.

Baxxnuea npumimka: lepesipme, 4u Kosnip Po34uHHUKA 0n1s 3paskig nicns

000a8aHHA 3pa3Ka 3MIHIOEMbCA 3 0/IUBKOBO-3€/1eH020 Ha MEMHO-CUHI08AMO-
3es1eHul, nepeKoHyIHUCh, WO 3pasok dilicHo 000aHo.

Mepexknaday TemaHa 3eneHcbKa

4, Po3noginite 50 mkn Po3unHHuKa ana aHanisy (DILAS) y BCi KOHTPONbHI
Ta NyHKW ana 3paskis. [NepesipTe, UM Konip 3paskis NepeTBOPUBCA Ha
TEMHO-CUHIN.

5. AkypaTHO nepemillaiiTe NNacTvHy BPYYHY, YHNKAOUM NepernoBHEHHA
Ta 3a6pyAHEHHs CyCigHiX NTYHOK.

6.  IHKyGyiiTe MiKponnaHweT npoTarom 45 xsunuH npu + 37 °C.

Baxnuee 3aysaxkeHHA: CMyXKu 10 eepmemusygamu  KelKoro
YWiNbHI0BASILHOI PO/1b20I0, WO NOCMAYaemsCs, uwe modi, Koau mecm
npogooumecs  epy4Hy. He Hakpusalime CMyXKu, 8UKOPUCMOBYIOYU
asmomamuyHi npunaou IQA.

7. TlpomuiiTe MiKponnaHwWeT aBTOMAaTUYHUM BOLUEPOM, MOAABLUIM Ta
acnipytoun 350 MKN/NYHKYy poO3BeAeHOro MPOMMBHOIO PO3YMHY, AK
3a3HayeHo y po3ginil.3.

8. Minetyiite 100 mn ®epmeHTHOro KoH'toraTy y KOXHY JYHKY, KpiM
nepwoi NyHKW AnA  6GnaHKyBaHHs, | 3akpuiATe repMeTUKOM.
MepekoHanTecs, WO e YepBOHWUI KOMMOHEHT PO3MNOAiINeHun y BCi
NYHKK, Kpim AT.

Baxknuei npumimku: byobme obepexHi, ujob He mopkamucsa 8HympiwHbof
nosepxHi JiyHKU HAKOHEYHUKOM hinemku, Kosiu 003yeEmMbCa KoH'tozam. Moxe
cmamucs 3a6pyOHeHHs.

9.  IHKyb6yiTe MmikponnaHwieT npotarom 45 xsunuH npu + 37 °C.

10. TpomwniTe MiKponnaHLLEeT aBTOMATUYHMM BOLLEPOM, AK Y KpoLi 7.

11. MNinetyinte 100 mKkn cymiwi XpomoreH/Cy6cTpaT y KOXHY JYHKY,
BKJlOYaloumn 6naHK-nyHKy. MoTim iHKybyiTe MiKponnaHLLeT NpoTArom
15 xBuNuH Npy KiMHaTHIN Temnepatypi (18-24 °C).

Baxnuea npumimka: He niddasalime cunsHoMy npAMOMY €8imiy, OCKibKu
MOXe CMeopoeamucs 8UCOKUL (hoH.

12.  Minetynte 100 mkn CipyaHOi KNCNOTW Y BCi IYHKMN, BUKOPUCTOBYIOUMN Ty
camy nocnifoBHICTb MiNeTyBaHHA, Wo i Ha etani 10, Wob 3ynuHUTK
depmeHTaTMBHY peakuito. [lofaBaHHA KUCNOTW NepeTBOPUTL Konip
MO3UTUBHOIO KOHTPOJIO Ta MO3UTUMBHMX 3PaskiB 3 GNakMTHOro Ha
MOBTUIN/KOPUYHEBUIA.

13. BumipsnTe iHTEHCVBHICTb 3abapBiEHHA PO3UMHY B KOXHIN NyHLj, AK
onucaHo B po3dini I.5, 32 gONOMOrow NpUCTPOI0 ANA 34YNUTYyBaHHA
MikponnaHweTis npu 450 HM (3umTyBaHHA) Ta npu 620-630 HM
(BigHiMaHHs ¢OHY, 060B'A3KOBe), GnaHKyloun npwnag B nyHuUi Al
(060B'A3K0BO).

Baxnuei 3ayeaxceHHs:

1. MepexkoHatimecs, wjo Ha HUXHIU 4acmuHi MiKpOJTyHOK HeMde 8i0bumkig
nanvuie  neped  3yumyeaHHAm. Lle  moxe npussecmu 00
XUBHONO3UMUBHUX pe3ysibmamie npu 34umyeaHHi.

2. 34umysaHHA NOBUHHO nposodumucs 8idpasy nicna 0odasaHHa Cmon-
pO3YUHY, i 8 6yOb-AKOMY pasi He 0o8uwie, Hix yepe3 20 X8UsTUH Nic/A (1020
0o0asaHHA. Moxe cmamuca Oesike CAMOOKUC/IEHHsI XPpOMOzeHy, Wo
npu38o0UMb 00 BUCOKO20 (POHY.

N. CXEMA AHANI3Y
MeTtop Onepauii
KoHTponi 200 mkn
Po3unHHuK ana 3paskis (DILSPE) 200 mkn
3pasku 10 MKkn
Po3unHHUK ana aHanisy (DILAS) 50 MK
1-A iHKy6auia 45 xB.
Temnepatypa +37°C
Kpok npomunBaHHsA 5 umkniB i3 20 XB. 3aMOYyBaHHA
ABO
6 UMKIiB 6€3 3aMOYyBaHHs
DepMeHTHUIA KOH'toraT 100 MKn
2-71 iHKy6auin 45 xB.
Temnepatypa +37 °C
Kpok npomunBaHHsA 5 umkniB i3 20 XxB. 3aMOYyBaHHA
ABO
6 UMKIiB 6€3 3aMOYyBaHHsA
TMB/H,0> 100 MKn
3-7 iHKy6auin 15 xB.
Temnepatypa KT
CipyaHa Kncnota 100 MKn
3uutyBaHHsa OLL 450 HM/620-630 HM




Hukue HaBegeHO NPUKIagA Cxemm BUaadi:

MikponnaHwet

1 2 3 4 5 6 7 8 9 [ 10 | 11 ] 12
A | BLK | 54
B | NC S5
C | NC S6
D | NC S7
E PC | S8
F S1 S9
G S2 | S10
H S3 | S11

Jlerenpa: BLK = bnank NC = HeratusHun KoHtponb PC = MNo3uTtneHuiz KoHTponb S =
3pa3ok

0. BHYTPILUHIA KOHTPOJIb AKOCTI

Bynb-Konu, Konu BMKOPWUCTOBYETbCA Habip, BUKOHYETbCA KOHTPOJb, W06
nepesipnTK, 41 BiANOBIAaIOTb O4iKyBaHUM 3Ha4eHHAM OD 450 HM/620 HMm, AK
3a3HayeHo y Tabnuui HUXYe.

Bumorn
< 0.100 3HayeHHsi OD 450 Hm
< 0.150 CepepHboro 3HaueHHAa OD 450
HM MicnsA 61aHKyBaHHsA
> 0.500 3HayeHHs OD 450 Hm

MepeBipka
bnaHk-nyHka
HeratusHwuin koHTponb (NC)

Mo3uTrBHMIN KOHTpOonb (PC)

flKWwo pe3ynbTaT TecTy BiANOBIfAlOTb BMMOraMm, 3asHauyeHVM BuLe,
nepewaiTb 40 HACTYMHOro PO3Ainy.
AKLO LibOro He CTanocA, He NPOAOBXYNTE Aani, OCKINbKW AaHi HefiNCcHi.

P.PO3PAXYHOK CUT-OFF

Pesynbtati  BUNpoOyBaHb OOYMC/IOITL 3@ [OMOMOroK  FPaHUYHOTrO
3HaueHHsA cut-off, BM3HaueHoro 3a Takol dopmyno Ana cepefHbOro
3HaveHHA OD 450 HM/620-630 HMm ana HeratusHoro KoHtponto (NC).

NC + 0.250 = Cut-off (Co)

3HaueHHs, 3HaMpeHe ANA TecTy, BUKOPWUCTOBYETbCA [ANA iHTepnpeTauil
pe3ynbTartiB, K ONMCaHO B HAaCTyNHoMy naparpadi.

Baxnuee 3aysaxceHHA: Konu obuucneHHa pe3ynbmamis 30ilicHIoEMbCA 3a
00NOMO2010 OhepamusHOI cicmeMu demomamu3oeaHoi poboqoi cmaryii [OA,
nepekoHalimecs, wo 0719 06YUC/IeHHA 2paHUyHoi eeauyuHu cut-off ma
OMPUMAHHA NPpAsusIbHUX iHMepnpemauit pe3y/lbmamie 6UKOpUCMOBYEMbCA
npasusneHa opmyna.

Q. IHTEPMPETALIA PE3YJIbTATIB

Pesynbtati BUNpo6yBaHb iHTEPNPETYIOTbCA K CMiBBIAHOWEHHA 3HaYeHHs
ODA450 HMm 3paska Ta 3HaueHHsa cut-off (abo S/Co), 3rigHO 3 HacTynHoio
Tabnuueto:

S/Co IHTepnperauin

<0.9 HeratnBHUi
09-1.1 CyMHigHUU

>1.1 Mo3uTnBHMIA

HeraTuBHwui pe3ynbTaT BKasye Ha Te, WO y Cy6'eKTa He po3BuHynuca IgA go
COvID-19.

Bynb-Akoro cy6'ekTa, WO Ma€ ABO3HAYHMI pe3ynbraT, i MNOBTOPHO
nepeBipnTW Ha Apyromy 3pasky, BigibpaHomy Yepes 1-2 TVXKHi y NauieHTa, Ta
obcTexnTu.

Mo3nTBHMI pe3ynbTaT CBIAYMTbL NPO HaABHICTb aHTUTIN IgA go COVID-19.

Baxknuei npumimku:

1. IHmepnpemayia pe3synomamie noeuHHa 30ilicHoeamucs nio
Haz2nAadom eionoeidanbHo20 1abopamopii, W06 3MeHWUMU pU3UK
NomMusIoK ma HenpaeulbHO20 MIYyMAYeHHA.

2. ByOb-Aakuli nosumusHul pe3y/ibmam nosuHeH Gymu niomeepoxeHuli
anbmepHamugHUM MemoOooM, 30amHUM sussumu aHmumina IgA neped
NOCMAHoBKoIo 0iazHo3y.

3. Y pasi sukopucmaHHsa Habopy 07d CKPUHIiH2y MeOUYHUX NpayigHUKie i3
pusukom 3apaxeHHs COVID-19 ab6o 0na oyiHKu Habymozo iMyHHO20
cmamycy oci6 i3 HopManeHOI nonynAyii  3acmocogyemscs  make
MmayMaqeHHs:

Mepexknaday TemaHa 3eneHcbKa

S/Co IHTepnperauis
<0.9 HeratvBHUN
0.9-1.1 Cipa 30Ha
1.1-2.0 | Husbko nosumusHul
> 2.0 Mo3uTnBHMN
4. Y HasedeHomy 8uwe 8unadky 014 iHmepnpemauii  OaHux

sukopucmosyemocA «IHOekc 0osipu» (abo cmyniHe HaditiHocmi):

a) 0719 3HaveHb 1.1<S/Co<2 NO3UMUBHICMb MAE HU3bKULU NOKA3HUK
docmosipHocmi.  Alkwjo, npome, aHmumina IgM  npu
KOM6IHOBAHOMY ~mecmyeaHHi 8UABNAMb no3umusHuli  abo
0803HAYHUl pe3ysibmam, NpoNoHylMbCA NOOAIbWI 0iazHOCMUYHI
00cnidXeHHs Ha 3pasky, 8idibpaHomy yepe3 7-10 OHis 8i0 nepuiozo.

b)  0na S/Co> 2, Hagnaku, iHOeKc 008ipu 8UCOKUU, i 8 UbOoMy 8UNAOKY
NponoHyemMbca nodamu 3pa3oK HA nooanbwull aHanis. Akwo
aHmumina IgM npu Kom6iHoBaHOMYy mecmy8aHHi MAKOX €
no3umusHUMU, JIOOUHY cid nepegipumu Ha PHK COVID-19 ma/a6o
nodoamu Ha komn'tomepHy momoepadgito (CAT).

5. Konu pesynemamu mecmy nepedaomeca 3 nabopamopii 0o
iHghopmayiliiHo2o yeHmpy, cnid 38epHymu ysazy, wob YHUKHymu
nomusIKo8oi nepedayi OaHux.

R.POBOYI XAPAKTEPUCTUKIN

AiarHoctnyHa cneuyundivHicTb:

AHani3 TectyBanu Ha 6inbl Hixk 100 3pa3kax nnasmu, 3ibpaHnx fo cnanaxy
COVID-19.

OTpumaHe 3Ha4YeHHA CTaHOBUTb > 98%.

MoTeHUiHI NepexpecHi peakuii 3 iHWUMK pecnipaTOpHUMUK iHPeKLiHUMY
areHTamu BMBYanuM Ha 3paskax, No3UTUBHUX Ha aHTuTINa go: PIV1-3, rpuny A
Ta B, H. Influenzae, hCoV 229E, hCoV 0C43, hCoV HKU1, hCoV NL63,
PuHoBipycy, RSV, AgeHosipycy, M. Pneumoniae i C. Pneumoniae.
MepexpecHunx peakLi He cnocTepiranoca.

Takox 6ynuv nepesipeHi aHTWTINa, 3a3BMYall NPYCYTHI B CMpOBaTKax Ta nnasmi
NOAWHW, B0 HEeCMOopiaHeHNX IHOEKLiHMX areHTiB. AHTWTING, NO3UTUBHI A0
CMV, EBV, HSV1 & 2, Tokconna3smu, kpacHyxu, H. Pylori, manapii sps, Bipycy
Kokcaki, Mapsogipycy B19 ta HCV, BIJ1, cudinicy Ta HBsAg, He pearyBanu
nepexpecHo.

MowwnpeHi ayToaHTWTINa (NepeBaXKHO WMTOBMAHA 3an03a, neviHka, ANA Ta
ENA) npu ayToiMyHHUX 3aXBOPIOBAHHAX He [aBanu XWOGHOMO3UTMBHUX
pesynbTartis.

Hiskmx iHTepdepeHLUiit y BariTHUX XIHOK, MOPYLUIEHHA PIBHA MEYiHKOBUX
bepmeHTIB Ta iHWMX 3aranbHKX cneundiyHMX ANsA OpraHiB NaTonoriin He
cnocTepiranocs.

MuHyni iHdekuii SARS -CoV-1 cnpuumnHaAioTb iHTepdepeHLito Ta Bianosiab IgA
yepes BUCOKMI piBEHb reHeTUYHOI roMONorii MiX ABOMa Bipycamu. |HWKR
LITaM KOPOHaBipyCy CNpUYMHAE nerky Bianosigb IgA 3 ornagy Ha CXOXicCTb
Pi3HUX WTamiB.

Bynn BuBYeHi pob6pe Bigomi MoTeHUiNHO iHTepdepyioui 3paskm B DA,
PesynbTati npeacTaBneHi B Tabnuui HuKue:

PeyoBuHN KoHueHTpauii OuiHKa
Temorno6ix o 500 mr/gn HeraTyBHUN
Binipy6iH o 20 mr/pn HeraTuBHUN
Tpwurniuepvan (KanamyTHi 3pa3kn) 1o 3000 mr/gn HeraTuBHUN
CrpoBaTKoBI 6iNKK Lo 15r/an HeraTuBHUN
RF + fio 2500 Op/mn HeraTuBHUM

(Cobas)

Anti E-Coli Ab + [y>e No3UTUBHWIN | HeraTUBHUIA

Ti cami noTeHUiHi iHTepdepytoui 3pa3kn Bynn HacuyeHi 3pa3kom, BUCOKO
Nno3uTUBHUM Ha IgA po HykneokancupHoro agpa COVID-19. He 6yno
BMABNEHO NOMWIKOBO HEraTUBHUX Pe3ynbTaTiB, WO NiATBEPAXKYE BiACYTHICTb
iHTepdepeHLii TaKMX PeYOBUH B TECTYBaHHI MO3UTUBHYX 3pa3KiB.

[nAa BM3HaueHHA 3HaueHHA cneundiYHOCTI BUKOPWUCTOBYBaIN AK Mnasmy,
OTPVMaHy 3 Pi3HUMW CTaHAAPTHUMM MeTOAMKaMU MPWUroTyBaHHA (UWTparT,
EATA Ta renapuH), Tak i CMpoBaTKW. 3aMOPOXKEHI 3pa3Ku TaKoX TeCTyBanu Ha
npegmert iHTeppepeHLii uepes 36ip Ta 36epiraHHsA. Hiaknx iHTepdepeHLin He
crnocTepiranoca 3a ymMoBM, WO 3pa3ok Oy Npo3opvM Ta He MIiCTUB
YaCTUHOK/CKynYeHb.

IHTepdepeHuii 6ynn nomiueHi, Konu B 3pa3Ky Oynu MPUCYTHI arperatu
bibprHY, BMAMMI YaCTMHKM Ta NiNigHI Wapy, WO 3a3BUYail JaBano
XWOHOMO3NTMBHUIA pe3ynbTaT. Lli 3pa3ku nepep TecTyBaHHAM Clig OUNCTATY
obinbTpyBaHHAM Ha ¢inbTpi 0.22 MKM (ninigHi wapun) abo ueHTpudyrysaTn
npotarom 30 x8. npu 4000 06/xB. (arperati) abo BUKUHYTU AK HenpuaaTHi
AJ1A TECTYBaHHA.



[iarHocTnyHa YyTNUBICTb:

BaratoueHTpoBe MixHapoaHe pocnifxeHHA (Kinbka nikapeHb COVID-19 B
Itanii, Benukobpuranii, ®paHuii, Icnanii, EkBagopi) 6yno nposegeHo B
KOHTEKCTi HaA3BMYaNHOT CUTYaLlii 3 OXOPOHOIO 340POB'A.

3pasKku 3 KOropTu iHPiKOBAHUX NALiEHTIB, 3a AEAKAMY 3 AKX NPOAOBXKYBan
cnocTepiratin Ao X ofyXaHHsA, NO3UTUBHI Ha IgA Npu nepLIoMy CKPUHIHTY,
6ynu nigTBepAXKeHi NO3NTUBHUMU Y BHYTPIlWIHbOMY aHani3i MigTBepaeHHs
IgA.

Y umx BUnNagKax 6yno otprmaHe 3HaueHHaA 100%.

TakoX crnocTtepiranacb xopolla Kopenauia No3uTUBHOCTI IgA y nauieHTis 3
MJ1P+, nepeBipeHnx Ha NoYaTKy NOABY CUMMATOMIB, LLO CBIAYUTL NPO Te, WO B
fleAKnX BUNagKax (nepeBakHO CTOCOBHO LUNYHKOBO-KMLLKOBUX CUMMTOMIB
iHpekuii COVID-19) aHTuTina IgA BMpPOONAIOTbCA Ha MouvaTKy nepebiry
iHdeKuil.

Konwu nauieHtn 3 COVID-19 TecTyBanuchb nisHile B npoueci iHpekuii Ta nicna
NOBHOrO OAYXKaHHA, aHTWTINa IgA BMABNANW TeHAeHUilo 3anuwaTuca
NO3UTVBHVMW HaBiTb NPOTArOM [eKiNbKOX TWPKHIB MiCNA OAy»KaHHA, ane 3
TeHAeHLi€lo o 36inblweHHs ix S/Co sk ana IgG.

TouHicTb:

MoBToploBaHicTb (B aHanisi) BMBYanM Ha 3 3paskax, OfHOMY HeraTMBHOMY,
OAHOMY H/3bKOMO3UTVBHOMY Ta OBHOMY BUCOKOMO3UTUBHOMY, AOCTTIIKEHNX
y 16 nosTopax.

Pe3ynbTtati nokasanu 3HaueHHaA CV y fliana3oHi 4-20% 3anexHo Big ix OD450
HM.

BigTBOpIOBaHICTb (MiXK aHanisamu) BMBYaANM Ha TUX caMux 3 3pasKax,
BMNpobyBaHUX y 16 NoBTOpax NpoTArom 3 pasis.

BusBneHa BapiabenbHicTb, wo craHoBuna 4-20% 3anexHo Big OD450 HM
3paskKa, He Npr3Besia Ao HenpaBwibHOI Knacudikauii 3paska.

S. OBMEXKEHHA

AIK NoBifOMNAETLCA Y BiANOBIZHOMY PO3Aini, BACOKONINEMiYHi (<MONOYHI») Ta

reMoni3oBaHi (<4epBOHi») 3pa3Ku MOXYTb reHepyBaTV MOMWUIKOBO MO3UTUBHI

peakuii.

MNpu TecTyBaHHI 3aMOPOXKEHNX 3Pa3KiB, 30Kpema TuX, AKi:

a)  6ynu nigpaHi feKiNbKOM LMKNam 3aMOPOXKYBaHHA Ta BiTaBaHHSA;

b)  Bxe 6ynu «6pyaHMMI» 33 NOXOLMKEHHAM Nif Yac anikBOTYBaHHSA;

c) 6ynu anikBoToBaHi B HeBenMKOMYy O6'emi uyepe3 TeHAeHUilo A0
nepeTBOPEHHSA Ha XeJle Yepes B1MNapOBYBaHHS;

d) cKknagaloTbesa 3 Ma3Mum Yepes iXHI0 TeHAEHL 10 YTBOPEHHS arperatis
bibpuHY Npy PO3MOPOXKYBaHHi;

e)  3paskuIgM, aKi 3a CBOEI NPYPOAOID MatoTb TEHAEHLI0 10 arperyBaHHsA
NPy 3aMOpPO>KyBaHHI Ta BiiTaBaHHi Ta CTalOTb <JIUMKAMM,

fesAki NMOMUNKOBO MO3WTMBHI peakuii, UinkoM KMOBIPHO, MOXYyTb OyTu

OTPUMaHI.

Habip He npu3HauyeHW AnA CKPVHIHTY KPOBI, OCKINbKM BUABNAE nuwe IgA, a
He 3aranbHi aHTWTINA go COVID-19, siK Lue noTpibHO AnA ui€ei cneuianbHol
MeTW.
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Mepexknaday TemaHa 3eneHcbKa

Bca npopaykuis IVD, BupobneHa KoMnaHieto, nepebyBae nif KOHTponem
cepTudikoBaHoi Cuctemm ynpaBniHHA AKICTIO BiANOBIAHO Ao npasuna ISO
13485. KoxHa napTisa NifgaaeTbca KOHTPOMIO AKOCTI Ta BUMYCKAETbCA Ha
PUHOK NULLIE 332 YMOBW, LLIO BOHA BignoBifae TexHiuHum cneundikauism €C
Ta KPUTEPiAM NPUNHATHOCTI.
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