HABIP AN BUSHAYEHHA AHTUTIN
IgG 10 COVID-19

COVID-19 19G

Kam. N°: COV19G.CE Jama sunycky incmpykuii: 10-05-2021

Bepcis: 8

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 IgG 0o COVID-19 y cupoeamui ma nnasmi
Kpoei ntoduHu

- MinbKu 0715 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A. NMPU3HAYEHHA BUKOPUCTAHHA

QepmeHTHUI  iMyHoaHanis (I®A) pana Bu3HauyeHHA aHTWTIN IgG po

cneundiuHnx pgo COVID-19 HykneokancupHux («Core») Ta CMankoBmX

AHTUreHiB B Nna3mi Ta CMpoBaTLi JIIOANHN.

Habip npu3sHaueHnin OnAa MOHITOpUHry iMyHHOI Bignosigi Ha COVID-19.

AHani3 IgG peKomeHAyeTbCA, 30KpeMa, ANA TeCTyBaHHA:

a) iHdikoBaHMX 0ci6 nig Yac NoaanbLIMX CEPONOFYHUX JOCNIAXKEHD Ta
nicns ofyaHHA Big iHdekuii, HeratusHux go MJIP COVID-19, wo6
nepeKkoHaTUCb, WO BOHM BMpobunu aHTWTina IgG go Bipycy, wWwo
niATBEPLKYE NOBHE ofy>KaHHA Bif iHbeKUil;

b) mepnuHMX NpauiBHUKIB, AKUM 3arpoxye 3apaxeHHa COVID-19, wob
nepesipuTy, Y BUPOGUNN BOHU aHTUTINa IgG Ao Bipycy um Hi;

c) oci6 3 HopmanbHOI nonynsAuil AnA BMBYEHHA HabyToro iMyHHoOro
cTaTycy npotu iHdekuii COVID-19;

d) poHopiB NOACBKUX aHTUTIN AnA TecTyBaHHA TuTpiB IgG npm
ineHTudikauii rinepimyHHo1 CMpPOBATKM AK MOXJ/IMBOrO
iMyHOTEpaneBTMYHOrO NiAXOAY A0 NiKyBaHHA 3aXBOPIOBaHHA.

TinbKun anA AiarHOCTUKM «in vitro».

B.BCTYN

XBopoba kopoHaBsipycy 2019 (COVID-19) cnpuuvHeHa Ba)KKMM FOCTpyM
pecnipaTopHNM CMHAPOMOM KopoHaBipycy 2 (SARS-CoV-2), akuii BrnepLue
6yB BUABNEHW/ Ha TAi CrManaxy 3axBOPKBaHb Ha pecnipaTopHi
3aXBOPIOBAHHSA B MiCTi YxaHb, NpoBiHLisa Xybei, Kutai, i 3 Tvx nip cnpuunHms
rno6anbHy naHgemito. SARS-CoV-2 € opHonaHutorosum PHK-Bipycom y
NO3MTMBHOMY CeHCi i Hanexutb fo pofy beTakopoHaBipyciB, AKUI TakoX
Bkntoyae SARS CoV (2003) Ta MERS CoV (2012). Ak i BCi iHWi KopoHaBipycy,
reHom SARS-CoV-2 (2019-nCoV) Kogye craiikoBuin 6inok, 6inok 060M0HKH,
MeMOpaHHUI GiNoK Ta HyKneokancugHuin 6inok. Y Tux, xto iHbikoBaHWN
COVID-19, cumnTomMy MOXyTb 6yT He3HaYHUMU abo BigcyTHIMU. CuMATOMM
COVID-19 cxoxi Ha 3acTyay abo rpuvn i MOXyTb MPOABAATUCA A0 14 AHiB nicna
KOHTaKTy 3 SARS-CoV-2. Cepef CMMNTOMIB: IMXOMaHKa, Kallenb, yTpyaHeHe
AVIXaHHSA, MHEBMOHIA B 000X NlereHaAXx.

Y BaXKKMx BUMaAKax iHpeKkLia Moxe npu3sectn o cmepTi. CyyacHi TecTn Ha
SARS-CoV-2 6epyTb reHeTMUHWUIA MaTepian BipyCy B Maskax 3 pPOTOBOI
NMOPOXHMWHY, BUKOPMCTOBYIOUM NofiMepasHy naHutoroy peakuito (M/1P). MJ1P
[la€ NO3UTMBHUI pe3ynbTaT finLle TofAi, KoK BipycC BCe Lie NPUCYTHIN. Tectn
He MOXyTb ineHTudiKyBaTV niofdel, AKi nepeHecn iHpeKLilo, ogyanu Ta
OUNCTUANCD Bif, Bipycy.

IMyHOodepmeHTHI aHanism (IOA) € 6inbLu WBUAKMMI CEPOSTOFYHMM TECTaMU,
AKi 3a6e3neuyioTb 3UMTYBaHHS B3aEMOfiN aHTUreH-aHTMTINO. [lo cCyTi,
aHTUTINA NaLieHTa «3aTUCHYTI» MiX BipyCHUM GiNKOM, WO Hac LiKaBWTb, Ta
aHTUTiNaMm-pernopTepamu, Tak WO BUABNAIOTLCA Oyab-AKi aKTUBHI aHTUTINa
nauieHTa.

C. MIPUHLUUN TECTY

MikponnaHweT NOKPWTi iIMyHOAOMIHAHTHUMK PEKOMOIHAHTHUMU Chank-
rnikonpoTeiHaMn Ta HyKNeoKanCUAHVMWN aHTUreHamu, cneuymdiyHummn ana
COVID-19.

Po3nogin 3pa3KiB Ta KOMNOHEHTIB KOHTponteTbca Cucmemoro MoHimopuHay
JooasaHHa 3paskige DiaPro («SAMS»), fe 3a npaBWibHUM [LOAABaHHAM
3pa3KiB Ta peareHTiB aHani3y 34iMCHIOETbCA Bi3yanbHWIA Harnag 3 noeTanHow
3MiHOI KONbOPIB.

Teeppay a3y cnouaTky o6pobnaioTb po3BeaeHVM 3paskom, i IgG
3aX0ONNIOKTbCA, AKLIO BOHU €, aHTUTEHaMMU.

Mepexknaday TemaHa 3eneHcbKa

Micna BUMMBaHHA BCiX iHWMX KOMMOHEHTIB 3pa3ka B 2-1 iHKybaLjii 3B'A3aHi
aHTUTINa BUABNAIOTbCA [OAABAHHAM MOAIKNOHANbHUX CNeLUPIUHMX aHTUTIN
no IgG noguHu, miveHux nepokcupasoto (HRP). GepmeHT, 3axonneHuin Ha
TBepain dasi, Ailunm Ha Cymiw CybCTpaT/XPOMOTeH, reHepye OMTUYHMIA
curHan, nponopuiiHuni Kinbkocti aHT-COVID-19 IgG, npucyTHIn y 3pasky.
MoporoBe 3HaueHHs cut-off 103BONAE ONTUUHY LWiNbHICTb iIHTEPMPETYBaTM AK
HeraTuBHi Ta no3uTuBHI pe3ynbtatn IgG COVID-19, ToAi AK KinbKicHe
BM3HayeHHA IgG CcTae MOXNMBMM 3aBAAKN MO3UTUBHOMY KOHTPOIO, BMICT
Akoro B IgG TntpyeTbea B BOO3 MOa/mn.

D. KOMMOHEHTU
Kop COV19G.CE mictutb peareHTu ana 96 TecTis.

1. MikponnaHwer MICROPLATE
1 mikponnaHwet. 12 CMyXOK MO 8 MIKPONyHOK, MOKPUTMX
PEKOMOIHAHTHVMM  HYKNIEOKancMaHMMM — Ta  CrailK-aHTUreHamu.
MnacTuHu 3aneyaTaHi B NakeT 3 OCyLlyBayeM.

2. HeratuBHuin KoHTponb CONTROL -
1x2.0 mn/$naxoH. FloToBUIA fO BUKOPUCTaHHA KOHTPOJIb. BiH MicTUTb 1%
6inkiB Ko3ayoi cuposaTtky, 10 MM Na-unTpatHuin 6ydep pH 6.0 +/- 0.1,
0.5% Tween 20, 0.09% Na-asugy Ta 0.045% ProClin 300 B sKocTi
KOHCepBaHTiB. HeraTmBHMi1 KOHTPOJIb KORYETbCA XKOBTUM KOJIbOPOM.

3. MNosutmBHMI KoHTponb CONTROL +

1x2 mn/pnakoH. FOTOBMI A0 BUKOPUCTAHHA KOHTPOJb. BiH MicTUTb 1%
6inkiB Ko3a4oi cupoBaTky, IgG noanHy, no3utusxun go COVID-19, 10
MM Na-umtpatHuin 6ydep pH 6.0 +/- 0.1, 0.5% Tween 20, 0.09% Na-
asunpy Ta 0.045% ProClin 300 B AKOCTi KOHCepBaHTiB. M03MTUBHUN
KOHTPOJIb KOAYETbCA 3€M1eHNM KONIbOPOoM.

3HauyeHHA KOHUeHTpauii, BupaxeHe B BOO3 MOg/mn (1-n
MixxHapogHuii ctaHgapTt BOO3 wopo imyHornobyniHy npotu SARS-CoV-
2, kop NIBSC 20/136), 3a3HaueHo Ha eTUKeTLi ¢pnakoHa.

4. ®epmeHTHUI KoH'torat CONJ
1x16 mn/$nakoH. FOTOBUA AO BUKOPWUCTAHHA peareHT, KOJOBaHWMN
pOXKeBMM/YepBOHNM KONbOPOM. BiH MiCTUTb B AKOCTi KOHCEPBaHTIB
KOH'lOroBaHi 3 NepoKCrAa3o XPOoHY MOMIKNOHaNbHI aHTUTINa KO3n Ao
19G ntoguHy, 5% BSA, 10 MM Tpurc-6ydep pH 6.8 +/- 0.1, 0.045% ProClin
300 Ta 0.02% reHTamiunHy cynboarty.

5. XpomoreH/Cy6crpat SUBS TMB
1x16 mn/¢pnakoH. [OTOBMIN JO BUKOPUCTAHHA KOMMOHEHT. BiH MicTuTb
50 MM uutpatHo-dochaTHoro Oydepa, pH 3.5-3.8, 4%
anmeTtuncynbdokemgy, 0.03% TeTpa-metun-6eHsnanHy abo TMB i
0.02% nepekuncy BoaHto abo Hz0..
Mpumimka: 36epicamu 3axuweHum 8i0 ceimna, yymaueuli 00
CUJIbHO20 0C8iMJIeHHA.

6. Po3umHHMK gna aHanisy DILAS
1x 8 mn/dnakoH. 3abydeperuii 10 MM Tpuc posunH, pH 8.0 +/- 0.1, wo
Mictutb 0.045% ProClin 300, ans nonepenHboi 06pPO6KM 3paskiB Ta
KOHTPOJIiB Ha MnaHLweTi, 6510Kytoum iHTepdepeHLito.
Mpumimka: llicna 0o3yeaHHA piOuHU 8 NYHKU 011 KOHMPOJIl0 ma
3paskie 8i0noeioHuli KoNip c(mae meMHO-CUHIM.

7. Po3uvHHMK gnAa 3pa3ka DILSPE
1x50 mn /nnawka. Bin mictutb 1% 6inkiB ko3auoi cuposaTky, 10 MM Na-
umTtpatHun 6ydpep pH 6.0 +/- 0.1, 0.5% Tween 20, 0.09% Na-a3ugy Ta
0.045% ProClin 300 B AKOCTi KOHCEPBAHTIB. [1NA po3BefeHH:A 3pasKa.
lMpumimka: Po34UHHUK 3MiHIOE KoJlip 8i0 0/lu8KOB80-3e/1eH020 00
meMHO-CUHI08AMO-3e/1eH020 y NPUCymMHocmi 3paska.

8. KoHueHTpat lNpomusHoro 6y¢depa WASHBUF 20X
1x60 mn/nnAwka. 20X KOHUEHTPOoBaHWI po3uuH. llicna po3sefeHHA
NMPOMMBHUIA PO34MH MicTUTb 10 MM docdaTHuin bydep, pH 7.0 +/- 0.2,
0.05% TgiH 20 Ta 0.045% ProClin 300.

9. CipyaHa kucnora H:50,0.3 M
1x15 mn/nnAawka. Mictnts 0.3 M posumnHy HaSOs.
YBara: lNogpasHiotoua pevosuHa (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363)

10. YuwinbHioBanbHa ponbra Ans nnaHweTa x 2 WT.
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 TecrtiB 192

Kop COV19G.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 3miLyBasbHi 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 CKPUHIHFY OAMHULbL KPOBi Ta
KOMMOHEHTIB KPOBI, BiH NOBMHEH BUKOPUCTOBYBATWCA B labopaTopil,
cepTndikoBaHiii Ta KBanidikoBaHil HaLioOHaNbHUM OPraHOM Y Uil ranysi
(MiHicTepcTBO OXOpOHM 300pOB’A abO aHaNoriYHWin opraH) anA
NpOoBeAeHHA TaKOro TUMY aHaisy.

Becb nepcoHan, Akuii 6epe yuyacTb y NpoBefeHHi aHanisy, NMOBUMHEH
HOCWTW 3axMUCHWUI NabopaTopHWMI OfAT, PyKaBUYKM 6e3 TanbKy Ta
okynapu. Cnig yHVKaTy BUKOPUCTaHHA Byab-AKNX rocTpux (ronku) abo
pixyunx (nes) npuctpoiB. Becb 3anyyeHuin nepcoHan noBuHeH GyTu
HaBuYeHWin npouegypam 6iobesneku, 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 OyTH
BaKuMHoOBaHU npotn BIB Ta BIrA, AnA AKMX BaKUWHW AOCTYMHI,
6e3neyHi Ta epeKTMBHI.

JlabopaTopHe cepefoBULle Cif KOHTPOOBATM TakUM YMHOM, OO
YHUKHYTU 3a0pydHEeHb, Takux fAK nun abo MiKpoopraHiamu, Lo
yTBOPIOIOTbCA B MOBITPi, Npv BigKpuTTi ¢nakoHiB 3 Habopis Ta
MiKponnaHweTiB Ta npuv npoBefdeHHi TecTy. He nigpasavite
XpomoreH/Cy6cTpaT Aii  cunbHOro CBiTNa Ta YyHUKante Bibpauil
NOBEepPXHi CTeHAY, e NPOBOANTLCA BUNPOOYBaHHS.

OTpumaBwmM Habip, 36epiraiiTe oro npu Temnepatypi 2..8 °C vy
XONOAWIIbHMIKY 3 KOHTPOJIEM TeMnepaTypy abo B XONOAHIN KiMHaTi.

He o6MiHIOTE KOMMOHEHTU MK Pi3HUMM MapTiAMKW  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/MNasMu1, BUKOPUCTOBYIOUM OAHOPA30Bi HAKOHEUYHWUKM Ta
3MiHIOIUM X NICNA KOXHOro 3pa3ska. He BuKopucToByinTe ogHOpa3osi
HaKOHEYHUKYM MOBTOPHO.

YHUKaTe  nepexpecHoro  3abpyAHEHHA MK  peareHTamu,
BMKOPMWCTOBYIOUN OAHOPA30Bi HAKOHEYHMKM Ta 3MiHI0UM X MiX
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 iHdeKLilHi. 3 ycima 3pa3kamu
CMPOBATKM NIOAVHU Cif NMOBOAWUTUCH Ha PiBHI 2 6Giobe3neku, siK Le
pekomeHpaye LleHTp KOHTponto 3a 3axBoptoBaHHAMM, ATnaHTa, CLUA,
BiNOBIAHO 0 Ny6nikauii IHCTUTYTY OXOpoHY 380poB'sA: «biobe3neka B
MiKpobionoriyHmx Ta 6iomeanyHmx nabopatopisix», Bug. 1984 pik.
BnKkopucToByBaTV OAHOPA30BUIA MNACTUKOBWI MOCY PEKOMEH/YETbCA
ANIA NPUrOTYBaHHA PIifKUX KOMMOHEHTIB abo AnA nepeHeceHHA
KOMMOHEHTIB Ha aBTOMaTM30BaHi poboui Mmicua, Wob YHUKHYTW
nepexpecHoro 3abpyAHeHHs.

Bigxomow, wWo yTBOpUNUCL Mifg Yac BUKOPWUCTaHHA Habopy, cnif
yTUNi3yBaTN BifNOBIAHO A0 HaLiOHaNbHWUX AVMPEKTUB Ta 3aKOHIB, L0
CTOCY0TbCA TabOPaATOPHUX BiAXOAIB XiMiYHUX Ta BiONOriYHUX PEUOBVH.
30Kpema, pigKki Bigxoaw, L0 YTBOPIOIOTbCA BHACNIAOK npouenypwv
NPOMUBAaHHS, 3a/IMLLKIB KOHTPOJIB Ta 3pa3KiB, MOBWHHI 6yT 06pobeHi
AK NOTeHUinHO iHbeKUinHWA MaTepian Ta iHaKTMBOBaHI nepep
yTunisaui€ero. 3anponoHoBaHi npoueaypy iHakTyBaLi - e 06pobka 10%
KiHLieBOI KOHLieHTpaLieio nobyToBoro BigbinioBaya npotarom 16-18
roauH abo iHakTMBaLiAa Tennom aBToknasom npu 121 °C npotarom 20
XB.

BvnagkoBi po3nuBM 3paskiB Ta Mig 4Yac pobOTM MNOBWHHI OyTU
apgcopboBaHi  ManepoBVMK  PYLIHUKAaMK, 3MOYEHVMMMK MOBYTOBMM
Bif6inoBauem, a notim Bogoto. MoTiM PYWHUKK cnig yTunisyBaTtn y
HanexHi KOHTeliHepw, Npu3HayeHi AnA NnabopaTOPHUX/NiKapHAHUX
Biaxogi..

CipuaHa Kncnota € noApasHNKOM. Y pasi po3nney NPOMUTU NOBEPXHIO
BEJIMKOIO KiNbKICTIO BOAW.

IHWi BiAXOAW, WO YTBOPIOWTLCA BHACTIAOK BUKOPWUCTAHHA Habopy
(NMpUKNap: HakoOHEYHWKW, WO BUKOPWCTOBYIOTbCA ANA 3pasKiB Ta
KOHTPONIB, BMKOPUCTaHi MiKponmaHweTun), ciig obpobnatn Ak
noTeHUiiHO iHbeKUiHI Ta yTunisyBaTu BigMOBIAHO OO HaLiOHaNbHMX
LOVIPEKTMB Ta 3aKOHIB, L0 CTOCYIOTbCA 1abopaTOPHUX BiAXOAiB.

G. 3PA3KU: MIArOTOBKA | PEKOMEHIALII

1.

KpoB 3abupa€eTbcA acenTUyHO LWASXOM BEHEeNyHKLUil, a nna3ma abo
CcMpoBaTKa TOTYIOTbCA i3 3aCTOCYyBaHHAM CTaHAAPTHUX MEeTOAUK
NiAroTOBKM 3pa3KiB ANA KiHIYHOro nabopaTopHoOro aHaniy. Bnnvey Ha
npuroTyBaHHA 3pa3ka 3 uutpatom, EATA Ta renapvHom He
cnocrepiranocs.

YHuKaiTe 6yab-AKOro fofaBaHHA KOHCEPBAHTIB 10 3pa3KiB; 0CO6NMBO
asmpay HaTpilo, OCKINbKM LA XiMiYHa peyoBMHa BMNAMBATUME Ha
depmeHTaTVBHY aKTVBHICTb KOH'IOraTy, Aaloun MOMUIKOBO HeraTuBHI
pesynbTaTu.

3pasKu NOBUHHI ByTu YiTKO ifeHTUdiKoBaHi Kogamu abo Ha3Bamu, Wo6
YHUKHYTW HemnpaBWIbHOrO TIyMayeHHA pesynbTaTiB. Konu Habip

BUKOPUCTOBYETbCA ANIA  CKPUHIHTY  OAMHWULUb  KPOBi, HaCTiiHO
PEeKOMEHAYETbCA MapKyBaHHA 3i LITPUX-KOAOM Ta €NEeKTPOHHe
3UMTYBaHHS.

[emoni3oBaHi (4epPBOHiI) Ta NOMITHO rinepninemiyHi (<kMoONOYHI») 3pasku
cnif BiAKMHYTW, OCKINbKM BOHW MOXYTb MPU3BECTV A0 XUOGHUX
pe3ynbTaTiB. 3pasky, WO MICTATb 3anuwku GibprHy abo BaXKUX
YaCTMHOK ab0 MIKPOGHI HATKWM Ta Tifa, Clig BigKMAATK, OCKINbKN BOHU
MOXXyTb MPU3BECTMN 10 XUOHUX Pe3ybTaTiB.

CupoBartKky Ta niia3my MoXHa 36epiratvi npu + 2 ° ... + 8 °C y npobipkax
ONA MNepBUYHHOrO 360py MpoTAroM 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, MOXHa 36epirat 3amopoxxeHnmmn npu -20 °C
npuHaimMHi 12 micauis. byab-Aki 3amopoxeHi 3paskm He cnif
3aMOPOXKYBaTW/PO3MOPOXKYBaTN Ginblue OAHOro pasy, OCKINbKW Le
MOXe YTBOPUTW YaCTUHKW, AKI MOXYTb BMIMHYTU Ha pe3ynbTaT TecTy.
[ns. Takox Po3ain S (O6mexeHHs).

AKLO NPUCYTHI YacTUHKK, LUeHTpudyryiiTe npu 2000 06./XB. npoTArom
20 xB. abo ¢inbTpyiTe 3a fonomoroio ¢inbTpis 0.2-0.8U AnNA OUNLLEHHSA
3paska nepep TeCTyBaHHsAM.

OcKinbKy po34nHHUK 3paskiB (DILSPE) MicTuTb cunbHy iHakTuBYlouy
BipycuM peuoBuHY, po36aBneHi 3pa3ku MOXYTb HaneXHVM YMHOM
36epiratuca npu + 2..8 °C e NpoTarom 48 roguH.



H. MAroToBKA KOMMOHEHTIB | MONEPEAXKEHHA

[LocnigxeHHs, npoBefieHe Ha BiAKPUTOMY Habopi, He BKa3ano Ha byab-AKy
BiANOBiAHY BTPaTy aKTUBHOCTI 1O 6 BUKOPMCTaHb 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
NOKa3HWK BONOroCTi BCepeAuHi Millka 3 OCyllyBayeM He NepeTBOpuUTbCA 3
>KOBTOTO Ha 3eNeHunI.

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

Mo3nTNBHMI KOHTPONb:

F'oToBUI O BUKOpUCTaHHS. [epes BUKOPUCTaHHAM Aobpe nepemillaiiTe 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 ob6epexHo nepemilwaTtyi obepTaHHAM 3 AeHLA
Ha Kpuwky. OCKinbKM AeAKi KpucTanu conli MOXyTb 6yTU MPUCYTHIMKU Y
¢dnakoHi, noab6aiTe Npo Te, W6 PO3UMHUTU BECb BMICT, FOTYIOUMN PO3YMH.
Mip 4ac nNpurotyBaHHA YyHWKanWTe MNiHOYTBOPEHHSA, OCKINbKW HaABHICTb
6yNb6ALLOK MOXKE CMPUUYNHUTY NOraHy ePpeKTUBHICTb MPOMMBAHHS.
Mpumimka: llicna po3gedeHHA npomusHUli po34yuH cmabineHuli npomsazom 1
muxxHa npu + 2..8 °C.

(MepmeHTHUI KoH'toraT:

loToBUIN BO BUKOpUCTaHHA. [epes BUKOPUCTaHHAM JO6pe nepemillainte Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3a6PYy[HNUTY PiAYHY OKUCTIOBaNbHUMU XiMiKaTamu,
NOBITPAHUM NIoM abo Mikpobamu.

AKWO Le KOMMOHEeHT [OBOAWUTbCA MEPEHOCUTM, BUKOPWUCTOBYWTE nuLie
NNacTUKOBi, MOXNMBO CTePUIbHI OAHOPA30Bi KOHTEeNHepW.

XpomoreH/Cy6¢cTpar:

loToBUIN B0 BUKOpUCTaHHA. [epes BUKOPUCTaHHAM o6pe nepemillante Ha
BOPTEKCi.

BypabTe obepexHi, Wob He 3a6pyAHNTY PiAVMHY OKUCTIOBaNbHUMM XiMiKaTamu,
NOBITPAHUM NNIoM abo Mikpobamu.

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

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

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

PO34YMHHUK AnA 3paskKis:
[oTOBUI 8O BUKOPUCTaHHA. 3MillaiiTe Ha BOPTEKCI Nepes BUKOPUCTaHHAM.

CipuaHa Kncnora:

FoToBUI O BUKOPUCTaHHSA. Mepep BUKOPUCTaHHAM Aobpe nepemiwanTe Ha
BOPTEKCi.

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

Jlerenpa:

MonepepxysanbHi H-ppasu:

H315 - Buknukae nogpasHeHHA WKipn.

H319 - Buknukae cepiio3He nogpasHeHHA oyel.

MNonepepxyBanbHi P-¢ppasu:

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

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

P332+P313 - AKLL0 BMHMKAE NOAPA3HEHHA LWKiPW: 3BEPHITbCA 3a MEANYHOI
KOHCYyNbTaLi€lo/[40NOMOroto.

Mepexknaday TemaHa 3eneHcbKa

P305+P351+P338 - NPV NOMALAHHI B O4l: O6epexxHO NpomMu1BaTi BOAOO
NPOTArOM AeKiNbKOX XBWIMH. 3HiMiTb KOHTAKTHI NiH3K, AKIWO BOHM € i Ue
Nerko 3pobutu. NpoaoBXyinTe NPOMMUBAHHS.

P337+P313 - AKL0 Noapa3HeHHA 04ell He 3HMKAE: 3BEPHITbCA 3a MeJYHOI0
KOHCynbTaLi€lo/[0NoMOroto.

P362+P363 - 3HimiTb 3abpyAHEHNIT OAAT | BUNEPiTb NOro nepes NOBTOPHUM
BMKOPUCTaHHAM.

I. NPUNAOU TA IHCTPYMEHTW, WO BUKOPUCTOBYKOTbCA B

KOMBIHALIIi 3 HABOPOM

1. MikponineTkm noBuHHi 6yTV BigKanibpoBaHi, Wo6 3abe3neuntn
NpPaBWIbHUIA 06’'€M, HeOOXiAHUI ONA aHanily, a TakoX MPOBOAUTU
perynapHe 3He3apaxeHHA (nobytoBuin cnupt, 10% PO3uUMH
Bip6inioBava, AesiHoikyloui 3acoby MefVUUHOrO MPU3HAYEHHS) TUX
YaCTUH, AKi MOXYTb BUMaAKOBO MOTPANUTY Ha 3Pa3ok. IX Takox cnig
perynapHo obcnyroByBaTty, Wob nokasat TOUHICTb 1% Ta NpaBAUBICTb
+/- 2%. [le3akTnBaLilo po3nuBiB abo 3anMLWKIB KOMMOHEHTIB Habopy
TaKOX CN1ifi NPOBOANTY PErYNAPHO.

2. Iuky6atop IDA cnig BctaHoBMTM Ha +37 °C (gonyck +/- 0.5 °C) i
perynapHo nepesipATY, WO6 NiATPMMYBaTU NPaBWIIbHY TeMNepaTypy.
InAa iHky6auin nigxoaAaTb AK cyXi iHKybaTOpW, TaK i BOAAHI BaHHM, 3a
YMOBW, Lo Npunag NigTBEpIXKeHN Ans iHKy6auii TecTis IOA.

3.  Bowep IQA € Haa3BUYANHO BaxKNMMBMM Af1A 3arajibHUX MOKa3HUKIB
aHanisy. Bowep noTtpibHo 3a3ganerigb peTesibHO OLiHUTY, NepeBipuTy,
UM BHOCWTbCA MOTPIOHMI O6’'€EM BUAaui, Ta perynsapHO MoaasaTé Ha
TexHiuHe 06CNyroByBaHHA BiAMOBIAHO A0 IHCTPYKLi BUPOOHMKA LWOoAo
BMKOPUCTaHHA. 30Kpema, NicnA 3aKkiHYeHHA LWOAEHHOr0o HaBaHTaXeHHSA
BOLIEp CNif peTenbHO OuMLLATK Bif CONMell AeiOHi30BaHOK BOAOIO.
Mepen BMKOPUCTaHHAM Bowep Cig nparkiMyBaTh pPO3BEAEHUM
NMpomnBHMM Po3unHoM.

Mpunag cnig WOTWXHA MofaBaTW Ha Ae3aKTMBauilo 3rigHO 3 Moro
KepiBHMLTBOM (NponoHyeTbcA fe3akTuauia 0.1 M NaOH).

5 umkniB npommuBaHHA (acnipauia + fgo3yBaHHA 350 MKA/NyHKY
NPOMMBHOIO PO34MHY + 20 CeKyHA 3amouyBaHHA = 1 LMKN) JOCTaTHbO
[nA 3a6e3neyeHHs aHani3y i3 3aABNeHVMU XapaKTePUCTUKAMU.

AKLLO 3aMOYYBaHHA HEMOXNBO, fOAANTE LU OAWH LMK NPOMUBAHHS.
HenpaBunbHUin LUKN NpPOMMBaHHA abo ronku, 3abuti cinno, €
OCHOBHOIO NPUYNHOIO MOMUITKOBO MO3UTUBHUX PeaKLin.

4.  Yac iHky6auii Ma€ gonyck + 5%.

5. 3umutyBauy mikponnaHwertis I®A nosvHeH 6yt obnagHaHwin
dinbTpom 3umTyBaHHA 450 HM Ta Apyrum ¢inbTpom 620-630 HM,
060B'A3KOBIM [N 6naHKyBaHHA. /loro craHpapTHi XapaKTepucTukin
noBuHHi 6yTn (a) nponyckHa 3paTHicTb < 10 Hwm; (b) ApianasoH
nornuHaxHA Big 0 go = 2.0; (¢) niHinHicTb fo = 2.0; (d) noBTOpPIOBaHICTD
> 1%. bnaHKyBaHHA MPOBOAWUTBLCA Ha NyHUi, BM3HauYeHin y posgini
«Mpouenypa aHanizy». ONTWYHY CUCTEMY 3uuTyBaya MOTPIGHO
perynsipHo KanibpysaTu, o6 3a6e3neunty npaBusibHe BUMIpIOBaHHA
onTnuHoi winbHocri. fi cnig perynapHo nigTpumysaTy BiANOBIAHO A0
IHCTPYKLUil1 BUPOOHUKaA.

6. BukopuctoByBaTM  aBTOMaTM3oBaHi po6Goui  craHuii IDA
peKoOMeHAYETbCA NPU CKPWHIHTY AOCUTb BENMKOI KiNnbKoCTi 3pa3kiB (>
50 3pa3skKiB).

Mpwv BUKOPWCTaHHI aBTOMaTM30BaHOI po6oyoi cTaHuii IOA BCi KpuThyHi
KPOKM (BHeceHHs, iHKybaLlis, NPOMMWBaHHA, 3UMTyBaHHA, 06pPO6GKa
[aHWX) TOBUHHI OyTM peTenbHO BCTaHOBNEHi, BiAKanibpoBsaHi,
KOHTPONbOBaHi Ta perynapHo obcnyroByBaTucsa, Wo6 Bignosigatu
3HauyeHHAM, HaBefeHUM Y po3gini O «BHYTPILWHIA KOHTPONb AKOCTI».
MpoToKon aHani3y NOBMHEH 6yTY BCTaHOB/IEHWI B onepaLiiiHin cuctemi
NPUCTPOLO Ta NepeBipeHnin AK ANA Bolepa, Tak i Anda 3unTtyBaya. Kpim
TOro, YaCTMHa CTaHUii AnA nogadi pignHM (A03yBaHHA Ta NPOMMBAHHSA)
NMoBMHHA OyTW nepeBipeHa Ta NPaBWbHO BCTaHoBNeHa. Ocobnusy
yBary noTpibHo NpuAinnTL, Wob YHUKHYTH NepeHeceHHs rofkamu, Wwo
BMKOPWCTOBYIOTbCA /1A JO3YBaHHA Ta MPOMMBAHHA.

Lle noTpi6HO BMBUUTY Ta KOHTPOMIOBATY, OB MiHIMi3yBaTU MOXIUBICTb
3abpyAHEHHA CYCiAHIX NYHOK.

Mpu BUKOPWCTaHHI aBTOMATUUYHMNX NPUCTPOIB, AKLLO TprMay NpobipKu
npwnagy He nigxoauTb A0 NpobipoK, Wo BxoaATb A0 Habopy,
nepenuiTe PO3YH y BiANOBIAHI KOHTENHEPW Ta NO3HauTe iX TUM CaMUM
APSIMKOM, BiAKNEEHMM Bif opwuriHanbHoro ¢nakoHa. Lia onepauis
BaX<NMBa, W06 YHUKHYTU HEBIAMOBIAHOCTI BMICTY ¢dnakoHiB npu ix
nepepayi. [licnA 3akiHYeHHA TecTy MOBEPHiTb KOHTelHepw i3
BTOPVHHUM MapKyBaHHAM Ao Temnepatypu 2.8 °C, wWinbHO
3aKynopuBLLK.

Cnyxb6a nigTpumkn  KknieHtis  DiaPro  nponoHye  nigTpumKy
KOpUCTyBaueBi B HanawTyBaHHi Ta nepesipui npunagis, wWwo
BMKOPWCTOBYIOTbCA B MOEAHAHHI 3 HAOOPOM, 3 MeTol 3abe3neyeHHs
BiANOBIAHOCTI onmncaHUm BUMoram. TakoX Hafa€eTbcA MigTPMMKa AnA



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

L. KOHTPOJIb TA MAHINYNALII 0O NPOBEAEHHA AHAJIZY

1. lMepeBipTe TepMiH NpUAATHOCTI Habopy, HaAPYKOBAHWUI Ha 30BHILLHI
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 6e3bapBHuMii abo 6nifo-6nakuTHUIA, acnipyoun
HEeBENMKNA  NOro  OG’'EM  CTEPUNBHOIO  MPO30POID  MNACTUKOBOD
ninetkoto. lMepekoHanTeca, WO MpW TPaHCMOPTYBaHHI He cTanocA
NONIOMOK i He NMPOAUTO PiAMHU BcepeanHi KOpobKku. MNepeKkoHanTecs,
WO aNtOMIHIEBUI MILLOK, WO MICTUTb MIKPOMMaHLLET, He NPOBUTUI i He
MOLIKOKEHW.

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

4. JlanTe BCiM iHWMM 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 po3sefeHM NPOMUBHUM PO3YMHOM, BiAMNOBIAHO A0
iHCTPYKUin BUPOOHUKA. BCTaHOBITL NpaBuUnbHY KiNbKiCTb LMKNIB
NPOMUBKN, AIK NOBIAOMAETLCA B KOHKPETHOMY po3gini.

6.  YBiMKHITb 3uutyBau IQA npuHaimHi 3a 20 XBWAMH Ao onepauii
34MTyBaHHSA.

7.  fKLWo BM BUKOPUCTOBYETE aBTOMATM30BaHy po60Yy CTaHLito, YBIMKHITb
i, nepeBipTe HanawTyBaHHA Ta OOGOB'A3KOBO BUKOPUCTOBYITE
npasuAbHUIA NPOTOKON aHanisy.

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

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

BUKOPWCTaHHA.

10. Y pasi npobnem He NPOJOBXKYyITe NoAasnblle TeCTyBaHHA Ta NoBigomTe
KepiBHUKY.

M. NPOLIEAYPA AHANI3Y

AHani3 noBMHEH MPOBOAWUTMCA BiANOBIAHO AO TOro, WO MOBIAOMAETLCA
HMXYe, 3 06epexHICTIo, Wob NiATPprMYyBaTV OfHaKOBWI Yac iHKybaLii ana BCix
3pas3skiB Mif Yac TecTyBaHHA.

ABTOMATU3OBAHUI AHATI3:

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

Y pasi dikcoBaHOI rofikv nepen acnipaui€lo HaCTyMHOro 3paska ronku cnig
HaneXHVM YMHOM MPOMUTY, W06 YHWKHYTU 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 3pa3Kié Nnepemeopuscs HA MEeMHO-
CUHI08aMoO-3e/1eHul, Modi AK KOJip He2amugHo20 KOHMPOJIO 3a/1UlUUBCA
0/1UBKOBO-3€/1eHUM.

HacTinlHO pekomeHAyeTbCA nepeBipuTK, WO NPOMIXKOK Yacy MiX Bupayeto
NeplIoro Ta OCTaHHbOrO 3paskiB OyAe po3paxoBaHWi NpuiagoMm Ta
BpaxoBaHWI, BiANOBIAHO 3aTpMMytouM NepLly onepawiio NPOMUBaHHSA.

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

PYYHUIA AHANI3:

1. TloMmicTiTb HeoOXigHY KinbKiCTb MIKPONYHOK y TprMay MiKpOMyHOK.
3anuwTe 1-y IyHKY NOPOXKHbOIO AN onepadii 6naHKyBaHHSA.

2. BHeciTb 200 MKn HeratmBHOro KoHTponto i notim 200 mkn MNo3nMTuBHOIrO
KOHTPOJIO B [ABOX MPUMIpHMKax B OKpemi nyHKW. He posbaBnaiite
KOHTpoOni, OCKinbkM BOHM nonepefHbO pPO3BefeHi, roToBi A0
BUKOPUWCTaHHA!

3. [opante 200 mkn Po3umHHmKa ana 3paskis (DILSPE) y Bci nyHKkn ana
3paskiB; MoTim po3noginitb 10 MKN 3pa3ka B KOXHY MNPaBUSIbHO
BU3HaUeHyY JIyHKY.

AKypaTHO mnepeMillaiTe MNNAacTUHY, YHWKalouu MepernoBHEHHA Ta
3abpyAHEHHA CYCiAHIX NlYHOK, WOo6 MOBHICTIO PO3MNOAINNTA 3pa3okK Y
PO3UMHHUK.

Baxxnuea npumimka: [lepesipme, 4u Kosnip Po3yuHHUKA 0n1s 3paskig nicns

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

Mepexknaday TemaHa 3eneHcbKa

4, BHecitb 50 Mkn Po3unHHuKa ana aHanidy (DILAS) y BCi KOHTpOnbHi Ta
NYHKN anAa 3paskis. [epesipTe, un Konip 3pasKkiB nepeTBopuBCA Ha
TEMHO-CUHIN.

5. AkypaTHO nepemillaniTe NNacTMHy BPYYHY, YHUKAOUM NepernoBHEHHA
Ta 3a6pyAHEHHs CyCigHIX NTYHOK.

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

Baxxnuee 3aysaxkeHHA: CMyxKu Cni0  eepmemusygamu  KelKoro
YWIiNbHI0BA/ILHOI PO/1b20I0, WO NOCMAYaemsCA, uwe modi, Konu mecm
npogodumsca  8pyyHy. He Hakpusalime CMyXKU, BUKOpUCMO8YIOYU
asmomamuyHi npunaou IQA.

7. TpomuiTe MiKpoMnnaHwWeT aBTOMAaTUYHUM BOLUEPOM, MOAABLUM Ta
acnipytoun 350 MKN/NYHKYy poO3BeAeHOro MPOMMBHOTO PO3YMHY, AK
3a3HaueHo y posgini I.3.

8. Minetyiite 100 mn ®epmeHTHOro KoH'toraTy y KOMHY JyHKY, KpiM
nepwoi NyHKW AnA  6naHKyBaHHs, | 3akpuiATe TrepMeTUKOM.
MNepekoHanTecs, WO e YepBOHWUI KOMMOHEHT PO3MNOAiINeHUn y BCi
NYHKK, Kpim AT.

Baxknuei npumimku: byobme obepexHi, ujob6 He mopkamuca 8HympiwHboi
nosepxHi JiyHKU HAKOHEYHUKOM hinemku, Kosiu 003yeEmbCsa KOoH'tozam. Moxe
cmamucs 3a6pyOHeHHs.

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

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

11. MNinetyinte 100 mKn cymiwi XpomoreH/Cy6cTpaT y KOXHY JIYHKY,
BKJlOUaloumn 6naHK-nyHKy. MoTim iHKyOyiTe MiKponnaHLLeT NpoTArom
15 xBunuH nNpy KiMHaTHIn Temnepatypi (18-24 °C).

Baxxnuea npumimka: He niddasalime cunsHoMy npAMOMY €8imiy, OCKibKu
MOXe CMeoproeamucs 8UCOKUU (hoH.

12.  Minetynte 100 mkn CipyaHoi KNCNOTW Y BCi IYHKMN, BUKOPUCTOBYIOUMN Ty
camy MOCNiAOBHICTb MiNeTyBaHHA, Wo i Ha eTani 10, WwWob6 3ynuHWUTK
depmeHTaTVBHY peakuito. [logaBaHHA KUCIOTU MepeTBOPUTb KOMip
MO3UTUBHOFO KOHTPOJIO Ta MO3UTUMBHMX 3PasKiB 3 OGNakUTHOrO Ha
MOBTUIN/KOPUYHEBUIA.

13. BumipsiTe iHTEHCVBHICTb 3abapBiEHHA PO3UMHY B KOXHIN NyHLj, AK
onucaHo B po3gini I.5, 32 JONOMOrol NPUCTPOIO ANA 3UMTYBaHHA
MikponnaHweTis npu 450 HM (3umTyBaHHA) Ta npu 620-630 HM
(BigHiMaHHA ¢OHY, 060B'A3KOBe), GnaHKyloun npwnag B ayHUi Al
(060B'A3K0BO).

Baxnuei 3ayeaxceHHs:

1. MepexkoHatimecs, Wjo Ha HUXHIl 4acMuHi MiKpOJTYHOK HeMade 8i0bumkig
nanvuie  neped  34umysaHHAM. Lle  moxe npussecmu 00
XUBHONO3UMUBHUX pe3ysibmamie npu 34umyeaHHi.

2. 34umysaHHA NOBUHHO nposodumucs 8idpasy nicna 0odasaHHa Cmon-
pO3YUHY, i 8 6yOb-AKOMY pasi He 008uwe, 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 | PC S7
E PC | S8
F S1 S9
G S2 | S10
H S3 | S11

Nerenpa: BLK = bnank NC = HeratusHuit KoHtponb PC = lMNo3utneHun KoHtponb S =
3pasok

0. BHYTPIWHIA KOHTPOJ1b AKOCTI

Bynb-konu, Konn BMKOPUCTOBYETbCA Habip, BUKOHYETbCA KOHTPONb, W06
nepeBipnTK, Y1 BiANOBIAAIOTb OYiKyBaHUM 3HaYeHHAM OD 450 HM/620 HMm, AK
3a3HayeHo y Tabnuui HUXue.

Bumornu
< 0.100 3HayeHHsi OD 450 Hm
< 0.150 CepepHboro 3HaueHHsa OD 450
HM nicna 61aHKyBaHHA
> 1.000 3HayeHHa OD 450 Hm

MepeBipka
bnaHk-nyHka
HeratusHwuin koHTponb (NC)

Mo3uTrBHUI KOHTpoNb (PC)

flKWwo pesynbTaT TecTy BiANOBIfAlOTb BMMOraMm, 3asHauyeHVM BuLe,
nepewaiTb 40 HACTYMHOro PO3Ainy.
AKLLO LibOro He CTanocs, He NPOLOBXYMTEe Aani, OCKIIbKM AaHi HefiNCHI.

P.PO3PAXYHOK CUT-OFF

HaniBKinbKicHe BU3HauyeHHA

Pesynbtati  BMNpoGyBaHb OBYMCMIOTL 33 [OMOMOroK  rPaHUYHOTO
3HaueHHA cut-off, BM3HauyeHoro 3a Takow Gopmyno ANA CepefHboro
3HayeHHA OD 450 HM/620-630 HM ans HeratusHoro KoHtponto (NC).

NC + 0.250 = Cut-off (Co)

3HaueHHA, 3HanpeHe ANA TecTy, BUKOPUCTOBYETbCA ANA iHTepnpeTauil
pe3ynbTarTiB, AK ONMCaHO B HAaCTyNHOMy naparpadi.

KinbKicHe BU3HauyeHHA

O6uuncnite cepeaHe 3HauyeHHa OD 450 Hm HeratnsHoro (N = 0 MOa/mn) Ta
Mo3untmsHoro (P = MOpa/mn, 3a3HayeHoro Ha eTukeTui) KoHTponis.

[na HacTynHWX onepauin AOTPUMYITECh IHCTPYKLi BUPOOHMKa, HaBeAeHUX
y MocibHUKY KopucTyBaya 3unTyBaya (py4Huii aHanis) abo aBTomaTri3oBaHoOl
pobouyoi cTaHLUii, Lo BUKOPUCTOBYETLCA AnA ABTOMAaTU30BaHOro AHanisy.

Baxknuee 3ayeaxkeHHsA: Kosu obyucieHHs pe3ynbmamis 30ilCHIOEMbCA 3a
00NOMO2010 OhepamusHOI cicmeMu demomamu3osaHoi poboqoi cmaryii |OA,
nepekoHalimecsi, wo 071 06YUC/IEHHA 2paHU4YHoOl genuyuHu cut-off ma
OMPUMAHHA NPasuibHUX iHmepnpemauil peysemamie 8uKOpUuCMo8yemoca
npasusieHa popmyna.

Q. IHTEPMPETALIA PE3YJIbTATIB

HaniBkinbKicHuin aHanis

Pe3ynbtati BUNpo6yBaHb iHTEPNPETYIOTbCS K CMiBBIAHOWEHHA 3HaYeHHs
OD450 Hm 3pa3ka Ta 3HaueHHs Cut-off (@a6o S/Co), 3rigHO 3 HacTymnHo
Tabnuueto.

S/Co IHTepnperauin
<0.9 HeratnBHUN

09<5/Co< 1.1 CyMHiBHUI
1.1<S/Co<4 H13bKO NO3UTMBHMIA
4<5/Co<8 CepeiHbO NO3UTUBHUIN
8<S5/Co<12 Brncoko no3uTusHun
212 [ly»e BUCOKO NO3UTUBHUI

HeraTtusHuia pesynbrat (S/Co < 0.9) BKa3ye Ha Te, Wo cy6'ekT He mae IgG fio
HykneokancmpHux Ta/abo aHTureHis Spike COVID-19.

CymHiBHMI pe3ynbTaT (0.9 < S/Co < 1.1) BKasye Ha Te, Wwo piBeHb IgG go
HykneokancupHux Ta/abo aHTureHis Spike COVID-19 6nm3bkuii  go
rPaHNYHOrO 3HayeHHA aHanisy (cipa 30Ha). PekomeHayeTbca nepesipnTy
HacCTynHWI 3pa3ok Yepes 7-14 gHis

MosuTneHMM pesynbtart (S/Co = 1.1) cBiUMTL NPO HaABHICTb aHTUTIA IgG Ao
aHTureHis COVID-19. Y HaBefeHi BuLle Tabnuui criBBiAHOWEHHS 3HAYeHb
S/Co cniBBIAHOCATLCA 3 HAMIBKINbKICHOI iHTepnpeTaLli€to.

Mepexknaday TemaHa 3eneHcbKa

KinbKicHuin aHanis

Pe3ynbTati iHTepnpeTyoTbCA WNAXOM nepeTBopeHHA OD450 HM 3paskiB B
BOO3 MOg/mn 3a LONOMOrOI0 NiHIAHOT CTaHAAPTHOI CUCTEMW BCTAHOBMIEHHA
KpWBOI, 30aTHOI MPOBOANTU NPAMY niHilo Big 3HayeHHA N (0 MOga/mn) po P
(MOpa/mn, 3a3HaveHoro Ha eTuketui Mo3utusHoro KoHTponto).

MoTim cuctema nepeTBoptoe 3HaueHHn 3paskis OD450 Hm y signosigHi BOO3
MOga/mn.

MpurKnag cTaHfapTHOT KPMBOI MOAAHO HUXKYE:

OD450nm

WHO [U/ml

3paskKu, WO MatoTb 3HaYeHHA > 100 BOO3 MOg/mn, cnip pos6asuTti 1:20 (10
MK + 190 MKn Po3umHHUKa 3pa3ka) nepes NOBTOPHUM TECTYBaHHAM.

MoTim po3BegeHunii 3pasok 06po6NAIDTb, AK 3a3HaueHo B Tabnuui «Cxema
aHanisy», onucany B po3gini N, i KOPOTKO y3aranbHeHO, AK MOKa3aHO HUXYe,
Ha nepLluiomy eTani Bugadi:

HeraTtusHuit KoHTponb (0 MOa/mn) 200 mkn A2+ A3

Mo3unTNBHUI KOHTPONL (NOBiZOMNEHNI

B MOg/mn) 200 mkn A4+ A5

Po3unHHUK 3paska (DILSPE) 200mKn TinbKu B NIyHKax ana
3paskis

MNonepenHbo po3BefeHNin 3pa3ok 1:20 10 MKn Y nyHKax ana 3paskis

Po34nHHUK aHanisy (DILAS) 50 MKn Y BCix niHKax (Kkpim A1)

3HaueHHAa BOO3 MOp/mn Takux 3paskiB, po3paxoBaHe Ha JiHiNHIN
CTaHAAPTHIN KpWBIiA, NOTPIOHO NOMHOXUTY Ha 20, W06 B KiHLLeBOMY MigCyMKy
oTpUMaTX NOTPIOHY KOHUeHTpauilo aHTU-HykneokancmgHux Ta/abo
aHTureHiB Spike COVID-19 y BUXigHOMY HepO3BeAeHOMY 3Pa3Ky.

3HaueHHa BOO3 MOga/mn iHTepnpeTyloTbCa, AK 3a3HauyeHO y HacTyMHin
Tabnuui:

BOO3 MOa/mn IHTepnperauin
<10 HeratnBHUN
10 < MOg/mn < 12 CyMHiBHUI
12 < MOg/mn < 50 Hr3bKo NO3UTUBHUI

50 < MOga/mn < 250

CepeaHbO NO3UTUBHNIA

250 < MOa/mn < 1000

Bucoko no3utmsHmmn

> 1000

[lyKe BUCOKO NO3UTUBHUI

Baxknuei npumimku:

1. KoegiuieHm nepepaxyHky 1:1 mix MOd/mn ma BAU/mn (1000 MOS/mn
gionosioae 1000 BAU/mn) ecmaxoeneHo 8 ogiuitiHiti IHCmpykuii 3
8UKOpUCMAHHA, 8udaHiti  NIBSC, 0na [lepwozo MiXHApoOH020
cmaHoapmy BOO3 ona SARS-CoV-2, Koo NIBSC 20/136 (sepcia 2, 8i0
17.12.2020).

2. |Hmepnpemauis pe3ysibmamie nosuHHA 30ilicHIO8AMUCA Ni0 HA2AAO00M
8i0nogidanbHozo nabopamopii, Wob 3MeHWUMU pusuK NOMUIOK mad
HeNpaguIbHo20 MJyMAaqeHHs.

3.  byOb-Aakul nozumusHuli pe3ysibmam nosuHeH 6ymu niomeepoxeHul
anbmepHamMuUsHUM MemoOoM, 30aMHUM 8UABAAMU aHmumina IgG 0o
aHmueeHie SARS-CoV-2 (npuknad - mecm niomeepoxerHs Dia.Pro CODE
COV19CONF.CE) neped nocmaHoekoto 0iazHosy.

4. Konu pesynbmamu mecmy nepedailomeca 3 sabopamopii 0o
iHpopmayitiHoeo uyeHmpy, Ci0 3e8epHymu yeaey, wob YHUKHymu
nomusiKosoi nepedayi 0aHux.

5. IHmepnpemauis pesynemamis, HagedeHa y yux IHcmpykuisx, y 6yOb-
AKOMY 8UunddKy NOBUHHA cnpulmamucb AK  nepedbauyysaHa
diazHoCMUYHa iHopmayis, aka Hadani Mmae 6ymu NocuneHa KNiHiyHUMU
00Kazamu ma MixkHapoOHUMU OUpeKmu8amu.

6. B OaHul yac xo0Ha MmixHapoOHa opezaHizayis (BOO3, CDC, NIH ma
HayioHaneHi MO3) He 8kasye Ha mump, AKUl hoBuHeH hokasamu IgG,
wob6 88axamu 0coby «3axuujeHor» 8i0 8MOPUHHOI iH@ekuii. Y 6ydb-
AKOMY 8UNAOKYy peKoMeHOyeEmMbca O00MpuMy8amucs HAYiOHAMbHUX
HOpMAamMueHUX dKkmie ma Ooupekmus, wo 0ilomb 8 OKpeMux KpaiHax 3
Ub020 KOHKPemHo20 NUMAHHH.



7. Ak pexomeHoye FDA 0ns imyHomepanii npomu kosuo-19 3 zinepimyHHolo
nnasmolo, 3 Memow  ideHmugikayil  npagunbHo2o  AoHOpPa
NosidoOMIAEMbCA NPO HACMYNHY NPoyedypy:

a) Poszbasme nnasmy 1:40, 0o3yro4u 10 Mk 3paska + 400 mkn DILSPE.
3miwatime, a nomim po3sedime dani 0o 1:160, 3miwyro4u 100 MK
po3gedeHHs 1:40 + 300 mkn DILSPE.

b)  BHecimb 50 mkn DILAS y KOXHY J1yHKY 07151 3pa3kKie.

¢)  BHecimb no 200 MK/ KOXHO20 po38edeHHs 1:160, AKWO MOX/IUBO, 8
0y6/15X, a nomim npo0osxylime mecmyeaHHs, K NOBIOOM/IAEMbCA
y 8i0nogioHoMy po30isni M.

d)  3pasku, wo nokasyrome nosumusHul pesyssmam (S/Co > 1.1) npu
po3sedeHHi 1:160, posanadaomscs FDA sk niasma, npudamHa ons
imyHomepanii.

R. POBOYI XAPAKTEPUCTUKU
[eTanbHi pe3ynbTaTM XapakTepucTuk 36uparTbca y  cneuianbHOMY
[IOKYMEHTI, AKWI HaJla€TbCA 3a 3aM1TOM.

AiarHoctnyHa cneuundivHicTb:

AHani3 TecTyBanm Ha COTHAX 3pa3kiB, BifibpaHux Jo Ta nicns cnanaxy COVID-
19, y, AK BBaXanocCb, HOpManbHOI Mnonynsuii. 3HaueHHA > 98% O6yno
OTpVIMaHe, KoM NO3UTMBHICTb BPaxoBYETbCA A1 3HaueHHA S/Co >3.0.

MoTeHUiNHI NepexpecHi peakuii 3 iHWUMK pecnipaTopHUMIK iHPEKLiHUMY
areHTamu BMBYanu Ha 3pa3kax, NO3MTMBHMX 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.
MepexpecHux peakuii He cnocTepiranoca.

Munyni iHdekuii SARS-CoV-1 Ta MERS, 3aBAAKM BUCOKOMY PiBHIO reHETUYHOI
romonorii 4o HykneokancugHoro aHtureHy COVID-19, MoXyTb Aatun aeaky
HU3bKY NO3UTUBHICTb Y AOCAIAKeHHI, nepeBaxHo 3 S/Co <3.0.

Takox 6ynv nepesipeHi aHTWTINa, 3a3BMYal NPUCYTHI B CUpOBaTKax Ta nnasmi
NIOAVHN, [0 HecnopigHeHUxX iHGEKUiNHKX areHTiB. AHTUTING, NO3UTUBHI JO
CMV, EBV, HSV1 & 2, Tokconna3smu, kpacHyxu, H. Pylori, mansapii sps, Bipycy
Kokcaki, MapBoBipycy B19 ta HCV, BI/l, cudinicy Ta HBsAg, He pearyBanu
nepexpecHo.

Hisknux iHTepdepeHLUiin y BariTHWX XIHOK, MOPYLUEHHA PiBHA MEYiHKOBMX
depMeHTIB Ta iHWKMX 3aranbHUX crneundiuyHMx ANA OpraHiB MaTosnorin He
cnocrepiranocsa.

Bynn BuBYeHi fobpe Bigomi MoTeHUiHO iHTepdepytoui 3pasku B |DA.
PesynbTaTyi npefcTaBneHi B Tabnuui HuxKue:

PeyoBuHM KoHueHTpauii OuiHKa
emorno6iH o 500 mr/gn HeraTVBHUN
Binipy6iH Lo 20 mr/pn HeraTuBHWN
Tpurniuepuau (KanamyTHi 3pa3sku) 1o 3000 mr/gn HeraTMBHUN
CnpoBaTKoBi 6inkn Lo 15r/pn HeraTuBHWN
RF + fio 2500 Op/mn HeraTuBHUN

(Cobas)

Anti E-Coli Ab + [ye No3UTUBHMIN | HeraTUBHMUN

He 6yno BusaBneHo XxMOHOI peakTUBHOCTI Yepe3 MeToAy aHarli3y.

Ti cami noTeHUiHi iHTepdepytoui 3pa3kn GyNn HacMUeHi 3pa3koM, BUCOKO
nosntmBHuM Ha IgG po HykneokancupgHoro sgpa COVID-19. He 6yno
BUMAB/IEHO MOMMWJTKOBO HEraTUBHYIX pe3ysbTaTiB, Lo NiATBEPLKYE BifiCyTHICTb
iHTepdepeHLUii TakX peYoBUH B TECTYBaHHI MO3UTMBHUX 3Pa3KiB.

[InA BM3HAUEHHA 3HauyeHHA cneundiuHOCTI BMKOPUCTOBYBaNN AK Masmy,
OTPUMaHY 3 Pi3HUMW CTaHAAPTHUMM MeTOAMKaMMU MPUroTyBaHHA (LWTpar,
EATA Ta renapuH), Tak i cupoBaTku. CBiXi Ta 3aMOPOXKeHi 3pasky TakoX
TeCcTyBanu Ha npegmeT iHTepdepeHuii uepes 36ip Ta 36epiraHHs. Hiskux
iHTepdepeHLUi He cnocTepiranocs 3a yMoBM, Lo 3pa3oK OyB Npo3opumM Ta He
MiCTVB YaCTUHOK/CKyNYeHb.

IHTepdepeHuii 6ynn nomiyeHi, Konm B 3pa3Ky Oynu NpucyTHi arperati
$ibpuHy, BMAMMI YacTMHKM Ta RinigHI Wapy, Wo 3a3Buuyaln [fasBano
XMOHOMO3MTMBHMI pe3ynbTaT. Lli 3pa3ku nepep TecTyBaHHAM Cif OUMCTUTI
dinbTpyBaHHAM Ha ¢inbTpi 0.22 MKM (ninigHi wapwu) abo LeHTpudyrysaTn
npotarom 30 xB. Npu 4000 06/xB. (arperatv) abo BUKMHYTW AK HENPUAATHI
[NA TeCTyBaHHA.
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AHaniTM4Ha Ta giarHoCTUYHa YyTNMBICTb:

HewopasHo NIBSC/BOO3 sunyctunu neplumin MixxnapogHui crangapt BOO3
wopao iMmyHorno6yniHy aHTu-SARS-CoV-2, kog NIBSC 20/136 8 MOa/mn.
CnocTtepiranu aHaniTUYHy YyTAMBICTb, WO NepesuLlyBana 5 BOO3 MOa/mn.

NIBSC/BOO3 Takox Bunyctuna naHenb - BepuoikauiiiHa naHenb pana
ceponoriyHmx aHanisis aHTU-SARS-CoV-2 kop 20/B770 - cnpAmMoBaHy Ha
HafjaHHA AaHKX NPo ebeKTUBHICTb Takoi IVD.

Pesynbtatt ana CKpWHIHFOBOro aHanisy npefcrasrieHi B Tabnuui Huxkye y
nopiHAHHI 3 IOA DiaPro ana aHTn-RBD HelTpanisyioumx aHTUTIN 3 KOAoM
ACE2-RBDNEUTR.CE:

Bepudikauiitha nanenb NIBSC kog 20/B770

3pasok NEUTR C?g\l(;l 9 3pasok NEUTR C?g\l(;l 9
Ne pesynbTar S/Co Ne pesynbTtart S/Co
1 nos. 8.1 20 nos. 8.9
2 nos. 10.5 21 nos. 10.7
3 nos. 11.1 22 nos. 9.4
4 nos. 9.4 23 nos. 10.2
5 nos. 11.3 24 Her. 0.1
6 nos. 7.1 25 Her. 0.2
7 nos. 4.2 26 Her. 0.5
8 nos. 11.2 27 Her. 0.2
9 nos. 11.3 28 Her. 0.1
10 nos. 11.1 29 Her. 0.3
11 nos. 3.9 30 Her. 0.2
12 nos. 7.3 31 Her. 0.4
13 nos. 9.6 32 Her. 0.4
14 nos. 8.3 33 Her. 0.2
15 nos. 10.1 34 Her. 0.9
16 nos. 8.1 35 Her. 0.2
17 nos. 9.6 36 Her. 0.5
18 nos. 11.1 37 Her. 0.2

19 nos. 10.1

[iarHocTnyHa YyTnMBicTb:

BaraToueHTpoBe MixXHapofHe focnigKeHHA (Kinbka nikapeHb COVID-19 B
Itanii, Benuko6purtanii, ®paHuii, Icnanii, EkBagopi) 6yno nposegeHo B
KOHTEKCTi HaA3BMYaMHOT CUTYaLlil 3 OXOPOHOI0 340POB'A.

3pasky 3 Koroptu iHPIKOBaHMX MALEHTIB, AeAKi 3 AKUX MiCNA OfyMaHHs,
nokasanu YyTAmBiCTb KpaLle Hix 98%.

Taka Kkopensuia pocarna Maxke 100%, Konv MO3WTMBHI 3pasku Gynu
nepesipeHi 3 Habopom [ligTBepmxyBanbHoro aHanisy Dia.Pro IgG
Confirmation Kit.

TouHicTb:

MoBTOpIOBaHICTb (8 aHanisi) BuBYanu Ha 3 3pa3kax, OAHOMY HeraTMBHOMY,
OIHOMY H/3bKOMO3UTVBHOMY Ta OfJHOMY BMCOKOMO3UTUBHOMY, AOCITiIKEHX
y 16 noBTopax. Pe3ynbTaT nokasanu 3HayeHHa CV y piana3oHi 4-20%
3anexHo Bifg ix OD450 Hm.

BiaTBOpPIOBaHICTL (MiX aHanizamu) BMBYaNM Ha TUX cammx 3 3paskax,
BUMPOGYBaHVX y 16 NoOBTOpax NPOTArom 3 pasis.

BuaBneHa BapiabenbHicTb, Wo cTaHoBWAa 4-20% 3anexHo Big OD450 Hm
3pa3ska, He Npr3Bena o HenpaBWbHOI Knacudikauii 3paska.

S. OBMEXKEHHA

Y nepwun TWXAeHb Bif MoyaTKy 3apakeHHA xBopumu Ha SARS-CoV-2

pe3ynbTaTi MOXYTb OyTY HeraTueHUMU wopo IgG.

Kpim Toro, nauieHTy 3 HU3bKUM iMYHITETOM ab0 iHWNMK 3aXBOPIOBAHHAMU,

Lo BMIMBAIOTb HAa iIMYHHY bYHKLiI0, BIAMOBOI BaXKITMBUX CUCTEMHUX OPraHiB

Ta BXMBAHHAM Npenapartis, Wo NPUrHivyoTb iMyHHY GYHKLI0, TAKOX MOXYTb

npu3BeCcTU [0 HeraTuBHMX pesynbratis COVID-19 IgG.

MonepepnHi iHpeKuii iHLWMMK HenaToreHHMK LUTaMamMu KopoHaaipycy Ta IPBI

MOXYTb CMPUYMHUTL Nerky BiANoBiAb IgG uyepes reHeTUYHy CXOXICTb i3

COVID-19.

Ak NoBifOMNAETLCA Y BifNOBIAHOMY PO3fini, BACOKONINEMIYHi (<MONOYHI») Ta

remonisoBaHi («<4epBOHi») 3pa3Ku MOXyTb reHepyBaTV MOMUIKOBO MO3UTUBHI

peakuii.

Mpw TecTyBaHHI 3aMOPOXKEHUX 3Pa3KiB, 30Kpema TUX, AKi:

a)  6ynu nipaaHi LeKINbKOM LMKIam 3aMOPOXYBaHHA Ta BiATaBaHHS;

b)  BXe 6ynu «6pyAHUMM» 3a MOXOKEHHAM Mif Yac anikBOTYBaHHS;

C¢) 6ynu anikBoTOBaHi B HeBeNMKOMYy OO'emMi uepe3 TeHAeHUilo [0
NepeTBOPEHHSA Ha Xene Yepes BUMapoByBaHHS;

d)  cKnapalTbea 3 NNasmuy Yepes IXHIO TeHAEHLIo 10 YTBOPEHHSA arperaTis
$ibpuHY Npy PO3MOPO>KyBaHHI;



e)  3pa3ku IgM, AiKi 3a CBOEIO MPUPOAOIO MatoTb TEHAEHLIiO A0 arperyBaHHsA
Npv 3aMOpPOXKYBaHHi Ta BiiTaBaHHi Ta CTalOTb <UMNKNMMY,

feAki MOMUIKOBO MO3WUTMBHI peakuii, LinkoM KMOBIPHO, MOXyTb OyTu

OTpUMaHi.

Habip He npu3HaueHuin A4nA CKPUHIHTY KPOBIi, OCKiNbKM BUABASAE nuwe IgG, a
He 3aranbHi aHTWTINA go COVID-19, sk ue noTpibHO anA uiel cneuianbHOl
MeTU.

MpwucTpin 30aTHUIN BUABNATU aHTUTING, reHepoBaHi SARS-CoV-2, YxaHbCbKunin
opuriHanbHUin wram, iHdekuielo abo BakumHamu Ha ocHosi PHK/OHK,
cneyundiYHNX ANA TaKOTO LUTaMy.

AHTUTING, WO YTBOPIOIOTbLCA MPU 3apaxeHHi MyTaHTamu/BapiaHTamun SARS-
CoV-2, MOXyYTb ByTV BUABNEHI 3 iHLIOW ePeKTUBHICTIO.
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Bca npopykuia IVD, BupobneHa kKoMnaHieto, nepebyBae nif KOHTponem
cepTudikoBaHoi Cuctemm ynpasniHHA AKiCTIO BiANOBIAHO fo nNpasuna ISO
13485. KoxkHa napTia NiAaaETbcA KOHTPOMIO AKOCTI Ta BUMYCKAETbCA Ha
PUHOK NHLLIE 33 YMOBM, LLIO BOHA BiANOBIAAE TEXHIYHMM cneumdikauiam €C
Ta KpUTepiam NPUINHATHOCTI.
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