COVID-19Ag 1kt

IHCTPYKIIS
3 BUKOPHCTAHHSA
TecT-HA00pY iMyHoXpomaTorpagiuHoro 1Jsi BUSIBJICHHS
aHTHreHiB koponasipycy COVID-19
(mecm 01 CaMOKOHMPOII0)
«Covid-19-anTuren-rect-MBA»

1. Mpusnavenns

Tecr-nabip «Covid-19-anTuren-rect-MBA» npu3HaueHuii Juisi Bi3yaJbHOro

(AIKICHOr0) LIBMJIKOTO BHSBJICHHA aHTHreHiB koponaBipycy COVID-19 (NCV,

2019-nCoV, SARS-CoV-2), sikuit € 30y A\HMKOM aTUIIOBOT ITHEBMOHI|, y MasKax,

3MHMBAX Ta CEKPETax 3 HOCY JIIOJIMHU METOJIOM IMYHOXpOMATOrpadiuHOro aHaizy.

Bupi6 npusnavenuii onss camokonmponio.

Tect nporsirom 15 XBUIMH JI03BOJISIE :

— izenrudikysary inpexuito SARS-CoV-2 y smoneit 3 cuMnTomMamMu 3acTyiu;

—BusABUTH iH(ekuilo SARS-CoV-2 y monel 3 0e3CMMITOMHHM HPOTIKAHHAM
XBOpOOH;

— HPOBECTH CKPUHIHI JIIOACH, sIKi KOHTakTyBay 3 iHpikoBannumMun SARS-CoV-2
a00 3HAXOJAMIINCH B 30HI PHU3HKY.

2. lIpunuun metoay

Businenns anrurenis koponasipycy COVID-19 3acHoBano Ha METOAI IMyHOXPO-
Matorpa(piuHOro aHasizy. 3pa3ok, U0 TECTYETbCS, MONIMHAETHCS JIISTHKOIO 30HH
JUls BHECEHHS 3pa3ka Ta Mirpye 1o KaniisipaMm MemOpaHH, Ha siKiif HAHECEHO 3a-
Oapsiiennii kon’torar antutii 1o SARS-CoV-2. I1pu HasBHOCTI y 3pasKy aHTHIe-
HiB SARS-CoV-2 ocTanHi BCTYNaloTh y peaxiilo 3 3a0apBjIeHHM KOH 10raToM Ta
YTBOPIOIOTH KOMIUICKC 3 iMMOOiJIi30BaHUMH Ha MeMOpaHi anTuTiamu 10 SARS-
CoV-2 (tecrosa 30Ha T). PesyssraroM Takoi peakiiii € nosiBa ojHiel KOJIbLOPOBOI
Jinii y TectoBiil 30Hi. HasiBHICTb TaKo1 J1iHIT HAa TECTOBIH AL MEeMOpaHH BKa-
3y€ Ha MO3UTHBHUIT PE3yJILTAT, B TOM Yac K BiJICYTHICTb JIiHIT y TECTOBIH 30Hi — Ha
HEraTUBHHIH PE3yJIbTaT TECTY.

3 MeTOI0 KOHTPOIIIO pobOTH TecTy Ha MeMOpaHi Oyjie 3aBi/u 3’ ABJIATHCS KOJIbO-
poBa kontposibHa JiiHist (C), sika miaTBep/Kye NPaBUILHICTh IPOBE/ICHHS TECTY.

3. CkJajt TecT-HaGopy Ta A0AATKOBI MaTepian

3.1. 3aeanvuuii cknad nabopy

— TecT-KaceTa B iHJMBIyabHill TepMETHUHIH yNaKoBIL 3 BOJOrONOIIMHAYEM —
I wr.;

— Gy(epuuii  posunn s 3paska B inamBiayanrsHomy ¢aaxoni (COVID-19
Ag Buffer) — 1 dur;

— 30H/1 3 TAMIIOHOM — | 1IT.;

— iHCTpYKIList — | 1T

3.2. Jlodamrosi mamepianu, axi ne 6xo0simo 00 ckaady Habopy, ane neodxioni ons

APOGEOCHHA MECMY6anis

— OJIHOPA30Bi I'YMOBI PyKaBHUUKH;

— raiimep abo roIMHHHUK.

4. 3acrepexenns Ta TexHika Oe3nexn

— TECTH NPU3HAYEH] JIMIIE /Ul in Vitro JlarHOCTHKY;

— He JIOITYCTHMO BUKOPUCTAHHS TECTIB TcIIsl 3aKiHUeHHs X TepMiHy NpH/IaTHO-
CTi;

— HE BUKOPHCTOBYBATH TECTH Y Pa3i IOIIKO/UKCHHS YIIAKOBKH;

— TCCTH MPH3HAYEH] JIHILIE JUISl OJHOPA30BOTO BUKOPHCTAHHS;

— BIJIKpUBATH YIIAKOBKY TecTy O€3M0CEPEIHBO NEPE/I BAKOPHCTAHHSIM;

— BUKOPHMCTOBYBAaTH TUILKH YHCTHIT MOCYJL /TS BIAOOPY 3pasKiB;

— MOBOJMTHCS i3 3pa3kaMu HEOOXI/IHO sIK 3 NOTEHIHHO iHdikoBaHUM MaTepianoM,
JIOTPUMYIOUHCD Mip Ge311EKH BiIHOCHO MiKpPOOiOIOTi4HOTO PH3HKY;

—TecT ¢l obepiraTh Biji IPIMHUX COHSYHUX NPOMEHIB, BOJONOCTI Ta meperpi-
BAHHSI;

— 11p1 poGOTi 3i 3pa3kamMn HEOOXiTHO HOCHTH 3aXMCHHUI OJIT: XAJIaT Ta OKYJISAPH;

— 1HOCTAHOBKY aHAJIi3y IPOBOJNTH JIMIIE Y 'YMOBHX PYKaBHYKaXx;

— He BKHBATH iKYy, HATOT Y Miclli 3HAXO/UKEHHS! 3pa3KiB Ta TECTiB;

— Mi/IBUIIEHA BOJOTICTh Ta TEMIICPATypa MOXKYTh BIUIMBATH HA PE3YJILTATH TECTY.

Yeaza! Hedompumanns 6uiye3asHaqyenux 6UMo2 MOJICe npu3eecmu 00 HeGIPHUX

pe3VIbmamic QocuiodNcenb, NCY6AHHIO MeCnie ma iX aHaiimuyHux xapakmepuc-

muk.

5. Cnoci6 3acrocyBanus

Yeaza! Jlna ompumanus 6inoid MOUHUX PE3VILIMAMIE PCKOMEHOYEMbCSL POGOOU-
mu mecmysanis 6i0pasy nicus 3a6opy mamepiay.

5.1. ITigroroska TecT-Habopy 10 TECTYBAHHS

Veaza! Tleped europucmannsy nepesipsions yiticnicms naKyeans ma 306Hiu-
niit guznsio nabopy na ionosionicme n.3.1.

Tecr-naGip BUTPUMYIOTH 32 KimbarHoi Temnieparypu (17-27) °C nporsarom 30 xBu-
JIHH.

5.2. llpoueaypa recryBanus

5.2.1 B3sirrsl MasKiB 3 nocy

Veaza! Pexomendyemucs npomseom 4-35 200un 0o Momenmy 3abopy mamepiaiy ne
npomueamaut HOCOBI H[)().\'()()Il ma ne sukopucmoesyeamit l\‘/)(lll.'li ons Hoca.

3a6ip 3pa3ky MPOBOAATH 3 OHIET HIi3pi 3a JIONOMOIOIO CYXOro CTEPUILHOIO
30HJLY 3 TAMIIOHOM, KMl 00GEPEKHO BBOAATH B Hi3JPIo HA 2-3 CM Bi/l HOCOBOTO
OTBOPY MapajiesibHO NiAHEOIHHIO, 00epeKHO 00epTaloTh JACKijbka pasiB, TOpKa-

IOYHCh Nepe/IHbOT HOCOBOI PAKOBHHH 1 CJIM30BOT 00OJOHKH MEPErOpPOAKH, 1100
3i0paTn MakcHMalbHy KilbKicTh Marepiaiy. Cxema Bii0opy 3pa3ska HaBeaeHO
Ha MaJtoHky 1.

Manionox 1

Veaza! fkwo npu 6idbopi spaska na mamnouni 6yoyme eusaeneni cniou Kpoei,
MaKuil 3pasoxk GUKOpUCmMosyeéamu He mModicha. Heobxiono npuobamu inwuir cme-
PUNbHUL 30HO 3 MAMNOHOM | npoeecmu 6i00Ip 3pasKa NOGMOPHO 3 IHUOT HI30Di.
TowkoOxcenuit 3010 ci0 ymuaizyeamu sik ROMEHYIIHO inikosanul mamepian.

5.2.2 IlinroroBka 3pa3ka /10 TeCTyBaHHS
| ﬂ%ﬂ
?

— BijikpHiiTe BeJIMKY KPHIIKY (riakoHy 3 Oy(epHHM PO3UHHOM JUlsl 3paska, sK
BKa3aHO Ha MaJlloHKy 2;

— 30HJ1 3 TAMIIOHOM Tpe6a 00epeKHO JICTATH 3 Hi3pi Ta HEraitHO MOMICTHTH Y
(nakon 3 Oy(hepHUM PO3UMHOM JUlsl 3pa3Ka;

— peTesibHO noobGepTaiiTe 301/ 3 TAMIOHOM Y Oy(dhepHOMY pO3uHHI JUIsl 3pa3ka HE
MeHul Hix 10 pasis, sik BKa3aHO Ha MalloHKy 2;

— BIIDKMITH TAMIIOH, IPUTHCHYBIIH JI0 CTIHOK (1aKkoHy, sIK BKa3aHo Ha MaJtioH-
Ky 2 Ta MOMICTiTh TAMIIOH B €MHICTb JUlsl BIIXO/IB IK MOTeHiiiHO HeGe3ney-
Huit ingikoBanuii Marepiai;

1 2

@

3HIMITb
MarneHbKy
KPULLIKY

3HiMiTb
¢ KPULLIKY

——

Maunionox 2

3 kpanni

© =

Manionoxk 3

Veaza! Bioscamu mamnon MojCHa CIucHy6uu oo 6 cepednitl vacmuni graxo-
HY 011 3paska 3a AONOMO20I0 M SIKUX CIINOK (haaKomy



— 3aKpHiiTe (PNIaKOH 3 PO3YMHOM 3pa3Ka KPHILKOIO, K BKa3aHO Ha MatioHKy 2.
Yeaza! Posuun 3paska moocna s6epizamu ne 6invie 2 200un 3a Kimnammnoi mem-
nepamypu a6o ne binbue 24 200un 3a memnepamypu 6io 2 °C 0o 8 °C.

5.2.3 IlpoBeneHHs! TeCTYBAHHS
— BUJIY4iTh TECT-KaCeTy i3 yNaKkoBKH Oe3H0CEPEHbO Nepel BUKOPHCTAHHAM Ta
TNOKJIAAITh i Ha YHUCTY, CYXY, PIBHY MOBEPXHIO;

— 3HIMITb MasleHbKy KpULIKY (JIakoHy 3 PO3YMHOM 3pa3ska Ta jojaitte 3 Kkparuii
PO3UHHY 3pa3Ka y JIYHKy JUIsl 3pa3ka TeCT-KaceTH, sik BKa3aHo Ha Maonky 3;
Yeaza! Ilpu mooxcnusocmi ynuxaiime nonadanns nosimpsinux 6yns6auox y ayuxu
ona 3paska. He mpeba 6pamu y pyku mecm-xacemy o 3aeepuienns mecmyesanms.
— 3a3HAYTE Yac i CrocTepirakite 3a NOsBOIO KOJILOPOBOT JiHil (JiHiit) npoTsrom

15-20 xBHIHH.

6. InTepnperauis pesyabraris

Yeaza! Ilossa ninii na wxowmponsniii dinanyi (C) 3aencou e KoHmponem
NpAGUNbHOCMI 6UKOHANNSL NPOYEOYPU.

Yeaza! He 6epime 0o yeazu pesynomam nicas 20 xeunun.

c c Mo3autusHI
T T

N ¢ HeraTtusHwii

s Cc C HY H
T@ T. HepincHi

Manionox 4

Teem necamuenuii: na xourposbHiit jtiysini (C) 3°sBisieTbes ojHa KOJILOPOBA
JiHisl; HA TECTOBIM NI BiICYTHS KOJILOPOBA JiHisl. Y 3pa3Ky He BHSBJICHO KO-
ponasipycy COVID-19.

Tecm nosumuenuii: 3’ BASETHCA O/IHA KOILOPOBA JIiHist HA KOHTPOJIBHI JISHLI
(C) Ta xonboposa JiHis Ha TecTosiii ainsuni (T), WO CBiAUUTE PO HASIBHICTH
aHTHreHiB koponasipycy COVID-19 y 3pasky.

Yeaza! Inmencusnicmo 3abapenenns ninii na mecmosiii Oinsinyi mosice minio-
6aMUCA 6 3anedcHocmi 6i0 konyenmpayii anmueenie koponagipycy COVID-19 y
spasky. Tomy nosea crabro sabapenenol ainii 6 mecmositi Oinsinyi (T) nosunna
PO32IAOAMUCS SIK NOSUMUGHUTI PE3YILMAM MA CIOHUNYb NPO HASGHICMb KOPOHA-
eipycy COVID-19.

Tecm_nediiichuii: ne 3’ sIBNSETLCS KOHTPOJIBbHA JiHis. Lle cBifuuTh npo HemocTar-
HIO KUILKICTh 3pa3sKky Uit TecTyBanns abo He JIOTPUMAHHS TIPOLE/LYPH TECTyBAH-
Hsi. HeoOXi/IHO TIOBTOPHTH TECTYBaHHS 3 BUKOPUCTAHHSM HOBOTO TECTY.

7. liarHocTHYHI XapaKTePHCTHKH TecT-Habopy

HYytnusicts — He Menime 97,7 % 3a cranapToM NiIpHEMCIBA 3I1HO TEXHIYHOT
JIOKyMEHTAIii.

Crneuudiynicrs - He MeHIe 99 % 3a cTanaapToM MiINPHEMCETBA 3MiIHO TEXHIYHOT
JIOKyMeHTallii.

Tounictb — He MeHmie 98 % 3a CraHapTOM MiINPHEMCTBA.

Ilepexpecna peakTUBHICTL — HE CHOCTEPIracThes y IIPUCYTHOCTI HACTYTHHUX 30Y)1-
HUKIB iH(eKuiii:

3.16 x 10* TCID50/ml
1.58 x 10° TCID50/ml
2.45 x 10° LD50/ml

3.16 x 10° TCID50/ml
1 x 10° TCID50/ml

3.16 x 10° TCID50/ml
2.81 x 10* TCID50/ml
1.58 x 10° TCID50/ml
8.89 x 10° TCID50/ml
1.58 x 10* TCID50/ml
1.58 x 10* TCID50/ml
1.58 x 107 TCID50/ml
1.58 x 10® TCID50/ml
8.89 x 10* TCID50/ml

[Tepexpecta yyTIMBICTb — HE CHOCTEPIraeThes y NPUCYTHOCTI HACTYIHUX 30Y/1-
HUKiB indexuiit 3 kouuentpanieio 1.0x 108 KYO/mu, mo noteniiiino MoxyTh 3a-
BAQJIMTH aHAJI3y:

Adenovirus type 3
Adenovirus type 7
Human coronavirus OC43
Influenza A HIN1
Influenza A H3N2
Influenza B

Human Rhinovirus 2
Human Rhinovirus 14
Human Rhinovirus 16
Measles

Mumps

Parainfluenza virus 2
Parainfluenza virus 3
Respiratory syncytial virus

Arcanobacterium
Candida albicans
Corynebacterium

_Neisseria lactamica
Neisseria subflava
Pseudomonas aeruginosa
Staphylococcus aureus
subspaureus

Moraxella catarrhalisStaphylococcus epidermidis

_Streptococcus pneumoniae
Streptococcus pygenes
Streptococcus salivarius

Escherichia coli Streptococcus sp group F

Mesxu BusBnenHs — Ginbwe 99 % npu BU3HAYEHHI AHTHIEHIB KOPOHABIpyCy
COVID-19 3 koHuenTtpauieto 100 nr/m.

TloBroproBauicts — Oinbiie 99 % npH BHU3HAYECHHI AHTHIEHIB KOPOHABipyCy
COVID-19.

Binrsopioanicth — Ginbiie 98 % npH BU3HAYEHHI aHTHreHiB KOPOHABIpyCy
COVID-19.

BryTtpuimbocepiiina TounicTs — Ginbiue 99 % npu BU3HAYEHHI HEraTHBHOTO, CIIAGKO
TIO3UTHBHOTO Ta [O3UTUBHOIO 3pa3KiB aHTHreHiB KopoHasipycy COVID-19 npu 10-t1
TIOBTOPAX MPOTSIIOM 3-X JHIB.

Miskcepiiina Tousicts — Giibiue 99 % NpH BU3HAYCHH] HEFATHBHOTO, CITAGKO MO3HTHB-
HOTO Ta I03UTHBHOIO 3pa3KiB aHTHreHiB koponasipycy COVID-19 npu 10-1v nosropax
IpOTAroM 3-X JIHIB MPH BUKOPUCTAHHI 3-X napriii TecTiB.

Yeaza! Ocmamoune piwenns y nocmanosyi diaenosy npuiimacmocs nikapem.

8. O6MesKkeHHs TeCTYBAHHS

8.1. Tect-Habip «Covid-19-anturen-tect-MBA» BUKOPHCTOBYEThCS NS MONEpE-
JIHBOT in Vitro AiarHoCTHKY.

8.2. TecT-HaBip € AKicHUM TeCTOM i He nepedayae BU3HAYCHHS KiJIbKICHOrO BMic-
Ty auturenis Bipycy COVID-19 y 3pasky.

8.3. ITin yac TecTyBaHHsI CIIiA PETEILHO JJOTPUMYBATHCS NPOLIE/LYPH TECTYBAHHS Ta
inTepnperauii pe3yssraris Tecty. Jlns onTUManbHOT po0OTH TECTy Ba)UIMBHI Npa-
BUIILHUI 36ip 3paskiB. HeoTpuMaHHs nIpoLie/lypu MoJke aTH XHOHi pesyisTarH.
8.4. Bipychi Tpancriopthi Hocii (VTM) MOXyTh BIUIMHYTH Ha PE3yJIETaT TECTY;
3pasku Juist [1IJIP-TecTiB HE MOXKHA BHKOPHCTOBYBATH /ISl TECTY.

8.5. Hapmuox kpoBi a6o MyuuHy Ha 3pa3sKy Ma3ka MOKE BIUIMHYTH Ha pe3ylibTa-
TH TECTY | MOXe JIaTH XHOHOTIO3UTHBHHIA pe3yJIbTar.

8.6. 3ibpana npoba Moxke MiCTHTH BIpYCH y KOHLIEHTPALT HIDKYE TIOPOTy UyT/IH-
BOCTI TecTy. Takox HEAOCTAaTHA KiNbKICTb aHTHIEHIB Bipycy MoXe GyTH BHACIi-
JI0K HETIPaBHIILHOTO 30epiranns 3paskis. Lli pakropn MOXyYTb IPUBECTH 0 XMO-
HO HETaTHBHOTO PE3yJIbTATy TECTY.

8.7. SIKwo pesysnbTaT TecTy HEraTMBHHIA, a KJiHIYHi CUMITOMH 36epirarorhbcs,
NIPONIOHYETBCS IO/IATKOBE MOJANbIIE TECTYBAHHS 3 BUKOPUCTAHHSAM IHIIMX KIli-
HIYHUX MeTontiB (Hanpukian, [1JIP-ananis). Heratushuii pesynsrar y Gyab-sikuii
4ac HE BUKJIIOUAC MOKIMBOCTI 3apakernss COVID-19.

8.8. PesynpTar recTyBaHHs MOBHHEH PO3IISAATHCS Y CYKYNHOCTI 3 yCi€ro KiliHid-
HOIO iH(hOopMaLi€r0.

8.9. Pesynbrar TecTyBaHHsI HOBHHEH OYTH MiATBEP/VKCHHUI iHIIMMH METOAMH.

9. 30epiranns, TpAHCIIOPTYBAHHS TA CTA0LILHICTH

36epiratn Ta Tpancnoprysaru Tect-Habip Tpeba 3a Temneparypu Bij 2 °C jo
30 °C ra npu pisHi BiaHOCHOT BosIorocTi He Ginbiue 60 %. 3aMOpoKyBaHHs, nepe-
IPiBaHHs Ta MONAIaHHs NPSIMUX COHSYHHX MPOMEHIB HE JOMYCKAEThCA.
Tecr-nabip 36epirae crabisibuicts 10 3aKiHYeHHS TEPMiHy NPHIATHOCTI, SKHIA
BKA3aHHUIT HA YIIAKOBIII.

Tepmin npuiarHocti — He Menine 12 micsiiis.

10. Intepnperauisi yMOBHHX MO3HAYEHD

Ha xopo6ui, na etuxerui BupoOy Ta B incTpyKuii 3 BuKopucTanns ¢ rpadiusi no-
3HAUKHM, 3HAYCHHS AKUX HABEJICHO y Tabnuui 1.

Tabnuys 1

I'padiunmii I'padiunmii

3”3‘]6””5{ 3HaueHHs
CUMBOJI CHMBOJI
JIsl 1IarHOCTHKH in
IMTAPTISI | Koa naprii ﬂ
vitro
O3HalfoMIICHHS 3
REF Karanoxunuit Homep [E IHCTPYKIisAMH JuIs

3aCTOCYBAHHSI

VYruiizysaru 31
3BHYAHHHMH BiJIXO/IaMH

Jlara BupoOuuiTBa @1

Tepmin npugarsocti Bepertu Bijt Bosioru

j\\if
| |
4‘,

{UA.TR.120]

" re Temr leparypie
obmexennst Bijg 2 °C 10

30°C

3acropora!

O3HailoMUTHCS

beperrtu BijJ npsiMux
COHSIYHHUX TIPOMEHIB

HauioHasbHuii 3HaK
i3 CyNpOBiAHUMHU Bi/INOBIZAHOCTI

JIOKYMEHTaMH
[MosropHo
BHKOPHCTOBYBATH
3a00pOHEHO

12. Jlani npo BupoGHuKa

TOB «Menoioaibsine», Yipaina

03124, m. Kuis, Oyabsap Baiuiasa 'asena, 8
e-mail: mba.medbio@gmail.com

Pel\'flu.naqii' ll{()()() AKocmi mecm-cucmem Il("l[)a(}.’l}l”ltl.’

32 MOLITOBOIO aapecoio — 03124, Ykpaina, M. Kuis, Oy:1. Baunasa ['asena, 8;
3a Teneponom — (044) 383-37-19, (044) 408-00-80;

e-mail: mba.medbio@gmail.com.
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