PexkoMeHaallil om0 3aCTOCYyBaHHS

CITO TEST® COMBO Ag COVID-19 - I'PUII € mBUOKKUM TECTOM [IJI AKICHOT'O
BUSIBIIEHHS aHTUTE€HiB KOpoHaBipycy (SARS-CoV-2) ta BipyciB rpuny A ta B y Ma3kax 3
HOCOTJIOTKM OCi0 3 mifo3poio Ha KOPOHaBipyCcHY iHdeKIito Ta rpun A abo B.

Irist CaMOKOHTPOIJIIO.

BA2KJINBO

Byap jTacka MOTPHUMYHMTECh HAaCTAaHOB iHCTPYKIIii i3 3acTocyBaHHs I/IsA
OTPMMaHHSA BipHOro pe3yabrary. ICHy€e 0€3/1iu IpUYUH OTPHMaHHA XHOHUX
pe3yabTariB.

Ilicnss mpoBegeHHsI TECTYBaHHS 3 OTPMMAaHHMH pe3y/jIbTaTaMH CIif
3BEPHYTHCSA I0 JiKapsi. OCTaTOYHHUH TiarHO3 MOBHHEH OYTH BCTAHOBJIEHHH
JIiKapeM IIic/isi IpoBedeHHUX KIiHIiYHUX Ta JOJaTKOBHX JIa00OPAaTOPHHUX
OOCJIiIKEeHb.

3arajbHi BJIaCTHBOCTI

COVID-19 (Corona Virus Disease-2019) — 11e iH(}eKIIiliHE 3aXBOPIOBaHHS 3
KpamnejabHUM MeXaHi3MOM Iiepenadi, BUKJINKaHe OCTaHHIM 3 HeJaBHO BIOKPUTUX
KopoHaBipyciB (SARS-CoV-2), 1110 XxapaKTepU3yEThCS MePEeBaKHUM ypakKeHHIM
BEPXHIX OUXaAJIbHUX IIJISIXiB Ta 3arajibHOI IHTOKCHUKAIIIEH.

['pumn € rocTpuM pecIipaTOPHUM BipyCHUM 3aXBOPIOBaAHHSAM 3 KpalelbHUM
MeXaHi3MOM Ilepefadi, 110 XapaKTepPU3yEThCA TOCTPUM II0YATKOM, ITepeBaKHUM
BpaXKeHHSIM BEPXHIX AUXaJIbHUX LIJISIXIB 1 CYIIPOBOAKYETHCSA BUPAKEHOIO
IHTOKCHKAILII€I0 Ta rapsa4YKolo.

HoBa KopoHaBipycHa iHdekiigs COVID-19 i rpun MaroTh CXOXKY KIIiHIYHY KapTHUHY. B
000X BUNaJiKaX PO3BUBAETHCS PECITipaTOPHE 3aXBOPIOBaHHS, 110 MOXKE MaTH SIK
JieTKuM rnepebir, Tak i BaxkKy GpopMy i HaBiTh IPU3BECTU OO CMEPTI.

Mo indexk11il CIpUNHSATIUBI JIIOON Pi3HOTO BiKy, 0COOJIMBO 3 OCIabIeHUM iMyHITETOM.
JItomu BikoM noHap 60 pokiB, 0COOIMBO Ti, AKi MPOKKUBAIOTh Y OyOUHKY IIpecTapinux, 3
XPOHIYHOI0 XBOPOO0OIO JIETEHD, 3 CEPIIEBO-CYINHHUMHU 3aXBOPIOBAHHSAMU, [iabeToM,
HHUPKOBOIO HEIOCTATHICTIO Ta 3aXBOPIOBaHHSIMU Iedinku, 3 BIJI/CHII, Ti, XTO MalOTh
OHKO3aXBOPIOBaHHS, SIKi1 HEIIOOaBHO IIepEeHEeC/IM TPaHCIIJIaHTallil0, BariTHI BIHOCATHCH
0O Ipyl puU3uKy 3axBoproBaHHA Ha COVID-19. [1iTu XBOpPitOTE KOPOHABIPYyCHOIO
iH(pexkI1liero B OinbIm nerkit popMi i YacTo MaOTh 6€3CUMIITOMHUM Tepebir, ToMmy
BifirparoTh BaXKJIUBY POJIb B Ilepefaydyi KOpoHaBipycy. B Tou yac sIK COPUUHSATIIUBICTD



00 TPUILY y HOiTeM my»ke BUcCOKa. [iTu, mogu BikoM moHap 60 pokis, BariTHi Ta oco0wu,
sIKi MalOTh XPOHiYHI XBOpOOU, BiTHOCSATHCS IO I'PYIl PU3UKY 3aXBOPIOBAHHS Ha T'PUII.

YcknamHeHHs, 10 PO3BUBAIOTHCS BHACIIAOK SIK KOPOHABIPYCHOI iH(EKIIil Tak i rpuiry,
CTAHOBJISITh CEPHO3HY 3arpo3y 3[I0POB’I0 i JKUTTIO JIIOOUHU. [IJ151 TOTO, 100 YHUKHYTH
yCKJIagHeHb, He0OXiAHO CBOEYACHO AiarHOCTyBaTU XBOPOOYy Ta 3BEPHYTHUCS IO JiKaps
3a JOIIOMOTOIO0.

B aKoCTi monepenHbOl CKPUHIHTOBOI AiarHOCTUKHU KOPOHAaBipyCHOIL iH(MeKIIil Ta TpUIy
BUKOPUCTOBYIOTh IIBUOKI TECTH.

IIBupkuit Tect CITO TEST® COMBO Ag COVID-19 - I'PUII BusBsie aHTUT€HU
KopoHaBipycy (SARS-CoV-2), a TakoX BipyciB rpuny A ta B y 3pa3kax, OTpUMaHUX 3
BEpXHiX AUXaJIbHUX LIIAXIB, Mif 9ac roctpoi ¢ga3u indexii. TecT Moxke OyTU
KOPUCHUU IOJIs BUSIBJIEHHS HOBUX BUIIA[KiB 3aXBOPIOBAHHSA IJIsI PAHHBOI CaMOi30JIsIIil
XBOPOT'O Ta MOT0 KOHTAKTHUX 0Ci0 3 MeTOI0 00MeKeHHsI PO3MOBCIOMXKEHHS iHDeKITil,
CKPUHIHTY HauOiNIbIl ypa3nuBUX I'PYIl HaCeJIeHHSs, ITPoBeeHHs audepeHIiiHol
OiarHOCTUKU KOPOHaBipyCHOI iH(EKIIil Ta IpUIly Ojsi OOTPYHTOBAHOTO MPU3HAYEHHS
BYaCHOI'O Ta IPaBUJILHOI'O JIIKyBaHHSA Balum jiikapem.

Cnoci0 3acTrocyBaHHA

3abip 3pa3ka
IHCcmpyKuia 3 BUKOPUCMAHHA MAMNOHY.

1. Haxwumith ronoBy Halapm nmpubmau3Ho Ha 45-70°.

2. Jlerkum pyxoM BBeOiTh KIHYMK CTEPUJILHOIO TaMIIOHA y HI3[APIO Ta IIPOCyBauTe
MOro 1o 30BHIINIHIM CTiHIII HOCA ITapajenbHo IMigHeOiHHI0O TPUOIN3HO Ha ITUOUHY
5 cm (cM) gy mopocnux Ta 3 cm (CM) O OiTed OOKM He BiI4YyeTe OIIip OJOTUKY
3a0HbOI CTiHKHY I'JIOTKH.

3. BukoHyliTe 00epTasibHiI pyXu TaMIIOHOM BCEPEOHHI IPOTATOM OEKIIbKOX S (C)*
OJIsI TOTO, 11100 TaMIIOH IMPOCSKHYB CEKPETOM.

4. TloBimbHO 00epTalOyH, OiCTaHbTE TAMIIOH 3 HOCOBOI IIOPOXKHUHU.



ITlinroTOBKa 3pa3Ka
5. BimkpyTiTh Kpuieyky npobipku 3 6ydepom.

6. BcTaBTe cTepUIbHUM TaMIIOH B IIPOOipKy 3 OydepoM. IIpuTuCHITE #oro oo
BHYTPIIIHBOI CTiHKY ITPOOipKM i o6epTaiiTe TaMnoH npubnusHo npotsarom 10 s (c),
OMHOYACHO ITPUTHUCKAIOYU TAaMIIOH 10 BHYTPIIIHBOI CTIHKY MTPOOipKH.

7. BumamniTh TaMIIOH, CTUCKAIO4YM CTiHKY ITPOOipKM [t TOTO, 100 OTpUMaTu
MaKCUMaJIbHY KiJIbKICTh PIOWHU 3 TAMIIOHY.

8. 3akpuiiTe IpoOipKy KPUIIEUYKOIO.

(5]

BIAKDYTITL
KpHedy

npoSipeM

ITPOLOEOYPA TECTYBAHHA

1. BigkpuiiTe 3anassHUU HaKeT, JiCTaHbTE TECT-KaCeTy 3 YIIaKOBKM i BUKOPUCTAUTE
npotsaroMm 1 h (rox). Havikpamiui pe3yabTaT MOXKHA OTPUMAaTH, SIKIIO IIPOBECTHU



TeCTyYBaHHS OOpa3y MiCJIs BIOKPUTTS YIIaKOBKU.

2. TloknapmiTh TeCT-KaceTy Ha YUCTY Ta PiBHY IIOBEPXHIO.

3. BigkpyTiTh BepxiBKy KpHIlleUYKU NIPOOipKYU 3i 3pa3KoM, ITEPEBEPHITH 1i Ta BHECITH
1mo 3 Kparli oTpUMaHOol CyMilli y KOXKHe BiKOHIle KaceTH, IT03HaveHe JIiTepoio (S).
[TouHiTek BifiJIiK 4Yacy.

4. OO6miK pe3ynbTaTy NpoBediTh yepes3 15 min (xB). He 6epiTh mo yBaru pe3yJbTaTH
TeCTyBaHHJ ITi3Hille, HiK yepe3 20 min (xB).

OBJIIK PE3VIJIIBTATY

IMMO3UTUBHHUM Ha COVID-19:** 3'SIBISAIOTHCS OBi KOJIBOPOBI 1iHil y 1iBOMY
BiKOHIIi TecTy. OOHa KOJILOPOBA JIiHis MIOBUHHA 3'SIBUTHUCS B KOHTPOJIbHIY 30Hi (C), a
igma - B TecToBiu (T). [To3uTuBHMNMN pel3ynbTaT BKa3y€ Ha HAsIBHICTbh aHTUT€HIB
KOPOHAaBipyCy y 3pa3Ky.

IMO3UTUBHUM Ha rpum A:** 3'siBISIIOTHCS OBi KOJILOPOBi JiHii y IpaBoOMYy
BikoHIIi TecTy. OfHa KOIbOPOBA JIiHisA MOBUHHA 3'IBUTUCSA B KOHTPOIbHIU 30Hi (C), a
iHI1a - Y 30H1 pe3ynbTaTy Ha Bipyc rpuny A (A). [To3uTuBHUU pe3yiabTaT BKa3ye Ha
HasBHICTh aHTUTEHIB BipyCy I'puImly A y 3pas3Ky.

IIO3UTUBHUM Ha rpun B:** 3'siB/Is1I0THCS ABi KOJIHOPOBI JTiHil y IpaBoMYy
BikKOHIIi TecTty. OOHa KOJILOPOBA JIiHis ITOBUHHA 3'IBUTUCS B KOHTPOJIbHIM 30Hi (C), a
iHIlla - y 30Hi pe3ynbTaTy Ha Bipyc rpuny B (B). [To3uTuBHUY pe3yIbTaT BKa3ye Ha
HasiBHICTb aHTUTEHIB BipyCy rpuiy B y 3pa3ky.

IO3UTUBHUM Ha rpun A ta B:** 3'IB/ISIIOTECSI TPH KOJILOPOBi JTiHii Yy
nmpaBoMYy BikKOHII TecTy. OgHa KOJIbOPOBA JIiHiA ITIOBUHHA 3'IBUTUCS B KOHTPOJIBHIN
30Hi (C), a OBi iHII - y 30HI pe3ynbTaTy Ha Bipyc rpuny A ta rpuny B. [To3uTuBHU
pe3ybTaT BKa3y€e Ha HasABHICTh aHTUT€HIB BipyciB rpuny A Ta B y 3pa3kKy.

TIIPUMITKA:

iHTEHCUBHICTb 3a0apBlIeHHS JIiHil B TECTOBUX 30HaX MOXKe 3MiHIOBAaTUCh B 3aJIE3KHOCTI
BiZl KOHIIeHTpAallil aHTUTeHiB BipycCiB y 3pa3Ky. ToMy mmosiBa KOJIbOPOBOI JIiHil Oyab-IKOI
IHTEHCUBHOCTI B TECTOBil 30Hi IIOBUHHA PO3TJIAAATUCS K MIO3UTUBHUM pe3yIbTar.

HETATUBHUM: onna KOJILOPOBA JIiHisI 3'SIBJIIETHCSI B KOHTPOJIbHiN 30Hi (C).
JIinii B TecToBi# 30Hax Tecty BimcyTHi (T/B/A)

HEIIMCHUM: KOHTPOJIbHA JIiHisA He 3'ABASIEThCA. [[pUYNHOIO HEiNICHOTO
pe3yJbTaTy TECTYBaHHS MOKe OyTH HeJOCTaTHS KiJIbKiCTb BUKOPUCTAHOTO 3pa3Ka,
HeJOTPUMAaHHS IIPOLeNypU TeCTyBaHHs, HeJOTPUMaHHS TEePMIiHIB IIPUOATHOCTI Ta
yMOB 30epiraHHs IBUIOKUX TeCTiB. [Ipy oTpuMaHHI HeOiiCHOTO pe3ybTaTy
TECTyBaHHS HEOOXiTHO MOBTOPUTH AOCIIiAKEHHS 3 BUKOPUCTAHHSAM iHIIIOl TECT-KaCeTH.



VYMmoBHu 30epiranHs

TecT MoxkHa 30epiraTu i TpaHcmopTyBaTu nnpu Temmepatypi 2-30°C. TecT 306epirae
CcTabinbHICTh 4O MOMEHTY 3aKiHUYEeHHS TEPMiHy MPUOATHOCTI, 1110 BKa3aHu# Ha
3arassHoOMy IakeTi. TeCT IOBUHEH 3HAXOOUTHUCH Y 3allasgsHOMY [IaKeTi aX 00 MOMEHTY
BUKOpucTaHHs. He 3amMopoxkyBaTu. He BUKOPUCTOBYBATH IIiCJIg 3aKiHYEHHS TEPMIHY
npupgaTHOCTi. TepMiH IpUOATHOCTI TECTY CTAHOBUTH 24 MiCAII.

TexHiuHi XapaKTepUCTHUKH

YytnusicTtk Ta cnenudiunicts CITO TEST® COMBO Ag COVID-19 - I'PUII Bu3HaueHi
V KJIIHIYHUX OOCHIgXKeHHAX. Uy T/IMBICTh IPU BU3HaY€HHI aHTUT€HIB KOPOHAaBipyCy
(SARS-CoV-2) ctanoButh 97,7%; npu BU3Ha4YEHHI aHTUTe€HIB BipycCiB rpumy A - 97,0%;
IIpY BU3HaA4Y€eHHI aHTUTEeHIB BipyciB rpuny B - 94,6%. CnenudidyHicTh Ipu BU3HAYEHHI
aHTUTeHiB KopoHaBipycy (SARS-CoV-2) ctanoButh 99,0%; npu BU3HAYEHHI aHTUTEHIB
BipyciB rpuny A - 99,4%; npu BhU3Ha4YeHHI aHTUTeHIiB BipyciB rpumny B - 99,4%.

OBMEXEHHA

1. Tlo3uTMBHUU pe3yJbTaT TECTY BKa3ye€ JIUIIe Ha HasIBHICTh aHTUT€HIB BipyCiB
SARS-CoV-2/rpuny A Ta B y 3pa3ky i He moBUHEH OyTH €EOUHUM KPUTEPieEM OIS
TTOCTaHOBKHU [iarHO3y KOPOHAaBipyCcHOI iHdeKIlil abo rpuny. Ilicins npoBefgeHHS
TeCTyBaHHS 3 OTPUMaHUMU pe3yJibTaTaMU CJIiJl 3BePHYTUCSH OO JIiKap.
OcTaToyHUM [iarHO3 ITOBUHEH OYTHU BCTAHOBIEHUMU JIiIKapeM ITiCJisi TPOBedeHUX
KJIIHIYHUX Ta JOOJaTKOBUX J1aO00PaTOPHUX OOCIiIXKEHb.

2. YV pa3si, Konu pe3ynbTaT TECTY HeraTUBHUM, a KJIiHIYHI CUMIITOMU 3aXBOPIOBAHHS
MIPUCYTHi, PEKOMEHYETHCS ITOBTOPUTHU TECTYBaHHS Yepe3 JeKilbKa OHIB abo
IIpOBeCTU TecTyBaHHA MeTonoM [IJIP. HeratTuBHuul pe3ynbTraT TeCTyBaHHA
MOXKJIVMBUY Yy BUIIQJKy HAasABHOCTI y 3pa3Ky aHTUT'eHiB KOPOHaBIpPyCy/BipyCiB I'pUILY
A Ta B y KOHIIeHTpallil, HUXKYili 3a MeXYy BUSIBJIEHHS TECTY.

3. HeraTtuBHu# pe3ynbTaT TECTyBaHHS He BUKIIIOYAE iH(PiKyBaHHS KOPOHABIPyCOM,
0C00TMBO KOHTAKTHUX 0Ci6. CJTif po3TIsTHYTU MOXKJIUBICTh ITOAAJIHIIOTO
TecTyBaHHA MeTonmoMm [IJIP.

4. HeraTuBHUM pe3ynbTaT Ha rpun A abo B, oTpuMaHui y pa3i TeCTyBaHHS JaHUM
TECTOM, ITOBUHEH OyTU migTBeprkeHuu metomoM [1JIP abo KynbTypalbHUM
METOIOM.

5. Tlo3uTtusHi pe3dynbraté Ha COVID-19 MoXyTh OyTU OOYMOBIIEH] 3apaKeHHIM
iHIMMMU BUaMU KOPOHaBipycy, abo BIIUBOM iHINNUX (pakTopiB. [I03UTUBHUM
pe3ysnbTaT Ha rpun A ta/abo B MOXuBUM y BUTIQIKy CYIIyTHHOI OaKTepianbHOI
iHeKIil.

6. Hagnuiiok KpoBi abo ciu3y y 3pa3Ky MOzKe ITPU3BECTU A0 OTPUMaHHS
XUOHOIIO3UTUBHUX PE3yJIbTaTiB.



*s - ceKyHOa
BupooHuK

MicuesHaxomxeHHs opugudyHol ocoou: TOB « HBK «DAPMACKO»: 03193, M. Kuis,
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