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IHCTPYKIIA @

3 BUKOPHCTAHHS
TecT-Ha0opy iMyHOXpoMaTOrpagivHoro Ajsi 0AHOYACHOI 0 BUSIBJICHHS] AHTHTeHIB
aJeHOBipycCy, pecnipaTOPHO-CHHIMTIAJIbHOIO Bipycy, MeTallHEBMOBIpYycy,
koponagipycy COVID-19 ta BipyciB rpuny A ta B
«Aneno-PCB-HMPV-COVID-19-I'pun A/B-tect-MBA»

1. [IpusnayeHHs

Tecr-nabip «Aaeno-PCB-HMPV-COVID-19-I'pun A/B-tecT-MBA» npu3HadeHUd s Bi3yalbHOTO
(AKiCHOTO) MIBHKOTO OJHOYACHOTO BHSIBIICHHS Oy/Ib-KOT KOMOIHAIlii aHTUIeHIB a/ICHOBIPYCY, aHTHICHIB
pecnipatopHo-cuHIuTianbHOTO Bipycy (PCB), antureniB meranneBmoBipycy moguaun (HMPV), 6Giika
Hykieokarncuay SARS-CoV-2 (koponaBipycy COVID-19) ta anTureniB BipyciB rpumy tuniB A ta B y
Ma3Kax 3 HOCOTJIOTKH JIFOJIMHU METOJIOM IMyHOXpoMmaTorpadiqHoro aHaiuizy. Xoua icCHye 0e3niu BipyciB,
0 BUKJIMKAIOTh 1H(EKIIHI 3aXBOPIOBAHHS HWXKHIX JUXaJbHUX LUISXIB y JIT€d Ta Yy JOPOCIHX,
aneHosipycu, PCB, HMPV, SARS-CoV-2 Ta Bipycu rpumy A/B gacto € HallOUTBIIT TOMUPEHUMH.
Aodenogipycu NIOIMHYU CKJIAJIal0Th BAXKJIMBY IPYITY €TIOJOIYHUX areHTIB, BIAMOBIIAIBLHUX 3a Pi3HI 3aXBOPIOBAHHS Y
JIOpOCTHX 1 JiTel, Taki K pecHipaTOpHi, OYHi, MUTYHKOBO-KAIIKOBI iH(MeKIiT Ta iH(eKIii ceuoBUBiIHI IUIAXiB. Y
oci0 3 ocmabieHHM IMyHITETOM 1 0ci0 3 TpaHCIUIAaHTOBAaHMMH OpraHaMd I[i areHTH MOXYTh BHUKIUKATH
reHepanizoBaHi iHpekmii. CUMNTOMH pecripaTOpHHUX aJICHOBIPYCHUX 3aXBOPIOBaHb BKJIIOYAE BiJ 3acTyldd [0
MTHEBMOHI{, KPYIy Ta OpOHXITIB.

Pecnipamopno-cunyumianvruit ¢ipyc (PCB), sikuii BUKiInKae iHQEKI[i0 JereHIB 1 AUXajlbHUX IILISAXIB, € OCHOBHOIO
MPHYMHOIO PECIipaTOPHUX 3aXBOPIOBAHb y MAaJEHBKUX JITeH. Y JOPOCIUX IIe MOXKE BUKJIMKATH JIUIIE CHMIITOMH
3BHUYAHOI 3aCTy[d, Taki SIK 3aKJIaJICHICTh HOCY a00 HEXHThb, OUIb y TOpIi, JETKWH TOJNOBHUN OuUIb, Kallleib,
JIMXOMaHKa Ta 3arajibHe BiguyTTs XBopoOu. binbrricts miteit 3 PCB-indekiiero, sk THX, XT0 OyB rOCIiTaai30BaHUM,
Tak 1 THUX, XTO JIiKyBaBcs amOyJgaTOpHO, HE Maja CYNyTHIX 3aXBOPIOBaHb a00 XapaKTEPHCTHK, sIKi O CyTTEBO
IIEHTH(IKYBAK X SK TPYIy MIABUIICHOTO PU3UKY BaXKKOTo 3axBopioBaHHsS PCB, 3a BHHATKOM 1iTeil BikoMm 10 2
POKiB. AJie y HEMOHOIICHUX MiTEH 1 AiTeH 13 3aXBOPIOBAHHAMHU, SKI BPakaroTh JIETeHi, cepiie abo iIMyHHY CHCTEMY,
iHpekmis PCB Moxxe pu3BeCTH 10 IHITUX OLIBIT Cepilo3HUX 3aXBOPIOBAHB.

Memanneemogipyc noounu (HMPV) Moxe BUKIMKATH 3aXBOPIOBAHHS BEPXHIX 1 HIDKHIX IUXAIBHHUX MUIAXIB Y
JIIOJCH OYyAb-SIKOrO BIKY, OCOOJIMBO Cepell MalICHbKUX JITeH, JroAed MOXHJIOro BIKYy Ta JroAed 3 0ciiabJieHor
iMyHHOIO cucTemor. Bimkputuit y 2001 pori, HMPV BigHocuThes 10 pomunu Pneumoviridae. CumitoMu, sKi
3a3BHYail acoriTeesd 3 HMPV, BKIIO9YaloTh Kammenb, JTUXOMaHKY, 3aKJIaleHICTh HOca Ta 3amummKy. KiriHidHi
cumnromn HMPV-indexkiii MoxyTh mporpecyBatu 10 OpoHXiTy a60 MTHEBMOHII Ta MMOMi0HI 0 1HIMNX BipycCiB, SKi
BHUKJIMKAIOTH 1H(EKITIT BEPXHIX 1 HIDKHIX ITUXaTbHUX NUIIXiB. Opi€eHTOBHUHN 1HKyOAIliitHUIA TIepio/l CTAHOBUTH Bijg 3
10 6 IHIB, @ CepEIHS TPUBATICTh 3aXBOPIOBAHHSI MOXKE 3MIHIOBATHUCS 3aJICKHO Bif TSHKKOCTI, ajie ToMi0Ha 0 1HITHX
pecmipaTopHUX iH(EKIIIH, CIPHYNHEHUX BipyCaMU.

COVID-19 — rocrpe pecmipaTopHe iH(EKIIIifHE 3aXBOPIOBaHHS, sKe BHUKIiIKae KopoHaBipyc SARS-CoV-2.
OCHOBHUM JDKEpENoM 3apakeHHS € MaIlieHTH, iH(iKOBaHI HOBHM KOpPOHABipycoM Ta Oe3cMMNTOMHI iH(iKOBaHI
JOAM. 32 TaHUMH TIOTOYHOTO eMifeMiONIOoridHoro JOCHiPKeHHs, IHKyOaiiHu{ 1mepiox cTaHOBUTH Bif 1 go 14 mHiB,
repeBaykHO Bif 3 10 7 nHiB. OCHOBHI MPOSBH BKIIOYAIOTHh TUXOMAHKY, BTOMY Ta CYXHH Kalllellb. Y NESIKUX BHITaIKaX
CIOCTEPIraeThbes 3aKIIAJIeHICTh HOCY, HEKUTh, OUTh Y TOPJIi, MiajTis Ta Aiapes.

I'pun — 1ie myxxe 3apa3Ha rocTpa BipycHa iHQeKmis quxanbHuX nUiaxiB. Lle iHdekmiiine 3aXBOpPIOBaHHS, SKE JIETKO
nepeaaeThesl MPH Kaluli Ta YXaHHI 32 JI0MOMOT 00 aepO30JIbHUX Kparlellb, M0 MICTITh )KUBHi Bipyc. Crianaxu rpumy
BiOyBalOTHCS MOPOKY B OCIHHBO-3UMOBI Micsiri. Bipycu tumy A 6iibin mommupeHi Hix Bipycu Tuy B Ta moB’s3aHi
3 OLTBII CEpHO3HUMU eImiIeMisIMU TPUIY, Tomi K iHdekmis tury B 3a3Buuail nermi. JlabopaTopHa imeHTH}IKAITisA
iH(}eKIii, BUKIMKAHUX BIPYCOM TIpUIY JIIOJMHU, 3a3BHYaii BUKOHYETHCS 3a JOIMOMOIOI0 MPSMOTO BHSIBICHHS
AHTHTEHY, BHJIUIEHHS Bipycy B KyIbTypi KITHH a0o BusiBiieHHs cnenudiunoi mius rpurry PHK 3a momomororo
nojiMepas3Hol JaHLIoroBoi peakuii 38opotHoi Tpanckpunrtaszu (3T-IUIP). IIBuaki Tectn Ha Bipycu rpumy A i B
MOXYTh HaJaTH pe3ynbTatd nporsroM 15-30 XBwimH Ta He MOTPeOyIOTh CHELiaJbHOrO J1abopaTOpHOrO
o0JagHAHHSL.

Tect n03BOJIsSIE BUSABUTH HAsBHICTh AHTUIEHIB 30yIHHUKIB pecHipaTOpHUX H(EKIIH npoTsarom 15 XBUIMH.
BukopucroByerbcss  ans  WBUAKOT  JUQeEpeHliadbHOi J1arHOCTUKM  PECHipaTOpHUX  1H(EKUIHHUX
3aXBOPIOBaHb, BUKIMKaHUX ajieHoBipycamu, PCB, HMPV, 3axBoptoBanns Ha COVID-19 ta Ha rpun A/B.
na npoghecivinozo euxopucmanms.

2. lIpyHOMN MeTOY

BusiBneHHs aHTUTEHIB 30y/IHUKIB, 1110 BUKIMKAIOTh PECHIpATOPHO-JIETeHEeB] 3aXBOPIOBaHHSI, 32CHOBAHO Ha
METO/Ii AIKICHOTO MEMOPaHHOTO IMYHOXpOMaToTpadidHOro aHai3y 3 JaTepaJbHUM (O1YHHUM) TOTOKOM.

ITin yac TecTyBaHHS 3pa30K, IO TECTYETHCS, MOTJIIMHAETHCSA IUISHKOIO 30HU JUIS BHECEHHS 3pas3Kka Ta



MIrpye mo KamiisipaMm MeMmOpaHu. SIKIo 3pa30K MICTHUTh aHTUIeHU 30yAHMKA I1H(EKIl, aHTUTeHH
BCTYIMAIOTh B PEAKIiF0 3 3a0apBJICHUM KOH IOTaTOM YaCTHHOK 30JI0Ta 3 aHTUTUIAMH 1O AaHTUTCHIB
30yIHUKA Ta YTBOPIOIOTH KOMILJIEKC 3 IMMOOLUTI30BaHMMHU Ha MEMOpaHi aHTUTUIAMH JI0 aHTHICHIB
30ynHMKa, K1 Oynu 3a31aieriib HaHeceHi Ha MeMOpaHy. Pe3ynbraToM Takoi peakiiii € mosiBa KOJIbOPOBOi
miHiil (miHiH) y TecroBux 30Hax (T, A, B). HasBaicTs Takoi miHil (JiHIN) Ha TECTOBUX AUITHKaX MeMOpaH
BKa3ye Ha MO3UTUBHUI pe3ybTaT, B TOH Yac K BIACYTHICTh JiHIi - HA HETaTUBHUI Pe3y/IbTaT TECTY.
KonwsopoBa mmiHist, sika Oyae 3aBkau 3’ SBISTHCS Ha KOXKHIA KOHTpoJsibHIA ninsHI (C), € BHYTPINIHIM
KOHTPOJIEM BHKOHAHHS IMPOIEAYPH, THM CAMHUM BKAa3ylOuH, 10 Oyja BHKOPUCTAaHA JOCTATHS KUIBKICTh
3pa3Kka, 3alI0BHEHHS KaluIsIpiB BigOyI0Cs Ta METOAUKA POLEAypH Oyiia MPaBUIbHOIO.

Yitkuii (HOH CMYXKH - 1€ BHYTPIIIHIA HETaTWBHUN NPOLEAYPHUH KOHTPOJb. SIKIIO TECT Npalroe
HAJIGKHUM YMHOM, (OH B 00JacTi pe3ysbTaTiB Mae OyTH Bij OLIOr0 7O CBITIO-POKEBOTO 1 HE 3aBa)KaTu
YUTAHHIO PE3YJIbTaTIB TECTY.

3. Ckaaja TecT-HA0OPY Ta 10AATKOBI MaTepianu
3.1. 3acanvuuii cknao nabopy
- TecT-KaceTra B IHAMBIAyalbHIA repMETUYHIN yIaKoBIll 3 BOJOrONOTrIuHaYeM — | mrT.;
- Oydepuuii po3umH A 3pa3ka B iHauBigyansHoMy (aakoni (Respiratory Tract Combo Buffer) —
1 ¢n.;
- 30HJ 3 TAMIOHOM — | IIT.;
- iHCcTpyKuisA — 1 miT.
3.2. Jlooamxosi mamepianu, sKi He 6xX00amb 00 CKIA0y HAOOpY, aie moxcymv Oymu HeoOXiOHI OJisl
NnpOBeOeH s MeCmy8aHH s
- 0JIHOPa30B1 'yMOBI pyKaBUYKU;
- TaiiMep abo rOJAMHHHUK.

4. 3acTepeskeHHsI Ta TeXHika 0e3meKHn

- mepe] BUKOHAHHSM TECTY HEOOX1HO MOBHICTIO MPOYUTATH ITI0 IHCTPYKIIIIO;

- HEJOTPHMAaHHS BUMOT iHCTPYKIIii MOKe MPU3BECTH IO HETOYHUX PE3YNIbTATIB TECTY;

- TeCTH MPHU3HAYEHI JIWIIE JIS in Vitro J1arHOCTHKH;

- HE JOTYCTUMO BUKOPUCTAHHS TECTIB IMICIs 3aKIHYEHHS iX TepMIHY IPUIATHOCTI,

- HE BUKOPHCTOBYBATH TECTH Yy pa3i MOIIKOKEHHS YITAKOBKH;

- TeCTH NMPU3HAYEHI JIHIIE TSl OJHOPA30BOTO BUKOPUCTAHHS;

- BIIKpHBATH YIIaKOBKY TECTY O€3MOCEPEIHBO Tepe]l BHKOPUCTAHHSIM;

- BUKOPHCTOBYBATH TUILKH YHCTHUH MOCY/ I BIAOOPY 3pa3KiB;

- TOBOJUTHCS 13 3pa3kaMH HEOOXITHO SK 3 MOTEHIIHHO 1H()IKOBAaHMM MaTepiajioM, JOTPUMYIOUHCH

Mip Oe3IeKH BIJHOCHO MIKpOOIOJIOTIYHOTO PU3HKY;

- TecCT ciix obepiraTy BiJl MPSMUX COHSYHUX ITPOMEHIB, BOJIOTOCTI Ta MeperpiBaHHs;

- 1pu poOOTi 31 3pa3kaMu HEOOXITHO HOCUTH 3aXUCHUM OJIAT: XaaT Ta OKYJSIPH,

- MOCTaHOBKY aHaJli3y MPOBOJIMTH JIUIIC Y TYMOBHX PyKaBUYKaX;

- HE BXKHBATH 1KY, Hamoi, He KypUTh y MICIli 3HaXOJ[KEHHS 3pa3KiB Ta TECTIB;

- MIIBUINEHA BOJIOTICTh Ta TEMIEpaTypa MOXKYTh BIULIMBATH HA PE3YJIbTATH TECTY;

- YTHII3yBaTH TECT 31 3BUYAHUMU BIIXOJAMH 3T1IHO YUHHOTO 3aKOHO/IaBCTBA.
Yeaza! Heoompumanus suwezasnauenux sumoe mosice npuszgecmu 00 HeGipHUX pe3yibmamis 00CIiOHNCeHb,
NCYBAHHIO MeCmi6 ma ix AHAIIMUYHUX XAPAKMePUCMUK.

5. Cnoci0 3acTocyBaHHsl

Yeaca! /[na ompumannsa 6inbuw mounux pe3ynomamie pekomMenoyemvbcs npogooUmu mecmyeanus 8iopasy
nicus 3a060py mamepiany.

3pa3ku Clif MEepeBipUTH SKOMOTa MIBUAMIE Mmicias 300py. Skmo Mazku He Oynu oOpoOieHi HeraifHo,
HACTIHHO PEKOMEHYEThCSl IOMICTUTH 3pa30K TAMIIOHA B CYXY, CTEpPUIIbHY Ta IIUIbHO 3aKPUTY IJIACTUKOBY
npoOipKy /Ui 30epiraHHs. 3pa3ok TaMIIOHA B CyXOMY Ta CTEPHJIBHOMY CTaHi cTaOuTbHU 10 24 rouH npu
2-8 °C.

Yeaza! He 36epicaiime 3pasku 6 cepedoguwyax oisi mpaHcnopmyeants eipycie.

5.1. IliaroTtoBKa TecT-HA00OPY 10 TECTYBaHHS

Yeaza! Ilepeo suxopucmannsam nepegipsaioms yYilicCHICMb NAKY8AHHA MA 308HIWHIL 8u2ia0 HAOOPY Ha
gionosionicmu n.3.1.

Tecr-Habip BUuTpuMyIoTh 3a KiMHaTHO1 TemnepaTypu (15-30) °C npoTsirom 30 XBUIHH.



5.2. IIpouenypa TecTyBaHHA

5.2.1 B3saTTs Ma3KiB 3 HOCY

3abip 3pa3Ky MPOBOAATH 3 OJHIET HI3IP1 32 JOMOMOTOK CYXOTO CTEPHILHOTO
30H/y 3 TAMIIOHOM, SIKHI 00€pEXHO BBOJISATH B Hi3APIO Ha 2-3 CM BiJl HOCOBOTO
OTBOpPY TNapalelbHO MigHEOIHHIO, 00epekHO Oo0epTalTh JEKUTbKa pasiB,
TOPKAIOYHCh MEPeTHBOI HOCOBOT pAKOBMHH 1 CTM30BOT O0OJIOHKHU MEPETOPOIKH,
mo6 3i0paTm MakCUMallbHY KUIbKICTh Martepianmy. Cxema Bimbopy 3paska
HaBeseHo Ha MamoHky 1.

Yeaza! Sxwo npu 6iobopi 3pazxa na mamnoni 6y0ymo 6usieHi ClioU Kposi,

makull 3pazox GuKopucmosysamu He MmodxcHa. Heobxiono npuobamu inwiuii
CMepuIbHULl 30H0 3 MAMHOHOM | npogecmu 8i00Ip 3pa3ka NOBMOPHO 3 THWOI Hi30pi. [lowkodxcenutl 30H0
cni0 ymunizyeamu sik NOMeHYIilUHOo IHQIKosanuil mamepia.

1

5.2.2 IlinroroBka 3pa3Ka /10 TeCTYBAHHA
Nd PR 4 l Jlis miAroTOBKM 3pa3KiB Ma3Ka ClliJ] BUKOPUCTOBYBAaTH
T mumie OydepHUil po3uuMH IS 3pa3ka Ta (HIaKoHU
0 (mpoOipkm), 1110 BXOAATH IO TECT-HAOOPY:
- BLAKpUIATE BENMKY KPHUILKY ¢uiakoHa (IpoOipKu)
3 OydepHUM PO3UMHOM i 3pa3ka ado 3HIMITh
B donbry 3 oTBOPY dutakoHa (TIPOOIpKH);
- 30HJ 3 TaMIOHOM Tpeba O0epeXHO MICTaTH 3
Masonok 2 Hi3Api Ta HeraiHO TOMICTHTH Yy  (JIaKOH
(ipo6ipKky) 3 OydhepHUM PO3UYNHOM IS 3pa3Ka;

- peTeNbpHO MmoobepTaiTe 30H/ 3 TAMIIOHOM y OydepHOMY pO34HHI 1715 3pa3ka He MeHI Hik 10 pa3is,
MPUTHCKAIOYM TOJIOBKY 30HJA IO BHYTPIIIHHOI CTOPOHH MPOOIpKH, HI00 BUBUIBHUTH aHTHUIEH 13
TaMIIOHA, K BKa3aHO Ha MaltoHKy 2;

- BIADKMITH TaMIIOH, MPUTHUCHYBIIU 10 CTIHOK (akoHy (MpoOipku), K BKazaHO Ha ManroHKy 2 Ta
MTOMICTITh TAMIIOH B €MHICTB JUTSI BIIXO/IB SIK TOTEHITIIHO HeOe3neuHui iH(pIKOBaHUN MaTepia,
Yeaza! Biosicamu mamnon modxcna cmucHysuiu tioco 6 cepeoHill yuacmuHi ¢hrakony (npobipku) ons

3pasKa 3a 00NOMO2010 M AKUX CMIHOK (rakoHy (npobipku).

- 3akpuiite daakoH (IpoOipKy) 3 pO3UMHOM 3pa3Ka KPHUIIKOIO.

Yeaza! Pozuun spaszka moocna 36epicamu ne Oinvuie 2 200uH 3a KIMHAmMHOI memnepamypu abo He

oinvute 24 200un 3a memnepamypu 6io 2 °C 0o 8 °C.

b

5.2.3 IIpoBeeHHSI TeCTYBAaHHA 3 Kpanni po3unHy

- BWIYYiTh TECT-KaceTy 13 YIaKOBKH O€3MOoCepeHhO0  TMepen 3paska
BUKOPHUCTAHHSM Ta MOKJIAMITh ii Ha YKHCTY, CYXY, PiBHY TOBEPXHIO;

- BUKOPHCTaHTE TECT-KACeTy MPOTITrOM OJHI€T TOJMHH, HE JOMTYyCKAI0UN
MOTAJJaHHs TPSAMHUX COHSYHMX NPOMEHIB Ha Kacery. Haiikpanii

pe3ynbTaTH OYyJayTh OTpPUMAaHI, SKIIO TECT Oyae BHUKOHAHO Bipa3y NO) @ _
TCIIS BI/IKPUTTSA YIAKOBKH; ‘ . ' -0 C=~

- IepeBipTe, 110 HOCUK KPUIIKU-KPaIeJbHULI Y TPOOIPKH BIAKPUTHHA Ta - T~
Jojaite Mo 3 Kpamli po3uMHYy 3pa3Ka y KOXKHY JIYHKY JJIs 3pas3ka NO N
tect-kacetH (mpubau3no mo 75-100 Mki1), sIk BKa3aHO Ha MastoHKYy 3; NE I () LT

Yeaza! IIpu moorcnueocmi ynuxavime nonadannsa nogimpanux o6yivoauox s

Y JYHKU Ona 3paska. Axuo y mecmosomy 6iKHI He ChOCmepicaemvces Masoroxk 3

Miepayii piounu, dodatime we 1 Kpannio 3paska 6 AyHKY 0is 3paska. He mpeba 6pamu y pyku mecm-
Kacemy 00 3a8epUieHHs. MeCny8aHHs.

- 3a3HauTe 4Yac 1 crocTepiraiiTe 3a MOsABOIO KOJIbOPOBOI JiHii (JIiHiK) IPOTATOM 15 XBUIIHH.

Yeaca! He 6epimv 0o ysaeu pezynomam nicas 20 xeunun.

6. InTepnperauis pe3yabTariB

Yeacza! Ilossa xonvoposoi ninii na xonmponvuiu Oinanyi (C) 3a8xcou € KOHmMpoliem NpaguibHOCMI
BUKOHAHHS NPOYEOYPU.

Tecm HecamusHuli: Ha CMY)KKaxX BUSIBIICHHS] aHTUT€HIB 30 yTHUKIB 3 SBJISIOTHCS MO OJHIN KOJILOPOBIM JIiHIT HA

koHTposbHUX AutsiHKax (C); Ha TectoBux nutsHkax (T, A, B) cMyKok BifcyTHs *OJHA KOJILOPOBA JIHIsL.
AnrureniB anenosipycis, PCB, HMPV, SARS-CoV-2 ta BipyciB rpuny A/B y 3pa3ky He BUSBIIEHO.



Tecm nozumuenui: Ha CMYXL 3 SIBIISIIOTHCS J1B1 @00 TPU KOJILOPOBI JIiHIT — 0/1Ha KOJILOPOBA JIiHIS 000B’I3KOBO
noBuHHA OyTH Ha KOHTpobHIN austHI (C), 1HII oxHa abo aBi JtiHis (1iHiT) Ha TectoBii aiusaHMi (T, A, B), mo
CBIIUUTH TPO HASBHICTH BIINOBITHWX AHTUTCHIB (Ha3Ba aHTUTEHIB HaHECEHAa HAa KaceTy HaJl BIANOBIIHOIO
CMYXKOI0). Y  3pa3Ky BUSBIICHI  aAHTHUTCHU

BIINOBIHUX BipyciB (aHTHreHu ageHosipycy, PCB, ———— c j S @
HMPV, SARS-CoV-2 a6o BipyciB rpumy A/B). o . T A

Yeaza! Inmencusnicmv  3abapenenns  niHii  Ha P, 88 3 MoauTueHi MoanTneHi
mecmogiil  OLIAAHYI ~ MOdice  3MIHIO8AMUCS 8 —
3aNeHCHOCMI 8I0 KOHYEeHmMpayii anmueenie ipycie y :H [B| H H @E — ‘T3 E g
spasky. Tomy nossa crabko 3abapenenoi  JiHii 6 A
mecmosit oinsinyi (T, A, B) nosunna posensoamucs HeratusHuit HeraTuehwit
SK NO3UMUBHULL pe3)Tbman. @@@@@

Tecm medilicnuii: He 3’SBISEThCSA KOHTpONBHA Jimis. | c j| < L

Ile cBiqUUTH MPO HEIOCTATHIO KUIBKICTh 3pa3Ky Jist T A
TECTyBaHHs ab0 He JOTPUMaHHA IpPOLEIYpH HegilicHi HeniicHi
TecTyBaHHs. HeoOXigHO MOBTOPUTH TECTYBAaHHS 3 ApeHo-PCB-HMPV-COVID-19  'pun A+B
BUKOPHCTAHHSM HOBOTO TECTY. Mautonox 4

7. liarHOCTUYHi XapaKTepUCTUKH TeCT-HAO0pPY

UytnusicTs - He MeHmne 98,3 % npu BUSBICHHI aHTUTEHIB a/ICHOBIpYCiB, He MeHIIe 92,7 % mpu BUSBICHH]
aatureHiB PCB, ue menme 92,5 % npu BusBiiendi anturenis HMPV, ve menmre 96,4 % npu BusBICHHI
aatureriB SARS-CoV-2, ne menme 99 % mnpu BUSBICHHI aHTHTEHIB rpurty A, He MeHme 97,7 % npu
BUSIBJICHHI @aHTUT'€HIB Tpuily B 3a cTanmapToM minnpueMcTBa 3riJHO TEXHIYHOT JOKYMEHTAIl1i.
Crnemudiunicts - He MeHme 98,2 % mnpu BHUSABICHHI aHTUTEHIB aJeHOBIpyciB, He MeHme 98 % mpu
BusiBnieHHI aHTureHiB PCB, He menme 99,1 % mnpu BusBienHi anturenis. HMPV, we menme 99 % mpu
BusiBiieHH1 aHTureHiB SARS-CoV-2, ne menmie 98,9 % mnpu BUSBIECHHI aHTUTEHIB TpUMy A, HE MEHIIE
99% mpu BUSIBJIICHHI aHTUTEHIB Ipully B 3a cTaHmapToM MiANPUEMCTBA 3T1IHO TEXHIYHOT TOKYMEHTAIIII.
Tounicts - He MeHIIe 98,2 % npu BUSABIEHHI aHTUTEHIB aJIeHOBIPYCiB, HE MeHIIe 95,6 % npu BUSBICHH]
antureHiB PCB, ne menme 96,9 % npu Bussinenni anturenis HMPV, ne menme 98,2 % mnpu BUsBICHH]
antureHiB SARS-CoV-2, ne menme 98,9 % mnpu BUSBICHHI aHTUTEeHIB Tpuny A, He MeHuie 98,6 % npu
BUSBJICHHI aHTUTEHIB TpUIly B 3a cTaHmapTOM MiAMPUEMCTBA 3T1THO TEXHIYHOT JOKYMEHTAI1.

[lepexpecHa peakTUBHICTb - HE CIIOCTEPIra€ThCsA Yy MPHUCYTHOCTI HACTYNMHHMX 30yAHHMKIB 1HGEKINH 3
KOHIICHTPAIII€I0 1,0x10% KYO/™mit:

Candida albicans Neisseria lactamica Staphylococcus aureus subsp aureus  Streptococcus pyogenes
Escherichia coli Neisseria subflava Staphylococcus epidermidis Streptococcus sp group F
Moraxella catarrhalis Pseudomonas aeruginosa  Streptococcus pneumoniae

[lepexpecHa 4YYyTIHMBICTH - HE CIIOCTEPIra€ThCsA y NPHCYTHOCTI HACTYIMHHUX PEYOBHUH 3 BKa3aHOIO
KOHIICHTPAIII€IO0, IO MOTECHIIHHO MOXKYTh 3aBaUTH aHAITI3Y:

LinpHa KpOB 5 MKI/MIT Hazaneawmii cripeit byneconin 200 mMxir/mi Mymipouux 12 mr/mmn
Myuun 50 MKr/mi Jlekcamerason 0,8 Mr/mi Oxcumerasomin 0,6 Mr/mi

[ToBTOproBaHicTh - OunbiIe 99 % npu BusHauenni 10-tu 3paskis aaenoBipycy, RSV, HMPV, SARS-CoV-
2, rpumny A, rpuny B npotsrom 3-x nHiB.

BintBoproBanicts - Outbine 99 % npu Buznauenni 10-tu 3paskiB agenosipycy, RSV, HMPV, SARS-CoV-
2, rpumny A, rpumny B npoTsrom 3-X IHIB pu BUKOPUCTaHHI 3-X MapTiil TECTIB.

BHuytpimHbocepiiina TouHIcTb - 6utbie 99 % npu BusHauenHi 10-tu 3pa3kiB ageHoBipycy, RSV, HMPV,
SARS-CoV-2, rpuny A, rpuny B (HeraruBHuii, ciabomno3UTHBHUIA Ha aICHOBIPYC, CHIbHOMO3UTHBHHUN Ha
aJieHoBIpyc, crnabomo3utuBHuii Ha RSV, cunmpnHomosutuBHuii Ha RSV, cnabomozutuBHuii Ha HMPV,
cripHono3uTBHNE Ha HMPV, cinabomosutuBHuii Ha aHTureH SARS-CoOV-2, cHIBHONO3UTHBHHUM Ha
antured SARS-CoV-2, cnabono3uTUBHUN HA TpUMl A, CUIFHOMO3UTUBHUM Ha rpul A, cnabomno3uTHBHUN
Ha rpun B, cuiabHOMO3UTHBHUIA Ha Tpull B) y 10-TH OBTOpax KOKHOTO MPOTATOM 3-X JHIB.

Mixcepiiina TouHicTh - Outbie 99 % npu BuzHaueHHi 10-tu 3paskiB ageHoBipycy, RSV, HMPV, SARS-
CoV-2, rpuny A, rpuny B y 10-T1 moBTOpax KOXHOTO MPOTATOM 3-X JHIB IPU BUKOPUCTaHHI 3-X mapTii
TECTIB.

8. O0MeskeHHs TeCTYBaHHS

8.1. Tecr-nabip «Aneno-PCB-HMPV-COVID-19-I'pun A/B-tecT-MBA»  BUKOpUCTOBYEThCS TS
nornepenHpoi in vitro giarHoctuku. Tect BusiBise aneHosipycu, PCB, HMPV, xoponasipyc COVID-19 Ta
Bipycu rpumny A/B B Ma3kax HOCOTJIOTKH JIFOAMHU.



8.2. HeoOXximHO peTenbHO JOTPUMYBATHCS TPOLEAYpU TECTYBAaHHS Ta IHTEpHpeTalii pe3ylabTaTiB.
TouHiCTh TECTy 3aJICKUTH BiJl IKOCTI 300py 3pa3KiB (IpaBHIbHUI 30ip 3pa3KiB € KPUTHYHO BAXKIIUBHM).
8.3. Tect-HaOip € AKICHUM TECTOM 1 He nependayae BU3HAYCHHS KUTbKICHOTO BMICTY aHTUTEHIB Y 3pa3Ky.
8.4. Pe3ynbTaT TeCTyBaHHsS MOBHMHEH PO3IIISIATHCA y CYKYITHOCTI 3 ycieto KiiHiuHOWO iHpopmanieto. Tect
HE MOBUHHI BUKOPHUCTOBYBATHUCS SIK €IUHHUIA KPUTEPIH I J1arHOCTUKHU 1HDEKIiH.

8.5. Tect moka)ke HEraTWBHI pe3yJbTaTH 3a TaKUX YMOB: THTp aHTHreHIB aneHoBipycis, PCB, HMPV,
kopoHaBipycy COVID-19 ta BipyciB rpumy A/B y 3pa3Ky HIKYMHA 32 MIHIMaJIbHY MEXY BHUSBIICHHS UIs
TECTY.

8.6. HeratuBHi pe3ynbTaTH HE BHKIIOYAIOTH 3apakeHHs aneHoBipycamu, PCB, HMPV, xoponaBipycom
COVID-19 Ta Bipycamu rpuny A/B, oco6muBo y THX, XTO OYB y KOHTaKTi 31 30y qauKOM. CIif pOo3rIIsiHyTH
MOJKJIMBICTh MOJAIBIIOTO TECTYBAHHS 3 MOJICKYJISIPHOIO JIarHOCTHKOIO, 00 BUKITIOUUTH 1H(EKII0 y IuX
ocib.

8.7. Ilo3uTHBHI pe3yabTaT TECTyBaHHS HE BUKIIOYAIOTH HAsBHICTH iHINOI OakTepiaabHOi abo BipycHOT
1H}eKii.

8.8. Hammumox kpoBi abo cnu3y Ha 3pa3Ky Ma3Ka MOXK€ BIUIMHYTH Ha pe3yibTaTH TECTy Ta MOXeE
MIPUBECTH JI0 XHOHO MO3UTUBHOTO PE3YIIbTaTYy.

8.9. XubHO HEeraTHBHUN pe3ysbTaT MOXKE OYTH HACTIIKOM HETPaBUIHLHOTO 300py 200 30epiranHs 3pa3KiB.
8.10. BukopucTtanHs 0e3 pelenTypHHX Ta PEHEeNTYpHUX Ha3aIbHUX CHpeiB Yy BHCOKHX KOHIIEHTPAILiSIX
MOJKE BIUIMBATH Ha PE3yJIbTATH, IO MPHU3BOJUTH JI0 HEMIMCHUX a00 HETPaBWIIbHUX PE3YIIbTAaTIB TECTY.
8.11. Bipycue tpancnopTtHe cepenosumie (VIM) Moke BIUIMHYTH Ha pe3yJbTaT TeCTy, He 30epiraite
3pa3Ku y BIpyCHOMY TpaHCHOPTHOMY cepenoBuii. 3pasku ajs [1JIP-tectiB HE MOXKHA BUKOPHUCTOBYBATH
IUTSL TECTY.

8.12. PesynbraT TecTyBaHHS HAIOJIETIMBO PEKOMEHIYEMO MIATBEPIUTH IHIIMMH METOIAaMH B JlabopaTopii
(I'JIP Ta iH.).

Yeaca! Ocmamoune piwenns y nocmanosyi 0iaeHo3y npuiiMacmoscs 1ikapem.

9. 30epiranHsi, TPAHCMOPTYBAHHA Ta CTA0LIbHICTH

30epiraT Ta TpaHCHOPTYBaTH TecT-HaOlp Tpeba 3a Temmeparypu Big 2 °C mo 30 °C Ta mpu piBHI
BITHOCHOI BoJsiorocTi He Outbiie 60 %. 3amMopoKyBaHHS, MEeperpiBaHHs Ta MOMAAHHS MPAMUX COHSYHUX
MMPOMEHIB HE JOMYCKAETHCA.

TecT-Habip 30epirae cTabiIBLHICTH 10 3aKIHUEHHS TEPMIHY MPUIATHOCTI, IKM BKa3aHUH Ha YMaKOBIIL.
Tepmin nmpumaTHOCTI - HE MeHIIe 12 MicsIIiB.

10. InTepnpeTaiisi yYMOBHUX MO3HAYEHb
Ha kopoO1i, Ha eTukeTi BUpoOy Ta B IHCTPYKIIii 3 BUKOPUCTAHHS € TpadiuHi MO3HAYKH, 3HAYCHHS SKUX
HaBeJIeHO y Ta0muili 1.

Ta0mns 1
I'padiunmii I'padiunmii
pag 3HayeHHs pag 3HauyeHHs
CHMBOJI CHMBOJI
LOT Kox maprii VD I Jliis miarHoCTHKM in Vitro
O3zHaflOMJICHHS 3 IHCTPYKIISAMU IS

Karanoxuuii Homep 30CTOCYBAHHA

EN

Jata BupoOHHUIITBA YTunizyBaTu 31 3BUYaHAIMU BiIXOAaMU

TepMmin npumaTHOCTI Bepertu Bix Bonorn

Temmepatypre oomexernns Bix 2 °C go 30 °C BeperTu Bix npsMUX COHSYHUX MIPOMEHIB

B>

3HaK BHPOOHUKA, CYIPOBOIKYETHCS HA3BOIO
Ta aJIpecor0 BUPOOHUKA

3acropora! O3HaHOMUTHCS i3 CYIPOBITHUMHU
JOKYMEHTaMH

[ToBTOpPHO BUKOPHCTOBYBATH 3200pPOHEHO

@E '>}>{:— = @

Mictuts 10CTaTHRO I 1 BUIPOOOBYBaHHS

3HaK BiAMOBITHOCTI TEXHIYHIM peTIaMeHTaM




11. lani npo BUpoOHUKA

TOB «MEJIBIOAJIBAHC», Ykpaina
03124, m. Kuis, OynbBap Barasa ["aBena, 8
E-mail: mba.medbio@gmail.com

Pexnamayii wjo0o skocmi mecm-cucmem Hanpasiamu:

3a noIToBoto aapecoro - 03124, Ykpaina, m. Kuis, Oyin. Baiyiasa ['aBena, §;
3a teneonom - (044) 383-37-19, (044) 408-00-80

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

JHara Bunycky 10.03.2025 p.
Pemaxiis Nel



