O6J1ikoBa KapTKa [IiP

I. 3arasibHi BimOMOCTI

Jep>kaBHUM 00J1iKOBHI HOMeEP: 0222U003096

Jlep>KaBHHH peecTpaliliHui HoMep: 0121U114087

Oco06J1uBi TO3HAYKHU: Binkpura

HaTa peectpauii: 18-02-2022

II. Etran BukoHnauus JiP
Homep eramy: 2

Ha3sBa eramny: BurorosiieHHs! JOCTIAHUX cepiit IpoTOTHMY. [OCIIiIKEeHHS [iarHOCTUYHUX XapaKT€PUCTUK
(4yTuBOCTi, cnenu@piyHOCTi, TOYHOCTI, KPOC-PEAKTUBHOCTI) IPOTOTHUITY 3 BUKOPUCTAHHSIM CTAaHJAPTHUX IaHe el
[MO3UTUBHUX Ta HETATUBHUX Ha BipyC KOPY CUPOBATOK. [IOPIBHAHHA NiarHOCTUYHUX XapaKTEPUCTUK NIPOTOTUILY Ta
QHAaJIOTiB NPOBiHUX BUPOOHUKIB 3 BUKOPUCTAHHSIM CTAaHIAPTHUX NIaHeJIel TIO3UTUBHYX Ta HEraTUBHUX Ha BipyC

Kopy cupoBaTokK. OGOpMIIEHHS TEXHIYHOI JOKYMEHTallii Ha IPOTOTHUII
IToyaTok eramy: 01.2021
3akiH4YeHHs eTamy: 02.2021

Buz 3BiTHOr0O AOKYMEHTA: OCTaTOYHMIA 3BIT

I11. BizomocTi npo BukoHaBus JIiP

TloBHe HaliMeHYBaHHS IOPHIHYHOI 0ocoou (a6o ITIB pizumuHO0i 0cO6H): [IpuBatHe akuioHEpHE

TOBapucTBO "HaykoBo-Brpo6HMYA KomMaHig "[ianpod-Men'

Kopg 3a €IPIIOY: 24265186

Micue3HaxoaKeHHS: npocriekT [lepemory, 6yz. 68 /1, odic 62, m. Kuis, 03113, Ykpaina
dopma BaacHOCTI:

Cdepa ynpaBiiHHS: [lepskagminicrpauis

ImenTudikarop ROR: He zacrocoyerbcs

Poamip opranisaiii:

TenedoH: 380444330300, 380444330222

IV. BimomocrTi nipo criiBBUKOHaBIIiB [IiP



V. BimomocrTi npo 3amoBHHKa [IiP

IloBHe HaliMeHYBaHHS IOPHIAHYHOI 0coou (a6o ITIB pizuyHO0i 0cO6H): lepskasHa ycranosa "LieHTp

rpOMazChbKOro 3710pOB’ss MiHicTepcTBa OXOpOHU 3710POB’S YKpainu"

Kop, 3a €IPIIOY: 40524109

Micuesnaxo,szeHHa: ByJI. SIpocnaBceKa, 6ya. 41, M. Kuis, 04071, YkpaiHa
dopma BaacHOCTI:

Cdepa ynpasiiHHS:

ImenTudikarop ROR: He zacrocoyerbcs

Poamip opranisanii:

TenedoH: 380444254354

VI. I>kepeJia, HanpsiMHu Ta oocsiru pinaHcyBaHHs JIiP

IlincraBa ojist npoBeaeHHs [iP: 34 - norosip (3aMOBJIEHHS) 3 IEHTPaTbHUM OPraHOM BUKOHABYOI BIajy,

akazemielo HaykK (TOJIOBHUMM PO3NOPSIHUKAMU OI0pKETHUX KOWITIB Ha TposefeHHs HIIJIKP)

Hampsam (l)iHchyBaHHﬂ: 2.3 - BUKOHaHHS POOIT 32 JepsKaBHUMU 11iJTbOBUMU ITPOTPaMamMu
I>kepesia piHaHCYBaHHS

7713 - KOWTH ep>KO0I0A KeTy

Kopg, nporpamuoi kinacudikanii BuzaTkis i KpegurysaHHs (KIIKBK): 2301300

dakTuuHmi 06csar ¢piHaHCyBaHHA (THC. rpH.): 1301.600




VII. BizomocrTi npo IiP
Ha3sBa po6oTH yKpaiHCBHKOIO:

Po3po6Ka iarHOCTUYHOI TeCT-CUCTEMU JIJIsl BUSIBJIEHHS aHTUTIJ Kylacy IgM 110 Bipycy KOpy METOZIOM

iMmyHOpepmeHTHOTO aHanizy (IDA)

Ha3sBa po60oTH aHIJIiHCBHKOIO:

Development of a diagnostic test system for the detection of IgM antibodies to measles virus by enzyme-linked
immunosorbent assay (ELISA)

Pedepat yKpaiHCBKOIO:

OO6’eKT pO3pOOKHU - [iarHOCTUYHA TECT-CUCTEMA J1JIsl BUSIBJIEHHS aHTUTIJ Kj1acy IgM 110 Bipycy KOpy METOZIOM
iMyHO(epMeHTHOro aHamnizy. Mera po60Tu — po3po0OKa 1iarHOCTUYHOI TECT-CUCTEMHU [J1s1 BUSIBJIEHHSI aHTUTIJI KJ1acy
IgM po Bipycy kopy MeTozoM IDA, 1110 32 TOKa3HMKAMU YYTIUBOCTI Ta CenuivHOCTi He 6ye MOCTynaTUCs
inozemHuM CE-MapKOBaHMM KOMEPLIiMHUM aHaoram. 3a 3BiTHUI eTan 6yJiu BUKOHAaHI poOOTH 110 OTPUMAaHHIO
IOCJiIHO-BUPOOHNYMX cepill 6i0J10riYHMX KOMIIOHEHTIB Ta BUTOTOBJIEHO JIOCIIiIHO-BUPOOHUYY CEpilo TeCT-
cucremu. [IpoBeieHO JOCTIIKEHHS [IiaTHOCTUYHUX XapaKTePUCTHUK (1Y TIMBOCTI, CIEL(PiYHOCTI, TOYHOCTI, KPOC-
PEaKTUBHOCTI) IPOTOTHUITY Ta MOPIBHSIHHSA AiarHOCTUYHUX XapaKTE€PUCTUK ITPOTOTUILY Ta AHAJIOTIB MPOBiHUX
BUPOOHUKIB 3 BUKOPUCTAHHSAM CTaHAAPTHUX TaHEJIeH TO3UTUBHUX Ta HETaTMBHMX Ha BiPyC KOPY CUPOBATOK.
OdopMieHO TEXHIYHY JOKYMEHTALl0 Ha Cepilo NPOTOTUIIB TeCcT-cucTeMyu. OTPUMaHI Pe3y/IbTaTU [IOKa3aIU
CIIPOMO>KHICTb T€CT-CHUCTEMHU BUSIBJISITU Kip-iHQEKIiI0 Ha BCiX CTafigx ii pO3BUTKY 3 BUCOKOIO YyTJIMBICTIO, 11O HE
IIOCTYIAEThCS il 3aKOPAOHHUM aHasoram, siki MmaioTs CE-MapkyBaHHs. [TapameTpu crienindivHOCTi po3p0o6IeHOro
IIPOTOTUITY TeCT-cUCTeMU «Measles IgM» 3 BUKOpUCTaHHSIM 3Pa3KiB CHPOBATOK KOMEPLiMHUX CTaHAAPTHUX
naHeJjiell HeTaTUBHYX CUPOBATOK Ta MaHeJIEH, 1110 MICTATh KPOC-PEaKTMBHI Mapkepu ckaagae - 100%. UyTausicTb
PO3pO6JIEHOI TECT-CUCTEMU 3 BUKOPUCTAHHSIM KOMEPLIMHUX NTaHes el Ha Kip IgM Ta f0CTOBipHO MigTBEpIKEeHUX
[IO3UTHUBHUX CUPOBATOK Ha Kip IgM ckrnaznae - 100%. TecT-cucrtema Mae BUCOKI TOKa3HUKYU 301KHOCTI Ta
BiITBOPIOBAHOCTI pe3yJIbTaTiB - KoediuieHT Bapiauii (CV) as 36bxuHocTi - IHTPA - 7,47% 17151 BiATBOPIOBAHOCTI MixK
TpbOMa pisHUMU Jaboparopisimu - IHTEP - 1,6%. [IporHo30BaHUI TEPMiH CTabiIBHOCTI IiaTHOCTUKYMY,
PO3pax0BaHMi1 MAaTEMATUYHO i3 3aCTOCYBAaHHSIM METO[IiB 00YMCIIEHHS [IPY IPUCKOPEHOMY 10ro 306epiraHHIo Ta
HifBUIIEeHiN Temreparypi, cTaHOBUTS 15,5 Mics1iB. Po3po6sieHa TecT-cucTema afanToBaHa JI0 IPOBeleHHs! peakiii

Ha CTaHJApPTHOMY ob6sagHaHHi aJ1s IOA, Ha Tepmoleiikepi Ta iMyHOpEpMEHTHOMY aHasIi3aTopi BIIKPUTOrO TUITY.

Pedepar aHIJIiHCBKOIO:

Objective is to develop a diagnostic ELISA test kit for detection of anti-measles IgM with sensitivity and specificity
comparable to that of CE-marked commercial counterparts and whose use will diagnose measles in the early
stages of infection. During the reporting stage, work was performed to obtain research and production lots of
biological components and made a research and production lots of test kits. The study of diagnostic
characteristics (sensitivity, specificity, accuracy, cross-reactivity) of the prototype and comparison of diagnostic
characteristics of the prototype and analogues of leading manufacturers using standard panels of positive and
negative serum samples containing antibodies to measles virus. Technical documentation for a lot of test kit
prototype has been prepared. The obtained results showed the ability of the test kit to detect measles infection at
all stages of its development with high susceptibility, which is not inferior to its foreign counterparts with CE
marking. The specificity parameters of the developed prototype of the test kit "Measles IgM" using serum samples
of commercial standard panels of negative sera and panels containing cross-reactive markers is - 100%. The
sensitivity of the developed test kit using commercial panels for measles IgM and reliably confirmed positive sera
for measles IgM is - 100%. The test kit has high rates of convergence and reproducibility of results - coefficient of
variation (CV) for convergence - INTER - 7.47% for reproducibility between three different laboratories - INTER -
1.6%. The predicted term of stability of the diagnosticum, calculated mathematically using calculation methods at



accelerated storage and elevated temperature, is 15.5 months. The developed test system is adapted to the

reaction on standard ELISA equipment, on a thermoshaker and an open-type ELISA automatic analyzer.

Inpexkc YIK: [573.6.086.83+577.21], 616-074

Koau TeMaTHYHHX PyOPHK: 62, 76.29.11.13

KepiBHHUKH po6OTH

BiacHe IIpizBuie Im'sa I10-6aThKOBI: Kucenbosa Onena KocrsHTuHiBHA

HayKoBHH CTYIIiHB: k. 6. H.
Buene 3BaHHs:
InenTudikarop ORCID ID:

JoparkoBa iHdpopmamuist:

VIII. HaykoBa (HayKoBO-TexHiyHa) npoayKuis (HTII)

IX. Bi6siorpadiuyHuii onuc

X. 3aKkJII04Hi BiZzoMOCTi
KepiBHHK I0pHAHUYHOI 0COOH

IlepeJtik 0Cci0-BHKOHABILiB
BecapabeHko Karepuna €preHiBHa

BapsaHnosa Ipuna CepriiBHa
(k. 6. H.)

l'opnoB AHppiit FOpiiioBuy

KucenvoBa Osena KoctaHTuHiBHA
(k. 6. H., 03.00.06)

Makapeup OsneHa MukoJsiaiBHa
Onewko 'anHa MukosaiBHa

[Terpuk Osbra AHaTostiiBHa
(k. 6. H.)

[Tonimyk JlapuHa BosnogumMupiBHa
Ceparok Bonogumup I'puroposud

[lleBuyk Amxesika OnekcaHpiBHa

BigmoBigasbHUH 32 MiATOTOBKY

00JIIKOBHX JJOKYMEHTIB
Tenedpon

PeecTpartop

[lleBuyk Osiekcanap AHATOINOBUY

T'opsnos A.1O.

+38 (063) 065-50-60



KepiBuuk Bigginy YKpIHTEI wo e

( \ h

BiZIOBiaIbHUM 3a peecTpaliio HayKOBOi gosi o E‘Og\p E‘ﬂ\ﬂi_."_"l‘i
| s:\ D\L‘! ) E *H
misbHOCTI |




