O6J1ikoBa KapTKa [IiP

I. 3arasibHi BimOMOCTI

Jep>kaBHHH 00J1IKOBHI HOMep: 0222U003417

Jep>KaBHHH peecTpaliliHui HoMep: 0121U114088

Oco06J1uBi TO3HAYKHU: Binkpura

JaTa peecrtpamnii: 20-03-2022

II. Etran BukoHnauus JiP
Homep eramy: 2

Ha3sBa eramny: BurorosiieHHs! JOCTIAHUX cepiit IpoTOTHMY. [OCIIiIKEeHHS [iarHOCTUYHUX XapaKT€PUCTUK
(4yTIMBOCTI, cienu@pivHOCTi, TOYHOCTI, KPOC-PEAKTUBHOCTI) IPOTOTHUITY 3 BUKOPUCTAHHSIM MO3UTHMBHUX Ta

HEeraTMBHUX Ha OpyLeIb03 CUPOBAaTOK. OPOPMIIEHHS TEXHIYHOI JOKYMEHTAllil Ha IPOTOTUI
IToyaTok eramy: 01.2022
3akiH4YeHHs eTamy: 02.2022

Bup, 3BiTHOr0 JOKYMEHTA: OCTaTOYHUIA 3BiT

I11. BinomocTi npo BukoHaBus JIiP

IloBHe HaliMeHYBaHHS IOPUAUYHOI 0coou (200 ITIB ¢izuyHOi 0c06H): [TpuBaTHe akuioHEpHE

ToBapucCTBO "HaykoBo-BUpOoOHUYaA KoMIaHis "dianpodp-Men"

Kopg 3a €IPIIOY: 24265186

Micue3HaxoaKeHHS: npocnekt [Tepemory, 6yz. 68 /1, odic 62, M. Kuis, 03113, Ykpaina
dopma ByracHOCTI:

C(l)epa yIIpaBJIiHHﬂ: HepxagMiHicTpanis

InenTudikarop ROR: He zacrocosyerscs

Poamip opranisanii:

Tene(bou: 380444330300, 380444330222

IV. BizomocrTi npo cniBBUKOHaBLiB JIiP



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

dakTuuHHi 06car ¢piHaHCyBaHHS (THC. rpH.): 1196.200




VII. BizomocrTi npo IiP
Ha3sBa po6oTH yKpaiHCBHKOIO:

Po3pobka HabOpy peareHTiB JJ1s1 CEPOJIOTiYHOI AiarHOCTUKY OPYLeIb0o3y

Ha3sBa po6oTH aHIJIilICbKOIO:

Development of a set of reagents for serological diagnosis of brucellosis

PedepaT ykpaiHCbKOIO:

OG6’eKT po3pO6KU — MIPOLIEC BUTOTOBJIEHHSI HAOOPY pPeareHTiB [1JIs1 CEPOJIOTIUHO] AiarHOCTUKY 6pyLesbo3y. MeTta
po60TH — PO3pOoOKa HAOOPY peareHTiB 1151 BUsiBIeHHS IgG aHTUTIN 10 30yAHMKA OpyLIeIb03y y CUPOBaTLi/T1a3mi
KpOBi yitofyHY 3a gonomoroo IQPA Ta nociifkeHHs Horo JiarHOCTUYHUX XapaKTepPUCTUK y IOPiBHSIHHI 3 aHajloramu
IIPOBiIHUX BUPOOHUKIB Ta IPOMUCIIOBOi TecT-cuctemu «DIA®-Brucella-1gG». Metonu nocnimxenns — IQA,
iMyHoJs10riuHi, 6i0xiMiuHi, ceposoriuni. Ha 2-omy eTtani po6it 3rinHo kaneHgapHoro ninany HTP 6yna gocnigkeHa Ta
HiATBEpAKEeHA CTA6LIbHICT OCHOBHUX [iarHOCTUYHUX XapaKTEPUCTUK KAHINIATY y IPOTOTHUII, TPOBEIeHA
onTHUMi3allis 06'eMy KOMIIOHEHTIB, JOONPaLIOBAaHHS €TUKETOK, iIHCTPYKIIi#l 3 BUKOPUCTAaHHS BiANOBigHO 10 Bumor
Jupekrusu 98 /79EC Ta TexHOJIOTiYHOro persaMenTy. Ilicis BiAnoBigHOro TOONpalioBaHHs, KAHAUAAT Y IPOTOTUIT
«Brucella Ab Ha6ip peareHTiB 1151 CEpOJIOTiqHOI 1iaTHOCTUKU OpYLIe/IbO3y» OTPMMAB CTATyC «IIPOTOTUIT. bysa
BUT'OTOBJIEHA JOCJIiHA Cepisl IPOTOTUILY Y KiJIbKOCTI 62 HabopHy, sIKi 6y/11 BUKOPUCTaHI Jj1s1 LOCIIiIPKEHHS 1oro
IiarTHOCTUYHMX XapaKTEePUCTUK 3 BUKOPUCTAHHSIM MTO3UTUBHUX Ta HETaTUBHUX Ha OPYLEJIb03 CUPOBATOK Ta KPOC-
peakTUBHUX 3pa3KiB. [[OKa3HUKMU [IjarHOCTUYHUX XapaKTEPUCTHUK IIPOTOTUITY [TOBHICTIO BiANOBinal0Th BuMoram
Texniunoro 3aBganns i1 HTP 3a nanum npoektoM. [IpoBeieHO MOPiBHSIbHI HOCTIIKeHHS TiarHOCTUYHUX
XapaKTEPUCTUK IIPOTOTUITY 3 aHAJIOTaMU MTPOBiIHUX BUPOOHUKIB, 30kpema EUROIMMUN, HimeyunHa Ta 3
IIPOMMUCJIIOBOIO TeCT-cucTeMolo «DIA®-Brucella-IgG» 3 BUKOPUCTaHHSM BEJIMKOI BUOIPKU TO3UTUBHUX Ta
HEraTMBHUX Ha OpYLE/Ib03 CUPOBATOK, NOTEHIiaJIbHO KPOC-PEAKTUBHUX 3pa3kiB A4 11 indexuiit. 3rinHo
OTPMMAaHUX PE3YJIbTATIB, 1iarHOCTUYHI XapaKTE€PUCTUKY ITPOTOTUILY BiJIIOBiZAIOTh PiBHIO QHAJIOTIB MTPOBITHUAX

BHMPOOHUKIB Ta IEPEBULILYIOTh TOKA3HUKU ITPOMUCIIOBOi TecT-cuctemu «DIA®-Brucella-1gG».

Pedepar aHIJIiHCBKOIO:

The object of development is the process of manufacturing a set of reagents for serological diagnosis of
brucellosis. The aim of the work is to develop a set of reagents for the detection of IgG antibodies to the causative
agent of brucellosis in human serum /plasma by ELISA and study its diagnostic characteristics in comparison with
analogues of leading manufacturers and industrial test system "DIA®-Brucella-IgG". Research methods - ELISA,
immunological, biochemical, serological. In the 2nd stage of work according to the schedule, the stability of the
main diagnostic characteristics of the prototype candidate was investigated and confirmed, the volume of
components was optimized, labels were finalized, instructions for use in accordance with Directive 98 /79EC and
Technological Regulations. After appropriate refinement, the candidate for the prototype "Brucella Ab Set of
reagents for serological diagnosis of brucellosis" received the status of "prototype". A prototype experimental lot of
62 kits was produced and used to study its diagnostic characteristics using brucellosis-positive and brucellosis-
negative sera and cross-reactive samples. Indicators of diagnostic characteristics of the prototype fully meet the
Requirements for this project. Comparative studies of the diagnostic characteristics of the prototype with
analogues of leading manufacturers, including EUROIMMUN, Germany and with the industrial test system "DIA®-
Brucella-IgG" using a large sample of positive and negative for brucellosis sera, potentially cross-reactive samples
for 11 infections. According to the obtained results, the diagnostic characteristics of the prototype correspond to
the level of analogues of leading manufacturers and exceed the performance of the industrial test kit "DIA®-
Brucella-IgG".

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