AEP)KABHA YCTAHOBA “XMEJBHULIbKUI OBJIACHUI HEHTP KOHTPO:]HO TA
HPOPLIAKTUKH XBOPOB MIHICTEPCTBA OXOPOHHU 3A0POB’S1 YKPAIHI”

OBI'PYHTYBAHHHA
TEXHIYHUX Ta SAKICHUX XapaKTepUCTHK 3aKyniB./ii Habip pearentis s Bussienns PHK porasipycy, HaGip
pearentis aas sussaenns PHK noposipycy, Habip pearentiB aas BusiBiienns JHK ajenosipycy, Ha6ip
pearentis Aust BusiBjennss PHK sipycis rpuny A/B, Habip pearentiB 1in BusiBienns PHK Bipycy remarury
A, Hadip nas excrpakuii HK “Biocore® Nucleo-M” (100 Buninens) abo exsiBasent, HaGip peareHTiB as
BH3HaYeHHs1 anTUTIN IgM 110 Bipycy Kopy meToom Henpsivoro imynogepmenTHoro anasisy, 96 Bu3nauenn —
Jlikapeski 3acobn pisni, po3mipy 610mKeTHOTO MPU3HAYCHHSI, 04IKYBaHOI BAPTOCTI IpeMeTa 3aKymiBi

(onpuniooniocmocs na  uxonanns nocmanosu KMY Ne 710 eio 11.10.2016 «lIpo eghexmuene
BUKOPUCMAHHS OPIICAGHUX KOULMIG)» (31 3Minamit))

HaiimenyBanusi, Micnesnaxokenns ta inenTuikauiiinuii KO 3aMOBHHKA B €aunomy nepxaBHOMY
peecTpi IOpUAHYHHX 0ci0, i3muauX oci6 — HIAMPUEMIIB T2 TPOMaACLKHX (OPMYBaHb, 0o
KaTeropisi: JlepxaBHa ycTaHOBa “XMeIbHUILKUH 061acHUE [EHTP KOHTPOJIFO Ta NpO(DITaKTHKH XBOPOO
MinicTepcTBa OXOPOHM 3710POB’si Ykpainu™; 29000, M. XMenbHHUIBKHIA, BYL. [Tnmunayka, 55; €JIPTIIOY
38481979; kareropis: ropuanuHa ocoda. ska 3a0e3nedye noTpedu Jepxkasu abo TepUTOPIaTbHOL rpomMaju

Hasea npexmery sakymiBii i3 3a3Hauennsm Koy 32 €1MHUM 3aKyNiBETLHHM CIOBHHKOM (Y pasi
MOJLTYy HA JOTH TaKi BiIOMOCTI MOBHHHI 323HAYATHCH CTOCOBHO KOKHOIO JIOTA) Ta HA3BH
BiAMOBiIHMX KiacudikaTopis npeavera 3aKyNiBai H YaCTHH npeamera 3aKymiB.ai (s1oTiB) (3a
HasiBHOCTI): Halip pearentis a5 Buseaenns PHK porasipycy, Habip pearentis ans Busenenns PHK HOPOBIpYCY.
Halip pearenris ans Busenenns JJHK aneHosipycy, Habip pearenris mis Busieienns PHK BipyciB rpuny A/B,
Habip pearentis ans Busienenns PHK Bipycy renaruty A, HaGip ans exctpakuii HK “Biocore® Nucleo-M™ (100
BHiNeHb) abo ekBiBaneHT, Habip peareHTiB 118 BU3HAUYEHHS aHTHTIA IgM 10 Bipycy Kkopy MeToaoM Henpsmoro
IMyHO(pEPMEHTHOrO aHanizy, 96 BusHaueHs, Koa 33690000-3 Jlikapewki 3aco6u pisi 3a JIK 021:2015
«€ IMHWH 3aKyTiBETBHUN CITOBHUKY

Bux rta inentudikarop mpoueaypm zaxymisii: Biakpuri topru 3 ocob6muBoctsimu UA-2025-03-13-
007882-a

Posmip GroxkerHoro mpusHavenus: po3Mip OIOKETHOTO NPU3HAYEHHS, BH3HAYCHHH BiANOBiIHO 10
kowrropucy Ha 2025 pik Ta Ha mixcTasi anaiizy (GakruuHOro BUKOPUCTAHHSA TOBApY st 3a0e3reucHHs
JUSIBHOCTI 3aMOBHMKA Y MMHYIMX [epiojax Ta 3 YPaxyBaHHAM 3aILIAHOBAHUX [OTOYHUX 3aBIaHL
Jamosuuka. DiHAHCYBaHHS 3aKyMiBIi 3AIHCHIOETHCS 33 KOIITH 3arabHONO dounny nepxxaBHOro GromKkeTy
3a KEKB 2220, suxonsun 3 norpe6u 3amoBHuKa y JaHOMY IIPEIMETI 3aKyIIiBIIi.

OGrpynTyBanus qouiibHoCTI 3aKymiBIi: 3a6e3neyenHs po0oTH BipycosI0rivHOI JabopaTopil.

Ouikysana BapTicTs Ta 00rpyHTYBaHHS 04iKyBaHOT BAapTOCTi mpeaMera 3aKymiB.i: 45350 TpH.

IIpu BusHauyenni owikyBaHOi BaprocTi 3aMOBHHK BPaxOBYBAaB METOJIM BHM3HAYEHHS OYiKyBaHOI
BAPTOCTI TIPEAMETy 3aKymiBii, o Bu3HaueHi B Hakasi MiHicTepcTBa PO3BUTKY €KOHOMIKH, TOPriBIii Ta
CLIBCBKOTO TocrojapetBa Ykpainu Bim 18.02.2020 Ne 275 «IIpo 3aTBepKeHHS NPUMIPHOI MeTOUKY
BU3HAUCHHS OYIKYBAHOI BAPTOCTI NpeAMeTa 3aKyMiB/Ii», a came: HA [ICTaBi 3aKyNIBEJNIBHUX 1{iH
MONEPEeIHIX aHANOTIYHIX 3aKyiBeTh Ta 3aIAHOBAHUX BIODKETHIX npusHayeHb Ha 2025 pik.

OOrpyHTYBaHHS TeXHIYHHX, AKICHHX XapaKTEePUCTHK.

Texniuni Ta sKiCHI XapaKTepUCTHKH MpeaMeTa 3aKyIIBII BU3HAYEH] BiAIOBIHO 10 MOTPed 3aMOBHIKA
Ta 3 ypaxyBaHHSIM BUMOT HOPMATHBHUX JIOKYMEHTIB JI0 IAHOTO BHIY TOBApY.
Crpok nocrasku - 1o 20.04.2025p.
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.Ne Haiimenysann .| Kon HK |  Oawnuus .| Kinbkicr 4 TexHiuHi BUMOrn
n/n i TOBApY 024:2023 BHMipy b
Habip pearenris Habip Habip npusHaueHuii 17151 AKiCHOro BUABAEHHS in vitro
NI BUABJICHHS HYKJIETHOBOT KHCJIOTH POTaBipyCy B 3pa3kax Maska 3
PHK potagipycy 50248 YPETPHU y HOJIOBIKiB i Ma3ka 3 WHHKH MaTKM y 3KiHOK
METO0M MoNiMepasHoT IaHLOroBoi peakii (MJIP) ) 3
Potasipyc, ri6puﬂn3‘auiFlHo-.(bJ.]yop"e.:cuemuop JETeKLi€
HyK1eiHOBa MPOLYKTIB aMMipikaulil B peskuMi «peanbHOro yacyy.
kucnora IVD, [ToBunen 6yTu po3paxosanuii Ha He Ginblue sk 48
HaGip, aHaiz peakuiii. ¥ Ha6.opi BUKOPUCTOBYIOThCS NpaiiMepu Ta :
Hy KIeTHOBMX bayopecuenThi 3ou11 FAM ans BusiBnennst PHK RV i
ikt BHYTpilWwHboro kouTposto VIC. RV IJIP MacrepMike
1a [103UTHBHHUI KOHTPOJIB Y NidinisoBaHOMY CTaHi.
Temneparypa 36epiranns 10 +30°C. Tepmin
npuaaTHocTi 12 micsuis.
HaGip pearenris Halip Habip npusHauenuit ais akicHoro BUsBIEHHs in vitro
JU1S1 BUSIBJIEHHS 48112 PHK Hoposipycy B 3pa3ku kaiy JHOAMHH, METOAOM
PHK Hopoipycy Hoposipyc, n.ommepazu'ovl JaHworosoi peakuii (I1JIP) 3
HykneiHoBa r|6punn3.au1nHo—.(bpyopecuenmop JETEKLIED
Sacass D NPONYKTIiB aMrTipikauii B pexuMi «peanbHOro yacy.
(miarHocTHKa in IToBuHeH OyTH po?paxoaaﬂuﬁ Ha He Oinblie sik 48
vitro ), HaGip, peakuiii. V Ha§op1 BUKOPUCTOBYIOThCS NpaiiMepu Ta
Saaea ¢bayopecuentHi 30nau FAM nns BusiBnenns PHK
HY KITETHOBHX HOpOBIpYCY i AN BHYTPILUHBOTO KOHTPOJIO VI
o MacrepMikc Hopogipyc 3T-ITJIP ta [To3utuBHuii
KOHTpOJIb y NidinizoBaHoMy crani. Temnepatypa
30epiranHs 10 +30°C. Tepmin npuaatHocTi 12 micsauis.
; ; Habip pearenris Habip Habip npusnauenuii nns skicHoro BUSBAEHHS in Vitro
‘ 1J15 BUSIBJIEHHS HYK€THOBOI KucioTu aaeHosipycy (EAdv) B 3paskax
JIHK anenosipycy | 49863 KaJjly JIOJMHHU, B 3pa3kaX 3 HABKOJHMLIHLOTO
AgneHoBipyc, CepeIoBHIlia, METOIOM MOJiMEPa3HOi TaHLIOTOBO]
HY K/TeTHOBaKUCJT peakuii (TJIP), 3 ribpuansauiiino-dayopecueHTHO0O
ota VD AETEKUIE NPOAYKTIB amutidikauii B pexumi
(miarHocTuka in «peajibHoro 4acy». [ToBuHeH OyTn po3paxoBaHuii Ha
vitro ), Ha6ip, 48 peakuiii Ta Ginbiue. Y HaboOpi BUKOPUCTOBYIOTHCS
aHania npaiimepu ta ¢payopecueHTHi 30uau FAM ans
HY KJIETHOBHX BusaBneHHs [IHK EAdv ta VIC mns BK (a5 moauun).
; s MactepMikc EAdv-ITJIP ta [To3uTuBHUit KOHTPOIb ¥
’ niodinizopaHomy crai. Temneparypa 36epiratts
Habopy 10 +30°C. Tepmin npunartHocTi 12 micsuis.
;‘ Habip pearenris 47277 Habip Habip peareHtiB npusHauenuii ans axicHoro
5 JUIS BUSIBJIGHHSI BUABJICHHS in Vitro Bipycy rpumy A Ta Bipycy rpuny B
* PHK Bipycis Bipyc rpuny A / ¥ 3paskax MasKiB i3 ropsia, METOOM MosliMepasHol
rpuny A/B B HyknetHoBa JaHutorosoi peakuii (TJIP) metonom nonimepasHol
kucnota IVD, JaHworosoi peakuii (IJIP) 3 ridpuaunsauiiito-
HaGip, aHanis (psryopecLeHTHOIO eTeKLi€r NPoayKTiB aMmidikauii
HyKI1ETHOBUX B PEXKUMI «peanbHOro yacyy. [ToBuHeH 6yTH
Vhinis po3paxoBaHuii Ha He Oinblue sk 48 peakuiil. Y nabopi
! BUKOPHCTOBYIOThCS NpaitMepy Ta (uiyOpecueHTHi
l 3oHaM FAM nna susisnennst PHK Bipycy rpuny B,
| *ROX ans Busenenns PHK Bipycy rpuny A i ans
! BHYTPilHbOro koHTpomo VIC. MactepMikc rpun A/B
3T-IUIP ta [lo3uTuBHHIT KOHTPOL Y NidinizosaHOMy
crani. Temnepartypa 36epirants 10 +30°C. Tepmin
| npuaaTHocTi 12 micsuis.
Habip pearentis 48274 Bipyc Habip Habip npusHaueHnii 1is sxicHoro susneHns PHK
| 175 BUSBJIEHHS renatuty A BipyCy renatuty A y CMpoBaTLi KpOBi METOIOM




PHK Bipycy
renaTuty A

HYKJIeTHOBA
kucnora [VD,
Habip, aHani3
HYKJIETHOBUX
KUCIIOT

nosiimepasHoi Jaxworosot peakuii (IJIP) 3
ribpuan3aiiiiHo- 1y OpeCLEHTHOK AETEKLIEHO
npoayKTiB amidikaiil B pexnuMi «peaibHOro 4acy».
[TosuHeH OyTH po3paxoBaHiii Ha He Oinblue sk 48
peakuiii. Y Habopi BAKOPUCTOBYIOThCS Mpakimepu Ta
(dnyopecueHTHi 30Han FAM s Busisnennst PHK
BipycCy rematuty A i BHYTpillHbOro koHTposo VIC.

MactepMikc BI'A 3T-I1JIP Ta [To3uTHBHUI KOHTPOJIb
y niinizosaHomy craui. Temneparypa 30epiraHus 10
+30°C. TepmiH npuaaTHoCTI 12 micsuis.

HaGip ans
excrpakuii HK
“Biocore®
Nucleo-M™ (100
BUIiNEeHb) a00
€KBiBAJIEHT

D22
Ekcrpakuis/izon
AL
HYKJIETHOBHUX
KucoT, Habdip

Haoip

Habip peareHTiB npusHaueHuit A5 eKCTpakuUil
cymaproi PHK/THK 3i 3pa3kiB 3 BEpXHIX AUXalbHUX
uuIAXiB (Ma3Kky i3 3iBy, Ma3ku 3 HOCa, HOCOTJIOTKOBI
CEKpETH), HIKHIX IUXaJbHUX LWIAXIB (MOKPOTHHHS,
CEKpeTH IMXajbHUX LISXIB, piAnHa
OpOHX0ATbBEOJISIPHOTO J1aBaXa), KOH FOHKTUBAJILHOTO
cexpety. Habip niaxoautsb sk 115 py4HOro, TakK i
aBTOMATHUUHOrO (popmary BUAIIEHHS HYKIETHOBUX
kucaot. [pu aBTOMaTHUHOMY BUAIIEHHI MAlLMHHUI
4ac CTaHOBUTb 10 30 XBUIIMH.

Otpumana HK moxe OyTu BUKOpUCTaHa 1Jisl
MPOBENEHHS IOCTIIKEHb: 3BOPOTHOT TPAHCKPHUIILLIT,
[1JIP, ITJIP y peaibHOMY 4aci, CEKBEHYBaHHs,
MOJIEKYJISPHOTO KJIOHYBAHHS.

Habip pearentis po3paxoBaHuii Ha 100 BUAiIEHb.
Jo cknany Habopy BXOAATb:

Jlizytouuit Oydep— | daaxon 12 mn

PeareHT st ocaukeHHs— | dnakon 30 mi

Bydep s npomusanHs-1— 1 ¢unakon 30 ma

Bydep n1s npomuBanHa-2— | duakon 30 mn
Pearent nis emouii— | ¢nakoH 6 Ma

[Tporeinaza K— 1 ¢aakon 10 mr

Bydep mas [Mpoteinazu K— 1 npobipka 0,5 ma
MarsitHuit copoeHT— | npobipka 1,2 mi.

Ha niaTBepakKeHHs BAMOT HAJaTH iHCTPYKLIHO.

Habip peareHTiB
JUTSt BUSHAUEHHS
aHTuTia IgM 1o
Bipycy KOpy
METO/I0M
HEeMpsMOro
iMyHO(EepMEHTHOT
0 aHanizy, 96
BU3HAYEHb

49270 Bipyc
KOpY, aHTUTEeHH
IVD
(miarHocTHka in
vitro ), Ha0ip,
iMyHO(EPMEHTH
nii ananiz (IGA)

Habip

Henpsmuit iMyHOGEpMEHTHUI aHai3 U1 BUSHAYEHHS
antutin IgG Ta/abo 1gM npoTu Bipycy Kopy B
cupoBartili / ruta3mi KpoBi itoanHu. Ha 96 Bu3HaueHb.
36epiratu npu 2-8°C.

[MPUHLMUIL TECTY

Metoa ELISA 3acHoBanuii Ha peakulii aHTUTIN Yy
J0CTIIIDKYBAHOMY 3pasKy 3 aHTUTEHOM, aicopOOBaHUM
Ha noBepxHi nosictupoy. He3s's3ani imyHorno0yainu
3MUBaAIOTHCSA. MiueHui GepMEHTOM aHTUIIOACBKNI
r100yJ1iH 3B’A3y€ KOMIIEKC aHTUTEHHUX aHTUTIN Ha
apyromy etani. [Ticas HoBoT cTadii npoMuBaHHs
3B’sI3aHUI KOH 1OraT BUPOOASETHCS 3@ 10NOMOI O
po3uuny cyocrpaty (TMB), 11106 otpumaT CuHil
PO3UMHHUI MPOAYKT, AKNI NEPETBOPIOETHLCS HA
JKOBTUIA MiCNs A0JaBAHHS PO3UYUHY, LLO 3YTIUHSE
KUCIIOTY.

—

['enepanpHuii 1MpeKTOp

VnoBHOBaXkeHa ocoba

Mukosia TABPUKEBUY

Anna BIUTA




