JIEPKABHA YCTAHOBA “XMEJBbHUIbKUI OBJIACHUM IIEHTP KOHTPOJIIO TA
MPOPIVIAKTUKHU XBOPOb MIHICTEPCTBA OXOPOHHU 310POB’Sl YKPAIHHU”

OBI'PYHTYBAHHSA
TEXHIYHUX Ta SIKICHHX XapaKTepUCTHK 3aKymiBJi Jlikapcbki 3acobu pi3Hi, po3mipy 0r0DKETHOTO
NPU3HAYEHHS, 04iKyBaHOI BapTOCTI MpeaAMeTa 3aKyIiBIIi

(onpuntoonioemocs na eukonanus nocmanosu KMY Ne 710 eio 11.10.2016 «Ilpo eghexmusne suxopucmanusi
0epIAHCABHUX KOwmIie» (3i 3minamu))

HalimenyBaHHsl, Micle3HAX0UKeHHS Ta ileHTH}iKauniliiHui Koa 3aMOBHHKAa B €IHHOMY 1epKaBHOMY
peecTpi pHUAMYHHX 0Ci0, Gi3HYHHX 0¢i0 — NmiANpHEMUIB T2 rPOMAaACHKUX POPMYBaHbB, HOT0 KaTEropis:
JepxaBHa ycraHoBa “XMeNbHULBKMH 0ONacHUM LEHTP KOHTPOMIO Ta MpodilakTHku xBopob Minicreperna
OXOpoHH 370poB’st Ykpainu; 29000, m. XwmeneHuubkuii, Byn. [lumumuyka, 55; €IPTIOY 38481979:
KaTeropisi: opui4YHa ocoba, ska 3abe3nedye noTpedu aepixaBu abo TEPUTOPIABHOT rpoMay

Hassa npeamery 3akymiBii i3 3a3Ha4eHHSAM Koy 32 €IHHHM 3aKyNiBeIbHHM CJIOBHHKOM (Y pasi mogiay
Ha JIOTH TaKi BiJOMOCTI MOBHHHI 3a3HAYATHCS CTOCOBHO KOMKHOIO JIOTA) Ta HA3BM BIANOBiIHMX
Kjacu(pikaTopis npeaMera 3aKymiBji H 4acTHH NpeaMeTa 3aKymiB.ji (10TiB) (32 HasiBHocTi): Jlikapceki
3aco6u pi3Hi, 33690000-3 Jlikapcbki 3acobu pizHi 3a JIK 021:2015 «€ qunuii 3aKymiBeabHUNA CIOBHUKY

Bupa Ta inenTudikarop nponeaypn 3akyniBai:Binkputi Topru 3 ocobmuBoctsmMu UA-2025-08-04-008826-a.

Po3mip OromKkeTHOro mNpH3HAYEHHS: pPO3MIp OIOJDKETHOrO MPHW3HAYEHHS, BH3HAYECHUH BITIOBIZHO J10
xomTopucy Ha 2025 pik Ha 3aKymiBmO Takoro toBapy. DiHaHCyBaHHS 3aKyIiBii 3JiACHIOETBCS 3a KOIITH
saranbHOro (onay aepxasHoro Gromkery 3a KEKB 2220, Buxomsuu 3 moTpeGu 3aMOBHHKA y JaHOMY
OpeaMETi 3aKyIiBJIi.

OO6rpyHTyBaHHS JOMIIBHOCTI 3aKymiBJi: /U1t OTpe abopatopii 0co6auBo-HeGe3neuHuX iHdeKIiil.

OuikyBaHa BapTicTh Ta 00rpyHTYBaHHS 04iKyBaHOI BapTocTi npeamera 3akymisai: 14 000 rp.

OuikyBaHHA BapTiCTh BH3HAYeHa HA MIJACTABI KOMEPUIHHHX MNPOMO3MUIIH BiX MOTEHIIHHUX
NOCTa4albHUKIB Ta aHalisy iHpopmalii NMpo IIHM NpeaMeTa 3aKymiBii y BIAKPUTHX iH(OpPMAIiiHEX
JoKepenax Mepexi IHTepHeT 1uis 3aKymiBii JaHOTO BHIY TOBApYy.

OO6rpynryBanHsi TeXHIYHHX, SIKICHHX XapakTepHCTHK. TexHiuHI Ta AKiCHI XapaKTepHCTHKH MpeaMera
3aKyIiBJIi BU3HAYEHI BiAMOBIAHO 10 MOTpe6 3aMOBHUKA T 3 ypaxXyBaHHSIM BUMOT HOPMATHBHHX JOKYMCHTIB
JI0 IaHOTO BUJY TOBapy.

Ne| Ha3Ba Kaacudikarop Oaunnn | Kinbk | Texuiuni Bumoru
npeamery MEAHYHHX | icTh
;' 3aKyniBJi BHPOOGIB BHMipy
n HK 024:2023
1 | RevoDx Habip | 51896 - Yersinia | Habip 2 SAxicue BusBnenns JIHK Yersinia enterocolitica 25
JUisl BUSIBIEHHS | enterocolitica, TECTiB
JIHK  Yersinia | Hyk/ieiHOBI Cknapn Habopy
enterocolitica, KUCJIOTH IVD Bydepna cymiw Y. enterocolitica RM 1 350 mxn
25 BU3H/HAO (miarHoctuka  in ®epmenTHa cymiul Y. enterocolitica RM 2 25 mkn
vitro), Habip, BHyTpiliHil KOHTpONBHMIT 3pa3ok Y.
aHanis enterocolitica, BK Internal Control) 65 mkn
HYKJIETHOBUX IMo3uTHBHUIT KOHTPONBHUIT 3pa3ok
KUCJIOT) (Positive Control) 100 mxn
HeratuBHUl KOHTPONBbHUIT 3pa3ok
(Negative Control) 100 mxn
TpancnopTyBaHHs, 30epiranHs Ta cTadibHICTb ,




HaGopu MoxHa TpaHCTOpTYBaTH MPH TeMIepaTypi Bija
FMCn0-18°€.

Vci komnonentu RevoDx Yersinia enterocolitica gPCR
Kit cnin 36epiratu npu Temneparypi six -25°C no -
15°C. Cnin ynukatu 36epiraHHs npu Oiibli BHCOKHX
TeMmreparypax. 3a yMOB HaleKHOro 30epiraHHs BCi
KOMIIOHEHTH Habopy 3aluIlatoThCs CTAOINBHUMM 10
3aKiHYEHHs TepMiHy TpPUAATHOCTI, BKAa3aHOrO0 Ha
€TUKETLi MPOJYKTY.

Pearent Y .enterocolitica RM 1 He cnix 3amoposyBaru-
po3MopokyBatu Oinblile 3 pasiB, OCKIbKH L€ MOXKe
MPU3BECTH [0 3HWXKEHHS YYTIMBOCTI Habopy. 3a
HeoO0XiAHOCTI 30iNbLICHHS KiJIbKOCTI LMKNiB
3aMOpO’Ky BAHHSA-PO3MOPOIKYBaHHS,

po3ainiTe Habip Ha Kinbka anikBOT 3py4Horo o6’emy Ta
30epiraiite npu Temneparypi Biz -25°C o -15°C.

2 | Habip ans | 50551  Bopenio3 | HaGip 2 HABIP PEATEHTIB JJI BUWSBJIEHHSI JIHK
BUSIBIICHHS HyKJI€THOBa Borrelia burgdorferi sensu lato
JHK Borrelia | kucnora IVD, METOJIOM  TIOJIIMEPA3HOI  JIAHLIIOIOBOI
burgdorferi Habip, aHani3 PEAKLIIT B PEAJIbBHOMY YACI
ITJIP XEMA HYKJI€THOBUX «Borrelia burgdorferi-TTJIP»
KUCAOT [IpuHumnn ananisy — npoBeeHHs peakiii MOHOIIEKCHOT

IUIP 'y peanbHomMy waci 3 ribpuawmsauiiito-
(J1yOpeCLIeHTHOIO JAETEKLI€IO.

Peectpauis peakuii — ¢nyopumerpuunuii merton o
TpboM KaHasnam: FAM/Green - ans

npoayktis amnnidikauii JHK Borrelia burgdorferi,
HEX/Yellow - nns npoaykry

amnmigikauii KBl npu Bukoprcranni Giomarepiany
Jmoautu, ta Cy5/Red- ans nponykry

ammnigikauii KB2 npu BukopucTanHi B skocTi
Giomarepiany kniwis cimeiictpa Ixodidae.

®opmart: Ha 96 peakiiiii.

Yyrmusicts: 1x10 3 *komiii/mn konmiii cneundiunoi
AHK wmiweni Ha 1 ma GionoriuHoro 3paska.
JliarHoCTHYHA Yy TIUBITE — He MeHLue 98%.
HiarHoctuyna cneundiunicte Habopy cknazae ue
menue 98%.

3 Habopamu A BHMAINEHHs Bi iHIIKMX BUPOGHUKIB
YYTIHUBICTb MOKE BiIPi3HATHCS.

3pasok nns aHamisy: niasma KpoBi JHOAMHH, JIKBOD
JIFOJIMHY, Kili ciMelicTea Ixodidae.

O6’em pocnimkyBsaHoro 3paska: 10 mxn JJHK-npoGu.
Byd;ep, roToBMii N0 BUKOpucTaHHs (1.5 mi), nposopa
piauHa Bz 6e30apBHOrO 10 POXKEBOro KOJIbODY.
[lonimvepasa, roroBa 1m0 Bukopuctanus (0.12 wmn).
npo3opa 6e36apBHa piguHa.

I1K3, rorosuii no Bukopucranus (0,25 mn), nposopa
6e30apBHa piguHa.

HK3 — neratuBHuil KOHTpOAbHUII 3pasok, rotosuii 10
BukopucTanHs (0,25 mn) npo3opa Ge3b6apsHa piauHa.
IHCTpyKUis 3 BUKOpHCTAHHS HaGoOpy YKpaiHCHKOK
MOBO. HasiBHicTb Jleknapauii BiinosigHocTi.

"QONACHUG ;.
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