
ÅEP)KABHAYCTAHOBA «XAPKIBCbKHM OBJIACHUVI UEHTP KOHTPOJIIO TA

FIPOØIJIAKTHKH XBOPOB MIHICTEPCTBAOXOPOHH 3ÅOPOB'51YKPAIHM»

OMPYHTYBAHHfl
TeXHit1HHX Ta RKiCHHX xapaKTePHCTHK npeAMeTa 3mcyniBJ1i, p03Mipy 61011)KeTHOro

npH3HaqeHHR, oqiKYBaH0i BapTOCTi npeÅMeTa 3mcyniBJ1i.

(onpuwoömocmbcn Ha gmcouannn nocmanogu Ka6Miuy Ne 710 giD II. 10.2016 «llpo edÆKtnugue

gmcopucmauun Depocaguux K0tumig» (3i 3Miuauu))

I-Ia36a npeDntema 3mcyni6J1i: Ha6ip peareHTiB BHSIBneHH51 PHK Bipycy renaTHTY C, Ha6ip
peareHTiB BHHBJ1eHHH AFIK Bipycy renaTHTY B, 3a KOÅOM AK 021:2015 33120000-7 -

CHCTeMH peecTpauiiMenut1HOi iH(bopMauii Ta AOCJ1iÅHe06naÅHaHHR.

BIID ma iDemnud)iKamop npoqeDypu 3aKyni6J1i: BiAKpHTi Toprn 3 OC06JIHBOCTHMH, UA-2025-
08-05-009297-a.

OqiKY6ana capmicntb ma oörpymnygaHHR oqhcycanoi capmocmi npeDmema wucyni6J1i:
19700,00 rpH., oqiKYBaJ1bHa BaPTiCTbnpeAMeera 3mcyniBJ1i BH3HaqeHa Ha niÅceraBi KOMePUiMHHX
npor103Huivi BiA 110TeH11iiiHHx 110CTaqU1bHHKiB Ta aHaJ1i3YiH(bopMauii npo I-liHH npeAMeTa
3aKY11iBJ1iy BiÅKPHTHX mepenax Mepexci IHTePHeT.

Oörpymnygannn mexniqnux ma RKiCHUX xapaKmepucmt1K npeDMema 3aKynigni.•
KiJ1bKiCTb T0Bapy BH3HaqeHa 3 ypaxYBaHHflM pea-TlbHHX 110Tpe6 YCTaHOBH. CTPOK TIOCTaBKH
T0Bapy - no 31.10.2025 POKY.
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1FIPHHUHIIayw1i3Y 6uycrbcq Ha npoBeneHHi0AHocvra.aiiiH0i3T-WIP 3

ne-reKui€K) pe3YJ1bTaTiB y pexHMi «peaJ1bHoro qacy» B na60pa•ropHiji
KJ1iHit1Hiii npaKTHL1i.

Ha6ip peareHTiB MiCTHTb y CBOCMY cKJ1aai (bepMeHT ypauun-Al-IK -

rniK03HJ1a3Y(YAD i AYT(D, Luo nac 3Mory YHHKHYTH KOHTaMiHauii
FIJIP-cYMi111inpoAYK-raMH nonepeAHix VIJIP Ta OTPHMaHHS1
XH6H01103HTHBHHX pe3YflbTaTiB.
I-IasiBHa IliABHL11eHa H&1ijiHicvrb AO MyraHTHHX (I)OPM BipyciB 3a
paxyHOK BHKOPHc•raHHR ABOX He3a.neXHHX MimeHeii.
(DopMaT: Ha 100 peaKuiii.

Mac npoBeneH11A peaKuii: 80-90 XBHJIHH.
AHW1iTHLIHaHYTJIHBiCTb:15 MO/MJI npH BHAineHHi 3 1

nocJ1iA)KY'BaHoro 3pa3Ka.
AHW1iTHLlHa 100%.
EK30reHHHM1 BHYTpi111Hiii KOHTPOJ1b, 11.10 A03BOJISIC OUiHHTH
npaBHJ1bHiCTb npoBeÅeHHfl eTany BHAineHH* 6ionoriHHoro Ma-repiany
Ta peaKuii

Pe3YJ1bTaT eK30reHHoro BHyrpiLIJHboro KOHTPOJIIO
pecc•rpycrbcg B KaHani FAM/Green, pe3YJ1bTaT PHK

(HCV) - B HEX/VlC/Yellow.
3pa30K atlani3y: CHPOBaTKa, nna3Ma KPOBi.
06'CM PHK nocniÅ)KYBaHoro 3pa3Ka: 30 MKJI
CKna.a Ha60py:
3T-1UIP-peareHTHCV (RT-PCR Reagent HCV) - 1 np06ipKa
06'CMOM I

IlpaäMepH HCV (Primers HCV) - I np06ipKa 06'CMOM I Mll
[103HTHBHHii KOHTP011b HCV (Positive Control HCV) - I np06ipKa
06'CMOM 0,5 Mll

HeraTHBHHii K011TPOJ1b (Negative Control) - I np06iptca 06'CMOM I MJI

EK30reHHHii BIIYTpiLIJHiji KOHTPOJ1b (Exogenous Internal Control
HCV - 1 11 06i Ka 06'CMOM I Mll



2. Ha6ip
peareHTiB

BH51BneHH51

AFIK Bipycy

renaTHTY B,
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TpaHcnopTYBaHHA Ha60py peareHTiB 3AiiiCH10crbCfl 3a Terv1nepa•rypH
HaBKOJIHUIHbOro cepeJ10BHLua, ane He BHUIe +370C (AO 5 Ai6) a60 npH
•reMnepaTypi +2+80C (AO 30 Ai6).
Ha6ip peareHTiB 36epiracrbc* B ynaK0BL1i BHP06HHKanpH
TeMnepaTypiBia -24 no -160C.

A03BOJ1fl€TbC* KOMnOHeHTiB Ha60py
peareHTiB AO IO pa3iB.

3 BHKOPHCTEIHH* Ha60py yrcpaiHcbK0E0 MOBOIO.
nacnopT KOHTPOJIIO *KOCTi.
I-IMBHiCTb: Binr10BiJIHocTi BHMOraM TexHiqHoro

pernaMewry mono MWIHHHHX BHP06iB niarHOCTHKH in vitro.
npo Binn0BiAHicTb CHCTeMH ynpaBJ1iHHR *KiCTIO ACTY

EN ISO 13485:2018.
ÅeKJ1apauii npo BiNIOBiAHiCTb BHMOraM TexHit1Horo pernaMeHTY
LUOAO MenHLIHHX BHP06iB niarHOCTHKH in vitro.
Tep,MiH npvuaTHoc•ri Ha60py He Mevnue 12 MiCRUiB Bia naTH

IIPHHUHTIaHaJ1i3Y6uycrbca Ha npoBeneE1i noniMepa3H0i naHL1101'0B0i
peatcuii 3 ne•reKuic10 pe3YJ1bTaTiB y pexHMi «peaJ1bHoro qacy» (WIP-
PH) y na60pa•ropHiii KJ1iHiqHiji nparrnui.
Ha6ip peareHTiB MiCTHTb y CBOCMY crcna.ai(beprvfeHTypauHJ1-ÅHK-
raiK03Hna.3Y(YAD i AYT(D, 1110 nae 3Mory YHHKHYTH KOHTaMiHauii
IlJIP-cYMiL11inponyrraMH nonepeAHix WIP Ta OTPHMaHH51
XH6Hon03HTHBHHX pe3YJ1bTaTiB.
I-Ias1BHa niJLBHL1teHa Ha.aiiiHiCTb no MYTaHTHHX (I)OPM BipyciB 3a

paxyH0K BHKOPHCTEIHH* ABOX He3aJE)KHVIX MimeHeii.
CDOPN1aT:ua 100 peaKLLiVf.
tlac npoBeneHH* peaKuii.• 80-90 XBHJIHH.
AHW1iTHHHa LIYTJIHBiCTb'.5 MO/MJI npu BHAineHHi 3 1

nocniJl>KYBaHoro
AHU1iTHLIHa 100%.
EK30reHHHii BHyrpiL11Hiii KOHTP0flb, uxoA03BonxeOUiHHTH
npaBHJ1bHiCTb npoBeneHHfl erany BHAineHHR 6ionoriHHoro MaTepiaJIY
Ta pemcuii

Pe3YJ1bTaT eK30reHHoro BHyrpi111Hboro KOHTPOJIIO
peccTpyc1'1,cq B Kayla-ni FAM/Green,
reHeTHLIHoro Mtnepia.ny Bipycy (HBV) B Kay-lani
HEX/VIC/Yellow.

3pa30K allani3Y.•cnpoBaTKa, nna3Ma KPOBi.
06'CM AFIK nocniA)KY'BaHoro 3pa3Ka: 30 MKJI
CKna,u Ha60py:
IlJIP-peareHT HBV (PCR Reagent HBV)— I np06ipKa 06'CMOM I MJI
IlpaDiNtepH HBV (Primers HBV) - I np06ipKa 06'CMOM I Mll
1103HTHBHHV1 KOHTPOJ1b HBV (Positive Control HBV) - I np06ipKa
06'CMOM 0,5 Mll
I-leraTHBHHÄ KOHTPOJ1b (Negative Control) - I np06ipKa 06'CMOM I MJI

EK30reHHHii BHYTpiL11Hiii KOHTP0flb (Exogenous Internal Control
HBV)- I np06ipKa 06'CMOM I MJI

TpaHcnopTYBaHHH Ha60py peareHTiB 3AiiicmocrbCR 3a •reMnepaTypH
HaBKOJIHUIHbOro cepeÅ0BHtua, cne He BH111e +370C (JIO 5 Ai6) a60 npH
TeMnepaTypi+2+80C (no 30 Ai6).

Ha6ip peareHTiB B ynaK0BL1i BHP06HHKa npn
TeMnepaTypiBin -24 AO -160C.

A03BonqcrbCR 3aMOPOXY'BaHH*/BiATaBaHHRKOMnoHeHTiB Ha60py
peareHTiB no IO pa3iB.

3 ua60py YKpaiHCbK010 MOBOIO.
FlacnopT KOHTPOJIIO *KOCTi.
I-Ia*BHiCTb: Binr10BiAHoc•ri BHMOraM TexHiqHoro
pernaMeHTY LUOAO MenHLIHHX BHP06iB AiarHOCTHKH in vitro.

npo BiA110BiAHiCTbCHCRMH ynpaBniHH* RKicr10 ACTY
EN ISO 13485:2018.
AeKnapauii npo BiJU10BiAHiCTbBHMOraM TexHiqHoro pernaMeHTY
mono MeantiHHX BHP06iB niarHOCTHKH in vitro.
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