
flepxanna ycragoBa <<tlepnineurr<ufi o6racHnfi qeHTp KoHTpoJrrc ra nporpi.rraKTuKrr xnopo6
MinicrepcrBa oxoponlr 3AopoB'n Yrpainu>>

OETPYHTYBAHHfl
rexniqnnx ra qKicHnx xapaKTeprrcrrrK rarynin.iri ToBapy -.ninapcrrci:aco6n piuri (na6opu

encrpanqil ra alru;liQircauii Arq BHsBrenHn nipycy SARS-CoV-2 ra rpr{ry y criunifi soAi no
vroHiropnnry Merogoru IIJIP y pexurvri peaJrbHoro qacy), po:rrripy 6roAxernoro rIptI3HaqeHHq,

o.rircyeanoi naprocri rpeAMera :arcyniuri

(onpunndun€mbcn Ha BuKoHaHHt'nocmaHoau KMY JW 710 eid I1.10.2016 olfpo eQexmueue
ruKopucmauu n d e ptrcar Hux Koutmie > (s i s uin auu) )

HafuwenyeaHHt, uic4eznaxodtrcennn ma idenmufuixa4ittuuit xod santonHuKa e €dunouy
depucaououy peecmpi npudaunux oci6, Qizuunux oci6 - nidnpuem4ie ma zponadcoxux

Qopny o aruu, ilozo xamezopin:
3avroeHr.rK: ,{epNanna ycraHoBa <r{epnineurxrafi o6naclauit ueHTp KoHTponn ra

npo$inaxu4Kr4 xBopo6 MiuicrepcrBa oxoponu:Aopon'r Vr<painra>> (aari - I{eurp)
MicqesHaxoAr(eHHs: 58000, YxpaiHa, rr,r. 9epninqi, ey:r. faxuana enresa Mnrponorura,6yl,.T

Koa €IPilOY 38453009
Kareropin: Aep)KaBHa 6ro4xerua nenpz6yrrona ycraHoBa (ni4npueucrna, ycraHoBLI,

opraHi:aqiT, 3a3Haueni y nynxri 3 qacrunn nepuroi crarri 2 3axony Yxpainn ullpo uy6ni.rHi
rarynieni>).

Hasea npednema saxynieni i: sa3Ha'{eHHsM Ko[y sa eArHuNd saxynieeruHl4M cJloBHurorra (y
pa:i uoliny Ha norr{ rani niaoprocri nonunrii gagnaqarucq crocoBHo Ko)IGoro lora) ra Ha3BLI

eiAnosiaHax rlacu$iraropin npeal,rera :axyniui fr qacrr4H npeAMera :arcyninni (rorie) (sa
narnnocri): .nircapcrrci raco6u pirui (ua6oprr eKcrparcqii ra alrnriQiKarrii Arq BHsBJTeHHq

nipycy SARS-CoV-2 ra rpurry y criunifi eoAi uo *roniropunry MeroAont IIJIP y pexlrvri
peaJrbHoro vacy)e 3a KoAoM eAraHoro :axyninemnoro cnoenrara !K 021:2015 33690000-
3 Jlircapcrni raco6u pirui

B ud npo4edypu saxynioni.
Biarcpuri ropfu grilno ryHKTy 37 nprariuqeBlrx ra nepexi4Hlrx noJloxeHr 3aroHy Yr<painrz ullpo
ny6nivni :axynind> sin 25.12.2015 J\b 922-VIII :i slaiHaMv ra 3 ypaxyBaHHqM roroxeHHq
flocranoen Ka6inery Minicrpie Vrpaiura <flpo 3arBepr)KenHr oco6rueocrefi sAiftcHeHHq

ny6livnnx saxynieels ronapie, po6ir i nocnyr Ans 3aMoBttnKin, nepe.u6auenux 3aronor',r Yrpainz
"flpo ny6niuHi saxyuiBri", na uepioa aii npanonofo pelrorMy BoeHHoro craHy n Yxpaini ra
rrporrroM 90 aHis 3 AHs ftoro npunr4HeHHq a6o cxacynaHHs)) sin 12 )KoBrHq 2022 p. J\b I178 (naaani
- Oco6gueocri).

3 ueroro ga6esueqelrux eSerrr.rnuoi po6oru eipyco.noriqHoi na6oparopii I-{enrpy ofonorxeHo
:arynielro .nixapcsri raco6u pirui (ua6opv eKcrparqii ra aunri{ircaqii Arq BHsBJeHna nipycy
SARS-CoV-Z ra rpuny y criunifi noti no ruosiropuHry MeroAoM IIJIP y pexnrrri peaJrr,Horo
uacy)

OdzpyumynaHHn poz"uipy drodtrcemnozo npusHflqeHHn sriAHo KorxropHcHr.{x npr.3HaqeHb Ha

2025 pix, lepNannuft 6rolxer.

O 6 rpy u my 6 sH Hn o v ixy o un oi e ap mo c m i np e du e ma ru xy n i en L

Bu:na.{eHHx ovixyeauoi eaprocri npeAuera:aryuinni sAiftcHroeanoc{ Ha ocHoei vroniropnHry
uin rurqxoM rrorryKy, s6opy ra aHarisynannr 3afanbHoAocrynHoi iH$opuauii npo qisra

norenqifinr4x rrocraqamnurie npo uiHy rpeAMera :axyuieni ;rinapcslci :aco6u piuri (na6opu
encrparuii ra aun.niQircaqii Arq BuflBrenHr nipycy SARS-CoY-2 ra rprrry y cri.urifi eoAi no
uoHiropnHry MeroAonr IIJIP y pexnui peaJrr,Horo uacy), Ha niAcrani sarnep.uxenoi uesrpaJrbHr.rM
opraHoM Br4KoHaBqoi uaAra, rqo sa6e3ne.rye $opuyBaHHr ra peariaye Aep)KaBHy nonirr.rry y cSepi



rly6niqHux 3aKyniBenb, npr.rMipHoi ueroAraxu Br.r3HatreHHx ouixynalroT eaprocri rpe4uera:axynieli,
a caMe: sri.4rio 3 nyHKroM I po:airy III riara:y MinicrepcrBa po3BrarKy exoHonriru, roprieli ra
cirrcrxoro rocnoAapcrna Yxpainu eil 18.02.2020 ),lb 275 is lnriHaNrpr, MeroAy nopienxHHr
pHHKoBr.rx qin. Meroa nopinuruHr pr4HKoBr.rx qin - ue MeroA BlBHarreHHr ovixyeauoi eaprocri na
niAcrasi AaHr4x pl{Hrqy, a caMe 3afanbHoAocrynnoi nilxpuroT in$oprr,rauii upo uinra
https:.//prqzorro.gov.ual ra iHSopuarlii : orpuMaHr.rx uinoeux nponosuuift ra npaftc-rucris Ha
MOMeHT BnBqeHHq pr{HKy.

Bo4novac, po3noprrAHr{Ky (o,uepNynauy) 6ro.uxeraux rorurin ueo6xiano o6os's3roeo
BpaxoByBarpr Br4Morn iracrnHr4 nepuroT crarri 23 EKy Ta r{acruHr4 uerneproi cra'mi 48 EKV, sri
sa6oponnorb B3qrrq po3nopflAHnKaMrr (oaepxynauauz) 6roaxerHlrx 3o6os's:aHs ra s.4ificHeHHq
nrtarexie 6e: eilnosiAnnx 6ro.{xerHux acr,rrHyBaHb, rrlo B cBoro .repry HaAa}orbcq si.qnoei.4Ho Ao
BcraHoBJreHnx 6roAxerHl{x npr43HaqeHb.

Ouir<ynana napricrs 116 6f3 rpH 00 rcon.

HopmamusHo-npasose pezyJttonsHHn. flpua6aHHq rperMera :aryniani ;rircapcsrci racobu piuri
(ua6opu excrpanuii ra amnni$ircauii Arq BuqBrenun nipycy SARS-CoV-2 ra rpuny y criunift
noAi uo vtoHiropHHry Merolou fIJIP y pexnvri peaJrbHoro .racy) perynroerbcq 3aKono\,r Vxpainra
nllpo ny6niuni saryuinni> eig 25.12.2015 J\e 922-VIII si sNdiHaNau, Oco6luBocrrMr{ ra isruuuu
HopMarIaBHI,{Mpr AoKyMeHTaMI4, Ta isurzlrz HopMarurBHo-npaBoBr{Mra aKTaMr{, rrlo crocyrorbcs
rrpeAMera :axynieni.

-f,xicui ra rexHi.rui xaparrepr{crr4Kri saseJreHoi rilrxocri "rrircapcr,rci raco6lr pi:ni (na6opu
erccrpaxuii ra arun,riQinauii Arq BHqBreHHn nipycy SARS-CoY-Z ra rprrry y crivnifi eoti no
troniropnHry MeroAou IIJIP y pexurui peaJrbHoro rracy) eHsHaqeHi 3 ypaxyBaHHqM peanbHrx
norpe6 nipyconoriunoi na6oparopiT I-{enrpy ra orrrr4MaJrr,Horo cnieeiAHomenHx qiHu ra srocri.

Texniqni ra sxicHi xapaKTepr{crnKr4 rrpeAMera :axyninli noeuHHi siAnosilaru MeAr.rKo-
rexniqHnu yMoBaM Ta craHnapraM, rrepeA6aqesux 3aKoHoAaBcrBoM Yrpainu ra liro.{Ex Ha nepioA
ilocTaqaHHr ToBapy

Bpaxonyroqu BHlIe3a3HaseHe, 3aMoBHHK - I-{eHrp npnfinre piureHnr crocoBHo 3acrocyBaHHq
TaKLIX NI€AI4Ko-TexniqHux ra sxicHprx xapaKrepr.rcrr4K npeAMera:axynieni - .nixapctxi raco6n pirni
(na6opu ercrpaxuii ra amuni$inauii Arq BHqBreHHn eipycy SARS-CoY-Z ra rpury y criunifi
BoAi no uoHiropuHry MeroAo*r fIJIP y pexurui peaJrbHoro uacy)

MEI4KO-TEXHIIilII BI,IMOTI4

nb
nl
II

* Ha:ea
rpeAMeTy
:larcyniui

KnacnQira
Top

Me.[uqHux
nnpo6ia

HK
024;2023

Oaun-
numipy

Kiru
-nicr

MeAurco-rexniqHi BHMorrr

I Ha6ip
peareHrin Arfl
enAireFrnq HK
Ha rrrarHiruUX
qACTUHKAX HA

96 pearcuiil.
Ha6ip
:a6esneqeHrafi

Sinrrpaur,r gnr
npeni4roronnz
criqHnx sor.

52521
Ercrparcqir
/isor.flrriq
rryxleiuoru
X KI,ICJIOT,

na6ip IVD
(aiarHocra
rca in vitro)

Ha6ip I Ha6ip peareHrin Arq erdrireHns HK na traruirunx
r{acrr4HKax ua 96 pearqifi flpn3HaqeHufr ms
erccrpaxqii eipycuoi rryxleiHonoi rcucnoru
(PHIVIHK) s rvrarepialy criquux BoA rrrfl
noAamruoi aerercuii xopouaripycy SARS-CoV-2
MeroAoM rci,uxicHoi IIJIP.

Ha6ip PeareHris npugarunfi p.ns erccrparqii
HyrurelHoBHX KHcJror 3OyAHHKIB npu
BaKoprrcraHHr pi:uux rpaHc[oprHux cepeAoButrl.



Oopr'rar ua6opin Lns eKcrpaKull HyKJIeIHoBlrx

KHcJror sacHosaHllfi Ha rexHoJlorii o6oporHoro

ae'l3yeaHul PHK ra IHK na rr'larHirunx qacrKax .

!o cruIaAy Ha6opy BXoAnrb eci Heo6xiaHi

KOMNOHEHTH E,NA NPOBEACHHfi NOBHO|O UHKTry

erccrparcuii.

TexHiqunfi npouec erccrpaxuii eipycHoi PHIVAHK

Mae He MeHUe 3-x eranie siAN4ueaFIHt.

Buxopncrauux ua6opy aJIr erccrpanuii

nyxleiHoenx KHcJIor He BI'IMarae Ao.{arKoBoro

cneqialruoro o6raAHaHHq rcpiu rofo. uo €

HaTBHHM e,'ra60paropigx: crcteptn aBTOMarHqHOfO

sHAireHHq nyueiuonnx KHcJIor (AHK ra PHK) ua

ocnoei rexHoloril valHiruux qacroK.

PeareHrpr aAanrogaHi Ar.fi BHKopHcraHH-r TaKHMH

aBToMaru3oBaHHMI-1 craHqisNaH sl'IAirenHr tK:

Auto-Pure 32, Auto-Pure 96, KingFisher Flex,

KingFisher Duo Prime.

Ha6ip sa6e:ueqeHufi $inlrparrlu rns
npen iaroroercH criqHlax eoA.

Ha6ip uicrurr iHcrpyxuiro yxpaiuclxolo MoBolo 3

BHKopHcraHHt i: AeTaJIbHHM Ta :po:yt'linnu

onficoM Ko)KHoro s eranis suAirenug.

TepviH npuAarHocri rosapy Ha MoMeHr

IOCTAIIAHH,g 3AMOBHI{KY CKJ]AAATHME HC MEHTUE

80% sia 3ararbHoro replriny npngaruocri,
BH3HaqeHoro eupo6HHKoNa.

2

*

Ha6ip anr
BI4'BJIEHHfl TA

nirsrcicnoi
o(iurcu nipycy
SARS-CoV-2 i

nipycy rpHtry
AraBy
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Ha6ip I Ha6ip npI43HaqeHHil Ens, Aoc,'IiAxeHHr npo6

criqHlrx eoa.

Ha6ip BHlBrte cneurEsiqni nocriAosFlocri PHK E

ra N reHis eipYcY SARS-CoV-2. 6e:

ara$epeuuiauil.

Ha6ip BLIIBJIT{€ cneuu$iuui nocriAosuocri PHK

nipycy rpurry A ra B, 6e: anSepeHuiauii.

Ha6ip BKrIoqa€: enyrpiu:uifi eraoreHsufi

no:LrtttsHhft KoHTpoJIb, noglrrneuufi Ta

HerarneHl4fi xourpol i aun,'ri$inauii.

Ha6ip Mae N,roxrusicrr [poBecru a6colrorny

rcirrrcicuy oqinxy aipycin SARS-CoV-2 ra rpurry

A/B y 3pa3Ky. (flo:urunHtli ItoHrpo,rb Mae

n,ticrnrn :asAareriAt siaoNai rcoHueurpaqil

Bff3HaqeHHX nocriAoeuocre HK ra n'toxe 6yrn

snrcopncraHnfi EIre, no6yaonu rpa$ixy



KaJilOpOBKH.)

3oHau Ant Br4qBreHHr arranniSixauii eipycin
SARS-CoV-2 ra rpnily A i B y 3pa3Ky,

nHyrpiurHsoro no3uruBHoro KoHTponrc r',tiqeni

6apeHurcaun: FAM, ROX/Texas Red, Cy5

Ha6ip yKoMflneKTosaauil peafeHraMn AJm

erccrparcuii AHMHK lpu1arHvlM gna po6oru i:
3pa3KaMu criqHux BoA a raKo)K BHTparHHMlt

uarepiarau 14 Als erafiy nepeniAroroercn
(Sirrrpauii):pa:rcin.

Ha6ip rrricrurs iHcrpyrcqiro yrcpaluclrcorc MoBoro 3

BriKopacraHHr i: AeraJrbHHM Ta :posyni,rr,rrvr

onucoM Ko)KHoro : eranis ennireHHs.

Tepuiu [pliaarHocri rooapy Ha MoMeHr
nocTaqaHHt 3aMoBHHKy CruraAaTHMe He MeHlxe
80% eia 3afzurbHoro repr'aiuy npu4aruocri,
BH3HaqeHofo guDo6nnxou.

9ausa AeKnapauiq rpo BinnoBiasicrr ceprusixar I nacnoprl iHcrpyxuix, Ha.{€r}orbcfl y crna.qi
upono:nqiT AepxaBHolo MoBoro. MaprynanHs err4KerKn sriAHo BHMof r{r.rHHoro 3aKoHoAaBcrBa ra
yKpaiHcbKoro MoBoro.
Teprr,riH ilocrar{aHHq 

- .qo 31.12.2025 p. 3 ypaxyBaHHsM rroJroxeHb AoroBopy npo :arynielro.
Kinrricna xapaKTepucrrzKa rrpeAMera :axylie.ni : 2 no:nuii
HopmarunHo-rlpaBoBi arcru, uo {opmyrors niAcrann 3acrocyBaHHq rporleAyprr

ntAxpurux roprin:
1. 3axoH VrpaiHrz "flpo ny6:rivni :arcynieli" Jt]c 922-VIII eia 25.12.2015 pory (:i :l,riHanrv).
2. flocrauona Ka6iuery MiHicrpin Vxpaina uflpo 3arBep/Ixenns oco6.irueocreft :liftcresris

ny6niuHtrx 3aKy[iBenb roeapie, po6ir i nocryr AJrs 3aMoBuuxin, repeA6aqeuux 3axoHonr YrcpaiHu
"flpo ny6li.rHi :aryniBJti"o Ha nepioA gii npaeoeoro pexprMy BoeHHoro craHy a Vrcpaiui ra
rporqroM 90 anie 3 AHq fioro npnnl{HeHHs a6o cxacyeaHHrr)) sin 12 )KoBrHq 2022 p. J.le 1178 (:i
:uiHalru).

3. Jlzcr Miueronontixu YxpaiHlr <lJ-{oao oco6rueocrefi saiftcHeHHx ny6liqsnx :arynieem na
nepio4 4iT npaeoeoro pexfl.IMy BoeHHoro craHy ra nporsforr,r 90 anie 3 AHq fioro npunuHenss a6o
cKacyBaHHn> sir 20.10.2022 poxy Il! 0997-06.
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