TOCYJAPCTBEHHBII KOMUTET I3SIP3KA VHBI KAMITAT

IIO CTAHJAPTU3 AT ITA CTAHOAPTBI3AIIBII
PECITYBJIMKHA BEJIAPYChH _ POCITYBJIIKI BEJIAPYCH

CEPTUDOUKAT 3
Ob YTBEPKJIEHUU TUIIA CPEACTBA N3BMEPEHUU

Ne 20733 ot 21 cenTsiOps 2026 r.

Cpoxk me#icTBus — 6eCCpOTHO

HawnmMenosanue u 0003HaueHNE eMHUYHOTO SK3EMIUIAPa THIIA CPEACTBA U3MEPEHUIA:
Anasmszarop moun LabUReader Plus 2

3asojackoit Homep: UA301001405

IIpousBoguTENb:
«77 Elektronika Muszeripari Kft.», Bearpus

Brnanenen ceprudrkata 06 yTBEpKICHUHU TUIIA CPEACTBA U3MEPEHUIA:
I'Kb Ne 3 r. I'pozno, r. I'poano, Pecniy6uka Beapycn

Mertonyka oBepKuU:
MPB MIIL.4011-2024 «Cuacrema obecriedeHHs1 eTHHCTBa H3MepeHnit Pecy6iinkn Benxapycs.
AnamsaTopsl mouu LabU. Metoanka mosepkm»

WurepBain BpeMeHN MEXITY IOCY JapCTBEHHBIMU TTOBEpKaMut: 12 MecsineB

Tum  cpemcts  w3MepeHMii  yTBEPXKIEH IIOCTAHOBIECHHEM | OCYJApCTBEHHOTO KOMMTETa
1o cragpapTusanuu PecryOnuku bemapyce ot 21.09.2026 Ne 107.
YTBEPKICHHBIN €IMHUYHBIN SK3EMIUIAP THIIA CPECTBA U3MEPEHUHN Pa3pelIacTes K IPUMEHEHHIO

Ha Tepputopuu Pecrmy6muku bemapyck B COOTBETCTBUH C IpMIIaraeMbIM OIMCAHUEM THUIIA
CpeACTBa U3MEPEHUH.

H.A Kucaenko

(vHULKANTE!, QamMETs)




[Tpunoxenne K cepTUPUKATY
00 YTBEpXXJIeHUU THUIIA
CpeZicTBa U3MEPEHUMN

0T fLeezeesz2044 T.
Ne Z2poZ 75

ONMMCAHUE TUIIA CPEACTBA U3MEPEHU

HanmeHnoBanue u 0003HaYCHHE €MIMHUIHOTO SK3EMIUIIpa TUTIA CPEACTBA U3MEPEHUMN:
Amnammzatop Moy LabUReader Plus 2
HanmMeHOBaHNE e TMHUIHOTO 3K3eMIUISIpa THTIA CPEACTBA U3MEPEHMI:
AHanuzaTop MO4H
O6o3HavYeHNEe SAUHUIHOTO SK3EeMILIIpa TUTIA CPEICTBA U3MEPEHUN:
LabUReader Plus 2
3aBoackoi Homep: UA301001405
Haznauenwue:
Amnamuzatop moun LabUReader Plus 2 Ne UA301001405 (nanee - anamuzatop)
IIpeaHa3HavYeH U1 KOJIMYECTBEHHOTO W3MEpEHHs IMoKazaTenedl B oOpasiax MOYH C
WCITIOJIE30BaHUEM TECT-IIOJIOCOK IIPH TUAarHOCTUKE in Vitro.

Ormmcanne:

[IpuHuMn wW3MEpeHWs aHaIW3aTOpa OCHOBaH Ha METONE OTpPaKaTelbHOU
doromerpun. Tecr-mojocka, cMmo4YeHHass B HCcIegyeMoM oOpaslie MouH,
ITOMEIAaeTCsl MO ONTHUYECKYI0 U3MEPUTEIBHYIO TOJIOBKY. 3aTeéM Ha TECTOBBIE 30HBI
IIOJIOCKH CBETOJMOIAMM H3JIYy4aeTCs CBET C OIPEIASICHHOM IIWHOU BOJIHBI H
OTpaX€HHBIH ynaBnuBaeTcs GorogeTekTopamu. [lomydeHHbIN cUTHAT TpeodpasyeTcs
B UG POBOI U mepenaeTcsi B MUKPOIIPOIIECCOP, KOTOPHIN BBITIONHSIET BEIUUCICHUS U
Janee BBIBOJUT Pe3yJIbTaT Ha BCTPOSHHBIN AUCILIEH.

AHanmmzaTop WMeeT BCTPOEHHOe MporpaMMHoe oOecrieueHue (mamee - 110),
UCIIONIB3yEMOe ISl yIpaBIIeHW BHYTPEHHUMHU pabouuMM Ipoleccamu, 00padoTKwy,
XpaHeHus, MHAUKAIMHU U Tiepeiadn pe3ybratoB u3mepennit. [10 unentudurupyercs
IlyT€M BBIBOJA HOMEpA BEPCUU Ha SKpaH MOHHUTOpPA, UMEET IIPOTPaMMHEIE CPEIICTBA
3aIUTHI OT CTOPOHHETO BMEIIATEIbCTRA.

Ob6s13aTeNbHBIE METPOJIOTHYECKHE TPeOOBaHMs: MIPeICTaBICHEI B TabmuIle 1.

Tabmnura 1
HanmMmeHoBaHME XapaKTEPUCTUKA, SIUHUTIA BETUINHBI 3HadeHMe
Jnanazon usmepenuit pH or4 109
Jlommyckaemoe ~ 3Ha4YeHHWE  OTHOCHTEIBHOTO  CpPEeHEro
kBagpatuaeckoro  otkinoHeHms (OCKO)  pesympraroB 10,0
m3mepenuit pH , %




Oxonuanue Tadmunsl 1

HavnMeHoBaHMe XapaKTepUCTUKH, €IUHUIA BEIUIUHBI 3HaueHue
Jlnama3zoH W3MEpeHHM CYeTHON KOHIIEHTpAIlMM 3PUTPOLUTOB '
1 ot 0 mo 330
(RBC), MKkt
JlommyckaeMoe ~ 3HauU€HHUE OTHOCHUTETBEHOTO CpeHEero
kBagpatudeckoro  oTrkioHeHuss  (OCKO)  pesynpraroB 40,0
HM3MEPEHHH CUeTHOM KOHIIEHTPAIMH DPUTPOLIUTOB, Yo
Jlnama3oH W3MEpPEeHUl CUeTHON KOHIICHTpallud JIEUKOLIUTOB
B ot 0 mo 550
(LEU), Mxx
JlommyckaemMoe ~ 3Ha4YeHUE OTHOCHUTETEHOTO CpeIHero
kBagparuyeckoro  otkioHenus  (OCKO)  pesynpraToB 50,0
M3MEPESHUM CUeTHOW KOHIIEHTPAIMHU JEHKOIUTOB, Y0

OcHOBHBIE TeXHHYECKHUE XapaKTCPUCTHUKH U METPOJOTHICCKUE XAPAKTCPUCTUKHU, HE
OTHOCAIIIUECCA K 0053aTeIEHEIM METPOJIOTHIECKHNM Tpe6OBaHI/IHMZ MMpEACTaBJICHBI B

tabmnuite 2.
Tabmuna 2
HanmeHoBaHMe XapaKTepPUCTUKH, €AMHHUIIA BEIHINHBI 3HayeHue
JlnanaszoH HampsDKeHWs TUTAHNs CETH epeMeHHoro Toka*, B oT 100 mo 240
JlnanaszoH 9acTOThI nUTaroIIel cetu™, ' ot 50 mo 60
HoMuHansHOE HanpsHKEHUS MUTaHUS IIOCTOSHHOTO ToKa (OT 12
azanrtepa), B
[ToTpebnsiemast MortHOCTR ™, B-A, He 6omee 70
I"abaputabie pazmepsl (IIIXIxB)*, MM, HE Gomee 300x300x170
Macca*, xr, He OoJiee 6
VYcnoBus sKcITyaTanuun’®:
- IWana30H TeMIIepaTypbl OKPYIKaroIlero Bo3ayxa, °C ot 15 mo 32
- IUAIla30H OTHOCUTEIBHOM BIAXXHOCTHU OKPY KAFOILIETO ot 20 o 85

BO3AYyXa, %0

XapaKTePUCTHKA HE MTOATBePKIAIACK.

*  CornacHo PYKOBOACTBY  IIOJIB30BATC/iA, IIpH IIPOBEACHUH Merponornqecxoff[ SKCIICPTHU3BI

KommnekTHOCTR: TipeicTaBieHa B TabuIie 3.

Tabmura 3
Hanmvenosanue Konuuectno
Amnanuzarop mouu LabUReader Plus 2 Ne UA301001405 1 mrT.
PyxoBozncTBo monb3oBartens 1 3K3.

Mecto HaHECeHHs 3HaKa YTBEPKACHUS THUIA CPEJCTBA MU3MEPEHUH: HA THUTYJILHOM

JIUCTC PYKOBOJACTBA ITOJIB30BATECIIA.



ITosepka ocymecTBisieTcs B cootBeTcTBHM ¢ MPE MIL4011-2024 «Cuctema
obecrieuenus eIWHCTBA M3MepeHuH PecrmyGmuku Benapych. AHanm3aTopsl MOYH
LabU. MeToauka moBepKm».

Ceenmenus o MeToAMKax (MeTOZax) HM3MEepeHWi: METOINMKH (METOIBI) U3MEepeHHH,
[IPAMEHsSIeMbIE COBMECTHO CO CpEICTBOM HU3MEpPEHUH, MPOU3BOJUTEIIEM He
YCTaHOBJICHBHI.

HopmarusHBIE IIpaBOBBIE aKTBl, B TOM UHCIIE O0A3aTENbHBIE UL COOJIOIEHUS
TEXHUYECKAE HOPMATUBHEIE IIPABOBLIE AKTHI, TEXHUUECKIE HOPMATHUBHEIE ITPABOBEIE
aKTEl B OOJIACTH TEXHMYECKOTO HOPMHPOBAHUS W CTaHIAapPTU3ALMHU, JOKYMEHTH B
007aCTH TEXHWYECKOTO HOPMHUPOBAHUS ¥ CTAHOAPTU3AIMH, HE SBISIOLIAECS
TEXHUYECKUMU HOPMATHUBHBIMH IIPABOBBIMU aKTaMU, JOKYMEHTAIUS TIPOU3BOIATEIIS
WIA TEXHHYECKOE 3aJaHhe 3asgBUTENs Ha METPOJIOTHUECKYIO OSKCIIEpTH3Y,
yCTaHaBIMBarOIKe TpeOOBAHNUS K THITY CPeICTBa U3MEPEHNU:

PYKOBOJICTBO TIOJT30BaTEIS;

TEXHUYECKOE 3a/IaHue 3asBUTEIS.

WnenTrdukaiys nporpaMMHOT0 00eCTIeYeHus: IpecTaBlieHa B Taduule 4.

Tabnuma 4
WnenTnhukannoHHble TaHHEIE 3HaueHue
Howmep Bepcuu (naentudukannonnsi Homep) ITO He Hke 1.0.13
[IpouszBoauTEND:

«77 Elektronika Muszeripari Kft.» Fehervari ut 98 1116 Budapest, Benrepckas
PecnyOmnuka.

3aKkiFOYeHHE O COOTBETCTBUU YTBEPXKACHHOTO THIIA CPEINCTBA HM3MEPEHUM
TpeOOBAaHMUAM HOPMATHBHBIX IIPABOBBIX AKTOB, B TOM YHCJIE OOS3aTENbHBIM I
COOMIONEHNsT TEXHUYECKMM HOPMATHBHBIM TIPABOBBIM  aKTaM, TEXHUYECKHM
HOPMAaTHUBHEIM IIPaBOBBIM aKTaM B OOJacTH TEXHHYECKOr0 HOPMHPOBAHUS WU
CTaHIAPTHU3allWK, JOKYMEHTaM B O0JacTH TEXHUYECKOTO HOPMHPOBAHUS U
CTaHAApPTHU3AlMK, HE SBIAIOLIUMCS TEXHUYECKUMU HOPMATHBHBIMU IPABOBBIMU
aKTaM¥, TOKYMEHTAIMU IIPOU3BOAUTENS UM TEXHUICCKOMY 3aaHUIO 3asBUTENS Ha
METPOJIOTUYECKYI0 OKCIEPTH3y B OTHOLICHWM EOWHUYHOTO SK3eMIUIIpa THIA
CPEeNCTBa U3MEPEHMI: YTBEPKIECHHBIM THUII CPEICTBa M3MEPEHUN «AHAIU3aTOp MOYM
LabUReader Plus 2 Ne UA301001405» cooTBeTcTBYeT TpeGOBaHMSIM PYKOBOZICTBA
TIOJIE30BATENA C YI€TOM TeXHUYECKOro 3aaHus 3asBUTEIS.

Tum cpencrsa u3sMepeHU OTHOCUTCS K KaTETOPHH:

[Tynkr 6.8 cormacHo IlepeuHst KaTeropuii CpeiCTB W3MEPEHMH, MPENCTABISIOIINX
COBOKYITHOCTb CPEJICTB HU3MEPEHHH OIMHAKOBOI'O Ha3HAYEHUS, IMPUMEHSEMBIX IPH
H3MEpPEHUIX B cepe 3aKOHOIATENBHON METPOJOTHH, SK3EMILIAPEI YTBEPKIESHHOIO
TUIIA KOTOPBIX IIOMUIEKAT TOCYJAapCTBEHHOM IOBEPKE C YCTAHOBJIEHHOH B HeEM
MEPUONIHOCTEIO (aHAIN3aTOPBI COCTABA U CBOWCTB OHUOIIOTHYECKUX CPEX).



VIONHOMOYEHHOE  IOPHUAMYECKOE  JIUIO, TPOBOAMBIIEE  METPOJOTHYECKYIO
SKCIIEPTHU3Y B LEIIX yTBEPKICHUS TUIIA CPEJICTBA U3MEPEHMUS:
Pecny6nuKaHcKoe YHHTapHOe MpeAnpusTie «bpecTCKuil LEeHTp CTaHIapTH3allWy,
METPOJIOTUM U cepTHUuKanuu», Pecrmybmuka bemapycs, 224001, 1. bpecr,
yi. Kmkesarosa, 10/1, +375 162 580870, csm(@csmbrest.by.

[Tpunoxxenue: 1. @ortorpaduu obIero BuAa CpefcTsa N3MepeHni Ha 1 aucre.
2. CxeMa (pHCYHOK) C YKa3aHHUEM MECTa JIJIsl HAaHEeCEHHUs 3HaKa
TTIOBEPKH CPeJICTBA UBMEPEHUN Ha 1 JHCTe.

3aMecTUTENb TUPEKTOpa TI0 METPOIOTUH /j;:)
PVII «bpectckuit LICMC» ' JILA. PyKOBUYHHKOB




IIpunoxenue 1
(obs13aTennpHOR)

®ororpaduu 061Ier0 BUA CPEICTBA H3IMEPEHUI

Pucynoxk 1.1 — @otorpadus obimiero Bruaa aHaIu3aTOpa MOYH
LabUReader Plus 2 Ne UA301001405

‘W&m 116 Busmpest Fnarvin 6t 30 g

Pucynoxk 1.2 — ®oTtorpadust MapkKApOBKHY aHATA3aTOPa MOYH
LabUReader Plus 2 Ne UA301001405



ITpunoxenue 2
(oOs3aTepHOE)

Cxema (pUCYHOK) C yKa3aHUEM MecTa JJIsl HAaHEeCSHWsI 3HaKa MMOBEPKH
CPELCTB U3MEPECHUN

Mecto Ul HAHECEHUA 3HaKa IIOBEPKHU

L ol SF Temene e F ¥ awn £2

Pucynok 2.1 — Cxema ¢ ykazaHHeM MecTa JUIsl HAaHECCHUS 3HaKa ITOBEPKU
Ha aHanmsaTop Moun LabUReader Plus 2 Ne UA301001405



