T'OCYJIAPCTBEHHBII KOMUTET JBSIPIKAVHBI KAMITST

IIO CTAHJAPTHU3ATTN IIA CTAHOAPTBI3AIIBIX
PECIIYBJIMKHA BEJAPYCh POCITYBJIKI BEJIAPYCH

CEPTUDOUKAT
OB YTBEPKIEHUUA TUTIA CPEJICTBA U3MEPEHUI

Ne 20705 ot 21 cenTsbps 2026 r.

Cpoxk neficTBuUs — 0€CCPOTHO

HauMenosanue 1 0003HAUEHNE EAUMHUYHOTO SK3EMILTIPa TUIIA CPEICTBA H3MEPEHUIA:
Anraymszatop mouu UriSed mini

3aBojckoil Homep: UMI01000517

IIpousBoaUTEND:
«77 Elektronika Muszeripari Kft.», Bearpus

Brnanenen ceprudukara 00 yTBEpKASHUH TUIIA CPEIICTBA U3MEPEHMUIA:
000 «benMectMeauka», r. Munck, Pecny6sinka Benapyce

Meronvka moBepKu:
MPB MIIL.4012-2024 «Cuctema obecneyeHHs1 exHHCTBAa H3Mepenuii Pecy6iuku Benapyce.
AnanuzaTopsl Moy UriSed. MeTtonnka moBepkm»

ntepsan BpeMeH: MekKJLy I'OCy1apCTBEHHBIMU IOBEpKaMi: 12 MecsineB

Tum  cpencTs usMepeHmMH yTBEpXKISH IIOCTAHOBICHHEM ['OCYNapCTBEHHOIO KOMHTETA
1o crangaprusanuu PeciryOnuku benapyce o 21.09.2026 Ne 107.
YTBEpXKIECHHBIN eMHUYHEIN K3eMIULIP THIIA CPEACTBA H3MEPEHUH paspeIacTcs K IPUMEHEHHIO

Ha Teppuropuu Pecmybmuk apyCch B COOTBEICTBUM C IIPWIAra€MBIM OIMCAaHUEM THUIIA
CpenCTBa U3MEPEHUIA. X

3amecrutens [Ipence; M.A Kucnerko

(vHHLKATBI, haMITH)

e [



[IpunoxxeHue K cepTupUKaTy
00 YTBEpKIEHUU TUIIA
cpeacTBa H3MepeHHﬁ

OT A7 fezestfe 2025 T.
Ne o204

OIIMCAHME THUIIA CPEJICTBA U3MEPEHUI

HaunmMeHnoBanue u 0003HAYCHHUE SAMHIYHOTO 3K3EMIUIIpa TUIA CPEACTBA U3MEPEHHUII:
Anammzatop moun UriSed mini
HanMeHOBaHHe eMTUHUYHOTO 3K3EMITISIpa THTIA CPECTBA U3MEPEHUI:
AHanu3aTop MO4HU
O6o03HaueHne eMUHUTHOTO 3K3EMITIsIpa THUIIA CPEICTBA U3MEPEHUI:
UriSed mini
3aBoackoi Homep: UMIO1000517
Haznauenue:
Anammzatop mMouu UriSed mini Ne UMI01000517 (mamee - anHamm3atop)
IIpeIHa3HaueH U1 KOJIWYSCTBEHHOTO M3MEpeHHs IoKasaTenedl B oOpaslax MOYH C
MCTIOTh30BaHUEM TECT-II0JIOCOK IIPU AMArHOCTHUKE 1n Vitro.

Onucanue:

[TpuHIMT paboTHI aHaTW3aTOpa OCHOBAH Ha aHAlM3e Ocallka 00pa3lloB MOUYU
METOZOM MUKpocKomwy. OOpa3Ibl MOYH ITOMEIIAIOTCS B CIIeNIUAIbHBIE OJJHOPA30BbIe
KIOBETBI, IIPOMCXOIHUT IHECHTPUPYTUPOBaHWE KIOBET i (OPMHPOBAHUS B HUX
MOHOCJIOA, TTOCJIe YeTO MPOU3BOSITCS CHUMKH YacTHI] ¢ OOIBIINM yBEeIUYEHUEM IIPU
MIOMOIIA KaMephl CBETIOMOJNFHOTO MHUKpockoma. [lomydeHHble U300paskeHHs
00pabaThIBAaIOTCS C TIOMOIIBIO IPOrPaMMHOTO  OOECIEUEHHUs, pe3yJbTaThl
HepealoTCs Ha 3KPaH U COXPAHSIOTCS B TaMSATH.

AHanm3aTop MMeeT BCTPOeHHOe mIporpammHoe obecredenue (manee - 110),
UCTIONTb3yeMOe JIJISl YIPABJIECHUS! BHyTPEHHUMH pabOYMMU TIpoOLieccaMM, 00paboTKH,
XpaHeHVsI, MHAUKAIIUH U TIepeadn pe3ynsraToB usMepenuii. [10 unentupunupyercs
MyTeM BBIBOJIa HOMEpa BEPCHU Ha dKpaH MOHHUTODA, UMeeT IMPOrpaMMHEIE CpelCTBa
3aIIUTHI OT CTOPOHHETO BMEIIaTENbCTBA.

OO0s3aTenbHEIe METPOJIOTHICCKHUEC Tpe6OBaHI/I}IZ OpeaACTABJICHBI B Ta6J'II/H_[e 1.

Tabmnura 1
HanMmeHoBaHMe XapaKTEpUCTUKH, €TUHULIA BEITUYUHBI 3HaueHue
JranazoH m3MEpeHU CUeTHOM KOHIIEHTPAlMh SPUTPOLIUTOB
1 ot 0 7o 330
(RBC), Mk
[omyckaemoe  3HadeHHWE  OTHOCHTEIBHOTO  CPEIHETO
kBagparudeckoro  otkimoHeHuss (OCKO)  pesymnbTaToB 40,0

W3MEpEeHHI CUeTHON KOHIIEHTPALUU SPUTPOLIUTOB, Yo




Oxonuanue TadIus! 1

HanMeHoBaHMEe XapaKTepUCTUKH, €IUHHUIIA BETUUNHEI 3HaveHue
Jlama3oH W3MEepeHWi CUeTHOM KOHIEHTpallud JIEUKOLUTOB
1 ot 0 mo 550
(LEU), Mxn
JHomyckaemoe ~ 3HaUeHUE OTHOCHUTEIBHOTO CpeIHero
kBagparudeckoro  otkimoHeHus  (OCKO)  pe3ynbratoB 50,0

M3MEPEHUM CUETHON KOHICHTPAIMH JICHKOLUTOB, %0

OCHOBHBIE TEXHUYECKHE XapaKTEPUCTHKHA U METPOJIOTHYECKHIE XapaKTEPUCTHUKH, HE
OTHOCSIIMECS K 00s3aTeIbHBIM METPOJIOTHUYECKUM TPeOOBaHUSIM: IIPEICTABICHEI B
tabnuie 2.

Tabmuna 2
HanmMeHnoBaHue XapakTepUCTUKH, SAUHUIA BEITUUUHBI 3HadeHue

Jlrama3oH HampsDKEHUS] TUTaHUs CeTU IIepeMeHHOro Toka™, B ot 100 o 240
Jmara3oH 9acTOTHI NHUTaroIeH cetu™, I'1g ot 50 mo 60
[Torpebnsemas momHocTh*, B-A, He Goree 100
["abaputabie pazmepsl (ILIXI'xB)*, mMm, He Gomee 305%x315x%325
Macca*, xr, He Oomee 10
VYcnoBus sKeITyaTanuun™:

- IWara30H TeMIIePaTyphl OKPYKaFOIIero Bo3ayxa, °C ot 15 no 40

- IMAaIa30H OTHOCUTEIIBHOM BIAXHOCTHU OKPYIKAIOLIErO ot 20 mo 80
BO3ayXa, %0

* CorjiacHO pYKOBOACTBY IONB30BATENs, IIPH IIPOBEJCHHH METPOJIOTUYECKOH  3KCHEPTHM3EI
XapaKTePUCTHKA HE MOATBEPIKIANIACk.

KomrtekTHOCTE: IpeacTaBiIeHa B Tabmue 3.

Tabmauna 3
HaunmenoBanue KommuecTBo
Anammzatop mour UriSed mini Ne UMI01000517 1 .
PyxoBoacTBO mob30BaTeNs 1 2x3.

MecTo HaHeCceHUs 3HaKa YTBEPXKICHUS THUIA CPENCTBAa M3MEPEHUU: Ha TUTYJIBHOM
JUCTE PYKOBOJICTBA MTOJIb30BATEIS.

[ToBepka ocymiecTBisiercss B cootBeTcTBUU ¢ MPB MIL4012-2024 «Cucrema
obOecrieueHust enuHCTBAa M3MepeHuil Pecnybnuku benapych. AHamu3aTtopsl MOYH
UriSed. MeToauka IOBEpKI».

CBeneHuss 0 MeToaMKax (MeTomax) W3MEpPeHHWH: METOAMKH (METOIbI) U3MEpEHHH,
MIPUMEHSIEeMble COBMECTHO CO CpPEJCTBOM W3MEPEHUM, IPOU3BOAUTEIIEM HE
yCTaHOBJIEHBI.



HopmaruBHBIE IIpaBOBBIE aKTBl, B TOM YHCIe OOs3aTelbHBIE IS COONIOJEHMUS
TEXHUYECKHE HOPMATUBHEIE IIPABOBBIE aKThl, TEXHUUYECKHE HOPMATHUBHBIE IMPABOBHIE
aKThl B OOJaCTH TEXHHUYECKOTO HOPMHUPOBAHMS W CTaHAAPTHU3AlNU, JOKYMEHTHI B
O0JIaCTH TEXHWYECKOTO HOPMHPOBAHUS U CTAHAAPTU3AIMHM, HE SBIISIOLIHAECS
TEXHUYECKUMU HOPMATUBHBIMHU NPaBOBBIMU aKTaMU, JOKYMEHTAIIUS ITPOU3BOIUTEIII
UIM TEXHUYEeCKOe 3aJlaHre 3asiBUTENS Ha METPOJOTUYECKYI0 OKCIIePTHU3Y,
yCTaHaBJIMBAOIIUe TPeOOBaHUS K TUITY CPEJCTBA U3MEPEHMIM:

PYKOBOJICTBO T0JIb30BaTEIS;

TEXHUYECKOE 3a/IaHUe 3asBUTEJIS.

WNnenTrduKanys nporpaMMHOro obecriedeH s : pecTaBieHa B Tabuie 4.

Tabmuma 4
WnenTudukamoHHpIe TaHHBIC 3HadeHue
Howmep Bepcun (upenTudukannonssii Homep) 110 He Huxe 4.1
ITpouzBonuTeNs:

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

3aKIIoueHHe O COOTBETCTBHM YTBEPXKAEHHOTO THIIA CpEICTBA H3MEPEHUM
TpeOOBaHUSAM HOPMATUBHBIX IIPABOBBIX AKTOB, B TOM YHCJIe O0S3aTENbHBIM IS
COOMIONEHNS] TEXHUYECKUM HOPMATHBHBIM IPABOBBIM  aKTaM, TEXHUYECKAM
HODMATHBHBIM IIPaBOBBIM aKTaM B OOJAaCTH TEXHHYECKOTO HOPMHPOBAaHHS |
CTaHAapTHU3allUM, [TOKYMEHTaM B OO0JaCTH TEeXHHYECKOrO0 HOPMHUPOBAHUS U
CTaHAAPTHU3alLUK, HE SBJSIOIIMMCS TEXHUYECKHMH HOPMATHBHBIMH IIPABOBBIMU
aKTaMH, JOKYMEHTALU{ MTPOU3BOAUTEINS WM TEXHUYECKOMY 3aJaHUIO 3asiBUTETS Ha
METPOJIOTHYECKYIO0 3KCIEepPTH3y B OTHOIIEHWUHM EIWHUYHOTO OK3eMIULIpa THUlla
CpelCTBa U3MEPEHUN: YTBEpXK/IEHHBIM THII CPEIICTBa M3MEPEHUN « AHAIM3aTOp MOYH
UriSed mini Ne UMIO01000517» cooTBeTcTByeT TpeOOBaHUSIM PYKOBOJCTBA
TI0JIb30BATENIs C yUETOM TEXHUUECKOTO 38 IaHusI 3asIBUTEIIS.

Tun cpencrsa U3MepeHU OTHOCUTCS K KATETOPUH:

IIynkr 6.8 cormacHo IlepeuHs kaTeropuil CpeicTB HU3MEPEHUH, MPECTaBISIOIIX
COBOKYIIHOCTb CPEACTB WU3MEPEHUN OJMHAKOBOIO HA3HAUCHUS, MPUMEHSEMBIX IPH
U3MEPEHUIX B cdepe 3aKOHOIATeIFHOW METPOJIOIHH, SK3EMIUISIPBI YTBEPIKICHHOTO
TUIIA KOTOPBIX IIOAJIEKAT TOCYAapCTBEHHOW IIOBEpKE C YCTAaHOBJIEHHOW B HEM
IEPHUOJUYHOCTEIO (@HAJIN3aTOPhI COCTABa U CBOHUCTB OMOJIOTUYECKUX CPEL).

VIIONHOMOYEHHOE  IOPUAMYECKOe  JIMI0, MPOBOJAMBIIEE  METPOJOTHYECKYIO
OKCHEPTHU3Y B LEJISIX YTBEPXKICHUS THIIA CPENICTBA H3MEPEHUS:
Pecmy6inkanckoe yHHUTapHOe Opennpusitie «BpecTckuii IEHTp CTaHIapTH3AllWH,
METPOJNIOTHH U cepTudukanum», PecmyOmuka bemapycs, 224001, r. Bpecr,
yi. Kmxesarosa, 10/1, +375 162 580870, csm@csmbrest.by.



[Tpunoxenue: 1. ®otorpaduu obiero BUaa CpeAcTBa U3MEepeHUi Ha 1 TucTe.
2. Cxema (pUCYHOK) C yKa3aHHEM MecTa I HaHeCCHHsI 3HaKa
IIOBEPKU CpPe/ICTBa M3MepeHul Ha 1 nucTe.

3aMeCcTUTeNb JUPEKTOpa M0 METPOJIOTHI %j
PVII «bpectckuiit LHCMC» * JILA. PyKOBUYHUKOB




ITpunoxenue 1
(oGs3aTenpHOE)

®dotorpaduu o6IIero BUAa CpeIcTBA U3MEPEHUH

Pucynok 1.1 — ®otorpadust ob1ero Buaa aHaauzaTopa MOYH
UriSed mini Ne UMI01000517

UriSed mini

Urine Microscopy Analyzer

[cTIN (01)05997345779669
4] (1) 190123 [REF] (240) umi-9901
{21) UMI01000517

100-240V ~ 50-60Hz max 6A 2T8BAL 250V
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Pucynok 1.2 — ®ororpadust MapKUpOBKY aHATU3aTOPa MOYH
UriSed mini Ne UMI01000517



ITpunoxenue 2
(obs3aTenbHOE)

Cxema (pUCYHOK) C YyKazaHHWEM MecTa JUIsl HAHECeHUs 3HaKa MTOBEPKHU
CpPEICTB U3MEPEHUMN

Mecto 1 HAHECCHHA 3HaKa ITIOBEPKU

Pucynok 2.1 — Cxema ¢ ykazanueM MecTa JUIsl HaHeCeHUS 3HaKa TTOBEPKHU
Ha aHanuzaTop Mouu UriSed mini Ne UMI01000517



