T'OCYJIAPCTBEHHBIA KOMHUTET BSIPIKAVHBI KAMITAT
IO CTAHIAPTH3AITAN ITA CTAHJIAPTBIBAIIBII
PECIIYBJIMKH BEJIAPYCh PACITYBJIKI BEJIAPYCh

CEPTUOUKAT 5
Ob YTBEPKAEHWUU TUIIA CPEACTBA U3MEPEHHNUA

(:[B Ne 20005 ot 5 mag 2026 1.

Cpox nericTBus — 6ecCpouHO

HaunmenoBanue u 0603HaUYEHNE €NUHUYHOTO 3K3EMILISIpa TUIIA CPENCTBA U3MEPEHUI:
AHaJau3aTop rematoJiornyeckuii asromartudecknid DxH 500

3aBojackoil Homep: Ne BA100715

[Ipou3BOAUTENE:
«Beckman Coulter Ireland Inc.», Upnanans
(mpousBoacTBenHas miaomanka: «BIT Analytical Instruments GmbH», I'epmanus)

Bnanenen ceprugukara 06 yTBepK/I€HUU THITA CPEJICTBA M3MEPEHUI:
000 «Anbrumen Tpeiin», r. Munck, PecmyOinka bemapycs

MeToauka IoBepKuU:
MILMI" 0676-2026 «Cucrema oGecrieueHusl eAUHCTBA H3MepeHuid Pecnybamku Benapyce.
AHajM3aTopsl remMaTojiornyeckue apromatudeckue DxH 500. MeToauka nmoBepkm»

WHTepBan BpeMeHU Mex/ly roCy 1apCTBEHHBIMHY ITOBEpKamMu: 12 Mecsinen

Tun cpeacTB U3MEpPEHUN yTBEPXKICH IIOCTAHOBIEHWEM | OCYylapcTBEHHOTO KOMWTETA
1o cranfaprusanuu Pecrrybnuku benapycs ot 05.05.2026 Ne 52.
YTBEpXKIECHHBIN €IMHUYHBIA 9K3EMIUIAP TUIIA CPEICTBA U3MEPEHUH pa3pelnaeTest K IPUMEHEH IO

Ha Teppuropun PecryOmuku benapyck B COOTBETCTBUM C TPHJIaraeMbIM OITMCAHHEM THITA
CpeaCTBa U3MEPEHUIA.

3amectutens [Ipencenatemss /- i & ) U.A Kucnenko

(vHMUMANEL, haMuITKs)
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[Tpunoxenue K cepTudukary

00 yTBEpKIIEHUHU THUIIA

CpeacTBa U3MEPEHUH

or 05 253 206 Ne 20005~

OIIMCAHME THUIIA CPELCTB M3MEPEHUU

HaumernoBanue U 0003HaUeHHE SARHIYHOTO K3EMIIIPA TUIIA CPEACTBA U3MEPEHUM:
Amanu3aTtop reMaronorumdeckuif apromaruaeckuit DxH 500

HanMenoBaHue eUHUYHOTO SK3EMILIIpa THIIA CPEACTBA H3M€p€HI/II>'IZ
AHaIII/BaTOp reMaToJIOTHYSCKHE aBTOMATHISCKU

O6o3HaueHne eMUHIYHOTO SK3EMIUISIpa THIIA CPEICTBA H3MEPEHUM:
DxH 500

3aBomackoit Homep: BA100715

Hasnauenue:

Anamasatop remaronorayeckuii apromarudeckuit DxH 500 (manee — ananusarop) NpeiHasHaYeH
U M3MepeHrs CUETHBIX KoHIeHTparmii neiikormros (WBC), spurporuros (RBC). TpombormToB
(PLT) u maccoBoit konneHTpaiwy remornotnsa (HGB) B kxposw.

Omnucanye:
[pvHIMT AeHCTBHUS aHATM3AaTOpA OCHOBAH HA CIEAYIOIIMX METONAX H3MEPEHHUH: alepTypHO-
HMITEJAHCHOM (KOHIYKTOMETPUIESCKOM) METOE, (POTOMETPHUECKOM METOJIE.

AIIepTYpHO-UMTICIAHCHBI METON NPHMEHSETCS B aHAIU3aTOpe UL OMPENSTCHHUS CUCTHBIX
xounenTpamit nefikonuros (WBC), spurponuros (RBC) u tpombormtos (PLT). Jlanusrii MeTox
OCHOBaH Ha OIPEJCIICHHH W3MEHEHHH OSIEKTPUYECKOTO CONPOTHBICHWS, BO3HUKAIOIUX IIPH
IPOXOXKIEHHU KIETOK KPOBH, B3BELICHHBIX B 3JIEKTPOIHTE (TOKOIPOBOIAIIEM pasdaBHTEINe),
gepe3 aneprypy (MHKPOOTBEPCTHE) ¢ H3BECTHBIMH pasMepaMH. J[Jisd Co3fgaHusi TOKOIPOBOIA
HCIIONMb3yeTcs Tapa BIEKTPOJIOB, DACHONOKEHHBIK ¢ 00eMX CTOpOH amepTypel. [lpw
MPOXOXKACHUM KaKI0M KIETKM KPOBU dYEPe3 amepTypy MEKAY ODICKTpOJaMU IMPOMCXOAMT
OpEPHIBAHKUE  JJEKTPHYECKOTO  TOKA, YTO  BBI3BIBAET  HM3MEHEHEHWE  3JICKTPHYECKOro
CONPOTHTBIEHHS B CHCTEME, MPOMOPIHOHAIBHOE pasMepy JToH KieTku. M3smenenue
COIIPOTUBJICHUS B CBOIO OUEPE/b BHI3BIBACT INEKTPUIECKUH UMITYIIBC, KOTOPBIA PETHCTPUPYSTCS
U M3MEpSeTCS aHaIM3aTopoM. UHCIO CreHEpUPOBAHHBIX HMITYJIHCOB COOTBETCTBYET YHCITY
KIETOK, IPOINENINHX 4Yepe3 amepTypy. AMIUIUTYAa HMILyJibca [POIOPIIMOHAIbHA pasMepy
KJIETKH, 4YTO IIO3BOJSET IPOrPAMMHOIOMY OOECIeueHHI0 aHalu3aTopa KiIacCH(QUIMPOBAThH
KIETKH B COOTBETCTBHH C MX Pa3sMEpPOM M aBTOMATHUYECKH pasziesiiTh Ha Jelikouutsl (WBC),
sputporuthl (RBC) u tpombonute! (PLT) B COOTBETCTBHHM € IIPENYCTAHOBICHHBIM AITOPUTMOM.
M3MepeHHble aHAIU3ATOPOM 3HAYEHHs HUMILYIBCOB NPH MPOXOKIEHUH OIIPEJIeIeHHOro odbema
KUIKOCTH dYepe3 amepTypy aBTOMATHYECKH IEPECUMTHIBACTCA € IIOMOINBIO IIPOTPaMMHOIO
obeclleyenns aHaIM3aTOpa B CUeTHYK KoHueHTpanuio JelikouuToB (WBC), sputpouurtos
(RBC) u tpomGonuTos (PLT) B ucxoaHo# npobe KpoBU.

DOTOMETPHYCCKAM METOA MPHUMEHSETCS B aHAIM3aTope [JIs ONpPENCNECHHsS MacCOBOH
kounentpaiun  remorinodbuna (HGB). CymsocTs gaHHOTO MeTOZa 32K/IHOYaercss B
npeobpasoBaHul  reMoriobuHa B CTAOWIBHBIH ~ OKCHTEMOITIOOMH C  HCIOIb30BAHHEM
JTM3WPYIOMIETO  peareHTa ©  TOCHEAYIOmEeM  H3MEPEHMHM  WHTEHCHBHOCTH — H3IIYUYCHUS



MOHOXPOMATHYECKOIO CBETa, IIPOLICAIIETO Yepe3 JM3HPOBAHHBIA pacTBOp (OmTHYecKas
MIOTHOCTE JIM3MPOBAHHOTO PacTBOpa IPONOPIMOHANbHA KOHIIGHTPAI[H TeMOoTIobrHa B Ipode).
B KadecTBe HMCTOUHWKA H3IIYYCHUS B AHAIHM3ATOPE WCIIONB3yeTCs CBETOAMOIHEIN HCTOYHHK
CBETA IPU AMUHE BONHEI 545 HM. VI3MepeHHbIH CUTHANI CPAaBHUBASTCS ¢ CHTHAIIOM, IOIY4YEHHBIM
MPH MPOXOXKIEHUH CBETA OT 3TOrO JKE€ HCTOYHUKA YePe3 XOJIOCTON pacTBOp (PacTBOP peareHToB
Oes nmoGapmeHms npoOBI), M C TIOMOIMIBIO IPOrPAMMHOTO OOECIEYEHHs aHAIU3aTopa
@BTOMAaTHYECKH NIEPECUUTHIBACTCS B MACCOBYIO KOHIIEHTPAIIUIO TEMOTIIOOHWHA.

OOGs3aTenpHBIE METPOIOTHYECKUE TPeOOBaHS: TPEACTARICHEI B Tabmuie 1.

Tabmwuma 1
[penen D0mycKaeMoro OTHOCHTEIRHOIO
CPEIHEKBAAPATAYECKOTO OTKIOHECHUS
HawnmenoBanue nmapaMeTpa Jlrana3on R .
KpOBH, €IUHHULA H3MEPESHHSI HU3MEpCHHUI C’Hy,q‘dHHOH COCTABTAIOICH
MOTPEINHOCTH IIPU U3MEPEHUH
napametpa Kposu (OCKO), %
CaeTHas KOHIEHTpATHS ot 1,00 mo 5,00 5,00
nerkormToB (WBC), 10°/m® ot 5,01 mo 7,00 4,00
ot 7,01 no 22,00 3,00
CyeTHAd KOHIICHTpALIUAS ot 1,00 mo 3,49 3,00
sputponutos (RBC), 10"/ m’ ot 3,50 mo 8,00 2,00
MaccoBast KOHIIEHTpalus ot 30,0 mo 49,9 4,00
remomiobuna (HGB), r/m’ ot 50,0 mo 109,9 2,00
ot 110,0 1o 250,0 1,50
CdueTHast KOHIICHTPAITHS ot 25,0 10 99,9 10,00
tpomGonutos (PLT), 10°/mv® | ot 100,0 10 200,0 7,50
ot 200,1 mo 650,0 5,00
OcHOBHBIE ~TEXHMYECKHE XapaKTCPUCTUKA ¥  METPOJOTHYECKHE XapakTepHCTHKH, He
OTHOCSIIITHECS K 00s13aTEIbHBIM METPOTIOTHUECKUM TpeOOBaHUSIM: IIPEACTABIIEHE] B TabIHIe 2.
Tabnura 2
HaumMeHOBaHHE XapaKTEPUCTHKH, 3HaueHNE XapaKTePUCTHKH JIJIS
eMHUIA U3MEPECHHUS aHaM3aTopa
[ Tpou3BOAHTENBEHOCTE (B pexnve 3abopa oOpa3moB w3 60
OTKPBITBIX IPOOUPKOK) , TECTOB/Y
O6beM aHATA3UPYEMOT0 06PasL@ , MKII 12
Macca*, KT 114

["abapuTHBIE pasMeps! (IMMpPHHA X BBICOTa X [TyOHHA)*, cM

27,0 x 40,6 x 43,0

Jlnanason HanpsKeHWs NHTAONIEH CETH INEPEMEHHOTO
*
TOKa , B

ot 100 o 240

HowmwranbHas gactorta mutaronei cetu®, ' 50/60
BEIXOIHOE HANpPsKEHHE BHEITHETO MCTOYHMKA TIATAHHUS , 24
B
IToTpebnsemast MmonHOCTEIO*, BT, He Gonee 120
YcaoBus sKCmTyaTanun’®:
- IManasoH TEMIIEPATyPHI OKPYKAOMIETO Bo3ayxa, °C or 18 no 25
- OTHOCHTE/IBHAS BI&KHOCTh OKPY’KAIOIIEro BO3AyXa IpH

25 °C, %, He 6omee 80

* CornacHo pyKOBOJCTBY II0 SKCILILYaTal[iy, TIPH IPOBEECHUH METPONOTHYECKOH SKCIIEPTH3EL

XapaKTCPUCTHUKA HE IIOATBEPKAAIACh.




KoMIIIeKTHOCTh: MpencTaBieHa B TadmuIe 3

Tabaunna 3

HanmenoBanue KomnmyecTBo
AHanmuzartop remaronoruueckuiét aromarmueckuit DxH 500 1 mr.
3aB.NeBA100715
BremHuii 6110K TUTaHUS 1 .
CeTeBOH MHYp NUTAHUS 1 1T,
Pyuno¥ ckaHep IITPUX-KOJOB | mT.
PyKOBOACTBO IO 3KCIUTyaTallUK 1 5K3.

MecTo HaHECeHHs 3HAKa yTBEPXKICHWS TUIA CPEACTB H3MEPEHMH: 3HAK YTBEP/KIECHWs THUIIA
CPEICTB U3MEPEHNUH HAHOCUTCS HA TUTYJIBHBIN JIUCT PYKOBOZCTBA 110 SKCILIyaTalluH.

Metomuka moeepku: MILMIT 0676-2026 «Cucrtema obecniedueHuss €IMHCTBA H3MEPEHUH
Pecny6nuku benapyce. Ananuzatops! remaronorudeckre apromarnyeckre DxH 500. Meronuka
TTOBEPKU Y.

MeTtonuku (METOMBI) HU3MEpPEHWH, TIpUMEHSEMBblE COBMECTHO CO CPENCTBOM H3MEPEHUH,
TIPOU3BOAUTEIIEM HE YCTAHOBIICHBL.

HopmaTuBHBIE NTPaBOBBIE aKTHI, B TOM YHCIE OO0s3aTeNbHBIE U1 COOIOACHUS TEXHHYECKHUE

HOPMATUBHEBIE IIPABOBBIE aKTBI, TEXHWUYECKWE HOPMATHBHEIE IIPaBOBEIE AaKTBI B 00JIAaCTH

TEXHUYECKOr0 HOPMHUPOBAHMUS W CTaHIAPTH3AIMK, TOKYMEHTHI B 007aCTH TEXHUYECKOIO

HOPMUPOBAHUS U CTAHAAPTU3ALMA, HE SBJIFOIIHECS TEXHUYECKAMY HOPMATHBHBIMHU IIPABOBBIMU

aKTaM¥, JOKYMCHTAIWsS IIPOW3BOMUTENS WM TEXHUYECKOE 3aJaHue 3asiBUTENS Ha

METPOJIOTHYECKYIO SKCIIEPTU3Y, YCTaHABIMBAIOIINE TPeOOBAHUS K THITY CPEJICTBA U3MEPEHUMN:
TeXHUYeCKast JOKyMeHTanus (PyKOBOJCTBO IO SKCILTyaTaln).

Wnentudukanus IporpaMMHOro obecredeH s : IpecTaBiIeHa B Tabnule 4
Tabmumna 4

Howmep Bepcuu [10

Wnentudukannonnoe HanmeHoBanue 110 o
(uneHTHGUKAMOHHBIN HOMED)

Anannzarop remarosnoruueckuil apromatuueckuit DxH 500

- | He HuKe 2.0

IIpousBoauTeNb:

«Beckman Coulter Ireland Inc.», Upanmus

Appec: Lismeehan, O Callaghan's Mills Co. Clare, Upnanmust

Mecronaxoxaenue mpou3BoacTBeHHON 1uromanku: «BIT Analytical Instruments GmbHy, Am
Kronberger Hang 3, 65824 Schwalbach, ['epmarus

3aK/IO4eHHEe O COOTBETCTBHHM YTBEPIKIECHHOTO THIIA CPEIACTBA W3MEpPEHUM TpeGoBaHUAM
HOPMAaTUBHBIX IIPABOBBIX 4KTOB, B TOM YHCJIE OOS3aTSNBHBIM I COOMIOACHUS TEXHHUECKUAM
HOPMATHBHBIM IIPaBOBBIM AaKTaM, TEXHUYECKUM HOPMAaTUBHBIM IIPABOBHIM aKTaMmM B 001acTH
TEXHUYECKOIO0 HOPMHUPOBAHUS M CTaHIApTU3AIUH, NOKYMEHTaM B OO0JIaCTH TEXHHUYECKOIO
HOPMHPOBaHHS M CTaHAApPTU3alU{, HE SBJLIIOIIAMCS TEXHHYSCKAMH HOPMATHBHBIMU
IIPaBOBLIMK aKTaMH, JOKYMEHTALUU IIPOU3BOAUTENSL MIIH TEXHUUECKOMY 3aTaHUIO 3asIBUTEIIS Ha
METPOIOTHYECKYIO SKCIEPTU3Y B OTHOLIEHWH EIUHUYHOTO SK3EMIUISIpa CPEICTBA H3MEPEHMM:
AHAJTU3ATOP COOTBETCTBYET TPEOOBAHMSM TEXHHHECKOM JIOKYMEHTAIMH (PYKOBOACTBY IO
SKCIUTyaTalluu).

Tun cpencTBa n3MepeHUit OTHOCHTCS K KATETOPHUHY:



Iommysktr 6.8 commacHo llepedeHs xareropdil CpeACTB H3MEPEHHH, IIPENCTABISIOLINX
COBOKYIITHOCTh CPEJICTB H3MEPEHUH OJIMHAKOBOTO HAa3HAYECHHUS, IPUMEHIEMBIX IIPH H3MEPEHUAX
B chepe 3aKOHOAATENFHON METPOTIOTHH, SK3eMIULIPH YTBEPKAESHHOIO THTIA KOTOPBIX ITOJIEkKaT
roCy/JJapCTBEHHOH IOBEPKE C YCTAHOBJIEHHON B HEM MEPHOANYHOCTHIO (AaHATU3ATOPBI COCTABA U
CBOMCTB OMONIOrMYECKHUX CPEJCTR).

YOOTHOMOYEHHOE FOPUIAMYECKOE JIMIO, IIPOBOJMUBINGE METPOIOTHUECKYIO  IKCHEPTU3Y
€IMHUYHOTO 3K3eMIUIIPa B IEIIIX YTBEP/KICHHS THIIA CPEJICTBA H3MEPEHHUIL:

PeciyOnmkanckoe yHHWTapHOE TpeANpHUATHE «MOTHICBCKHM [EHTP CTaHAApTU3aLUH,
- meTponoruud u cepruduxanuny (Mormiesckuii [[ICMC)

Pecny6nuka benapyce, 212011, r. Morunes, yi. beixnHckoro, 33

Tenedon: +375 (222) 72 16 58,;

daxc: +375 (222) 72 16 58

http://mcsms.by/

e-mail: csms_mogilev@mogilev.by /

[Mpunoxxenne: 1. @otorpapuu odimero Buga cpescTBa U3MEpeHUil Ha | mucTe.
2. Cxema (pUCYHOK) C yKazaHWeM MecTa JUISI HaHECSH
cpeicTBa u3MepeHui Ha 1 mucre.

Hupextop Mormtesckoro LICMC - ,/ s Jlenncenko



[Tpunoxenue 1
(obs3aTENBHOE)
DotorpadhHy 0OIETO BUA2 CPSACTBA H3MEPEHHUM
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Pucynox 1.2 — @oTorpadus MApKUPOBKM aHANM3aTOPA TEMATONIOIHYECKOTO ABTOMATHIECKOTO
DxH 500



IIpunoxenue 2
(obs3aTensHOE)
Cxena (pHCYHOK) ¢ yKa3aHHEM MECTa /sl HAHCCCHHS 3HAKA MOBEPKH CPSHCTBA H3MEPCHHH

Pucynok 2 — Cxema (pHCYHOK) ¢ YKa3aHHEM MECTA IS HAHECCHUS 3HAKA TIOBEPKU



