I'OCYJAPCTBEHHBIII KOMUTET JI3SIPIKAVHBI KAMITOT
1O CTAHJAPTU3 AT ITA CTAHJAPTBI3AIIBII
PECITYBJIMKU BEJIAPYCH POCITYBJIIKI BEJIAPYCH

CEPTUQUKAT )
OB YTBEPXIEHUM TUIIA CPEJCTBA M3MEPEHHIA

Ne 20003 ot 5 mas 2026 T.

Cpoxk gelicTBus — 6eccpodHo

HanvenoBanue n 0603Ha4eHre €TMHUYHOTO SK3EMIUIAPA THIIA CPEACTBA H3MEPEHHUIA:
AHau3aTop remMaToJiorudecknii asromatuyecknii DxH 500

3aBozckoit Homep: Ne BA100762

ITpounsBouTENE:
«Beckman Coulter Ireland Inc.», Upaangns
(mpoussoacTeenHas miomanka: «BIT Analytical Instruments GmbH», I'epmanusn)

Brazenen ceprudukara 06 yTBEpKICHUN THIIA CPECTBA H3MEPEHUIA:
000 «Aasrumen Tpeiia», r. Munck, Pecny6auxa Benapycs

Metouka moBepKu:
MILMI" 0676-2026 «Cucrema obecnedeHHs eqHHCTBA nsmepenuii PecmyGiauku Benapycs.
AHaIH3aTOPBI reMaToIornyeckue apTomatudeckne DxH 500. MeToauka MOBEPKU»

VIHTepBan BpemeHn MKy rOCY 1apCTBEHHBIMY TTOBEpKaMu: 12 Mecsnen

Tunm  cpencts  usMepeHuil  yTBEpKIOEH IIOCTAHOBJIECHHEM I'ocy tapcTBEHHOTO  KOMHTETA
10 cranfaprusanuu PecryOnuku Bemapycs ot 05.05.2026 No 52.

YTBEP)KICHHBIN €IMHIYHBIN SK3EMIUTAP TUIIA CPEICTBA U3MEPEHUN PaspeIIaeTces K MPUMEHEHHUIO
Ha TeppuTopun PecryGnuky bBemapych B COOTBETCTBUMM ¢ IIpHIaraeMbiM OMHCAHMEM THIIA
CPEeIICTBA U3MEPEHUHN.

»l’{/:\ : y:
3amectutens Ipencenareis’ <
HE s/

U.A Kucienko

ifa (vHMUMansl, hamunus)



[Tpunoxenue Kk cepTudukary
00 yTBepKI€HHH THIIA
CpeJICTBAa U3MEPEHUH

ot D5 05 204061 Ne L0003

OIICAHME THUIIA CPEJICTB U3MEPEHUU

HanveroBauue U 0603HaueH)e eIMHUUHOTO SK3EMILLIPA THIIA CPENCTBA H3MEPEHUHU!
Amnanuzarop rematonoruueckuit apromarudeckuit DxH 500

HaymMeHoBaHUE €IMHUYHOTO 3K3EMILIsApa TUria CpeaACcTBa I’I3M€p€HI/II>'IZ
AHanmarop reMaToJIOTHYSCKHE aBTOMAaTHIESCKAM

O603Ha4eHNEe eIMHIIHOTO SK3EMIUIIpa TUIIA CPEACTBA N3MEPEHH !
DxH 500

3aBoxackoi HOMep: BA100762

Hasnauenue: -

AmnanuszaTop remaronormdeckuii asromatudeckuit DxH 500 (narnee — ananusarop) npeiHasHaueH
JUIS M3MEPEHHS CUETHBIX KoHIeHTparmit neiikonuros (WBC), spurponuros (RBC), TpoMbormToB
(PLT) u maccoBoii konueaTpanuu remorsiodnna (HGB) B kposH.

Onucanue:
[Mpuummn KeHCTBUS aHATH3aTOpa OCHOBAH Ha CIENYIOUIMX METOJaX HU3MEPEHHH:. amepTypHO-
HAMIIETaHCHOM (KOHIYKTOMETPUIESCKOM) METOE, (POTOMETPHUECKOM METOJIE.

ATIepTypHO-UMIIEIAaHCHBIA METOJ NPUMEHSAETCS B aHAIM3aTOpe IS OMPEHCICHHS CHETHBIX
xonueHTpanui netikountoB (WBC), spurpouutos (RBC) u tpombonutos (PLT). Jlannsrii meToq
OCHOBaH Ha OIPEJCICHHH HM3MEHEHUH SJICKTPUYSCKOTO COMPOTHUBICHHUA, BO3HUKAIOMIMX IIPH
MPOXOXKIEHHH KJIETOK KPOBHU, B3BEIICHHBIX B JJICKTPONUTE (TOKOMPOBOJAIIEM pa3OaBHTENE).
gepes anepTypy (MHKPOOTBEPCTHE) C HM3BECTHBRIMH pasMmepaMiu. [lId cospanus TOKOIPOBOJA
UCIIONB3YETCS Iapa 3JIEKTPOIOB, DACIONOKEHHBIX ¢ obemx cTopoH ameprypsl. Ilpu
MPOXOXKNIEHUU KaXIOM KIETKM KPOBU UEpe3 arepTypy MEXKIY O3JIEeKTPOAaMM IPOHCXOIUT
IpephIBaHUE  BIEKTPHYECKOTO  TOKA, YTO  BhI3BIBACT  HM3MEHEHEHE  DJIEKTPUUECKOTO
COIPOTUTBIEHUSI B CHCTEMe, TPOMOPIHOHATEHOE pa3Mepy STOH KiIeTKH. Mi3menemwe
COTPOTHBIICHHS B CBOIO OUEPE/Ih BBI3BIBACT YMEKTPHUECKUHA UMITYJIBC, KOTOPBIH PETHCTPHPYETCS
U H3MEpPSeTCS AaHANUM3aTOpoM. YHWCIO CreHepUpOBAaHHBIX HMMIIYJIBCOB COOTBETCTBYET YHCITY
KJIETOK, IPOINEeNUIMX dYepe3 amepTypy. AMIUIMTYJa HMIYyjbca I[PONOPIHOHATIRHA pasMepy
KJIETKH, 4YTO TIIO3BOJISET IIPOrPaAMMHOTOMY OOECIICUCHHIO aHaIu3aTopa KiIacCHOHUIMpOBATh
KJIETKH B COOTBETCTBHM C X PasMEPOM M aBTOMAaTHYECKH pa3nensaTs Ha Jelikonuter (WBC),
sputpountsl (RBC) u tpombonutsr (PLT) B cOOTBETCTBHH C IPEAYCTAHOBIEHHLIM alITOPHTMOM.
VI3sMepeHHbIe aHAIH3aTOPOM 3HAYCHHS HMITY/IbCOB MPH MPOXOIKICHUH OIIPEEIEHHOro o0beMa
AKHIKOCTH YEpe3 alepTypy aBTOMATHYECKH IEPECUUTHIBACTCA C ITOMOINBIO MPOrPaAMMHOTO
obecrieueHusl aHaJIM3aToOpa B CYETHYKO KOHICHTparuro Jedkoruros (WBC), spuTpouHTOB
(RBC) u tpombonuros (PLT) B ucxogno#t rmpobe KpoBu.

DQOTOMETPUYECKNI METOJl TNPUMEHSIETCS B aHAIM3ATOpE JUIL  OIPEACHECHUS MacCOBOM
konuenTparuu  remorioduna (HGB). CymsocTs maHHOTO METOZA  3aKIIO4aeTcs B
npeobpa3oBaHUKM TeMOrIoOWmHAa B CTAOWJIBHBIM  OKCUTEMOIVIOOMH € HCIOJIB30BAHHEM
TU3UPYIOMIET0 peareHTa W IMOCHeAYIOmEeM  W3MEPEHWHM  HHTEHCHMBHOCTH — M3IIyUEHHS



MOHOXPOMATHYECKOIO CBETa, MPOINEANIET0 Yepe3 JNU3MPOBAHHbIN pacTBOp (OmTHYECKas
ILTOTHOCTD JTM3APOBAHHOTO PAcTBOPA MPOHOPIMOHANIbHA KOHLEHTPAIHH TeMOIJIO0HHA B Ipose).
B kauecTBe wWcTOYHWKA W3MyucHHS B aHaI3aTOPe HCIIONB3YETCS CBETOAUONHBIN WCTOYHMK
CBCTa IIpU AIMHE BONHBI 545 HM. M3Mepenuslii curuan CPaBHUBACTCS C CHTHAJIOM, TTOTYYESHHBIM
IpY IIPOXOXKICHUH CBETA OT 3TOI'O K& HCTOYHUKA Yepe3 XOI0CTOH pacTBop (pacTBOpP peareHToB
0es nobaBneHuss mpoOBI), W ¢ IOMOIIBIO IPOrpaMMHOTO  ODECIEYEHHS] aHATW3aTopa
ABTOMATHICCKH IIEPECUMTHIBACTCS B MACCOBYFO KOHIIEHTPAIMIO FeMOTIIO0HHA.

Obs3atenbHpIe METPOIOrHYECKHE TPEGORAHMIS: NIpeJICTaRIeHBI B Tabuie .

Tabmuna 1

Haumenopanue mapamerpa
KPOBH, CIWHHUIIA H3MEPEHUS

Jnamnason
H3MEPEHUH

Hpe,ueﬂ HOIIyCKacMOI'0 OTHOCHTEIIFHOIO
CPCAHEKBAAPATHYICCKOIO OTKIOHEHUS

CITy4aiiHOM COCTaBIAIOIIEH
IIOTPEITHOCTH IIPU U3MEPCHHUH
napamerpa kposu (OCKO), %

CuerHas KOHIEHTpaLHs
neiikoruros (WBC), 10%/m°

ot 1,00 1o 5,00
ot 5,01 mo 7,00
ot 7,01 1o 22,00

5,00
4,00
3,00

CuerHas KoHIEHTpaIHs
sputpountos (RBC), 10'%/nm

ot 1,00 1o 3,49
ot 3,50 mo 8,00

3,00
2,00

Maccosas KOHIL[EHTpaUsl
remorno6una (HGB), r/mv’

ot 30,0 no 49,9
ot 50,0 mo 109,9
ot 110,0 o 250,0

4,00
2,00
1,50

CueTHas KoHUEHTpAIHS )
TpomGonutos (PLT), 10%/mv’

ot 25,0 mo 99,9
or 100,0 10 200,0

10,00
7,50

ot 200,1 g0 650,0

5,00

OCHOBHBIE TEXHHYECKHE

XapaKTCpUCTUKA U METPOJIOTHUECKUE

XapaKTePUCTUKH,

OTHOCAIIUECS K 00S13aTETbHEIM METPOIOTHYECKUM Tp66OBaHH}IMI IPEeaCTaBICHBI B T'&6HHH€ 2.

Tabmuma 2

HE

Hanmenopanue XapakTepHCTHKH,

3HaueHNe XapaKTePUCTHKH ISt

CIMHHUIA U3MEPEHUS aHagmM3aropa
IIpousBomuTensHOCTE *(B pexkume 3abopa 06pasoB U3 60
OTKPBITBIX TPOOUPKOK) , TECTOB/Y
Ob6sem anamsupyemoro obpasia , MK 12
Macca*, KT 114

l"abGapuTHBIC pasMeph! (IMPHHA X BRICOTA X ITyOHHa) , CM

27,0 x 40,6 x 43,0

JuanazoH HAUpSKEHNS MUTAIOMEH CceTd IIePEMEHHOTO
E3
TOKa , B

ot 100 o 240

HomuHanenas wactoTa murarommeit cetu*, 'y 50/60
BrixomHOE HanpsokeHWe BHEIIHETO MCTOYHEKA NUTaHus , 24
B
[Torpebasiemas MOLTHOCTBIO*, BT, He Gonee 120
YCIIoBUS SKCILTyaTaAAN* ;
- AMAMa30H TeMIIEPaTyphbl OKPYIKAIOMIETO BO3ayxa, °C ot 18 no 25
- OTHOCUTENbHAS BIAXKHOCTh OKPYKAFOIIEr0 BO3AyXa IPH

25 °C, %, =e 6onee 80

* CornacHo pyKOBOJCTBY 10 SKCILTyaTalliy, P NPOBEACHIH METPOIOTHIECKON SKCIIEPTH3bI

XapaxKTepUCTUKA HE IIOATBEPIKAAIacCh.




KoMIIeKTHOCTE: IpezicTaBIeHa B Tabuie 3

Tabmuma 3
Haumenopanue KomuuecTso

AHaIM3aToOp IeMaTONOTHYECKHH aBTOMaTHueckuit DxH 500 1 m.
3aB.Ne BA100762

Bremnuit 61mok nuranus 1 mT.
CeteBoit mIHYp MUTAHMSL 1 mmr.
Pyd4Ho# ckaHep mTpux-KogoB 1 1T,
PyKoBOZACTBO 0 3KCIUTyaTanuu 1 5K3.

MecTo HaHeceHHs 3HaKa YTBEPKICHHS TUIA CPEICTB H3MEPSHMH: 3HAK YTBEP)KICHUS THIIA
CPE/ICTB U3MEPEHUN HAHOCHTCS Ha TUTYJIBHEI JIHCT PYKOBOJCTBA IO SKCILIyaTALlHA.

Meronuka mosepku: MILMIT 0676-2026 «Cucrema oGecrieyeHHs eIMHCTBA U3MEpEHHH
Pecry6imku benapycek. AHann3aTopsl reMaronornueckue asromatuuecke DxH 500. Mertomuka
IOBEPKIY.

MeTomuky (METOIEI) H3MEPEHUH, NIPHMEHSEMbIE COBMECTHO CO CPEICTBOM H3MEPEHHUIA,
IIPOU3BOJIUTENIEM HE YCTAaHOBJIEHEL.

HopmatuBHbIE IpaBOBBIC aKTHL, B TOM YHCIE OOS3aTENbHBIE I COGMIONCHHS TEXHUUCCKHE

HOPMATHBHBIC IIPABOBBIC AaKTBl, TCXHUYECKME HOPMATHBHBIC MPABOBEIE aKTHI B 06I4CTH

TEXHUYCCKOTO HOPMHDPOBAHMS H CTaHIAPTH3ALMU, NOKYMEHTHI B OONACTH TEXHHUYECKOIO

HOPMUPOBAaHUS U CTAHIAPTU3ALNHY, HE SBIITIOMINECS TEXHUYECKUMHI HOPMATHBHBIME IIPABOBEIMH

aKTamy, JOKYMCHTallWs IPOU3BOAMTENL MM TEXHHYECKOE 3aJaHue 3asBHUTENS Ha

METPOJIOTIECKYIO0 SKCIIEPTH3Y, yCTaHABINBAIOIIUE TPEOOBAHNS K TUILY CPECTBA H3MEPEHUH:
TEXHUYECKAs JOKYMEHTaus (DYKOBOACTBO 110 3KCILTYATALIUH ).

Wnentndukanus mporpaMMHOTo 06ecTiedeHNs: IpeCTaBIeHa B Tabmmie 4

Tabmnuua 4

Homep Bepcuu 110

Wnentuduxannonnoe Haumerosaunwue 110 "
(MaeHTHOUKAINOHHEIA HOMED)

AHanM3aTop reMaToNoruyeckuit apToMarndeckuit DxH 500

— \ He HuKe 2.0

IIpouspoaurens:

«Beckman Coulter Ireland Inc.», Mpnarmus

Anpec: Lismeehan, OCallaghan's Mills Co. Clare, Uparus

MecTonaxoxaeHie IPOU3BOACTBEHHON momanky: «BIT Analytical Instruments GmbHy», Am
Kronberger Hang 3, 65824 Schwalbach, I'epmanus

3aK/IOYEHHE O COOTBETCTBUH YTBEPXKACHHOIO THIIA CpeAcTBa HM3MEpPEHUH TpeOOBaHMIM
HOPMaTHBHBIX IPABOBLIX AKTOB, B TOM YHCIE OOS3aTECIBHBIM I COOTIONEHHUS TEXHHUECKUM
HOPMaTHBHBIM IIPABOBBIM aKTaM, TEXHMYECKAM HOPMATHBHBEIM IIPABOBBIM aKTaM B OOIACTH
TCXHUHUCCKOTO HOPMHPOBAHHS W CTAaHIAPTU3ALHUH, JOKYMEHTaM B OONIACTH TEXHUYECKOTO
HOPMHUPOBAHHUA M CTAHAAPTU3ALMK, HE SBJIOMHUMCS TEXHHYECKAMH HOPMATHBHBIME
IIPaBOBBIMH aKTaMH, NOKYMEHTAIMU IIPOU3BOUTEN WIIH TEXHHUECKOMY 3aIaHHUIO 3asSBUTENS Ha
MCTPOJIOTMHEECKYIO SKCIEPTH3Y B OTHOMICHHH CAMHUYHOTO SK3EMIUIIPA CPEICTBA H3MEPEHHIL:
aHaJusaTop  COOTBCTCTBYET ~TPEOOBAHMSM TEXHHYECKOM [OKyMEHTAUMH (PYKOBOLCTBY —IIO
OKCIUTyaTalllm).

Twn cpencTsa n3Mepernit OTHOCHTCS K KATErOpHH:



ommyukr 6.8 cormacHo Ilepedens KaTteropui CpeAcTB H3MEPEHUH, IPEACTaBISIOIINX
COBOKYIIHOCTh CPEJICTB H3MEPEeHUH OJMHAKOBOTO Ha3HAYCHHUS, IIPHMEHIEMBIX IIPH H3MEPEHUAX
B cepe 3aKOHOIATENEHOW METPOIOTHH, SK3EMIUIIPEl YTBEPKAEHHOTO THIIA KOTOPBIX IMOIJIEKAT
roCy/JapCTBEHHOU IIOBEPKE ¢ YCTAHOBIEHHONW B HEM NEPHOAMYHOCTBIO (aHAIH3ATOPEI COCTaBa U
CBOMCTB OHUOJIOrMUECKUX CPEJICTB).

YIOMHOMOUEHHOE  IOpHUIMYECKOe JIMIO, IIPOBOAMBINEE METPONOTHYECKYI  3KCIEPTU3Y
EIUHUYHOTO SK3EMILIApA B IENIX YTBEP/KACHHUS THIIA CPEJICTBA U3MEPEHHI:

Pecmybnukanckoe yHuTapHoe mpeanpusTHe «MOTWICBCKMM ILEHTp  CTaHJapTH3aluH,
MeTposiorny u cepradukanum» (Mormnesckuit [{CMC)

Pecrrybnuka benapyce, 212011, r. Morusnes, yi. benunckoro, 33

Tenedon: +375 (222) 72 16 58;

Gbakc: +375 (222) 72 16 58

http://mcsms.by/

e-mail: csms_mogilev@mogilev.by

[Mpunoxenwe: 1. @oTorpadun oOMEro Buaa cpeacTBa U3MEpPEHNH Ha 1 HcTe.
2. Cxema (pHCYHOK) C YyKa3aHWEM MecTa JUId HaHeCeH Ka IOBEPKHU
cpeacTBa u3MepeHui Ha 1 nucre.

Jupextop Morumesckoro LICMC e C.C. [leancenko



IIpunoxenue 1
(o6s3aTenpHOE)
Dotorpaduu OGHICFO BHAa CPSACTBA H3MEPEHHIT

T e (0111500950087 1242
el P (113171020

Pucynox 1.2 — ®oTtorpadus MapKkupOBKE aHATH3ATOPA IEMATONOTMYECKOr0 aBTOMATHISCKOrO
DxH 500



Ipunoxenue 2
(obs3aTenpHOE)
Cxema (prCyHOK) C yKasaHueM MECTa /s HAHCCCHHS 3HAKA HOBEPKH CPEACTBA H3MCPEHIH

Pucynok 2 — Cxema (DHCYHOK) ¢ YKa3aHHEM MECTA IS HAHECESHHS 3HAKA IIOBEPKH



