TOCYIAPCTBEHHLII KOMUATET I3APKAVHBI KAMITOT
IO CTAHIAPTHA3AITINA A CTAHIAPTBIZAIBII
PECITYBJIMKH BEJIAPYCH PICIYBJIKI BEJAPYCH

CEPTHNOUKAT 5
Ob YTBEPKJIEHUHU THUITA CPEACTBA U3MEPEHHUU

Ne 20004 ot 5 mag 2026 .

Cpok meiicTBus — GeCCpOYHO

HaumenoBanue 1 0003HAYEHNE EAUHUYHOTO HK3EMIUISIpa TUIIA CPELCTBA U3MEPEHUIA!
AHagn3aTop rematojiorndeckuii apromarudecknii DxH 500

3aBojckoit Homep: Ne BD040013

[TpousBoaUTENE:
«Beckman Coulter Ireland Inc.», Upranaus
(npousBoacTBenHas niaomanaka: «BIT Analytical Instruments GmbH», I'epmanus)

Brnagenern ceprudukara 00 yTBep K I€HUH TUIIA CPELCTBA U3MEPEHUN:
00O «Ansrumen Tpeiin», r. Munck, Pecny6ianka benapycb

Metoauka OBEpKU:
MILMI" 0676-2026 «Cucrema obecnevyeHusi efuHCTBa n3Mepenuii PecnyOonukn benapych.
Ananuszaropsl remartojiorndeckue apromatndeckue DxH 500. MeTtoauka nmoBepKkum»

WuTtepBan BpeMEHU MEXTy rOCy IapCTBEHHBIMU MOBepKamu: 12 Mecsines

Tum  cpeacTB M3MEPEHMH YTBEP)KIEGH IIOCTAHOBIEHHWEM [ OCyJapCTBEHHOIO0 KOMHTETa
o cranaaprusanuu PeciryOmuku benapyce ot 05.05.2026 Ne 52.

Y TBEPKAEHHBIN €JUHUUHBIHM 9K3eMIUIAp TUIIA CPEJCTBA M3MEPEHN pas3peliaeTcs: K IPUMEHEHUIO
Ha Teppuropun PecnyGmuku bemapyck B COOTBETCTBUM C MpUIaraeMbIM OIMCAHUEM THIIA
CPEINCTBA U3MEPEHUM.
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[Tpunoxenne kK cepTuduUKary

00 yTBEepKIECHUH THIIA
cpeacTBa H3MEpEHU

or D5 D5 20081 Ne ADOOY

OIIMCAHUE THUIIA CPEJICTB U3MEPEHUI

Hammenosanue u 0603HAYEHAE €AMHUIHOTO SK3EMIUIAPA THIIA CPE/ICTBA N3MEPEHHUH!
Amanmmzatop reMatosorugeckui apromaradaeckuit DxH 500

HammenoBaHHE €TUHAYHOIO SK3EeMILJIApa TUIla CPEACTBA H3Mep€HKﬁi
AHanmaTop reMaTONOTHIESCKHE aBTOMATHICCKUY

OGo3HaueHHe eIMHIYHOTO 3K3EMIUIIpA TUIIA CPEACTBA M3MEPEHHH!
DxH 500

3asojckoit Homep: BD040013

Haznauenue:

Ananmuzatop remaronorudeckuit asromarudeckuit DxH 500 (manee — ananusarop) mperHasHaueH
JUIS M3MEpeHHs CUeTHBIX KoHIeHTpamuit nefikomuros (WBC), sputpomutos (RBC). TpomGonmtos
(PLT) u maccoso# kouneraTparwu remornodtuna (HGB) B xposw.

Ormucanye:
[lpuHIn [eHCTBHS aHATM3aTOpa OCHOBAaH HA CIEAYIOIIHX METOHax H3MEPECHUH: amepTypHO-
HMITEAAHCHOM (KOHIYKTOMETPUIESCKOM) METOE, POTOMETPHYECKOM METOJIC.

ATIepTypHO-UMIIEAHCHBI METON TPHMEHSETCs B aHalM3aTope Uil OMPENETCHUA CHETHBIX
xornenTpauuit netikonutos (WBC), spurporuto (RBC) n tpombormtos (PLT). lanHerii MeToR
OCHOBAaH Ha OIpPEIeNCHAHd W3MEHEHHWH SIEeKTPUUYECKOTO CONPOTUBIECHHUS, BO3HUKAIOIUX IIPH
IIPOXOKIEHAN KJIETOK KPOBH, B3BENIEHHBIX B 3JNEKTPOIHTE (TOKOIPOBOIAIIEM pazbaBUTeNe),
uepe3 aneprypy (MHKPOOTBEPCTHE) C H3BECTHBIMH pasMepaMu. I co3maHusl TOKOIPOBO.A
MCIIONB3yeTCs Iapa SIEKTPOIOB, pPACHONOKEHHBIX ¢ 00emX cTopoH amepTypsl. llpw
IPOXOKACHAN KaKTAOM KIETKH KPOBH deEpe3 amepTypy MeXIy OSTCKTPOAaMU IMPOHCXONNT
IpephIBAaHHE  JJEKTPUYECKOTO  TOKA, YTO  BBI3BIBACT  H3MEHCHEHWE  BJIEKTPHUECKOrO
CONPOTUTBIEHHS B CHCTEME, MPONOPLHOHAILHOE pasMepy OSTOH KIETKU. VIsmeHeHue
CONPOTHBJIEHHS! B CBOIO OYEPE/Ih BBI3BIBACT SIEKTPHUSCKUH UMITYIIBC, KOTOPBIA PETHCTPUPYETCS
U U3MEpPSIETCS aHATU3aTOPOM. YUHCIIO CTeHEPUPOBAHHBIX HMIIYJIBCOB COOTBETCTBYET YHCIY
KIETOK, IPOINEIUIMX Yepe3 amepTypy. AMIUIMTYJa HMILyJibea MOPOIOPIHOHATbHA pasMepy
KJIETKH, 9TO IO3BOJSIET IPOrPAMMHOTOMY OOECIICUEHHIO aHAIM3aTopa KJIACCH(HIMPOBATH
KJIETKH B COOTBETCTBHH C MX PA3MEPOM H aBTOMATHYCCKH pasfensiTe Ha serxomutel (WBC),
sputponatsl (RBC) u tpomboruts! (PLT) B cooTBETCTBHM € NPEAYCTAHOBICHHBIM aITOPUTMOM.
M3MepenHble aHAIU3aTOPOM 3HAYEHHS UMITYIHCOB IPH MPOXOKICHUH OIpPEJIeIeHHOro obbeMa
KHIKOCTH Yepe3 amepTypy AaBTOMATHUECKW IIEPECUUTHIBACTCA C IOMOIIBIO IIPOTPaMMHOTO
ofecreueHus aHaln3aTopa B CYETHYIO KOHIeHTpauuro Jelikouutos (WBC), spuTpouuToBn
(RBC) u tpomborutos (PLT) B ucxoano# npobe KpoBH.

@OTOMETPHYECKANA METOA MHPUMEHSETCS B aHATIU3aTope Ui OIIPEIENICHMsT MacCOBOM
kouueHTpanud remornobmua (HGB). Cymsocts JaHHOrO METOZa  3aKIK0OYaeTCs B
npeobpa3oBaHWH TeMOTIOOMHA B  CTaOWIBHBIM  OKCHTEMOITIOOMH ¢  HCIOTIH30BaHHEM
JIM3UPYIOMIEr0  peareHTa ©  MOCHCAYIOIIEM  H3MEPEeHWHM HMHTEHCHUBHOCTH — H3IYyYCHUS



MOHOXPOMATHYECKOTO CBET4, IPOIIEAINEr0 dYepe3 JMU3MPOBAHHBIE pacTBOp (ONTHYCCKAS
IIOTHOCTD JIM3MPOBAHHOTO PacTBOpPA MPONOPIHOHATbHA KOHIEHTPAIUH TeMOrodrHa B Ipode).
B KauecTBe MCTOYHWKA W3MYYCHHS B AHAIM3ATOPE MCIONB3YETCS CBETOMMOIHBIA HCTOTHHK
CBETA IPH JUTHHE BOJHEI 545 HM. VI3MepeHHBIH CATHANl CPABHUBACTCS ¢ CHTHATIOM, IIOTYUSHHBIM
IpU IIPOXOJKIECHUM CBETA OT TOTO JKE UCTOUHMKA JePe3 XOTOCTOH pacTBOp (PacTBOP pearcHTOB
Oe3 jobapmeHms mpoObI), ¥ C TMOMONIBIO [POrPaMMHOTO OOECTICYeHHs aHalIu3aTopa
ABTOMATHYECKH TIEPECIMTHIBAETCS B MACCOBYIO KOHI[EHTPAIIHIO IEMOTIO0HHA.

O6s3aTeNTbHBIE METPOTIOTHYECKHE TPeGOBAHHS: IPeICTABIEHEI B Tabuie 1.

Tabnuia 1

ITpemern OMyCckaeMOro OTHOCHTEIBHOTO
Haunmenosanue napameTpa [nanason cpeﬂHeKBa%paT? tfecﬁxoro OTICIOMCHIA
KpOBH, SAWHNIIA N3MEPEHUS HU3MEpeHUH CJLyHaiHO’ COCTABIAOLIEN
HOrPENTHOCTH IIPY U3MEPEHUH
napametpa kposr (OCKO), %
CueTHas KOHIIEHTpaUHs ot 1,00 mo 5,00 5,00
neiikormros (WBC), 10°/mm° ot 5,01 10 7,00 4,00
ot 7,01 mo 22,00 3,00
CueTHast KOHIICHTpAIIHs ot 1,00 mo 3,49 3,00
sputpounToB (RBC), 10"/mv’ ot 3,50 o 8,00 2,00
Maccopast KOHLIEHTPaLus ot 30,0 no 49,9 4,00
remornobuna (HGB). /o ot 50,0 mo 109,9 2,00
ot 110,0 mo 250,0 1,50
CueTHas KOHIICHTPAIIUS o1 25,0 10 99,9 10,00
tpomGormTos (PLT), 10°/me’ | ot 100,0 1o 200,0 7.50
ot 200,1 mo 650,0 5,00

OCHOBHBIE TEXHMYECKHE XapaKTCPUCTUKA M METPOJIOTMYECKHE XapaKTEPHCTHKH, HE
OTHOCSIIHECS K 005I3aTebHBIM METPOTOTHIECKIAM TpeGOBAHMSIM: TIPEICTABIICHBI B TAOIALE 2.
Tabmmua 2

HaumeHoBaHUe XapaKTEPHCTHUKH, 3Ha4YeHne XapaKTePUCTHKH JIIs

€IMHULA U3MEPEHHS aHaTM3aTopa

[Tpou3BOAUTENBHOCTD *(B pexmme 3abdopa 00pasloB U3 60
OTKPBITBIX ITPOOHPKOK) , TECTOB/Y
Obbem aHATH3UPYEMOTO 06pa3ua*, MKJI 12
Macca*, KT 11,4

["aGapuTHBIE pasMepsl (IMMPHHA X BBICOTA X ITyOHHA)*, CM

27,0 x 40,6 x 43,0

Jluama3oH HANPSHKEHHs TTUTAIOIIEH CETH INEPEMEHHOTO
ToKa , B

ot 100 mo 240

HomunanpHas yacToTa nuraromei cetu™®, ' 50/60
BBIXOIHOE HANPSKEHWE BHEITHET0 HCTOYHHMKA MUTaHMSL™, 24
B
[ToTpeGsiemast MonTHOCTHIO™, BT, HE Gonee 120
YcaoBust 9KCITyaTanun™:
- IMANA30H TEMIIEPATYPHI OKPYKAMOMIEro Bo3ayxa, °C or 18 g0 25
- OTHOCHTEIbHAS BIaKHOCTh OKPYJKAIOIEro BO3IyXa IIpU

25 °C, %, ne 6onee 80

* CormacHo PYKOBOACTBY IO IKCILTyaTaluy, Ipy NPOBCACHUH MCTpOHOFH‘-I@CKOf:I OKCIICPTU3BI

XapaxKTePUCTHKA HE MOATBCPIKAAIACH.




KommiektHOCTE: Ipencrasnena B TadmuLe 3

Tabmuna 3
Haumenopanwue Konuyectro

AnanuzaTop remartonoruyeckuii apromaruyeckuii DxH 500 3as.No 1 mr.
BD040013

Bremnu# 6510k THTaHHS 1 .
CeTeBol IITHYp IHUTaHUSA 1 mT.
Py4HOM cxanep mMTpuX-KOJ0B 1 mm.
PyKOBOZCTBO 110 BKCILTYaTAIIMH 1 K3,

MecTo HaHeceHMs 3HaKa YTBEPKIACHUA THUIIA CPEOCTB HBMBPGHHfII SHaK YTBCPKOCHHUA THIIA
CpE€acCTB H3M€p€HHfI HAaHOCHTCA Ha THTyJ’[BHBIfI JIUCT PYKOBOZCTBA 10 OKCILTYaTalluH.

Meromuka mnosepkm: MILMIT 0676-2026 «Cucrema ofecredenus eTMHCTBA H3MEPEHHIA
Pecniy6muku benapycs. AHaIU3aTOphI reMaTonorundeckye aproMarudeckre DxH 500, Meromuka
TIOBEPKUY.

Ceenienus 0 METOAMKAX (METOAAX) M3MEPEHHUIA: OTCYTCTBYIOT.

HopmatuBHble IpaBOBBIE aKTBL, B TOM YHCIe 00S3aTeNbHBIC TSI COONIONEHUS TEXHUUECKIE

HOPMAaTUBHBIC IIPABOBBIC aKTEI, TEXHMYECKHE HOPMATUBHBIC IIPaBOBBIE AaKTHI B 0OIACTH

TCXHUYECKOIO HOPMUPOBAHHS M CTAaHAAPTHU3AIMUM, NOKYMEHTHI B OONACTH TEXHHYECKOTO

HOPMUPOBAHUS ¥ CTaHAAPTU3ALMH, HE SBIIAIOIIMECT TEXHUIECKUMU HOPMATHBHBIME IIPABOBEIMHU

aKTamM¥, JOKYyMEHTalWs IIPOM3BOAMUTENSI WM TEXHHYECKOE 3afaHue 3asBUTEIS HA

METPOJIOTHYECKYIO SKCIIEPTH3Y, YCTAHABIUBAIOLIKNE TPEOOBAHUS K THITY CPEJICTBA U3MEPEHUIA:
TEXHUYECKast JOKyMEHTaIMA (DYKOBOJCTBO II0 OKCILTYaTalluH).

W nenTHdUKAIHS TPOrpaMMHOro 0GecIedeH s IIpeacTaBieHa B Tadmuie 4
Tabmnuita 4

Howmep Bepcuu 1O

WnentudukanronHoe Hanmenosanne 110 s
(ureHTHUKAIIMOHHBIA HOMED)

AHanM3aTOp reMaToNornyecKuii apToMaruaeckuit DxH 500

— \ He Hxe 2.0

[IpousBomuTenn:

«Beckman Coulter Ireland Inc.», Upnanmus

Anpec: Lismeehan, O'Callaghan's Mills Co. Clare, Vpnanust

(mpousBocTBEHHAs TomAanka — «BIT Analytical Instruments GmbH», Am Kronberger Hang 3,
65824 Schwalbach, ['epmanns)

3aKIIOYCHHE O COOTBETCTBHH YTBEP)KIEHHOTO THIIA CpPEACTBA H3MEpeHUuN TpeboBaHUIM
HOPMaTUBHBIX ITPABOBBIX AKTOB, B TOM YHCJIE OOS3aTENBHBIM I COOIMIONEHHUS TEXHUUSCKHM
HOPMaTHBHBIM IIPABOBRIM aKTaM, TEXHMYECKHM HOPMATHBHBIM IIPABOBEIM aKTaM B 00IacTH
TCXHUHYECKOr0 HOPMHUPOBAaHHUSA ¥ CTaHJAPTHU3AlUM, TOKYMEHTAaM B OOIACTH TEXHHYECKOIrO
HOPMUpPOBaHUS U CTaHIAPTH3AUMM, HE SBISIOMUMCA TEXHMYCCKMMH HOPMAaTHBHBIMH
IIpaBOBBIMH aKTaMH, TOKYMEHTALUN [IPOU3BOIMTENS MIIH TEXHUYECKOMY 3aJaHHIO 3asSBUTENS Ha
METPOJIOTHYECKYIO SKCIIEPTH3Y B OTHOUICHUH CIMHUYHOTO 3K3EMIULIPA CPEICTBA HM3MEPEHMH:
AHAJIM3aTOPbl COOTBETCTBYET TPeOOBAHUAM TEXHMYECKOH MOKyMEHTAamwu (PyKOBOICIBY 110
OKCILTyaTallHH).

Tum cpencrea u3MepeHuit OTHOCUTCS K KATETOPHH:



[ognysxt 6.8 cormacHo IlepedeHst KaTeropuiéi CpejCTB HM3MEpPEHHH, IIPEICTaBIIIONINX
COBOKYITHOCTB CPEJICTB M3MEPEHUH OMHAKOBOTO Ha3HAYCHUA. NIPHMEHIEMBIX IIPH M3MEPEHUIX
B chepe 3aKOHOATeNFHOU METPOIOTHH, SK3EMIUIAPH YTBEPKAEHHOIO TUIA KOTOPBIX TO/IeKaT
roCYAapCTBEHHOM MOBEPKE C YCTAHOBJICHHON B HEM NEPHOAUYHOCTBIO (@aHAIM3aTOPBI COCTaBa U
CBOMCTB OHOJIOTHYECKUX CPELCTB).

VIOIHOMOYEHHOE  FOPUAMYECKOE JMIO, IPOBOIMBIIEE METPOIOTMYECKYIO  IKCIEPTHU3Y
eIMHIYHOIO 3K3EMIUIApA B IEISIX YTBEP/KICHUS THIIA CPeACTBA H3MEPEHUH

Pecniybnukanckoe yHUTapHOEe mpennpustue «MOTMIEBCKMN  IEHTp  CTaHIapTU3allUH,
meTposioruu u ceprudukanum» (Morunesckuit LICMC)

Pecny6mika Benapycs, 212011, r. Morunes, yi. benanckoro, 33

Tenedon: +375 (222) 72 16 58;

takc: +375 (222) 72 16 58

http://mcsms.by/

e-mail: csms_mogilevi@mogilev.by

[Ipunoxenne: 1. @otorpabuu 0OMIIEro BUAa CPEACTBA U3MEPEHNH Ha | HCTe.
2. Cxema (pUCYHOK) C YyKa3aHUEM MecCTa Ui HaHCCEHHUSgZHaKa ITOBEPKU
cpencTBa u3MepeHuit Ha | nucre. ’

Hupextop Morunesckoro LICMC




ITpunoxenue 1
(obs3aTenpHOE)
Dotorpaduu 00mHEro B2 CPEACTRE H3MEPEHIH

i

MODEL D500 |

!ntertek M’ C€
ﬂaﬂl@.’i‘m & ® ):4

@DATE 2020004/01

115000590671242
11}200401
1BD040013

Pucynok 1.2 — @otorpadus MapKHPOBKH aHAH3ATOPA FEMATOIOrHYECKOrO 2aBTOMATHIECKOTO
DxH 500



IIpunoxenue 2
(obs3aTenmBHOE)
Cxema (pHCYHOK) ¢ yKa3aHHEM MECTa JUIt HAHECCHUS 3HAKA HOBEPKHU CPEACTEA H3MEPEHNI

Pucynok 2 — Cxema (pHCYHOK) ¢ YKa3aHHEM MECTA JUISL HAHECEHUS 3HAKA [TOBEPKH



