rOCYIAPCTBEHHBI KOMUTET I3SIPYKAVHEI KAMITOT
110 CTAHJAPTH3AIINHA ITA CTAHIAPTEI3AIIBII
PECIYBJIMKHU BEJIAPYCh PACITYBJIKI BEJAPYCh

CEPTU®UKAT 5
OB YTBEPKAEHUU TUIIA CPEJCTBA U3MEPEHUU

No 20002 ot 5 mas 2026 1.

Cpok geticTBUsl — OECCPOYHO

HauMmeHoBaHMe 1 0003HaYEHNE EAUHUIHOTO SK3EMILIIpa TUIIA CPENCTBA U3MEPEHUN!
AHanm3aTop remMarosiorudecknii apromatudecknii DxH 500

3aBoxckoit Homep: Ne BC030358

[Ipou3BOIUTEND:
«Beckman Coulter Ireland Inc.», Upianaus
(mpomsBoacTBenHas wiomanaka: «BIT Analytical Instruments GmbH», I'epmanust)

Bnagenen ceprudukara 06 yTBEpKICHUU THIIA CPEICTBA U3MEPCHUM:
000 «Aabrumen Tpeiia», r. Munck, Pecniyoinka Benapycs

MeToauKa MOBEPKU:
MILMI 0676-2026 «Cucrema obGecriedeHusi exnHCTBA n3MepeHuii Pecnyoinku benapyce.
AHnanu3aTopbl remarosiornyeckne asTomaTudeckue DXH 500. Meroanka moepKu»

VIHTepBal BpeMEHU MEX/y TOCY JapCTBEHHBIMU ITOBEpKaMu: 12 Mecanes

Tum CcpelncTB W3MEPEHUI YTBEPXKIEH IIOCTAHOBICHHWEM [OCYIapCTBEHHOTO KOMHTETA
o crangaptusanuu Pecrry6muku benapyce ot 05.05.2026 Ne 52.
Y TBEp)KICHHBIN €AMHUYHBIN SK3EMIULIP TUTIA CPEICTBA U3MEPEHUI pa3peInaeTes K IPUMEHEHUIO

Ha Teppuropun PecnyOnuku bemapych B COOTBETCTBHM C IPMIAraeMbIM OINKMCAaHHEM THIIA
CpelcTBa U3MEPEHUI.

U.A . Kucnenko

(vHULMATEI, haMUITHS)




[punoxenne K cepTUdUKATY

00 yTBEp)XKICHUHU THTIA

CpesICTBa U3MEPEHUHM

or D5 05 2046 1. Ne AOPOR

OITMCAHUE TUIIA CPEJICTB U3MEPEHUN

Hanmenosanue 1 0603Ha9eHIE eUHAYHOIO K3EMILIIpa THIIA CPEJICTBA H3MEPSHHUIL:
AHanmm3aTop reMaToorudyeckui apromaruaeckuit DxH 500

HanMenoBaHnue € JUHAYHOTO SK3CMILIsIpa TUIla CpeACTBA I/l3M6p€HI/II711
AHaJII/I?:aTOp reMaToJIOTHYECKHE aBTOMATHIECKUH

O603HaYeHAe eMHUYHOIO SK3EMIUIsIpa THIIA CPEICTBA H3MEPEHHI:
DxH 500

3aBoackoit Homep: BCO30358

Haznagenue:

Anammsarop remaronoruueckuii apromarudeckuit DxH 500 (manee — ananusarop) mpeiHasnaded
JULSL H3MEPEHHUS CUeTHBIX KOHIeHTparmii nefikonutos (WBC), spurpormtos (RBC). tpomGomuTon
(PLT) u MaccoBoit korueHTparuu remMoriobvaa (HGB) B kposw.

Onucaxue:
[Ipuan@n JeHCTBHS aHANU3aToOpa OCHOBAH HA CICAYIOIIMX METOAax WU3MEPEHU: anepTypHO-
AMTIEaHCHOM (KOHIYKTOMETPUYECKOM) METOZE, HOTOMETPHIECKOM METOJIE.

AnlepTypHO-MMIIEJAHCHBI MeTOJ IPHMEHSETCS B aHaiu3arope A ONPENCNEHUST CHCTHBIX
xoHmerTpanwi neiikoruros (WBC), spurponuros (RBC) n pomGonutos (PLT). JlaHHEN METON
OCHOBaH HAa OIpPENECNICHHH H3MCHEHHMH SIEKTPHYECKOTO CONPOTHBICHUS, BO3HUKAIOIIUX IPH
IPOXOKIEHMH KIETOK KPOBH, B3BELIEHHBIX B JIEKIPONHTE (TOKOMPOBOIAIIEM pasdaBHTeNe).
Yepes ameprypy (MHKPOOTBEPCTHE) ¢ H3BECTHRIMH pasmepamu. Jlis cO3iaHHS TOKONPOBO/A
HCIIONB3yeTCsS I1apa JNMEKTPOJIOB, DACTONOKEHHBIX ¢ 0feux cropoH ameprypsl. llpu
NPOXOKIEHUM KaXIOU KJIETKM KPOBH YEPE3 alepTypy MEKAy 3MeKTPOAaMU IPOUCXOANUT
IpephIBAHUE  BIEKTPUYECKOr0  TOKA, UYTO  BHI3BIBAET  HM3MEHEHEHe  DJIEKTPHYECKOTO
CONPOTHTBICHHS B CHCTEME, MPOIOPIHOHANBHOE pasMepy OToH KieTkd. M3meHenue
COMPOTUBJIEHHUS B CBOIO OUEPE/Ib BEI3BIBACT IICKTPUUESCKUH UMTIYIIbC, KOTOPBIH PErHCTPUPYETCs
U M3MEPSIETCS aHATM3aTOPOM. UHMCIIO CreHEPUPOBAHHBIX HMITYJIBCOB COOTBEICTBYET 4YHCITY
KJIETOK, IIPOIIEAUIAX dYepe3 amepTypy. AMIUIMTYJa HMIyJbca MPONOPLHHOHATIBHA pasMepy
KJIETKH, YTO IIO3BOJSIET IIPOIPAMMHOTIOMY OOECTIEUCHHIO aHAIM3aToOpa KIAacCH(PUIMpPOBATH
KIIETKH B COOTBETCTBHH C WX Pa3MEPOM M aBTOMATHYECKH pa3fesisats Ha yelikonutel (WBC),
sputpouuTsl (RBC) u Tpomborutel (PLT) B cOOTBETCTBUHA C NPEIYCTAHOBIEHHBIM aJIrOPUTMOM.
V3MepeHHbIe aHATH3aTOPOM 3HAYEHUS MMITYJIBCOB MIPH [IPOXOJKAEHUM ONpPENeIeHHOro obbeMa
JKHUIKOCTH dYepe3 amlepTypy aBTOMATHYEeCKH IEePECUMTHIBAETCA C IIOMOMIBIO IIPOTPAMMHOrO
ofecrieuerns aHaIM3aTopa B CUETHYIO KoHIeHTpanuro neiikonuToB (WBC), spuTpounTOB
(RBC) u tpomboruTo (PLT) B ucxoaHo# npobe KPOBH.

DOTOMETPHYECKAH METOJ TPUMEHSIETCS B aHAIM3aTOpPe JUls ONpPEJENeHHs MacCoBOH
koHunentpanun remorinobmna (HGB). Cymsocrs TaHHONO  METOJA  3aKIIOYacTes B
Mpeobpa3oBaHuM  reMOTIoOWHa B  CTAa0WIBHBIH  OKCHI€MOITOOMH €  HCIOTH30BaHUEM
JTU3MPYIOUIET0  peareHTa W IIOCIEAYIOIEM  H3MEPEHWH  WHTCHCHBHOCTH — H3IYUCHUA



MOHOXPOMATHYECKOTO CBETA, IPOLIEANIEr0 Yepe3 JH3UPOBAHHBIA DPAcTBOp (ONMTHYECKAS
IJIOTHOCTH JIM3HPOBAHHOIO PacTBOPA IPONOPLHHOHATBHA KOHIIGHTPAIIUU TeMOTI00WHA B TIpobe).
B KauecTBe HMCTOUHMKA H3IYUEHUS B AHAIHM34TOPE WCIIONB3YETCS CBETOIAMOHBIN HCTOUHHK
CBETA IPU JIKMHE BOMHBI 545 HM. VI3MepenHbIH CUrHal CPAaBHUBACTCS C CHTHAIIOM, TIOTYUEHHRIM
[pU IIPOXOKIAECHUH CBETA OT ITOTO JKE& HCTOYHMKA YePe3 XOJIOCTOH pacTBOp (pacTBOp pearcHTOB

6e3 [polamieHus TPOOH),

H C TIOMOIIBIO IMPOTPaMMHOTO

ABTOMATHHCCKH IICPECUUTHIBACTCA B MaCCOBYIO KOHIICHTpaLHUIO T eMOTTIOOHHA.

O6s3aTenbHBIE METPONIOTHYECKHE TpeOOBAHUS: TIPENCTABIEHEI B Tabmume 1.

Tabmuna 1

HanmenoBanue mapameTrpa
KPOBH, €AWHULA U3MEPEHHUS

Juamazon
U3MEPEHUNR

[Ipenen momyckaeMoro OTHOCHTETHHOTO
CPEIHEKBANPATUUECCKOTO OTKIOHEHUS

CIIydallHOM COCTaBIISIOLIEH
[IOrPEHIHOCTY IIPYU U3MEPEHUH
napamerpa kposu (OCKO), %

CueTHas KOHIICHTPAIHS
nerikouutoB (WBC), 109/111\43

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

5,00
4,00
3,00

CuerHas KOHIICHTpALHSL
sputporuToB (RBC), 10"%/1m

(987

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

3,00
2,00

MaccoBasi KOHIICHTpaLHs]
remoryobuna (HGB), r/mv’

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

4,00
2,00
1,50

CyeTHas KOHIICHTpAIHS )
TpomGonuTos (PLT), 10%/mv°

oT 25,0 10 99,9
ot 100,0 o 200,0
ot 200,1 mo 650,0

10,00
7,50
5,00

OcCHOBHBIE TEXHHYECKHUE

XapaKTePpUCTHKH W  METPOJIOTHYECKHEC

XapaKTECPHUCTHKH,

OTHOCAILIIHECT K 00s3aTeEHBIM METPOIIOTHYCCKHUM TpCGOBaHI/IHMi IPCACTaBIICHEI B TaGHHHe 2.

obecreueHus aHaJIN34aT0pa

HE

Tabnuma 2
HaumMeHoBaHMe XapaKTepUCTHKH, 3HaUYEHNE XapaKTEPUCTHKH IS
CIAMHUIIA U3MEPEHHUS aHanMzaTopa
ITpou3BOINTEIEHOCTE *(B pexxume 3abopa 00pasmnoB u3 60
OTKPBITBIX IPOOUPKOK) , TECTOB/Y
OG6BeM ananmmu3UpyeMoro obpasia , MK 12
Macca*, KT 114

l"abapuTHBle pasMeps! (IHPHHA X BHICOTA X ITyOHHA)*, CM

27,0 x 40,6 x 43,0

Huarna3on HaUps/KEHUs] THTAIOMIEH CETH IEPEMEHHOTO
ToKa , B

ot 100 mo 240

HomunanbHas yactota nutaromeit cetu’™, 'y 50/60
BeIxosiHOE HaTpsKeHHe BHEIIHETO UCTOUHHKA nmaﬂnﬂ*, 24
B
Iorpebmsemas mommocTeio*, BT, He 6oree 120
YcnoBus sKkcmIyaTanuu’™:
- IMana3oH TeMIIEpaTyphl OKPYKatoIero Bosmayxa, °C ot 18 no 25
- OTHOCHTETIBHAS BIAKHOCTH OKPYIKAIOIIEro BO3/yXa IpH

25 °C, %, He Gonee 80

* CornacHo pyKOBOJCTBY IO SKCILTYaTaI[uH, TIPH MPOBEIEHHH METPOIOTHICCKOH IKCTIEPTHU3BI

XapaKTCPUCTHUKA HE IIOATBEPIKIaIach.




KomrmiextHOCTS: IpesicTaBienHa B Tabmuie 3

Tabmuma 3
Hanmenosanue Konuuectro

Amnanuzarop rematonorndeckut apromarumuecknii DxH 500 3aB.Ne 1 mr.
BC030358

Bremnuit 6510k nuTanus 1 mT.
CeTeBoil IHYDP MUTaHUS 1 1T,
PyuHO¥ ckaHEp MITPUX-KOJOB | mr.
PyKOBOJCTBO IO 3KCILTyaTalliu 1 9K3.

MecTo HaHECEHHUs 3HaKa YTBCPXKACHUA THUIIA CPEACTB H3Mep€HMﬁZ 3HaK YTBEPXKIOCHUA THIIA
CPCICTB H3M€p€HHﬁ HaHOCHUTCA Ha THTYHEHBIfI JIMCT PYKOBOACTBA ITO SKCIINIyaTallkuu.

Meromuka mnosepxku: MILMIT 0676-2026 «Cucrema obOecneueHHsS EIMHCTBA HM3MEPEHHH
Pecniy6nuxu benapycs. AHanmu3arops! remMaronoruueckue apromarnueckre DxH 500. Mertoauka
IIOBEPKUY.

Meromukn (MeTONBI) H3MEPEHUH, IPUMEHSEMBIE COBMECTHO CO CPEICTBOM H3MEPEHHH,
IIPOMU3BOIUTENIEM HE YCTAHOBJIEHBI.

HopmartuBHBIE NpaBOBBIE aKTHI, B TOM UHUCIE OOS3aTENBHBIE IJIsI COOMIOMCHUS TEXHUYECKUE

HOPMaTHBHBIE IIPAaBOBBIE aKThl, TEXHUYECKHE HOPMATHWBHBLIC IIPaBOBBIE aKTHI B 001aCTH

TEXHUYECKOIO HOPMHPOBAHUS U CTAHZAPTH3AIMM, JTOKYMEHTBI B OONaCTH TEXHHYECKOTO

HOPMUPOBaHU U CTAHAAPTHU3ALKY, HE SBILIIOIINECS TEXHUIECKAUMI HOPMATHBHBIMHE ITPABOBBIMHU

aKTam¥, JOKyMEHTalWs IPOM3BOJIUTENS WJIM TEXHUYECKOE 3alaHHe 3asSBUTENS Ha

METPOJIOTHYECKYTO DKCIIEPTU3Y, YCTaHABIMNBAIOMIKE TPeOOBAHUS K THILY CPEICTBA H3MEPEHUH:
TEXHUUYECKAs JOKYMEHTAlNs (PYKOBOJCTRO MO SKCILIyaTalliH).

Wnentuduxarus nporpaMMHOro obecneueHus: peacTaBiena B Tabure 4
Tabnuua 4

Howmep Bepeun 110

WnentudrkanuonHoe HauMerosanue 110 .
(upeHTHOUKAIMOHHBIA HOMED)

AnanusaTop reMaTonoruueckuil apromarnyeckuit DxH 500

- } He Huxke 2.0

ITpousBoauTen:

«Beckman Coulter Ireland Inc.», Vipinangus

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

MecTonaxoxnenne Ipou3BoACTBeHHOM miomanku: «BIT Analytical Instruments GmbHy, Am
Kronberger Hang 3, 65824 Schwalbach, I'epmanus

3aK/IIOYEHHE O COOTBETCTBHM YTBEPKKIACHHOIO THIIA CPEICTBA HM3MEPEHMH TPeGOBAHMAM
HOPMAaTHBHBIX IIPABOBEIX AKTOB, B TOM YHCJIE OOS3aTEIBHBIM I COOMIONEHHS TEXHUYECKUM
HOPMAaTHBHEIM IPAaBOBBIM aKTaM, TEXHHYECKUM HOPMATHBHBIM IIPABOBEIM aKTaM B OOIACTH
TEXHUYECKOr0 HOPMHPOBAHHUSA M CTAHHAPTHU3AINH, JOKYMEHTAM B OONACTH TEXHUYECKOTO
HOPMHUPOBAaHMSl U CTAHAapPTU3ALUM, HE SABJLIOMUMCS TEXHHYSCKUMH HOPMATHUBHBLIMHE
IIPaBOBBIME aKTaMH, TOKYMEHTAMK IIPOU3BOIUTEINS MIIH TEXHIHUECKOMY 3a/IaHHIO 3aBUTEIS Ha
METPOTOTHYECKYIO OKCIEPTH3Y B OTHOIUIEHUM EIUHHUYHOIO SK3EMILIIpa CPEICTBA M3MEPEHMUIL:
AHaJI3aToOp COOTBETCTBYET TpeOOBaHUAM TEXHHYECKOM NOKyMEHTAUWH (PYKOBOACTBY IIO
9KCIUTyaTallum).

Tun CpCacTBa HSMepeHI/Iﬁ OTHOCHUTCH K KaTCIrOpHH:



IMonmynxktr 6.8 cormacHo Ilepeuens KaTeropuil CpeaCTB M3MEPEHUMil, IIPENCTARIAIOMIIX
COBOKYTHOCTH CPEJICTB H3MEPEHUH OAWHAKOBOIO Ha3HAUCHHS, IPHMCHSIEMBIX TIPH H3MEPEHHUIX
B cepe 3aKOHOIATENbHOM METPOIOTHH, K3EMILIAPHI YTBEPKIEHHOIO THIIA KOTOPHIX HO/UIEKaT
FOCYJapCTBEHHOMU TOBEPKE € YCTAHOBJIEHHON B HEM NEPHOIMYHOCTHIO (AHATU3ATOPBI COCTABA U
CBOHMCTB OMOJIOTMYECKHX CPEJICTR).

VIOTHOMOYEHHOE IOPHAHYECKOE JIUIO, [POBOMBIIEE METPOIOTHYECKYIO OKCIEPTH3Y
SIMHUYHOTO SK3EMIIIApA B LEAX YTBEPKICHNS TUIIA CPEJICTBA H3MEPEHHIL:

PeciyOnvkanckoe yHuTapHOe mUpemnpusTiHe «MOTHIEBCKHE [EHTp  CTaHJapTH3alluH,
MeTposnoruu u ceprudprxanuuy (Morunesckuit [ICMC)
Pecnybnuka benapycs, 212011, r. Morunes, yi. Benunckoro, 33
Tenedon: +375 (222) 72 16 58;

daxc: +375 (222) 72 16 58

http://mcsms.by/

e-mail: csms_mogilev@mogilev.by

[Ipunoxenune: 1. @otorpadmu o61Iero Bua cpeacTBa usMepeHnii Ha 1 amcTe.
2. Cxema (pHCYHOK) C YKa3aHHWEM MeCTa JUis HaHECEHH
cpelcTBa u3MepeHui na 1 jucre.

Ka MOBEPKU

s

YL
Hupexrop Mormnesckoro LICMC == // C.C. llenucenxko




IIpunosxenue 1
(obs3aTensHOE)
Qotorpadun obiHero BHAa CPSACTBA H3MEPEHUIA

Pucynox 1.2 — ®oTorpadus MapKHPOBKM 2HAIM3ATOPA TEMATONOTHIECKOTO aBTOMATHYECKOTO
DxH 500



[punoxenue 2
(oOs3aTenpHOER)
Cxema {pHCYHOK) € yKa3aHHECM MECTa A% HAaHCCCHIS 3HAKa HOBEPKHU CPEACTBA H3MEPEHHH

PucyHok 2 — Cxema (pHCYHOK) ¢ YKa3aHHEM MeCTa JUIT HAHECSHUS 3HaKa MOBEPKHU



