r'OCYJIAPCTBEHHBIA KOMUTET 3SIPKAVHBI KAMITOT
10 CTAHJAPTH3AITNA ITA CTAHIAPTBI3AIIBIT
PECIIYBJIMKU BEJIAPYCH POCIYBJIKI BEJAPYCH

CEPTUOUKAT .
OB YTBEPKJIEHUU TUIIA CPEJCTBA U3SMEPEHUU

C:[B Ne 20001 ot 5 mast 2026 T.

Cpox neiicTBus — 6ecCpoUHO

HaumeHoBaHMe 1 0003HAYEHNE €IUHUYHOTO DK3EMILIApa TUIIA CPEICTBA U3MEPCHUI:!
AHAIH3aTOP reMaTojioruyeckuii aBromarudecknii DxH 500

3asoackoit Homep: Ne BC070752

[TpousBOaUTENE:
«Beckman Coulter Ireland Inc.», Mprangust
(npom3BoacTBenHas miomaaka: «BIT Analytical Instruments GmbH», I'epmanust)

Branenen ceprudukara 06 yTBEp)KA€HUN TUMA CPEJCTBA H3MEPECHUN!
000 «Aabrumen Tpeiia», r. Munck, Pecny0auka benapycs

Metonuka IoBepKu:
MILMI" 0676-2026 «Cucrema obecnedenusi etaHcTBa n3MepeHud PecnyOauku benapyce.
AHanusaTopsl remarosornueckne apromatudeckne DxH 500. Meroauka moBepku»

MHTepBal BpeMeHN MEXTy rocy JapCTBEHHBIMHU IIOBEPKaMu: 12 mMecsieB

Tum CpeicTB H3MEPEHUIE YTBEp)KIEH IIOCTAHOBIEHMEM [ '0CyIapCTBEHHOTO KOMUTETA
no crangaptusanuu PecryOnuku benapycs oT 05.05.2026 Ne 52.

VTBepKICHHBIN €IUMHUUHBIN HK3EMIUIP TUIA CPEICTBA U3MEPEHUI Pa3peniaeTcsi K IPUMEHCHNUIO
Ha Teppuropun Pecry6nuku Bemapych B COOTBETCTBUM C IIPMJIara€éMbIM OINKCAHUEM THIIA
CpeICcTBa U3MEPEHU.
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IIpuiioxkerne K cepTudukary
06 yTBEepXKICHUH THIIA
CpEICTBA M3MEPEH U

or 05 05 2061 Ne L0007

OIMMCAHME TUIIA CPEICTB V3MEPEHUU

HayMeHRoBanue 1 0603Had9eHre eMHIIHOT0 JK3EMILIPA THITA CPEJICTBA U3MEPEHMH:
AHATH3aTOp FeMaToNOrAYecKuil aBToMarudeckuii DxH 500

HanMeHoBaHuEe eJUHAYHOIO SK3EMILIIpA TUlla CPpeACTBA uzMepeHnﬁ:
AHEUII/I?)EITOIZ) réMaToJIOTHYCCKUC aBTOMATHUYECKUU

O603HaUeHNE €MHITHOTO FK3EMILISpa THIIA CPEICTBA H3MEPEHHIL:
DxH 500

3aBonckoi Homep: BCO70752

Haznagenue:

ABamzatop reMaronoruueckuit apromarudeckuii DxH 500 (marnee — aHaIM3aTOP) MpEAHA3HAYCH
JUTST U3MEPEHHs CYETHBIX KOHIEHTPAIMH JICHKOIUTOB (WBC), spurpormtos (RBC). TpomGonHTOB
(PLT) 1 MaccoBO} KOHICHTPAIHHE TeMOTTIO0NHA (HGB) B xpoBH.

Omnucanuye:
[TpuHIMN JEHCTBHS aHAIM3ATOPa OCHOBAH HA CJICAYIOIIHX METOMaX M3MEpEeHU: anepTypHO-
AMTIETaHCHOM (KOHIYKTOMETPHUECKOM) METOIE, (OTOMETPHUECKOM METOIE.

ATIepTypHO-BMIIEAHCHEIH METO[ TPUMEHSETCS B aHANM3aTOpe UL OIpPEAC/ICHU CYETHBIX
xormerTpanui jefkornuToB (WBC), s5puTponuToB (RBC) u tpombGoiutos (PLT). [lanHbmi METON
OCHOBAH HA OMpEJCNCHNH M3MCHEHWH SIEKTPAYECKOrO CONPOTHBICHUA, BOIHUKAIOMMX IIpH
MPOXOKJEHUH KIETOK KPOBHU, B3BEIICHHBIX B JJIEKTPOIHUTE (TOKOMPOBOLIIIEM pasdaBuTele),
gepe3 ameprypy (MHKPOOTBEPCTHE) ¢ HM3BECTHBIMH pPasMepam. Jlng co3faHus TOKOIIPOBOJA
HCIIONE3yeTCsl Tapa 3NEeKTPOJOB, PAaCIOTOKEHHBIX C oberx crTopoH amepTyphl. llpu
IIPOXOAIEHUM KaxAoll KICTKH KDOBH HUepe3 amepTypy MEKIy ONEKTpOJaMi HpOHCXOLHMT
IpephIBAHMAE  JJEKTPUYECKOTO  TOKA, YTO  BBI3HIBACT ~ M3MCEHCHCHMC IIEKTPAYECKOTO
CONPOTHTBIECHHUS B CHCTEME, MPONOPIHOHAIBHOC pasMepy 9TOH KIeTKH. VI3meHeHue
COIIPOTHBIIEHHS B CBOKO OUEPE/Ib BEI3BIBACT DICKTPUUCCKHII HMITYIIBC, KOTOPBIA PETUCTPUPYCTCS
¥ W3MEpSIeTCS AHAIM3aTOPOM. UMCIO CreHEPUPOBAHHBIX HMIYIBCOB COOTBETCTBYCT HHCITY
KJIETOK, MPOLIETIIAX dYepe3 amepTypy. AMIUIMTYJa HMITyJbCa MPOIOPIHOHATRHA pasMepy
KJIETKHW, YTO IIO3BOISET I[POrPaMMHOTOMY OOECHEUCHHIO dHalM3aTopa KJIacCHPUIMPOBATE
KIIETKH B COOTBETCTBUM C X Pa3MEpOM WM aBTOMATHYECKH Pa3NelsiTh Ha JIEHKOIATHI (WBC),
sputponutsl (RBC) u TpombonuTet (PLT) B COOTBETCTBAH C NPy CTAHOBICHHBIM AJITOPUTMOM.
V3Mepennbie aHATH3aTOPOM 3HAYEHUs UMILYJIBCOB IIPH MPOXOKACHUN OIpPEICIEHHOIO obbeMa
JKUIKOCTH depe3 ameprypy aBTOMAaTHUeCKH II€PECUMTHIBACTCA C TIOMOIIBIO IPOIPaMMHOTO
obecIieuenns] aHaIM3aTopa B CUYETHYIO KOHIEHTPALMIO JCHKOLUTOB (WBC), 3puTpoLHATOB
(RBC) u tpombonutos (PLT) B uecXoqHOH 1pode KPOBU.

doToMeTpHUECKHI METOI TNPUMEHSETCS B aAHANTU33aTOPE ULL  OTPEACTICHAM MaccOBOH
xonuenTparun  remornobuna (HGB). Cymsocts JaHHOTO —METOAa  3aK/IOHAcTCs B
NpeoOpasoBaHWM  TeMOIIOOMHA B CTaOMIIBHBIH OKCHTEMOTJTIOONH C  HCIOIB30BAHHEM
NTM3MPYIONETO  peareHTa ¥ HOCHENYIONeM  HM3MEPEHMH — WHTCHCHBHOCTH  HM3JyHCHHA



MOHOXPOMATHYECKOTO CBETa, MPOLICANIEro dYepe3 JH3APOBAHHBIA pacTBOp (OHTHYECKasd
IUTOTHOCTh JIM3HPOBAHHOTO PAaCcTBOPa MPOMOPIMOHATEHA KOHIIEHTPALIMH TEMOTTI0O0HHA B 1IpoGe).
B kauecTBe WMCTOYHWKA W3NYYCHHAS B AHATM3ATOPE HCIOINB3YETCA CBETOAMOIHBIN HCTOYHKK
cBETa IpH ANuHE BOMHBI 545 HM. 3MepenHbiil curnais cpaBHUBAETCs ¢ CUTHAIOM, MOTYYeHHBIM
IIPH IPOXOKIEHUH CBETA OT ATOrO YK€ UCTOYHUKA Yepe3 XOIOCTON pacTBOp (pacTBOp peareHTOB

0e3 nmoOamneHus WPOOEI).

H C TIIOMOIBKO MIPOTrpaMMHOI0 obecrieyeHUs

AaBTOMATHYCCKH NEPECUNUTHIBACTCI B MaCCOBYHO KOHICHTPAIUIO TCM oraoOuHa.

O6s3aTenbHBIC METPOIOTHYECKIE TPeOOBAHUS: IPECTABIICHBI B Ta0HIE 1.

Tabmuna 1

HaunmenoBanue ITapaMeTpa
KpOBH, €AWHNLIA U3MEPCHUS

Jwnamazon
H3MEpEHNH

Hpez[en JOITyCKaeMOro OTHOCHTCIIBHOTO
CPCOHCKBAAPATUICCKOTO OTKIIOHCHUA

CIy4ailHOM COCTABIISAIONLIEH
HOrPELTHOCTH IIPU H3MEPEHUH
napamerpa kposu (OCKO), %

CueTHas KOHIEHTPALHI
netixotutos (WBC), 10%/m’

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

5,00
4,00
3,00

CueTHas KOHHICHTpAaIuga

sputponutos (RBC), 1012/;[1\43

ot 1,00 o 3,49
ot 3,50 no 8,00

3,00
2,00

Maccopast KOHLEHTpaLUs
remorno6uua (HGB), r/am’

ot 30,0 1o 49,9
ot 50,0 mo 109,9
ot 110,0 mo 250,0

4,00
2,00
1,50

CueTHas KOHIIEHTpAIHS .
tpomboumros (PLT), 10%/mv°

ot 25,0 70 99,9
ot 100,0 no 200,0

ot 200,1 mo 650,0

10,00
7,50
5,00

aHaI3aTopa

HC

OCHOBHBIE TEXHHYECKHE XapaKTEPUCTHKA W METPOJOTHUESCKHE XapaKTePUCTHKH,
OTHOCSIIIIUECS K 00sI3aTEIFHBIM METPOJIOTHUYECKUM TPeOOBaHUSM: TIPEACTABICHEI B TabIHile 2.
Tabnuma 2

HaumMenoBanue XapakTepUCTHKH, 3HaueHne XapaKTEPUCTHKH JIIS

SAMHUIA U3MEPEHUS aHAIM3aTopa

[Tpou3BOANTENEHOCTD *(B pexume 3abopa 00pasnoB U3 60
OTKPBITHIX TIPOOHUPKOK) , TECTOB/Y
OGBEM aHATH3UPYEMOT0 00pasia , MKII 12
Macca*, KT 114

I"abapurtHple pasMepb! (IMpHHA X BBICOTA X TIyOHHA)*, cM

27,0 x 40,6 x 43,0

HH&I}&SOH HAaIIpSPKSHUS] TMHUTAIOMIEH CETH IEPEMEHHOTO
TOoKa , B

ot 100 mo 240

Homunansuas yactora mutaroreii cetn*, I'1g 50/60
BexonHoe HanpssKeHHE BHEIIHENO MCTOYHUKA HI/ITaHI/Iﬂ*, 24
B
ITotpebnsemas moimHOCTEIO*, BT, He Oonee 120
YcnoBust skcuTyaTanun’®:
- IIHala3oH TeMIIepaTypbl OKPY:Kaomero Bo3ayxa, °C ot 18 no 25
- OTHOCHTEIbHAS BIaXHOCTH OKPY/KAIOIIET0 BO3yXa IPH

25 °C, %, me Goree 80

* CormacHoO pyKOBOJCTBY IO 9KCILTYATALMH, TIPH MTPOBEAECHHH METPOIOTHYECKON SKCIIEPTH3HI

XapaxKTCPUCTUKA HE NOATBEPKIAIACH.




KOMILTEKTHOCTB: IIpefcTaBIeHa B TabIuIe 3
Tabnuua 3

HanmeHoBauue KomnuecTo
Anamusarop remarosorudeckuit aBromaruueckuil DXH 500 3aB.Ne 1 .
BC070752
BremHui 6510K THTaHUS 1 mr.
CeTeBOH MIHYD NUTAHUS 1 mr.
Py4HO# cKaHep IITPUX-KOJIOB | 1T,
PyKOBOJICTBO IO 3KCILTyaTallul 1 3K3.

MecTo HaHECEHHS 3HAKa YTBEPXKIACHUA THUIIA CPCACTB HSMCpeHHﬁI 3HAK YTBCPXKACHUA THUIIA
CpEACTB I/I3M€peHHﬁ HaHOCHUTCS Ha TI/ITYJ'[I)HI)IfI JIUCT PYKOBOJCTBA 10 SKCILTyaTallkuH.

Metomuka mosepku: MILMID 0676-2026 «Cuctema obeclieueHHs €IMHCTBA H3MEPEHUH
Pecny6muku Benapych. Ananuzatops! remaronorudeckue apromaruueckue DxH 500. Meroauka
HOBEPKU».

Metomuku (METOIBI) H3MEPEHHM, MpPUMEHSEMBIE COBMECTHO CO CPEACTBOM H3MEPEHUH,
MIPOU3BOIUTENEM HE YCTaHOBIIEHBL.

HopMaTHBHEIE PABOBBIE aKTHI, B TOM YHCIE OOA3aTENbHEIC I COOMIONECHWS TEXHIYECKUE

HOPMATHBHEIE IIPABOBBIE AKTBI, TEXHMYECKHE HOPMATHBHBIE IPABOBBIE AaKThl B 00nacTu

TEXHMYECKOr0 HOPMUPOBAHWUS W CTAHOAPTHU3ALMH, JOKYMEHTBI B O0OIacTH TEXHUYECKOTO

HOPMUPOBAHUS U CTAaHIAPTHU3AIMH, HE SBIIIIOLINECS TEXHUIECKUMY HOPMATUBHBIMU IIPABOBBIMU

aKTaMH, [JOKYMEHTALMs TPOU3BOMUTENS MJIM TEXHUYECKOE 3aJaHHue 3asBUTCII Ha

METPOJIOTHYECKYIO SKCIEPTH3Y, yCTaHABIUBAIONIME TPEOOBAHM K TUILy CPEJICTBA H3MEPEHUN!
TEXHUUECKast JOKyMeHTaus (PyKOBOJCTBO 110 SKCILITyaTalliH).

NnenTrdukanms mporpaMMHOTo o0eciedeH s IpecTaBieHa B Tabnume 4

Tabmnuma 4

Howmep Bepeuu 10

Unentudukanuonnoe HanMeHoBaHue [10 o
(uneHTHUKAITMOHHBINA HOMED)

Amnanuzatop remaronoruueckui apromarngeckuit DxH 500

— \ He "Hike 2.0

[IpousBoauTem®:

«Beckman Coulter Ireland Inc.», Upnanaus

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

MecToHaxoxaeHHe Npou3BoACcTBeHHOM miommanku: «BIT Analytical Instruments GmbH», Am
Kronberger Hang 3, 65824 Schwalbach, I'epmanus

3aKIoueHe O COOTBETCTBHM YTBEP)KIECHHOT'O THITA CpPEACTBA H3MEPEHUH TpeOOBaHUAM
HOPMATHBHBIX TIPABOBBIX AaKTOB, B TOM YHCIE OOSM3aTENBHBIM TS COOMIONEHUSA TEXHUUYECKUM
HOPMATHBHBIM IIPABOBEIM aKTaM, TEXHUYECKHMM HOPMATHBHBIM I[IPABOBBIM aKkTaM B O0JIACTH
TEXHUYECKOTO0 HOPMHPOBAHWS W CTaHAapTH3aAIUM, JOKYMEHTaM B OONAcTH TEXHUYECKOTO
HOPMHPOBAHUSA U CTaHAapTH3aIUM, HE SBIBIIOMUMCI TEXHUYECKUMH HOPMATHUBHBIMU
MIPABOBBIMU aKTaM¥, JOKYMEHTAIIUH TTPOU3BOIUTENS WM TEXHUIECKOMY 3aJaHUIO0 3asiBUTEIIS Ha
METPOJIOTHYECKYIO DKCIIEPTU3Y B OTHOUICHWH SOMHUYHOTO 3K3EMIUIIpa CPEACTBA HU3MEPEHUM:
AHAIU3aTOP COOTBEICTBYET TPEOOBAHMAM TEXHUUECKOM JOKYMEHTAlMH (PYKOBOACTBY IIO
OKCILTyaTallyn).

Tun cpeacTBa HSMCpﬁﬂﬂﬁ OTHOCHUTCHA K KaTCTrOpHUu:



[oamyskT 6.8 cormacuo IlepedeHs KaTeropu#l CpeacTs H3MEPEHMH, IPEICTABIIONINX
COBOKYITHOCTh CPEJICTB M3MEPEHUH OJMHAKOBOTO HasHAYCHHS, IPUMEHAEMBIX TIPH H3MEPCHHAX
B chepe 3aKOHOIATENBHON METPOJIOTHHE, SK3EMIUIAPBL YTBEPKACHHOTO THITA KOTOPEIX MOIEKAT
rOCYIapCTBEHHOM TIOBEPKE C YCTAHOBICHHOM B HEM TIEPHOMYHOCTEIO (aHATH3ATOPEI COCTABA 1
CBOMCTB OHOTOTUYECKUX CPEJCTB).

VIOTHOMOYEHHOE IOPHAMYECKOE JIMIO, IPOBOMMBINEGE METPOJIOIMYCCKYIO  IKCIEPTHU3Y
eIIMHAYHOTO 3K3EMIDIAPA B IIeNIX YIBEPKICHHUS THITA CPEICTBA H3MEPCHHUH!

Pecy6nukanckoe YHUTapHOe IpefanpusTne «MOTHICBCKMH IEHTp  CTAHIAPTU3ALUH,
meTposoruy u ceprudukanumy (Morunescknit [ICMC)

Pecmry6nuka Benapycs, 212011, r. Moruses, yi. benusckoro, 33

Tenedomn: +375 (222) 72 16 38;

daxc: +375 (222) 72 16 58

http://mcsms.by/

e-mail: csms_mogilev@mogilev.by

Ipunoxenne: 1. @otorpadmu obiero BuIa CpecTBa U3Mepenni Ha HHCT
2. Cxema (puUCyHOK) C yKazaHHeM MecTa JUIS HAHECEPHA™ 3HAKa MOBEPKU

cpelcTBa M3MepeHuit Ha 1 amcre. =

Hupextop Morunesckoro LICMC C.C. JlenuceHko



Ipunoxenue 1
(obs3aTENMBHOE)
dotorpadun 00HIEro BHAA CPSACTBA H3MEPEHHH

Ox4 500 @

Pucynok 1.1 — ®otorpadus 061IEro Bujia aHaM3aTopa reMaToNoriaeckoro aproMatrdeckoro DxH 500

MODEL DxH 500
REF] B40601 }
INPUT DC 24V-5A)

AT

80070752

A7
‘ DATE: 201 gm?fm
et mwwam comitty

% (0111509950067 1242
e (113100707
y (21)BCOTO7S2

Coniorms to Stid. ULE1040.1 |
Cert to CSA Sto CSA22.2M2812101 |

| lnt:;ek VD C E

m-. » vms-ﬁeo
Fa Oy (U Regusrement)
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Pucynok 1.2 — @otorpadus MapKHpPOBKY aHAIW3aTOPA FEMaTOJIOTMYECKOr0 aBTOMATHICCKOTO
DxH 500



[TpunokeHue 2
(obs3aTeNBHOE)
CxeMma (PHCYHOK) € YKa3aHHEM MECTa JUis HAHSCCHHS 3HaKa MOBCPKH CPCACTBA H3MEpeHUH

PrcyHOK 2 — Cxema (PHCYHOK) ¢ YKa3aHHEM MECTa JUIs HAaHECCHH 3HaKa OBEPKU



