rOCYJIAPCTBEHHBII KOMUTET I3SIPAKAVHBI KAMITOT
10 CTAHJAPTH3AIINA ITA CTAHAPTBI3AIIBII
PECITYBJINKH BEJAPYCh PACIYBJIIKI BEJIAPYCh

CEPTUOHUKAT
OB YTBEPKJIEHHH THIIA CPEJICTB U3MEPEHUIA

Noe 17612 ot 16 mast 2024 r.

Cpox neicTBus: OECCpPOYHBIN

HaumeHoBaHue TUIA CPEJCTB U3MEPCHHUI!
Ananuzatop rematosiorndecknii aBromarnyeckuii PENTRA ES 60 Ne 410PES13238

[IpousBoauTENS:
«HORIBA ABX SAS», ®panuus

Brijan:
000 «JIaG0uoTex», r. Munck, Pecnydsnka benapycsh

JIOKyMEHT Ha IOBEPKY:

MPE MILMH 3913-2024 «Cucrema ofecrmedeHusi eIHHCTBa H3MepeHHH PecnyOanku
Benapych. Ananu3atopsl rematosorndeckne apromatmdeckne PENTRA. Meroauka
MOBEpPKH»

NurepBas BpeMeHH MEKIy I'OCyJapCTBEHHBIMU IToBepKaMu: 12 mecsines

Tun cpeacTB UW3MEpeHHit yTBepXKJeH NocTaHoBieHMeM ['0CynapcTBEHHOrOo KOMMTCTa
o crangaprusanuu Pecry6iuku benapycs ot 16.05.2024 Ne 52

CpescTBa M3MepeHH JaHHOTO THIIA CPEACTBA W3MEPEHUM, NMPOU3BOAMMEIC B IIEPUOJ CpPOKa
JedicTBUS  JaHHOro ceprudukara o0  yTBEpXKIOCHMM THUIIA  CPEICTBA  M3MEPEHHH,
WY YTBEP)KASHHBIH THI E€AMHHYHOTO OK3EMIUIApa CpPEACTBA HM3MEPEHUH pa3speruaroTcs

K TpHUMEHEHHI0 Ha Tepputopun Pecrmybmuku benapych B COOTBETCTBHHM C IpHIaraéMbIM
ONKMCAHUEM THUIIA CPEJICTBA U3MEPEHUIA. :
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3amecturens [Ipeacenarens komurera ‘%]/Z/ A.A.bypak
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OIMMCAHUE TUIIA CPEJICTB U3MEPEHUI
NPUJIOKEHHE K cepTUhUKATY 00 YTBEPHKICH!H TUIIA CPEJICTB U3MepeHH il
oT L8 ettt 2041 Ne /A2

Hanmenosanue tumna cpejcts nsmepenuii 1 nx 0603HaYCHYE:
AHaH3aTop reMaronornueckuil aBromatuueckuit PENTRA ES 60 Ne 410PES13238

Hasnauenue u 06:1acTh prMeHeHHS:

AHIU3aTOp remMaTolornueckuii asromaruueckuii PENTRA ES 60 No 410PES13238 (manee
— QHAJIU3ATOP) Npe/IHA3HAYEH JUTS H3MEPEHHsI CUETHBIX KOHIICHTPALMH JIeHKOLMTOB (WBCO),
sputpouutos (RBC), tpomGouutos (PLT) 1 MaccoBoit KOHIIEHTpALMK reMOrI00HHa (HGB)
B KPOBH.

OG6uacTh IpUMEHEHHS — 11PH 00ECTIEUSHHUH 3alUTHI JKU3HU | 3I0POBBS YEJIOBEKA, OKA3aHUs
MCIHULIMHCKOM [TOMOIIH.

Onucanue:

AHAJIU3aTOP UCIIONB3YETCA JUISl TTOACYETa KICTOK KPOBU KOHJYKTOMETPUUYECKUM METOJOM.
KonnykTomerpudeckuii MeTOJ OCHOBaH Ha M3MEHEHHH IOJHOIO CONPOTUBIICHHSI
Ka/JIMOPOBOYHOM anepTyphl, IOMEIIEHHOM B 3JIeKTPOIHT C MOCTOSHHBIM TOKOM, IIPOXOJISIIITHM
MEHCILY IBYMSL SIGKTPOAAMH, PaCIOIOKEHHBIMU 110 0OEUM CTOPOHAM arepTyphl. Bakyywm.
CO3MAIOLIMICS y KpaeB alepTypbl, 3acTaBisSeT KICTKH I[IPOABHIATHCS yepes areprypy.
Kaxnas kimetka BhITeCHSIET CBOM 00beM JJIEKTPOJIMNTA, TEM CaMbIM IOBBIIIAS I1OJIHOE
SJIEKTPUYECKOM COTIPOTHUBJIEHHE anepTypsl (aKTUBHOE corporusjieHue). [Ipoxoxmenue
KaKJIOH KIIETKU PETUCTPUPYETCS B BHIE MMITYJIbCA, aMIUIUTY1a KOTOPOIO MPONOPIMOHATBEHA
obbemy  kietkun.  OnpeneneHue KOHLIEHTPALlMA  TEeMOIJI00MHA  MPOU3BOIUTCS
CHEKTPOPOTOMETPUUECKIM METO/IOM.

AHAIIM3aTOp  TO3BOJISIET  ONPENENIATh MapaMeTpel  KJIETOK KpOBHU  [IALIUEHTOB U
CHTHATIM3UPOBATE O MATOJOIHYECKUX PE3yJIbTaTaX, KOTOPhIE TPEOYIOT OMOJIHUTEIbHBIX
uccienoBannid. Ha ocHOBaHMM MOTy4eHHBIX pe3ysIbTaTOB MOTYT BBIYUCIATECS JIO 26
[1apamMeTpOB KPOBH, & TAKKE BBITIOIHIAETCS MOCTPOCHUE THCTOTPAMM.

Jlata u3roToBNeHNs yKa3aHa B MEPBBIX Tpex LUdpax 3aBOICKOro Homepa (reppas mudpa —
roJ1, BTOpast, TPEThs - MECSII).

Dotorpaduu o6IIero Biia cpeicTB M3MepeHMil MIPEACTaBIIEHB] B IPUIOKEHNH 1.
Cxema (pHCYHOK) ¢ yKazaHMeM MecTa Juisi HAHECEHUS! 3HAKA TIOBEPKH CPEJICTB U3MEPEHHIi
[IPE/ICTaBJICHA B IPUJIOKEHUH 2.

OGs3aTeNbHble METPOJIOrHYECKHE TPeGOBAHMSL: [pejicraBjIeHsl B Tabaue 1.

Tabmuua 1
Haumenopanue 3HaueHue
1 2
EW“%HCE?,OFOI;}/BHMepeHHH CUETHOI KOHLIEHTPALUHU JIEHKOIIUTOB 012,0 10 23,0
IIpenen monyckaemoro OTHOCHTEBHOTO CPEIHero
KBapaTHYECKOT0 OTKJIOHEHUS IIPH U3MEPEHNUU CUCTHOM 3,0 .
KOHUEHTpauy Jeiikorutos (WBC), % |




[Iponomkenue Tabnuna 1

1

2

Jlnanason nsmepenuii CUeTHOIN KOHUEHTPALMH DPHTPOLIUTOR (RBC),

RBC), %

ot 1,9 1o 6,0
10'%/n : :
IIpenen nonyckaeMoro oTHOCUTEIEHOIO Cpe/[HEro KBaJIpaTHYECKOro

OTK/IOHCHHS NPH M3MEPEHUN CYECTHON KOHIICHTPALIMK 3PUTPOLIUTOB 2,0

Jluanason usMepeHuit CUETHOI KOHIEHT
10%n

patuu tpomboumtor (PLT),

ot 43,0 no 560,0

Hpeﬂen AOITYCKaeMoro OTHOCHTEIIBHOTO CPCOHET0 KBaJApaTHYECKOro

OTKJIOHCHUSA [PH H3MEPCHHHU CYETHOM KOHLIEHTPALMU TPOMOOIIUTOB
(PLT), %

10,0

Jlnarason u3mepennii MaccoBoit KOHIIEHTpALIMHI FeMOTI00HHA (HGB),
r/n

ot 50,0 1o 190,0

anIIGII HOITyCKAEeMOI'0 OTHOCHTEJIEHOIO CPCOHETO KBaJApaTHYECKOr 0

OTKJIOHEHHUA CITy4alHHO COCTaB/IAIOMIEH TOrPEUIHOCTH TIPH 1,5
M3MCPCHMH MacCOBOH KOHUEHTpauuu remoraobuna (HGB), %
OCHOBHBIE  TeXHHYECKHE XapaKTEPUCTHKY M METPOJIOTHYECKUE  XapaKTePUCTUKH,

HC OTHOCHIIMEecs K 0053aTelIbHBIM METPOJIOTHYECKUM TpeOOBaHUAM
tabnuue 2.

. NPCOCTaBJICHLL B

Tabmuna 2
Haunmenosanue 3Havuenue

Jlnanason HanpsKeHWi MUTaHus MIEPEMEHHOT0 ToKa*, B ot 100 mo 240
Jlmanazon yacToTel nuraromeii cetu*, I'n ot 50 1o 60
ITorpebasemas momuocTs*, B+ A, He Gonee 200
YCnoBMst 9KCIUTyaTaluu:
AuanasoH TemMIeparypbl OKpYKaloIlero Bo3ayxa, °C ot 15 5o 25
OTHOCHTECJIbHAS BJIA)KHOCTL OKPYIKAIOIIEro Bo3ayxa, %, He Goliee 80
Macca*, kr, He Gosee 35
* CorsiacHo 10Ky MEHTALIMA IPOU3BONTEIIS, [IPU IPOBEAEHUU METPOJIOTHYECKOI
SKCNIEPTU3BI XaPAKTEPUCTUKH HE [10JITBEPIKIAIUCE

KowmmutextHocTs: ipescrapiena B tabiuie 3.
Tabnuua 3

Haumenosanue

Konnuecrso

AHanu3atop reMaTonoruueckuii asromatuueckuii PENTRA ES 60
Ne 410PES13238

1

KommnsioTep

1

PyKoBoJICTBO rTonb3oBaTeIs

1

Mecrto Hanecenus 3HaKa YTBEPIKIACHHS THUIIA CpE/ICTB HSNIGPEI{Hﬁ: 3HaK

YTBCPKACHMA THIIA

CpEacCTB HShIQPGHHﬁ HaHOCHTCA Ha THTy.HbeIﬁ JIMCT PYKOBOJXICTBA IOJIL30BATE.

Hosepka ocymectsisiercs mo MPB MIL.MH 3913-2024 «Cucrema obecrieyeHus eJMHCTBA
usmepennii PecryGnuku Benapycs. AHaJII3aTOPBI T'€MAaTOJIOTHYECKUE ABTOMATHUECKUE

PENTRA. Merozanka nosepku».




Caezenus o MeToaukax (Meromax) M3MEPEHUIA: OTCYTCTBYIOT.

Texnuueckue HOPMAaTHUBHBIE [IpaBOBLIC dKTBI H TEXHHUYECKHUE HAOKYMEHTEI,
YCTaHaB/JINBalOIIIHUE:

TpeGOBaHUs K TUITY CPEICTB H3MEPEHMI:
TEXHIYECKAs I0KYMEHTalKs NPOU3BOAUTENS (PYKOBOACTBO T0/Ib30BaTENs);
METOMIUKY TOBEPKH:
MPE MIT.MH 3913-2024 «Cucrema o6ecrieucHus CIMHCTBA U3MepeHuit PecriyOnnku

benapycs. AHAIU3ATOPEl  [eMATONOIHYECKHE ABTOMATHUYECKHUE PENTRA. Meronuka
MOBEPKH.

Ilepeuens cpencts nosepku: [peacTasjied B Tabauue 4.

Tabrmua 4

HaumenoBauue u THII CPEACTB IHOBEPKH
Perucrparop Temneparyps! u Biasknocty testo 1741
Kommekr KOHTPOJILHBIX 00pa3sLos coctasa kposu ABX Difftrol (3 YPOBH3),
npousponcTea KHORIBA ABX SAS», ®panrus

[Ipumeuanuwe — Jlomyckaercs npumensts JApYTHe CpeJcTBA MOBEPKH, 00ECHeuHBAIOIIHE
ONPEIC/ICHHE METPOJIOTHYECKUX XapPaKTEPHCTHK ¢ TpeGyeMOil TOUHOCTBIO.

VIieHTH(HKALMS IPOrPaMMHOT0 06ecHedeHHs: npeacTaBjicHa B Tabuuie 5.
Tabnuua 5
1

Homep Bepeuu 10
(naeHTHUKAMOHHBIH HOMeEp)
Pentra 60 3.0.0

Unentuduxaunonnoe nanmenosanue [10

3aK/IIOUEHHE O COOTBETCTBUM YTBCPKACHHOrO THIA CPEICTB M3MEPEHUH TpeGoBaHMAM
TEXHHYCCKUX HOPMATUBHBIX TIpaBOBBIX  AKTOB M/MJIM  TEXHMYECKOW JIOKYMEHTALUHU
TNIPOM3BONIMTE/IS: ~ aHAJIM3aTOP IeMaToJOrMyeckuil aTomatnyeckuiit PENTRA ES 60
Ne 410PES13238 COOTBETCTBYET  TpeGOBaHHUAM TEXHUYECKOM  JIOKyMEHTaLMH
IPOU3BOAMTEILS (PYKOBOJICTBA I10JIE30BATEIs).

IIpousBonurent cpencrs HU3MepeHui

«HORIBA ABX SAS», Opanuus

Pars Euremedecine, Rue du Caducee,

BP 7290, 34184, Montpellier, Cedex 4, Opanrnus.

(%]



YTOIHOMOYEHHOE  IOpHIHYEcKoe JHLO,  MPOBOAMBIICE  MCHBITAHWUS  CPEJICTB
M3MEPEHHI/METPONIOTHYCCKYIO IKCIEPTH3Y €JMHUYHOTO IK3CMIUIIPA CPEICTB M3MEpPEHUN
Pecry6ikanckoe ynurapuoe npenmpusitie «benopycckuit rocynapcTBeHHbIN HHCTUTYT
Metposoruu» (Benl'IM)

Pecniy6nnka Benapycn, 220053, r. Munck, Craposunenckuii Tpakr, 93

Tenedpon: +375 17 374-55-01

akc: +375 17 244-99-38

e-mail: info@belgim.by

Hpunoxenns: 1. dororpaduu obumero piaa CpeACTB u3MepeHuit Ha | aucre.
2. Cxema (pucyHOK) ¢ YKa3aHHCM MeCTa U1 HAaHCCCHUs 3HaKa MOBEpPKH
CPEICTB u3MepeHnii Ha 1 Jucre.

HAupekrop benl'MM A.B. Kazauok



IIpunoxenue 1
(obs3arenbHOE)
Dotorpadum obiero Buaa cpeacts U3MepeHui

Pucynok 1.1 — ®ororpadus o6mero sia aHaﬁépa reMaToJIOTHYeCKOro
aBroMaTHyeckoro PENTRA ES 60 Ne 410PES 13238

!
i PENTRA ES 80 I
RO 5 41995313233 |

S (111

/\

Pucynok 1.2 — ®otorpadus MapkupoBKH aHaJIMU3aToOPa reMaToI0rHYECKOro
aBTomatuyeckoro PENTRA ES 60 Ne 410PES13238

whn



[Ipunoxenne 2
(obs3aresnbHOE)
Cxema (pHCYHOK) ¢ yKa3aHueMm MecTa Juis HAHECCHNS 3HAKA NOBEPKH CPEJICTB H3MEPEHH I

MecTo /1719 HaHeceHus
JHAKA NOBEPKH

PucyHox 2.1 — Cxema (PHCYHOK) ¢ yKasaHHeM MecTa A7 HaHece s 3HaKa [MOBEPKH
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