I'OCYJIAPCTBEHHBIA KOMATET J3SIP’KAYHBI KAMITOT

I10 CTAHJAPTH3AIINHA ITA CTAHJAPTBI3AIIBII
PECIIYBJIMKH BEJIAPYChb PICIIYBJIKI BEJIAPYChH

CEPTUOUKAT "
Ob YTBEPKJIEHHU TUIIA CPEACTB U3MEPEHUI

(:I.B Ne 17611 ot 16 mas 2024 r.

Cpok nelicTBus: 6eccpoyHbIii

HanMeHoBaHMe THIIA CPEJICTB U3MEPEHMIA:
AHAJIH3aTOP remMaTosIorH4eckuii aBromarnyecknii PENTRA 60 Ne 701P606877

[Tpoussoaurens:
«HORIBA ABX SAS», ®panuus

Brinan:
000 «JIabouoTex», r. Munck, Pecnyosinka Benapycn

JIOKYMEHT Ha IOBEPKY:
MPb MILMH 3913-2024 «Cucrema obecneveHHsi €IHHCTBA H3MepeHHi PecnyOinku

benapyce. Ananmsatopsl rematosiormueckne asromatHueckne PENTRA. Meroauka
MOBEPKH»

HHTepBan BpeMeHH MKy IOCy1apCTBEHHBIMHU IOBEPKaMH: 12 Mecsines

Tum  cpeactB  w3MepeHmit  yTBepHKAEH IIOCTAHOBJEHHEM | OCYIapCTBEHHOrO KOMHTETA
no cranuaprusanuu Pecmy6iauku benmapycs ot 16.05.2024 Ne 52

CpencrBa usMepenuit 1aHHOrO THIa CPEACTBA M3MEPEHHil, NPOU3BOIUMbIE B MEepUoJl CpokKa
ACHCTBUS ~ NAHHOro  cepTudukata 06 yTBep)KACHMM THNA  CPEACTBA  H3MEpEHHil,
WIM YTBEPKICHHBIH THI EIXMHHYHOIO OJK3EMIUIAPA CPEACTBA HM3MEPEHHH pa3pernaroTes
K TNPUMEHEHHMIO Ha TeppuTopuH Pecry6iuku BenapyCB B COOTBETCTBHU C TIPHIIaraeMbIM
OIIMCAHHMEM THIIA CPECTBA USMEPECHMUIA,

3amecrutens [Ipencenarens komurera A W A.A.bypaxk



OITMCAHUE THUIIA CPEJICTB U3MEPEHUN
NpUIOKEHHE K cepTU(UKATY 00 YTBEPKACHUH TUIIA CPEICTB U3MEPSHHIA
oT AE el Lel 204 1. Ne /¥

HaumenoBanue tumna cpejicTB U3MepeHuit 1 uX 0003HaYeHue:
Ananuszatop remaronorudeckuit asromatinucckuit PENTRA 60 Ne 701P606877

HaznauyeHue v 001acTh NPUMEHEHUS:

Ananuzatop remarosorndeckuii asromarndeckuift PENTRA 60 Ne 701P606877 (nanee —
aHaJM3aTop) Ipe/Ha3HauyeH Ui U3MEePEeHUs CUETHBIX KOHLeHTpauuii jeiikouuroB (WBC).
sputpouutoB (RBC), rpombornutos (PLT) n MaccoBoit konenTpaimu remorioouna (HGB)
B KPOBH.

O06macTh NPUMEHEHHUS — npu 00ecrneyeHnn 3alUThl )KU3HU U 3/TOPOBbS YeJIoBeKa, OKa3aHMsl
MEJUIMHCKON [MOMOILIH.

OnucaHue:

AHaJIN3aTOP MCIIOIB3YETCS I TOJCYETa KJIETOK KPOBU KOHAYKTOMETPHUYECKHUM METOIOM.
Kongykromerpuueckuit MeToJ OCHOBaH Ha M3MEHEHHM IIOJIHOTO  CONMPOTHBICHMUS
KaJlnOpOBOYHOI anepTypbl, MOMEIIEHHOM B 2JIEKTPOJIUT € MOCTOSTHHBIM TOKOM, ITPOXOIAIIHMM
MEKIYy JBYMs 3JIEKTPOJaMH, pacro/I0KEHHBIMU 10 00€UM CTOpPOHaM amneprypbl. Bakyywm,
CO3JIAIOLIMICS Y KpaeB aneprypbl, 3acTaBisfeT KICTKU MPOIABHUIaThCA 4Yepe3 aneprypy.
Kaxnas kierka BBITECHSET CBOl 00BEM OJJIEKTPOJUTA, TEM CaMbIM [OBBIIIAS IOJHOC
3JIEKTPUUYECKOM CONPOTUBJIEHUE alepTypsl (akTUBHOE comnpoTuieHue). [IpoxoxkneHue
Ka)K/101 KJIETKH PETUCTPUPYETCS B BUJIE UMITYJIbCA, AaMIUIUTYJa KOTOPOI'O IIPOMIOPLHOHAIBHA
obbemy  kieTku.  OmnpeneneHde — KOHLEHTpAlMM  TeMOIVIOOMHA  MPOU3BOAMTCH
CIEKTPO(POTOMETPUUECKUM METOJIOM.

AHanu3aTop MO3BOJSET ONPENeNSATh IapaMeTpbl KJIETOK KPOBM  ITAlUEHTOB U
CUTHAJIM3UPOBATh O MATOJIOTMYECKUX pe3y/bTaraX, KOTOpble TPeOYIOT AOMOJHUTEIbHBIX
uccaenoBanuil. Ha oCHOBaHMM TMOJyYEHHBIX pE3YJIBTATOB MOTYT BBIYMUCIAATECH 10 26
MapaMeTpoB KPOBH, @ TAKIKE BBITIOJIHAETCS NOCTPOCHUE TUCTOTPAMM.

Jlata n3rorossienus ykaszaHa B NepBBIX TpeX LM(pax 3aBoACKOro HoMmepa (nepsas Huppa —
roJi, BTopas, TPeThs - MECHIL).

®ororpaduun ob1Iero BUaa CpeaCTB U3IMEPEHUI NPE/ICTABICHBI B IIPUIIOKEHNH .
Cxema (puCyHOK) ¢ yKa3aHHeM MeCTa I HAHCCEHHsS 3HAKa MOBEPKU CPEJCTB U3MEPEHMUI]

[IpeCTaBJICHA B MMPHUJIOKCHUH 2

OO0s3arebHbIE METPOJIOrHUECKUE TPeOOBAHMUS: NPE/ICTaBIEHb] B Tabaue 1.

Tabmuna 1
HaumenoBanue 3HaueHHe
1 2
él\i%ngio:iol;rxsnmepeﬂnn CUYETHOM KOHLIEHTPALUH JTEHKOLIUTOB 01 2,0 110 23,0
[Ipenen ao1mycKkaeMoro OTHOCUTEIBLHOTO CPETHETO
KBaJpaTHYCCKOI0 OTKJIOHEHUS [TPU U3MEPEHUHN CYETHOM 3,0
KoHeHTpauuu Jerikounton (WBC), %




[Iponomkenue Tabnuna 1

1 2

{[(;Ziﬁlason M3MEPCHUH CUCTHOM KOHIEHTPALUH SpHTPOLHTOB (RBC), o7 1,9 110 6,0

Ipesen nonyckaemoro oTHocHTeIBHOTO CPEOHEro KBaapaTU4ecKkoro
OTKJIOHCHUA [IPH U3MCPEHUH CYCTHOH KOHLEHTPALMH SPUTPOLINTOB 2,0
(RBC), %

,[[ngnason M3MEPEHNH CYETHOU KOHUEHTpauuu Tpombormtos (PLT), oT 43,0 70 560.0
10°/n

[Ipenen momyckaemoro oTHOCHTEBHOTO CPeAHEero KBaJpaTHUeCKoOro
OTKJIOHCHUA YIPH H3MEPEHNHU CUECTHOH KOHLEHTPALMH TPOMGOLHTOB 10,0
(PLT), %

Huanazon namepenuii MaccoBoii KoHUEHTpaunu remoriaobuna (HGB),
/i :

IIpenen momyckaeMoro oTHOCHTEIBHOTO CPEIHETr0 KBapaTUYECKOro
OTIJIOHEHMS CITy4aiHOM COCTABIISIOIICH MO PENIHOCTH pH I3
M3MEPEHUH MACCOBOH KOHLICHTpalmu remornobuna (HGB), %

ot 50,0 zo 190,0

OcHoBHEIE TECXHHYECKHE XApPakKTEpUCTHKH H METPOJIOTHYCCKUE XapakTepHUCTUKH,

HE OTHOCAIIMECH K 00s83aTeIbHBIM METPOJIOTHYECCKUM TpeOOBaHUAM: TMIPEICTABICHBI B
Tabimnue 2.

Tabnuna 2
Haunmenosanue 3HaueHue

/ManasoH HaNpPsKeHUIA UTAHKS TEPEMEHHOTO ToKa*, B or 100 1o 240
JManason yacToTsl nuralomei cetu*, ' ot 50 10 60
ITotpebasemas momuocTs*, B-A, He Gonee 200
Y CII0BHS SKCIITyaTaluu:
AManasoH TEMIEPaTy pbl OKpYIKaIoIero Bo3ayxa, °C ot 15 no 25
OTHOCHTEJIbHAA BJAXKHOCTh OKPY KAIOILEro Bo3ayxa, %, He 6ojee 80
Macca*, kr, He Gonee 33
* CoracHo 10KyMEHTALMK IIPOM3BOUTE]S, [IPH NPOBEACHUU METPOJIOIHUECKOI
OKCIEPTU3E! XapaKTEPUCTHKHU HE IOATBEPKAATICE

KommiektHocTs: npeicrabnena B abmune 3.

Tabnuna 3
Haumenosanue Kosnuectso
AHAIN3aTOp reMaTosIornyeckuii asromaruueckuii PENTRA 60 1
Ne 701P606877
| PYKOBOZICTBO mos1630BaTesst |

Mecto nanecenus 3HaKa yTBepIKICHUS THITA CPCIACTB M3MCPEHMIA: 3HAK YTBEPIKICHUS THIIA
CPEACTB M3MEPEHNI HAHOCHTCS HA THTYJIBHBIN JINCT PYKOBOACTBA MOMb30BATE)IS.

ITosepka ocymecrsisercs no MPB MIT.MH 3913-2024 «Cucrema obecrieueHus euHCTBA

usmepennit Pecriy6nnku Benapycs. AHaJIN3aTOPB IeMATOJOTUYECKIe ABTOMATHUCCKUE
PENTRA. Metonuka ITOBEPKH».



CBejieHust 0 METOIMKAX (METOaX) U3MEPEHMUIL: OTCYTCTBYIOT.

Texnuyeckne  HOpPMATUBHBIE  IIPABOBBbIE  aKThl M TEXHMYECKHE  JOKYMEHTBI,
yCTaHABIUBAIOLLHE:
TpeOOBaHMS K TUILY CPEJICTB U3MEPEHUIA:
TEXHUYECKas JOKYMEHTALUs IIPOU3BOAUTENS (PYKOBOJCTBO MOJIB30BATEIS);
METOMKY IOBEpKH:
MPB MIT.MH 3913-2024 «Cucrema obecnieueHus eaMHCTBa u3Mepenuil PecryOinku

benapycs. Amnamuszatopsl remarojoruueckue asromaruyeckue PENTRA. Meroauka
[IOBEPKUY.

[TepeueHb cpeCTB MOBEPKH: NpejicTaBiieH B Tabaule 4.

Tabmua 4

HanMeHOBaHHE U THII CPEICTB OBEPKH
Peructparop TemMneparyphl U BIaKHOCTH testo 174H
KomrutekT KoHTpoibHBIX 00pa3iioB coctaBa kpoBu ABX Difftrol (3 ypoBHsi),
npoussoacrea «K HORIBA ABX SAS», ®panuus

[Ipumeuanne — Jlomyckaercss NpUMEHATH JPYTHE CPEACTBA MOBEPKH, 00eCTeUMBAIOIIME
OIpe/IeJIEHHEe METPOJIOTHUECKUX XapaKTEPUCTUK ¢ TpeOyeMOil TOUHOCTHIO.

Wnentudukanus nporpaMmmuoro obecrnedeHus: npeacrapicHa B Tabuue S.

Tabnuma 5

Homep Bepcuu I10
(MaeHTHOUKALMOHHBIN HOMED)
Pentra 60 2.3.0

WNnentudpuxkannonnoe naumenosanue 110

3aK/IIOueHne O COOTBETCTBUU YTBEPHEHHOrO THIMA CPEACTB HM3MEpEHHH TpeOOBaHUAM
TEXHHUCCKMX HOPMATUBHBIX IIPABOBBIX aKTOB W/WIM TEXHMYECKOH JIOKYyMEHTALUH
MPOU3BOJMUTE/SI:  AHAJU3aTOp  reMarosnornyeckuit  apromaruueckuii  PENTRA 60
Ne 701P606877 cooTBeTCTBYeT TpeOOBAaHUAM TEXHUYECKO HOKYMEHTALIMH TTPOU3BO/IUTEIS
(pyxoBoJCTBA 110JIB30BATEIA).

[TpousBoauTeNb CPeACTB M3MEPEHHIt

«HORIBA ABX SAS», ®pannms

Pars Euromedecine, Rue du Caducee,

BP 7290, 34184, Montpellier, Cedex 4, ®pannusi.



YHOIHOMOYCHHOE  JOPHAMYECKOE JULO,  TPOBOAMBUICE  MCIBITAHUA  CPEACTB
M3MEPEHHI/METPOIIOINYECKYIO IKCIEPTU3Y €IMHUYHONO OK3EMILIAPA CPEJICTB U3MEPEHMIA
PecnyGukasckoe ynuraproe npennpustie «benopyceknii rocyaapcTBeHHbII MHCTUTYT
merpoaorun» (benl'MIM)

PecnyGinka Benapycs, 220053, r. Muuck, CrapoBunenckumit Tpakr, 93

Tenedon: +375 17 374-55-01

dakc: +375 17 244-99-38

¢-mail: info@belgim.by

[punoxenus: 1. ®otorpadpuu obmero Bija CPEICTB U3MepeHuii Ha | nucre.
2. Cxema (pHCYHOK) ¢ yKa3aHMeM MecTa IJIsl HAHECEHUSI 3HaKa MOBEpKH
CpeACTB U3MepeHuii Ha | nucre.

Hupexrtop Ben' UM A.B. Kazauok



[Ipunoxenue 1
(oOsi3arenbHOE)
®otorpaduu 001Iero BiIa CPeICTB U3IMEPEHHIA

Pucynok 1.1 — ®ororpadus obmero Buia aHanHBaToa FeMATONOTHYECKOT0
apromatuyeckoro PENTRA 60 Ne 701P606877

Pucynok 1.2 — ®ororpadusi MapKkipoBKH aHAIN3aTOPa reMaTOIOTHIECKOrO
asTomaTHueckoro PENTRA 60 Ne 701P606877

n



[Ipunoxenue 2
(ob6s3arensHOE)
Cxema (PHCYHOK) ¢ yKa3aHHEM MECTa JUIs HAHECEHHS 3HAKA TIOBEPKH CPEJICTB U3MEPEHUI

MecTo /18 HaHeceHus
3HaKa [OBEPKH

Pucynok 2.1 — Cxema (pucynok) ¢ YKa3aHHCM MeCTa /I HAHECEHHMS 3HaKa MIOBEPKU



