F'OCYJIAPCTBEHHBIIA KOMUTET JA3SIP2KAVHBI KAMITAT

IO CTAHJAPTHU3ALINA ITA CTAHJAAPTBIZAIIBII
PECIIYBJIMKH BEJIAPYCH P3CIIYBJIIKI BEJIAPYCh

CEPTU®UKAT
OB YTBEP)KIEHWM THIIA CPEJICTB U3MEPEHMIA

(:[.B Ne 17610 ot 16 mag 2024 r.

Cpok nefictBus: GeccpouHslit

Hanmenopaunue tumna cpescts n3mepenuit:
AHAH3ATOP reMaToIornYeckuii aBToMaTuaecknii PENTRA 60 N S503P605495

[TpousBoautens:
«HORIBA ABX SASy, ®paHuus

Breigan:
000 «JIa6onorex», r. Munck, Pecny6inka Benapycn

JloKyMeHT Ha noBepky:

MPb MILMH 3913-2024 «Cucrema obecrneueHus €IHHCTBA H3MepeHuii PecnmyGiauku
Benapycs. AHanmsaTopbl remMaToiorHYeckHe AaBTOMATHYECKHe PENTRA. Mertoauka
MOBEPKH

VIHTepBas BpeMeHH MEX/Ty rocy1apCTBeHHBIMH noBepkamu: 12 mecsines

Tunm  cpexcTs  usMepeHmii  yTBepKIeH MOCTAHOBJICHHEM ['ocynapcrBenHoro  xomwurera
1o crannaptusauuu Pecry6iauku Benapycs ot 16.05.2024 Ne 52

Cpezncrsa m3MepeHHii JaHHOTO THIA CpEACTBa M3MEPEHHH, INPOU3BOJUMEIE B INEPHOJ CPOKa
JEHCTBUS ~ NaHHOrO  ceprTuduKaTa 06 YTBCPXKICHHM  THIA  CPENCTBA  H3MEPEHHIH,
WM YTBEPXKACHHBIH THI €IMHUYHOTO OJK3eMILIApA CPEJCTBA U3MEpEHU paspemarTcs
K IpUMCHCHMIO Ha TeppuTopun Pecmy6muku-Benapycs. B cooTseTcTBUH C TIpUIaraeMbeIM
OIMCAaHUEM THUIIA CPENICTBA U3MEPEHMIA. .

3amecrurens [Ipencenatens komurera A.A.Bypak




OITMCAHUE TUIIA CPEJICTB U3MEPEHU
NPHIOKEeHHe K cepTUdHUKATY 06 yTBEpIKACHUHU TUIA CPEICTB U3MEPEHMI
oT 18 e 201 Ne /X570

HanmeHoBaHue TMNa CpejICTB 3MepeHuit U UX 0603HAYEHHE:
Anamsarop rematonornueckuil asromatueckuit PENTRA 60 Ne 503P605495

Hasnauyenue 1 0051acTh IPUMEHEHHS:

AHanu3atop remaroiioruueckuii apromatnueckuiin PENTRA 60 Ne 503P605495 (nanee —
aHaIN3aTop) MPCAHA3HAYEH I8 U3MEPEHMs CUETHBIX KOHLEHTpauuii neitkouuto (WBC).
sputpountoB (RBC), rpomGoumTos (PLT) n maccoBoit konuentpauuu remorio6una (HGB)
B KPOBH.

OO6nacTh npuMeHeHUs — 1pu 00eCIeUYeHUH 3alUTh] JKU3HU U 3JJ0pOBbS YE/IOBEKA, OKa3aHHUs
MEIULMHCKON MOMOIILIH.

Onucanue:

AHAIM3aTOP UCHOJB3YETCs JUIS TOJCYETa KIETOK KPOBH KOHIYKTOMETPUUECKUM METOIOM.
KonaykTomMeTpuueckuii.  MeToJ OCHOBAaH HAa WM3MEHEHMM IOJHOIO COMPOTHUBIICHMSI
KaJMOpOBOYHOM anepTypbl, HOMELIEHHOI B SIEKTPOTHT C TOCTOSHHBIM TOKOM, MPOXOIAIIHUM
MEXIy ABYMs 5JIEKTPOJAaMH, PacrookKEHHBIMU 110 00€MM CTOpPOHaM arepryphl. Bakyywm.
CO3JIAIONIMICS y KpaeB aneprypbl, 3aCTaBiseT KIETKH MPOABHIATHCS 4yepe3 areprypy.
Kaxkmass KJIeTKa BBITECHSET CBOIl OOBEM OJIEKTPOJINTA, TEM CAMBIM [OBBIIAS IMOIHOC
/ICKTPUYECKOM CONMPOTHBIICHUE anepTypsl (aKTHBHOE COMpPOTHBJIEHHE). [Ipoxoxkaenue
KasK10# KJICTKH PErUCTPUPYETCs B BUJE NMITYJIbCA, AMILTUTYIAa KOTOPOTO IIPONOPIMOHAIEH
obbeMy  KnmeTku.  OmpejeneHHe  KOHLEHTPAllMM  TeMOTIOOGMHA MPOU3BOIUTCS
CIIEKTPOPOTOMETPHUECKUM METO/IOM.

AHAIM3aTOp  TO3BOJISIET  OMNPENENATh  NApaMeTpbl  KJIETOK KPOBM  TallUEHTOB 1
CUTHAIM3MPOBATE O MATOJOTMYECKUX pe3ybTaTaX, KOTOphIe TPeOYIOT HONOIHHUTENbHbBIX
uccienoBanuit. Ha OCHOBaHHM TOJNYYeHHBIX pe3yJabTATOB MOTYT BBIYHC/IATBCS 10 26
apaMETPOB KPOBH, @ TAKIKE BBITNOJIHAETCH [IOCTPOCHUE THCTOTPAMM.

Jlata U3roToBIIeHUs yKa3aHa B NEPBBIX TPeX LM(ppax 3aBOJCKOr0 HOMepa (mepBast undpa —
r'OJ1, BTOpast, TPEThS - MECHIL).

Gotorpaduu o01ero BUa cpescTB M3MEPEHUH NPEICTABICHB! B IPUIOKEHHH 1.
Cxema (pPHCYHOK) C YKa3aHMEM MECTa ISl HaHeCeHUs 3HaKa MTOBEPKHU CPELCTB U3MEPEHHUI

[peJICTaBjIeHa B IIPUIOKEHUH 2.

Obsi3arenbHble MeTposIornyeckie TpeGOBaHU: NIPE/ICTABIEHE B TabnuIle 1.

Tabmuua 1
HaumenoBanue 3HavyeHue \
1 2 '
(ﬂ\;aBHg)B’OTO??ﬂMepeHHH CYETHOH KOHUEHTPALMHU JIEHKOIIUTOB 01 2,0 10 23,0
[Ipenen nomyckaeMoro OTHOCHTEIBHOTO CpeJHero
KBaJIpaTU4YECKOr0 OTKIIOHEHUS I1IPU U3MEPEHUH CYETHOI 3.0

KOHLeHTpauuu Jeikountos (WBC), %




IIponomkenue rabnuua 1

1 2 |

Huanason usmepennii cuerHoit KoHLeHTpanuu spurpouuron (RBC),
102/ or 1,9 10 6,0

Ipenen nomyckaemoro orHocurensHoro CPE/IHET0 KBAIPaTHUECKOTO
OTKJIOHCHMSI IIPU U3MEPEHUH CUETHOMN KOHUCHTPALIMH 3PUTPOIIHTOR 2,0
(RBC), %

HaIla30H U3MEPEHUI CYETHOM KO ) -
flflo%l SMCPCHHHU CYETHON KOHLEHTPAIMH TPOMOOLIMTOB (PLT), o1 43,0 20 560.0

IIpenen nomyckaemoro otHocurensHoOro CPEIHETO KBAIPaTHYECKOro
OTKJIOHEHHS TIPU U3MEPEHUH CYETHOM KOHLIEHTpAllUi TPOMOOLIMTOB 10,0
(PLT), %

Huana3son usmepennii maccoBoii KOHLeHTpanuu remornobuna (HGB),
r/n '

[Ipenen nonyckaemoro otHocuTebHOrO CPEHEro KBaJlpaTHYECKOro
OTKJIOHCHHA C/1y4alHOM COCTaBIISIONIEH MOrPeHOCTH npu 1,5
H3MCPCHUH MACCOBON KOHIEHTPAIIMH FreMOrIO6KUHa (HGB), %

or 50,0 10 190,0

OCHOBHEIE  TeXHUYeCKUe XapaKTCPUCTUKH M METPOJIOTUYECKHUe XapaKTEePUCTUKH,
HC OTHOCAIIHECS K 00si3aTeIbHBIM METPOJIOTHYCCKUM TpeOOBaAHUAM: IIpeJCTaBIeHbl B
Tabuuue 2.

Tabnuua 2
HaumeHnosanue 3HavyeHue

JlManason HanpsxeHuil muTaHMs NepEMEHHOro ToKa*, B ot 100 no 240
Jmara3on yacToTsl nutaromeii cetu*, 'y ot 50 o 60
[Torpe6asemas momnocTs*, B-A, He Golree 200
YCIIoBHS SKCIUTYaTanmu:
AMANA30H TEMIEPATY bl OKPY:KAIOIIEro Bo3ayxa, °C or 15 no 25
OTHOCHTE/IbHAA BIAXHOCTb OKPYXKAIONIEro BO3ayXa, %, He Golee 80
Macca*, kr, He Gojiee 35
* CornacHo 1oKyMeHTanmu TIPOU3BOIUTEIISA, IIPU MPOBENECHUHN METPOIOrHUECKO
IKCNICPTH3bI XapAKTEPUCTHKHU HE MOATBEPIKAATICE

KommiekrHoeTs: npescrapnena B Ta6ue 3.

Tabmuna 3
HaumeHnosanue Konnuecrro
AHAIN3aTOP reMaToI0rMYECKHi aBTOMATHYECKHI PENTRA 60 1
Ne 503P605495
PykoBoaCcTBO rionp3oBares 1

Mecro Hanecenus 3naxa YTBEPHACHUA TUIIA CPENICTB U3MEPEHUIT: 3HAK YTBEPIKICHUS THIIA
CPCACTB USMEPEHMIT HAHOCUTCS Ha TUTYJIBHEIN JIUCT PYKOBO/ICTBA MOJIL30BATES.

[Tosepka ocymectsnsercs no MPB MIL.MH 3913-2024 «Cucrema obecrneuenus exuncTsa

u3Mepenuit Pecry6imku Benapycs. AHaIN3aTOPEl  IeMaToJIOrHYecKye ABTOMAaTHYECKHE
PENTRA. Meronuka ITOBEPKHY.




Caezienns o Metozmkax (Merogax) M3MEPCHHUIA: OTCYTCTBYIOT,

Texunueckne  HopmatusHBIC MPABOBbIC  aKTbl M TEXHWYECKHE  JOKYMEHTHI,
YCTaHaBIUBAIOIIIUE:
TpeOOBaHUsI K TUITY cpejicTs U3MEpEeHHI:
TOXHIYCCKAA TOKYMEHTALNS IPOU3BOAMTENS (PYKOBOLCTBO NoJIb30BaTes);
METO/IUKY MOBEPKH:
MPE MIT.MH 3913-2024 «Cucrema o0ecreYeHus eanHCTBa n3Mepennii Pecry6inmku

bemapych. Ananmszatopsl remaTonoruyeckue aBroMatnyeckue PENTRA. Meromuka
IIOBEPKM».

Ilepeuens cpenctn MTOBEPKHU: MPEJCTaBICH B TaduIe 4.

Tabmna 4

HaumenoBanue u tin cpencrs [IOBEPKHU
Perucrparop TCMOCPaTyphl U BJIAKHOCTH testo 174H
Kommiekr konTposisHEIX 06pasios cocrasa kposu ABX Difftrol (3 yposns),
liponssoznctea «<HORIBA ABX SAS», ®panms

IIpumeuanne — Jlonyckaercs MPUMEHATL  Ipyrue CpeACTBA IMOBEPKH, 00ECIIEYMBAIOIIHE
ONPENETICHHE METPONIOTHYECKHX XapaKTEPHCTHK ¢ TpeOdyeMOoil TOUHOCTEIO.

Mpentuduxatms nporpammuoro obecnieuenus: npejcrasiena B Tabuume S.
Tabnuua 5

Howmep Bepcuu [10
(unenTnuKaunOHHBIH HoMep)
Pentra 60 23.0

Wnentnnkanuonnoe nanmenosanue 110

3aK/II0YeHHE O COOTBETCTBHH YIBEPHJICHHOrO THIA CPEACTB M3MEpeHmit TpeGoBaHUsM
TEXHMYCCKUX HOPMATMBHBIX IIPAaBOBBIX AaKTOB  W/WIIK TEXHUYECKON JOKyMeHTauuu
[IPOM3BOIINTENIS:  AQHAIM3aTOP  IeMaTOJOrMYeCKuii aBTomatHueckuii PENTRA 60
Ne 503P605495 COOTBETCTBYET TPeOOBAHUSIM TEXHHUYECKOM AOKYMCHTAUUU ITPOU3BOIUTEIS
(pyKxoBojicTBa [I0JIB30BaTEN).

IIpoussomrens cpencrs U3MEpEHMIH

«HORIBA ABX SAS», ®pannus

Pars Euromedecine, Rue du Caducee,

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

(OS]



YnonHoMoueHHOE IOpUIMYECKOe MU0,  mpoOBOAMBIIEE UCTIBITAHNS  CpejICTB
H3MepeHuit/MeTponornyeckyio IKCTICPTH3Y CAMHUYHOIO HK3eMIuIspa CPEACTB U3MEpeHuii
Pecny6nnkanckoe YHUTapHoe npennpusatue «Bemopycckmii TOCY1apCTBEHHBIN HHCTHTYT
MeTponorumn» (benl' M)

Pecrry6ika Benapycs, 220053, r. MuHck, CraposusieHckwuii Tpakr, 93

Tenedon: +375 17 374-55-01

dakc: +375 17 244-99-38

e-mail; info@belgim.by

[Ipunoxenns: 1. ®ororpadun obmero suna CPEICTB u3MepeHuii Ha | Jucre.
2. Cxema (pucyHok) ¢ YKa3aHHCM MeCTa JUIsl HAaHEeCCHUs 3HaKa MOBEPKHU
CPCACTB U3MepeHuii Ha | nucre,

Hupekrop Beal UM A.B. Kasayok



[Ipunoxenue 1
(0bGs3aTensHOe)
®ororpadun obimero suma CPEACTB U3MEPEHMIA

Pucynok 1.1 - Dotorpadus 06LIero BH/1a aHanHaTopa FeMaTOoJIOTHYeCKOro
apromatnyicckoro PENTRA 60 Ne 503P605495

Pucynok 1.2 — ®ororpadus MapKUPOBKH aH:Iaaopa réMaToJ10ru4ecKoro
aBToMatnueckoro PENTRA 60 Ne 503P605495



[Tpunoxenne 2
(obs3arensHoE)
Cxema (pucyHok) ¢ ykasaumem mecra s HAHCCCHNMA 3HaKa IIOBEPKH CPEICTB M3MEPEHHMil

Mecto 15 Hanecenus
JHAKA NOBEPKH

Pucynok 2.1 — Cxema (pucyhox) ¢ YKA3AHUCM MeCTa JUlsl HAHECEHHA 3HAKA MIOBEPKH



