IT'OCYJIAPCTBEHHBIA KOMUTET J3APKAYHBI KAMITAT

IO CTAHJAPTHU3AIINHN ITA CTAHJAPTBI3AIBII
PECITYBJIMKH BEJIAPYChH POCITYBJIKI BEJAPYCH

CEPTUDPUKAT _
Ob YTBEPKAEHUU TUIIA CPEJACTBA U3MEPEHUU

Ne 19887 ot 2 anpens 2026 T.

Cpok neiicTBUs — 6€CCPOUHO

HaumenoBanue u 0603HaueHNe €AMHUYHOIO IK3EMILISIpa TUIIA CPEJICTBA U3MEPEHUI:
AHasimzaTop remarosornvyeckuii apromatudecknii BC-5150

3aBojckoit Homep: Ne SR-33007529

[IponsBoauTens:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», KuTaii

Bnanenern ceprugukara 00 yTBEpP)KIEHUU TUIIA CPEICTBA U3MEPEHUN:
000 «KP-nab», r. Munck, Pecnydanuka beaapyco

Meronnka moBepKu:
MIL.BP 0195-2026 «Cucrema oGecneyenusi equHcTBa n3mepennii PecnmyOsimku benapyce.

AHajamn3aTopsl rematosornyeckne aptomarndeckue BC-5150. Meroanka moBepKu»

I/IHTepBaJI BPCMCHH MCXKOY roCy JapCTBCHHBIMH ITOBCPKaMMU: 12 MecaueBn

Tun cpencTtB M3MepeHUH yTBEP)KIEH IIOCTaHOBJIEHHEM ['0CyqapCTBEHHOIO KOMMTETA
no cranpaprusaunu Peciry6auku benapyce ot 02.04.2026 Ne 41.
Y TBEpXKACHHBIA €JUHUYHBIN 3K3EMIUISP TUIIA CPEICTBA U3MEPEHUN paspellaeTcs K IPUMEHEHUIO

Ha Tepputopun PecryOnuku bejgapych B COOTBETCTBHUM C IPWIATa€MbIM OIMCAHUEM THIA
AU T @ s
- OtheT\.‘,\_

CpelCcTBa U3MEPEHUIA.

3amecturens [Ipencenarelis N.A Kucnenko

(vHUOMAansl, pamMuIs)

o 2



OIMICAHUE TUIIA CPEJICTB U3MEPEHUI
NPUIIOKEHHE K CEPTU(HKATY 00 yTBEPHKICHUH THIIA CPEJCTB U3MEPEHHUM

HauMeHOBaHue THIIA CPEJCTB U3MEPEHUN U UX 0003HaYECHHE:
Amnanusarop remarojioruueckuii aromatnaeckuit BC-5150 Ne SR-33007529.

Hasznauenue u 001acTh MPUMEHEHUS:

Amnanmuzarop rematonorundeckuii aBromarudeckuit BC-5150 Ne SR-33007529
(manee — aHamM3aTop) MpeJHA3HAYEH MJIsl M3MEPEHUs] CUETHOM KOHUCHTPALUU
neitkonuroB  (WBC), sputporros (RBC), tpombonutoB (PLT), wmaccosoi
KoHIeHTpaluu remorinoouHa (HGB) B kpoBu uenoseka.

O6nacTte NpPUMEHEHHs — HM3MEPEeHUs] IPU OOeCHeYeHMHU 3alUThl JKU3HU
3IOPOBBSI YEIOBEKA, OKA3aHUH MEAULIMHCKOMN TOMOIIIH.

Ornucanue:

B aHamu3aTtope IIPUMEHSETCS AlepTyPHO-UMIIEJAHCHBIM  (KOHIYKTO-
MeTpHdeckuit) Meron s ompeneneHus: spurponutos (RBC) u Tpombouuros
(PLT). JlaHHBIi METOJ OCHOBaH Ha ONpPEJEICHUH IEKTPUIECKOT0 CONPOTHUBJICHHU,
BO3HUKAIOLIETO NPU MPOXOXKIECHUH KIETOK KPOBH, B3BELIEHHBIX B TOKOIPOBOSILEM
pazbaBuTelie, 4epe3 anepTypy ¢ U3BECTHBIMHU pa3MepamMH.

Jlns  ompeneneHHMs MaccoBOM  KOHUeHTpaiuu remornobuna (HGB)
IPUMEHSETCS  KOJIOPUMETPUYECKUH METOJ, 3aKIOYaloIlUiCsl B CpPaBHEHUM
WHTCHCUBHOCTU M3JIy4eHHss MOHOXPOMAaTHYECKOro CBETa, IPOIIEIIIeT0 Yepes
npo6y ¢ pasbaBuTeNeM u po0y KPOBU C TeMOrTIOOMHOBBIM KOMIIIIEKCOM.

Merto/, 1a3epHOM MPOTOYHOW ITUTOMETPHM IPUMEHSETCS B aHATU3aTOpe IS
ompeJeNeHds CYETHON KoHUeHTpaiuyu jekkoruros (WBC), sawmodarommuics B
perucTpaniy ONTHYECKHMMH IETEKTOpaMU PaCCESHHOrO CBETa, TMOJyYEHHOIo NpH
IIepecedeHny C JIy4oM Jiazepa KJIETOK KPOBH, TPOXOJSMIMX B MOTOKE MPOTOYHOH
YKHUAKOCTH depe3 (PoKycHupyeMmyro KIOBETY.

®ororpadpuu  00mIEro BUAA CPEACTB H3MEPEHHH MPEACTAaBICHBI B
MIPIIOXKEHUH 1.

CxeMa (PHCYHOK) C yKa3aHHeM MeCTa JIJis HaHECEHHUs 3HaKa ITOBEPKHU CPEJICTB
U3MEPEHUI Ipe/ICTaBIeHa B IPUIOXKEHHU 2.

JlaTa U3rOTOBJIEHUSI aHAIM3aTOPa yKa3aHa Ha ero MapKHPOBKE.



O6s3aTenbHble METPOJIOTHYECKHE TPeOOBaHUs: TIPeACTaBICHbI B Tabuuue 1.

Tabmuma 1
JlormmyckaemMoe 3Ha9eHne OTHOCH-

HaunmeHoBaHue mapameTpa, Jlnamazox TEJILHOTO CpeIHeKBaipaTuyec-

eIMHULIA BEJTMYHNHBI HU3MepeHHH KOT'O OTKJIOHEHUS pe3yJbTaToB

n3MepeHun, %
CyeTHasi KOHI[CHTPAIUS
neiixorTos (WBC), 10%/n or 2,30 1e. 21,00 20
CdeTHasi KOHLIEHTPALUS
sputponutos (RBC), 10'%/n or 1,30 706,00 1
MaccoBasi KOHIISHTpaIus
remornioouna (HGB), r/xn ot 40 1o 180 L5
CuyeTHast KOHIICHTPAIUS o;)TI 38 22 ?39 16060
9 s

tpomOouuToB (PLT), 10°/n ot 150 10 600 4.0

OCHOBHBIE TEXHHUYECKHE XapPaKTEPUCTUKU U METPOJIOTUIECKUE XaPAKTEPUCTUKU, HE
OTHOCSIIMECS K 00S3aTeIbHBIM METPOJIOTHYECKUM TPeOOBaHUAM: IIPEICTABIIEHEI B
Tabaumne 2.

Tabnuna 2
HanMmeHoBaHue, eIUHUIIA BEJTUYHHBI 3HaueHue

Jlvana3oH HaIpsDKEHUs IATAIOLIEN ceTn nepeMenHoro Toka*, B | or 100 mo 240
HomuHanpHas yactora nutaroleit cetn™, I'n 50/60
ITorpeb6iisemMast MOLTHOCTB, B-A*, He Gonee 300
Macca, xr*, e 6oiee 73
I;ZI%?HH;HHG pasMepsl (IIUPHUHA X BBICOTA X TIyOHHA)*, MM, 395%425%410
VYenoBus 3KCILTyaTanun™®:
- IMana3oH TeMIIepaTypbl OKpy KaroIlero Bo3ayxa, °C ot 10 110 30
- ;[Hana300H OTHOCHTEJIBHOM BJIIAYKHOCTH OKPYKAFOLLETO ot 20 110 85
BO3/yXa, %
* CorylacHO PyKOBOJICTBY OIEpaTopa, NpH MPOBEJCHHU METPOJOTHYECKON IKCIIEPTH3bI
XapaKTEPUCTHKA HE MOITBEPIKIAIIaCh.

KOMIIIEKTHOCTB: MIpecTaBieHa B Tabnule 3.

Tab6nua 3

HanmeHoBaHue KonnuectBo
Amnanuzarop remaTonorundeckuii apromarudeckuii BC-5150
Ne SR-33007529
PykxoBoacTBO oneparopa 1 5K3.

1 1mr.




MecTto HaHeCEeHUs 3HaKa YTBEPXIACHUA THIIa CPEACTB HSMCpeHHﬁZ 3HaK
YTBEPXKACHUA TUIIa CPEIACTB H3MepeHHﬁ HAHOCHUTCS Ha THTYJILHLIfI JIUCT
PYKOBOACTBA OIi€paTopa.

IMosepka ocymectsisiercs o MILBP 0195-2026 «Cuctema obecrieyenust eIMHCTBA
usmepenuit  PecnyOnmkum  bemapyck.  AHanmu3aTopel  reMaTOJIOTHYECKHE
apromaruueckue BC-5150. MeTtoauka mmoBepkmn».

CaezieHus 0 METOAMKAX (METOAaX) U3MEPEHUI: OTCY TCTBYIOT.

TexHuyeckue HOpPMATHBHBIE TIPAaBOBbIE AaKThl M TEXHUYECKHE JIOKYMEHTHI,
yCTaHABIIMBAIOIIIHE:

TpeOOBaHUs K TUILY CPEICTB U3MEPEHMUIA:

TexHUYecKasi JOKyMEeHTal|s IIPOU3BOAUTENS (PyKOBOJCTBO ONEPATOpa);

METOAMKY TTOBEPKHU:

MILBP 0195-2026 «Cucrema obecriedeHHs eIWHCTBa M3MepeHHH PecrmyOmmku
Benapych. AHanu3atopsl remarosiorndeckue apromarunaeckue BC-5150. Metonuka
TTOBEPKW».

ITepedeHs Cpe/ICTB MIOBEPKU: MPECTaBNeH B Tabuile 4.

Tab6auma 4

HaumenoBaHue u TUII CpeacTBa NOBECPKHU

KoMITIEKT KOHTPOJIBHEIX 00pa3iioB cocraBa kposu BC-5D (3 yposHs)
npoussozcTea «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai

[Tpu6op uzmeputensusiit ITM-002/1

HpHMeanne = I[Ol'[y CKaeTcs NPUMEHATh APyTUE CPEICTBA IIOBCPKHU, oOecrneunBaroIne
OIIPEACICHUC MECTPOJIOTHYECKUX XapaKTCPUCTHK C Tpe6yeM0171 TOYHOCTBIO.

N nentuduKanys IporpaMMHOro oOecriedyeH s : pe/iCTaBlicHa B tabnuie 5.

Tabnuua 5
N neHTr(pUKaIHOHHBIe JaHHbIE (IPU3HAKH) 3HaueHne
Howmep Bepcun I10 (uaeHTHPUKAIUOHHBIA HOMED) He Hke V2.16.110

3aKiOYeHre O COOTBETCTBHM YTBEP)KIEHHOTO THIIA CPEACTB HM3MEPEHHM
TpeOGOBaHUAM TEXHUYECKMX HOPMATHBHBIX MPABOBBIX aKTOB W/MIIM TEXHHYECKOH
JOKYMEHTAIUK TIPOU3BOIMTENS, a TaKKe TEXHHMYECKOMY 3aaHUIO 3asBUTEIS Ha
METPOJIOTHYECKYIO DKCIIEPTU3y B OTHOLIEHWH €IUHUYHOTO SK3EMIUISIpa CPEeACTBa
M3MepeHui:  aHanmM3aTop ~ remarojoruyeckumii  aBromarmueckui  BC-5150
Ne SR-33007529 COOTBEICTBYIOT TpeOOBaHUSM TEXHHYECKOW JIOKYyMEHTAIlUM
npou3BoOAMTENs (PYKOBOJCTBA OIIEPATOPa).




[Tpou3BoAMTENb CPECTBA U3MEPEHUI:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai,
Anpec: Mindray Building Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, 518057 Shenzhen, P.R.China

VYIoTHOMOYEHHOE FOPUIAYECKOE JIULIO, IPOBOAUBIIEE METPOIOTHYECKY IO
AKCIIEPTHU3Y SIUHUIHOTO SK3EMILIsIpa CPEJICTB U3MEPEHU:
PVII «bpectckuit LICMCy,
224001, Pecny6nuka benapycs, r. bpecr, yn. Kuxesarosa 10/1,
ten.: +375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

Ipunoxenue: 1. @oTorpaduu ob1iero Buaa cpeAcTBa U3MEpEeHUH Ha 1 ucTe.
2. CxeMa (pHCYHOK) C YKa3aHHEM MeCTa JIJIsl HAHECEHUs 3HaKa
MTOBEPKU CPEJICTB U3MEPEHUH Ha 1 nucre.
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Tupexrtop PYII «Bpecrckmit LICMC» ; // A.A. Tlpokonyxk




[Tpunoxxenue 1
(obs13aTenbHOE)
dororpadun ob1Iero BUAa CpeCTB U3MEPEHUN

3
Mex
e
v
Mo
203

73338283
82

]

mindray! o -,

Pucynok 1.1 — @otorpadus ob111ero BUa aHAIU3aTOpa reMaToJI0rHYeCKOro
asroMarrudeckoro BC-5150 Ne SR-33007529
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Pucynoxk 1.2 — @otorpadus MapKUpOBKHU aHAIU3aTOpa reMaTOJIOTIECKOro
aBromatraeckoro BC-5150 Ne SR-33007529



[Ipunosxxenue 2
(obs13aTenbHOE)
CxeMa (pUCYHOK) C yKa3aHHEM MecTa JIsl HAHECEHHS
3HaKa MOBEPKHU CPeJICTBA U3MEPEHUN
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Mecto JAJIs1 HAHCCCHU S
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Pucynok 2 — CxeMa (pUCYHOK) C yKa3aHHEM MeCTa JJIs HaHECEHHs 3HaKa IMMOBEPKH
aHaym3aTopa reMarosiorudeckoro aBromarudeckoro BC-5150 Ne SR-33007529



