T'OCYJIAPCTBEHHBII KOMUTET JI3SIPYKAYHBI KAMITOT
IO CTAHOJAPTU3AIIMHA ITA CTAHAAPTBI3AIBII
PECITYBJIMKU BEJIAPYChH POCITYBJIIKI BEJIAPYCH

CEPTUDOUKAT .
Ob YTBEPKAEHUHU TUIIA CPEACTBA U3SMEPEHHNU

Ne 19896 ot 2 anpens 2026 T.

Cpox meicTBus — 6eCCpOUHO

HaumenoBanue n 0603HaueHNE €AMHUYHOIO IK3EMILISIPA TUIIA CPEACTBA U3MEPEHUIA:
AHanu3aTop rematojiornyeckuii apromaTuuecknii BC-5150

3aBoackoi HoMep: Ne SR-33007535

[IpousBoauTenb: :
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», KnTaii

Bunagenen ceprudgukara 00 yTBEp)KAECHUN TUIIA CPEICTBA U3MEPEHUN:
000 «KP-n1a6», r. Munck, Pecnyoinka besnapycsh

MeTtoauka noBepKu:
MILBP 0195-2026 «Cucrema obecrevyeHusi eqMHCTBA U3MepeHuii PecnyOankn benapyce.
AHanu3aTopbl remarosiornyeckne apromarnyeckue BC-5150. Meroanka nosepkun»

VHTEepBa BpeMeH MEX/y rocy1apCTBEHHBIMU NoBepkamu: 12 mecsiuen

Tunm cpenctB M3MEpeHUil yTBEpXKAEH IIOCTAaHOBICHHMEM ['OCYIapCTBEHHOr0 KOMHTETa
no cranaaprusanuu Pecrmy6nmuku benapycs oT 02.04.2026 Ne 41.

Y TBEp)KICHHBIN €IMHUYHBIN 9K3EMIUIAP TUIIA CPEACTBA U3MEPEHUH pa3pelacTcs K MPUMEHCHHIO
Ha TeppuTopun Pecrnybsmuku bemapych B COOTBETCTBUU C IpWIaraéMbiM OINHMCAHUEM THUIIA
CpelicTBa U3MEPEHMIA.
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OIMMCAHUE TUIIA CPEJICTB M3MEPEHHIA
NPHIOKEHHE K cepTU(HKATy 00 YTBEPIKAECHUHU THIIA CPEJICTB M3MEPEHUN

oT 2 %/Mﬁ 2074 T.Ne /9794

HauMeHOBaHHME THIIA CPECTB U3MEPEHHUH U UX 0003HAYEHHE:!
AHanusaTop remarosiorndeckuii asromarnaecknit BC-5150 Ne SR-33007535.

Hasnauenne v 00J1acTh TPUMEHEHUS:

AHanum3artop remaroynoruyeckuii apromarimdeckuii BC-5150 Ne SR-33007535
(nanee — aHanM3aTop) MpeJHA3HAYEH i M3MEPEHHs CYETHOM KOHIEHTpaluu
neiikormroB  (WBC), apurpouuros (RBC), tpombonutos (PLT), wmaccoBoi
koHuenTpanuu remorioouna (HGB) B xpoBu yenoBeka.

O6nacTh HpUMeHeHHss — H3MEepeHHs NpH OOeCIeYeHUuH 3aIlUThl JKU3HHU
3JJ0POBBSI YeIOBeKa, OKa3aHUH MEIULIMHCKOM TOMOIIH.

Onucanue:

B aHamm3aTope NPHUMEHSETCS AanepTypHO-MMIEIaHCHBIA  (KOHIYKTO-
MeTpUdecKnii) MeTos s onpenenenus spurporutoB (RBC) u TpomboLUTOB
(PLT). JlauHbIi METOA OCHOBAH Ha ONpENEIEeHUH JJIEKTPUICCKOr0 CONPOTHUBIIECHHU,
BO3HUKAIOLIETO IIPH MPOXOKICHUH KIETOK KPOBY, B3BEIIEHHBIX B TOKOIIPOBOASALIEM
pazbaBuTele, 4epes anepTypy ¢ M3BECTHBIMHU pa3MepaMu.

I OmpenleNeHMs MaccoBOW  KoHUeHTpamuu remornobuna (HGB)
TIPUMEHSETCS  KOJIOPUMETPUYECKHI METOM, 3aKIOYaIOIMICI B  CPaBHEHUH
WHTEHCUBHOCTH M3JIyueHHss MOHOXPOMAaTHYECKOIo CBeTa, MpOLIeJIIero 4epes
npo6y ¢ paz6aBuTeneM U IpoOy KPOBHU C reMOrIIOOMHOBBIM KOMIIIEKCOM.

MerToz na3epHOM MPOTOYHOW IIUTOMETPHUM IPUMEHSETCS B aHAIU3aTOpe I
ompeseNieHus CYeTHOM KoHueHTpanuu neiikomuTos (WBC), 3akiodaronuics B
perucTpaniy ONTHYECKHMH J€TEKTOPaMHU PAacCesHHOIO CBETa, MOJyYeHHOro IMpH
IIepecede iy ¢ JIy4oM Jiasepa KICTOK KPOBH, TMPOXOASIIMX B [OTOKE NMPOTOYHOH
WUIKOCTH Yepe3 PoKyCHUPYEMYIO KIOBETY.

®ortorpaduu  00mIEro BUAA CPEACTB HW3MEPEHHH IPENCTAaBICHBl B
npuioxeHuu 1.

CxeMa (pUCYHOK) C yKa3aHHEM MeCTa JUlsl HaHeCEHHs 3HaKa MOBEPKH CPE/ICTB
U3MepeHui peiCTaBlIeHa B IPUII0KEHUH 2.

JlaTa M3roTOBJIEHUs aHAIN3aTOpa yKa3aHa Ha ero MapKUpOBKe.



OO0s3aTenbHbIE METPOJIOTUYCCKUEC Tpe6OBaHI/ISIZ peacTaBJjICHbI B Ta6JII/IHC 1.

Tabmuna 1
Jlormyckaemoe 3Ha4eHre OTHOCH-
HaumenoBanue nmapamerpa, JnamnazoH TEJILHOTO CpeqHEKBagpaTuyec-
€UHULIA BEJTUYUHBI HU3MEpPEeHUN KOTO OTKJIOHEHHUsI pe3yJIbTaTOB
u3MepeHun, %
CueTHasi KOHIEHTpALUA
netikonuros (WBC), 10°/n ot 2,50 10 21,00 2,
CueTHasi KOHIEHTpALUA
sputporutos (RBC), 10'%/n ot 1,50 710 600 s
MaccoBasi KOHIIEHTpaLyst
remorioouna (HGB), r/n ot 40 zio 180 Lo
CueTHast KOHIIEHTpALUs or 20,10 22 10,0
9 ot 100 go 149 6,0
tpombouutoB (PLT), 10°/n or 150 10 600 4.0

OcHOBHBIE TEXHAYECKUE XapaKTECPUCTUKHU U METPOJIOTHICCKHUC XapaKTEPUCTUKHU, HC
OTHOCAIIHUECA K 00sg3aTeIbHBIM METPOJIOTHYECKUM Tp€6OBaHI/I$IMZ npeacTaBJICHbI B

Tabnuie 2.
Tabmuna 2
HaumMmeHnoBaHnue, eTMHUIA BETUYUHBI 3HaueHue
Jluana3oH HANPsHKEHHUs TUTAKOIIEN ceT epeMeHHoro Toka*, B | ot 100 o 240
HomunanpHas yacToTa nuraromen cetu™®, I'in 50/60
IToTpebisiemMast MOIIHOCTh, B-A*, He Gonee 300
Macca, xr*, He 605€ee 73
["abapuTHBIE pa3Mepsl (IIAPUHA X BEICOTA X IITyOuHA)*, MM
b pasMepeI (Imhp YOuER)”, 04, 325%425%410
He OoJiee
VcnoBust SKCILTyaTamun™:
- IMAIa30H TEMIIEPATyPbl OKpyIKarolero Boszayxa, °C o 10 10 30
- TMAIIa30H OTHOCUTEIBHOM BIIAXKHOCTH OKPY KAIOIIErO
g Py = ot 20 o 85

BO3yXa, %o

XapaKTCPUCTUKA HE ITOATBCPKAAIACE.

* CorJlacHO PyKOBOJCTBY OIeparopa, IPH MPOBEJCHUH METPOJOrUYCCKON IKCIIEPTH3EI

KOMIIIEKTHOCTE: IIpeiCTaBIeHa B Tabuule 3.

TabOmnuma 3
HaumMenoBanue KonunyectBo
AHanuzatop remaroyiorndeckuii apromaradeckuii BC-5150 1 e
Ne SR-33007535 )
1 5K3.

PykoBoacTBO oneparopa




MecTo HaHmeceHHMs 3HaKa YTBEP)KICHUS THMA CPEICTB U3MEpPEHUMA: 3HaK
yTBEP)KIAEHUS. THIA CPEJICTB U3MEpPEHU HaHOCHTCS Ha TUTYJIBHBIA  JIACT
PYKOBOJICTBA OIepaTopa.

IToBepka OCYILIECTBIAETCS 11O MILEP 0195-2026 «Cucrema obecrieueHus €IMHCTBA
usmepennit  PecnyGnuxun  benapyce. AHanu3atopsl ~ I'€éMaToJIOTUYEeCKUe
apromatrnueckue BC-5150. Meroauka OBEPKUY.

CBejieHus 0 METOMKaxX (MeTolax) M3MEePeHUH: OTCY TCTBYIOT.

TexHudeckde HOPMATHBHBIC IIPaBOBbIE AaKTBl M TEXHMYECKHC JIOKYMEHTHI,
yCTaHaBIMBAOIIIC:

TpeGOBaHUsA K THILYy CPEIICTB U3MEpEHUMN

TexHuueckas JOKYMEHTaIUs MPOU3BOAUTEIISA (PyKOBOJICTBO OIIEpaTopa);

METOAUKY IMOBEPKM:

MILEP 0195-2026 «Cucrema obecliedeHusl eIMHCTBA M3MEpPEHHM PecnyOonuku
Benapych. AHaIM3aTOPBI F€MaTONOIMIECKIE apromarudeckue BC-5150. Mertonuka
IIOBEPKU.

[TepeueHb Cpe/ICTB MOBEPKH: PE/CTABIICH B tabnuue 4.

Tab6nuua 4

HauMeHoBaHUE U TUII CPEACTBA IMOBCPKU

KOMILIEKT KOHTPOJIBHBIX 00pa3LoB cocTaBa KpOBH BC-5D (3 ypoBHs)
IIPOU3BOJCTBA «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai

[Tpu6Gop M3MepUTENBHBIN IT1-002/1

HpHMeanHe — I[onycx(aeTcsl NPpUMEHSTD Apyrue cpeacrTBa IMOBEPKH, obecreynBaronne
OIIPEICIICHUC MGTPOJIOFPI‘{€CKHX XapaKTepI/ICTI/IK C Tp66yeM0171 TOYHOCTEIO.

VnenTrdukanus nporpaMMHOro obecrieueHus: IPeACTaBICHA B Tabauiie 5.

Tabsmuna 5
NneHTrUKaMOHHBIC IaHHBIE (IpU3HAKH) 3HayeHue
EOMep sepcuu [10 (uneHTH(HUKAIMOHHBIA HOMED) He Hwke V2.16.110

3aKOdeHHe O COOTBETCTBHH YTBEP)KACHHOTO THIA  CpeICTB U3MepEeHUH
Tpe6oBaHUsIM TEXHMYECKHX HOPMATHBHBIX TPABOBBIX AKTOB W/WIIA TEXHUYECKON
JMOKYMEHTAIUK HPOM3BOAUTENS, a TalOKe TeXHUYECKOMY 3a/IaHMIO 3asBUTEJIS Ha
METPOJIOTHYECKYIO0 IKCIepTH3y B OTHOIICHHH e IMHUYHOrO 3K3eMIUIsIpa CPeacTBa
U3MEpeHU:  aHaIU3aTop reMATONOTMYECKHl ~ aBTOMATHYECKUH BC-5150
Ne SR-33007535 COOTBETCTBYIOT TpeOOBaHUAM TEXHUYECKOH JOKYyMEHTallUH
npousBouTeNs (PyKOBOICTBA oreparopa).




[Tpon3BOAUTENDb CPEICTBA U3MEPEHUMN
«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

VI0JTHOMOYEHHOE IOPUIMYECKOE JIUII0, IPOBOAUBILEE METPOJIOTHICCKYIO
SKCTIEPTHU3y EAUHIIHOTO IK3eMILIApa CPE/CTB U3MEpPEHUN:
PVII «Bpecrckuit HICMCy,
224001, Pecry6nmka bemapyce, r. bpecr, yi. Kwxesarosa 10/1,
ten.: +375 162 53-72-67; paxc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

[Ipunoxenue: 1. @oTorpapun 06IIero BUa CpeIcTBa M3MepeHui Ha 1 ucTe.
2. CxeMma (pPECYHOK) C yKa3aHHEM MeCTa JUlsl HAHSCCHHU 3HaKa
TIOBEPKH CPEJICTB M3MEPEHU Ha-hJIHCTe.

> o

JTupextop PYII «bpectckui LICMC» A.A. Ilpoxonyxk



[Tpunoxxenue 1
(obs3aTenpHOE)
dortorpaduu odIIero BUIa CPpeICTB U3IMEPEHHUM
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Pucynok 1.1 — ®@ororpadusi oOLIEro BUIA aHATU3aTOPa TeMaTOJIOrIECKOro
asroMmarudeckoro BC-5150 Ne SR-33007535

Pucynox 1.2 — ®@otorpadus MapKUpOBKH aHATU3aTOpa NFeMaTOJIONIECKOro
aproMarudeckoro BC-5150 Ne SR-33007535



[Tpunoxxenue 2
(obs3aTenpHOE)
CxeMa (pUCYHOK) C yKa3aHHEM MecTa Il HAHECEHUs
3HaKa IIOBEPKHU CPEJICTBA M3MEPEHH

S 16
tow s un
wChcon {5

EEEEFIFR]

2

52
¥E
g

i3
3

'
E
| 2
2
g

mindray

MecTo A1 HaHECEeHUs
3HAKa IMOBEPKH

Pucynok 2 — Cxema (pUCYHOK) C YKa3aHUEM MECTa JIjIsi HAHECEHHsSI 3HaKa IIOBEPKH
aHaJ3aTOpa reMaTosioruyeckoro asromarudeckoro BC-5150 Ne SR-33007535



