r'OCYJAPCTBEHHBII KOMUATET JIBSIPIKAVHBI KAMITAT
ITIO CTAHOJAPTU3ALINU ITA CTAHJAPTBI3ALIBIT
PECITYBJIMKHA BEJIAPYChb POCIIYBJIKI BEJAPYCH

CEPTUOHUKAT 5
Ob YTBEPKJAEHUU TUIIA CPEACTBA UBMEPEHUUA

Ne 19897 ot 2 anpens 2026 .

Cpok neicTBus — 6ecCpoyHO

Hanmenosanue u 0603HaueHUE €AMHIYHOTO HK3EMILISPa TUIIA CPEICTBA N3MEPEHHIA:
AHanu3aTop remartoJjiornyeckuii asromarnyecknii BC-5150

3asoxckoit Homep: Ne SR-33007536

[IpousBoaUTENb:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii

Bnagenen ceprudukara 06 yTBepIKICHHUHU THUITA CPEICTBA H3MEPEHHIA:
000 «KP-nad», r. Munck, Pecnyonuka benapycn

Meronnka oBepKu:
MILBP 0195-2026 «Cucrema obecneyenusi exHHCTBA m3Mepennii Pecnmyonnkn Benapyce.
AHaM3aTophI reMaToJiornyeckue apTomatuueckue BC-5150. Meroauka moBepKkm»

WuTepBasl BpeMeHU MeXly roCy 1apCTBEHHBIMU MOBepkaMu: 12 MecsineB

Tun cpeacTtB u3MepeHUH yTBEpXKIEH IIOCTAaHOBJACHHMEM [ OCyapCTBEHHOr0 KOMHTETA
o crangaprusanuu PecryOnuku benapycs ot 02.04.2026 Ne 41.

Y TBep)KACHHBIN €AMHUYHBIN SK3eMIULSIP TUIIA CPENICTBA M3MEPEHUH pa3pelnacTcs K MIPUMEHEHHIO
Ha Teppuropun PecnyOimuku bBenapyck B COOTBETCTBHM C IpHiiaraéMbIM OITUCAHHEM THIIA
CpElICTBA U3MEPECHHUIA.

N.A Kucinedko

(MHUUMaIBl, haMUITUST)




OINMICAHME THIIA CPEJICTB U3MEPEHMUIA
MIPUIIOXKEHUE K CepTUPUKATY 00 yTBEPIKICHUU TUIIA CPEJICTB U3MEPEHUN

oT 9 %’»/Lz‘/éj 2026 1. Ne 79 897

HaumeHoBaHue THMNa CPeACTB U3MEPEHUN U UX 0003HAYEHHE:!
Amnanuzarop remarosiorndaeckuii apromatuaeckuid BC-5150 Ne SR-33007536.

Haznauenue u o6actb npuMeHEHHUs

Amnanuzatop remarosiorudeckuid aBromarudeckuit BC-5150 Ne SR-33007536
(maymee — aHaNM3aTOp) NpEIHA3HAUYEH /I M3MEpPEHUs] CUETHOM KOHILIEHTpaluu
neiikorutoB  (WBC), sputponurtoB (RBC), tpombouuroB (PLT), wmaccoBoii
KoHieHTpaiuu remornoouna (HGB) B xpoBu uenoseka.

O6nacTh NpUMEHEHUsT — H3MEpPEeHHs] NpHU OOECIeueHUU 3alUTHl JKU3HU
3JI0POBBSI UEJIOBEKa, OKa3aHUU MEJULIMHCKON TOMOIIH.

Omnucanue:

B aHamm3aTope TpHMEHSIETCS — alepTypHO-UMIIENaHCHBIM  (KOHOyKTO-
MeTpUYecKHii) Metox s ompenenenus sputporutoB (RBC) u tpomOGouuTtos
(PLT). JlauHBIA METO OCHOBAaH Ha OMpEAeNICHUH dJEKTPUIECKOTO CONPOTUBIICHUS,
BO3HHKAFOIIETO MPH MPOX0XKJAEHUHU KIETOK KPOBH, B3BEIIEHHBIX B TOKOIIPOBOISILIEM
pazbaBuTene, yepes anepTypy C U3BECTHBIMU pa3MEpPaMHU.

Jlns  ompeneneHdss MaccoBOW  KoHIeHTpauuu remoryiobuna (HGB)
IIPUMEHSIETCS  KOJIOPUMETPUYECKHI METOJ, 3aKIOYAIOUIUNCI B CpPaBHEHUHU
WHTEHCUBHOCTA W3JIyUYeHUs] MOHOXPOMATHYECKOIO CBETa, IIPOILIEAIIEro 4Yepes
npo0y ¢ pazbaBuTeNIeM U MPOOY KPOBU C reMOTTIOOMHOBBIM KOMITJIEKCOM.

Merto/ nazepHON MPOTOYHOW IIUTOMETPUU NPUMEHSETCS B aHAIU3ATOpE IS
ompelelieHHsi CYeTHOW KoHueHTpaiuu JjeitkouutoB (WBC), 3aximovaromuics B
pPErUCTpalldid ONTHYECKHUMH JIE€TEKTOPaMHU PACCESIHHOIO CBETa, ITOIYYEHHOI'O IIpH
IIEpECEeUYCHUH C JIyYyOM Jiazepa KIETOK KpPOBH, MPOXOISAIIMX B IMOTOKE IPOTOYHOM
KUIKOCTH depe3 (POoKycHupyeMmyro KIOBETY.

®otorpadun  o0iero BUAA CPEACTB H3MEPEHUN IMPENCTABICHBI B
IpUIOXKeHu! 1.

Cxema (pHCYHOK) C YKa3aHHEM MecTa JJisl HAHECEHHs 3HaKa IIOBEPKU CPENICTB
HM3MEPEHU MpeJICTaBlIeHa B MPUIIOKEHUH 2.

JlaTa M3roTOBIEHMS aHAJIU3aTOPa yKa3aHa Ha er0 MapKUPOBKE.



O0s3aTenbHbIE METPOJIOTHYECKUE TPeOOBaHUS: PeCTaBIeHbl B Ta0muIe 1.

Ta6iuuna 1

HaumenoBanue napamerpa,
eIUHULIA BEJIMYUHBI

Jnanazon
U3MEpPEHUI

Jlomyckaemoe 3Ha4eHe OTHOCH-

TENTbHOTO CPEeTHEKBaipaTHyec-

KOTO OTKJIOHEHHUSI pe3yJIbTaTOB
u3MepeHuu, %

CueTHasi KOHIIEHTpaIUs

neiixoumtos (WBC), 10%1 | ' 2t mg 41,01 2
CdeTHasi KOHLIEHTpaLUs

spurponuTos (RBC), 10'%/n ot 1,50 A6°6,00 1,9
MaccoBasi KOHIICHTpaIUs

remornobuna (HGB), r/n or-40 Ag 159 1,2
CyeTHast KOHIICHT AU o;)TI (2)8 ig ?29 16060

9 )

tpombonuToB (PLT), 10°/n ot 150 110 600 4.0

OCHOBHBIE TeXHUYECKHE XapaKTCPUCTHKHU U METPOJIOTHICCKUE XAPAKTCPUCTHUKH, HE
OTHOCAIIHUECA K 00s13aTeIbHBIM METPOJIOTHICCKUM TpC6OBaHI/I$IMI MMpeaCTaBJICHbBI B

Tabnmuie 2.
Tabnura 2
HaumMmeHoBaHMe, €IMHULIA BEJTUYNHBI 3HadeHne
JlnamasoH HanpsDKEHUs TUTAroIIel ceTi nepeMenHoro Toka*, B | ot 100 mo 240
HomunanpHas yactora nuraroieii cetn*, I' 50/60
[ToTpebnsiemast MouHOCTh, B-A*, He Gosee 300
Macca, xr*, He OoJtee 73
I"'abapuTHBIe pasMepsl (IIAPUHA X BRICOTA X TIyOHHA)*, MM
b pasMeper (1Hp youHa)®, m, 325%425%410
He OoJree
VcnoBus 3KcIuTyatanuu™;
- IAaIma30H TeMIlepaTyphbl OKpy Karolero so3ayxa, °C ot 10 1630
- IUAIa30H OTHOCUTENHHOM BIAXXHOCTH OKPYIKAIOIIIETrO
A ; BT ot 20 10 85
BO3ayXa, %o

* CorlacHO PyKOBOJICTBY OIlepaTopa, MpH MPOBEIEHUU METPOJOTUYECKON IKCIEPTU3HI
XapaKTEePUCTHUKA HE MOATBEPHKAAIACE.

KommtekTHOCTB: mpeacTaBieHa B Tadbmuue 3.

Tab6mauna 3
HaumMenoBaHnue KonuuecTBo
AHanu3aTop remMarojiormdeckuit aromarudeckuit BC-5150 1 e
Ne SR-33007536 ’
PykoBojicTBO omneparopa 1 3K3.




MecTo HaHeCeHHs 3Haka YTBEPXKACHUSA THIIA CPEACTB I/ISMepeHHﬁl 3HaK
YTBEpPXKACHUA TUIIA CPEIACTB I/IBMepGHI/Iﬁ HAHOCHUTCJ Ha TPITynBHBIﬁ JIUCT
PYKOBOACTBa o1ieparopa.

IToBepka ocymiectisiercs mo MILBP 0195-2026 «Cucrema obecriedeHus eIMHCTBA
m3Mmepennit  Pecnybnmuku  benmapyce. AHanu3aTopsl reMaToJIOrUYeCKue
apromatuyeckue BC-5150. Meronuka moBepku».

CBeieHUs 0 METOAMKAX (METOAaX) U3MEPEHHI: OTCYTCTBYIOT.

TexHudyeckrue HOPMATHBHBIC IIPABOBbIE AaKThl M TEXHUYECKHE JOKYMEHTHI,
yCTaHaBJIUBAIOILIKE:

TpeOOBaHUs K THUILY CPEJICTB U3MEPEHHUIA:

TEeXHUUECKasl JOKYMEHTAIUs IIPOU3BOAUTENS (PyKOBOJICTBO ONIEPATOPA);

METO/IMIKY TIOBEPKH:

MILEP 0195-2026 «Cucrema obecrieueHuss eIWHCTBA M3MepeHHid PecryOnuku
Benapych. AHamu3aTopsl remMaronorudeckue aBromatudeckue BC-5150. Meronuka
MTOBEPKM».

IlepeyeHb CpeCTB MOBEPKU: IpeCcTaBIeH B TabuLe 4.

Tab6numa 4

HanMeHoBaHMe U THUN CpeACTBa NOBEPKU

KoMIIekT KOHTPOJIBHBIX 00pa3iioB cocTaBa kpou BC-5D (3 ypoBH:)
npousBozcTBa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai

ITpubop m3mepurensublil [IM-002/1

ITpumeuanue — Jlomyckaercst IPUMEHATH APYTHe CPEeICTBA IIOBEPKH, 00ECIICUNBAIOIINE
OIpeIeJICHUE METPOJIOTUIECKIX XapaKTEPUCTHK € TpeOyeMOi TOYHOCTBIO.

NnenTuduKkanus mporpaMMHOTo o0ecTieueH s : IpeIcTaBlieHa B Tabaure 5.

Tabnuma 5
HnentudukainoHHbIe JaHHBIE (IPU3HAKY) 3Hayenue
Howmep Bepcuu I10 (maeHTH(HHUKALMOHHBIA HOMED) He Hke V2.16.110

3aKaroyeHre O COOTBETCTBHM YTBEPXKIEHHOTO THUIA CPEACTB U3MEPEHHMU
TpeOOBaHUIM TEXHUYECKUX HOPMATHBHBIX IPABOBBIX aKTOB W/HIIM TEXHMYECKOM
JIOKyMEHTAIIUA TIPOU3BOJUTENS, a TaKXKEe TEXHUYECKOMY 3aJaHHUIO 3asBHUTENS Ha
METPOJIOTHYECKYIO JKCIIEPTH3y B OTHOILIEHUH EAUHWYHOIO 3K3EMILIspa CpeIcTBa
W3MEPEHHH:  aHalu3aTop  remarojoruyeckuit  aBromatmdeckmi  BC-5150
Ne SR-33007536 COOTBETCTBYIOT TPEOOBaHUSM TEXHUYECKOM JOKYMEHTallUU
IPOU3BOAUTEIS (PYKOBOJICTBA OIIepaTopa).




[IpousBoauTENS CPEACTBA U3MEPEHHUN:
«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

VYnonHOMOYeHHOE FOPUANIECKOE JIUI0, IPOBOUBIIIEE METPOJIOTHIECKYIO
SKCIIEPTU3Y EIUHUIHOTO SK3EMIUIsIpa CPEJCTB U3MEPEHHMN:
PVII «bpectckuit ICMCy,
224001, Pecnybnnka benapycs, r. bpect, yn. Kikesarosa 10/1,
ten.: +375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

[Tpunoxenue: 1. @ororpaduu obIIero BUIa CpeICTBA U3MEpPEHHA Ha 1 mucTe.
2. CxeMa (pUCYHOK) ¢ yKa3aHHEM MecCTa JJIsl HAHECEHHUs 3HaKa
IIOBEPKH CPEJICTB U3MepeHui Ha 1 jucre.

e

Hupextop PYII «bpectckuit LICMC» A.A. Ilpokonyk




ITpunoxenue 1
(obs13aTenbHOR)

dororpaduu 0b111ero Buja CpeACTB U3MEpEeHU
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Pucynok 1.1 — ®otorpadwust 00111ero BUa aHaM3aTopa reMaToJIOrMIecKoro
asromarmyeckoro BC-5150 Ne SR-33007536

- Auto Hematology Analyzer
Model: BC-5150
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Pucynok 1.2 — @otorpadusi MapKUpOBKH aHAIIM3aTOpa I'eMaTOJIOTMYECKOr0o
aproMarudeckoro BC-5150 Ne SR-33007536

1
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[Tpunoxenue 2
(oGs3aTenpHOE)
CxeMa (pUCYHOK) C yKa3aHUEM MECTa JJisl HAHECEHHUS
3HAKa MOBEPKHU CpeICTBA U3MEPEHU I
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MecTo m1st HaHeCeHUs
3HaKa MOBEPKH

PucyHok 2 — Cxema (pHUCYHOK) C yKa3aHHEM MeCTa /Il HAHECEHUs 3HaKa II0BEPKH
aHaM3aTopa reMaroiormaeckoro asromarmyeckoro BC-5150 Ne SR-33007536



