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ITO CTAHAAPTHU3AIINNA A CTAHJAAPTBI3ALBII
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CEPTUQUKAT )
OB YTBEPKIEHWY TUIIA CPEJCTBA U3MEPEHUIA

Ne 19889 ot 2 anpens 2026 r.

Cpok neiictBust — 6eccpoyHO

HanmenoBanue n 0603HaYeHNe EANHUYHOTO 9K3EMILISPa TUIIA CPEICTBA H3MEPEHMIA:
AHaJIM3aTOP reMaToJIOrHYecKuii aBTomaTHyecknii BC-5150

3aBojackoit Homep: Ne SR-31007124

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

Buanenen ceprudukara 06 yTBepXKICHUH TUITA CPEJCTBA U3MEPEHHIA:
00O «KP-n1a6», r. Munck, Pecny6siuka Beaapychb

Meronuka noBepku:
MILBP 0195-2026 «Cucrema obecnevenusi exuHcTBa usmepennii Pecny6anku Benapyce.
AHa/JIn3aTOpBI remMaTosiornyeckue apromatuueckue BC-5150. Meroauka nmosepkn»

MHTepBan BpeMeHN MEXIy rocyJapCTBEHHBIMU ITOBEpKaMu: 12 MecsiueB

Tum  cpepcts  m3mepennit  yTBep)XKACH IOCTAHOBIEHMEM |'OCYJapCTBEHHOrO KOMHTETA
o crangaptusanuu Pecrrybnuku benapyce ot 02.04.2026 Ne 41.

YTBepIKICHHBIH €MHIYHBIN SK3EMIUISIP THIIA CPE/ICTBA U3MEPEHMUI pa3peIaeTcs K NPUMEHEHHIO
Ha Tepputopun PecnyOnuku benapych B COOTBETCTBUH C IpHUJIaraeMbIM OIIMCAHUEM THIIA

CPEICTBA UBMEPEHUH. e
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OIMMICAHME THUIIA CPEJICTB U3MEPEHUIA
IpUJIOXKEHHE K cepTU(UKATy 00 yTBEpXKICHUH TUIIA CPEJICTB U3MEPEHUM

oT 7 CL////L/W 2026 1. Ne 9209

HaumeHoBaHue Tuma cpefCcTB UBMEPEHUM B UX 0003HAYEHHUE:
AHanuzaTop remaTosjorudeckuii aBromatudeckuit BC-5150 Ne SR-31007124.

Hasnauenue u 061actb MpUMEHEHUS:

AHnanuszaTtop remaronorunyeckuii aBromarundeckuiit BC-5150 Ne SR-31007124
(mamee — aHanmM3aTOp) MpeJHA3HAYEH JMJISI M3MEPEeHHs CUETHOM KOHIEHTpaLuu
neiikoruroB  (WBC), sputporutoB (RBC), tpomGonutoB (PLT), MaccoBoii
KoHLeHTpauuu remoriobuna (HGB) B kpoBu YenioBeka.

O6nacte npuUMEHEHHs] — H3MEpPEeHUsT NpU OOECIEeYEeHHUH 3aIlUTHl JKU3HU
3710pOBbSI YEJIOBEKA, OKa3aHUU MEIUITMHCKOM ITOMOIIIH.

Onucanue:

B amanmmsatope mnOpuUMeHsIeTCS ~anepTypHO-UMIIENaHCHBIH  (KOHIYKTO-
METpPUYECKH) MeToj ansi ompeaeneHuss sputpounutoB (RBC) u TpoMOOIHTOB
(PLT). [laHHBI} MeTOJ OCHOBAH Ha OTMpPeAeICHUH JJIEKTPUIECKOTO COTPOTHUBIIEHN,
BO3HHUKAIOLLETO IPU MPOXOXKIEHUH KIETOK KPOBH, B3BEIIEHHBIX B TOKOIIPOBOISIIEM
pa3baBuTele, dyepes anepTypy ¢ U3BECTHBIMU Pa3MeEPaMH.

Jnst  ompenenenuss MaccoBo  KoHUeHTpauuwu remorioomHa (HGB)
IIPUMEHSIETCA  KOJIOPUMETPUYECKHI METOJl, 3aKJIOYaloIIUHCS B CpaBHEHUU
UHTEHCUBHOCTA M3JIyY€HHs] MOHOXPOMATHYECKOTO CBETA, IPOIIEAIIEro 4Yepe3
poby ¢ paszdbaBuTeneM U Mpody KPOBHU C reMOTIIOOMHOBBIM KOMILIEKCOM.

Meron na3zepHON NPOTOYHOW LIUTOMETPUHU MPUMEHSIETCS B aHAJIA3aTOpe IS
omnpenesieHusl cYeTHOW KoHmeHTpanuu JjeiikouutoB (WBC), 3axmouaronuiics B
pEerucTpanyy ONTHYECKUMHU [E€TEKTOpaMU PACCESIHHOTO CBETa, IMOJYyYEHHOTO IpH
[IEPECEUYECHUH C JIy4OM Jiazepa KIJIETOK KPOBH, MPOXOISIIMX B MOTOKE MPOTOYHOU
KUAKOCTHU Yepe3 POKyCHPYyEeMYIO KIOBETY.

@ororpadun oOuero BHIAa CpPeACTB H3MEpPEHUH TMpeACTaBlIeHbl B
MIPUJIOXKEHUH 1.

CxeMma (pUCYHOK) ¢ yKa3aHHEM MecTa JIsl HaHECEeHUs 3HaKa IMTOBEPKH CPEJICTB
U3MEpPEHHI NpeICTaBIeHa B IPUIOKEHHH 2.

JlaTa M3roToBiIeHUs aHAIM3aTOpa yKa3aHa Ha ero MapKUpPOBKE.



O6s13aTenbHbIe METPOJIOTHYECKHE TPEOOBAHUS: TIPEICTABIEHE] B TabuLe 1.

Tabnua 1

HaumenoBanue napamerpa,
€AMHULA BEJTMYUHBI

Jwnamnazon
U3MEPEHUIN

Jomyckaemoe 3Ha4eHIe OTHOCH-

TEJILHOTO CpEeNHEKBaApaTuIeC-

KOT'O OTKJIOHEHHMSI PE3YJIbTaTOB
u3MepeHun, %

CyerHas KOHIOCHTpAalHs1

neiikorros (WBC), 10%/n or 2,50 10 21,00 2,5
CueTHasi KOHIIEHTpALUS

sputpormros (RBC), 102/ | T 1,50 o 5,00 155
MaccoBasi KOHIIEHTpaIus

remoriobuna (HGB), r/n or 44 go 189 152
CyeTHast KOHIICHTpAIUs o(T)Tlgg ig ?29 1602)0

9 s

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

OCHOBHBIE TEXHUYECKHUE XapaKTCPUCTUKHU U METPOJIOTHUICCKHUE XAPAKTCPUCTHUKH, HE
OTHOCAIIHUECS K 00s3aTeIbHBIM METPOJIOTUICCKUM Tpe60BaHI/IHMZ NpeaAcCTaBJICHBI B

Tabnuie 2.
Tabnuua 2
HanMeHoBaHue, e IMHHUIA BEJTHUUHBI 3HaueHue
JluanasoH HalnpshDKeHHUs MUTarolel ceTd nepemennoro Toka*, B | or 100 go 240
HomMunanpHas yactora nurtaroineii cetn*, ' 50/60
ITotpebasemas MomHOCTE, B-A*, He Gomee 300
Macca, xr*, He 6oiiee 73
I"aGapuTHBIE pazMeps! (IIUPHUHA X BBICOTA X MIIyOMHA)*, MM
P pasMepEI (1utip yomra)®, m, 325%425%410
He OoJiee
YcnoBus skcrmyaTaun®:
- IUaIa3oH TeMIIEpaTyphbl OKpYyKarouero Bosayxa, °C ot 10 110 30
- IMana30H OTHOCUTEIBHOM BIAXXHOCTH OKPYKAIOILETO
i ; pyxarotn ot 20 110 85
Bo31yxa, %o

* CoriacHO pyKOBOJCTBY OIIEpaTOpa, IMPU HPOBEJACHUH METPOJIOTMYECKON IKCIEPTUIBI
XapaKTEpUCTUKA HE TIOJITBEPIK/1AJIach.

KoMniekTHOCTE: peaACTaBJICHA B Ta6JH/II_le 3.

Tabmnuma 3
HanmeHnoBanue KonnuecTBo
AnanuzaTop reMaTojioruyeckuii aBromatuieckuit BC-5150 | e
Ne SR-31007124 '
PyxoBoacTBO oneparopa 1 5k3.




MecTo HaHeceHMsT 3HaKa YTBEPXJIEHUS THIIA CPEJNCTB HW3MEPEHMiA: 3HaK
YTBEPXKACHHUSI THIA CPEICTB HU3MEPEeHHl HAHOCHTCS Ha THTYJIbHBIA JIMCT
PYKOBOJICTBA orlepaTopa.

IToBepka ocymectBisiercst mo MILBP 0195-2026 «Cucrema obecrieueHus e AMHCTBA
U3MEPEHUN PecryGukm benapycs. AHanu3aTopsl reMaTOJIOTHYECKUE
asroMatudeckue BC-5150. Meronuka moBepkm.

Cenenus o MeToanKkax (MeToAax) U3MEePEeHH: OTCYTCTBYIOT.

TexHuyeckue HOpPMAaTHBHBIE IIPaBOBBIE AaKThl W TEXHUYECKHE JIOKYMEHTHI,
yCTaHaBIIMBAIOLIHUE:

TpeOOBaHUS K TUITY CPE/ICTB U3MEPEHHIA:

TEXHUYECKas JOKyMEHTALHs IPOU3BOAUTENS (PYKOBOICTBO OIEpaTopa);

METOJAUKY MOBEPKHU:

MILBP 0195-2026 «Cucrema obecnedeHuss eOUHCTBa H3MepeHuil PecryOmuku
benapyces. AHanuzaropsl remaronoruyeckue apromatrudeckue BC-5150. MeToauka
MTOBEPKU».

IIepedyeHs cpeicTB MOBEPKU: MPEACTABIICH B Ta0uIE 4.

Tabmnuia 4

HavmMeHoBaHMe U THI CPEACTBA OBEPKHU
KoMIuIeKT KOHTposIbHBIX 00pa3iioB coctaBa KpoBu BC-5D (3 ypoBHs)
npousBojicTBa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii

IIpu6op uzmepurensusiii [11-002/1

HpI/IMGLIaHI/IC = I[OHYCK&GTC}I IIPUMCHSATH JPYTUE CPEACTBA ITOBEPKH, 06eCHC‘{I/IBaIOIHI/IC
OIIPCACIICHUE METPOJIOTHYCCKHUX XapaKTCPHUCTHUK C Tpe6yeM0171 TOYHOCTBIO.

WnenTrdukanus nporpaMMHOro obecrieueHus: mpecTaBieHa B Tabuuie 5.

Tabmnuiia 5
NnentuduxanvmonHeie faHHbIe (IIPU3HAKH) 3HayeHue
Homep Bepcuu 110 (uneHTHDUKAITHOHHBIN HOMED) He Hmke V2.16.110

3aK/IfOYEHHEe O COOTBETCTBUM YTBEPXKACHHOTO THIA CpPEACTB H3MEpPEHHI
TpeOOBaHUSIM TEXHHUUYECKUX HOPMATHBHBIX IPABOBBIX aKTOB W/MIU TEXHHUYECKOM
JOKyMEHTAllU IPOU3BOJUTEINS, a TaK)Ke TEXHUYECKOMY 3aJaHUI0 3asSBHUTENS Ha
METPOJIOTMYECKYIO 3KCIIEPTU3y B OTHOIIEHWHM €AWHHUYHOIO 3K3EeMIUIIpa CpPelCcTBa
U3MEpPEHUN:  aHAIM3aTOp  TIeMaToJIoTHYecKuid  aBroMarmdeckuit  BC-5150
Ne SR-31007124 cooTBEeTCTBYIOT TpeOOBAaHHUSIM TEXHHYECKOM TOKYMEHTAIUH
IpOU3BOIUTENS (PYKOBOJCTBA OIlepaTopa).




[Tpon3BouTesh CpeICTBA U3MEPEHHUIA:
«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

Y110JIHOMOYEHHOE IOPUIUIECKOE JIULIO, IPOBOAMUBIIIEE METPOIOTHIECKYIO
3KCIEPTU3Y €AUHUYHOTO 3K3EMILISIpa CPEICTB M3MEPEHHIA:
PVII «bpectckuit [ICMCy,
224001, Pecnybnuka benapycs, r. bpect, yi. Kimkesatosa 10/1,
ten.: +375 162 53-72-67; dakc: + 375 162 58-08-71,

e-mail: csm@csmbrest.by
ITpunoxenwue: 1. @otorpaduu obIiero Buaa CpeicTBa U3MEpeHHid Ha 1 TucTe.

2. Cxema (pHCYHOK) ¢ yKa3aHHEeM MeCTa JIJIsl HAaHECEHHUs 3HaKa
IIOBEPKH CPEJCTB U3MEPEHUH Ha-1-J1ucTe.

Hupexrop PYII «bpectckuit LICMC» K/ /’ﬂ// A.A. TIpoxomnyxk
w/




IIpunoxenue 1
(o6s3arenpHOE)
®otorpadun od1Iero BuIa CpeiCTB H3IMEPEHUI
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Pucynok 1.1 — ®otorpacdus ob1ero Buia aHam3aTopa reMaToJIorHIecKoro
aBromaruyeckoro BC-5150 Ne SR-31007124

Pucynok 1.2 — ®otorpadusi MapKHpOBKH aHAJIM3aTOPA T€MATOIOTHYECKOrO
aBromarudeckoro BC-5150 Ne SR-31007124



ITpunoxenue 2
(obs3aTenpHOE)
CxeMa (pUCYHOK) C yKa3aHHEM MecTa Il HaHECEHUS
3HaKa IOBEPKHU CpeICTBa H3MEPEHU I
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Mecto i1 HaHeceHUus
3HaKa [OBEPKH
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Pucynok 2 — Cxema (pUCYHOK) ¢ yKa3aHHEM MecTa JUIsl HaHECEHUs 3HaKa TOBEPKH
aHaJmM3aTopa remarosiorudeckoro asromarudeckoro BC-5150 Ne SR-31007124



