T'OCYJAPCTBEHHBII KOMUTET JBSIPIKAVHBI KAMITOT
IO CTAHJAPTU3 AT ITA CTAHAAPTBI3AIBII
PECITYBJINKH BEJIAPYCh PICITYBJIIKI BEJIAPYCh

CEPTUOHUKAT
Ob YTBEPXKJIEHUH TUIIA CPEJICTBA N3MEPEHUI

Ne 19894 ot 2 anpens 2026 r.

Cpok zmeiicTBust — 6ecCpoUHO

HanvenoBanue u 0603HaueHye €IMHAYHOrO 9K3eMIUIAPA TUIIA CPECTBA H3MEPEHHUI:
AHa/IM3aTOP remMaToJIOrH4YecKuii aBromaTuyecknii BC-5150

3aBoackoit Homep: Ne SR-31007127

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

Briagenen ceprudukara 06 yTBep)KACHHHU TUITA CPENCTBA U3MEPEHMIL:
00O «KP-1a6», r. MuHck, Pecny6anka Benapycn

Meronuka noBepku:
MILBP 0195-2026 «Cucrema obecrieyeHnsi eAMHCTBAa M3Mepenuii Pecny6anku benapyce.
AHAJIM3aTOPbI reMaToJornyeckne apromarudeckue BC-5150. Meroauka nosepku»

MHTepBan BpeMeHn MeX Iy rocy1apCTBEHHBIMU MOBepKaMu: 12 Mecsies

Tum  cpencts  m3mepenmii  yTBEpXKIEH IOCTAHOBJEHWEM | 'OCYJIapCTBEHHOTO KOMHUTETA
no crangaptusauuu PecrryOmuku benapycs ot 02.04.2026 Ne 41.

YTBEeP)KACHHbIN ¢IMHUYHBIA SK3EMILISP THIIA CPEICTBA U3MEPEHUH pa3pelnaeTcst K MPUMEHEHHMIO
Ha TEPPUTOPUU Pecny6nm<1/1 benapych B COOTBETCTBUHM C IpuiiaraeMbIM OITMCAHHEM THIIA
CPEICTBA U3MEPEHHUIA. 7 A

3aMecTuTeINb Hpeﬂ, N.A Kucnenko

(vHuumManel, Gpamunms)



OIMMCAHUE THUIIA CPEJICTB U3MEPEHMIA
NPUIOKEHHE K CepTU(HUKATY 00 yTBEP)KACHUH TUIA CPE/ICTB U3MEPEHUI
OT . aesepre.cd 2024 . Ne 2P F ¢y

HanmeHnoBaHue Tuna cpeCcTB U3MEPEHUI U UX 0003HAYECHHE:!
Amnanuzarop remaronorundyeckuii apromaruaeckuid BC-5150 Noe SR-31007127.

Hasnayenue u o6nactb NpUMEHEHUS:

AHanuzatop remaronoruueckuii aBromarudeckuit BC-5150 Ne SR-31007127
(manee — aHanmu3aTop) NpeNHA3HAYEH IS W3MEPEHHUS CYETHON KOHIEHTpPAaIUH
neiikonuroB  (WBC), sputporuroB (RBC), tpomborutor (PLT), MaccoBoit
KoHLeHTpanuu remorinoouna (HGB) B kpoBu uenoseka.

Ob6nacte NpUMEHEHHS — H3MEpEeHHUs NpPU OOeCTeYeHUH 3allUThl JKU3HU
3I0POBbSI YEJIOBEKa, OKa3aHUU MEJIUIIMHCKOMW ITOMOIIIH.

Onucanue:

B aHanmzaTope mpHMEHsIETCS — anepTypHO-UMIENaHCHBIH  (KOHIYKTO-
METpUYeCKHil) MeTon ans ompexaeneHuss sputpounutoB (RBC) m TpoMOoumTOB
(PLT). laHHBI} MeTOJ OCHOBAH Ha OTNPEAETICHUU 3JIEKTPUUECKOTO COMPOTUBIIEHHS,
BO3HMKAIOILIETO IPY IPOXOXKJEHUHU KIIETOK KPOBH, B3BEIIEHHBIX B TOKOITPOBOISIIIEM
pazbaBuTele, yepes anepTypy ¢ H3BECTHBIMU Pa3MepPaMHu.

Jns  ompenenenwss MaccoBoil KoHIeHTpamuu remorioomHa (HGB)
IIPUMEHSIETCS  KOJIOPUMETPUYECKUH METOJ, 3aKJIIOYalolIUicsi B CpaBHEHHUH
VUHTEHCUBHOCTH H3JIy4eHHs] MOHOXPOMATHYECKOro CBeTa, MPOIIECAIIero uepe3
npoOy ¢ pazbaBuTesneM U Mpody KPOBH C reMOTTTIOOMHOBBIM KOMILJIEKCOM.

Merton nazepHON MPOTOYHOU IUTOMETPUU MPUMEHSIETCS B aHAIM3aTOpe IS
ompenesNeHus: CYeTHOW KoHUeHTparuu JelkonutoB (WBC), 3akmodaromuiicss B
pPErucTpalii ONTHYECKHUMH JETEKTOpaMU PACCESHHOIO CBETa, MOJYYEHHOTO IpH
[IEPECEUYCHNH C JIy4OM Jiazepa KIJIETOK KpPOBH, NMPOXOJSIIUX B MOTOKE MPOTOUYHOU
KUAKOCTH uepe3 (poKyCcHpyeMmyro KIOBETY.

@otorpaguu  obmiero BHAA CPEACTB H3MEpPEHUH TMPEICTAaBICHBI B
MIPUJIOKEHUH 1.

Cxema (pUCYHOK) C yKa3aHHEM MecTa JUIsi HAaHECEHUs 3HaKa MOBEPKH CPEJICTB
U3MEpPEHUH MpeJICTaBlIeHa B IPUIOKEHHUH 2.

JlaTa M3roTroBieHus aHAIU3aTOpa yKa3aHa Ha €ro MapKupOBKe.



O0s3aTenpHbIE METPOJIOTUYECKHE TPeOOBaHUS: MIPeICTaBIEHb] B TabIuIe 1.

Tabmuna 1

HanmeHnoBaHue napamertpa,
€IUHULIA BEJIMYNHBI

Jwnanazon
U3MEpPEHUI

Jlomyckaemoe 3Ha4eHre OTHOCH-

TEJIBHOTO CpeAHEKBaIpaTHIeC-

KOT'O OTKJIOHEHHUSI pe3yJIbTaToB
u3MepeHun, %

CueTrHasi KOHIIEHTpAIUS

netikomuros (WBC), 10%/n o1 2,20 o 21,00 £
CyeTHast KOHIICHTpAIUSA

sputponutos (RBC), 10'%/1 | " 1,20 0 6/00 12
MaccoBasi KOHIICHTpaIis

remoriobuna (HGB), r/n ot 40 ae 150 L2
CyeTHast KOHIICHTpAIUSA o(T)Tlgg ig ?29 1602)0

9 5

tpomOonuToB (PLT), 10°/n or 150 110 600 4.0

OCHOBHBIE TEXHUYECKHUE XAPaKTCPUCTHUKU U METPOJOTHUICCKHUE XAPaKTCPUCTHKH, HE
OTHOCAIIIUECA K 00s3aTeIbHBIM METPOJIOTHIECCKUM TpC6OBaHI/I5IMI MNpeaACTaBJICHEI B

Tadnurie 2.
Tabnuua 2
HaumMmeHoBaHue, e TMHUIA BEJTUYHUHBI 3HayeHue
Jlnana3oH HanpsDKeHUs NMUTarolel cetn nepemMenHoro Toka*, B | or 100 mo 240
HomunaneHas yactora nuTaronieit cetu™®, I'n 50/60
ITotpebasiemas MomHOCTh, B-A*, He Goiee 300
Macca, xr*, He OoJiee 73
I"abGaputHbie pa3Meps! (IIUPHUHA X BBICOTA X [IIyOouHA)*, MM
B pasMepet (LHp yomra)®, m, 325%425%410
He OoJtee
VYcioBus 3KcIuryatamuu ™
- IMana3oH TeMIEepaTypbl OKpYKarolero Bo3ayxa, °C ot 10 10 30
- IMarna30H OTHOCUTEJIHHOM BIAXKHOCTH OKPYIKAIOILIETO
A B Py m ot 20 no 85
Bo3ayxa, %

* CoryacHO pyKOBOJCTBY OIlEpaTOpa, MPU MPOBEJACHUH METPOJOTHUECKOM HKCIIEPTH3BI
XapaKTEepUCTUKA HE MOATBEPIKIAIACK.

KoMIutekTHOCTh: mpecTaBieHa B TadauIe 3.

Tabnuma 3
Haumenosanue KonmyectBo
AHanuzarop remaToJiorudeckuii aBromatudeckuit BC-5150 1 e
No SR-31007127 '
PykoBozcTBO onepaTopa 1 5K3.




MecTto HaHeceHMs 3HAKa YTBEPXKICHHUS THIA CPEICTB W3MEPEHHMIA: 3HAK
YTBEPXKACHHUS THIIA CPEACTB H3MEPEHH HaHOCHTCS Ha THTYJIBHBIA JIMCT
PYKOBOJICTBA OIEpaTopa.

IToeepka ocymectBusiercst o MILBP 0195-2026 «Cucrema obecrieueHus eauHCTBA
usmepeHuii  Pecriy6mmuku  bBenmapych.  AHanu3aTopsl  I'eMaTOJOTHYECKHUE
aBromaruyeckue BC-5150. MeTtonuka moBepkm.

CeeneHus o0 MeToIMKax (METOAax) H3MEPEHUI: OTCYTCTBYIOT.

TexHuyeckue HOpMaTHBHBIE TIPaBOBBIE AaKThl W TEXHUYECKHE JOKYMEHTHI,
yCTaHaBIIMBAIOIIIHE:

TpeOOBaHUs K THUITY CPEJICTB U3MEPEHMIA:

TEXHMYECKast JJOKYMEHTalUs IIPOU3BOAUTENS (PyKOBOJCTBO OIIepaTopa);

METOJIUKY TTOBEPKH:

MILBP 0195-2026 «Cucrema obecmedeHHss e€qUHCTBa H3MepeHuit PecryOnuku
benapyck. Ananuzaropsl remarosniorndeckue aBromatuueckue BC-5150. Meroauka
IIOBEPKW».

Ilepeuens cpencTB NOBEPKHU: MpeNICTaBICH B TaOIHIlE 4.

Tabnuua 4

HanmeHoBaHnue u Tun CpCACTBa IIOBCPKHU

KoMIuiekT KOHTposIbHBIX 00pa3ioB coctaBa KpoBu BC-5D (3 ypoBHs)
npousBojicTBa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai

[Tpubop u3mepurenpubiit [THM-002/1

HpI/IMG‘IaHI/Ie = I[OHYCKaeTCH IIPUMCHSATH APYTrUe€ CPpEACTBA IMTOBEPKH, 06CCHC‘II/IBa}OHII/I€
OIIPEACIICHUC METPOJIOTHYCCKUX XapaKTEPUCTHK C Tpe6yeM017I TOYHOCTBIO.

NnenTudukaius nporpaMMHOTo obecriedeH s : IpeAcTaBiieHa B TabauIe 5.

Tabmnuia 5
W neHTHUKAIIMOHHbIE JaHHBIE (TIPU3HAKH ) 3HaueHue
Howmep Bepcuu I10 (uaeHTHDUKAITHOHHBIN HOMED) He Hke V2.16.110

3aK/l0OYeHHe O COOTBETCTBUU YTBEPXACHHOTO THIA CPEACTB HM3MEPEHHM
TpeOOBaHMUSAM TEXHUYECKUX HOPMATHBHBIX IIPABOBBIX aKTOB H/MIM TEXHHUYECKOU
JIOKYMEHTallUX IPOU3BOJMTENS, a TaKXXe TEXHHYECKOMY 3aJaHUIO 3asBUTENS Ha
METPOJIOTMYECKYIO IKCIIEPTU3y B OTHOILIEHUU E€IMHUYHOTO SK3EMIUIIpa CpeCTBa
U3MEPEHUM:  aHaIu3aTop  reMarojiorudyeckuii  aBromarmueckmii  BC-5150
Ne  SR-31007127 coOOTBETCTBYIOT TpeOOBaHHSIM TEXHHYECKOM JIOKYMEHTAI[UH
IPOU3BOUTENS (PYKOBOJICTBA OIIEPATOPA).




IIpousBoguTens cpeacTBa UBMEPEHUN:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii,
Apnpec: Mindray Building Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, 518057 Shenzhen, P.R.China

Y01HOMOYEHHOE IOpUANYIECKOE JIUI0, IPOBOIUBIIIEE METPOJIOIHUECKY O
SKCHEPTU3Y eIUHUYHOTO IK3EMIUISIPA CPEICTB H3MEPEHUIA:
PVII «bpecrckuit IICMCy,
224001, Pecniy6nmka benapycs, r. bpecr, yi. Kmkesarosa 10/1,
Ten.: +375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

IIpunoxenue: 1. @ororpapuu ob1ero Buaa cpeacTBa u3MepeHuit Ha 1 aucre.

2. Cxema (pHCYHOK) C yKa3aHHEeM MecTa JUIsl HAaHECEHHUs 3HaKa
MOBEPKHU CPEJICTB I/ISMGpCHI/II/I Ha 1 JII/ICTG

Hupexrop PYII «bpectckuiit [ICMC» &—/ A.A. Tlpokonyxk




[Tpunoxenue 1
(obs13aTenbHOE)
®ororpaduu ob1Iero Buaa CpeACTB U3MEPEHU
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Pucynok 1.1 — @ororpadust ob111ero Buia aHamM3aTopa reMaTojIoruIecKoro
aBromarmyeckoro BC-5150 Ne SR-31007127
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PucyHnok 1.2 — ®otorpadusi MapKHpOBKH aHAJIM3aTOPa I'eMATOJIOTHYECKOTO
aBroMaTtiueckoro BC-5150 Ne SR-31007127



[Ipunoxenue 2
(obs3aTeBHOE)
Cxema (pHCYHOK) ¢ yKa3aHUEM MeCTa JJIsl HAaHECEHUs
3HaKa [IOBEPKHU CPEeCTBA H3MEPEHHI
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MecTo a1 HaHECEHHUs
3HaKa MOBEPKHU

Pucynok 2 — Cxema (pUCyHOK) ¢ yKa3aHWEM MecTa JJIsl HAHECEHHs 3HaKa ITOBEPKH
aHajmM3aTopa reMaroorudeckoro asromaruyeckoro BC-5150 Ne SR-31007127



