IF'OCYJAPCTBEHHBIA KOMUTET J35IPXKAYHBI KAMITOT
IO CTAHJAPTU3AIINN ITA CTAHIAPTBI3AIIBIL
PECITYBJINKHA BEJIAPYCH POCIIYBJIIKI BEJIAPYChH

CEPTUDUKAT )
OB YTBEPXKIEHUM TUIA CPEJCTBA H3MEPEHMIT

No 19898 ot 2 ampens 2026 .

Cpox neficTBust — Geccpouno

Hanmenopanue n 0603HaueHre eMMHUUHOrO OK3EMILISIpA TUIIA CPEJICTBA U3MEPEHHIA:
AHAIM3aTOP reMaToJIorHYecKuii aBToMaTHyecknii BC-5150

3aBozckoit Homep: Ne SR-33007537

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

Branenen ceprudukara o6 yrsepixennu tumna CpEJCTBA U3MEPEHHUIA:
000 «KP-na6», r. Munck, Pecniy6inka Benapycn

Meroauka nmosepku:
MILBP 0195-2026 «Cucrema oGecniedeHus: eqHMHCTBA u3mepenni Pecny6nukn Besapyce.
AHA/TH3aTOPBI reMaToI0ruYecKne aBToMaTHeckne BC-5150. MeTtoauka nosepkm»

HMuTepsan BpeMeHH Mexry rocyaapCTBeHHBIMH nosepkamu: 12 mecsines

Tunm  cpenctB  wsMepenmit  yTBepxaeH mocTaHoBienuem T OCyIapCTBEHHOTO KOMHTETa
1o cTangaptusauuu Pecry6inku Benapycs ot 02.04.2026 Ne 41.

YTBEP)KIEHHBIH €IMHUYHBINA SK3EMIUTSp THIIA CPCICTBA U3MEPCHUI pa3pemaeTcst K MPUMEHEHHUIO
Ha Teppuropun PecnyGiuku benapych B COOTBETCTBMM ¢ NpHiiaraeMblM OIHCAHMEM THIIA
CpeACTBa U3MEPEHUIA.

3amecturens Ipesce) ate N.A Kucnenko

(vuuuManel, pamunms)



OIMMCAHME TUITA CPEJCTB U3MEPEHUIN
MPUIIOXKEHHE K CepTU(HKATY 06 yTBEP)KICHHUH THUIIA CPEJICTB H3MEpeHHil

OT 2 ocveeeocd 2026 . Ne _rap7 2

HanmenoBanve Tuna cpencts uamepeHnii ¥ ux 0603HavYeHUE:
AHanuzatop rematonoruyeckuii asromariaeckuit BC-5150 Ne SR-33007537.

Hasnavenue u o6nacts npuMeHeHus:

AHanuzatop remMaTolornyeckuii asTomatudeckuii BC-5150 Ne SR-33007537
(manee — aWanM3aTOp) NpejHA3HAYEH IS H3MEPEHHS CUETHOI KOHIIEHTpaIli1
nerikonuroB  (WBC), sputpormros (RBC), TpoM6GOUMTOB (PLT), wm™accoBoit
KOHLIeHTpanuu remorynioonna (HGB) B kpoBu yenosexa.

OO6nacTe NpUMEHEHHS — W3MEpPeHUs TPU OOECIEYeHHH 3alIUTH IKH3HMU
3II0POBBS YEJIOBEKA, OKa3aHUU MEIMIIMHCKON TTOMOIIIH.

Onucanue:

B amanuzatrope mpHMeHS€TCS  amepTypHO-HMIIEAAHCHBII (xoHIYKTO-
METPUYECKUiA) METOJ JUIsl ONpEIEeNeHHUs] JPUTPOLUTOB (RBC) u TtpomboruToB
(PLT). JlanHBIi METOX OCHOBaH Ha OINpee/eHH 3JIEKTPUYECKOIO COMPOTHBIICHHMS,
BO3HHUKAIOLIETO NPH IPOXOXKICHUH KIIETOK KPOBH, B3BELIEHHBIX B TOKOIPOBOISIIEM
pas0aBurene, Yepes anepTypy ¢ H3BECTHBIMU pa3MepaMIl.

JUist  ompeneneHus  MacCoBOM  KOHIEHTPALMH — reMOIJIOOMHA (HGB)
NPUMCHSCTCS  KOJIOPDUMETPUYCCKUI  METOA, 3aKIIOYAIOUIMiics B CpaBHEHUH
MHTCHCUBHOCTH H3JyY€HHs] MOHOXPOMATHUYECKOTO CBETa, MPOILNEINIEr0 4Yepe3
npo0y ¢ pazbaBuTesieM U Npoby KPOBHU C reMOTTIOGHHOBEIM KOMITIIEKCOM.

Merox nazepHol MPOTOYHON LUTOMETPHH MPUMEHSETCS B aHanu3aTope s
ONpENIENICHUs] CYETHOM KOoHueHTpanuu JelikonutoB (WBC), 3axmouarommiics B
PETHCTPALUHA ONTUYECKUMHU JIETCKTOPAMH PAcCESHHOTO CBETa, IOJIYYEeHHOrO IIPH
[IEPECEUCHUH C JIyYOM Jla3epa KJICTOK KPOBH, HPOXOISIIUX B IOTOKE MPOTOYHON
XKHUIKOCTH Yepe3 POKYCHPYEMYFO KIOBETY.

Qororpadguy  00mIEro BHJA CPEACTB HM3MEPEHHH MPEeNCTABICHBI B
IIPUIIOXKEHUH 1.

Cxema (pHCYHOK) C yKa3aHMEM MeCTa JJIsl HAHECEHUS 3HAKa IIOBEPKU CPEICTB
U3MEPEHHUN NpeCTaBIeHa B MPUIIOXKEHHUH 2.

JlaTa u3rorosnenus aHanM3aTOpa yKasaHa Ha er0 MapKHUPOBKE.



OGs13aTenbHBIE METPOIOTHYECKHE TPeGOBaHHS: TIpe/ICTABICHBI B TabuIe 1.

Ta6muna 1
JlomyckaeMoe 3HaueHHe OTHOCH-
HanmeHnoBanue napamerpa, Hwnanazon TEJILHOTO CPEIHEKBaIpaTHYEC-
€IUHNULIA BEJIMYHHBI M3MEpEHUH KOT'O OTKJIOHEHHSI pe3yJIbTaToB
u3MepeHuu, %
CueTHast KOHIICHTpaLys
- ot 2,50 no 21,00 2.3
neiikouutos (WBC), 10%/n il ’
CueTHast KOHLIEHTPALHAS
2 ot 1,50 10 6,00 1,5

sputponutos (RBC), 10'%/n
MaccoBast KOHIIEHTpalLHs]
remornobuna (HGB), r/n or 40 1o 180 e

CueTHas KOHIICHTpAIIHS o;)Tl 38 ig ?39 1602)0
9 b
tpoMOorprron (FLL), 10% | o cn o 600 4,0

OCHOBHBIE TEXHUUECKUE XAPAKTEPUCTUKHU H METPOJIOTMYECKUE XaPAKTEPUCTUKH, HE
OTHOCSILIMECS K 00s3aTeNbHBIM METPOIOIUYECKUM TPEOOBAHMSIM: NpeJICTaBIeHsl B
Tabuue 2.

Tabnwuma 2
HaumeHoBaHue, eIMHHUIA BETUYUHBI 3HaueHue

Jlrana3zon HanpshkeHHs MATAOLIEHN ceTH nmepeMeHHoro Toka*, B | ot 100 mo 240
HomuHanbHas yacrora nuraromen cetu™®, ' 50/60
IloTpebssiemast MomHOCTE, B-A*, He Gosee 300
Macca, xr*, He 6oinee 73
g:%iPHH;HHe pasMepsbl (IIMpUHA X BBICOTa X IIyOUHA)*, MM, 325%425x410
YcnoBus skcryaranun®:
- IMaIa30H TeMIepaTypbl OKPYXAFOILEro BO3AyXa, °C ot 10 110 30
- )_'[I/IaHaBOOH OTHOCHUTEJIBHOM BJIAYXHOCTH OKPY KAIOIIEr0 or 20 710 85
Bo3nyxa, %

* CornacHo pyKOBOJICTBY OMEpaTOpa, MPH NMPOBEIEHAN METPONOTHUECKON IKCIIEpPTU3bI
XapaKTEpUCTUKA HE OJITBEPIKIAIACh.

KoMiutekTHOCTB: mpecTaBiena B Tabnuie 3.

Tabmnuua 3

Haunmenosanue KonnuectBo

AHanu3aTop reMaToJIoruueckuii aproMmarndeckuit BC-5150
Ne SR-33007537
PykoBozncTBo oneparopa 1 3K3.

1 mrr.




Mecto HaHeceHMs 3HAaKa yTBEpXKIEHUS THIA CPEACTB H3MEPEHHil: 3HAK
YTBEPKICHUS THUNA CPEICTB H3MEPEHMH HAHOCUTCS Ha THUTYJIBHBIA JIHCT
PYKOBOJCTBA oIleparopa.

ITosepka ocymectBisiercs 1o MILBP 0195-2026 «Cucrema obecrneyeHust eIMHCTBAa
U3MEpPEHUH PecnyGnukm benapyce. AHanu3atopsl reMaToJIOTHYECKIE
apToMarudeckue BC-5150. Meroauka moBepku».

Cseznenus o MeTouKaxX (METO/Iax) M3MEPEHHIA: OTCYTCTBYIOT.

Texnuyeckre HOpMATHBHBIE IIPaBOBBIE AaKTHI W TEXHHUYECKHE JIOKYMEHTEHI,
yCTaHaBJIUBAIOIIIHE:

TpeOOBaHUsI K THITY CPEJICTB M3MEPEHHIA:

TEXHUYECKasi JOKyMEHTAlUs POU3BOAUTENS (PyKOBOACTBO OIEPATOPA);

METOAMKY TTOBEPKH:

MILBP 0195-2026 «Cuctema obecriedeHnsi eiMHCTBAa HM3MepeHHil PecryGimkn
benapyck. AHanu3atopsl reMaTonorndeckie apromatuueckue BC-5150. Metonuka
IOBEPKMY.

Ilepeuens cpeiCTB MOBEpKH: MPEACTABIEH B TabIuIe 4.

Tabnuua 4

HanmeHOBaHME U THIT CpeACTBA IOBEPKHU
KomriekT KoHTponbHEIX 06pa3noB cocrasa kpoBu BC-5D (3 ypoBH:)
npousBojicTBa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii

ITpu6op m3mepurensubiii [TM-002/1

IIpumeyanue — Jlommy ckaeTcst IPUMEHSTH JPYTUe CPEICTBA IOBEPKHU, 00ECIICUNBAIOIIHE
OIPE/IEJICHIE METPOJIOTHIECKUX XapAKTEPUCTHK C TPeOyEeMOi TOYHOCTBIO.

Wnentudukanus nporpaMMHOro obecriedeHus: Ipe/cTapieHa B Tabiuie 5.

Tabnuna 5
NpentrdukanuoHHble TaHHBIE (IPU3HAKK) 3HayeHue
Howmep Bepcun I10 (naeHTHGUKAIHOHHBINA HOMED) He Hmxke V2.16.110

3aKiIOYeHHe O COOTBETCTBUM YTBEPXKAEHHOTO THNA CPENCTB M3MEpeHHMil
TpeOOBaHMAM TEXHHYECKHX HOPMATUBHBIX HPABOBBIX AKTOB W/HMJIM TEXHHUYECKOM
AOKYMEHTAlMU TPOU3BOJAUTENISA, & TAKXKE TEXHUYECKOMY 3a[aHHUIO 3asBUTEN Ha
METPOJIOTUYECKYIO 3KCIEPTH3Y B OTHOIIEHMHM €IUHHYHOIO SK3eMIUIApa CpPencTBa
U3MEPEHMM:  aHaJIM3aTOp  TeMaTOJIOTMYeCKHil  aBromatmyeckuii  BC-5150
No  SR-33007537 COOTBETCTBYIOT TpeOOBaHUAM TEXHUYECKOH JTOKYMEHTALHH
IPOU3BOAUTES (PYKOBOZICTBA OIIEPATOPA).




IIpousBoauTeNs CpencTBa U3MEpPEHUIA:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kwurait,
Agnpec: Mindray Building Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, 518057 Shenzhen, P.R.China

YIOJIHOMOYEHHOE IOPUIUIECKOE JIMIIO, TPOBO/IHBIIIEE METPOJIOTUYECKY IO
SKCIEPTH3Y eIUHUYHOTO IK3EMILIAPA CPEIICTB H3MEPEHHIA:
PVII «bpectckmii [ICMCy,
224001, Pecry6muka Benapycs, r. Bpecr, yi. Kikesarosa 10/ 1,
Ten.: 1375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

IIpunoxenue: 1. doTorpaduu obuiero Buaa cpeacTsa U3MepeHui Ha 1 nucre.
2. CxeMa (pPHCYHOK) C yKa3aHHEM MeCTa ISl HaHeCeH s 3HaKa
TIOBEPKH CPEJICTB U3MEPEHUH Ha ] Jucre.

/

Hupexrop PYII «bpecrckuit [ICMC ‘ // A.A. TIpokomyk




IIpunoxenwue 1
(ob6s3atenbHOE)
®ororpaduu ob1IEro Bixa CpeiCcTB U3MEpeHHil
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Pucynoxk 1.1 — @otorpacdust 0611ero Brjia aHaTH3aTOPa FeMaTONOTHIECKOTO
asromariyeckoro BC-5150 Ne SR-33007537

uto Hematology Analyze

Pucynox 1.2 — ®otorpadst MapKupoBKH aHaJIM3aTOpa reMaToOIOTHYECKOTO
asroMmaruyeckoro BC-5150 Ne SR-33007537



[Ipunoxenue 2
(oOs3aTenbHOE)
Cxema (pHCYHOK) ¢ yKa3aHHEM MECTa /IS HAaHECEHHUS
3HaKa MOBEPKHU CPEJICTBA H3MEPEHHI

o) |

S ang

mindray

MecTo nns HaHeceHUs
3HaKa MOBEPKHU

PucyHok 2 — Cxema (pHCYHOK) ¢ yKa3aHMEM MecTa s HAHECEHHS 3HaKa IIOBEPKHU
aHaJI3aTOpa reMaToJIorudeckoro asroMaruydeckoro BC-5150 Ne SR-33007537



