T'OCYJIAPCTBEHHBII KOMUTET JI3SIPXKAVYHBI KAMITAT
IO CTAHAAPTU3ATINA ITA CTAHAAPTBI3AIIBII
PECITYBJIMKH BEJIAPYChb POCITYBJIKI BEJIAPYCb

CEPTU®UKAT }
OB YTBEP)KJEHUU TUIIA CPEJCTBA U3MEPEHMIA

No 19885 ot 2 anpesst 2026 .

Cpok neiicTBust — 6ecCpoyHO

HaumMeHnoBanue 1 0003HaueHNE EJMHUYHOTO SK3EMILISIpa TUIIA CPECTBA U3MEPEHUH:
AnanusaTop remaroJjiornyeckuii apromatuuecknii BC-5150

3aBoackoit HoMmep: Ne SR-33007531

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

Buapenen ceprudukara 06 yTBep)KI€HUHU TUIIA CPEJICTBA U3MEPEHUN:
000 «KP-n1a6», r. Munck, Pecnyoinka beaapycsh

Metoauka NoBepKU:
MIL.BP 0195-2026 «Cucrema oGecnieyenusi eguHcTBa n3mepenni PecnmyOanku benapyce.
AnanusaTtopbl remarojiorudeckne aromarnyeckue BC-5150. Meroanka nmoBepkm»

WnTepBast BpeMeHU MeX]ly rocy 1apCTBEHHBIMH NTOBEpKaMu: 12 mecsines

Tun cpeacTts u3MEpeHUH YTBEPXKIEH IIOCTAHOBJIEHUMEM [ OCyIapCTBEHHOIO KOMUTETA
no craggaprusanuu Pecrry6nuku benapych ot 02.04.2026 Ne 41.

YTBEP)KACHHBIN €IMHUYHBIN JK3EMIUISAP TUIIA CPEICTBA U3MEPEHNH pa3pelaercs K IPUMEHEHHIO
Ha TEPPUTOPUH Pecny611m<nﬁ benapych B COOTBETCTBUM C IIPUIAraéMbIM OIMCAHUEM THUIIA

CPEICTBa U3MEPEHUI. %/ﬂ/ﬁkﬁﬁx
{tf\\‘ £oh tay

3amMecTUTENb Hpeﬂcen N.A Kucnenko

(MHULUMATBL, haMUTTH)




OITMCAHUE THUIIA CPEJICTB U3MEPEHUI
IPHIIOXKEeHUE K cepTU(UKATy 00 yTBEp)KIEHUU THUIIA CPELICTB U3MEPEHUI

oT ,,Z@;Q/W 2076 T.Ne /9884

HaunmeHOBaHHMe THIIA CPENICTB H3MEPEHHH U MX 0003HAYECHHUE:
AHanmuzaTop rematonorudeckuit aBromatudeckuit BC-5150 Ne SR-33007531.

Hasznavyenue u 061acTb NpUMEHEHUS:

Amnanuzarop remartonorudeckuii apromarudeckuii BC-5150 Ne SR-33007531
(manee — aHamM3aTOp) NpegHA3HAYEH MJIsi HM3MEpPEHUs CYETHOM KOHLEHTpaLyu
nevikomuroB  (WBC), sputporutoB (RBC), tpombonutoB (PLT), Maccosoi
KoHIeHTpanuu remoriobuHa (HGB) B kpoBu uenoBeka.

OO6nacTh IpPUMEHEHHS] — H3MEpPeHHsl IpU OOeCleYeHUH 3alUThl >KU3HU
3I0POBBS YeJIOBEeKa, OKa3aHUM MEIULIMHCKON ITOMOIIH.

Onucanue:

B amanusatope TpUMEHSETCS AalepTypPHO-UMIIENAHCHBIH  (KOHIYyKTO-
METPHYECKH) MeToj Juis omnpexnenenus spurporuroB (RBC) u Tpombonmros
(PLT). JlaaHbIif METOJ OCHOBAaH Ha ONPEACIICHUH DJIEKTPHUIECKOIO COIIPOTUBIICHUS,
BO3HHUKAIOIIETO TMPU MPOXOXKIESHUH KIETOK KPOBH, B3BELIEHHBIX B TOKOIIPOBOIALIEM
pa3zbaBuTele, yepe3 anepTypy ¢ U3BECTHBIMU pa3MepaMH.

Jlns  ompeneneHdss MaccoBod — KoHueHTpammu remornoouna (HGB)
IMPUMEHSETCS KOJOPUMETPUUYECKUN METOJ, 3aK/IOYarollMics B CpaBHEHUHU
WHTEHCUBHOCTH H3JIYYeHHS MOHOXPOMAaTHYECKOI'O CBETa, IIPOIIENIIEro Yepes
poOy ¢ pazbaBuTeneM U MPoOy KPOBU C TeMOTIOOMHOBBIM KOMIIJIEKCOM.

Merton nazepHOM NPOTOYHOM LUTOMETPUH MPUMEHSETCS B aHaAIU3aTOpe JJIs
OIpeleIeHns CYeTHOM KoHueHTparuu selkorutoB (WBC), sakmodaromuiics B
pPETUCTpaI ONTUYECKUMHU NETEKTOPaMHU PACCESIHHOIO CBETA, MOJYYECHHOTO IpH
IEpECEUEHUH C JIyYOM Jiazepa KIETOK KPOBH, MPOXOIAIIMX B IIOTOKE IPOTOYHON
YKUIKOCTH depe3 (PoKycUpyeMyro KIOBETY.

dororpadpuu  oOmEro BHAA CPENCTB H3MEPEHUH IpPENCTABIECHBl B
MpUSIOKEeHUH 1.

CxeMa (pHUCYHOK) C yKa3aHHEeM MecCTa JUIsl HAHECEHHs! 3HaKa IIOBEPKH CPEJCTB
U3MEpPEHHH MpeICTaBIeHa B IPUIIOKEHUH 2.

JlaTa U3roTOBJIEHUS aHAIM3aTOpa yKa3aHa Ha €ro MapKUPOBKE.



OO0s3aTeNnbHBIE METPOJIOTHIECKHE TpeOOBaHMsI: MTpeIcTaBlIeHbI B Tabnuue 1.

Tabanma 1

HanmeHnoBanue napamerpa,
€AMHULA BEITMYMHbI

JInamazoH
U3MEpEeHUN

Jomyckaemoe 3HaY€HUE OTHOCH-

TEJIbHOTO CPETHEKBAIpaTHyeC-

KOTO OTKJIOHEHHSI PE3yJIbTaTOB
u3MepeHun, %

Cuernas KOHICHTpaluusa

neiixoruros (WBC), 10°/n ot 2,50 x0 21,00 439
CueTHasi KOHLIEHTPALIHS

spurponuTos (RBC), 10'%/n ot 1,50 210 6,00 L5
MaccoBasi KOHLEHTpanus

remornobuna (HGB), r/n R e R0 15
CyeTHasi KOHIIEHTpaIUA o;)Tl (2)3 ig ?Z 9 16060

9 s

tpomOouuToB (PLT), 10°/n ot 150°70.600 4.0

OCHOBHBIE TEXHHUYECKHE XapaKTCPUCTUKH U METPOJOTUICCKUE XapaKTEPpHUCTHUKH, HE
OTHOCAIIHUECA K 00s3aTEIbHEIM METPOJIOTrHICCKUM Tpe6OBaHHHMI IMpEACTaBJICHBI B

tabmnuie 2.
Tabnwnma 2
HaumenoBanue, e JUHHUILIA BETMYUHBI 3HaueHue
Jlvana3oH HalpsDKEHUs ATAMONIEH ceTn nepeMenHoro Toka*, B | or 100 mo 240
HomMuuanbnas yacrora nuraroleii cetn™, I'x 50/60
IMoTpebnsiemast MOIITHOCTE, B-A*, He Gonee 300
Macca, xr*, He 6bosee 73
I"aGapuTHBIe pa3Mepsl (IMMPUHA X BBICOTA X TIyOuHa)*, MM
7 ppasae e, (o youHa)®, mu, 325%x425x410
He Oosee
VYcnoBust 3KCIITyaTanuu™:
- IMana3oH TeMIepaTyphl OKpYyKarouiero Bo3ayxa, °C or 10 76 30
- IWaIa30H OTHOCUTEJIFHON BIAXKHOCTH OKPYIKAIOILETO
A o Py m ot 20 no 85
BO31yXxa, %o

* CorjacHO PyKOBOJICTBY OIlepaTopa, MpHU MPOBEACHUNA METPOJOTHMYECKON SKCIICPTU3HI
XapaKTEepPHUCTHUKA HE MOATBEPIKIAIACE.

KoMmiutekTHOCTB: mpeacTaBieHa B Tabmue 3.

Tabmnura 3
HaumenoBanue KonnyectBo
Amnanuzarop rematonorndeckuii apromarudeckuit BC-5150 | o
Ne SR-33007531 '
PykxoBoacTBO omneparopa 1 5x3.




Mecto HaHeCeHHsl 3HaKa YTBEpXIEHHUs THIA CPEACTB HW3MEpPeHUH: 3HaK
yTBEPXKIEHUSI THIMA CPEICTB W3MEPEHHM HAHOCUTCS Ha TUTYJIBHBIA JIACT
PYKOBOJICTBa OMepaTopa.

ITosepka ocymectBisiercs mo MILBP 0195-2026 «Cucrema obecriedyeHus eIMHCTBA
u3Mmepenut  PecnyOnuku  bemapycs.  AHanuzaTopbl  I'éMaTOJIOTMYECKHE
aBromatudeckue BC-5150. Metoanka moBepku».

CBenenus o MeToauKax (MeToIaX) U3MEPEHUM: OTCYTCTBYIOT.

TexHu4yeckue HOPMATUBHBIE TPABOBHIE aKThl M TEXHUYECKHE JIOKYMEHTHI,
yCTaHaBJIMBAIOLLIKE:

TpeOOBaHUS K TUIYy CPEACTB H3MEPEHUM:

TEXHUYECKAs JOKYMEHTAIUs IPOU3BOAUTENS (PYKOBOACTBO OIIEPaTOpa);

METOJINKY MMOBEPKH:

MILBEP 0195-2026 «Cucrema obecriedeHuss eIMHCTBa HM3MepeHHHd PecrmyOnuxu
Benapych. AHanmu3aropsl remarosiornyeckue aBTomaruueckue BC-5150. Meronuka
MTOBEPKU».

[lepeueHb CpeICTB MMOBEPKH: MIPECTABIIEH B TabauLe 4.

Tabauna 4

HanMeHOBaHME M THII CPEACTBA MOBEPKHU
KoMILIEKT KOHTPOJIBHBIX 00pa3ioB cocTaBa kpoBu BC-5D (3 ypoBH:1)
npousBozcTsa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai

[Tpu6op m3mepurensubiii [11M-002/1

HpI/IMC‘-IaHI/IC - I[OHyCKaCTC}I NPUMCHATH APYTI'Ue€ CPEACTBA ITOBEPKH, oOecrieyrBaroye
ONpeaCICHUE METPOJIOTHYCCKUX XapaKTEPUCTHUK C Tpe6y€MOI7'I TOYHOCTBIO.

WpenTrduKanys mporpaMMHOTo o0ecIieueH s : pecTaBieHa B Tabnuue 5.

Tabnuua 5
W aenTrhUKaMOHHbIe TaHHbIE (IpU3HAKK) 3HaueHue
Howmep Bepcuu [10 (uaeHTH(HUKAITMOHHBIA HOMED) He HIxke V2.16.110

3aKIIOYeHHe O COOTBETCTBUU YTBEPXKACHHOTO THMNA CPEACTB HM3MEPEHHH
TpeGOBaHUAM TEXHHYECKHX HOPMATHUBHBIX IIPABOBBIX AKTOB W/MIM TEXHHYECKOU
JIOKYMEHTAIIUN TIPOU3BOJUTENS, a TAKXKE TEXHMYECKOMY 3aJaHHIO 3asBUTEISI Ha
METPOJIOTHYECKYIO KCIEPTU3y B OTHOIUEHUU EJUHUYHOIO DK3EMILIIpa Cpe/ICcTBa
U3MEPEHHU:  aHanM3aTop  remartoiormueckwii  aBromatHdeckuii  BC-5150
Ne SR-33007531 COOTBETCTBYIOT TpPEOOBAaHUSIM TEXHUYECKOW HJOKYMEHTalluu
TPOM3BOIHTEIS (PyKOBOJCTBA OIIEpaTopa).




[Tpon3BOAUTENH CPEICTBA U3MEPEHUIA:
«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

Y 1oJTHOMOYEHHOE IOPUIUIECKOE JIULO, IPOBOAUBIIEE METPOJIOIrHIYECKY IO
AKCIEePTH3Y SIUHUYHOTO SK3EMILISPa CPEICTB U3MEPEHUM:
PVII «bpectckuit LICMCy,
224001, Peciy6nuka benapycs, 1. bpect, yin. Kikesarosa 10/1,
ten.: +375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

[Tpunoxxenwue: 1. @otorpaduu obIiIero BUa CpeicTBa U3MEPEHUH Ha 1 ucTe.
2. CxeMa (pUCYHOK) C YKa3aHUEM MecTa JJIsl HAHECEHHUs] 3HaKa
MIOBEPKH CPEJICTB U3MEPEHUN Ha | jucre.

Hupextop PYII «bpectckuii LICMCy A.A. Ilpokonyxk




[Mpunoxenue 1
(obs3aTenpHOR)
dororpaduu 001Iero BUIA CPEACTB U3MEPEHUN
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Pucynok 1.1 — @ororpadwust ob11iero Bua aHaM3aTopa reMaToJI0rH4eCcKoro
aBromaTuyeckoro BC-5150 Ne SR-33007531

Analyzer
Auto Hematology Analy mindray
Model: BC-5150

el [T Tt

100-240V ~~ 50/60Hz 300VA

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD.
“ Mindray Bullding, Kejl 12th Road South, High-Tech Industrial Park. Nanshan, AN

Shenzhen, 518057, P R China = -
Shanghal International Holding Corp. GmbH(Europe
@ Eiffestrafe 80, 20537 Hamburg, Germany
047-039938-00(1.0)

) (01)08944004051048 E: H 1
-“I:“ S (11)230323 € -
@ c 0123 [m l

(21)8R-33007531 L)

Pucynok 1.2 — @ororpadusi MapKUpOBKH aHAIM3aTOPa NFeMaToJIOrH4eCcKOro
aBromaruueckoro BC-5150 Ne SR-33007531



[Mpunoxenue 2
(obs13aTenbHOE)
Cxema (pUCyHOK) C yKa3aHUEM MecTa sl HAHECEHUS
3HaKa MOBEPKU CPeJICTBA U3MEPEHUN
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MecTo 1j1s1 HaHECEHMS
3HaKa IIOBCPKHU

Pucynok 2 — Cxema (pUCYHOK) ¢ yKa3aHHEM MecCTa JJIs1 HAHECEHUs 3HaKa IIOBEPKH
aHamM3aTopa reMarojiornieckoro asromarmdeckoro BC-5150 Ne SR-33007531



