T'OCYJAAPCTBEHHEII KOMUATET JI3SIPIKAVHBI KAMITAT
110 CTAHJAPTH3ALINA A CTAHJIAPTBI3AIIBII
PECIIYBJIMKH BEJAPYCh P3CNYBJIKI BEJAPYCh

CEPTHO®UKAT
OB YTBEPKIEHUU TUIIA CPEJCTBA U3MEPEHUIA

(:[B Ne 19888 ot 2 ampens 2026 .

Cpox zeiicTBus — 6eccpoyHO

HanmeHnoBanue u 0603HaYeHNE eIMHIIHOTO 9K3EMIUISIpa TUIIA CPEACTBA H3MEPECHUIA:
AHaJIM3aTop reMaToJoruyeckuii aBTomaTuyecknii BC-5150

3aBozckoif Homep: Ne SR-31007126

IIpousBouTens:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Knraii

Brazenen ceprudukara 06 yTBepik/IeHHN THIIA CpPeACTBA U3MEpEeHUi:
000 «KP-1ab», r. Munck, Peciy6inka Beaapycn

Meroauka nosepku:
MILBP 0195-2026 «Cucrema obecneyeHusi eAMHCTBA nimepennii PecnyGinkn Benapyce.
AHanM3aTopbl reMaToJIOrH4ecKne aBToMaTH4eckne BC-5150. MeTtoanka nosepkuny»

VInTepBat BpeMeHn MexTy rocy JapCTBeHHEIME MOBepkamu: 12 Mecsines

Turm  cpemctB  m3MepeHuii  yTBEpIKAEH —IIOCTAHOBICHHEM ['ocymapcTBeHHOro  KoMuTETa
o cranaaprusanuu PecryOnuku Benapycs ot 02.04.2026 No 41.

YTBEp)KCHHBIH ¢IMHUYHEIH SK3EMILIAP THIIA CPEACTBA U3MEPEHH pa3peIaeTces: K MpUMEHEHHUIO
Ha TeppuTopun PecryGimku Bemapych B COOTBETCTBMM C NpuiaraeMblM OMHCAHHMEM THIA
CpelCTBa U3MEPEHUIA. AT

3amecturens penc N.A Kucnenko
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(nHMLManeL, hamunus)
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OIMMCAHME TUITA CPEJICTB U3MEPEHUI
MPUIIOIKEHUE K CePTU(UKATY 00 YTBEPIKACHUHU THIIA CPEICTB U3MEPEHMIA

OT J arprecs 2024 7. Ne s g ppp

HanmenoBanue tuna cpencts usmepenuii u ux 0603HaueHHe:
AHanuzarop rematonoruyeckuii aromMarudeckuii BC-5150 Ne SR-31007126.

Hasnauenue u o6nacts npuMeHeHuUs:

AHaiM3atop remMaroyorndeckuii aromarideckuit BC-5150 Ne SR-31007126
(mamee — aHanmM3aToOp) NpemHA3HAYEH IS U3MEPEeHUsI CYETHOH KOHI[EHTPALUH
neiikonutoB  (WBC), sputpouuros (RBC), TpomGoruron (PLT), wmaccoBoii
KoHLeHTpanuu remornodrHa (HGB) B kpoBu uenoseka.

OO6nacTh TpUMEHEHHs — WU3MepeHHs NpH OGECIEYCHUH 3aIUThl KU3HH
3/I0POBBS YEIOBEKa, OKa3aHUM MEIUI[MHCKOMN TOMOIIIH.

Onucanue:

B aHanuzatope mNpHMeHseTCS — anepTypHO-UMIENAHCHBIH (KOHITyKTO-
METPHYECKHI) METON [N ONpeleNIeHHs] SPUTPOLUTOB (RBC) u TpombGonuros
(PLT). lauHbIi MeTON OCHOBaH Ha OMPENIENCHUH BJICKTPUIECKOTO CONPOTHBIIEHHUS,
BOSHUKAIOILETO IPH IPOXOKAECHUH KIIETOK KPOBH, B3BEIIIEHHBIX B TOKOMPOBOSIIIEM
pazbaBuTee, Yepes anepTypy ¢ H3BECTHBIMH pa3mepamu.

Jlns  onpenenenus MaccoBOi  KOHIEHTpALMH — TeMOIJIOGHHA (HGB)
NIPAMEHACTCA  KOJIOPUMETPHUYECKUH  METOJ, 3aKNIOYAIOIMACA B CpaBHEHHH
MHTCHCHBHOCTH M3IIy4E€HUsS MOHOXPOMATHYECKOTO CBETa, IPOIUEAIIEro uepes
npoOy ¢ paszbaBuTeneM U Npody KPOBH C FeMOITIOOMHOBEIM KOMILIEKCOM.

Mertoz nazepHo# MPOTOYHOM LMTOMETPHH MpPUMEHSETCS B aHaju3aTope s
ONpENCJICHUs] CYETHOM KOHIICHTPAIUU JIEHKOIMTOB (WBCQC), zaxmovarommiics B
PCTUCTpallA ONTHIECKUMH NETEKTOPAMH PACCESHHOTO CBETa, IIONYYEHHOrO IIPH
IEPECEYCHUH C JIyHOM Jia3epa KIIETOK KPOBH, NMPOXOASLIMX B MOTOKE IPOTOYHOM
KUJIKOCTHU 4Yepe3 (POKYCHPYEeMYIO KIOBETY.

®ororpaguu  o0mwero Buma  CpPEACTB U3MEPEHUN Tpe/CTaBIEHbl B
IIPAIIOXKEHHH 1.

Cxema (pUCYHOK) ¢ yKa3aHHEM MecTa JIs HAHECEHHUS 3HaKa IIOBEPKU CPEJICTB
U3MEPEHUH NPEACTaBICHA B IPUIIOKEHUH 2.

Jlata U3roToBNeHHs aHAIM3aTOpa yKa3aHA Ha ero MapKHPOBKE.



OO0s3atenbHBIE METPONIOTHYECKHE TPEGOBAHMS: TIPeICTABICHB! B TabIuIe 1.

Tabauia 1

HaumenoBanue napamerpa,
€QUHULIA BETMYHHBI

Jnamnazon
U3MEpEHUM

JloIyckaeMoe 3HaueHne OTHOCH-

TEJIHOIO CPEAHEKBaIpaTHIeC-

KOTO OTKJIOHEHUSI pe3yJIbTaTOB
u3MepeHuH, %

CueTHast KOHIIEHTpalHs

neiixorros (WBC), 10%/n or 2,50 70 21,00 “n
CyeTHast KOHIIEHTpaIUs

sputporuros (RBC), 10'%/n | T 1,50 70 6,00 Lo
MaccoBasi KOHIIeHTparus

remornobusa (HGB), r/n e o 50 9
CuyeTHasi KOHIIEHTpaLys o;)Tl 38 gg ?29 1602)0

9 s

tpomborutoB (PLT), 10°/n or 150- 10,600 4.0

OCHOBHBIE TEXHUYECKUE XapPaKTEPUCTHUKH U METPOJIOTUIYECKUE XapaKTECpUCTUKH, HE
OTHOCAIIIHUECS K 00s13aTeIbHBIM METPOJIOTHYECCKUM Tpe6OBaHI/I}IMI npeaAcTaBJICHBI B

Taduue 2.
Tabnuma 2
HaumeHoBaHMe, eIMHUILA BETHYUHEI 3HayeHue
JlnanaszoH HanpsHKeHUs TUTAIOLEeH CeTH nepeMenHoro Toka*, B | or 100 go 240
HomunaneHast gactora nurarommeii cetu*, ' 50/60
IToTpebmsiemast MomHOCTE, B-A*, He Goee 300
Macca, kr*, ge 6osee 73
I"abaputHbIe pa3mepsl (ILUPUHA X BBICOTA X TIIyOMHA)Y. MM
2 pasMepsi (1tiip yomra)®, My, 325%425%410
He OoJree
VYcnoBus skcruryaranumn’®:
- IMaMa3oH TeMIIepaTypel OKpy>Karouiero Bosayxa, °C ot 10 10 30
- THaIa30H OTHOCUTEIBHOM BIAXKHOCTH OKPYIKAIOILIETO
A o py - ot 20 mo 85
Bo3nyxa, %

* CornacHo pyKoBOJCTBY ONEpaTopa, NP MPOBEAEHHH METPOIOTHUECKOi 9KCIEPTHU3HI
XapaKTEPUCTUKA HE MOATBEPIKJAIACH.

KoMmnekTHOCTb: mpeicTaBieHa B Tabuie 3.

Tabmuua 3
HaumeHoBanwme KonnuecTno
AHanu3aTop reMaroJoruueckuii aproMmarudeckuit BC-5150 1 e
Ne SR-31007126 '
PykoBoJicTBO oneparopa 1 3K3.




Mecro HaHeceHms: 3HaKa yTBEP)KIEHMSI THNA CPEACTB HU3MEPEHMil: 3HAK
YTBEPXJCHHASL THIA CPEICTB M3MEPEHMH HAHOCHTCS Ha THUTYJIbHBIA JIHUCT
PYKOBOJICTBA OIlepaTopa.

Iosepka ocymectBisiercst mo MIL.BP 0195-2026 «Cuctema obecrieuenust eMHCTBA
mMepennit  PecniyOnuku  bemapyck.  AHanM3aTOpel  reMaTOJIOTHYECKHe
aBToMatudeckue BC-5150. Meroauka moBepkm.

Caezienus o MeTouKax (METOaX) M3MEPEHUM: OTCYTCTBYIOT.

TexHu4eckue HOpMAaTHBHBIE NPABOBBIC aKThl M TEXHUYECKHE JIOKYMEHTSI,
yCTaHaBIUBAIOIIIHE:

TpeOOBaHUs K THITY CPEJICTB M3MEPEHHIA:

TEXHUYECKas JOKyMEHTAlUs IPOU3BOAUTENS (PyKOBOACTBO OMEPaTOpa);

METOAMKY MOBEPKH:

MILBP 0195-2026 «Cucrema obecrieueHus: eIMHCTBA H3MepeHHi PecryGnuku
benapyck. AHanuzaTops! remarosiorndeckue apromatudeckue BC-5150. Mertonuka
ITOBEPKM».

IlepeyeHs cpeliCTB MOBEPKH: MPEACTABIEH B TabIuIe 4.

Tabmuna 4

HanmenoBanue u Tumn CpeacTBa NOBEPKHU

Komruiekt KOHTposIbHEIX 06pa31oB coctaBa kposu BC-5D (3 ypoBHs)
npou3sBoacTBa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii

[Tpu6op nzmeputensusbiii ITM-002/1

lIpumeyanue — J[omy ckaeTcst IPUMEHSTH JPYTUe CPEACTBA TOBEPKHU, 00ECIICUNBAIOIIHE
OIpe/IeJICHNE METPOJIOTMYECKUX XaPAKTEPUCTHUK C TPEOYEMOH TOYHOCTBIO.

Wnentuduxanus nporpaMMHOro obecnedyenus: npecTapieHa B Tabiuie 5.

Tabauna 5
WnentrnduxanuoHHele faHHbIE (IPU3HAKH) 3HaueHue
Howmep Bepcuu I10 (uaeHTHUKAIIMOHHBIN HOMED) He Hike V2.16.110

3aKiOYeHre O COOTBETCTBMHM YTBED)KACHHOTO THNA CPEACTB M3MEpeHHil
TpeOOBAHMAM TEXHHYECKUX HOPMATHBHBIX IMPABOBBIX AKTOB W/WIIH TEXHHUYECKOM
AOKYMEHTAllMU TPOU3BOJAUTENSA, & TAKXKE TEXHUUYECKOMY 3a[aHHUIO 3asiBUTEIN Ha
METPOJIOTUYECKYIO 3KCHEPTH3Y B OTHOILNEHMHM €IWHHYHOTO JK3eMIUIIpa CpPencTBa
U3MEPEHUH:  aHaau3aTop  IeMaTOoJOTHYeCKui  aBromarmdeckuiit  BC-5150
No  SR-31007126 cOOTBETCTBYIOT TpeGOBAHMAM TEXHMYECKOH JJTOKYyMEHTALHH
NpOU3BOAMTENS (PYyKOBOICTBA OIEPATOpPA).




IIpousBogUTEND CPEACTBA H3MEPEHUIA:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii,
Anpec: Mindray Building Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, 518057 Shenzhen, P.R.China

YHOJIHOMOYEHHOE IOPUIIECKOE JIMIO, TPOBOAUBIIEE METPOJIOTUYECKY IO
SKCNEPTU3Y SNUHUIHOIO IK3EMILISIpA CPEACTB U3MEPEHHUIA:
PVYII «bpecrckuit LICMCy,
224001, Pecy6iuka benapycs, r. Bpect, yi. Kmxesarosa 10/ 1,
Teil.: +375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

Ilpunoxenne: 1. @ororpaduu obiero Buaa cpeacTBa M3MepeHuii Ha 1 nucrte.

2. CxeMa (pUCYHOK) C yKa3aHMEM MecTa ISl HaHeCEHHUs 3HAKA
IIOBEPKH CPEJICTB U3MEPEHUH Ha | JmcTe.

Hupexrop PVII «bpectckuit [ICMCy» &/ iz / A.A. Tlpokomnyk
7




IIpunoxenwue 1
(ob6s13aTenbHOE)
®otorpaduu 00IIETo BUA CPEICTB HU3MEPEHHIT
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PucyHnok 1.1 — ®otorpadmst o61ero Brjia aHAM3aTOpa FeMAaTONOIHYECKOro
aBromatrdyeckoro BC-5150 Ne SR-31007126

Auto Hematology Analyzer mi ndray
Model: BC-5150

e o] 2023-01-12

100-240V ~ 50/60Hz 300VA

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South, High-Tech Industrial Park, Nanshan,
Shenzhen, 518057, P.R. China

{ Shanghai International Holding Corp. GmbH(Europe)
L Elffestrafe 80, 20537 Hamburg, Germany

047-039938-00(1.0)

:: SR (01)08944904051048
._‘_ ; (11)230112 c E
fast (21)SR-31007126 0123 ‘

Pucynok 1.2 — @otorpadus MapKHpoBKH aHAIU3aTOpa FeMaTOIOrHIECKOro
aBromaTuyeckoro BC-5150 Ne SR-31007126



IIpunoxxenwue 2
(ob6s3aTenbHOE)
Cxema (pHCYHOK) ¢ yKa3aHHeM MecTa [l HaHeCeHHUs
3HaKa IIOBEPKU CPE/ICTBA U3MEPEHHIMA
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Mecto JJISI HAHECSHUA
3HaKa ITOBEPKH

Prucynok 2 — CxeMa (pHCYHOK) ¢ yKa3aHMeM MecTa ISl HAHECEHHMs 3HAKA IIOBEPKH
aHaJl3aTopa reMaToJIoruyeckoro asromMatudeckoro BC-5150 Ne SR-31007126



