T'OCYJAPCTBEHHBIA KOMUTET J35IPYKAVHBI KAMITAT
IO CTAHJAPTU3AIIUA ITA CTAHJAPTBI3ALIBII
PECITYBJIMKU BEJAPYChH POCIIYBJIIKI BEJIAPYCh

CEPTUO®UKAT 5
OB YTBEPKIEHUU TUIIA CPEJCTBA U3MEPEHUIA

Ne 19890 ot 2 anpess 2026 .

Cpox nelicTBrst — 6eccpouHo

Hanmenopanue n 0603HayeHNe eAUHUYHOTO 9K3EMILISIpA TUIIA CPENICTBA U3MEPEHHIA:
AHaIM3aTOp reMaTosIoruyeckuii aBToMaTnuecknii BC-5150

3aBozackoii Homep: Ne SR-28006548

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

Biiazesnen cepruduxara o6 yTepxaeHuy Trna CpelICTBa UBMEPEHUIA:
00O «KP-1a6», r. Munck, Pecniy6auka Benapycn

Meronuka nosepku:
MILBP 0195-2026 «Cucrema obecrnieuenusi exmHcTBA nimepenui Pecnyonnkn Benapyce.
AHa/IN3aTOPBI reMaTo/IOrHYecKHe aBToMaTH4eckne BC-5150. Meroanka nosepxun»

VIHTepBan BpeMeHN MeX/ly rocy 1apCTBEHHBIME noBepkamu: 12 mecsines

Tun  cpemcTs  m3MepeHmit  yTBepIACH MOCTAHOBICHHEM l'ocynapcTBeHHOr0  KOMMTETA
10 cranaaptusannu Pecry6nuku Benapycs ot 02.04.2026 Ne 41.

YTBEP)KICHHBIN eMHIYHbIH SK3eMILIAP THIIA CPCACTBA U3MEPEHUI pa3pelaeTcsl K MPUMEHEHHUIO
Ha Tepputopun PecryOnuku Benapych B cOOTBETCTBHH C NIpUJIaracMbIM ONMCAHMEM THIIA
CpeJCTBa U3MEPEHMUIA.

3amecturens [pen N.A Kucnenko

(vHuuManel, hamunus)




OIMCAHME TUIIA CPEJICTB U3MEPEHUIA
NPUIIOXKEHHE K CePTH(HUKATY 00 yTBEPIKICHUHU TUIIA CPEICTB U3MEPEHHIT

OT J ocrere. o3 202 1. Ne 9998

Haunmenosanue THma cpeicTB u3MepeHuii 1 uxX 0603HaYeHHE:
AHanM3aTop reMaToJIornyeckuii aBTomaruaeckuit BC-5150 No SR-28006548.

Hasnauenue u 001acTs mpuMeHEHUS:

AHanusaTop remMarosornyeckuii asromatnueckuit BC-5150 Ne SR-28006548
(manee — amamu3aTop) MpeHA3HAYeH IS M3MEPeHHs CUYETHOM KOHLIGHTPAIUH
nefikonuroB  (WBC), sputpomuros (RBC), tpom6boruror (PLT), MaccoBoii
KOHIeHTpanuu remoryioousa (HGB) B kpoBu uenosexa.

OO0nacTe NpUMEHEHUs] — W3MEpeHMs] NpU OOECIIeYeHWH 3allUThl SKU3HU
3I0POBbS YEJIOBEKA, OKa3aHUHM METUIUHCKOM [TOMOIIIH.

Onucanwe:

B anamuzaTope HpHMEHSETCS ~ amepTypHO-HMIIeaHCHbIN (xoHIYKTO-
METPHYECKUN) MeTOX s ompefeneHus sputpountoB (RBC) M TpoMGOLHMTOB
(PLT). JaHHBIA MEeTO/ OCHOBaH Ha OIpEeeIeHUH 3JIEKTPUYECKOTO CONPOTHUBIICHHS,
BO3HHUKAOILETO NP MPOX0XKICHUH KIIETOK KPOBH, B3BEIICHHBIX B TOKOIIPOBOISIIEM
pasbaBurerie, Yepes anepTypy ¢ H3BECTHBIMH pa3MepaMu.

st ompezneneHus  MacCOBOM — KOHIEHTpaLMM TeMOTIO6MHA (HGB)
NPUMCHSICTCS  KOJIOPUMETPUYCCKUM  METOJ, 3aKIIOYAIOIIMKMCS B CpaBHEHUH
HMHTCHCUBHOCTH H3JIyYCHHsS MOHOXPOMAaTHYECKOTO CBETa, IIPOINEIIEro uepe3
npoOy ¢ paszbaBuTeNneM ¥ Mpoly KPOBH ¢ TeMOTTIOOHHOBBIM KOMILIEKCOM.

Merox s1asepHO MPOTOYHON MUTOMETPUN HNPUMEHSETCS B aHATU3ATOPE IS
OIIPEJICJICHUsI CYETHOM KOHUEHTPAIUH JIEMKOLIUTOB (WBC), 3zakmrouaromuiicsi B
perucTpaniy ONTUYECKMMH IETEKTOPAaMU PACCESHHOIO CBETa, ITOJYYEHHOIro MpH
IICPECEICHUM C JIyJOM Jia3epa KIETOK KPOBM, IIPOXOMASINUX B IOTOKE IPOTOYHOM
KHIIKOCTH Yepe3 (POKYyCUPYEeMYIO KIOBETY.

@otorpaguu  00mEro BUJA CPEACTB HW3MEPEHHH IPEACTaBICHBI B
MIPUJIOKEHUH 1.

CxeMa (pUCYHOK) ¢ yKa3aHHeM MecTa JUIsl HAHECEHUS 3HaKa MOBEPKH CpeICTB
U3MEPEeHMH NPEeCTaBIeHA B MPUIOKEHUH 2.

Jlata U3roToBIEHHs aHANIM3ATOPA YKa3aHa Ha ero MapKHpPOBKe.



OOGsi3aTenbHbIE METPONIOTHYECKHE TPEOOBAHHS: MIPEICTABIICHBI B TabuIe 1.

Tabmnuma 1

HaumenoBanue napamerpa,
€QUHHULIA BETMYHHBI

Jnanazon
U3MEpEeHUn

Jloryckaemoe 3Ha49eHue OTHOCH-

TEJILHOTO CpeIHEKBaIpaTHYEC-

KOTO OTKJIOHEHUSI Pe3yIbTaTOB
usMepeHuu, %

CdeTHast KOHIEHTpaLHs

neiikorTos (WBC), 10%/n or 2,50 n0 21,00 %0
CyeTHas KOHIEHTpALHSI

spurpoumtos (RBC), 102/ | T 1,50 20 6,00 Lo
MaccoBasi KOHIIeHTpalus

remornobuna (HGB), r/a or 40 70 180 1
CueTHast KOHIEHTpaIHs O:Tl (2)8 ig ?39 1602)0

9 5

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

OcCHOBHEIE TEXHUYECKUE XapaKTCPUCTUKH U METPOJIOTHUIECKHUE XapaKTCPHUCTHKH, HE
OTHOCHIIIUECA K 00s13aTeNIbHBIM METPOJIOTHYCCKUM Tpe6OBaHI/I}IMZ IMpEACTABIICHBI B

Tadmue 2.
Tabmuua 2
HauMeHoBaHHe, e JUHULIA BETMUNHBI 3HaueHne
JlManason HanpshkeHHs MATAOIIEN ceTr mepeMeHHoro Toka*, B | ot 100 mo 240
HomuHanbHas yactora nuraronie cetu®, ' 50/60
IToTpebisiemast MoriHOCTH, B-A*, He Gonee 300
Macca, kr*, He 6osee 73
I"abapuTHBIE pa3sMmeps! (LLMpPHHA X BBICOTA X MIyOHHA)¥, MM
. pasMepeI (LIHp yomra)®, m, 325%425%410
He OoJiee
YcnoBus aKkcIuTyatanumn®:
- IUaMa30H TeMIIEPaTyphl OKPY KaIoLero Bo3ayxa, °C ot 10 10 30
- TAAITa30H OTHOCHUTEbHOM BIIQYKHOCTHU OKPYKAIOIIIETO
a 5 Py m ot 20 no 85
BOo3ayxa, %

* CormnacHo PYKOBOACTBY onieparopa, Ipu MNpOBCACHUH MGT‘pOHOFH‘ICCI(Oﬁ IKCIIEPTHU3BI
XapaKTCPUCTUKA HE IMOATBCPIKIAJIACE.

KomMmnekTHOCTB: npeacTasieHa B Taduie 3.

Tabmumna 3
HaunmenoBanwme KonnuaecTBo
AHanu3aTop reMaToJOruieckuii aproMaTndeckuit BC-5150 1 wr
Ne SR-28006548 ]
PykoBoJIcTBO omeparopa 1 5K3.




MecTto HaHeceHHMs 3Haka YTBEPXXACHUSA THIIA CPEACTB H3MepeHHﬁI 3HaK
YTBCPXIACHHUS THIIA CPEIACTB I/ISMCpeHI/Iﬁ HAaHOCHUTCA Ha TI/ITYJII)HBIﬁ JIUCT
PYKOBOACTBa orieparopa.

IToepxka ocymiectBisiercss mo MILBP 0195-2026 «Cuctema obecreueHus eIMHCTBa
U3MEpEHUH PecniyGinku Bbenapycs. AHanuzaTopsl reMaToJIOTHYECKUE
aBTomMarnieckue BC-5150. Meronuka mosepkmy.

Caenenns o MeTouKax (MeToaax) H3MepeHHit: OTCYTCTBYIOT.

Texuuueckue HOpPMATHUBHBIE NPABOBBIE aKThl W TEXHUYECKUE JIOKYMEHTHI,
yCTaHaBIUBAIOIIIHE:

TpeGOBaHMS K THILY CPEACTB U3MEPEHHUI:

TEXHUYECKas JOKyMEHTAIMs IPOM3BOAMTENS (PyKOBOJCTBO OIlEpaTopa);

METOJIUKY TTOBEPKH:

MILBP 0195-2026 «Cucrema obecrieueHus eaMHCTBA n3MepeHuit PecrnyOnmku
benapyce. Ananusatopsl remaronornyeckue apromatnueckue BC-5150. Mertoauka
IIOBEPKI.

Ilepeyens cpencTB moBepku: NpeacTaBieH B Tabnuiie 4.

Tabnuna 4

HaumenoBanue u U1 CpeACTBa IMMOBEPKHU

KommiekT KOHTposbHBIX 06pasioB coctasa kposu BC-5D (3 YPOBHS)
npousBoctsa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii

ITpubop m3mepurensusiii [TM-002/1

HpHMeanHC — IIOHYCK&GTCH NPUMCHSTD JPYTHUE CPEACTBA IIOBEPKHU, O6CCH€HI/IBaIOH_II/I€
OIIPCACIICHUE METPOJIOTHYECKUX XapaKTCPUCTHUK C Tpe6y€MOfI TOYHOCTBIO.

W nentrdukanms IporpaMMHOro o0ecriedeHu s : IpecTaBieHa B Tabiue 5.

Tabnuua 5
Wnentuduxanuonnsie nanubie (MpU3HAKH) 3HavyeHue
Howmep Bepcun 10 (upeHTHOUKAHMOHHBIN HOMED) He Hrxke V2.16.110

3aKifOYeHHe O COOTBETCTBHU YTBEPKAEHHOTO THIA CPEICTB U3MEpPEeHU
TPeOOBaHMAM TEXHUYECKUX HOPMATUBHBIX ITIPABOBBIX AKTOB W/WJIM TEXHHIECKOM
AOKYMEHTAallU! IPOM3BOAMTENSA, a TaK)Ke TEXHHUYECKOMY 3aJaHHIO 3asBUTENS Ha
METPOJIOTUYECKYIO 3KCIEPTU3Y B OTHOIUEHUM €JIMHUYHOTO SK3EMILIIPa CpeCTBa
U3MEPEHHI:  aHauM3aTop  I'eMaTOJIOTHYECKMH  aBToMaTmyeckuii  BC-5150
Ne  SR-28006548 coOTBETCTBYIOT TpeGOBAHHAM TEXHHUYECKOH HIOKYMEHTAIUHU
MPOM3BOIUTEIA (PYKOBOJICTBA OIIEPATOPA).




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

YTonHOMOYeHHOE I0PUINYECKOE JIUIIO, TPOBOAHUBIIEE METPOJIOTUYECKYIO
OKCTIEPTU3Y €AUHUIHOTO IK3EMILISIpA CPEACTB U3MEPEHHUI:
PVII «bpectckumii [ICMCy,
224001, Pecy6nuxa Benapycs, r. Bpecr, yi. Kikesarosa 10/ 1,
Ten.: +375 162 53-72-67; daxc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

Ipusnoxenwue: 1. @ororpaduu obiero Bua cpeacTsa u3MepeHul Ha 1 jucre.
2. Cxema (pPHCYHOK) C yKa3aHHEM MeCTa JUIsl HAHeCeH s 3HaKa
IIOBEPKU CPENICTB U3MEPEHUH Ha-1-JucTe.
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Hupextop PVII «Bpecrckuit LICMCy A.A. Tlpokomnyk




ITpunoxenwue 1
(obs3aTenpHOE)
Dotorpaduu o61ero Buaa cpeicTs H3MepeHMi

Pucynok 1.1 — ®ororpadus obimero Buza aHaJIM3aTopa reMaToJIOrMYECKOTO
aBTomatuyeckoro BC-5150 Ne SR-28006548

Pucynox 1.2 — ®otorpadust MapKupoBKH aHaJIM3aTOPa reMaToJIOTHYECKOTO
aBromarudeckoro BC-5150 Ne SR-28006548



ITpunoxxenue 2
(ob6s13aTenbHOE)
Cxema (pHCYHOK) C yKa3aHHeM MecTa JUTsi HAaHECEH S
3HaKa MMOBEPKU CPEICTBA U3MEPEHHIA
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Mecto st HaHeceHus
3HaKa IMOBEPKH
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Prucynoxk 2 — Cxema (pHCYHOK) ¢ yKa3aHMeM MeCTa I HaHECEHHs 3HaKa ITIOBEPKH
aHaJIM3aTopa NreMaToIoruyeckoro aBromaruydeckoro BC-5150 Ne SR-28006548



