IF'OCYJAPCTBEHHBII KOMUTET JI3SIPYKAYHBI KAMITAT

IO CTAHAAPTU3 AT ITA CTAHAAPTBI3AIIBIT
PECIIYBJIMKH BEJIAPYCH POCITYBJIKI BEJIAPYCh

CEPTUDOHUKAT .
Ob YTBEPKAEHHUHN TUITA CPEJACTBA U3MEPEHUM

Ne 19892 ot 2 anpens 2026 r.

Cpok neiictBus — 6eccpoyHO

HanmenoBanue n 0603Ha4eHNe SANHUYHOTO 9K3EMILISpa TUITA CPEACTBA M3MEPEHHUIA:
AHA/IM3ATOP reMaTo/IorHyeckuii apromaTudeckuii BC-5150

3aBojckoi Homep: Ne SR-33007532

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

Burazenen cepruduxata o6 yTBEpIKICHUM TUITA CPEACTBA U3MEPEHUIA:
000 «KP-1a6», r. Munck, Pecny6inka Beaapychb

Meroanka noBepku:
MILBP 0195-2026 «Cucrema obecnieyeHusi equncTBa usmepenuii PecniyGanku Beaapyce.
AHanu3aTopbl reMaToJIoru4yeckne apromatuueckue BC-5150. Meroauka nosepkm»

WHrepBan BpeMeHM MEXIy roCy JapCTBEHHBIMM IOBEpKaMu: 12 Mecsines

Tunm  cpencts  uW3MepeHMH  YTBEpXKJICH IIOCTAHOBJIEHHEM | OCYHApCTBEHHOIO KOMHTETa
no cranaapTusauuu Pecrry6nuku benapycs ot 02.04.2026 Ne 41.

YTBEPXKACHHBIH €AMHUYHBIN SK3EMIIISAP TUIA CPECTBA U3MEPEHUH paspemaeTcs K MPUMEHEHHIO
Ha Tepputopun PecnyOnuku bBenapych B COOTBETCTBUH € IpUIaracMbIM OIMCAHHEM THIIA
CpeJICTBA U3MEPEHUIA.
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OIIMCAHUE THUIIA CPEJICTB M3MEPEHUIA
MIPUWIOXKEHHUE K CepTUPUKATY 00 yTBEPHKIESHUU TUIIA CPEJICTB U3MEPEHUN

OT / gesrreccy 2026 1. Ne /9992

HammeHOBaHUe TUMA CPEICTB U3MEPEHUN U UX 0003HAYCHUE!
Amnanuzarop remarosioruueckuii apromatudeckud BC-5150 Ne SR-33007532.

Haznavenue u 06;1acTb MpUMEHEHUS:

AmnanuzaTop remaroniorudeckuid aromaruaeckuii BC-5150 Ne SR-33007532
(mamee — aHaANM3aTOp) MpEAHA3HAYEH MJisi HM3MEPEHHs CUYETHOW KOHLIEHTPAIUH
netikorutoB  (WBC), spurporutoB (RBC), tpombouuToB (PLT), wmaccoBoii
KoHIeHTpaiuu remorioouna (HGB) B kpoBu uenoseka.

O6mnacTh TpUMEHEHUsT — HW3MEpPEeHHs MpU OOECleUEeHUH 3alUTHI JKU3HH
3JI0POBbS YeJIOBEKa, OKa3aHUH METUIIMTHCKOM TOMOIIIH.

Onucanue:

B aHanm3aTope TpHUMEHSIETCS  alepTypHO-UMIIEIAaHCHBIH  (KOHIYKTO-
METpUYecCKUuid) Meron misi ompeneneHus: sputpouutoB (RBC) um tpombouutoB
(PLT). /laHHBIM MeTOA OCHOBAaH Ha OMpPEAeIeHUH JIEKTPUUECKOTO CONMPOTUBIIECHHUS,
BO3HHUKAFOIIETO TMPH IMPOXO0XKIESHUH KIIETOK KPOBH, B3BEUIEHHBIX B TOKOIIPOBOSILIEM
pasbaBwuTelle, Yepe3 anepTypy C U3BECTHBIMU pa3Mepamu.

Jlnst  ompeneneHUss MaccoBOW  KoHIeHTpanuu remoryioouHa (HGB)
IMpPUMEHSETCS KOJIOPUMETPUYECKUA METOJ, 3aKJIOYaloluiicss B CpPaBHEHUU
WHTEHCUBHOCTH W3JIyYeHUs] MOHOXPOMATHYECKOIO CBETa, IMPOIIEIIEro 4Yepes
mpo0y ¢ pa3zdaBuTeseM U Mpody KPOBH C reéMOTTIOOMHOBBIM KOMILJIEKCOM.

Mertoa J1a3epHOH MPOTOYHOU MTOMETPUHU MPUMEHSETCS B aHAIM3ATOpE s
omnpesereHuss cuyeTHOM KoHueHTpauuu JeikonutoB (WBC), 3akmouaromuiics B
PETHCTPAlIMM ONTHYECKUMH JETEKTOPaMHU PACCESHHOI'O CBETa, MOJYYEHHOI'O IIpU
IIEPECEUYCHUH C JIy9YOM Jia3zepa KJIETOK KPOBH, MPOXOJSIIUX B MOTOKE MPOTOYHOMN
KHUIKOCTH Yepe3 POKyCUpPyEeMYIO KIOBETY.

dotorpadum  obmero BuAa CPEeACTB U3MEPEHUU MpEeNCTaBICHBI B
NPUJIOXKEHUH 1.

Cxema (pUCYHOK) C yKa3aHHEM MeCTa JIsl HaHECEHUs 3HaKa IMOBEPKU CPEJCTB
U3MEepeHH MpeicTaBiIeHa B MIPUIOKESHUH 2.

JlaTa M3roToBIEHUs aHAIM3ATOpa yKa3aHa Ha €ro MapKUpPOBKE.



O06s13aTenbHBIE METPOJIOTUYECKUE TPeOOBaHMUS: MTpe/icTaBIeHBI B Tabmule 1.

Tabnuna 1
Jomyckaemoe 3HaueHre OTHOCH-
HaumeHnoBanue mapameTtpa, Junariazon TEJIBHOTO CPEeTHEKBaIpaTHyeC-
€IUHUILIA BEJIMYUHBI U3MepeHun KOT'O OTKJIOHEHUS Pe3yJIbTaToB
U3MepeHui, %
CueTHasi KOHIIEHTpaLUS
neiixoruros (WBC), 10°/n ot 2,50 710 21,00 2,5
CueTHast KOHIICHTPALIUS
spurpoumtos (RBC), 10'%n | F 1,50 710 6,00 1,5
MaccoBasi KOHLEHTpaust
remornobuna (HGB), r/n ot 40 z10 180 1,5
CueTHasi KOHIIEHTpaIUs o Lo 1.0
9 ot 100 o 149 6,0
tpomboruToB (PLT), 10°/n ot 150 10 600 4.0

OCHOBHBIE TEXHHUYECKHE XapPaKTEPHUCTUKHU U METPOJIOTHYCCKHUE XapPaKTCPUCTUKHU, HE
OTHOCAIIHUECA K 00s3aTeIbHBIM MCTPOJIOTHICCKUM Tpe6OBaHI/I}IMI IpeacCTaBJICHbBI B

Tabauue 2.
Tab6auna 2
HanmeHoBaHMe, eIUHUIIA BEJTHYUHBI 3HavyeHHe
Jnana3oH HanpsbkeHus nuTaronieit cetn nepeMenHoro Toka*, B | ot 100 mo 240
HomunanbHas yactoTa nutaromei cetu™, I'n 50/60
ITorpebiisieMast MoItHOCTh, B-A*, He Gosee 300
Macca, kr*, He 6osee 73
I"'abGapuTHBIE pazMeps! (IIHPHUHA X BBICOTA X INIyOMHA)*, MM
g IS EE (I FOmEa] 5, 325%425%410
He OoJiee
VYcnoBus 3KCILTyaTaruun™:
- IUaIa3oH TeMIIepaTypbl OKpyxKaroulero Bozayxa, °C o 10 110 30
- IUana3oH OTHOCUTENIFHOM BIAXXHOCTH OKPYIKAIOIIETO
A Py = ot 20 1o 85

BO3IyXa, %0

XApaKTCPUCTUKA HC ITOATBCPIKIAJIACE.

* CorsacHO pyKOBOJICTBY OIE€paTopa, MpH MPOBEIAEHUH METPOIOTUYECKOU IKCIIEPTH3BI

KommiekTHOCTB: TipeicTaBieHa B Tabule 3.

Tabnuna 3
HaumenoBanue KonnuecTBo
AHanuzatop remarosnoruueckuit apromatuueckuit BC-5150 | e
Ne SR-33007532 '
1 sK3.

PykxoBoacTBO oneparopa




Mecto HaHeceHMs 3HAaKa YTBEpPXKACHHUS THUIMA CPEICTB HW3MEPEHHH: 3HaK
YTBEPXKJICHUSI THUIIA CPEICTB M3MEPEHUUW HAHOCUTCS HAa THUTYJBHBIA JIUCT
PYKOBOJZICTBA OllepaTopa.

IToepka ocymectBisiercs o MILBP 0195-2026 «Cucrema oGecniedyeHus € JUHCTBA
U3MEPEHUI PecnyGukm benapycs. AHanu3aTopsl reMaToJIOTHYECKUE
aproMmatndeckre BC-5150. Meroauka moBepkm.

CBeneHust 0 MeToIUKaX (METOJIax) U3BMEPEHUN: OTCYTCTBYIOT.

TexHuyeckue HOpPMaTUBHBIE TIPABOBBIE aKThl U TEXHUYECKHE JIOKYMEHTHI,
yCTaHaBJIMBAOIIHE:

TpeOOBaHMS K TUILY CPEACTB H3MEPEHUM:

TEXHUYECKas JOKyMEeHTaIUs IPOU3BoAUTENS (PYKOBOJCTBO OIEepaTopa);

METOAUKY MOBEPKHU:

MILBP 0195-2026 «Cucrtema obecrieueHuss eIMHCTBa u3MepeHUH PecmyOmuku
benapycs. AHanu3aropsl remMarosniornaeckue apromarnueckue BC-5150. Meronuka
MTOBEPKUY.

Ilepeuens cpeCTB NOBEPKHU: MPEICTABICH B TaOIHIE 4.

Tabmnuia 4

HaumenoBanue u TUII CpCACTBaA ITOBECPKU

KomnnekT koHTponbHBIX 00pa3ioB cocTaBa kpoBu BC-5D (3 ypoBH:t)
npousBozacTBa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kuraii

[Tpubop uzmepurensusiii [11M-002/1

HpI/IMC‘:IaHI/IC = ﬂOHyCKaETC}I IPUMCHATE APYTIU€ CpCaCTBA ITIOBEPKHU, OGCCHC‘{I/IBaIOHII/IC
OnpeaACJICHUEC METPOJIOTHYCCKUX XapaKTCPUCTHK C Tpe6yeM01‘/’1 TOYHOCTBIO.

W neHTrduKanys nporpaMMHOro odecredyeHus: mpeacTaBiieHa B Tabuie 5.

Tabmuma 5
UnentuduxainoHHble JaHHbIe (TIPU3HAKH) 3HaueHue
Howmep Bepcun 110 (upeHTHDUKAITHOHHBIA HOMED) He Hke V2.16.110

3aKJIFOYeHHE O COOTBETCTBUU YTBEPXKJEHHOIO THIIA CPEJICTB HW3MEPEHUM
TpeOOBaHUSAM TEXHHYECKHMX HOPMATHBHBIX IPABOBBIX aKTOB H/WIM TEXHHYECKOU
JIOKyMEHTAllUX IPOU3BOJMUTENSA, a TAK)KE TEXHUYECKOMY 3aJaHUIO 3asBUTENSI Ha
METPOJIOTUYECKYIO IKCIIEPTH3Y B OTHOUIEHUH E€IMHUYHOrO IK3EeMILISIpa CpelCcTBa
U3MEpeHu:  aHanmu3aTop  remMarojiornueckuid — aBromMarmdeckuit  BC-5150
Ne SR-33007532 COOTBETCTBYIOT TpeOOBaHHUSM TEXHUYECKON JIOKYyMEHTAI!
NPOU3BOAMTEISI (PYKOBOZICTBA OIIEPATOpa).




[Tpou3BOIUTENH CPEeICTBA U3MEPEHHIA:
«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

VY 10IHOMOYEHHOE FOPUIUIECKOE JIULIO, IIPOBOAMBIIIEE METPOJIOTHIECKY IO
SKCHEePTHU3Y EIUHUYHOTO 3K3EMILISIPa CPEJICTB U3MEPEHHH:
PVII «bpectckuit LICMCy,
224001, Pecnybnuka benapycs, r. bpect, yn. Kmkesarosa 10/1,
ten.: +375 162 53-72-67; dakc: + 375 162 58-08-71,
e-mail: csm@csmbrest.by

[Tpunoxenue: 1. Potorpaduu o61IeTO BUAA CpelicTBA U3MEepeHuH Ha 1 nucTe.
2. Cxema (pHCYHOK) C YKa3zaHUEM MecTa JJIsi HaHEeCEHUsI 3HaKa

Hupextop PYII «bpecrckuit LICMCy A.A. Ilpokonyk




ITpunoxenue 1
(obs3aTenpHOE)
®dororpadun 0611IeT0 BHA CPEJICTB U3MEPEHMIA
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Pucynok 1.1 — ®otorpadust ob111ero Buia aHaIM3aTopa reMaToIoruaecKoro
aBroMarrdeckoro BC-5150 Ne SR-33007532

Auto Hematology Analyzer
Model: BC-5150
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Pucynok 1.2 — @otorpadusi MapKHPOBKH aHAJIM3AaTOPA N€MATOIIOTYECKOTO
aBromarrdeckoro BC-5150 Ne SR-33007532



ITpunoxenue 2
(obs13aTenbHOE)
Cxema (pHCYHOK) ¢ yKa3aHUEM MecTa JIsl HAaHeCEHHUs
3HaKa IOBEPKHU CPEJICTBA U3MEPEHUM

FIFEEEER
B

82
g
¥

i5i33

i
£ EEE
F355ssg
z

HEHE

nﬂndray

Mecto JJIs1 HAHCCCHU A
3HaKa IIOBCPKHU

Pucynok 2 — Cxema (pUCYHOK) € yKa3aHHEM MeCTa JJisSI HAHECEHHUsI 3HaKa MOBEPKH
aHaIM3aTopa remarosoruyeckoro aBromardeckoro BC-5150 Ne SR-33007532



