T'OCYJIAPCTBEHHEI KOMUTET I3SIPJKAVHBI KAMITAT

IO CTAHTAPTU3AIIN TIA CTAHJAPTEI3AIIGII
PECITYBJIMKH BEJIAPYCH PCITYBJIKI BEJAPYCH

CEPTHOUKAT }
OB YTBEPJKJIEHNH TUIIA CPEICTBA U3MEPEHUI

Ne 20729 ot 21 centsbps 2026 T.

Cpoxk neticTBus — 6ecCpoIHO

HaumMenosanue u 0003HaueHNE €UHIYHOTO DK3EMILIApa TUTIA CPEICTBA U3MEPEHHIA:
AHam3aTop remaronorudeckui apromatudeckuii Cellagon 3

3aBockoit Homep: 300000289

IIpousBOOUTENE:
«DIAGON Kft.», Bearpus

Bnanenen ceprudukara o6 yTBEpKACHUH TUTIA CPEICTBA U3MEPEHHUIA:
ITocraeekas P, r. ITocrasbl, Bute6ekas 06.1., Pecniy6iiaka Benapychb

Metoauka OBEpKU:
MILBP 0206-2026 «Cucrema obecnedyeHHs] efHHCTBA u3MepeHuil Pecny6imkn Bemapycs.
AHaju3aTopel reMaTo/iorndeckue apromatudeckue Cellagon. MeToauka nmosepKku»

Mntepsan BpeMeHH MEKIy IOCy IapCTBEHHBIMY ITOBEpKaMu: 12 Mecsies

Tun  cpencTs  w3MepeHM# yTBEpXKIEH IIOCTAHOBICHHEM | OCYIapCTBEHHOIO KOMMTETA
o crannaprusanuu Pecrrybnuku bemapycs ot 21.09.2026 Ne 107.
YTBEepXKIECHHBIN €MHUIHEIN SK3EMIUIIP THIIA CPEACTBA H3MEPEHMUM paspelaeTcs K IPUMEHEHHIO

Ha TeppuTopun PecnyOnuku benapych B COOTBETCTBHU C IIpMIaraeMbIM OIIMCAHHEM TUIIA
CpEACTBa U3MEPECHHU.

3amectutens [Ipeacenar N.A Kucnenko

(vHUIWAEL, GaMuJIKs)




[Tpunoxxenue kK cepTudurary
00 yTBEepKISHUH TUTIA
CpeICTBa U3MEPEHUN

OT Y LLre7:L5520.25T.
Ne Zpo7Zr o

OIMCAHWE THTIA CPEACTBA N3MEPEHUIA

HanmMmenoBanue un 0003HaYeHHE eIUHUYHOTO SK3EMIUISIpa THUIA CPEACTBA U3MEPEHUN:
AmnanuzaTop reMaTojorudeckuii aromarudeckuii Cellagon 3
HanMeHoBaHHE €UHUYHOTO SK3EMILISIpa TUIIA CPEACTBA UBMEPEHUN:
AHanu3aTtop reMaToIOTHYeCKUd aBTOMaTUIECKUN
O6o3HayeHne eIMHIYHOTO YK3eMIUIsIpa ThIa cpeacta uaMepenuii: Cellagon 3
3aBojackoi Homep: 300000289
Haznauenue:
Amnanuzartop reMaTOJOTUYECKUMN aBTOMAaTUYECKUN Cellagon 3
Ne 300000289 (mamee - aHamuM3aTOp) NpeNHA3HAYEH [JiI H3MEPEHUS CUETHOU
KOHIICHTPAllUA  JICHKOITUTOB,  JPUTPOIIUTOB, TPOMOOLIMUTOB U  MacCOBOHU
KOHIIEHTPAIlMX F'eMOIJIO0MHa B KPOBH YeJIOBEKA.

Onwucanue:

[MpuHnnn nOeHCTBUS aHaTW3aTOpa OCHOBAaH HaA ONPENEJIeHUU KOJIWYEeCTBa
JEHKOITUTOB, SPUTPOILIUTOB, TPOMOOITUTOB KOHYKTOMETPUIECKAM METOAOM. MeTton
OCHOBaH Ha W3MEHEHWW TIOJHOTO COIPOTHUBIICHUS KaTUOPOBOYHOM amepTypsl
ITIOMEITIEHHOW B 3JEKTPOJUT C TOCTOSHHBIM TOKOM, MPOXOSIIUM MEXIY IBYyMs
anexTponaMu. [IpoxokIeHHne KaKIOoW KIETKU PETrUCTPUpPYEeTCs B BUAE HMILYJIbCA,
aMIUIUTYla KOTOPOTO MpPOIOpIMOHaNbHa 00béMy  KieTkd. KoHIeHTpamus
reMoTrJI00MHA OTIPEIEISIeTCs METOIOM CIIEKTPO(OTOMEPHUH. '

AHanmu3aTop MMeeT BCTPOCHHOE ITporpaMMHoe obOecrieueHue (nmaiee - 110),
HCIIONIb3yeMOe I YIIpaBlIeHUs BHYTPEHHUMH paboduMu Ipoiieccamu, oOpaboTKy,
XpaHeHUs, UHAWKAINK U Tiepesiaun pe3ypraTtoB u3mepenuit. [10 unentudunmpyercs
IIyTeM BEIBOJAa HOMEpa BEPCHM Ha DKpaH MOHHUTOpPA, UIMEET HMPOrpaMMHBIE CPEICTBA
3aIUTHI OT CTOPOHHETO BMEIIaTeIbCTBRA.

O06s13aTenbHBIC METPOJIOTHIECKUE TpeOOBaHMS: TIpeicTaBiIeHb! B Tabmule 1.

Tab6muia 1
HanmMenoBanue XapakTepUCTUKH, SIUHAIIA BETUINHBL 3Hauenue

Jlnama3zoH M3MEpPEHUM CUETHOU KOHIIEHTPAIUU JIEMKOLIUTOB
(WBC), 10%/mm’ |

JlomyckaemMoe  3HaueHHWE  OTHOCHUTENBHOIO  CPEIHEro
kBanpatwdeckoro  otkioHeHus (OCKO)  pesynbraToB 10,0
U3MEPEHUH CYETHOW KOHILICHTPAIIMHU JEHKOIUTOB, %0

ot 1,2 o 24,6




Oxonyanue Tadmunel 1

M3MEPESHUM CUeTHOU KOHIIEHTPAIMU SPUTPOLUTOB, Yo

HawnmMmeHOBaHMe XapaKTEPUCTHKA, SIUHUIA BETUIHHBI 3HadeHme
Jlnana3oH M3MEpEeHUM CUETHOM KOHIEHTPALMU SPUTPOLIUTOB
2/ 3 ot 1,8 no 7,1
(RBCO), 10*“/nm
JlomyckaeMoe ~ 3Ha4YeHHE OTHOCUTEIEHOTO CpeIHero
kBagpatudeckoro  otkinoHeHmss (OCKO)  pe3ynbraToB 10,0

JlMana3oH W3MEPEHUH CUETHOM KOHIEHTpAIMH TPOMOOLWTOB
(PLT), 10°/mnm°

ot 37,0 mo 671,0

JlomryckaemMoe ~ 3HauY€HUE OTHOCHUTEIBHOTO CpeIlHEero
kBamparndeckoro  oTkioHenus (OCKO)  pesynbraToB
M3MEpPEHUM CUeTHOM KOHIICHTPAIU TPOMOOLUTOB, %0

10,0

Jnarma3zon u3MepeHuit MacCOBOM KOHIIGHTpAIIUU reMOTJIo0nHA
(HGB), r/mv’*

oT 55,0 mo 216,7

Homyckaemoe 3HaUYCHUE OTHOCHUTEIEHOTO CpeIHero
kBampatudeckoro  otkioHeHuss (OCKO)  pe3ynbTaToB
M3MEpPEeHMI MaccOBOM KOHIIEHTpAIlUU reMorioduHa, %o

10,0

OcHOBHBIE TEXHUUECKHE XapaKTCPUCTUKU U METPOJIOTHYICCKUE XAPAKTCPUCTUKHU, HE
OTHOCHIIIUECI K 00s13aTeIEHBIM METPOJIOTHHECKHUM Tpe6OBaHI/IHMI IIpEACTaBIICHBI B

tabnuite 2.
Tabmmia 2
HaunMmeHoBaHMe XapakTePUCTUKY, €IMHUIIA BEIMUUHBI 3HaueHmne
Jluara3on HanpsDKEeHUs MUTaHUS CETH epeMeHHoro Toka™, B ot 100 mo 240
HomunanpHas yacToTa nuraromeii cetu™, I’ 50/60
Hanpspxenve nutanusi TOCTOSSHHOTO TOKa 4
(ot amanTepa nutanus)*, B
[ToTpebnsiemast MorHOCTH ™, B-A, He 6omee 150
I"abaputable pazmeps! (IIIXI'xB)*, MM, He 6omee 330x390x450
Macca*, xr, He OoJiee 20
VYcmoBus 3KCINTyaTarun™: _
- IWaIla30H TeMIIepaTyphl OKPY KaroIIero Bo3ayxa, °C ot 15 no 30
- IWara30H OTHOCUTENBHOMN BIIAXKHOCTHA OKPYKAIOIIErO ot 30 o 85
BO3yXa, %0
* CoracHo PYKOBOACTBY  IIONIB30BATCJIA, npd NOPOBECACHHUH MGTpOHOI’H‘-IﬁCKOI:I 9KCIICPTU3BI
XapaKTCPUCTHKA HC TIOATBCPXKAAIACH.




KOoMIUIEKTHOCTD: IIpe/icCTaBjIeHa B TaduLe 3.

Tabmuma 3
HanmMenosanue KomnmgectBo
AHamuzaTop remarosiormyeckuii aBromarmueckmui Cellagon 3
Ne 300000289 L.
PyxoBOACTBO IOJIBE30BATENL 1 7k3.

MecTo HaHECeHMs 3HaKa YTBEPIKIECHUS TUIA CPEICTBA M3MEPEHHH: Ha THUTYIBHOM
JINCTE PYKOBOZCTBA I10JIB30BATEIS.

[loBepka ocymecTBiseTcss B cootBercTeur ¢ MILBP 0206-2026 «Cucrema
obecrieyeHnss emMHCTBA w3MepeHmit Pecny6mmku bemapyck.  AHaNIM3aTOpPBI
remaTosornueckue apromaraueckrne Cellagon. MeTonuKa MOBEPKI.

CBefeHnsi 0 METONUKAX (METOHax) M3MEPEHMH: METONHUKU (METOMBI) M3MEPCHHH,
IpUMEHSIEMbIE COBMECTHO CO CPEICTBOM WM3MEPEHHH, NPOM3BOAUTENIEM HE
YCTaHOBJIEHBL.

HopMaTHBHBIE IIPaBOBblE aKThl, B TOM dHCNe OOs3aTebHBIC I COONFONCHHA
TeXHUUYECKHE HOPMATHBHBIC ITPaBOBbIE aKThl, TEXHUYECKHE HOPMATHBHEIE IIPABOBBIC
aKThl B OOJIACTH TEXHHYECKOIO HOPMHUPOBAHWA M CTaHIApTHU3alMH, NOKYMEHTHI B
00acTH TEXHUYECKOr0 HOPMHPOBAaHUS M CTaHJapTH3alUM, HE ABJIOLIACCS
TeXHUYECKMMH HOPMATHBHBIME IIPABOBBIMM aKTaMH, JOKYMEHTAIMS IIPOU3BOAUTEIISA
UMM TEXHUYECKOE 3aJaHhe 3asBUTENs Ha METPOJIOTHYECKYHO  OKCIIECPTH3Y,
yCTaHaBIMBAKOIIHE TPEOOBAHUS K THITy CPE/ICTBA H3MEPEHUM:

PYKOBOJICTBO IOJIb30BATENS;

TEXHUYECKOE 3a/laHUE 3asIBUTEIIS.

neHTrbUKAIN IPOrPAMMHOT0 00eCIIeueH s IPeICTaBlIeHa B Tabule 4.

Tabnuna 4
pneaTrduKaimoHHbIE JaHHEIC 3HayeHue
Howmep Bepcuu (uaeHTrGUKannoHEbIH HoMep) 110 He HIKe V1.0
[Ipon3BOOUTEND:

«DIAGON Kft.», H-1047 Budapest. Baross u. 48-52, Bernrepckas PecryOirka

3aKIIoueHre O COOTBETCTBHM YTBEP)KIEHHOTO THIIA CPEACTBAa W3MEPCHHH
TpeGOBaHMSIM HOPMATHBHBIX IIPABOBLIX aKTOB, B TOM 4YHCIE OOS3aTCNBHBIM UL
coOMIONEHUs TEXHHYECKHMM HOPMATHBHBIM IIPAaBOBBIM  aKTaM, TEXHUYIECKUM
HODMATHBHBIM MPABOBBIM aKTaM B O0JaCTH TEXHWYECKOIO HOPMHUPOBAHUS H
CTAaHIApPTHU3AIlMK, JOKYMEHTaM B O0IacTH TEXHWYECKOTO HOPMHPOBAHHS U
CTAaHIApPTHU3AMK, He SBIJIONUMCA TEXHUYECKMMUA HOPMATHBHBIMH IPaBOBBIMU
aKTaM¥, JOKYMEHTAIMH TTPOMU3BOAUTENI WM TEXHHYICCKOMY 3a/laHUI0 3asBUTEII Ha
METPOJIOTHYECKYIO DJKCIIEPTHU3Y B OTHOIIEHWM EIMHUYHOIO SK3EMIULIpa THIA
CpEeNCTBA M3MEPEHMM: YTBEDKICHHBIM THII CpPENCTBA M3MEpEHHH «AHAIH3aTOp
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remaronorndeckuii asromarmueckuit Cellagon 3 Ne 300000289» cooTBeTCTBYET
TpeOOBaHMAM PYKOBOZICTBA MOJIB30BATEN C YIETOM TEXHUIECKOTO 3a[aHNs 3asBUTETIA.

Tun cpencTBa U3MEpPEeHUH OTHOCHUTCA K KAaT€rOPHUH:

ITyuxr 6.8 cormacHo IlepedHsl KaTerophil CpeACTB H3MEPEHHH, MPEICTaBIIAIOIINX
COBOKYITHOCTh CPEICTB W3MEPEHHH OJMHAKOBOTO HAa3HAYCHHWs, INPUMEHACMBIX IIPH
HU3MEPEHUSIX B cpepe 3aKOHOJATENbHOM METPOJIOTHH, SK3EMIIIPB! YyTBEPKAECHHOTO
THIIA KOTOPBIX IIOMJIEXKAT TOCYAApCTBEHHOM IIOBEpKE C YCTaHOBJIEHHOM B HEM
TIePUOMUHOCTEIO (aHAIM3ATOPBI COCTaBa U CBOMCTB OHMOJOrUYECKUX CPeN).
VIOMHOMOYEHHOE  IOPHAMYECKOE  JIMLO, IPOBOOHUBINCE  METPOJIOIHYECKYIO
SKCIIEPTHU3Y B IENAX YTBEP)KIECHUA THIIA CPEJICTBA U3MEPEHU:

Pecrny6anKaHCKOe YHUTapHOE Ipefnpusarue «bpecTckuid IEHTP CTaHIapTH3AIWA,
METPONOTHE U cepTHduKanum», PecmyOmuka bemapycs, 224001, r. bpecr,
yi. Kixesarosa, 10/1, +375 162 580870, csm@csmbrest.by.

[Ipunoxenue: 1. ®ororpaduu o6IIero BUia CpeICTBa H3MEPeHnit Ha 1 JHcTe.
2. CxeMa (pHCYHOK) C yKa3aHHeM MecCTa I HaHEeCEHUs 3HaKa
IIOBEPKH CPEICTBA U3MEpPEHUH Ha 1 nwcre,

3aMeCTUTENh TUPEKTOPa 10 METPOJIOTHH /
PVII «bpecrcxuii LICMC» L7 JILA. PyKOBUYHHUKOB




ITpunoxenue 1
(oOs3aTensHOE)

®dotorpadun 00IIIeTO BUA CPENCTBA U3MEPEHUN

***DIAGON

Pucynok 1.1 — ®ororpacdus o6111ero BuIa aHAIM3aTOPa reMaTOJI0THYECKOro
aBToMatuudeckoro Cellagon 3 Ne 300000289

Pucynox 1.2 — ®otorpadus MapKUPOBKH aHATHU3aTOPa FeMaTOJIOTUIECKOTO
aBTroMatndeckoro Cellagon 3 Ne 300000289



[Tpunoxenue 2
(obs13aTenbHOE)

Cxema (pHcyHOK) C YKazaHUEM MecTa JJisl HAHECEHHUS 3HaKa ITOBEPKHU
CPEeICTB U3MEpPEHUN

Mecto IS HAHECCHU 3HAaKa HOBepKI/I -

-~ e

Pucynok 2.1 — Cxema ¢ ykazanueM MecTa JiIsl HaHECeHUS 3HaKa ITOBEPKHU
Ha aHanu3aTop remaroiiornueckuit aromarudeckuit Cellagon 3 Ne 300000289



