TOCYIAPCTBEHHBII KOMUTET JI3APKAVHBI KAMITOT
ITIO CTAHJAPTHU3AIINN ITA CTAHIAAPTBI3AIBII
PECITYBJIMKH BEJIAPYCh POCITYBJIIKI BEJIAPYCH

CEPTUOUKAT 5
Ob YTBEPKJIEHUU TUIIA CPEACTBA N3BMEPEHHUU

Ne 20709 ot 21 centsabps 2026 T.

Cpoxk neficTBUs — 0eCCPOUHO

Hanmenosanue u 0603Ha4eHNE eIUHUIHOTO SK3EMILIAPA THUITA CPEACTBA U3MEPEHNMI:
AHaju3aTop remartoJiorndeckuii aBromatudeckuii Cellagon 3

3aBonckoit Homep: 30000170

IIpousBoguTeENh:
«DIAGON Kft.», Benrpus

Branenen ceprudukara o6 yTBepiKACHUN TUIIA CPEICTBA U3MEPEHMIA:
000 «beaHctMenuxay», r. Muack, Pecny6iuka Benapych

Metonuka oBepKU:
MILBP 0206-2026 «Cucrema obecnedenusi eJuHCTBa M3Mepenuii Pecny6ianku Benapycs.
AHaJM3aTOPbI reMaTosiorn4yeckne apTomatnieckne Cellagon. MeToauka nosepkm»

MHuTepBan BpeMeHH MEX/y FOCY IapCTBCHHBIMU [MOBEpKaMu: 12 Mecsines

Tunm  cpencts  usMepenuit  yTBEP)KAGH IIOCTAHOBIEHWEM | 'OCYJapCTBEHHOTO KOMHTETA
o cranAapTusanuu PeciryOmnku bemapycs ot 21.09.2026 Ne 107.

YTBePXKICHHBIN €AMHUYHBINA SK3EMIILIP TUIA CPE/ICTBA H3MEPEHMH pa3pelTaeTcs K MPUMEHEHHMIO
Ha Teppuropun PecrnyOnuku bemapych B COOTBETCTBMM ¢ IPUIAracMbIM OIMCAHHUEM THIA
CPELCTBA H3MEPCHUIA.
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[Tpunoxenne K cepTuduKary
00 yTBEp)XIICHUH THUIIA
CpelCcTBa U3MEPEHHI

OT A eeeiiesze 20247 T.
Ne ApoF257

OIIMCAHUE THUIIA CPEJICTBA N3MEPEHUN

HanmvenoBanue u o603HaueHNe SAUHIYHOTO SK3EMITISpa THTIA CPEACTBA U3MEPEHHIH:

Amnanuzatop rematonorudeckuii aromarndeckuii Cellagon 3
HanmMmeHoBaHuEe e IMHUYHOTO 3K3EMIUISIpa THIIA CPEACTBA U3MEPEHMUI:

AHanmu3aTop reMaToIOrHIecKUi aBTOMaTHIECKIH
O6o3HaueHne eNMHUIHOTO 3K3EeMITIsIpa TUIIa cpeficTBa uaMepennii: Cellagon 3
3aBojckoit Homep: 30000170
Haznauenue:

Amnanuzatop remarojorudeckuit aBromarmdeckuii Cellagon 3 Ne 30000170
(mamee - aHanmM3aTOp) IpeOHA3HAYEH U W3MEPEHHs CYETHON KOHIIEHTpaluu
JEeUKOIUTOB, SPUTPOLUTOB, TPOMOOIIUTOB ¥ MAaCCOBOW KOHIIEHTPAIIUN I'eMOIIOOMHA
B KPOBH YEJIOBEKA.

Onucanmue:

IlpyHiun [edcTBUS aHAIW3aTOpa OCHOBaH Ha OIPEACICHHHW KOJIWYECTBA
JIEMKOIUTOB, SPUTPOLIUTOB, TPOMOOIIUTOB KOHAYKTOMETPUIECKUM METOIOM. MeTos
OCHOBaH Ha W3MEHEHHWH IIOJHOIO COIIPOTUBIIEHHUS KalUOPOBOYHON amepTyphl
[IOMEIEHHOU B 3JIEKTPOJUT C IOCTOSHHBIM TOKOM, TPOXOISAIAM MEXIY IBYMS
snexTponamu. IIpoxoxneHre KaXJI0M KJIETKH PETHCTPUPYeTCS B BHJE HMITYJIbCa,
aMIUIATYyla KOTOPOIO0 IPONOpLUOHANbHa o00BEMy kieTku. KonmeHTparms
reMOITIOOMHA OIIPEENsIeTCsS METOIOM CIIEKTPO(hOTOMEPHH.

AHanu3aTop MMeeT BCTPOEHHOe mporpammHoe obecriedenue (manee - I10),
UCIIONIb3yEMOE I YIIpaBIEHUsS BHYTPEHHUMH pabodmMu Tpolrieccamu, o0paboTky,
XPpaHEHUs, HHAUKALUK U IIepefjadn pe3ynbTaTtoB u3Mepernid. [10 unentudunmpyercs
IIyTEM BBIBOZIA HOMEPA BEPCUM Ha SKpaH MOHUTOpPA, UMEET MPOTrpaMMHBIC CpPEeICTBa
3aIUThI OT CTOPOHHETO BMEIIATEeILCTBA.

Ob6s13aTenbHBIE METPOJIOTHYECKUE TPEOOBAHMS: IPEACTABIEHEI B Ta0uIe 1.

Tabmuna 1
HaunmenoBanue xapakTepuCTHKY, SIUHNAIA BETUYUHEI 3Hayenue

JuanazoH nW3MepeHW CYETHOW KOHLEHTpalMM JIEHKOIIUTOB
(WBQ), 10%/mm

JomyckaemMoe =~ 3HaY€HUWE  OTHOCUTEIBHOTO  CPEIHEro
kBagpatudeckoro  orkimoHeHus (OCKO)  pesymeraroB | 10,0
U3MEPEHUN CUYETHOM KOHILIEHTPAIMH JEUKOLUTOB, Y0

ot 1,2 no 24,6




Oxonuanue TabauIs 1
HanMeHnoBaHMe XapaKTEPUCTUKY, €IUHHUIIA BEIIMIHHEI 3HaueHue

Jlnana3oH uU3MepeHWH CUYETHOM KOHIEHTPAIUH 3PUTPOIIUTOB
(RBC), 10'%/mn®

Jlommyckaemoe ~ 3HauYeHUE OTHOCHTEIEHOTO CpeIHero
kBagparudeckoro  otkioHeHuss  (OCKO)  pesynbratoB 10,0
M3MEpEHUN CUeTHOU KOHIICHTPAIIMH 3PUTPOIIUTOB, %
Jlnana3oH U3MEpeHUl CUYETHOM KOHIICHTPAIUH TPOMOOIIUTOB
(PLT), 10%/m?

Homyckaemoe  3HadeHWe OTHOCHTEIEHOTO CpeaHero
kBagpatudeckoro  otkioHeHus (OCKO)  pesynbraToB 10,0
U3MEepEeHNH CUeTHON KOHIICHTPAITNHU TPOMOOITUTOB, %0
Jlrana3oH U3MepeHuil MaccoBOM KOHIICHTPAITUN TeMOTI00HHA
(HGB), r/m

Jomyckaemoe ~ 3Ha4YeHUE OTHOCHUTETEHOTO CpeIHeTO
kBagpatudeckoro  orkiioHeHHss  (OCKO)  pesynpraToB 10,0
U3MEpEeHU MacCOBOM KOHIIEHTPAIIMU TeMOrIo0uHa, %

ot 1,8 no 7,1

ot 37,0 1o 671,0

. oT 55,0 mo 216,7

OcHOBHBIE TEXHUYECKHE XapaKTEPUCTUKUA U METPOJIOTUIECKHE XapaKTEPUCTHUKH, HE
OTHOCAINUECS K 00s3aTeNbHBIM METPOJIOTHYECKUM TpeOOBaHUAM: IPEICTABIECHEl B
Tabuie 2.

Tabmnura 2
HanmMmeHoBaHue XapakKTepUCTHKH, €TUHUIIA BEINYNHEI 3HaueHHe

JInarna3oH HanpsDKEHUs MUTAHUS CETH IMepeMeHHoro Toka*, B ot 100 mo 240
HomunaneHas yactora nuTaronieit cetu™, I'i 50/60
HarnpsixeHre muTaHus MOCTOSHHOIO TOKA 24
(ot amanTepa mutaHusn)*, B
ITorpebnsiemas momHOCTE*, B-A, He 6oitee 150
["abaputable pazmeps! (HIXI"'xB)*, MM, He 6onee 330x390x450
Macca*, xr, He 6oee 20
VcioBus sKCILTyaTaum™:

- IAAIa30H TeMIIEpaTypbl OKPYIKaroIlero Bo3ayxa, °C ot 15 mo 30

- IAaIa30H OTHOCUTENEHOMN BIQXXHOCTH OKPYKAFOIIETO ot 30 mo 85
BO3ayXa, %

i CornacHo PYKOBOICTBY IIOIB30BATEII, Ipu IIPOBEACHUU METpOJIOr UYECKOM IKCIICPTU3BI
XapaKTEePUCTHUKA HE TIOATBEPKAAJIACh.




KoMmnekTHOoCTb: IMpEACTaBJICHA B Ta6JH/II_[€ 3.

Tabnuma 3
HaumenoBanue Konnuectso
Amnanuzarop remaronorudeckuii aBtomatmueckmii Cellagon 3
Ne 30000170 .
PykoBozicTBO mosib30BaTens 13k3.

MecTo HaHeceHHUs 3HaKa YTBEP)KIICHHS THUIIA CPEICTBa MU3MEPEHUU: Ha THTYJIHBHOM
JIUCTE PyKOBOJCTBA IIOJIB30BaTEIs.

IloBepka ocymectBiusercs B coorBerctBuM ¢ MILBP 0206-2026 «Cucrema
obecrieueHrss eOuHCTBa u3MepeHMd PecmyOmmkm bemapych.  AHaaM3aTOPEI
remaTojiornueckue apromarndeckue Cellagon. Metoamka moBepkum».

Ceenenus o MeToanWkax (MeTonax) M3MEpPEHUH: METOMUKH (METOIbI) M3MEpEHUH,
IIPAMEHSEMBIE COBMECTHO CO CpEICTBOM M3MEpEeHWH, IPOU3BOIUTEIEM HE
YCTaHOBJICHBL.

HOpMaTI/IBHI)Ie IIpaBOBBIC AaKTBI, B TOM YHCIJIC 00s13aTeIbHEIC JJIsL CO6J'IIOIIGHI/ISI
TCXHUYCCKNEC HOPMATUBHBIC IIPABOBEIC AKThI, TCXHUYCCKHEC HOPMATHUBHEIC IIPABOBEIC
aKTBl B O0JIaCTH TEXHHYECKOT'O HOPMUPOBaHUA H CTaHOapTHU3allkH, JOKYMCHTEHI B
00JIaCTH TEXHHYECKOTO HOPMHUPOBAaHUA HW CTAaHOApPTH3alllkd, HE ABJLIIOIIHNCCA
TCXHUYCCKMMHU HOPMAaTUBHBIMU IIPaBOBBIMHU aKTaMH, JOKYMCHTAIIUA IIPOU3BOIUTEILA
WA TEXHHUUYCCKOC 3alaHHUC 3asBUTCIIA Ha METPOJIOTHYECCKYIO OKCIIEPTHU3Y,
YCTaHaBJINBaArOIIIHUE Tpe6OBaHI/IH K THUITY CPEACTBa HBMCPCHI/II;'IZ

PYKOBOACTBO ITOJIL30BATCIIA,

TCXHHUYCCKOC 3a1aHUC 3aABUTCIIA.

WnenTrdukarys nporpaMMHOTO 00ECII€UeHNS: IIpeIcTaBlIcHa B TabuIe 4.

Tabmuna 4
W neHTHUKAIMOHHBIC JaHHBIC 3HaueHue
Howmep Bepcun (npeHTHGUKannoHHEIH HoMep) 10 He Hke V1.0
[IpousBoauTeNb:

«DIAGON Kft.», H-1047 Budapest. Baross u. 48-52, Benrepckas PecmyOmka

3aKJIIOUeHHEe O COOTBETCTBHU YTBEPXKIEHHOIO THITA CpPEACTBA H3MEPEHHU
TpeOOBaHUAM HOPMATUBHBIX IPABOBLIX aKTOB, B TOM YHCIE OOS3aTEIbHBIM IS
COOMIONEHNsT TEXHUYECKMM HOPMATHBHEIM TIPABOBBIM  aKTaM, TEXHUYECKUM
HOPMATHUBHBIM IIPAaBOBBIM aKTaM B OOJaCTH TEXHHYECKOTO0 HOPMHPOBAHUS U
CTaHAApTU3alUK, JOKYMEHTaM B OOJacTH TEXHHYECKOrO HOPMHPOBAHHS W
CTaHAAPTH3aAUK, HE SBILIOIIMAMCS TEXHHUYECKUMU HOPMATUBHBIMU IPABOBLIMH
aKTaMH, JOKyMEHTALUWU [IPOU3BOIUTENS WIM TEXHUUECKOMY 3aJaHHIO 3asSBUTEISI Ha
METPOJIOTHYECKYIO0 OSKCIEPTH3Y B OTHOIIEHWM EIWHWYHOTO OSK3EMIUIipa THUIla
CPENCTBa WM3MEPEHMI: YTBEPXKACHHBIM THN CpPEACTBA H3MEpPEHHH «AHAIU3aTOP
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remaronornueckuii asromarnueckuid Cellagon 3 Ne 30000170» cooTBETCTByeT
TpeGOBaHUAM PYKOBOZACTBA IIOJIB30BATEIL C YIETOM TEXHHUESCKOTO 3aIaHus 3asIBUTEIIS.

Twur cpencrBa H3MEpeHU OTHOCUTCS K KATETOPHH:

ITynxT 6.8 corynacHo IlepeuHst KaTeropuil CpeicTB M3MEPEHWU, IIPEICTABIISIONINX
COBOKYIIHOCTB CPEICTB M3MEPEHHM ONMHAKOBOTO HAa3HAYCHHUS, MPUMEHSIEMBIX IIPH
U3MEPEHMAX B Cepe 3aKOHOMATETHHON METPOJIOTHH, SK3EMILIAPHI YTBEPIKIEHHOIO
TUIIA KOTOPBIX IIOJUIEKAaT TIOCYJApCTBEHHOH ITOBEPKE C YCTAHOBICHHOW B HEM
IEPUOAMYHOCTBIO (aHATIM3aTOPBI COCTaBa U CBOMCTB OGHONIOTHYECKUX CPEL).
VIIOIHOMOYEHHOE  IOPUAWYECKOE  JIMI0, IIPOBOMAWBIIEE  METPOIOIHUYECKYIO
3KCIIEPTHU3Y B LEJSIX YTBEPXKIEHUS THTIA CPENICTBA H3MEPEHHU:

Pecmy0Onukanckoe yHHWTapHOe Tpenmpustae «bpecTckuii LEeHTp CTaHmapTH3allWH,
METPOJIOTUU M cepTudukamum», Pecmybmuka bemapycs, 224001, r. Bpect, yi.
Kmxesatosa, 10/1, +375 162 580870, csm@csmbrest.by.

ITpunoxxerue: 1.@ororpaduu obIIero BuIa CpecTBa H3MEepEHUi Ha 1 HcTe.
2.CxeMa (pUCYHOK) C yKa3aHHEeM MecCTa Ui HaHeCEeHHUs 3HaKa
IIOBEPKU CPEJICTBA U3MEpEeHUH Ha 1 nmucTe.

3aMEeCTUTENb TUPEKTOPa IO METPOJIOTUH ,
PVYII «bpecrckuit LICMC» £ JI.A. PyKOBUYHUKOB
4



IIpunoxenue 1
(oGs3aTenpHOE)

dotorpaduu 0b61Iero Bua CpeacTBa U3MepEeHUH

«DIAGON'
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Pucynok 1.1 — @otorpadus obuiero Bua aHaau3aTopa TeMaToOIOTHYECKOTO
aBromaTtraeckoro Cellagon 3 Ne 30000170

Oiagonxf A .
H-a‘lg(:;‘?‘;."da’.}est‘ Baross u 48-52 HUNGARY !}?‘ D’AGO N

waw. diagoncom

Cellagon 3 Hematology Analyzer
input: DC 24V 4A Power 96 VA  Adapter: ZF120A-2405000

E (01} 05992795000318 ] 20220323

(11) 220323 [sN] 30000170
g (21) 30000170 Rer g-Cell3
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Pucynok 1.2 — @otorpadust MapKUpOBKY aHAITU3aTOPa FeMaTOJIOTHIECKOIO
apTomaTtudeckoro Cellagon 3 Ne 30000170




[Ipunoxenue 2
(obs13aTennpHOR)

CxeMa (pUCYyHOK) C yKa3aHUEM MecTa JIsl HaHECEHMS 3HaKa [OBEPKHU
CPELCTB U3MEPECHUU

Mecto AJI1 HAHCCCHUA 3HAKaA ITOBCPKHU
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Pucynok 2.1 — Cxema ¢ ykazaHWeM MecTa JIsl HaHEeCeHUs 3HaKa TTOBEPKHU
Ha aHAJIN3aTop reMarojorudeckuit apromarudeckuit Cellagon 3 Ne 30000170



