T'OCYIAPCTBEHHbBIII KOMUTET JI3APKAYHBI KAMITAT

IIO CTAHJAPTHU3AITNNA ITA CTAHJAPTBI3AIIBIT
PECITYBJIMKHU BEJIAPYCh P3CITYBJIKI BEJIAPYCH

CEPTUOHUKAT .
Ob YTBEPKIEHNU TUIIA CPEACTBA U3BMEPEHUU

Ne 20731 ot 21 cenTabps 2026 .

Cpoxk nefictBus — 6eccpodHO

HanmenoBanve 1 0003HaY€HNE €AMHIYHOTO SK3EMIULIPa TUITA CPEICTBA M3MEPEHMI:
AnanusaTop remarosorudeckuii apromatudeckuii Cellagon 3

3aBoxckoif Homep: 300000245

IIpon3BOoAUTENE:
«DIAGON Kft.», Benrpus

Brranenen ceprudukara o6 yTBEp)KISHUM TUIIA CPEICTBA U3MEPEHMIA:
YYII «Mennko-guarnoctuyecknii uentp «JIeKo», r. Hosomosoukx, Burebckas o0,
Pecny6niuka Benapycen

Metoarka MOBEPKHU:
MILBP 0206-2026 «Cucrema obecrneyeHnsi eqMHCTBa H3MepeHuii PecnyGauku Benapyce.
AHanu3aTopkl remartoJorudeckne aromatuueckue Cellagon. MeToanka noBepKm»

WuTepBan BpeMeHU MEXITy IoCyIapCTBEHHBIMU ITOBEpKaMu: 12 MecsileB

Tun  cpencrs  usMepeHuil  yTBEp)KASH IIOCTAHOBICHHEM I OCYJapCTBEHHOTO KOMUTETa
1o cranaapTusanuu PeciryOnuku benapycs ot 21.09.2026 Ne 107.

YTBEPKACHHBIA eMHUYHBINA S5K3EMIUIAp TUIIA CPEACTBA U3MEPEHMH paspelaeTcs K IpUMEHEHHIO
Ha Teppuropun PecrmyGnuku b Ch B COOTBEICTBUM C IPWJIAaraéMbIM OITMCAHUEM THIIA
CpeICcTBa U3MEPEHMUA. S

3amectutens [Ipencenat N.A Kucnenko

(vHULMATBI, haMUITHs)



ITpunoxenne K cepTuduKary
00 yTBEepKI€HUHU TUIIA
cpeacTna I/I3MepeHI/Iﬁ

OTF Lewes 4220257 T.
Ne A0 25

ONMCAHUE THUIIA CPEJICTBA U3MEPEHUM

HanmeHoBaHue B 0003HaUYeHNE eIMHAYHOTO YK3eMIUISIpa TUIIA CPEICTBA U3MEPEHUH:
Amnanusarop remaronorudyeckuii apromatudecknii Cellagon 3
HanMeHOBaHHE eTMHAYHOTO DK3EMILISIpa TUIIA CPEeACTBA U3MEPEHUMN:
AHaTHU3aTOp reMaToNIOrMUYeCKU aBTOMATUIECKAN
O6o03HaveHne eTMHATHOTO IK3EeMITIsIpa ThTa cpeacTBa usmepennii: Cellagon 3
3aBoackoit Homep: 300000245
Ha3nauenue:
AHanuzarop reMaTOJIOTHIECKUI aBTOMAaTUYECKUHU Cellagon 3
Ne 300000245 (mamee - aHanmu3aTOp) MpeNHA3HAYEH [JII W3MEpPEHHS CUETHOU
KOHI[EHTPAllUA  JICHKOIUTOB,  OPUTPOLUTOB, TPOMOOLMTOB MW  MAacCOBOH
KOHIIEHTPAIIX FeMOTJIO0NHa B KPOBHU YEJIOBEKA.

Onucanue:

[IpuHIMI JeHCTBUS aHaAIM3aTOpa OCHOBAaH Ha OMNPENEIeHWH KOJIWYeCTBa
JIEHKOIMTOB, SPUTPOIIATOB, TPOMOOIIMTOB KOHIYKTOMETPUUECKAM MeTomoM. Metox
OCHOBaH Ha W3MEHECHWW TIOJIHOTO COIPOTHBICHUS KalHMOPOBOYHOU amepTypsl
IIOMEIEHHON B DJIEKTPOJIUT C IMOCTOSHHBIM TOKOM, IMPOXOSIIUM MEXIY IBYMs
anekTponamu. lIpoxokmeHne KakKIOM KIIETKH PEeTUCTPUpYeTCs B BHUAE HMIIYJIbCA,
aMIUIATYJa KOTOPOTO TMpomopruoHaibHa 00béMy  KieTkd. KoHmeHTpanus
TeMOIIOOWHA OTPEeIeNIeTCs METOIOM CIEKTPO()OTOMEPHUH.

AHanuzaTop MMeEEeT BCTPOEHHOe Iporpammuoe obecmeuenue (manee - 110),
UCIIOIB3yeMOe IS yIIPABIEHUS] BHYTPEHHUMH pabOvYMMHU TIpolieccaMy, 00paboTKy,
XpaHeHHs, MHAWKAIUY U TIepefadu pe3ynbraToB usMepenuil. [10 unenTudunupyercs
IIyTeM BBIBOJA HOMepa BEPCHM Ha HKpPaH MOHUTOPA, UMEET IIPOrPaMMHEIE CPEICTBa
3aIUATHI OT CTOPOHHETO BMEIIATEIhCTBRA.

OO6s3aTeNpHBIE METPOJIOTHYECKHE TPeOOBaHMS: TIpeicTaBIeHB! B TabmuIe 1.

Tabnura 1
HaunMmeHoBaHHe XapaKTEePUCTHKH, CIUHUIIA BEIIMUUHBI 3Hayenue

JlnamazoH u3MEpEeHWM CYETHOW KOHLIEHTPALUU JIEUKOIUTOB
(WBCQC), 10%/m°

Jlomyckaemoe 3HaUCHHUE OTHOCHTEJIBHOTO CpEIHEero
xBagpatraeckoro  otkionenus (OCKO)  pesynpraroB 10,0
H3MEpPEHU CYSTHON KOHIICHTPAIUH JICHKOIUTOB, %0

or 1,2 10 24,6




Oxonuanue TadmuIE! 1

HM3MEPEHHUM CUETHOM KOHIIEHTPALIUK SPUTPOLIUTOB, Y0

HanMeHoBaHIe XapaKTePUCTHKH, CIUHUIA BETHIHUHBI 3HaueHUe
Jmama3oH U3MepeHud CYeTHON KOHLEHTPAIMHA SPUTPOIIUTOB
2/ 3 ot 1,8 mo 7,1
(RBO), 10"“/nm
JlommyckaemMo€  3Ha4YeHUE OTHOCHUTEIEHOTO CpeIHero
kBagparudeckoro  otkioHeHuss  (OCKO)  pesynpratroB 10,0

JlnanazoH W3MEpeHWM CUEeTHON KOHIIEHTPAIWHh TPOMOOIIUTOB
(PLT), 10°/m

ot 37,0 mo 671,0

JlommyckaeMoe — 3HAUCHHE OTHOCHUTEIEHOTO CpeIHero
kBagpatuueckoro  otkioHeHuss  (OCKO)  pesynbraToB
M3MEPEHUN CUETHOM KOHIIEHTPALMU TPOMOOIIUTOB, %0

10,0

JlianasoH W3MepeHni MaccoBOi KOHIIEHTPAIUH IeMOTIO0NHA
(HGB), r/nm®

ot 55,0 mo 216,7

Homyckaemoe 3Ha4YeHUEe OTHOCHUTEIBHOIO CpeIHEero
kBagpatudeckoro  otkioHeHuss (OCKO)  pesynbraToB
M3MEPEeHN MaccOBOM KOHLEHTpAIIMU remMoraoduHa, %

10,0

OCHOBHEBIEC TeXHHUUYECKIE XAPaKTCPUCTUKHU U MCTPOJIOTHYCCKHUEC XaPaKTCPUCTHUKH, HE
OTHOCAIIHUECA K 00s13aTeIEHBIM METPOJIOTHIECCKUM Tpe6OBaHI/IﬂMZ IPEACTaBJICHLEL B

tadmuile 2.
Tabnuria 2 ,

HanMeHOoBaHMe XapaKTEPUCTUKH, SIUHUIA BETUINHBI 3Hauenune
Jlnama3oH HampsUKeHUs MUTaHUS CeTH IepeMeHHoro Toka™, B ot 100 mo 240
HomunanbHas yactoTa nuTaroieii cetun™, I'1x 50/60
Hanpspxenne nuTanus MOCTOSTHHOTO TOKa 24
(ot amanTepa nutanus)*, B
[Totpebnsemas momtHOCTE*, B-A, He Gonee 150
["abaputHbie pazmepsl (IIIXI"'xB)*, mm, He Oonee 330x%390%450
Macca*, kr, He Oosee 20
VY CcaoBuS SKCILTy aTarim ™ :

- TUATIa30H TeMIIePaTyphl OKPY>KaroIIero Bo3ayxa, °C ot 15 no 30

- IWaIa30H OTHOCUTEIBHOM BIAXXHOCTHA OKPYIKAFOIIETO ot 30 mo 85
BO3AYXa, %0
® CorjacHo PYKOBOACTBY  IIOJIB30BATEJI, IIpA  TIPOBCACHUHU Merponormecxoﬁ IKCIICPTU3BL
XapaKTCPUCTHKA HE IOATBEPKAATACH.




KommiekTHOCTE: TIpencTaBieHa B Tabuuie 3.

Tabmuna 3
HamMeHOBanwme KomuuecTBo
AHanuzarop remartoioruueckuit asromarmueckmit Cellagon 3
Ne 300000245 L T
PykoBOICTBO mOIB30BATENS 1 2K3.

MecTo HaHeceHUs 3HaKa YTBEP)KISHWs THIA CPENCTBA U3MEPEHUU: Ha THUTYJIHHOM
JIUCTE PYKOBOJICTBA ITOJIB30BATETIS.

IloBepka ocymectBisiercss B cootBercTBum ¢ MILBP 0206-2026 «Cucrema
obecrieueHusi eOMHCTBa H3MepeHm#d PecmyOmwkuw bemapych. AHaIH3aTOPEI
remaTosiornueckue apTomarndeckue Cellagon. Metommka moBepKm».

Ceenmenus o0 MeTonukax (METOIax) HM3MEpPEHHi: METOMUKH (METONbI) M3MEpEHUH,
IpUMEHsSEeMble COBMECTHO CO CPEICTBOM M3MEPCHHM, IIPOMU3BOIUTENIEM HE
YCTaHOBJICHHI.

HOpMaTHBHBIe IIpaBOBBIC A4aKThI, B TOM YHCIIC 00s13aTeNbLHEIC JJIA CO6JTIO)ICHI/I§I
TCXHUYCCKNEC HOPMATHUBHBIC ITPABOBLIC aKThl, TCXHUYCCKHE HOPMATHUBHBIC IIPABOBBIC
aKThl B O0JIaCTH TEXHHUYECKOTO HOPMHUPOBaHUA W CTaHAapTHU3allui, JTOKYMEHTHI B
001aCTH  TEXHHYECKOTO HOPMHUPOBaHHUA W CTaHAApTHU3allMKh, HE ABIAIONIUCCA
TCXHUYECKNMHN HOPMATHBHBIMHU MPABOBBIMHU aKTaMH, JOKYMEHTAUA TPOU3BOAUTEIA
Wi  TEXHUYCCKOE 3aJaHHC 3adBUTCIIA Ha  MCTPOJIOTHYCCKYIO  OKCIICPTHU3Y,
YCTaHaBJIMBAIOIIHE Tpe6OBaHI/I§I K TUITY CpEICTBa HSMepeHHﬁ:

PYKOBOACTBO IIOJIB30BATCIIA,

TCXHHUYCCKOC 3a1aHuC 3asABHUTCIIA.

Wnentudukanys nporpaMMHOT0 00eCTIeUeH S : TIpeiCTaBIeHa B Ta0IuIe 4.

Tabnuua 4
WnenTrnduKamoHHbIe JaHHbIE 3HaueHue
Howmep Bepcun (mnertudukamorasii Homep) 110 He Huxe V1.0
[IpousBoauTENSD:

«DIAGON Kft.», H-1047 Budapest. Baross u. 48-52, Bearepckas PecmyOiuka

3aK/IIOUeHUEe O COOTBETCTBUU YTBEP)KIAEHHOIO THIIA CpEACTBa HM3MEPEHUH
TpeOOBAHUSAM HOPMATUBHBIX IIPABOBBIX aKTOB, B TOM YHCIE OOS3aTENbHBIM MIJIs
COONIIONEHMsS TEXHWYECKMM HOPMATHWBHBIM IPABOBBIM  aKTaM, TEXHUYECKUM
HOPDMATHUBHBIM IIPaBOBBIM aKTaM B O0JIaCTH TEXHUYECKOI'O0 HOPMHUPOBAHUS U
CTaHIApTU3AIlUM, [OOKyYMEHTaM B OOJacTM TEXHUYECKOTO HOPMHUPOBAHUS U
CTaHIApTHU3AlMH, HE SBIMIOIIUMCS TEXHUYECKUMHA HOPMATUBHBIMU IIPABOBBIMU
aKTaMH, JOKyMEHTAllUU IIPOU3BOIUTENSI WM TEXHUYECKOMY 3aJJaHUIO 3asBUTEINA Ha
METPOJIOTUYECKYIO 3KCIIEPTU3Y B OTHOLIEHWM EAWHWUYHOTO JSK3eMIUIApa THIIA
CpeICcTBa HM3MEPEHMH: YTBEPXKACHHBIM THUI CpencTBa H3MEPEHUN «AHaIU3aTop
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remarosiornyeckuii apromaruueckuii Cellagon 3 Ne 300000245» cOOTBETCTBYET
TpeOOBaHMAM PYKOBOZCTBA IIOJIB30BATENS C YUETOM TEXHHUECKOTO 3aJAHMs 3aIBUTEIL.

Twun cpencTBa U3MEPEHUH OTHOCHTCS K KATETOPUH:

ITynxT 6.8 cormacHo IlepeuHs KaTeropuil CpeiacTB M3MEPEHHH, MPENCTaBIIAONTAX
COBOKYITHOCTh CPEJCTB M3MEPEHHH OIMHAKOBOTO HA3HAYCHHUs, NMPUMEHSIEMBIX IIPH
U3MEPEHHAX B c(hepe 3aKOHOIATENFHON METPOJIOTHH, SK3EMILISAPEl YTBEPKIEHHOTO
THIIA KOTOPBIX IOAJEXAT TOCYIapCTBEHHOM IIOBEpKE C YCTAHOBIEHHOM B HEM
HEPUOAMYHOCTEIO (aHAIM3aTOPBl COCTaBa W CBOUCTB GHOIIOTHYECKUX CPe).
VIIOJHOMOYEHHOE  IOPUAWYECKOE  JIMIO, MPOBOIMBIIEE  METPOIOTUUECKYIO
SKCIIEPTHU3Y B LENAX YTBEPXKICHHUS TUIIA CPEICTBA H3MEPEHHS:

PecnyOimikanckoe yHWTapHOe Ipennpustae «BpecTCkuil IIEHTp CTaHIapTH3ALUH,
METpoJIoTHH M ceprubukammmy, Pecrmybmuka bBemapyces, 224001, r. Bpecr,
yi. Kipkesarosa, 10/1, +375 162 580870, csm@csmbrest.by.

[Ipunoxenue: 1. @otorpadun oOIIETo BHIA CPEACTBA U3MEPEHHMI Ha 1 JIHcTe.
2. Cxema (pUCYHOK) C yKa3aHHEM MECTa JJIs HaHECEHUs 3HaKa
[IOBEPKH CPELICTBa U3MEPEHUH Ha 1 JucTe.

3aMeCTUTENb TUPEKTOpa IO METPOJIOTHH —
PVII «bpecrckuit [ICMCy» // JI.LA. PyKOBUYHHUKOB
/




[Tpunoxenue 1
(obs3aTepHOE)

®dororpadun 0611IeTo BUA CPEICTBA U3MEPEHUN

freve

g

Pucynok 1.1 — ®ororpadus ob111ero Bra aHATH3aTOpa reMATONIOTHYECKOTO
apromatuaeckoro Cellagon 3 Ne 300000245

Lyl . ’
u H.1047 Budecest Saross u 4852 ruvcary 9 DIAGON
wewrw Gagon com

Cellagon 3 Hematology Analyzer

Input: DC 24V 4A Power 96 VA  Adapter: ZF1204-2405000

- 120220427
. {01) 05992795000318 .
— (11) 220427 83.83'%0

F' = (21) 300000245
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Pucynoxk 1.2 — ®oTtorpadus MapKHpOBKH aHAIM3ATOPa TeMaTOJIOTHIECKOTO
aBromatudeckoro Cellagon 3 Ne 300000245



IIpunoxenue 2
(o0s3aTeNnbHOR)

Cxema (pHCYHOK) ¢ yKa3aHUEM MecTa JIJIsl HAaHECEHUs 3HaKa IOBEPKU
' CPEICTB U3MEpPEHUN

Mecto AJIs1 HAHCCCHUA 3HAaKa ITIOBEPKU

frtevs
SIED 0 1saee
-----
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Pucynok 2.1 — CxeMa ¢ ykazaHueMm MecTa JjIsl HAaHeCeHUS 3HaKa IMOBEPKU
Ha aHaJIM3aTop remartoiorndeckuit aromarmaeckuit Cellagon 3 Ne 300000245



