I'OCYJIAPCTBEHHBIIA KOMUTET NB3SIPIKAVHBI KAMITOT
IO CTAHIAPTHU3 AN ITA CTAHJIAPTBI3AIIBII
PECIIYBJIUKU BEJAPYChH PACIYBJIKI BEJIAPYCH

CEPTHOUKAT 3
Ob YTBEPKJIEHNU TUIIA CPEACTBA U3MEPEHUU

Ne 20741 ot 21 centsiOpst 2026 T.

Cpok melicTBus — GecCpodHO

HanmvenoBanue u 0603Ha4eHNE eIMHUYHOTO HK3EMILIAPA THTIA CPECTBA U3MEPEHMIL:
AHamM3aTop remMarosorudecknii aBromatuveckunii Cellagon 3

3aBoxckoif Homep: 300000275

[IpousBoguTenb:
«DIAGON Kft.», Bearpus

Brazenen ceprudukaTa 00 yTBEpKICHUH TUITA CPEACTBA U3MEPEHUIA:
ITosronkass nmeATpanbHas ropoackasi 6oibHANA, I. Ilosonk, Butedekas o6, Pecny0sinka
Bbenapycn

Meronuka oBepKu:
MILBP 0206-2026 «Cucrema oGecnedeHHsi eJMHCTBA H3MepeHHii Pecmy6anku Benapycs.
AHanu3aTopsl remaTosioruyeckue apTomaTudeckue Cellagon. MeToauka moBepKH»

VHTepBan BpeMeHH MEXIy FOCYIapCTBEHHBIMU MoBepKaMu: 12 MecsiieB

Tun  cpemcTB W3MepeHWH YTBEpKICH IOCTAHOBIEHHEM 1 OCYJAapCTBEHHOTO KOMMTETA
1o cranpaprusanuu PecryOnuku bemapycs ot 21.09.2026 Ne 107.
YTBEpKICHHBIN CAMHUYHBIH SK3EMILIAP THIIA CPECTBA U3MEPEHHI Pa3pelTaeTcst K IPUMEHEHHIO

Ha TeppuTopuu Pecry6iukm bBemapych B COOTBETCTBUMM C IIPWJIATaeMBIM OIMCAHHEM THIIA
CpelICTBa U3MEPEHUM.

3amectutens [Ipencen 1. A Kucnenko

(vHHOMATEL, haMuTus)

W% LZ??



ITpunoxenue K cepTUGUKATY
00 yTBEep)KIE€HUU TUTIA
CpeLCcTBa U3MEPEeHUN

OTZY Loseiogze 20247 T.
Ne Zp 727

ONMCAHUE THUIIA CPEJICTBA U3MEPEHUMN

HanmeHoBanue u 0003HaUeHNE SAMHIYHOTO 3K3eMIUISIpa THIIA CPEACTBA H3MEPCHUN:
Amnanuzatop rematonorudeckuii aromarudeckuit Cellagon 3
HanMeHoBaHMEe €qUHUYHOTO SK3EMILIIpa TUIA CPEACTBA U3MEPEHUN
AHanu3aTop reMaToNOrMYecKhii aBTOMATAYECKAN
O6o3HaueHne eIMHUIHOTO 3K3eMITIsIpa ThMa cpeacTBa m3mepenunit: Cellagon 3
3aBoackor Homep: 300000275
Haznauenue:
AHanuzatop reMaToJIOTUYECKUI aBTOMaTHYECKUN Cellagon 3
Ne 300000275 (mamee - aHamm3aTop) MNpegHA3HAUEH [UIsI W3MEpPEHHs] CUYETHOU
KOHILIEHTPAIlMd  JIEUKOITUTOB,  SPUTPOLUTOB, TPOMOOIIMTOB W  MacCOBOM
KOHIIEHTPAllMX TeMOTTIO0MHA B KPOBU YEJIOBEKA.

Omnucanue: »

[IpuHUMI [eHCTBUS aHali3aTopa OCHOBAaH Ha OMpeNeleHWH KOIWYEeCTBa
JEHKOLIUTOB, SPUTPOIIUTOB, TPOMOOLIUTOB KOHAYKTOMETPUIECKAM METOIOM. MeTo
OCHOBaH Ha W3MEHEHUH TIIOJHOTO COIPOTHUBICHUS KaJIUOPOBOYHOHN aIlepTypsI
MOMEIIEHHOW B 3JEKTPOJUT C TOCTOSHHBIM TOKOM, MPOXOISIIUM MEXIY IBYyMS
anexTponaMu. [IpoxokaeHue KaXXIoW KIETKH PEeTUCTPUPYETCs B BHUAE HMITYJIbCA,
aMIUTUTyla KOTOPOTO MpOINOpIHHOHaNbHA 00béMy  KieTku. KoHIeHTparms
reMorjgo0rHa OIpPeIENsIeTCs METOIOM CIIEKTPO(hOTOMEPHH.

AHanmu3aTop MMEET BCTPOCHHOE IporpamMmHOe obecmedenue (manee - 110),
UCIIONIb3yeMOe Ul YIPaBlIeHUs BHYTPEHHUMHU pabouuMu Ipoleccamu, o0paboTKw,
XpaHEeHUs, HHAUKAIUN U Tiepeiadun pe3ylbTatoB uaMmepennid. [10 naentudummpyercs
MyTeM BBIBOZIa HOMEpa BEPCHU Ha 3KpaH MOHUTOPA, UMEET IPOTrpaMMHEIE CPEICTBa
3aIUTHI OT CTOPOHHETO BMEIIATEIhCTBRA.

Ob6s13aTeNnbHBIE METPOJIOTHUECKHE TPeOOBaHMUs: TIpeICTaBICHEI B TabmuIe 1.

Tabmuma 1
HavMeHoBaHMe XapaKTepUCTHKH, €IUHAIA BETHINHBI 3Hauenue

JnamnazoH u3MepeHHil CUeTHOW KOHIICHTpAITUH JIEHKOIIUTOB
(WBCQ), 10%/nm°

Jomyckaemoe ~ 3Ha4YeHUE  OTHOCHUTEIHHOIO cpemHero
kBagmpatudeckoro  oTkioHeHus (OCKO)  pe3ymbpTaToB 10,0
W3MEpPEeHUN CUETHOM KOHIIEHTPaIlUH JIEHKOITUTOB, Yo

ot 1,2 o 24,6




Oxonuangue TabIuIE! 1

M3MEPEeHHI CUeTHOM KOHIICHTPAIIUH SPUTPOIIUTOB, Yo

HawmmeHoBaHMe XapaKTEPUCTUKU, SUHUIIA BETUINHBI 3HadyeHne
JlnanazoH M3MepeHWUd CUYeTHOW KOHIIEHTPAITUU 3PUTPOIUTOB |
12/ 3 ot 1,8 no 7,1
(RBC), 10*“/nm
JomyckaeMoe ~ 3HadYeHHE OTHOCHUTEIIFHOTO CpeIHero
kBagpatndeckoro  otkinoHeHus ~ (OCKO)  pesynbraros 10,0

JWana3oH M3MEpPEeHUH CYETHOU KOHIEHTPAIMH TPOMOOIMTOB
(PLT), 10°/m3

ot 37,0 mo 671,0

JlommyckaeMoe ~ 3HadeHUeE OTHOCHUTEIIEHOTO CpeIHeTro
kBagpatudeckoro  otkinoHeHwss  (OCKO)  pe3ynpraToB
M3MEPEeHUH CUeTHOM KOHIIEHTpalluy TpOMOOIIUTOB, %

10,0

JlnanazoH M3MEpeHuid MacCcOBOM KOHLIEHTPAIlMU reMOorjIo0rHa
(HGB), r/mv?

ot 55,0 no 216,7

Jomyckaemoe 3HaYCHUE OTHOCHUTEIIBHOTO CpeaqHero
kBanpatudeckoro  oTkioHeHus  (OCKO)  pe3ynsTaToB
HM3MEpPEeHUH MacCOBOU KOHIIEHTpauu remoriobuna, %

10,0

OcHOBHEIE TeXHHYECKHE XAPAKTCPUCTUKH U MCTPOJIOTHICCKHUE XaPAaKTCPUCTUKHU, HE
OTHOCAIIHUECA K 00s13aTeTBHBIM METPOJIOTHYCCKHUM Tpe6OBaHI/I$IMI IIpCACTaBIICHEI B

Tabmnuiie 2.
Tabmnuria 2
HanmeHoBaHMe XapakKTepPUCTUKH, €IUHUIIA BEIIMYUHBI 3HaueHue
Jvana3oH HanpshKeHUsI TUTaHUs CETH IIepeMeHHoro Toka™, B ot 100 mo 240
HomunansHas gactoTa nuTaromieit cetu™, I'ix 50/60
HanpsoxeHre TUTaHKS IIOCTOSHHOTO TOKa 24
(oT agantepa nuTtaHus)*, B
ITorpebnsemas momHOCTE*, B-A, He 6Gomee 150
I"abaputHbie pazMepsl (IIIXI'xB)*, MM, He Oonee 330x390x450
Macca*, xr, He OoJtee 20
VYcaoBus skcmmyaranun’™:
- IWAIa30H TeMIEepaTyphl OKPY KAroIIero Bo3ayxa, °C ot 15 mo 30
- IUara3oH OTHOCUTEIBHOM BIIAXKHOCTH OKPYIKAFOIIETO ot 30 o 85
BO3IYXa, %0
* CoracHo PYKOBOACTBY IMONB30BATEIIA, npu IIPOBEACHHHU MeTpOJ'IOl"I/IT-IbeKOﬁ OKCIICPTHU3EI
XapaKTSPUCTHKA HE TIOATBEPIKAATACH.




KoMIuekTHOCTh: IpecTaBiieHa B TabuIe 3.

Tabmuia 3
HanmMeHnoBanue KomnnuecTtso
Amnanuzarop remarornorudeckuit astomarmdeckmit Cellagon 3 _
Ne 300000275 b,
PykoBOZICTBO TOSIB30BATENS 1 3K3.

MecTO HaHECeHMS 3HaKa YTBEPXKNIECHHUS THIIA CPEICTBA U3MEPEHHUI: HA THTYJIBHOM
JIUCTE PYKOBOACTBA MOJIb30BATEIIS.

IloBepka ocymectBiagercs B cooTBeTcTBUH ¢ MILBP 0206-2026 «Cucrema
obecriedeHrss eOUHCTBA H3MepeHmMM PecmyOmmku benapych.  AHamM3aTOPEI
remarosiornueckue apromarndeckue Cellagon. MeToauka OBEPKI.

CeeneHus 0 MeTomuKax (MeTodax) M3MEpeHHH: METOAMKHA (METOHBI) HM3MEpPEHHUM,
IIPUMEHAEMBIE COBMECTHO CO CPEIICTBOM W3MEPEHHMU, IMIPOUBOIAUTENIEM HE
YCTaHOBJICHBL.

HOpMaTI/IBHI)IC IIPAaBOBBIC AaKTbl, B TOM YHCJIC 00sI3aTeILHBIE JJIA CO6H}O,ZI€HI/IH
TEXHUYICECKUE HOPMATHBHBIC IIPABOBBIC AKThI, TCXHHYCCKHEC HOPMAaTHUBHBIC IIPaBOBEIC
aKThl B 00JIaCTH TEXHHYECKOTO HOPMUPOBAHUA W CTaHOapTHU3allAH, JOKYMCHTHI B
00IacTH TEXHHYECKOIr'O HOPDMHUPOBaHUA W CTaHOapTHU3allkiyd, HE ABJIIIOIIUCCA
TCXHUYCCKUMU HOPMAaTUBHBIMH IIPABOBBIMH aKTaMHM, JOKYMCHTAIUA IIPOU3BOJUTEILL
WIA TCXHHYCCKOC 3aJaHu€ 3asiBHUTCIIA Ha METPOJIOTHYECKYIO OKCIEPTHU3Y,
YCTaHaBJINBAOIIHUEC TpC6OBaHI/I$I K THUITY CPE€ACTBa HSMGPCHHﬁ:

PYKOBOACTBO ITOJIB30BATECIIA,

TEXHUYCCKOC 3aJaHHEC 3aABUTCIIA.

Wnentudukarys nporpaMMHOTO 00eCIIeUeH s : TpeIcTaBieHa B Tabuie 4.

Tabmuia 4
WrnenTudukaoHHbIe JaHHBIC 3HayeHue
Howmep Bepcun (upertudukanmonasiid Homep) 110 He HKe V1.0
IIponsBoauTENS:

«DIAGON Kft.», H-1047 Budapest. Baross u. 48-52, Bernrepckas Pecmry6nuka

3aKIIO4eHUEe O COOTBETCTBMM YTBEPXKIEHHOIO THIIA CpEACTBAa M3MEpEeHUH
TpeOOBAaHUAM HOPMATUBHBIX IPABOBBIX aKTOB, B TOM YHCIe OOS3aTEIbHBIM IS
COONIIONEHNS TEeXHWYECKMM HOPMATHBHEIM IIPABOBBIM aKTaM, TEXHHUUECKUM
HOPDMAaTHBHBIM IIPaBOBBIM aKTaM B 00JIaCTH TEXHUYECKOT0 HOPMHPOBAaHUA U
CTaHJapTHU3allMK, [JOKYMEHTaM B OOJacTHM TEXHUYECKOTO HOPMHUPOBAHHS U
CTaHIapTU3AllUU, HE SABJIAIOIIUMCA TEXHUYECKUMUA HOPMAaTHUBHBEIMU IIPABOBBIMU
aKTaMH, JOKYMEHTAlUW IIPOU3BOAUTEN] WIA TEXHUUECKOMY 3aJaHUIO 3asBUTEINS HA
METPOJIOTHYECKYIO DJKCIIEPTU3Yy B OTHOLICHUM EOUHUYHOTO JK3eMIUIsipa THUIa
CpEICTBA HM3MEPEHUN: YTBEPXKAECHHBIM THUI CpENCcTBA H3MEPEHHH «AHAIH3aTOp
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remaronornueckuii aBromaruueckuit Cellagon 3 Ne 300000275» cOOTBETCTBYET
TpeOOBaHUSIM PYKOBOJICTBA IOJIB30BATENS C YISTOM TEXHIUECKOT'O 3aaHuUs 3aBUTEIIS.

Tun cpencrsa U3MepeHUd OTHOCUTCS K KaTeTOPUH:

ITyaxr 6.8 cormacHO IlepedHs kaTeropuil CpeacTB H3MEPEHHH, IPEICTaBIISIOIIIX
COBOKYIIHOCTb CPEICTB U3MEPEHHM ONUHAKOBOTO HAa3HAUEHUs, NMPUMEHSEMBIX IPH
U3MEPEHMIX B cepe 3aKOHOAATETbHOU METPOJIOTHH, SK3EMIUISIPhl YTBEPKICHHOTO
TUIIA KOTOPBIX IIOMJIEKAT TOCYyHapCTBEHHOM ITOBEPKE C YCTAHOBJIEHHOH B HEM
MEPUOAMYHOCTBIO (aHAIU3ATOPBI COCTaBa U CBOMCTB OMOJIOTHISCKUX CPEN).
VYIOTHOMOYEHHOE  IOPUIMYECKOE  JIMLO, IIPOBOAMBIINEE  METPOJIOTHUYECKYIO
SKCIIEPTU3Y B LEJAX YTBEP)KICHUS TUIIA CPEICTBA U3MEPEHUS !

PecnyOnmkanckoe yHuTapHOe mpenmpustue «bpecTckwil IEHTP CTaHIapTHU3AIlWH,
METpOJIOTHH ¥ cepTudukanumy, PecmyOmmka bemapyces, 224001, r. bpecr,
yi. KmxxesaToBa, 10/1, +375 162 580870, csm@csmbrest.by.

[Ipunoxenue: 1. @ororpaduu obiiero Buaa CpeacTBa U3MepeHui Ha 1 gucre.
2. Cxema (pHCYHOK) ¢ yKa3aHUEM MecCTa IJisl HAaHECEHU 3HaKa
IIOBEPKH CPEJICTBA U3MEpEHMH Ha 1 JucTe.

3aMeCTUTENb TUPEKTOPa 10 METPOJIOTUH
PVII «bpecrckuit LICMC» o /4 JI.LA. PyKOBUYHHKOB




ITpunoxenue 1
(obs13atenpHOE)

®ororpaduu 061Iero BUIa CpeICTBA H3IMEPESHUN

2o 03

“fagong

Pucynok 1.1 — ®oTtorpacdus o0IIero BrIa aHAIH3aTOPa TeMaTOIOTHIECKOTO
aBTromatudeckoro Cellagon 3 Ne 300000275

Diagen Kit

A -
H-1C47 Budapest. Baross u. 48-52 HUNGARY @ DlAGON

v diggon.com

Cellagon 3 Hematology Analyzer
Input: DC 24V 4A Power 96 VA  Adapter: ZF120A-2405000
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Pucynox 1.2 — ®otorpadus MapKUPOBKH aHATHU3aTOPa FeMaTOJIOTHIECKOTO
apromaTtraeckoro Cellagon 3 Ne 300000275




ITpunoxxenue 2
(obs3aTenpHOR)

CxeMa (PHCYHOK) C yKa3aHHEM MeCTa JUIsl HAHECEHUS 3HAKa TOBEPKH
‘ CPEICTB U3MEPEHUN

Mecto IJIs1 HAHCCCHH A 3HAKa ITOBCPKHU
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Pucynok 2.1 — Cxema ¢ ykazaHueM MecTa JUisl HAHECEHUS 3HaKa IIOBEPKHU
Ha aHaIu3aTop remartoyiorndeckuii apromaruaeckuit Cellagon 3 Ne 300000275



