T'OCYJIAPCTBEHHBIA KOMUATET JI3APKAVHBI KAMITAT

MO CTAHIAPTH3AIINA TIA CTAHIAPTEI3AIIBII
PECIIYBJIMKH BEJAPYChH PICHYBJIKI BEJAPYChH

CEPTUDOUKAT 3
Ob YTBEPKJIEHHNHU TUITIA CPEACTBA U3MEPEHUU

(:I.B Ne 20732 ot 21 centsbps 2026 r.

Cpoxk neficTBus — 0€CCPOTHO

Hanmenosanue u 0603HaueHNE EAUHUYHOTO SK3EMILIIpa TUIIA CPENICTBA U3MEPEHMIA:
AHau3aTop reMaTosorundecknii apromaTudecknii Cellagon 3

3aBoxckoit Homep: 30000195

[IpouzBoauTEND:
«DIAGON Kft.», Bearpus

Brnanenen cepruduxara 06 yTBEpKACHUH TUTIA CPEIICTBA U3MEPEHUIA:
Yepsenckas LIPB, r. Yepeenb, MuHckas 00.1., Pecmy6iuka Benapych

Meroauka MOBEPKU:
MILBP 0206-2026 «Cucrema obecnedyeHnsi efuHcTBa H3Mepennii Pecny6nuku Besapycs.
AHa/mM3aToOphI reMaTosiorndeckue aproMatuyeckue Cellagon. MeToanka moBepKu»

WnTepBan BpeMeHH MEKIy IOCy IapCTBEHHBIMUY ITOBEpKaMu: 12 Mecses

Tum  cpencTs wM3MepeHHMH YTBEP)KIEH IIOCTAHOBICHHEM | OCYAapCTBEHHOIO KOMMTETA
1o crangaprusanuu PeciryOmuku benapycs ot 21.09.2026 Ne 107.
YTBEPKIAECHHBIN €IMHUYHBIA SK3EMIUISIp TUIIA CPEACTBA U3MEPEHUHN pa3peraeTcs K IPUMEHEHIIO

Ha Teppuropuu PecmyGuuku benapyck B COOTBETCTBUU C IPHIIaraeMBIM OIIMCAHHEM THIIA
CpelCTBAa UBMEPEHUN.

3amecturens [Ipenc N.A Kucnenko

(MHULHATTBI, haMUTHs)




[Tpunoxenue K cepTuduKary
00 yTBEp)KIEHUH THUTIA
CpencTBa U3MEpeHuH

OT 2o Clr 740, 220247 T.
No %pf jg

ONNCAHUE TUIIA CPEJICTBA U3MEPEHUMI

HanmvenoBanue u 0003HaueHNE SAMHUYHOTO 3K3EMIUISIpa THIIA CPEICTBA H3MEPEHHUM:

AnanmzaTop remaTonorudeckuit apromarudeckuit Cellagon 3
HanmMmeHoBaHMe eIMHUYHOTO 3K3EMILISIPA TUIIA CPEICTBA U3MEPEHHH:

AHanu3aTop reMaTolIorMuecKuil aBTOMaTHIECKUAN
O6o3HavyeHNe eIUHUYHOTO 3K3eMILIsIpa Tuma cpencta m3meperuii:Cellagon 3
3aBoackoi Homep: 30000195
Haznauenwue:

AHanmzatop remaronorudeckuii asromarmueckuit Cellagon 3Ne 30000195
(mamee - aHaNM3aTOp) NpeNHA3HAUEH IS W3MEPEHHS CUETHON KOHIICHTpPAIIWH
JIEUKOILIUTOB, SPUTPOIIUTOB, TPOMOOITUTOB U MacCOBOM KOHIIEHTPAIUX TeMOTIO0MHA
B KPOBHU YEJIOBEKa.

Onucanmue:

[TpuHmun nedcTBUS aHalM3aTOpa OCHOBAaH Ha OMNPENeNIeHUH KOJUYeCTBa
NEeNKOIUTOB, SPUTPOLIUTOB, TPOMOOIIUTOB KOHTyKTOMETPHYECKIM METOZ0M. MeTon
OCHOBaH Ha W3MEHEHWHU IIOJHOTO COIIPOTHBICHUS KaTUOPOBOYHOU aIrepTypsI
ITIOMEIIEHHOU B DJIIEKTPOJUT C IOCTOSHHBIM TOKOM, MPOXOJSIIUM MEXAY IBYyMS
anekTposiaMu. [IpoxoxkaeHue KakHIoH KIETKH PErucCTPUPYETCS B BHUE WMITYJIbCa,
aMIUTUTyJa KOTOpPOTO TpomopuuoHanbHa 00BEMY kieTkd. KoHIeHTpanus
reMorjo0rHa ONpPeeNsieTCsl METOJIOM CIIEKTPO(POTOMEPHH.

AHanu3aTtop MMeeT BCTpPOEHHOe mporpamMMHoe obecmedenue (manee - I10),
MCITOJIB3yeMOe I YIPaBIeHUS BHYTPEHHUMH pabOYUMU TIpolleccaMu, 00pabOTKH,
XpaHEeHWsI, UHAUKALUUU U Tiepeiavd pe3ynbratoB usMmepenuit. [10 unentudunmupyercs
ITyTEM BBIBOJA HOMEpA BEPCUM Ha 3KpaH MOHUTOPA, UMEET MpOorpaMMHBIE CPeICcTBa
3aIIATHI OT CTOPOHHETO BMEIIATEIHCTBA.

O6s13aTeNnbHBIE METPOJIOTHYECKHE TpeOOBaHMS: IIPEICTABICHEI B Ta0IHIIe 1.

Tabmuia 1
HammeHoBaHMe XapaKTepPUCTUKH, CTHHUIIA BEIIMUHHEI 3Hauenue

Jnana3oH M3MEpeHH CYETHOW KOHIIEHTPAlWH JEUKOIIUTOB
(WBQO), 10%/mm3

Jomyckaemoe 3Ha4YeHHEe OTHOCHUTEJIBHOTO CpPEIHETO
kBanparudeckoro  otkioHeHuss (OCKO)  pesymnpTaToB 10,0
W3MEPESHUM CUETHOM KOHIIEHTPAIIUM JEUKOIUTOB, %0

ot 1,2 no 24,6




Oxonyanue Ta0IuIsl 1
HauMeHoBaHMe XapaKTePUCTHKH, CIMHUIA BETHIUHBI 3HaueHHue

Jlnarma3zoH uW3MEpeHWi CUETHOM KOHLEHTPALUHU JPUTPOIUTOB
(RBC), 10%/mv?

Jlommyckaemoe 3HAUEHUE OTHOCUTEIIBHOTO CpeIHEro
kBagparndeckoro  otkioHeHus  (OCKO)  pesynbraros 10,0
M3MEPEHHMH CUSTHOM KOHIICHTPAIIUY SPUTPOLIUTOB, Yo
I[I/Iana30H9 thglepeHHH CUYCTHOM KOHIIEHTpAaIlUd TPOMOOIIUTOB o1 37,0 10 671,0
(PLT), 10°/nm

Homyckaemoe 3HAYECHUE OTHOCUTEIBHOTO CpeIHero ;
kBagpatmueckoro  otkioHeHwss  (OCKO)  pe3ynbraToB 10,0
M3MEPEHHUH CUeTHOM KOHIIEHTpalluKu TPOMOOILIUTOB, Yo
JlnamazoH U3MepeHni MacCOBOM KOHIICHTPAIIMU T'eMOTI00MHA
(HGB), r/mm® '

Jlommyckaemoe 3HAUCHUE OTHOCHUTEIBHOTO CpeIHero
kBagparndeckoro  otkioHenus ~ (OCKO)  pe3ynbraroB 10,0
N3MepPEeHNH MacCOBOM KOHIIEHTPAIMH reMoriobuHa, %o

or 1,8 mo 7,1

ot 55,0 mo 216,7

OCHOBHBIE TEXHUYECKHE XapaKTEPUCTHKU U METPOJIOTHUYECKHE XapaKTEPUCTHKH, He
OTHOCSIITHECS] K 00s3aTebHBIM METPOJIOTHIECKUM TPeOOBaHUSAM: TMPECTABICHBI B
Tabmure 2.

Tabmnura 2 ,

HanmeHoBaHMe XapaKTEePUCTUKH, €TUHHUIIA BEIIMYUHBI 3HaueHue
JlnanazoH HaNpsoKeHUs MUTaHU CeTH IepeMeHHoro Toka*, B ot 100 mo 240
HomunanpHas yactoTra nuraromeii cetn™, I’ 50/60
Hanpsoxenre nutanusi TOCTOSTHHOTO TOKa 4
(ot amantepa nutanus)*, B
ITorpebasiemast momHoCTh*, B-A, He Gomnee 150
["aGaputHbie pazmeps! (ILIXI"'xB)* MM, He 6omee 330x390x450
Macca*, xr, He Ooiee 20
VYcnoBust sxcrutyaTartun™:

- IUara30H TeMIIepaTypbl OKpYyKarolero Bo3ayxa, °C ot 15 no 30
- TWaIla30H OTHOCHUTEIBHOMN BIIGXKHOCTH OKPY KAIOIIErO ot 30 mo 85
BO3IyXa, %

* CormacHo PYKOBOACTBY  IIONB30BATEIA, Inpyu  NOpOBEACHHUU  METPOI OrHYeCKOU IKCIICPTUSEI
XAPAKTCPUCTHUKA HEC IOATBCPKAAIACE.




KoMmmnekTHOCTh: peacTaBiieHa B TabuIE 3.

Tabmuma 3
HanmenoBanue KomuygecTBo
ABanm3aTop reMaToJorHuecKuit apromatwueckmii Cellagon 3
Ne 30000195 L.
PyxoBojicTBO MONIB30BATEIS 15K3.

MecTo HaHeceHHs 3HaKa YTBEP)KICHWs THIIA CPEICTBA H3MEPEHUI: Ha TUTYIHHOM
JIUCTE PYKOBOJICTBA IOJIb30BATEIIS.

IloBepka ocymecTBisiercs B coorBeTcTBUH ¢ MILBP 0206-2026 «Cucrema
oOecrieueHus] eNUHCTBA H3MepeHwWi PecnyOmuky bemapych.  AHamM3aToOpE!
remarojiorndeckue apromarnueckue Cellagon. Meroauka moBepKm.

Ceenmenus o Meromukax (MeTomax) M3MEPEHHH: METOIUKH (METOMBI) M3MEpPEHHH,
[IpUMEHSAEMBIE COBMECTHO CO CPEACTBOM H3MEpPEeHUH, I[POU3BOIUTENIEM He
YCTaHOBIICHEL.

HopMmaTvBHBEIE IIpaBOBBIE akThl, B TOM 4HCJIE OOS3aTENBHBIC I COOJFONECHUS
TEXHUYECKHE HOPMaTUBHBIE IIPABOBBIE aKThl, TEXHUYECKHE HOPMATHUBHBIEC ITPABOBBIC
aKTBl B 00JAaCTH TEXHHUYECKOI'O HOPMHUPOBAHUS M CTAaHAAPTH3AIMH, JTOKYMEHTH B
O0JNIaCTH TEXHWYECKOTO0 HOPMHPOBAHUS U CTAHIAPTH3AIlUH, HE SBJISFOIIHACCS
TEXHUYECKHMH HOPMaTUBHBIMU IIPABOBBIMU aKTaMH, JOKYMEHTALWS IPOU3BOIUTEILI
UM TEXHUYECKOE 3aJaHAE 3asBUTEISI Ha METPOJIOTHUECKYIO JKCIEpPTH3Y,
yCTaHaBIUBArOIIMe TpeOOBaHUS K TUILY CPEICTBA U3MEPEHUH:

PYKOBOJACTBO I10JIB30BATES;

TEXHUYECKOE 3a/laHUE 3aIBUTEIIS.

WnenTrdukanus nporpaMMHOTO 00eCIIeueHH s : IIpeicTaBieHa B TabuIie 4.

Tabmura 4
WNnenTuduKamoHHbIe JaHHBIE JHayeHue
Howmep Bepcuu (unenTudukanmoHHs Homep) I10 He Huxe V1.0
IIpousBoguTeEN®:

«DIAGON Kft.», H-1047 Budapest. Baross u. 48-52, Benrepckas Pecy6inka

3aKIIOYEHHEe O COOTBETCTBHH YTBEPXKIACHHOTO THIIA CPEACTBA H3MEPEHHUI
TpeOOBaHUAM HOPMATHUBHBIX IPaBOBEIX aKTOB, B TOM YHCJIEe OOS3aTElIbHBIM IS
COOJIFOJIEHHsI TEXHUYECKHM HOPMATHBHBIM TIIPABOBBIM aKTaM, TEXHHYECKUM
HOPDMATHBHEIM IIPAaBOBBIM aKTaM B OOJIACTH TEXHUYECKOTO HOPMHPOBAaHUS H
CTaHIapTU3alliH, JOKyMEHTaM B OOJaCTH TEXHUYECKOr0 HOPMHUPOBAHMUS U
CTaHIAPTU3AIMH, HE SABJIAIOIIMMCS TEXHUYECKUMU HOPMATUBHBIMHU IIPAaBOBBIMU
aKTaM¥, JOKyMEHTAI[UU IIPOU3BOJUTENS UM TEXHUUECKOMY 3aJaHUI0 3asBUTENS Ha
METPOJIOTUYECKYIO 3KCIIEPTU3Y B OTHOIIEHWH EIWHWUYHOIO SK3eMIUIipa THIla
CpEICTBA M3MEPEHUH: YTBEP)KIEHHBIM THUII CpENCcTBa H3MEPEHHWH «AHAIH3aTOP

3



remarojiornyeckuii aBromarmdeckuif Cellagon 3 No 30000195» coorBeTCTBYET
TpeOOBaHKAM PYyKOBOZCTBA IIOJIB30BATENS C YIETOM TEXHUUECKOTO 3a0aHts 3aIBUTEII.

TwIr cpencTBa U3MEPEHNUH OTHOCUTCS K KATETOPHH:

ITynkr 6.8 cormacHo Ilepeuns xareropuil CpefCcTB HW3MEPEHHM, IPENCTaBIISIOIINX
COBOKYITHOCTh CPEIICTB M3MEPEHHH OAWHAKOBOTO Ha3HAUCHHWS, MPUMEHSEMBIX IIPH
H3MEPEHUAX B Cepe 3aKOHOMATSNIBHOW METPOJIOTHH, SK3EMILISPEI YTBEPKIEHHOTIO
THIIA KOTOPBIX IIOJUIEKAT TOCYNapCTBEHHOM ITOBEPKE C YCTAHOBIEHHOW B HEM
IEPUOAMYHOCTBIO (aHATIM3ATOPhI COCTaBa U CBOHCTB OHOIOTHYECKUX CPEN).
VIIOMHOMOYEHHOE  IOPUAMYECKOE  JIMIO, IPOBOAMBIIEE  METPOJOIMUYECKYIO
SKCIIEPTHU3Y B LEJIX YTBEP)KISHHS THIIA CPENICTBA H3MEPEHUS:

PecnyGiikanckoe yHWTapHOe Npennpustue «BpecTCKuit IEHTP CTaHIapTU3ALUH,
METPOJIOTHH M cepTudukanum», Pecmybnuka Bemapycs, 224001, r. Bpecrt, yu.
Kmxeparosa, 10/1, +375 162 580870, csm@csmbrest.by.

ITpunoxenue: 1.@ororpaduu obuiero Buma CpencTBa U3MepeHuit Ha 1 ucTe.
2.Cxema (pUCYHOK) C yKa3aHUEM MecTa I HaHeCEHHUs 3HaKa
IIOBEPKH CPEICTBA M3MEpeHuH Ha 1 ucTe.

3aMeCTUTENb JUPEKTOpa M0 METPOJIOTHH
PVII «bpecrckuii [ICMC» /a JILA. PyKOBUYHUKOB




[Tpunoxenue 1
(oOs3aTenpHOE)

®otorpaduu obiiero Buaa cpefcTBa U3MEPEHUI
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Pucynok 1.1 — @ortorpadus o0Iiero Bujia aHaIU3aTopa TeMaTOIOTHYECKOTO
apromatuaeckoro Cellagon 3 Ne 30000195

Oiagen XAt e -
H-‘%A’; Sudapest Baross u 48-82 RUNGARY ‘%’ DJAGON

www diagon com

Cellagon 3 Hematology Analyzer

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

(01) 089279500031 2D 2022’0323r
(11) 220323 [N] 30000195
(21) 30000185 ReF g-Cell3

NZ B €

Pucynok 1.2 — @oTtorpadus MapKHPOBKY aHAIM3ATOPA TeMaTOJIOTUIECKOTO
aBroMatrdeckoro Cellagon 3 Ne 30000195




[Tpunoxenue 2
(oOs3aTenbHOE)

CxeMa (pHUCyHOK) C yKa3aHHEM MecTa [l HAaHECEHUS 3HaKa IIOBEPKHU
CPEICTB U3MEPEHUMI

MecTto AJIs1 HAHECCHM 3HaKa ITIOBEPKU

Pucynok 2.1 — CxeMa ¢ yka3zaHHeM MecTa Ui HaHeCeHUs 3HaKa IIOBEPKU
Ha aHAJIM3aTop remarojorundeckui apromarudeckuii Cellagon 3 Ne 30000195



