I'OCYJIAPCTBEHHBIA KOMUATET JI3APKAVHBI KAMITOT

IO CTAHJAPTU3AIINNA ITA CTAHIAPTBI3AIBII
PECITYBJIMKH BEJIAPYCh P3CITYBJIIKI BEJIAPYChH

CEPTHOUKAT .
Ob YTBEPKJIEHNU TUIIA CPEACTBA U3BMEPEHHUUA

Ne 20742 ot 21 cenTabps 2026 .

Cpoxk neficTBus — 0€CCPOTHO

Haunmenosanue u 0003Ha9eHNE €IUHUYHOTO HK3EMILISIPA THUTIA CPEICTBA U3MEPEHMIA:
Anaju3aTop remaTtoJioruyeckuii aromatudeckuii Cellagon 3

3aBoxckoit Homep: 30000174

IIpou3BOAUTENE:
«DIAGON Kft.», Benrpus

Bragenen ceprudukara o6 yTBEp)KICHUN TUIIA CPEICTBA U3MEPEHUIA:
Yupexnenue 3apasooxpanenus «Buredckuit OJJCM», r. Bute6ek, Pecny6iamka Beaapychs

Metoarka IoBEpKHU:
MILBP 0206-2026 «Cucrema obecrniedeHHsi eqMHCTBA H3MepeHuii Pecny6aukn Benapyce.
AHau3aTophl remMatoJoraieckne asromatnueckue Cellagon. MeToauka moBepKm»

WurepBain BpeMEHN MEXITY TOCY JapCTBEHHBIMY ITOBEPKaMu: 12 MecsieB

Tum  cpemcte wu3MepeHMH YTBEPXKIEH IIOCTAHOBIEHHWEM | OCYJapcTBEHHOTO KOMHTETa
1o crangapTusaiuu PeciryOnuku bemapycs ot 21.09.2026 Ne 107.
YTBEP)KICHHBIA €MHUYHBINA SK3EMIIIAD THIIA CPEICTBA U3MEPEHUI paspelIaeTca K IPUMEHSHHIO

Ha Tepputopun PecryOmuku bemapych B COOTBETCTBMH C IPUIAraeMbIM OIMCAHHUEM THIIA
CpEeICTBa U3MEPEHU.
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[Ipunoxenne K cepTudUKATY
00 yTBEp)KIIEHUHU THIIa
CpeICcTBa U3MEPECHUH

OT peerittme 2025 T.
Ne 205727

OIMMCAHUE THUIIA CPEACTBA WU3MEPEHUM

HanmMeHoBaHHWe ¥ 0003HAUCHHUE SIUMHAYHOTO SK3EMIUISIpa TUIA CPEeICTBA U3MEPEHUN:

Amnanuzarop remaronorudeckuii apromarudeckuit Cellagon 3
HanMeHOBaHHE eTUHUYHOTO SK3EMILISIPA TUIIA CPEICTBA U3MEPEHUM:

AHaM3aTop reMaToJIOrMuecKuil aBTOMaTUIECKAN
O6o03HadyeHre eTUHIIHOTO 3K3eMIUIsIpa Tuma cpenctsa usmepenuit: Cellagon 3
3aBojckoit Homep: 30000174
Haznauenue:

Amnanuzatop remaronorudeckuii apromarmueckuii Cellagon 3 Ne 30000174
(mamee - aHanM3aTOp) TpeNHA3HAYEeH J[UISI W3MEpPEHUs CUETHOM KOHIIEHTpalUd
JIEMKOIIMUTOB, SPUTPOITUTOB, TPOMOOIIUTOB ¥ MacCOBOM KOHIIEHTpAIMA reMOTIo0nHa
B KPOBHU YEJIOBEKA.

Onucanue:

[MpuHUMN [OelCTBUS aHalu3aTopa OCHOBaH Ha OINPEIeIeHHH KOJIudecTBa
JIEHKOITUTOB, SPUTPOIMTOB, TPOMOOIIUTOB KOHITYKTOMETPHUUECKAM METOZ0M. MeTox
OCHOBaH Ha W3MEHEHWW TIOJHOTO COIPOTHUBICHUS KaTUOPOBOYHOM amepTypsl
ITOMEIIIEHHON B JJIGKTPOJIUT C TIOCTOSHHBIM TOKOM, MPOXOISIIUM MEXAY ABYyMS
3IeKTpoaMy. IIpoXOXkIeHHe KaKIOM KIETKH DPETMCTPUPYETCS B BHJE HMMITYJIbCA,
aMIUTATYJla KOTOpPOTO TMpONOpLMOHabHA 00BEéMy  kieTku. KoHIeHTparus
TeMOTJIO0MHA OTIPEJIENSIETCSI METOJIOM CIIEKTPO(POTOMEPHH.

AHanuzatop MMeeT BCTPOCHHOe IporpamMMHoe obecmeuenue (mamee - 110),
HCIIONB3yeMoe I YIIPaBlIeHUs] BHYTPEHHUMU pabOdMMM Ipolleccamu, o0paboTKH,
XpaHeHWs, MHAUKALUY U Tiepefadd pe3yabTaToB m3Mmepenuit. [10 naenTuduImpyeTcs
IIyTEM BBIBOJA HOMEpPa BEPCHH HA SKpaH MOHHTOpPA, HUMEET IIPOrpaMMHBIE CpEeICcTBa
3aIUTHI OT CTOPOHHETO BMEIIATEIIHCTRA.

OO0s3aTenbHbIEe METPOJIOTHYECKUe TPeOOBaHUS: MPEICTABICHBI B Ta0IuUIE 1.

Tab6muma 1

HaumenoBanue XapaKTCPUCTUKK, CAWHUIa BEJITNIHUHEI 3HayeHne

Jyana3zoH U3MEpeHUN CYETHOM KOHIEHTpalluy JIEUKOIIUTOB
(WBCQ), 10%/mm°

JomyckaemMoe  3HQU€HHWE  OTHOCHUTENIBHOTO  CPEIHETO
kBagpatudeckoro  otrkioHeHus (OCKO)  pesynbpraToB 10,0
M3MEPEHUM CUETHOM KOHIIEHTPAIUHU JEHKOIMUTOB, Yo

ot 1,2 no 24,6




Oxonuagye TaOIAIE! 1
HanmMmenoBaHue XapaKTEpUCTUKU, SIUHULIA BETUINHBI 3HaueHue

JlnamazoH HU3MepeHUH CYeTHOW KOHIIEHTPAIlMU SPUTPOLIUTOB
(RBC), 10'%/m?

Jlommyckaemoe ~ 3Ha4YeHUE OTHOCUTETEHOTO CpeIlHeTro
kBagpatudeckoro  orkioHeHus  (OCKO)  pesyneraToB 10,0
M3MEPEHHI CUeTHOM KOHIICHTPAIUKU SPUTPOLIUTOB, Yo
Jluamna3oH W3MEPEHWH CUETHOM KOHLIEHTPALUKW TPOMOOILMTOB
(PLT), 10%/mm°

JlommyckaemMoe ~ 3HauYeHUE OTHOCHUTEIIEHOTO CpeIHero
kBagpatudeckoro  otioHeHus  (OCKO)  pesynpraToB 10,0
M3MEPEHU N CUeTHOM KOHIIEHTPallMi TPOMOOIIUTOB, %o
Jlnana3oH W3MepeHu MacCOBOM KOHIIEHTPAIUU T'eMOTJI00MHa
(HGB), r/mv®

Jlormyckaemoe ~ 3Ha4YeHUE OTHOCUTETBEHOTO CpeIIHEeTO
kBagpatndeckoro  otkinoHeHus — (OCKO)  pesynbraroB 10,0
HM3MEPEHHI MacCOBOM KOHIIEHTpAIIMU remMorioduHa, %

or 1,8 mo 7,1

ot 37,0 mo 671,0

ot 55,0 no 216,7

OCHOBHBIE TEXHHYECKHE XAPaKTEPUCTHKHA W METPOJOTHIECKUE XapaKTEPHUCTUKH, HE
OTHOCSIIHECS K 00s3aTebHBIM METPOJIOTHYSCKUM TPEeOOBAHUSIM: TMPENCTaBICHH B
Tabue 2.

Tabmnura 2
HamMeHOBaHHE XapaKTESPUCTHKH, CAUHUIIA BEIMUUHBI 3HayeHne

Jluana3oH HanpsDKEHUS MUTaHUS CETH MepeMeHHoro Toka*, B ot 100 mo 240
HomuHanbHas yacToTa nuraromeii cetn™, I’ 50/60
Hamnpspxenne nuTaHus MOCTOSHHOTO TOKa 24
(ot amantepa nutanus)*, B
[Totpebnsemas momHuocTh*, B-A, He Gomnee 150
I"abaputsslie pazmepsl (IIIXI'xB)*, mM, He Oosee 330x390x450
Macca*, xr, He OoJree 20
VYcnoBus dKCILTy aTaruu™;

- IAarna30H TeMIIepaTyphbl OKPYKAFOIIEro Bo3ayxa, °C ot 15 mo 30

- IAarna30H OTHOCUTENIEHON BIaXXHOCTH OKPY KaIOIIEro ot 30 o 85
BO3IyXa, %0

* CoryacHO pYKOBOACTBY  IIONB30BATENs, IIPH IPOBEJACHUH METPONOTMYECKONH  SKCIIEPTHU3BI
XapaKTepUCTHKA He TTOATBEPIKIATACh.




KoMIunekTHOCTh: IpeAcTaBieHa B TabIuIle 3.

Tabmmma 3
HaumeHnoBanue KonruectBo
AHanuzaTop remMaroyiormueckuii aBTomarwdeckuit Cellagon 3
Ne 30000174 .
PykoBoncTBO mome3oBatens 13K3.

MecTo HaHeceHMs 3HaKa YTBEPXKIEHHS THIA CPEICTBA W3MEPEHHI: Ha TUTYIHHOM
JIUCTE PYKOBOZCTBA IIOJIB30BATETIS.

IloBepka ocymectBiasercs B cooTBercTBuu ¢ MILBP 0206-2026 «Cucrema
obecrieueHuss €AMHCTBa HU3MepeHWi PecmyOmmku bemapyck.  AHamM3aTOpEI
reMmaroJyiornueckue asromatudeckue Cellagon. Meronuka moBepKum».

Ceenmenust o MeToaukax (MeTOIax) M3MEPEHUH: METONUKH (METOAbl) HU3MEPEHUH,
IPUMEHSEMBIE COBMECTHO CO CPEICTBOM HM3MEPCHHM, IIPOU3BOIAUTENIEM HE
YCTaHOBJICHBEL.

HopmaTuBHBIE IpaBOBbIE akTBl, B TOM YHCJIE OOs3aTeNbHBIE ML COOIIONEHUS
TEXHWYECKHE HOPMAaTHBHBIE TIPABOBBIE aKThl, TEXHUUECKAE HOPMATHUBHbBIE IIPABOBBIE
aKTBl B 00JIaCTH TEXHHUYECKOTO HOPMHUPOBAHHUS WM CTaHAApTHU3ALUH, JTOKYMEHTHI B
00JIaCTH TEXHWYECKOTO HOPMHPOBAaHUS W CTaHAAPTH3AIWH, HE SBIIAIOLIHECS
TEXHUYECKUMU HOPMATHUBHBIMU MPABOBBIMU aKTaMU, JOKYMEHTALUS IIPOU3BOIUTEIS
WIA TEXHUYECKOEe 3aJlaHue 3asBUTENSI Ha METPOJOTHUYECKYI0 JKCIEPTU3Y,
yCTaHaBIIUBarOIIKe TpeOOBaHUS K THUITY CPEICTBa U3MEPEHUH:

PYKOBOJICTBO TIOJIb30BATEJI;

TEXHUYECKOE 3aJlaHre 3asBUTEIIS.

UnerTtuduxariys mporpaMMHOro o0ecleueH s : MpeICTaBlIeHa B Taduiie 4.

Tabmuma 4
W neHTHQUKaIMOHHbIE TaHHbBIC 3HaueHHe
Howmep Bepcun (upentudukanuonssid Homep) 110 He Hrke V1.0
IIponsBonuTens:

«DIAGON Kft.», H-1047 Budapest. Baross u. 48-52, Benrepckas Pecmy6irka

3aKIIOYeHWEe O COOTBETCTBHHM YTBEPKIEHHOTO THIIA CPEACTBA H3MEPEHUU
TpeOOBaHUSIM HOPMATUBHBIX IIPABOBBIX aKTOB, B TOM 4HCJe O0s3aTEIbHBIM I
COONIONEHUsI TEXHUYECKMM HOPMATHUBHBIM IIPABOBBIM  aKTaM, TEXHUYECKUM
HOpPMATHBHBIM IIPAaBOBEIM aKTaM B O00OJIaCTM TEXHWYECKOTO HOPMHUPOBAHUS H
CTaHIApTHU3allMHM, JOKYMEHTaM B OOJacTH TEXHUYECKOTO HOPMHPOBAHHI U
CTaHJApTU3alNU, HE SBJISIIONIMMCS TEXHHUYECKUMHA HOPMATHBHBIMHU IPaBOBBIMU
aKTaMH, TOKyMEHTAIMU IIPOU3BOIUTENS WM TEXHUYECKOMY 3aJaHUIO 3asBHUTEN Ha
METPOJIOTUYECKYIO 3KCIIEPTU3Y B OTHOLIEHUM EIUHWUYHOIO JSK3EeMIULIpa THUIlA
CpEeICTBa HM3MEPEHMU: YTBEPXKICHHBIM THUI CpPEICTBAa H3MEPEHUN «AHAIU3aTop
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remaroyiornueckuii aromarnueckuii Cellagon 3 Ne 30000174» cooTBeTCTByeT
TpeOOBaHUSM PYKOBOJCTBA ITOJIb30BATENS C YIETOM TEXHHUECKOI'O 3aJaHuUs 3aIBUTENIS.

Twr cpencrsa U3MepeHnit OTHOCUTCS K KaT€TOPHH:

ITynxr 6.8 corymacHo IlepeuHst xaTeropuil CpeICTB H3MEPEHHM, MPEICTABIISIONIIX
COBOKYIHOCTh CPEACTB U3MEPEHUN ONUWHAKOBOIO HA3HAYECHUS, MPUMEHSIEMBIX MpHU
U3MEPEHUIX B cepe 3aKOHONATEIFHOW METPOJIOTHH, SK3EMIUISPHI YTBEPIKICHHOIO
THIIAa KOTOPBEIX IIOMJIEXKAT TOCYHAApCTBEHHOM IIOBEpPKE C YCTAHOBIEHHONH B HeEM
NEPHOANYHOCTBIO (aHATIM3ATOPhI COCTaBa U CBONCTB OMOIOTHYECKHX CPEL).
VYIOIHOMOYEHHOE  IOPHUAMYECKOE  JIMIO, MPOBOAUWBINEE  METPOJIOTHYECKYIO
9KCIIEPTU3Y B LIEJISIX YTBEPXKACHUS TUIA CPEICTBA U3MEPEHUS

PecryOnmkaHckoe YHUTapHOE MpeAanpusathe «BpecTCKuii IEeHTp CTaHIapTH3allHH,
METPOJIOTUM M cepTudukamum», Pecmybmuka bemapycs, 224001, r. bpect, yi.
Kmxepatosa, 10/1, +375 162 580870, csm@csmbrest.by.

IIpunoxxenue: 1.@ororpaduu obIero Buma cpencTra U3MepeHuil Ha 1 JHcTe.
2.Cxema (pUCYHOK) C yKa3aHHEM MecTa JJIs HaHeCEHUs 3HaKa
[IOBEPKU CPELICTBA U3MEpEeHHH Ha 1 jucre.

3aMeCTUTENb TUPEKTOpa IO METPOJIOTHH /
PVII «bpecrckuit LICMC» 17 JILA. PyKOBUYHHUKOB
/




IIpunoxenwne 1
(oGs3aTenpHOE)

dotorpadun 06111eTO BUA CPEICTBA H3MEPEHUM
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Pucynok 1.1 — ®otorpadus obiiero Buga aHanmuzaTopa reMaToJIOrHIecKoro
apromatuueckoro Cellagon 3 Ne 30000174

Diagen <ft e "
M H-‘é;f Budapest, Baross u 48-52 RUNGARY %’ DlAGON

wwvw.diagon com

Cellagon 3 Hematology Analyzer

Input: DC 24V 4A Power 96 VA  Adapter: ZF120A-2405000
(01) 05992795000318 (] 20220323
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. (11) 220323 [sN] 30000174
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Pucynok 1.2 — ®ororpadurs MapKupoOBKY aHAIH3aTOPa TeMaTONOTHIECKOrO
aBTomatudeckoro Cellagon 3 Ne 30000174




[Ipunoxenue 2
(obs3atenpHOE)

Cxema (pHCYHOK) ¢ yKa3aHUEM MecTa sl HAaHECEHUS 3HaKa ITOBEPKHU
CPELCTB U3MEPEHUU

Mecto I HAHCCCHU A 3HAaKa IIOBEPKHU
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“Hegong

Pucynok 2.1 — Cxema ¢ ykazaHueM MecTa Jisi HaHeCeHUS 3HaKa TTOBEPKHU
Ha aHAJIM3aTop remarojorundeckui apromarudeckuii Cellagon 3 Ne 30000174



