T'OCYJAPCTBEHHBIII KOMUTET I3SIPIKA VHBI KAMITAT
10 CTAHJAPTA3ALINNA TIA CTAHIAPTBHI3AIIBIT
PECIHYBJMKHI BEJAPYCH POCITYBJIKI BEJAPYCH

CEPTUOUKAT 5
Ob YTBEPKJIEHUU TUIIA CPEACTBA UBSMEPEHUU

Ne 20719 ot 21 cenTabps 2026 .

Cpoxk nefictBus — O€CCPOTHO

Hanmenopanue 1 0603Ha4€HNE eIUHUYHOTO SK3EMILIIPa TUTIA CPEICTBA U3MEPEHUI:
AnanusaTop remarosiorudeckuii apromatudeckuii Cellagon 3

3aBozackoi Homep: 30000194

IIpousBoauTENE:
«DIAGON Kft.», Benrpus

Brnanenen ceprudukara 06 yTBEpKASHUH TUIIA CPEIICTBA U3MEPEHHUIA:
Mouoneunenckas IIPB, r. Moaoneuno, Munckas 06.1., Pecny6anka Berapycn

Meroauka MoBEpKU:
MILBP 0206-2026 «Cucrema obecredeHHsl elHHCTBA u3Mepenuit PecnyGiuku Benapycs.
AHaIM3aTOPBI remMaTo/Iornyeckne asTomatndeckue Cellagon. MeToauka noBepKu»

Wurepsan BpeMeH: MEXIy FOCY JapCTBEHHBIMU TIOBEpKaMu: 12 Mecsines

Tun  cpemcTs  w3MepeHMiI yTBEpXKIOEH IIOCTAHOBIEHHEM [ OCYIapCTBEHHOIO KOMMTETA
o crangapTusannu Pecirybnuku benapycs ot 21.09.2026 Ne 107.
YTBEPXKIECHHBIN €IMHUUHEIA SK3eMIULIP THIA CPEACTBA U3MEPEHUH Pa3peInaeTcs K IPUMEHEHHIO

Ha Teppuropuun PecyOnuku B COOTBETCTBUHM C IPWIATa€MBIM OIIMCAHUEM THIIA
X,
Cpe/ICTBA U3MEPEHMUIA.

3amecturens [Ipencen N.A Kucnenko

(vHMLMATE, haMuITHs)



[Tpunoxenue k ceptudukary
00 yTBEpKIECHUU THUIIa
CpelcTBa UBMEPEHUM

OTS LpresiefaR04LT.
Ne 2%/

OIMCAHUE THUIIA CPEJICTBA U3MEPEHUM

HaumeHoBaHKe U 0003HAYEHNE €AMHUIHOIO SK3EMIUIAPA THIIA CPEICTBA H3MEPEHMIA:

AnanmzaTop remaTojorudeckuii apromarudeckuit Cellagon 3
HaumeHoBaHME € IMHUYHOTO 3K3EMIUISAPA TUTIA CPELICTBA U3MEPEHUIM:

AHanuzaTop reMaToIorHuecKruii aBTOMaTUIECKUN
O603HaveHne eIUHUYHOTO K3eMITIsIpa TUTa cpeacTBa m3mepennit: Cellagon 3
3aBozackoi Homep: 30000194
Haznayenue:

Amnanuzatop remaronormdeckuii aBromarmdeckmit Cellagon 3 Ne 30000194
(mayee - aHanmM3aTOp) IpeAHA3HAUYEH [JII W3MEPEHHUS CUETHOW KOHIIEHTpaIluu
JIEMKOIIMTOB, SPUTPOITUTOB, TPOMOOIIUTOB M MacCOBOM KOHIIGHTPAIMK IeMOTI00uHa
B KPOBHU YEJIOBEKA.

Onucanmue:

[lpuHuun neficTBUS aHalW3aTOpa OCHOBAaH Ha OMNPENEIeHUM KOJIUYEeCTBa
JIEHKOIIUTOB, SPUTPOIIUTOB, TPOMOOLIUTOB KOHIYKTOMETPUIECKUM METOIoM. MeTtox
OCHOBaH Ha W3MEHEHWW IIOJHOTO COIPOTHUBICHUS KaTUOPOBOYHOM amepTypsl
TTOMEIIIEHHOW B BJEKTPOJIUT C IOCTOSHHBIM TOKOM, MPOXOMSINAM MEXIY ABYMS
anekTpomaMu. IIpoxoxaeHne KakIoW KIETKU PErucTpUpyeTcs B BUIE HMILYJIbCa,
aMIUIATyJa KOTOPOro TpOIopIlMoHalbHa 00BEMY kieTkd. KoHIeHTpanus
reMorio0rHa OTpeeNsieTCsl METOIOM CIIEKTPO(OTOMEPHUH.

AHanu3aTop MMeeT BCTPOSHHOE mIporpamMMHoe obecmeueHue (maiee - 110),
HCITIOJIB3yeMoe IS YTIPaBIeHUsS BHYTPEHHUMHU padoduMu Ipolieccamu, o0paboTKH,
XpaHeHWs, HHAWKAIAY U Tepefadn pe3yibraToB m3mepenuit. [10 naenTHuhUIIIpYETCS
IMyTeM BBIBOJa HOMEpa BEPCUM Ha 3KpaH MOHHMTOpPA, UMEET NPOrpaMMHBIE CPELCTBa
3aIUTHI OT CTOPOHHET0 BMEIIATEIhCTBA.

O0s3aTeTbHBIE METPOJIOTHYECKHUE TPeOOBaHUS: MPEICTaBIeHBI B Ta0IuUIlE 1.

Tabnumna 1
HaunmeHoBaHHe XapaKTEePUCTHUKH, €THHUIIA BEITUUUHBI 3Hayenue

Jnama3zoH M3MEpeHUUW CYETHOM KOHLIEHTPALUU JIEUKOLIUTOB
(WBCQ), 10%/mm

JomyckaeMoe ~ 3Ha4eHUWE  OTHOCHTENBHOIO  CPEIHEro
kBagparudeckoro  otkioHeHuss (OCKO)  pesynbratos 10,0
HU3MEPEeHUM CUeTHOW KOHIIGHTPALMHU JEHKOIUTOB, Yo

ot 1,2 o 24,6




Oxonuanue Tadmune! 1
HanmMmenoBaHre XapaKTEPUCTHKH, STUHUTA BETUIHHBI 3nagenue

Jluarma3oH HU3MEpeHWH CYeTHON KOHILIEHTPAIMH 3PUTPOIUTOB
(RBC), 10'%/mv®

JlomyckaeMoe  3HAYEHUE OTHOCHUTEITFHOTO CpelHero
kBagpatudeckoro  otkioHeHus  (OCKO)  pesynpraToB 10,0
U3MEpPEHUH CUeTHON KOHIICHTPAIIMH SPUTPOIUTOB, %0
JlnanazoH W3MEPEHHH CYETHOW KOHILIEHTPAIMH TPOMOOLUTOB
(PLT), 10°/ 1

JlommyckaemMoe ~ 3Ha4YeHUE OTHOCHTENEHOTO CpemHero
kBagpatmdeckoro  otkiloHeHus ~ (OCKO)  pesymnbraToB 10,0
U3MEPEHHUH CUETHON KOHIIEHTPALIMUA TPOMOOIIUTOB, Yo
Jluarma3oH W3MepeHui MacCOBOM KOHIIEHTPAIUH IeMOrIo0nHa
(HGB), r/mm*

Jlomyckaemoe ~ 3HAYEHHE OTHOCHTEIEHOTO CpeIHEero
kBagpatudeckoro  otkinoHeHwss (OCKO)  pe3ynbraToB 10,0
HM3MEPEHHI MacCOBOM KOHIIEHTpAIIUU remMorioduHa, %

or 1,8 no 7,1

ot 37,0 mo 671,0

ot 55,0 mo 216,7

OCHOBHEBIE TEXHHYECKHE XapaKTEPUCTUKUA W METPOJOTHUYECKHE XapaKTepUCTUKH, He
OTHOCAIIHECS K 00s3aTEIbHBIM METPOJOTUYECKAM TpeOOBaHUAM: IIPEICTABICHB B
Tabuie 2.

Tabnuua 2
HamMeHoBaHMe XapakTEPUCTHUKH, €AMHULIA BEIHUYUHBI 3HaveHne

Jluara3oH HaIpsDKEHUS MUTAaHUS CeTH IepeMeHHoro Toka™, B ot 100 mo 240
HomunanpHas yactora nutaromei cetu™®, I'n 50/60
Hampsi>xeHre MUTaHUs TOCTOSHHOTO TOKa 24
(ot aganTepa nutanus)*, B
[ToTpebnsemas MmorHOCTR™, B-A, He 6omee 150
I"abaputabie pazmepsl (I1IXI"'xB)*, mm, He Oonee 330x390x450
Macca*, kr, He Oojee 20
VYcnoBus sKcmuTyaTarm ™ :

- IMaTia3oH TeMIIepaTyphl OKpy KaroIlero Bo3ayxa, °C ot 15 mo 30

- IAAara30H OTHOCUTENILHOM BIAXKHOCTH OKPY KAFOLIEro ot 30 mo 85
BO3/IyXa, %0 |

* CoracHo PYKOBOIACTBY IMOJIB30BATECIIA, IIpu  HOPOBECOACHHUHM  METPOIT OTHYECKOH OKCIIEPTU3BI
XAapaKTCPUCTHUKA HC TIOATBEPKAAIACH.




KoMIUIeKTHOCTh: NIpeicTaBicHa B TabIuUIE 3.

Tabmuma 3
HammenoBanue KonmgectBo
Amnanusarop remaronoruyeckuii asTomarmueckmit Cellagon 3
Ne 30000194 Lo,
PyxoBoncTBo nonb3oBatens 13k3.

MecTo HaHeceHUs 3HaKa YTBEpPXKACHUS THUIIA CPENICTBA M3MEpPEHUH: Ha THUTYIHHOM
JIUCTE PYKOBOJICTBA ITOJIE30BATEIIA.

IloBepka ocymecTBisiercs B cooTBerctBuE ¢ MILBP 0206-2026 «Cucrema
obecriedeHust enuHCTBA U3MepeHuit PecmyOmuku  bemapych.  AHamu3aToOphI
remarosiornueckue apromarudeckue Cellagon. Metomuka ITOBEPKI».

CeneHns 0 MeTOOMKax (METOMaxX) M3MEpPEHHH: METONWKH (METOMIbI) W3MEpEeHUH,
[IPUMEHSAEMBIE COBMECTHO CO CpPEICTBOM HU3MEPEHHH, IPOU3BOIUTEIEM HE
YCTaHOBIICHBL.

HopMaTuBHBIE INIpaBOBBIE AKTHI, B TOM 4YHCIE OO0s3aTeNbHbIE IS COONIONECHUA
TEXHUYECKHE HOPMATHBHBIE TIPABOBBIE aKThl, TEXHUUECKHE HOPMATHUBHBIE IIPABOBEIE
aKTEl B OOJIACTH TEXHWYECKOI'O HOPMHUPOBAHUS M CTaHAApTHU3AllMM, JOKYMEHTHI B
00JIaCTH TEXHHYECKOIO0 HOPMHUPOBAHHS W CTaHOAPTH3AIW{, HE SBILTIOIIAECH
TEXHUYECKMMH HOPMAaTHUBHBIMU IIPaBOBBIMU aKTaMH, JOKYMEHTAIUS MTPOU3BOIUTEIIS
WIM TEXHUYECKOE 3aJlaHrhe 3asBUTENS Ha METPOJIOTHYECKYIO0 OKCIEPTHU3Y,
YCTaHAaBIIMBAIOIIKE TpeOOBaHUS K TUITY CPEICTBA U3MEPEHUH:

PYKOBOJICTBO IIOJTE30BATEIIS;

TEXHUYECKOE 3aJIaHUe 3asBUTEILS.

WpesTrdukanus IporpaMMHOToO o0ecIIeueHns: IIpeICTaBlieHa B Tabnuie 4.

Tabmuma 4
W neHTHOUKAMOHHEBIE TaHHBIC 3HaueHue
Howmep Bepcun (upentudukanuonssii Homep) 110 He Hrke V1.0
IIpoussonuTens:

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

3aKIIOYEHHE O COOTBETCTBHM YTBEP)KIEHHOIO THUIIA CPEACTBA H3MEPEHUH
TpeOOBaHUAM HOPMAaTHBHBIX IIPABOBBIX aKTOB, B TOM 4YHUCJE O0OA3aTENIbHBIM MJIs
COOMIONEHUs] TEXHWYECKAM HOPMATHUBHBIM IIPABOBBIM akKTaM, TEXHUYECKUM
HOPMATUBHBIM IIPABOBBIM aKTaM B OOJACTH TEXHWYECKOT'O HOPMHPOBAHUS U
CTaHIapTHU3alMy, JOKyMEHTaM B OOJacTH TEXHUYECKOr0 HOPMUPOBAHUS U
CTaHIapTU3ali¥, HE SBIIAIOIIUMCS TEXHUYECKMMU HOPMATUBHBIMH IPaBOBBIMHU
aKTaMH, JOKyMEHTAllUX ITPOU3BOAUTENS WM TEXHUUECKOMY 3aJaHUIO 3asBUTEINS HA
METPOJIOTUYECKYI0 3KCIIEPTU3Y B OTHOLIEHWM EIWHUYHOIO JK3EMIUIApa THIIA
CPeACTBa HM3MEPEHHMH: YTBEP)KIEHHBIM THUII CpencTBa HU3MEpPEeHUH «AHaIM3aTop
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remarosioruueckuii apromaruueckuii Cellagon 3 Ne 30000194» coorBeTcTBYET
TpeOOBaHMAM PYKOBOJICTBA IIOJIB30BATENS C YIETOM TEXHUUECKOrO 3a0aHUs 3asBUTEIIS.

Tum cpencrBa u3MepeHuit OTHOCUTCS K KATETOPHH:

ITynkr 6.8 cormacHo Ilepeuns kaTeropwii CpenCTB H3MEPEHHH, MPENCTaBIAIOIIAX
COBOKYITHOCTh CPEACTB HM3MEPEHUN ONMHAKOBOI'O Ha3HAYEHUS, MPUMEHSIEMBIX IIPH
U3MEPEHHAX B cdepe 3aKOHOJATENFHOM METPOJIOTHH, SK3EMILISAPEl YTBEPIKIEHHOTO
THIIAa KOTOPBEIX IIOJIEKAT IOCYHApCTBEHHOM IOBEPKE C YCTAHOBIIEHHOH B HeEM
IIEPHOIUYHOCTEIO (aHAIM3aTOPEI COCTABA U CBOMCTB GHOIIOTHUECKUX CPEL).
VYIIOJIHOMOYEHHOE  IOPUAWYECKOE  JIMIO, MPOBOIWBIIEE  METPOIOTMUECKYIO
OKCIEPTHU3Y B LEJAX YTBEPXKICHUS TUIIA CPEICTBA U3MEPEHNUS

Pecnybnmkanckoe yHuTapHOe mpenmpusitue «BpecTCKuil IIEHTp CTaHIapTH3AINH,
METPOJIOTHM M cepTuduKaium», Pecrmybmuka Bemapycs, 224001, r. Bpecrt, yi.
Kmxesarosa, 10/1, +375 162 580870, csm@csmbrest.by.

[Tpunoxenwne: 1.@ororpaduu odIero BUma CpencTBa n3MepeHni Ha 1 ucTe.
2.CxeMa (PUCYHOK) ¢ YKa3aHHEM MecTa Jisl HaHeCEHHUs 3HaKa
[IOBEPKU CPENICTBA U3MEpeHuit Ha 1 JucTe.

3aMECTUTEND TUPEKTOpa IO METPOJIOTHH
PVII «bpecrckuit [ICMCy» 7/ JILA. PyKoOBUYHUKOB
/




ITpunoxenue 1
(obs3aTenpHOE)

@otorpadum 00IIIeT0 BUIA CPENICTBA U3MEPEHUM
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Pucynok 1.1 — ®ororpacdus ob1Iero Buga aHaIM3aTOpa reMaToI0THueCcKoro
asroMarudeckoro Cellagon 3 Ne 30000194

Otagon kit 4 -
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Cellagon 3 Hematology Analyzer
Input: DC 24V 4A Power 96 VA Adapter: ZF120A-2405000
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Pucynox 1.2 — ®oTorpadust MapKUpOBKH aHAITA3aTOPa FeMaTOJIOTHIeCKOTO
apTomatmaeckoro Cellagon 3 Ne 30000194



IIpunoxenue 2
(obs13aTenbHOR)

Cxema (pHCYHOK) ¢ yKa3aHHEM MecTa IIJIs HAaHeCEHUS 3HaKa IMOBEPKHU
CPEICTB U3MEPEHU I

Mecto IJIs1 HAHCCEHHA 3HaKa ITOBEPKH
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Pucynok 2.1 — CxeMa ¢ ykazaHueM MecTa Ul HaHSCSHHS 3HaKa IMTOBEPKHU
Ha aHaJIU3aTop remarojornueckuit aromatudeckuii Cellagon 3 Ne 30000194



