T'OCYJAPCTBEHHBIII KOMUTET IBSAPKAVHBI KAMITAT

IO CTAHJAPTHU3AITNA ITA CTAHJAPTBI3AIIBIT
PECIIYBJIMKHA BEJIAPYCh POCIIYBJIKI BEJIAPYCH

CEPTUOUKAT _
Ob YTBEPKJIEHHNU TUITA CPEJICTBA U3SMEPEHUU

Ne 20791 ot 1 oxTs6pst 2026 T.

Cpox netictBus — 6ecCpoIHO

Haumenosanue 1 0603Ha9eHNE eAUHUYHOTO SK3EMILISIpa THIIA CPECTBA U3MEPEHMIA:
AHaJIM3aTOP remMaToJiornyeckuii aBTromaruueckuit MEK-1305

3aBojckoit Homep: 01358

IIpon3BOoAUTENE:
«Nihon Kohden Corporationy, Sinonus

Buagenen ceprudukara o0 yTBEp)KICHUU TUIIA CPEICTBA H3MEPEHMIA:
000 «BOM Hnxennpunry, r. Munck, Pecy6anka Benapych

Metonyka I0BEpKU:
MILI'P 1167-2026 «Cuctema oGecriedeHHs] eJHHCTBa M3MepeHmii PecnyGaukn Bemapyce.
AHanu3aTOpBI reMaToIornyeckne apromaTudeckne MEK-1305. MeTtoauka moBepKm»

WuTepBan BpeMeHH MEKITy FOCY1apCTBEHHBIME ITOBepKaMu: 12 Mecsies
Tun  cpemcts  w3MepeHul yTBEpIKACH IIOCTAHOBJICHHEM [ OCYIapCTBEHHOIO KOMMTETA
mo cragnaptusanuu PecrryOnuku benapycs ot 01.10.2026 Ne 114,

YTBePKICHHBIN eMMHUYHELN 3K3EMILLID TUIIA CPEICTBA M3MEPEHUI pa3peInaeTcs K IPUMEHEHUIO
Ha Teppmoppm PeCHyGJII/IKI/I BenapyCL B COOTBETCTBHM C IIPWIaraéMbIM OIIMCAHUEM TUIIA

N.A . Kucienko

(MHULIMATEl, aMHUITHS)

)



[Tpunosxenue k ceptudukary oo
YTBEPKICHUU TUIIA CPE/ICTBA
A3MEPEHUN

OT sfxza5me. 20281, NatOFSS/

OIMMICAHME TUIIA CPEJICTBA U3SMEPEHUN

HanMenoBanue u 0003HaueHNE EAUHUYHOIO SK3EMIUIApa TUIIA CPECTBA U3MEPEHUM:
AHanuzatop remartosiorndeckuii apromaruaeckuit MEK-1305

HavMeHOBaHME €IUHUYHOTO 3K3EMIUISpa THIA CPEICTBa M3MEPEHUM: AHAIM3aTOp
reéMaTOoJIOTUYECKUYM aBTOMaTUYECKAN

O6o3HaueHne eNUHUYHOT0 SK3eMIUIsIpa TUIla cpeacTBa usMmepenuii: MEK-1305
3aBoackoit HoMmep: Ne 01358

Haznauenue:

AHaA3aTOp reMaToOJIOTMYECKIN aBTOMaTHIECKUAN

MEK-1305 No 01358 (mamee - aHamm3aTop) IpemHa3HAYEH IS U3MEPEHUN B KPOBU
YeJIoBeKa CYETHON KOHIIEHTPAIldU JICHKOLUTOB, O3PUTPOIUTOB, TPOMOOLUTOB U
MacCOBOM KOHIIEHTpAIU TeéMOTrIO0MHA.

_Onucanue:

B pa60Te aHajiM3aropa IpuMCHAIOTCA JBa MCTOAa H3MepeHHﬁZ
(xpaTkoe U3noKeHue HHMOPMALHK O KOHCTPYKLHMH U IPUHIUNAX IeHCTBUL

KOHJTYKTOMETPHYECKHUH 1 CIIEKTPO(DOTOMETPUICSCKUMN.
Cpencrea H?MCpCHI/Iﬁ, PI,JIGH’I"I/I(I)HKHHPIOHHBD( JaHHBIX H criocofax 3alUTEI BCTPOEHHOI'O

KOH,I[YKTOMGT]DH‘IGCKHIZ METOA OCHOBAH Ha M3BMCHCHHUH ITIOJIHOT'O COIIPOTHUBIICHNA
H/MH IPUKTaIHOTO NporpaMMHoro obecrnedeHus (IpH HalUuun)

KaTMOPOBOYHOHM alepTyphl, HOMENISHHOH B SJIEKTPOJHT C IIOCTOSHHBIM TOKOM,
IIPOXOSIITAM MEXKAY JIBYMS DIEKTPOAAMH, PACIIOIOKEHHBIMH 110 00SUM CTOPOHAM
anepTypsl. BakyyM, co3aroluiicss y KpaeB anepTypbl, 3aCTABISIET KIETKI
MIPOABHUTATECS Yepe3 anepTypy. Kaxkmas KiieTka BEITECHSIET CBOM 00BEM
SJIEKTPOJINTA, TEM CAMBIM ITOBBIIIAS ITOJHOE DIEKTPHIECKOE CONTPOTUBIICHUE
anepTypsl. [TpoxoxaeHue Kaxaoi KISTKU PEeTUCTPUPYETCS B BUIE UMITYJIbCA,
aMINIATY]Ia KOTOPOT'0 IPOIOPIIHOHAIbHA 00beMy KileTkH. OmpeneeHue
KOHIIEHTPAIIMH I'eMOTIIO0MHA TPOU3BOAUTCS CIEKTPOGMOTOMETPHISCKUM METOIOM.
AHaIM3aTop MO3BOJISIET ONPEIeNISITh HOPMAJIBHBIE ITApaMETPHI KIIETOK KPOBHU
MaITMEHTOB ¥ CUTHAJIM3UPOBATH O MATOJIOTHUYECKHUX Pe3yIbTaTaX, KOTOPhIE
TpeOyIOT JOMOHATENBHBIX HccneoBanmit. Ha 0cCHOBaHMH HOIyYeHHEIX
PE3YJIHFTATOB BEIYUCIISIOTCS PA3IMIHBIE IapaMeTpsl I 00pa3IioB KPOBH, & TAKKE
BEITIOJTHSETCS IOCTPOSHHE THCTOTPAMM. U CKATTEPraMM JJIsl UCIIOJIb30BAHUS B
IIMArHOCTHKE 1n Vitro.




O0s3aTeNbHEIE METPOJIOTHYECKUE TPeOOBaHMS IIPECTaBIeHBI B Tabue 1.
Tab6auia 1

HaumMmenoBanue 3HayeHue

Juana3oH u3MepeHuii KornenTpanuu neiikonuros (WBC), 10°/1 ot 1,2 1o 26,3

IIpenen molryckaeMoro OTHOCHTEIBHOIO CPENHEr0 KBagpaTHUECKOro
otioHenus (OCKO) cioyualfHoii cOCTaBIsIONMIEN MOTPEUTHOCTH PU 5,0
U3MEpeHuN KoHIeHTparuu JietikonutoB (WBC), %, e 6omee

Jnana3on u3MepeHuii KonenTparuu spurponuros (RBC), 1012/ ot 1,9 10 6,7

IIpenen noIryckaeMOro OTHOCUTEIHHOIO CPETHETO KBAIPaTUIECKOTO
otkiioHeHus (OCKO) cimyualiHoit cocTaBistoIIel MOTPENIHOCTH IPU 5,0
u3MepeHun KoHueHTparuu sputporutoB (RBC), %, ne 6omnee

Jwnana3on usmepenuit konuentparmu remoriaoduna (HGB), r/mn ot 4,6 no 22,1

IIpenen mOIIycKaeMoOro OTHOCUTENIBHOI'O CPEIHEro KBaJpaTHUeCcKOro
otkinoHenus (OCKO) ciayuaitHolt cocTaBmsromniell MOrpentHOCTH MpU 2,5
U3MepeHun KoHleHTparuu remornobuna (HGB), %, e 6oxnee

oT 36,9 no

Juanason u3MepeHuit KornerTparuu TpombormTos (PLT), 10%/1 212.0

IIpenen noIyckaeMoro OTHOCUTEIBHOIO CPETHETO KBaApaTUIECKOrO
otkioHeHus (OCKO) cimyuaitHON COCTABJISIOICH IMTOTPEIIHOCTH IIPH 10,0
u3MepeHun KoHueHTpanuu tpombonutos (PLT), %, ne Gonee

OcHOBHEBIE TEXHHUYECKHE XApPaKTCPUCTUKU U METPOJIOTHUYCCKUC XAPAKTCPHUCTUKH, HE
OTHOCAIIMHUECA K 00513aTeILHEIM METPOJIOTHYICCKUM Tpe60BaHI/I$IMZ IIpEaCTaBJICHBI B

Tabnure 2.
Tabnuua 2
HanmenoBanue 3HayeHue

Jluana3oH HalpsHKeHUs NUTaronei cetu*, B ot 100 mo 240
Homunansnas yacTora nutaromeit cetu®, I'n 50-60
[aGapuTHbIE pasMepsI*, MM, He Golee 230x450x428
Y CII0BUSA 3KCIUTyaTallu:
Jana3oH TEMIIEPATy phl OKpysKaroIero Bozayxa*, °C ot 15 no 25
JHana3oH OTHOCUTENBHON BJIAXKHOCTU OKPY’KAIOLIETro BoO3ayxa®*, %,
pu 25 °C, He Gomee 80
* — B COOTBETCTBHHM C DPYKOBOJCTBOM oOIepaTopa. IIpH MpOBEIEHMH METPOIOTHYECKOH
9KCIIEPTU3BI XapPAKTEPUCTUKY HE MIOATBEPKIAIHCh




KommiekTHOCTE: mipencTaBieHa B TabuIe 3.

Tabnuna 3
HaumenoBanue KomuuectBo
AmnanusaTtop remMarojiorudeckuit apromaruueckuiit MEK-1305 1 mT.
PykoBozcTBO omeparopa 1 .

MecTto HaHeCceHUS 3HaKa YTBEPXKACHUA THUIIA CPEACTBA I/I3MepeHI/Iﬁi

3HAaK YTBCPIKACHU THUIIA HAHOCHTCA Ha THTy.TIBHBIfI JIMCT PYKOBOACTBA OIICpaTopa.
(Ha cpencTBe U3MEPEHHUI H/MITH Ha SKCITyaTaliOHHOM JOKYMEHTALUH)

MeTonuka oBEpKH:
ITosepka ocymectBisiercs o MILI'P 1167-2026 «CucteMa obecieueHus

(HauMEHOBAHUE ¥ HOMEP METOIUKHU MTOBEPKHU)
enuHCcTBa m3Mepenuit Pecybnuku bemapych. AHaIM3aTOPEI TeMaTOJIOTHYECKHE
asroMaruueckue MEK-1305. MeTonuka mOBEpKID».

CBCI[CHI/ISI 0 METOAUKAX (MGTOILaX) HBMGpEHI/Iﬁi OTCYTCTBYIOT.
(HauMeHOBAaHUS U HOMEpa METOIUK (METOI0B) U3MEPCHHIA)

HopMaTuBHBEIE IIpaBOBBIE aKThl, B TOM HHCIe O0OS3aTeNbHBIE IS COOIONEHUS
TEXHUYECKHAE HOPMATUBHEIC NIPABOBBIC aKThHI, TEXHHYECKHE HOPMATUBHBIE IPABOBBIE
aKTBl B OOJIACTH TEXHUYECKOTO HOPMHPOBAHUSI M CTaHIAPTHU3AIlAH, JOKYMEHTH B
00IIaCTH TEXHUYECKOTO HOPMHUPOBAHUS W CTaHAAPTU3AlMH, HE SBJISIOI[HECS
TEXHUYECKUMU HOPMATUBHBIMU IIPABOBBIMU aKTaMH, TOKYMEHTAIIHS IIPOW3BOIUTENLST
WM TEXHHYECKOE 3afaHhe 3asBUTENsl HA METPOJOTHUYECKYIO SKCIIEPTH3Y,
yCTaHaBIUBAIOIIMe TpeOOBaHMS K THIly CPEICTBAa HU3MEpPEHHWH: TeXHUYECKas
JOKyMeHTaIus (pyKOBOJACTBO OIIEpaTopa).

I/L[[eHTI/I(i)I/IKaHI/IH IIPOTrpaMMHOTI0 obecrieueHus: IIPpCACTaBJICHA B Ta6J'II/II_[e 4.
(YKa3BIBAKOTCA BEPCHH IPOTPAMMHOI0 0GSCIICICHHUS)

Tab6auma 4

Howmep Bepcuu 110

Wnentuduxanmonnoe HaumeHnoanue [10 -
. (uneHTUDUKAITMOHHBINA HOMED),

- He ke V02-09

ITpon3BoauTENE:
«Nihon Kohden Corporation», Smonus

(HaWMCHOBﬁHHC IIPOUA3BOIUTENS, €10 MCCTOH&\O‘)KI[BHHC)

Anpec: 1-31-4 Nishiochiai 1-chome, Shinjuku-ku, Tokyo 161-8560

3aKIIOYeHHe O COOTBETCTBHUU YTBECPXKACHHOI'O THIIA CpE€ACTBA H3MepCHHfI
Tpe6OBaHI/I$IM HOPMAQTHUBHBIX IIPAaBOBBIX 4AKTOB, B TOM 4YHCIIC 0053aTeNbHEIM JJIA




COOMIONEHUS] TEXHHMYECKHMM HOPMATHBHBIM IIPABOBEIM aKTaM, TEXHHYECKHAM
HOPMaTUBHBIM IPAaBOBEIM aKTaM B OO0JaCTH TEXHWYSCKOTO HOPMHUPOBAHUA U
CTaHJApTHU3allUM, [IOKyMEHTaM B O00JIaCTH TEXHHYECKOrO0 HOPMHUPOBAHHS U
CTaHIApPTU3ALMK, HE SBIFIOMMUMCS TEXHUYECKMMHU HOPMATHUBHBIMHU IIPABOBBIMU
aKTaMH, JOKYMEHTAllUX MPOU3BOIUTENS WU TEXHUUECKOMY 3aJaHUIO 3asSBUTENS Ha
METPOJIOTMYECKYIO 3KCIIEPTHU3Y B OTHOIIEHUWH EIUHHUYHOTO SK3EMIUIIpa CpelcTBa
U3MEpPEHUN:

AHanmmzatop remaronormueckuii  aBToMarmdeckmii  MEK-1305 Ne (01358
COOTBETCTBYET TpeOOBaHUSIM  TEXHHYECKOM JOKYMEHTAIlMUd  IPOW3BOIUTENSI
(PYKOBOJZICTBO OIIepaTopa).

Tun cpencTBa H3MepeHNIt OTHOCUTCS K KATETOPHH (KATETOPHSIM):

1. 6.8 AHanu3aTopsl cCOCTaBa U CBOMCTB OMOIOTHYECKHUX Cpejl (COrIacHO MEPEUHIO
KaTerOpUi CPENCTB H3MEPEHUH, IPEACTABISIOMIAX COBOKYITHOCTH CPEICTB
U3MEPEHUH OJMHAKOBOI'O Ha3HAUeHHUs, NPUMEHSEMBIX INPU HM3MEpPEHUsIX B cdepe
3aKOHOJATEIPHOM METPOJIOTHM, SK3EMIUIIPHl YTBEPXKIEHHOTO THIIA KOTOPBIX
IIOJIJIEXXAT IOCYyAAapCTBEHHON IIOBEPKE C YCTAaHOBJIEHHOW B HEM INEPHOIUIHOCTHIO
(mpunoxxenue k [locranoBnernto ['ocynapcTBEHHOTO KOMHUTETA II0 CTAHAAPTU3AIMA
Pecny6nuxu Benapycs ot 20.04.2021 Ne 39).

VIIOJIHOMOYEHHOE  IOPHAMYECKOE  JIMIO, IIPOBOAMBIIEE  METPOJOTHUECKYIO
9KCIEPTHU3Y B LIEJAX YTBEPKICHUS TUIIA CPEICTBA U3MEPEHHU:
Pecmybnukanckoe yHuTapHOE npennpustie «'poJHeHCKHH IIEHTp CTaHAapTU3aAINY,

(monHOE HAMMEHOBRAHNE, MECTOHAXOXKICHHE, TeledOH, JNEKTPOHHEIN anpec)
METPOJIOTUH U CEPTUDHKAIIAI.
Pecny6siuka benapycs, 230003, r. I'poxgno, yiu.06yxosa, 3
Tenedon: +375 152 64-31-41; Dakc: +375 152 64-31-29
e-mail: csms@csmsgrodno.by

ITpunoxenus: 1. @ororpadust obiiero Buga cpencTsa u3MepeHuii Ha 1 aucre
2. CxeMa (pHCYHOK) C yKa3aHWEM MeCTa MJIs HaHEeCEHHs 3Haka
IIOBEPKU CPEICTBA U3MEpPEHUA Ha 1 JTHCTe.

HupexTop
I'ponrenckoro IICMC M.b. I'oit
(DOMKHOCTD PYKOBOUTENS UM 3aMECTUTEIS (mommuce) * (vHuManEl, haMums)

PYKOBOZHUTENS YIOIHOMOYEHHOTO IOPUIHIECKOIO JIHLIA,
HPOBOIUBILIErO UCIBITAHUS B IENAX YTBEP/K/ACHUS THITA
CPEeNCTBa U3MEPEHUH)



TTPMJIOXEHME 1
(o6s3arensHOE)

CDOTor padpuit 06IIero Buja cpeicTBa I/IBMepeHI/II/I
.

Prcynok 1.1 — @otorpadus o61mero Bu/ja aHamm3aTopa reMaToI0rmIeckoro
apToMarmgeckoro MEK-1305 No 01358
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3 1.24. A Nishiochial Shimpukuku, Tokya 1618260, Japan

Japan
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POWER INPUT

PucyHok 1.2 — @
oTorpadus MapKUPOBKH aHAIM3ATOPA T'eMaT
aproMarraeckoro MEK-1305 Ne 01358 DHOTHHEREROT



I[MPHUJIOXEHUE 2
(o0sa3arenpHOE)

Cxema (puCyHOK) ¢ yKa3aHHEM MECTa JIJI1 HaHSCEHHS 3HaKa TIOBEPKH CPeACTBa
» A3MEPEHUN

MecTo Juis HaHeCeHusl 3HaKa MMOBEPKH (KIeHMO-HakKIeHKka)

Pucynok 2.1 - CxeMa (pUCYHOK) ¢ YKa3aHHEM MeCTa U1 HAHECCHMS 3HAKa
MOBEPKU CPEICTBA U3MEPEHUH



