T'OCYJIAPCTBEHHBII KOMUTET JIBAPKAVHBI KAMITIT

IIO0 CTAHAAPTHU3AIINA ITA CTAHJAPTBI3ALIBII
PECIIYBJIMKHU BEJIAPYCh POCILYBJIKI BEJIAPYCH

CEPTUOUKAT
OB YTBEPXKJIEHHNU TUIIA CPEJCTBA U3MEPEHHUI

Ne 20792 ot 1 oxTs16pst 2026 T.

Cpox nefictBust — 6ecCpodHO

HavmMenosanue 1 0003HaUYeHNE EAMHIYHOTO SK3eMILIAPa THIIA CPEACTBA U3MEPEHMIA:
AHaJ3aTOp remMartoJiornyeckuii apromarudecknii MEK-1305

3aBojckoit Homep: 01385

[TpousBOAUTENE:
«Nihon Kohden Corporation», SIinouus

Bnanenen ceprudukara 06 yTBepKICHUU TUIIA CPEICTBA U3MEPEHHMIA:
000 «BOM HuikeHUpPHHT», I. MuHCK, Pecy6auka Beaapycs

Mertoavka oBEpKU:
MILI'P 1167-2026 «Cucrema olecrmedeHusi efuHcTBa M3MepeHuil Pecny6iaukn Benapycek.
Anaju3aTopel remaToJornyeckue apromaTudeckne MEK-1305. Meroauka mosepKku»

MnrepBan BpeMeHH MEKIy FOCy1apCTBEHHBIME [TOBepKaMu: 12 Mecsines

Tun  cpencTs  uW3MepeHMiI yTBEPXKICH IIOCTAHOBICHHEM | OCYIapCTBEHHOTO KOMMTETA
o crannaptusanun PecrryOnuku benapyck ot 01.10.2026 Ne 114,

YTBEP)KACHHBIN €IMHAYHBIA 3K3eMIUISIP TUIIA CPENICTBA U3MEPEHUI pa3pelIaeTCs K IPUMEHEHMIO
Ha Teppuropuu Pecrybmnpxiis besapys

N.A Kucnesko

(vHMLMATB, QaMuITHs)




[Tpunoxenue k cepTuduxary oo
YTBEPXKICHUHU TUIIA CPENICTBA

A3MEPEHUN
OT Zoeziesme. 20247, NedDO7E4L.

OITMICAHUME TUIIA CPEJCTBA U3MEPEHUIA

HaumeHnoBanue u 0603HaueHNE eIUHUIHOTO SK3eMILIIpa THITA CPEICTBa M3MEPEHHI:
AHanuzatop remaronorudeckuit aromarmaeckuiit MEK-1305

HaymeHoBaHWE €IMHUYHOTO SK3EMIULIpa THUIA CPEACTBa M3MEpPEHW: AHaIu3aTop
reMaToJIOTHYECKUY aBTOMAaTUYECKUI

O6o3HavyeHne eqUHIIHOTO SK3eMIUIsIpa TUIa cpejictBa m3mepernuii: MEK-1305
3aBojnckoit Homep: Ne 01385

Haznauenwue:

AHanuzaTop reMaToJOTHIeCKUi aBTOMAaTHYECKHUI

MEK-1305 Ne 01385 (manee - amamuzarop) mpeaHa3HaYeH I U3MEPEHUH B KPOBH
YeJI0BEKa CYETHOM KOHILEHTpAlWM JEHKOLUTOB, 3PUTPOLUTOB, TPOMOOIIUTOB U
MacCOBOU KOHIIEHTPAIUU FeMOTJIO0HHA.

Onucanue:

B paboTte ananm3aTopa NPUMEHSIOTCS IBA METOJA H3MEPEHMIA:
(xpatkoe u3noxeHue HHGOPMALIUK 0 KOHCTPYKIUUH M IPUHLHNAX JSHCTBUSL

KOHIYKTOMETPUYECKHUH U CIIEKTPODOTOMETPHUECKHM.

cpencisa HSMCpCHHﬁ, PIJI@-HTHq)I/IKaLII/IOHHBIX JIaHHBIX U criocofax 3alIUTEI BCTPOCHHOTO

KOH,I[YKTOMCT]DH‘IGCKPIIZ METOA OCHOBAH Ha M3MCHCHHUMU IIOJTHOT'O COIIPOTHUBIICHUA
W/WITH IPAKTTATHOTO NPOTPaMMHOT0 oGecrieuenus (TIPU HaluYKH)

KaanOpOBOYHOM alepTyphl, IOMEIIEHHOM! B 3IIEKTPOJINT € ITOCTOSHHEIM TOKOM,
IIPOXOAAIIMM MEXIY IBYMS 3IEKTPOAAMH, PACIONIOXKESHHBIMH IO 00EHM CTOPOHAM
aneprypsl. BakyyMm, co3maromuiics y KpaeB alepTypsl, 3aCTaBIsSIET KIETKH
NIPOJIBUTaThCS yepe3 anepTypy. Kaxmas KiaeTka BEITECHSET CBOM 00beM
SIIEKTPOJIUTA, TEM CaMBIM ITOBBINIAS ITOJHOE DJIEKTPHUISCKOE COIPOTHUBRICHUE
anepTypsl. lIpoxoxaenne KaxI0H KIETKH PETHCTPUPYETCS B BHJIE UMITYJIbCa,
aMILIUTYyAa KOTOPOro MPONOpIMOHANIbHA 00beMy KileTKH. Onpe/ielieHne
KOHIIEHTPAIIMU IeMOTI00MHA TPOU3BOIUTCS CIIEKTPOGDOTOMETPUIECKIAM METOLOM.
AHanu3aTop MO3BOJISIET ONPENCSIATh, HOPMAJIbHBIE IAPAMETPEI KIETOK KPOBH
MAlIMEHTOB ¥ CUTHAJIM3UPOBATH O MATOJIOTUYECKHX pe3yIbTaTax, KOTOPEIe
TpeOYIOT TOTIOJIHUTENBHEIX HeclieqoBanuii. Ha 0CHOBaHMY HOTYYeHHEIX
PEe3yJIbTAaTOB BEIUUCIISIIOTCS Pa3IMYHbIE TapaMeTPhI s 00pa3loB KPOBH, a TaKKe
BBIIIOJIHSIETCS IIOCTPOSHUE TUCTOIPaMM M CKaTTEpraMM JIJIS UCIIOJIb30BaHUS B
IMarHOCTHUKE in vitro.




O6s13aTenbHBIE METPOJIOTHUECKHE TPeOOBaHUS MIPeICTaBIEeHbI B TabuIe 1.

Tabmma 1
HaumenoBanue 3HaueHue
Juana3on u3Mepenuii KounenTpanuu erikormros (WBC), 10°/n ot 1,2 1o 26,3
IIpenen momyckaeMoro OTHOCUTENIBHOT'O CPEIHET0 KBaIpaTU4ecKOro
otkinoneHus (OCKO) cimydaliHol COCTaBISIONIEH MOTPENTHOCTH TIPU 5,0
n3MepeHnn KoHuenTparun neiikonutoB (WBC), %, He 6onee
Jlnanason u3Mepennii KouuenTpammu spurpouuros (RBC), 1012/ ot 1,9 110 6,7
IIpenen mpommyckaeMoro OTHOCUTENHHOI'O CPEAHEr0 KBaJIpaTUUECKOro
otkiioHeHus (OCKO) cnydaliHO# COCTaBIISIONIEN MTOTPENTHOCTH PU 5,0
n3MepeHuu KoHueHTpanuu sputporutoB (RBC), %, ne 6omee
Jnana3on usMepenuit KonenTpanuu remoriooduna (HGB), r/mn ot 4,6 no 22,1
IIpenen mOIIyckaeMoro OTHOCUTENIBHOTIO CPEIHETO KBaJIpaTUUECKOro
otkiioHeHus (OCKO) ciyuaitHoit cocTaBisionieil MOrperHOCTH MPU 2,5
u3MepeHuu KoHeHTpanuu remorinoduna (HGB), %, e 6osee
. ot 36,9 1o
Jnana3on u3Mepennii KonuenTpauu tpomboruros (PLT), 10%/1 81 2’ Oﬂ
)
IIpenmen moIycKkaeMOro OTHOCUTEIHHOIO CPEHETO KBAIpPaTHICCKOTO
orkinoHeHus (OCKO) cimyyaifHOM COCTaBISIONIEH MOTPEIIHOCTH MIPH 10,0

U3MEpEeHUH KoHLeHTpanuu TpomoorutoB (PLT), %, He 6omnee

OcHOBHBIE TEXHUYECKHE XapaKTCPUCTHUKHU U METPOJIOTHUYCCKUE XapaKTCPUCTHKH, HE
OTHOCAIIIHUECA K 00s13aTeBEHBIM METPOJIOTHICCKUM TpGGOBaHI/IHM: TIPEACTaBJICHLI B

TadmIe 2.
Tabmuna 2
« ‘ HanmenoBanue 3HaueHNe

Juana3oH HanpspKkeHUd nuTaroieii cetu*®, B ot 100 mo 240
HomuHanpHas yacToTa nmuTaronieit cetu*, I'n 50-60
[abapuTHEIE pa3sMepEI*, MM, He Oojee 230x450x428
Y cnoBuUs 3KCIUTyaTalliu:
JIUala3oH TEMIIEpaTyphl OKpyIKaroliero Bo3ayxa*, °C ot 15 mo 25
JUara3oH OTHOCHUTEIBHOM BIAXXHOCTH OKpY’Kalolero Boszmyxa*, %,
pu 25 °C, He Gonee 80
* — B COOTBETCTBHH C DPYKOBOACTBOM oIeparopa. lIpw NpOBENEHWH METPOIOTHYESCKOM

SKCIEPTHU3BI XapaKTEPUCTUKU HE ITONTBEPKIATHCE




KommmekTHOCTE: IIpeacTaBjICHA B Ta6J'II/I]_I€ 3.

Tabnuna 3
HanmeHnoBanue KonuuectBo
AHanuzarop remartosoruueckuit aromatnyeckuit MEK-1305 1 mrr.
PykoBozcTBO omeparopa 1 mr.

MecTo HaHeceHHUs 3HaKa YTBEPKACHUS THIIA CPEACTBA HSMepeHHfII

3HAaK YTBCPXKACHHUA THIIA HAHOCHUTCA HA TI/IT}’JIBHHﬁ JMCT PYKOBOACTBA OIICpaTopa.
(Ha cpencTBe UBMEPEHHUI WU HA SKCIUTYaTallMOHHOM TOKYMEHTAITHI)

Mertoarka IOBEPKU:
ITosepka ocymectrasgercs o MILI'P 1167-2026 «Cuctema obecniedeHus

(HanMeHOBaHUE M HOMED METOIUKH ITOBEPKH)
COUHCTBA I/I3MepeHI/II‘/JI PGCII}’6JIHKI/I Benapycr:. AHaJII/BaTOpBI I'EeMaTOJIOTHYICCKHUEC

asTomMatuueckue MEK-1305. MeToanka ITOBEpKI».

CBC,Z[GHI/ISI 0 METOAMKAX (MeTOIIaX) H3MepeHHﬁ2 OTCYTCTBYIOT.
(HanMeHOBAHUS ¥ HOMEPa METOMK (METOI0B) H3MEPEHH)

HopmatuBHEIE NpaBOBBEIE aKThl, B TOM YHCJIE OOS3aTENBHBIE IS COONIONEHMUS
TEXHUYECKHE HOPMATUBHEIE IIPABOBBIE aKTHl, TEXHUUECKUE HOPMATUBHBIC NTPABOBEIE
aKTsl B 00JacTU TEXHUYECKOTO HOPMUPOBAHUS M CTaHIAPTU3AIIUH, JOKYMEHTHI B
O0NacTH TEXHHYECKOTO HOPMHPOBAaHUS W CTaHJApPTH3AIMK, HE SBJISIOIIAECS
TEXHUYECKUMH HOPMATUBHBEIMU IIPABOBBIMU aKTaMU, TOKYMEHTALMS MPOU3BOIUTEIS
WM TEXHUYECKOe 3aJaHre 3asBUTeNsd Ha METPOJIOTHYECKYI0 SKCIEPTH3Y,
yCTaHaBIMBAIOIIAEe TpeOOBaHWS K THIy CpPEACTBA HW3MEpPEHHUU: TeXHWUYECKas
IOKyMeHTaIus (pyKOBOJICTBO OIIEpaTopa).

I/I,Z[eHTI/I(l)I/IKaHI/Iﬂ IIpOrpaMMHOTI0 obecreyeHns: IIpEacCTaBJICHA B Ta6JII/IHe 4,
(YK@a3BIBAFOTCS BEPCUH IPOTPAMMHOI0 0GSCIICIEHH)

Tab6aura 4

Howmep Bepcuu 110

Wnentudukamonnoe HanmeHobanue [10 o
(mpeHTUPUKAIMOHHBIA HOMED),

- He Hmke V02-09

IIponsBonuTens:
«Nihon Kohden Corporationy, Smonus

(HﬂHMGHOBﬁHHC IIPOU3BOIUTENS, €TI0 MCCTOH&XO)KIICHHC)

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

3aKmrodeHre O COOTBETCTBUU YTBCPXICHHOIO THIIA CpPEACTBa I/I3Mep€HI/Iﬁ
TpGGOBaHI/IFIM HOPMAaTHBHBIX IIPpaBOBBIX AaKTOB, B TOM YHCIIE 0053aTeNIbHEIM JJIA




COONIONEHNS TEXHWYECKMM HOPMATMBHBIM IIPaBOBEIM  aKTaM, TEeXHHYECKUM
HOPMATHUBHBIM IIPaBOBBIM aKTaM B OOJAcTH TEXHUYECKOTO HOPMHUPOBAHUS U
CTaHAApTU3aIlMK, JOKyMEHTaM B 00JacTH TEXHUYECKOTO HOPMHUPOBAHUS U
CTaHIApTU3AIlMU, HE SBISIONIUMCS TEXHUYECKUMH HOPMATUBHBEIMU IIPABOBBIMU
aKTaMH, JOKyMEHTalMH ITPOU3BOAUTENS WU TEXHUYECKOMY 3aJaHUIO 3asSBUTEIS Ha
METPOJIOTUYECKYI0 3KCIEPTU3Y B OTHOIIEHUH EOUHUYHOTO 3K3EMIUIIpa CPencTBa
A3MEpPEeHUN: '
Amnamuzatop  remaronormdeckuid  aBroMmarmueckuit  MEK-1305 Ne 01385
COOTBETCTBYeT TpeOOBaHUSIM  TEXHWYECKOW JOKYMEHTAlMW  IIPOU3BOJUTENS
(PYKOBOZCTBO OIlEpaTopa).

Tum cpencTBa U3MepeHN OTHOCUTCS K KaTeropuH (KaTeropHsiM):

m. 6.8 AHaTM3aTOpHl COCTaBa W CBOMCTB OMOJOTHYECKHUX Cpefl (COrIacHO MEpedHIo
KaTeropuid CpelCTB M3MEpPEHUH, IPEICTaBIAIONMNX COBOKYIIHOCTh CpPEICTB
M3MEpEHNH OJMHAKOBOTO Ha3HAUEeHMs, NpPUMEHSEMBIX IIPH H3MepeHHsX B cdepe
3aKOHOJATETHFHOM METPONIOTHH, 5SK3EMIUIIPHl YTBEPXKIEHHOTO THUIA KOTOPBIX
MOJJIeXKAT TOCYHapCTBEHHON TOBEPKE C YCTAHOBICHHOHW B HEM TNEPUOIHMYHOCTHIO
(mpunoxenne x IlocTranoBnenuto ['ocy1apcTBEHHOI0 KOMHUTETa IO CTaHAAPTHU3ALUN
Pecry6muku benapycs ot 20.04.2021 Ne 39).

VIIOTHOMOYEHHOE  IOPUAUWYECKOE  JIMIO, IPOBOJAWBINEE  METPOIOTUYECKYIO
OKCIIEPTHU3Y B LIENAX YTBEPKICHUS TUIIA CPEICTBA U3MEPEHUMN:
Pecny6nukaHnckoe yHuTapHOe mpeanpusitiue «I poJHEHCKHHA IIEHTP CTaHIapTU3alllY,

(monHOE HAMMEHOBAHUE, MECTOHAXOXIEHNE, TeNe(OH, SNeKTPOHHEIN anpec)
METPOJIOTUHU U CEPTUDUKAITIID).
Pecmyb6nnka bemapych, 230003, r. I'pogso, yn.00yxosa, 3
Tenedon: +375 152 64-31-41; ®@akc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

ITpunoxenus: 1. @ororpadus obuiero Buma cpencTBa H3MepeHni Ha 1 mucTe
2. CxeMa (pHUCYHOK) C yKa3aHHEM MecTa JJI1 HaHeCeHHs 3Haka
IIOBEPKU CpeLCTBA U3MEPEHUN Ha | JucTe.

Hupexrop /
I'poguenckoro IICMC M.B. I'o#t
(mOMKHOCTD PYKOBOJIUTENS MITH 3aMECTUTEIIS (mommuce) - (vHnnuanel, haMunms)

PYKOBOJUTENS YIIOJHOMOYEHHOTO IOPHAMYECKOTO JIMIIA,
HPOBOIUBIIETO UCIBITAHKSA B IENAX YTBEPIKISHUS TUIIA
CpeICTBA U3MEPEHH)



IMPUJIOXXEHME 1
(o6s3aTensHOE)

Dororpaduu oOIero BUAa CpeICTBA U3MEPEHHIA
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Pucynox 1.1 — @ororpadus o6iiero BiIa aHaIM3aropa reMaToI0rAIecKoro
asromarmyeckoro MEK-1305 Ne 01385



AUTOMATED e
W ESR Aﬂawz“?m“ Ddg : i

L SORrORATION

Sk ke, Tolo 1 Wm e

Pucyrok 1.2 — ®ortorpadus MapKUpOBKY aHATHU3aTOPa FeMaToIOTHIeCKOTO
asToMaruueckoro MEK-1305 Ne 01385



IMPUJIOXEHUE 2
(obs3aTesHOE)

Cxema (pUCYHOK) C YKa3aHUEM MECTA JJIsl HAHECCHMS 3HAKa IIOBEPKU CPEICTBA
A3MEPEHUH

MecTo [uig HaHEeCEeHHs 3HaKa NOBEpKU (KieliMo-HakIehka)

Pucynok 2.1 - Cxema (pUCYHOK) ¢ YKa3aHMEM MECTA JJIS1 HAHECEHUS 3HAKA
IIOBEPKH CPEACTBA U3MEPEHUIA



