I'OCYJIAPCTBEHHBIIA KOMUTET 3SIPIKAVHBI KAMITAT

IO CTAHJAPTU3AIINNA ITA CTAHJAPTBI3AIIBII
PECITYBJIMKU BEJIAPYChH POCITYBJIIKI BEJIAPYCH

CEPTUQUKAT )
OB YTBEPK/JIEHIH TUIIA CPEJCTBA H3MEPEHUIA

G‘IB Ne 20787 ot 1 oxTs6ps 2026 T.

Cpok aeicTBus — 6ecCpodHO

Hanmenosanue 1 0003HadeHNE €IUHIIHOTO SK3EMIUIAPA THIIA CPEACTBA U3MEPEHUIA:
AHanu3aTop reMaTojiornyecknii apromaruuecknit MEK-1305

3aBoxckoit Homep: 01391

IIpou3BOAUTENE:
«Nihon Kohden Corporation», SInoxnus

Branenen ceprudukara 06 yTBep:KI€HUN TUIIA CPEICTBA U3MEPEHMIA:
000 «BO9M Huxennpuur», r. Munck, Pecny6anka Beaapyce

Metoavka oBEpKU:
MILIP 1167-2026 «Cuctema oGecredeHHs] eJHHCTBA H3Mepenmii PecnyGanku Bemapyce.
AHaJIM3aTOPBI reMaToJornieckne apromatnyeckue MEK-1305. Metoguka nmosepkm»

MuTepBan BpeMeHH MEXKIY [OCYIapCTBEHHBIMU MMOBEpKaMu: 12 MecsimeB

Tum  cpemcTs  wm3MepeHHMH yTBEpXKICH TOCTAHOBICHHEM [ OCYJapCTBEHHOTO KOMHTETA
1o cranaaprusanuu PecrryOnuku benapyce ot 01.10.2026 Ne 114.
YTBEpKIACHHBIA € IMHUYHBIN 3K3EMIUIAD TUIIA CPEICTBA M3MEPEHUI pa3pelIaeTcs K IPUMEHEHUIO

Ha Teppuropun PecmyOmuku ] /Cb B COOTBETCTBUU C MPHJIAra€MBIM OIUCAHUEM THIIA
CpeICTBa U3MEPEHUI.

3amecturens [Ipencenat 1.A Kucnenko

(nHUIMAITEL, haMUITHS)



IIpunoxenue K cepTUPUKaTy 00
YTBEPXKIEHUU TUIIA CPEICTBA
U3MEpEHUN

OT 72tz 20267, NedOHFF

OITMCAHME TUIIA CPEJICTBA U3SMEPEHUM

HanmenoBanmue 1 0003HaUYECHNE eIUHUIHOTO SK3EMILIIPa TUIIA CPENCTBA U3MEPEHHIA:
AHanmuzatop remarojorudeckuii aromaruueckuiit MEK-1305

HavMeHOBaHWe €TUHWYHOTO 3K3EMIUISpa THUIA CPEINCcTBa M3MEPEHUWM: AHaNIMU3aToOp
reMaToJIOTUYeCKUM aBTOMaTHYeCKUH

Ob6o3HavyeHne eNMHUIHOTO SK3eMIUsIpa THIa cpenctsa uaMmepenuii: MEK-1305
3aBozackoi HoMmep: Ne 01391

Ha3znauenue:

AHanu3aTop reMaToJIOrHIeCKU aBTOMaTHIECKUN

MEK-1305 Ne 01391 (manee - amanuzarop) IpegHa3HA4YEH A U3MEPEHUHN B KPOBU
YelloBeKa CUETHON KOHIIEHTPALWU IJIEHKOIUTOB, SPUTPOLUTOB, TPOMOOLIUTOB U
MaccOBOM KOHI[EHTPAIUK FeMOII00MHA.

Ormucanue:
B pabote aHanu3aTtopa IpUMEHSIOTCS IBA METOAA U3MEPEHUH

(xparkoe H3MoKEeHIE HHPOPMALMY O KOHCIPYKIMH U IPAHIUNAX JSHCTBUSL

KOHJTYKTOMETPUYECKHUH U CIIEKTPODOTOMETPUISCKUM.

cpencisa HBMCpCHHﬁ, HHCHTI/I(I)HKHHHOHHHX JAaHHBIX H criocofax 3alUTEI BCTPOSHHOTO

KOH,Z[YKTOMGTPHIICCKI/II\;I MCTOJ OCHOBAaH Ha USMCHCHHMH ITOJITHOT'O COIIPOTHUBIICHHA
W/WITH OPUKTATHOTO PorpaMMHOro ofecriedeHus (IpH HaTU4UH)

KaTOpOBOYHOH alepTyphl, IOMEIEHHOH B DJIEKTPOJIMT ¢ IOCTOSIHHBIM TOKOM,
MIPOXOJISIIITAM MEXTY IBYMS JIEKTPOAAaMHU, PACIOJIOKEHHEIMH 10 00erMM CTOpOHAM
anepTypsl. Bakyym, co3aronuiics y KpaeB anepTyphl, 3aCTaBIISAET KISTKU
IIPOJIBUTAThCS Uepes anepTypy. Kakmas KiaeTka BEITECHSIET CBOM 00beM
BJIEKTPOJIATA, TEM CaMbIM ITOBBIIIAS HOJHOE SJIEKTPUUECKOE COIIPOTUBIICHUE
areptypsl. [IpoxoxaeHne Kax a0l KIIETKA PETUCTPUPYETCS B BUJIE UMITYJIbCA,
aMILTATYJa KOTOPOTo MPOIOPIMOHAIbHA 00beMy KieTkn. OnpeieeHre
KOHIIEHTPAITUH TeMOTrIO0NHA MPOU3BOIUTCS CIIEKTPODOTOMETPUISCKIUM METOIOM.
AHanu3aTop MO3BOJISET ONPENEIITh HOPMaIbHEIE ITapaMeTPEI KIIETOK KPOBHU
MAITMCHTOB ¥ CUTHAJIM3UPOBATH O MATOJOTHYSCKUX PEe3yIIbTaTaxX, KOTOpHhIE
TpeOVIOT JOTOIHUTENBHEIX HccliemoBannii. Ha ocHOBaHMM MOJTYYEeHHBIX
pPE3YJIFTATOB BEIYUCIISIIOTCS Pa3IMUHEIE TapaMeTPhl ISt 00pas3IioB KPOBH, a TaKXKe
BBITIOJTHSIETCS IIOCTPOEHHUE THUCTOTPaMM M CKATTEpraMM JJIsl HCIIOJIb30BaHMs B
,unarHocrnKe in vitro.




O0s3aTenbHBIE METPOJIOTHYECKHE TPeOOBaHMSI MTPeICTaBIeHbI B Tabmuie 1.
Tabmuma 1

HaunmenoBauue 3HaueHUe

JnanazoH u3MepeHuii KoHrenTparun aeiikoruros (WBC), 10°/1 ot 1,2 1o 26,3

[Ipenen nommyckaeMoro OTHOCUTEIHHOI'O CPEJHEr0 KBaIpaTUYECKOro
otioneHus (OCKO) ciydaifHON COCTaBISIOIIEH MOTPENTHOCTH IPU 5,0
u3MepeHnu KoHieHTpaimu jetikonutoB (WBC), %, e Gonee

Jnana3on usMepennii KornerTparuu spurponuros (RBC), 1012/ or 1,9 10 6,7

IIpenen momyckaeMoro OTHOCUTEIBHOIO CPEAHET0 KBaIpaTH4ECKOro
orkiioreHus (OCKO) cioydaifHOM cocTaBIISIFOILIEH MOTPEITHOCTH IIPU 5,0
u3MepeHnu KouueHTparuu sputporuroB (RBC), %, ne 6omnee

Jnana3on usMepenuit konneHTparmu remoraoduna (HGB), r/mn oT 4,6 1o 22,1

IIpenen momyckaeMoro OTHOCUTEIIBHOI'O CPEIHEr0 KBaIpaTHIeCKOro
otkioHeHus (OCKO) cimyuaitHo#t cocTapistoniel MOTpenHOCTH Ipy 2:5
M3MepeHun KoHuenTpanuu remoriiobuna (HGB), %, e 6omee

oT 36,9 no

Jnana3soH u3MepeHnii KoHenTparmu TpomboruTos (PLT), 10%/1 212.0

IIpenen goIryckaeMoro OTHOCUTEIBHOI'O CPEJHETO KBaIPaTUIECKOrO
otknoneHus (OCKO) cimydyaifHOM COCTaBISIONIEH MOTPENTHOCTH TIPU 10,0
u3Mepernu KoHneHTpanuu Tpombonuros (PLT), %, He 6omee \

OCHOBHBIE TEXHUYECKHE XApaKTCPUCTUKHU U METPOJIOTHYCCKUE XapaKTCPUCTHUKH, HE
OTHOCAIIHUECA K 0053aTeIBLHEIM METPOJIOTHICCKUM Tpe6OBaHI/I$IMI MMpEaAcCTaBJICHBI B

Tabiuie 2.
Tab6muma 2
HanmenoBanue 3HaueHue

Jnana3on HanpskeHUd NUTarotek cetu™, B ot 100 mo 240
HomunanrsHasg yacrora nuraromeii cetn*, I'ig 50-60
[aGaputHble pasMepsr*, MM, He Goree 230x450%428
Y cnoBuUs SKCIUTyaTaluu:
Jana3oH TEMIEPATYPHI OKpYIKaroIiero Bozayxa*, °C ot 15 mo 25
Jana3oH -OTHOCUTENBHOU BIAXHOCTU OKpPYXKArolero Bosmyxa*, %,
ipu 25 °C, He 6osee 80
* — B COOTBETCTBHM C PYKOBOJICTBOM oOlleparopa. IIpy IMPOBENEHWH METPOJIOTHUECKOM

OKCIICPTHU3EI XapPaKTCPUCTUKHU HE ITOATBEPKIAIHUCH




KomMmuiekTHOCTB: IpeacTaBiieHa B Tabmuile 3.

Tabauma 3
HaumenoBanue Kommuectro
AHanuzatop remaTtoyioruueckuit aromarndeckuit MEK-1305 1 wr.
PykxoBoacTBO onepaTopa 1 mir.

MecTto HaHeceHHUs 3HaKa YTBEPIKACHUA THUIIA CPCACTBA HBMepeHHﬁI

3HaK YTBCPXIOCHHU THUIIA HAHOCHTCS Ha TPITy.TIBHBIfI JINCT PYKOBOACTBA OIICpaTopa.
(Ha cpenCcTBE U3MEPEHUM W/MIIH Ha SKCIUTyaTallHOHHOM JOKyMEeHTaLH)

Metonnka IOBEPKHU:
IToBepka ocymectBisiercs mo MILTP 1167-2026 «Cucrema obecniedueHUsI

(HaVMeHOBAaHHE ¥ HOMED METOIUKU TIOBEPKH)
CAWHCTBA I/IBMepCHI/Iﬁ PGCHY6JII/IKI/I BGJ’I&pYCB. AHaJ'II/ISaTO]DBI TeMaTOJIOTHICCKHUC

aBToMaTtudeckue MEK-1305. MeToauka MOBEpKW.

CBGI[GHI/ISI 0 MCTOOHUKaAX (MCTOI[aX) I/I3MepeHI/If;Ii OTCYTCTBYIOT.
(HanMeHORAHHS M HOMEPa METOMK (METOIOB) U3MEPEHHUI)

HopMaTuBHEIE IpaBOBBIE aKThl, B TOM HHCJIE OOsBaTeNbHBIE JJISI COOJIONEHUS
TEXHUYECKHUE HOPMATHBHEIE NPABOBBIC aKTHI, TEXHUUYECKHE HOPMATUBHBIE IPABOBBIE
aKThl B O0JAacCTH TEXHUYECKOTO HOPMHPOBAHWS W CTaHOAPTHU3AIUH, JOKYMEHTHl B
00/acTH TEXHUYECKOTO HOPMHUPOBAaHUS ¥ CTAHAapTH3AIMM, He SBISIOIINECS
TEXHUYECKMMH HOPMATUBHBEIMHU ITPABOBBIMU aKTaMH, TOKYMEHTAIIUS TTPOU3BOIUTEIIS
WIA TEXHUYECKOE 3aJaHue 3asBUTENI Ha METPOJIOTMUYECKYI OKCIEPTH3Y,
yCTaHaBIMBAIOIIUe TpeOOBaHUS K THUIYy CpPEACTBA W3MEPEHUH: TeXHUYeCKas
JOKyMeHTaIus (pyKOBOACTBO OIEPaTopa).

HI[@HTI/I(I)I/IKaL[I/DI HpOI‘paMMHOI‘O obecIieueHus: IIpeacTaBJICHA B Taomme 4,
(yKa3pIBarOTCSA BEPCUH NPOrPAMMHOr0 0GecreueHns)

Tabnura 4

Howmep Bepcuu 110

Wnentudukanmonnoe HauMeHoBanue 110 o
(uneHTUGUKAIIMOHHBINA HOMED),

- He Hmxke V02-09

IIpomsBoauTens:
«Nihon Kohden Corporationy, SInoxus

(HaHMCHOBaHI’IE TIPOU3BOOIUTENA, €O MCCIOH&\O'}KI{&HYIS)

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

3aKaodeHre O COOTBETCTBHUU YTBCPXKIACHHOTO THIIA CPEACTBA H3M6p€HPIfI
Tpe6OBaHI/ISIM HOPMAaTHUBHBIX IIPAaBOBBEIX 4aKTOB, B TOM YHCIIC 00s3aTeIbHEIM JJIT




COONIONEHNUS TEXHMYECKMM HOPMATHBHEIM IIPAaBOBBEIM  aKTaM, TEXHHYECKUM
HOPMAaTHBHBIM IIPaBOBEIM akKTaM B OOJacTH TEXHWYECKOTr0 HOPMHPOBAaHUS U
CTaHNApTU3allMK, JOOKyMEHTaM B 00JacTH TEXHHUYECKOTO HOPMHUPOBAHHS U
CTaHAApPTH3ALUY, HE SABIBIIOIMMCS TEXHHUYECKUMH HOPMATUBHBIMH ITPABOBBIMU
aKTaMH, JOKYMEHTAIlUX IIPOU3BOLUTENA WK TEXHUUYECKOMY 3aJaHUIO 3asiBUTEISA HA
METPOJIOTHYECKYIO SKCIIEPTHU3yY B OTHOIIEHUWU E€OWHAYHOIO HK3EMILIIpa CpeliCTBa
A3MEPEHUI:

AHanuzatop remaroinoruyeckmit  aBromarmueckmit MEK-1305 Ne 01391
COOTBETCTBYeT TpeOOBaHUSAM TEXHUYCCKOH  JTOKyMEHTAIlMH  IIPOH3BOIUTENS
(pyKoBOZCTBO OIEpaTopa).

TwIt cpeficTBa M3MEPEHUN OTHOCHTCS K KATETOPHH (KATETOPHSIM):

. 6.8 AHAIM3ATOPHI COCTaBa M CBOMCTB GHOJOrMYECKHX Cpej (COrTacHO MepedHIo
KaTeropuil  CPEeNCTB HM3MEpEHHH, IIPeACTABIAIONMX COBOKYIHOCTh CPENCTB
M3MEpEHNH OJIMHAKOBOTO HA3HAYEHMS, NPMMEHSIEMBIX IPH M3MEpeHHAX B cdepe
3aKOHOLATENIGHOM METPONIOTHH, SK3EMILISAPHl  YTBEPKASHHOTO THUIA KOTODPHIX
TIOJIEXKAT TOCYIapCTBEHHON IIOBEPKE C YCTAHOBIEHHOW B HEM HEPHOJMYIHOCTBIO
(npmnoxenue K ITocTanoBienuto I'0cy1apCTBEHHOr0 KOMUTETA O CTAHIAPTH3AIAH
Pecmy6iuku Benapycs ot 20.04.2021 Ne 39).

VYIIOMHOMOYEHHOE  IOpUAMYECKOe  JIWIO, I[POBOAMBIIEE  METPOJIOTHUECKYIO
OKCIIEPTHU3Y B LEJAX YTBEP)KACHUS THUIIA CPEICTBA U3MEPEHUM:

PecnybnukaHckoe yHUTapHOE Ipeanpustie «I poJHEHCKHA IIEHTP CTaHAapTH3ALIIH,
(mosHOE HANMEHOBAHUE, MECTOHAXOXKACHHE, TeNedOH, YNEKTPOHHEIN anpec)

METPOJIOTUH U CEPTUDUKALIIID).
Pecny6nuka benmapycs, 230003, r. I'poxno, yn.06yxosa, 3
Tenedon: +375 152 64-31-41; ®axc: +375 152 64-31-29

-e-mail: csms@csmsgrodno.by

IIpunoxenus: 1. ®ortorpadus odmiero BUIa cpecTBa U3MEPEHHI Ha | JHCTe
2. Cxema (pUCYHOK) ¢ yKa3aHHEM MeCTa U1 HaHeCeHWs 3HakKa
IIOBEPKU CPEJICTBA U3MEPEHUM Ha 1 JTHCTe.

/

Hupexktop ‘ é)
I'ponrenckoro IICMC M.B. I'oit

(TOIKHOCTD PYKOBOJIUTEIIS HIIK 3aMECTUTENS (monmuce) ° (vHELHMANE], GamMuITHs)
PYKOBOJUTENS YIIOTHOMOYEHHOTO IOPHUYECKOTO JIHIIE,
IPOBOJUBIIEIO UCTIBITAHUA B IIETISTX YTBEPIKICHHUS THIIA
CpeaCTBa U3MEPEHUN)




IMTPVJIOXEHUE 1
(obOs3aTenbHOE)

Gotorpauu 00LIEro BIAa CPEICTBA H3MEPEHH I
TS Sl i

Pucynok 1.1 — @ororpadus o6iero Buaa aHaIA3aTOpa reMaToI0TIIecKOro
aBToMarudeckoro MEK-1305 Noe 01391
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POWER INPUT  150VA

Pucynok 1.2 — ®otorpadus MapKiUpoBKH aHAM3aTOpa reMaToJI0THIECKOro
aToMarudeckoro MEK-1305 Ne 01391



[TPUJIOXEHVE 2
(o6s3arenpHOE)

CxeMa (pHCYHOK) ¢ yKa3aHUEM MeCTa JJIsl HAHECEHUSI 3HaKa TIOBEPKU CPENICTBA
A3MEPEHUN

MecTo /Ui HaHeceHUs 3HaKa NOBEepKH (KIelMo-HaKIeHKa)

Pucynok 2.1 - Cxema (puCYHOK) ¢ YKa3aHUEM MeCTa /IS HAHECEHUS 3HaKa
IIOBEPKHU CPEACTBA H3MEPEHUN



