T'OCYIAPCTBEHHBII KOMUTET JBAPKAVHBI KAMITST

10 CTAHJIAPTA3ALINA TIA CTAHIAPTBHI3ATIBII
PECITYBJIMKH BEJIAPYCh PACITYBJIKI BEJAPYChH

CEPTHOUKAT }
OB YTBEPJK/IEHIH TUIIA CPEJCTBA U3MEPEHUIT

Ne 20788 ot 1 oxTs16ps 2026 T.

Cpok melicTBus — 6eccpodHO

HammenoBanue u 0603Ha9eHKE EAMHIYHOTO SK3EMIUIPA THITA CPENCTBA U3MEPEHMUIL:
AHaIM3aTop rematonorudeckuii apromarundeckuii MEK-1305

3aBonckoit Homep: 01387

IIpousBoOUTENE:
«Nihon Kohden Corporation», SImonus

Buragenen cepruduxaTta 00 yTBEpKISHUY TUITA CPEACTBA U3MEPEHUIA:
000 «BOM Hn:xenupuHry, r. Munck, Pecny6auka Benapycs

MeToznuka MOBEpKU:
MILI'P 1167-2026 «Cucrema obecnedeHusi eIMHCTBa H3Mepenuid Pecnybaukn Bemapych.
AHa/IH3aTOPBI reMaTosiorudeckue apTomaruieckne MEK-1305. MeToauka nosepKm»

MHTepBan BpeMeH: MEXKIy FOCYIapCTBEHHBIMMU [TOBEPKaMu: 12 MecsimeB

Tunm  cpencte  m3MepeHuit yTBEPXKACH IIOCTAHOBIEHMEM | OCYJAapCTBEHHOTO KOMHTETA
o cranaapTusanuy PeciryOnuku bemapycs ot 01.10.2026 Ne 114.
YTIBeP)KICHHbIN €IMHUYHBIH SK3EMIULIpP THIIA CPECTBA U3MEPEHUHM PaspeIaeTcs K IPAMEHEHMIO

Ha Ttepputopun PecrmyGmuku Bemapych B COOTBETCTBME C MpIIaracMbIM OIMCAHWEM THIIA
CPE/CTBA U3MEPEHHIA. MITET 7N
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ITpunoxenue k ceptTudukary obd
YTBEPXKIEHUH TUIIA CPELICTBA
A3MEPEHUN

OT 7peresmp. 2026T. NoLOZkf

OITMCAHUE TUIIA CPEJICTBA M3MEPEHUIA

HaumenoBanue u 0003HaUCHUE IUHIYHOTO PK3EMILISPA THITA CPEACTBA H3MEPEHHUIA:
Amnanuzatop reMatosorudeckuii apromaTraeckuiit MEK-1305

HavMeHOBaHUE €IUHWYHOIO SK3EMIUISpa THUIA CPEACTBa M3MEPEHHUi: AHAIU3aTop
TeMaTOJIOTUYECKUH aBTOMAaTHIEeCKUA

O603HaueHNe eMHUIHOTO 3K3eMILTApa TUITa CpecTBa m3Mepenuit: MEK-1305
3aBockoii Homep: Ne 01387

HasznaueHnwue:

AHanu3aTop reMaToIOTHUYeCKIA aBTOMAaTHYECKHIMA

MEK-1305 Ne 01387 (manee - aHanuzarop) nNpeaHa3HadeH IS U3MEPEHH B KPOBU
YeJIOBEKa CYETHOM KOHIIEHTpAlUHW JIEHKOLMTOB, SPUTPOIUTOB, TPOMOOIUTOB W
MacCOBOM KOHI[EHTpalluH reMOoTrI00nHA.

Onucaunue:
B pabote ananm3aropa IPUMEHSIIOTCS Ba METO1a H3MEPEHUI:

(xparkoe u3nokeHUe MHGOPMAIINH O KOHCTPYKLMY U NPUHIKIIAX AHCTBAS

KOHJIYKTOMETPUYECKUHN U CIIEKTPODOTOMETPHUECKHIA.
cpencrea H3Mcchm71, PI,HSHTPIq)HKaIlHOHHLIX JAaHHBIX H crnocofax 34l{MTBl BCTPOCHHOTO

KOHHYKTOMeTpI/I'-IeCKI/Iﬁ MCETOJ OCHOBAH Ha M3SMCHCHHUH ITOJHOTO COIIPOTHUBICHUSA
W/WITH NPUKIATHOTO NPOrPaMMHOro o6GecriedeHus (IPY HAIMYKK)

KaTMOPOBOYHOM anepTyphl, MOMEIIEHHOM B 3JIEKTPOJINT ¢ IOCTOSHHEIM TOKOM,
IIPOXOAAIIMM MEXAY ABYMS 3JIEKTPOIaMH, PACIIONIOKEHHBIMH 110 00€HUM CTOPOHAM
aneprypsl. Bakyym, co3maroniuiics y KpaeB alepTypsl, 3aCTaBIIsSIET KIETKH
IIPOABUTATECA Yepe3 anepTypy. Kaxmas KiieTka BEITECHSIET CBOM 00heM
SJIEKTPOJIUTA, TEM CaMbIM IOBBINIAS ITOJTHOE JIEKTPHIECKOE COIPOTHBIIEHHE
anepTypsl. IIpoxoxIeHre KaXXI0H KIETKH PErUCTPUPYETCS B BUIE UMIIYJIbCA,
aMILIUTya KOTOPOTO MPONOpIMoHaIbHA 00beMy KineTKH. OmupeieneHne
KOHIIEHTPAINY TeMOITI00MHA IPOU3BOIUTCS CIIEKTPODOTOMETPHUIECKAM METOIOM.
AHanu3aTop IO3BOJISIET ONMPEAEISITh HOPMAJIbLHBIE IIAPaMETPEI KIETOK KPOBH
MAIMEHTOB U CUTHAJIIM3UPOBATH O MATOJIOTHIYECKUX Pe3YIbTAaTaX, KOTOPEIE
TpeOYIOT JONOIHUTENBHBIX HecenoBannii. Ha ocHOBaHMM IOTyYeHHBIX
Pe3yABTATOB BEIYMCIIIOTCS Pa3IMUYHbIe TapaMeTPHI ISl 00pa3lioB KPOBH, a TAKKE
BBIIIOJTHAETCS] HOCTPOSHUE TUCTOTPAaMM M CKATTEPraMM JIJIsl MCIIOJIE30BaHMUs B
JUarHOCTHKE 1n vitro.
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O06s3aTenpHbIE METpOJIOTHYeCKHe TpeOOBaHUS PEACTaBIeHEI B Ta0uIE 1.
Tabauia 1

HanMenosanue 3Hauenue

Juamna3on m3MepeHuit KounenTpanuu neiikonuros (WBC), 10%/1 ot 1,2 1o 26,3

IIpenen nomycKkaeMoro OTHOCUTENBHOTO CPEHEr0 KBaIpaTUYECKOTO
orknoHeHus (OCKO) cimyuaitHo#t cocTaBisfomeil MOrpenHocTy Ipu 5,0
u3MepeHun KoHIeHTparuu jetikonutoB (WBC), %, He 6oiee

JuanazoH u3MepeHuii KoHnenTpanuu spurpouutos (RBC), 101%/n ot 1,9 10 6,7

IIpenen momyckaeMoro OTHOCUTENBHOTO CPEIHEr0 KBAAPATHUYECKOrO
orkinoneHnsa (OCKO) cirydaitHoit cocTaBisfolieil MOrpenHOCTH IpU 5,0
U3MepeHnU KoHUeHTpanuy spurporuutoB (RBC), %, ne 6omee

Jlvana3oH u3MepeHuit KoHIeHTpauuu remorinoouna (HGB), r/mn ot 4,6 no 22,1

IIpenen noIycKkaeMOro OTHOCHUTENBFHOIO CPEIHEro KBaJpaTUYeCKOro
orknonenua (OCKO) ciyuaitHol COCTaBISIIONICH OIPEHTHOCTH IPH 2,5
HM3MEpEHUH KOHIeHTpanuu remorioouna (HGB), %, ue 6onee ‘

oT 36,9 o

Juana3oH u3MepeHuii KoHueHTpanuu Tpomdonuros (PLT), 10%/1 212.0

IIpenen moImycKkaeMoro OTHOCHTEIBHOTO CPEHEr0 KBaJpaTHIECKOrO
otkinoHenua (OCKO) ciayuaifHON cOCTaBISOIEH MOIPEMIHOCTH [IPU 10,0
HU3MepeHnu KoHleHTpanuu TpomborutoB (PLT), %, e Gonee

OCHOBHEIE TEXHAYECKHUE XapaKTEPUCTUKU U METPOJOTHYCCKHUE XapaKTCPUCTUKH, HE
OTHOCIAIIHUECA K 0053aTeNLHEIM METPOJIOTHUYCCKUM TpGGOBaHI/IHMZ IMpCacCTaBJICHEI B

Tabauie 2.
Tabmura 2
HaumeHoBaHue 3HadyeHue

Jlvana3oH HalpspKEHUS MUTaroIei cetn*, B ot 100 mo 240
Homunanbnaas yacrora muraromieit cetu*, I'ig 50-60
I"aGaputHsie pazmepsr*, MM, He Goliee 230x450x428
Y ca0BUS SKCIUTYaTalliH:
JUaTa3oH TeMIIEpaTyphsl OKpysKaromiero Bozayxa*, °C ot 15 o 25
MUaa30H OTHOCUTEIBHONM BIIaYXKHOCTU OKpPYXAloIero Bosmyxa*, %,
ripu 25 °C, He 60i1ee 80
* — B COOTBEICTBUH C DPYKOBOJACTBOM omeparopa. IIpH IIpOBENEHHH METPONOTHYECKOH

SKCIICPTHUIEI XapaKTCPUCTHKU HE IIOATBECPKAATIHUCH




KomMmmekTHOCTE: TIpecTaBieHa B TabuiIle 3.

Tabmuia 3
HaumeHnoBanue | KonuuectBo
Amnanuszatop remarojiorudeckuii apromatuueckuiit MEK-1305 1 .
PyxoBoacTBO omeparopa 1 mT.

MecTo HaHeceHHS 3HaKa YTBEPKOCHUA THUIIA CPEACTBA HBMCPGHHﬁ:

SHAK YTBCPXKACHHUA THIIA HAHOCUTCA HA THTYHBHBIﬁ JINCT PYKOBOACTBA OIICparopa.
(ma cpencTBe U3MEPEHUH W/HIN Ha 3KCIULy aTAMOHHON JOKYMEHTALMK)

Mertoauka TOBEpKU:
IToBepka ocymectBisiercs mo MILIP 1167-2026 «Cuctema obecriedeHus

(HauMEHOBAHUE ¥ HOMEP METOMKU MIOBEPKH)
ennHCTBA M3MepeHult Pecny6mmku benapych. AHaIH3aTOPEl FeMaTOJIOTHYECKIE

asTroMarndeckue MEK-1305. MeTorKa ITOBEPKIY.

Ceenienus o Meroukax (MeTo1ax) U3MEPEHHI: OTCYTCTBYIOT.
(HaNMCHOBAHHUS ¥ HOMEPa METOIMK (METOIOB) U3MEPEHHMN)

HopmaruBHBIE IpaBOBBIE aKTBl, B TOM 4YHCIE OOS3aTeNbHEIE IS COOIIONEHUA
TEXHUYECKHE HOPMATUBHBIE IIPABOBBIC aKTHI, TEXHHUECKHE HOPMATHBHEIE IIPABOBEIE
aKTBl B OOJACTH TEXHWYECKOTO HOPMUPOBAHUS M CTAHIAPTH3AIUM, JOKYMEHTH B
0071aCTH TEXHWYECKOTO HOPMHPOBAHWS M CTaHJAPTU3ALUHM, HE SBJISIONIMEcs
TEXHUIECKMMH HOPMATUBHBIMH IIPABOBBIMU aKTaMH, JOKYMEHTAIIUS IPOU3BOIUTEIS
WIA TEXHHYECKOE 33J[aHue 3asgBUTENs Ha METPOJOTHYECKYIO0 3KCIIEPTH3Y,
YCTaHaBIMBAIOIIUME TpeOOBaHUA K THIY CpPEACTBA H3MEPEHHM: TeXHUUECKas
JOKyMeHTanus (pyKOBOJICTBO OIIeparopa).

M penTHOUKAIUS IPOrpaMMHOTO 00eCIIeYeH s : IpeicTaBlIeHa B Tabule 4.
(YKa3BIRAIOTCS BEPCUH MIPOTPAMMHOTO 0GECIEUEHNS)

Tabmuma 4

Howmep Bepcuu 110

WnentudukamonHoe HanMeHoBauue 110 .
(MIeHTUUKAIIMOHHEIN HOMED),

- He Hmwxe V02-09

IIpon3BOIUTEND:
«Nihon Kohden Corporationy, Snoxus

(HRVIMSHOBHHI/IC TIPOU3BOIUTENS, €TI0 MeC-TOHELXO')K,lICHHC)

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

3aKI04YeHHe O COOTBETCTBUU YTBEPXKIACHHOI'0O THUIIa CpCACTBa I/I3MepeHI/Iﬁ
Tpe6OBaHI/I$IM HOPMAaTHUBHEIX IIPaBOBBEIX 4KTOB, B TOM YHCIIC 00s13aTeIBLHBIM JJIA




COOMIONEHNS TEXHWYECKUM HOPMATUBHEIM IPABOBBIM  aKTaM, TEXHHYECKUM
HOPMATHBHEIM IIPaBOBBIM aKTaM B 00JacTH TEXHHUYECKOTO HOPMHUPOBAHHUS M
CTaHIApTH3aIlu{, [OKYMEHTaM B OO0lacTd TEXHHYECKOI0 HOPMHPOBAHUS U
CTaHIAapTHU3AIlMH, HE SABJIAIOINIUMCS TEXHUYECKUMH HOPMATHUBHBIMU IPaBOBEIMHU
aKTaMH, JOKyMEHTAIlUX IIPOMU3BOLUTEN WU TEXHUYECKOMY 3aJaHUIO 3asBUTENS Ha
METPOJIOTUYECKYI0 OJKCIEPTU3y B OTHOIICHHM E€IUHUYHOTO HK3EMIUISpa CpPeICTBa
U3MEPEHUN:

Anpanmusatop reMaTtonoruyeckuii  aBromatmueckumit MEK-1305 Ne 01387
COOTBETCTBYET TpeOOBaHUSAM TEXHHYECKOW JOKYMEHTAI[MM  I[IPOW3BOIMTEINS
(PyXOBOZCTBO omeparopa).

THn cpepcTBa U3MEPEHHUM OTHOCUTCS K KaTerOpHH (KaTerOpusM):

. 6.8 AHamu3aTOpEl COCTaBa U CBOMCTB OMOIOTHYECKHX cpel (COTIacHO MEepeydHEO
KaTeTOpUH CpPEeNCTB HU3MEPEHUH, NPEACTABISIONMUX COBOKYIIHOCTH CPEICTB
U3MEPEeHUN ONMHAKOBOTO Ha3HAUEHWS, IPUMEHIEMBIX NPU HU3MEpPeHHAX B cdepe
3aKOHOJATENIBHON METPOJIOTUM, OK3EMIUIAPHl YTBEPXKICHHOI'O THIIA KOTOPBIX
IIOJJIEKAT TOCYNapCTBEHHOH IOBEpKE C YCTAaHOBICHHON B HEM IEPUOIUYHOCTHIO
(mpunoxxenue k IlocranoBneHuo ["ocy1apcTBEHHOr0 KOMUTETA 10 CTaHAAPTH3ALAN
Pecny6nuku benapycs ot 20.04.2021 Ne 39).

VIONHOMOYEHHOE  IOPUAWYECKOe  JIMIO, IIPOBOAMBIIEE  METPOJIOTHUECKYIO
SKCIIEPTHU3Y B LIEIAX YTBEP)KIECHUS TUIIA CPE/ICTBA U3MEPEHUH:
Pecny6nukaHckoe yHuTapHOe mpennpustie «I'poaHEeHCKHM IIEHTP CTaHaapTH3aLHH,

(moyHOE HANMEHOBAHHUE, MECTOHAXOKICHHE, TeNedOH, SIEKTPOHHBIHA anpec)
METPOJIOTHUH U CEPTUDHKAIIIID).
Pecmybmuka benmapyck, 230003, r. I'poxno, yi1.06yxoBa, 3
Tenedon: +375 152 64-31-41; ®akc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IIpunoxenwns: 1. @ororpadus oduero BuIa cpencTsa H3MepeHnit Ha 1 aucre
2. Cxema (pUCYHOK) C yKa3aHMEM MeCTa I HaHECEHMs 3Haka
IIOBEPKU CpPEACTBA U3MEpeHUi Ha 1 JucTe.

JupexTop ' /
I'poguenckoro IICMC M.B. I'oit
(BOMKHOCTD PYKOBOJIUTENS HIIH 3aMECTUTENS (monmmuce) (vuuLMAanEL, GaMuTHs)

PYKOBOZHUTENSA YIOIHOMOYEHHOIO IOPHAMIECKOTO JINIIA,
IPOBOMBLLErO UCIBITAHUS B ENAX YTBEPIKICHUS THIIA
CpencTBa u3MepeHui)



IMTPUJIOXKEHME 1
(oOs13aTensHOE)
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~®ororpapum 06LTEr0. BUIA CPEACTBA U3MEPEHHH
ST L mews

Pucynok 1.1 — @otorpadus 061nero Buia aHATH3aTOPa FeMATOJIOTHISCKOTO
aBToMaTnueckoro MEK-1305 Ne 01387



Pucynoxk 1.2 — @ororpadus MapkupOBKH aHAIM3aTOPa TEMATOIOTHIECKOTO
aproMarrueckoro MEK-1305 Ne 01387



IMTPUJIOXXEHUE 2
(ob6s3aTenmsHOE)

Cxema (pUCYHOK) ¢ yKa3aHHEM MeCTa [UIsl HAHSCCHMs 3HaKa MOBEPKH CPEACTBA
A3MEPEHAN

T “ ‘ﬁiﬁ_n; r '.."fiu’ h

MecTo U1 HaHEeCEHHs 3HaKa NoBepku (KnedMo-Hakedka)

Pucynok 2.1 - Cxema (pUCYHOK) ¢ YKa3aHHEM MECTA 19 HAaHECEHMS 3HAKA
IIOBEPKH CPEACTBA U3MEPEHHNA



