I'OCYJIAPCTBEHHBIII KOMUTET 3SIPYKAVHBI KAMITOT
IO CTAHAAPTU3ALINU ITA CTAHJAPTBI3AIIBII
PECIYBJIUKU BEJIAPYChH PACIYBJIKI BEJIAPYCH

CEPTUDOUKAT 5
Ob YTBEPXXAEHHUU TUIIA CPEACTBA UBMEPEHUN

Ne 20464 ot 30 uronsa 2026 r.

Cpok neicTBUst — 6eCCPOYHO

HaumenoBanue u 0603HaueHNe eMHUYHOTO SK3EMILIspa TUIIA CPEACTBA U3MEPEHUI:
AHaJH3aTOp razoB 1 OHOXHMHYECKOr0 COCTABA KPOBH il5

3aBojckoit HoMep: 960360-M21202920016

[IpousBoauTENE:
«EDAN Instruments, Inc.», Kurai

Bnanener ceprudukara o6 yTBep)KI€HUU TUIIA CPEICTBA U3MEPEHUN:
010 «TOCHUJIEHA», r. Munck, Pecmy6siuka benapycnh

MeTtoaunka MoBepKuU:

MPB MI1.3282-2022 «Cucrema obecnieyeHusi efuHCTBA H3MepeHnii Pecny0sinkn besapyce.
AHa/m3aTopbl razoB U OMOXMMHYeCKOro cocraBa KpoBHu il15/i1SA. Meroanka moBepkH»
B peJaKUMH ¢ usMeHeHnem Ne 1

HHTepBaH BPEMCHHU MCXKY I'oCy IapCTBECHHBIMHU ITOBECPKaMU: 12 mecsineB

Tun cpencTts u3MepeHHMH YTBEp)KIEH IIOCTAHOBJIEHHMEM [ 'OCyHapCTBEHHOrO KOMHUTETa
no crangaptusannu Pecriy6inuku benapycs ot 30.07.2026 Ne 82.

VY TBep>KIE€HHBINA €JMHUYHBIN 3K3EMIUIAP THUIIA CPEACTBA U3MEPEHMI pa3pelaeTcs K IPUMEHEHHIO
Ha Tteppuropun Pecnybnuxu bemapych B COOTBETCTBHM C IpHJIAraéMblM OIIMCAHHMEM THIIA
CpEICTBA U3MEPEHUH.

N.A.Kuciaedko

(vHULMansl, haMHUINsT)
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[TpunoxxeHue x cepTudukary
00 yTBEp)KJIEHUU THUIIA
CpencTBa U3MEPEHUN

OT 20 sewat3 2026 T.
Ne QoY 6y

OINMUCAHUE TUIIA CPEJICTBA U3MEPEHUI

HavMeHnoBanue u 0003HaYeHNE EAMHIUYHOTO SK3eMITIsIpa TUIIA CPeCTBa U3MEPEHUIL:

AHanusaTop ra3oB ¥ OHOXUMHUYECKOT0 cCOCTaBa KpoBH i15.
HaumeHoBaHUE e AMHUYHOTO K3eMIUIsIpa TUIIA CPEACTBA U3MEPEHUM:

AHanuzaTop razoB 1 OGMOXUMHUYECKOTO COCTaBa KPOBH.
O6o3HaueHne eIMHUYHOTO SK3EMITISIpa TUIIA CPeCTBA U3MepeHuit: 115
3aBozckoi Homep: 960360-M21202920016.
Ha3znauenue:

AHanuzaTop  ra3oB M OHOXMMHYECKOro  cocTaBa  KpoBH 115

No 960360-M21202920016 (nmanmee — aHanu3aTOp) IpeAHA3HAYEH I H3MEpPEHHUs
aKTUBHOCTH HOHOB Bojopona (pH), mapuuansHOro namieHus ra3oB KpoBu (pCOa,
p0,), xonuentpamuu uonos (Na', K*, Ca?', CI), rmokossl (Glu), makrara (Lac) B
npo0ax apTepuasbHONW M BEHO3HOM LETbHON KPOBH IPU JUATHOCTHUKE 1n Vitro.

Ormnucanue:

[IpuHUMI nelcTBUSI aHaIM3aTopa OCHOBAaH HAa METOJAX IMOTECHLIUOMETPUU H
aMIIEPOMETPUH.

AHanm3aTop COCTOMT K3 CJIEAYIOLIUX OCHOBHBIX OJIOKOB: OCHOBHOM
3JIEKTPOHHBIA MOJYJb, CEHCOPHBIM 3KpaH, TEPMOIPUHTEP, CKaHEpP, JJIEKTPOHHBIN
CUMYJISITOp, BCTPOGHHAsl [To/13apshKaeMasi JINTHeBast baTapest.

AHaju3aTop UMeeT BCTPOEeHHOe IporpaMMHoe obecriedenue (nanee - 110). I1O
MCIIONIb3YETCS AJIsl YIIPaBJIeHUs BHYTPEHHUMH pabovYiMU NPOLIECCaMU aHalIMu3aTopa,
00paboTKH, XpaHeHHs, WHIUKAUUd MU Tepefayd pesynpTaToB usMepenuid. 110
UIEeHTUDUIIPYETCS MyTeM BBIBOJAa HOMEpa BEPCUM HA 3KpaH MOHHUTOpA, MMEET
IIPOTrpaMMHBIE CPEICTBA 3aLUTH OT CTOPOHHEr0 BMEIIATEIbCTBA.

OO6s13aTeNnpHbBIE METPOJIOTUYECKIE TPeOOBaHMUS: IIPECTABICHbI B Tabaue 1.

Tabnuua 1
HanmeHoBaHMEe XapaKTePUCTUKHY, EAUHULIA BETUYHHBI 3HaueHue
Jlnarna3oH W3MepeHui aKTHBHOCTH HOHOB Bogopoxa (pH) oT 6,5 no 7,8
JlommyckaeMoe 3Hau€HHe OTHOCUTEIBHOTO CPEHEro
KBaIpaTHUeCKOro OTKJIOHEHHUs pe3yJIbTaTOB U3MEPEHUIN 3,0
AKTUBHOCTH MOHOB BOAOPOJa, Yo




Oxonuanue Tadmupl 1

NapoHaJIbHOTO JaBJICHMAA Kucjaopozjaa, %

HauMeHOBaHUE XapaKTEPUCTUKYU, €AUHHUIIA BETMIUHBI 3HaueHue

pana3oH N3MEpEeHMH apuuaIbHOTO JAaBIEHHUS YIIIEKHCIIOTO
fla3a (pCOy), Ml\f PT.CT. P ’ or 10 sip 700
JlonmycKkaeMoe 3Ha4eHUe OTHOCHTEIBHOTO CPEHEero
KBa/IpaTHYECKOTO OTKIIOHEHHS Pe3yJIbTaTOB N3MEPCHHH 6,0
apIHANBHOTO JABIIEHHUs] YIIEKUCIIOro ra3a, %o

para3oH W3MEepeHHil MapluuaibHOTO JaBIEHUs KKCIIOpoaa
é02), VM pT.CTP P p ot 10 mo 150
JlomyckaeMoe 3HaueHHUe OTHOCUTENILHOTO CPEeTHEro
KBaJpaTHYECKOrO OTKIOHEHHS Pe3yJIbTaTOB U3MEPEHUN 7,0

Jluarma3oH U3MepeHUu KOHIIEHTPpaIi HIOHOB HATPUS (Na"),
MMOJIB/JI

ot 100 mo 180

I[OHYCK&CMOC 3HAYEHUE OTHOCUTEIBHOTO CPEOAHETO

KOHLIEHTpAaHX MOHOB KaJIns, %

KBaJpaTHYECKOTO OTKIIOHEHUS PE3yIbTaTOB U3MepeHui 4,0
KOHIIEHTPAaI[M HOHOB HATpHs, %0
Jlnana3zoH W3MepeHH KOHIIEHTPallui HOHOB KaJlus (K,

ot 2,0 10 9,0
MMOJIB/JI
JloryckaeMoe 3Ha4eHHe OTHOCUTEIBHOTO CPeIHErO
KBaJIPATHYECKOTO OTKJIOHEHUS Pe3yJIbTaTOB U3MepeHUun 8,0

Jlnana3oH U3MepeHHi KOHIEHTPAIluU HOHOB KaJIbIHs (Ca™),
MMOJIB/J

ot 0,25 mo 2,50

ﬂOHYCKaeMOC 3HaUeHUEe OTHOCUTEJILHOT'O CPEAHETO

KOHIIEHTpALMH JIAKTaTa, %0

KBaIpaTHUeCKOro OTKIIOHEHHUS Pe3yJIbTaTOB U3MEpEeHUI 8,0
KOHIIEHTPAI[M{ MOHOB KaJIbIHs, %o

JlMara3oH n3MepeHuii KoHIeHTparuy HoHos xiopa (Cl), ot 65 110 140
MMOJIB/JI

JlonyckaeMoe 3Ha4eHHe OTHOCUTEIIBHOIO CPETHETO

KBaJPaTHIECKOrO OTKJIOHEHHS Pe3yIbTATOB H3MEPEHHH 3,0
KOHILIEHTPAlM¥ HOHOB XJI0pa, %o

JInanasoH H3MepeHui KoHueHTparmy rmokossl (Glu), mmons/in | ot 1,1 1o 38,9
JlomyckaemMoe 3Ha4eHUe OTHOCUTENIBHOIO CPETHETO

KBaJPaTHYECKOTO OTKIIOHEHHs Pe3yJIbTaTOB U3MEPEeHHH 10,0
KOHLIEHTPAIWH TJIFOKO3bI, %0

Jlnana3oH U3MepeHHH KOHIICHTPALUH JIAKTATa (Lac), MMoIIB/n ot 0,3 no 20,0
JlonyckaeMoe 3HaueHHe OTHOCUTEIIBHOTO CPETHETO

KBaIpaTHYEeCKOro OTKIIOHEHHSI pe3yJIbTaTOB n3MepeHun 25,0




OcCHOBHBIE TEXHUUYECKHE XapaKTEPUCTHKH M METPOJOTHYECKUE XapaKTePUCTHKH, He
OTHOCSILIMECS K 00A3aTENbHBIM METPOJOrMYECKUM TPEOOBAHHUAM: IPeJICTaBIICHbI B
Tabnuue 2.

Tabnuna 2
HanmeHoBaHMe XapaKTePUCTUKH, €AMHUIA BEIUYNHBI 3HaveHue
Macca*, xr 3,8
I"abaputHble pazMepsl (ILIXIxB)*, MM 315%238x153
Jlnara3on HanpshHKeHHs MUTAoLel ceTH repemennoro Toka*, B | ot 100 go 240
Homunanpnas gactora nuraromnieit cern™®, 'y 50/60
ITotpebasiemas momuocTe*, B-A, He Gonee 70

HanmeeHHe IIATaHHUA ITIOCTOSIHHOI'O TOKa

19
(ot apmantepa nutanus)*, B
[IapameTpel BCTpoeHHO# moz3apshkaeMoii 6aTapen™:
- HOMMHAJIbHOE HalpshKkeHue, B 14,8
- HOMUHAJIbHAsI €MKOCTh, MA 4 5000
VYcnoBus 3KCIUTyaTanum* :
JINaTia30H TEMIIEPATYPhl OKPYIKAIOLIEro Bo3ayxa, °C ot 10 no 31
AMaria3oH OTHOCHTEIBLHON BIIAXKHOCTH OKPYIKaIOIIero Bo3ayxa, ot 25 no 80

%, (6e3 KoHIeHCaIHH)
* CornacHo pyKOBOJICTBY IMOJB30BATENs], IPH NPOBEIECHUH METPOJOTHYECKOH 3KCIIEpPTU3EI
XapaKTEpUCTHKA HE NIOATBEPKAAIACh

KoMIuiekTHOCTB: mpecTaBieHa B Tadnule 3.

Tabmuua 3
HaumenoBanue KonuuecTBo
AHanu3aTop Tra3oB M OHOXHMHYECKOrO C€OCTaBa KpPOBH 115 | e
Ne 960360-M21202920016 '
[IIayp nuTanus 1 mT.
ApanTtep nuTaHus 1 1.
IToxsapsbkaeMas TuTHeBas O6arapes 1 mir.
PykoBOACTBO mosib30BaTess 1 5K3.

MecTo HaHeceHHsT 3HAKa YTBCPXACHUSA THUIIA CPEACTBA HSMGPGHHﬁZ Ha TUTYJIBHOM
JIMCTC PYKOBOACTBA ITOJIB30BATEIIA.

Meronuka mnosepku: MPBE MI1.3282-2022 «Cucrema o6ecledeHHs] eIUHCTBA
usmepennit Pecrry6muku benapycs. AHaH3aTOphl ra30B ¥ GUOXMMUYECKOr0 COCTaBa
kpoBH 115/i15A. MeTtoarka moBepKu» B peJakIuy ¢ u3MeHeHHeM Ne 1.

CBezmenust 0 MeTonmKax (METOHaX) M3MEpEHHMil: METOMUKH (METOMBI) M3MEpEHH,
[PUMEHsSEMbIE COBMECTHO CO CpPEICTBOM W3MEpPEHUH, IPOU3BOJUTENIEM HE
YCTaHOBJICHBI.

3



HopMmaTuBHBIE NPaBOBBIE aKThl, B TOM YHCIE o0s3aTeNbHble I COONIOICHUS
TeXHHYECKHE HOPMATUBHBIC MIPABOBBIE AKThI, TEXHHYECKHE HOPMAaTHBHBIC npaBOBLIé
aKTBl B OOJACTH TEXHUYECKOI'0 HOPMHUPOBAHUS U CTaHIapTU3AIMH, JOKYMEHTBHI B
00JacT TEXHUYECKOr0 HOPMHUPOBAHWS M CTaHIApPTH3AIMH, HE SBISIOLIMECS
TeXHUUYECKAMH HOPMATHBHBIMU IPABOBBIMU aKTaMH, JOKYMEHTALUsl POU3BOAUTEIIS
WIM TEeXHHYeckoe 3aJaHue 3asBUTENII Ha METPOJOIHYECKyI0 3KCHEepTUsy,
yCTaHABIMBAOIIKE TPEOOBAHUS K THILy CPEJICTBA U3MEPEHHN:
PYKOBOJICTBO ITOJIL30BATEIS.

peHTHdUKAIUS IPOrpaMMHOTO 0becIiedeH s : pe/ICTaBleHa B Tadnume 4.

Tabnuua 4

VnenTuduKalioHHbIe JaHHbIE (IPU3HAKH) 3HayeHue

OCHOBHAJ IIJIaTa yIIPABICHUS —
V1.82 u BhIILE,
amanoronas miara — V1.77 u Belle

Homep Bepcuu 10 (naeHTHOUKAIMOHHBIH
HOMED)

ITpousBoauTen:
«EDAN Instruments, Inc.», Kuraiickast Haponnas Pecmy6iuxka.

3aKTIOYeHHe O COOTBETCTBHH YTBEPXKIEHHOrO THIIA CPEACTBAa HM3MEpeHHUH
TpeGOBAHHsAM HOPMATHBHBIX NPABOBBIX aKTOB, B TOM HYHUCIE OOsA3aTENbHBIM I
COOJIIOIEHUS] TEXHWYECKMM HOPMATHMBHBIM IIPABOBBIM  aKTaM, TEXHUYECKUM
HOPMATHBHBIM [IPaBOBBIM aKTaM B 0OJAacTH TEXHHYECKOTO HOPMHUpPOBAHHA U
CTaHAApTU3alMK, JOKyMeHTaM B 00JacTd TEXHHYECKOro HOPMHUPOBaHUA U
CTaHIApPTU3ALMK, He SBISIONIMMCS TEXHMYECKAMU HOPMATUBHBIMU IPaBOBBIMHU
aKTaMH, JOKyMEHTAlUK [POU3BOAUTENS UM TEXHUYSCKOMY 3a[aHHIO 3asSBUTCII Ha
METPOJIOTUYECKYIO JKCIIEPTH3y B OTHOIIEHWH eJMHMYHOIO OSK3EMIUIIpa THIA
CpPe[CTBA M3MEpEHHH: yTBEp)KICHHBIHA THII CPE/ICTBA M3MEPEHUH AHAIU3ATOP ra3os
M GMOXUMHYECKOTo cocTaBa KpoBH 115 Ne 960360-M21202920016» cooTBeTCTBYET
TpeGOBaHMSM PYyKOBOZICTBA I1OJIE30BATEIIS. '

Tun cpecTBa M3MEPEHHH OTHOCHTCSI K KaTErOpHU:

[Tynkr 6.8 cormacHo IlepeueHst KaTeropuil CpeicTB U3MEPEHUN, NMpeICTaBIIAIONINX
COBOKYIIHOCTh CPEJICTB W3MEPEHHWM OJMHAKOBOIO HA3HAYECHUs, NMPUMCHSICMBIX IIpHU
H3MepeHusax B cepe 3aKOHONATENLHON METPOJIOTHH, SK3EMIULIPBI YTBEPXKACHHOTO
THIA KOTOPBIX IOJJIe)XaT TOCYJapCTBEHHOW IIOBEpKE C YCTAHOBJICHHOM B HEM
[IepPHOAMYIHOCTHIO (aHATM3AaTOPEI COCTaBA M CBOKCTB GHOIOTMYECKHX cpen).

VIIOJHOMOYEHHOE  FOPUIMYECKOe  JIMIO,  IPOBOAMBINEE  METPOJIIOTHYECKYIO
SKCIIEPTH3Y B LIENSX YTBEPHKICHUs THIIA CPE/ICTBA H3MEPEHHS:
Pecny6GnuKaHCKOE YHHMTapHOE TMPEATIpUSATHE «bpecTckuil LEHTp CTaHAapTU3ALUY,
METpOJIOTHH U  CepTUQHKALUNY, Pecniyomuka bBenapycs, 224001, 1. bpecrt,
yi1. Kuxeparosa, 10/1, +375 162 580870, csm@csmbrest.by.



[Tpunoxenue: 1. ororpaduu obd1IeTO BUIA Cpe/ICTBA U3MEPEHH Ha 1 TucTe.
2. Cxema (pUCYHOK) C YKa3aHHeM MeCTa ISl HaHECeHHUs 3HaKa
NOBEPKH CpelICTBa U3MEPEeHUH Ha 1 JTuCTe.

3aMeCTUTENb IUPEKTOPA 10 METPOJIOTHU
PVII «bpectckuit LICMC»

JI.LA. PyKOBUYHHUKOB




[Tpunoxenune 1
(ob6s3aTensHOE)

dotorpadun obiero BuIa cpeacTsa U3MepeHuit

Pucynok 1.1 — ®@ororpadust ob1iero Buga aHaIM3aTopa ra30B 1 OMOXUMHYECKOTO
coctaBa KpoBH 115 Ne 960360-M21202920016

| istry Analyzer

EDAN Blood Gas and Chemi

Mod (] 2021-02-16
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E[E] Contains FCC ID: SMQS113EDAN .

Shanghai International Holding Corp. GmbH. “) ) (atarek
Eiffestrasse 80, 20537 Hamburg, Germany 4005997
Tel: +49-40-2513175 E-mail: shholding@hotmail.com
Edan Instruments, Inc. T\\Art
#15 Jinhul Road,Jingha Community, ‘Qé ivD
Kengzi Sub-District, Pingshan District, g Rx Only
518122 Shenzhen, P.R.China
Tel:+86-755-26898326 (01)06944413801875
i Fax:+86-755-26898330 {21)960360-M21202920016
k hitp:// www.edan.com (11)210216

Pucynok 1.2 — @otorpadusi MapkKMpOBKY aHAIM3ATOPa ra30B U OMOXUMHYECKOIO
coctaBa KpoBH 115 Ne 960360-M21202920016



IIpunoxenue 2
(oOs3aTenpHOE)

CxeMa (pUCYHOK) C YKa3aHHEM MecTa JIJIsl HaHECEHHUS
3HaKa MOBEPKH CPEJICTB U3MEepEeHU

|

MecTo HaHeceHHUs 3HaKa ITOBEPKHU

Pucynok 2 — Cxema c yka3aHueM MecTa JJIsi HAHECEHUs
3HaKa IMOBEPKH Ha aHAIM3ATOP I'a30B U OMOXUMHUECKOI0 COCTaBa KpoBH 115
Ne 960360-M21202920016



