TOCYJIAPCTBEHHBIA KOMUTET JI35IPYKAVHBI KAMITOT
IO CTAHJAPTHU3AIINHN ITA CTAHAAPTBI3ALBII
PECITYBJIMKHA BEJAPYCH POCITYBJIIKI BEJIAPYCh

CEPTUDOUKAT 5
Ob YTBEPKAEHUU TUIIA CPEACTBA UBMEPEHUU

Q]B No 20463 ot 30 urosnst 2026 r.

Cpoxk neiicTBust — 6€CCpOTHO

Hanmenosanue 1 0003HaueHNE EMHIYHOTO SK3eMIUISApa THIIA CPEACTBA U3MEPECHUIA:
AHanu3aTOP razoB 1 OHOXUMHYECKOI0 COCTABA KPOBH il15

3aBozckoil HoMep: 960360-M20500190022

IIpousBoauTensp:
«EDAN Instruments, Inc.», Kurai

Buanenen ceprudurkara 06 yTBEpIKACHUU THIIA CPEICTBA U3MEPEHUIA:
010 «TOCUJIEHA», r. MuHck, Peciyoiuka Besapych

Meroavka noBepKu:

MPDBb MII.3282-2022 «Cucrema ofecrnieyeHusi eJMHCTBA H3MepeHuii Pecnyoninkn Benapych.
AHanu3aTophl ra3’oB H OHOXMMHYECKOro coctaBa KpoBH il15/i15A. MeToauka mnoBepKu»
B peJaKkuuu ¢ un3MeHennem Ne 1

I/IHTCpBaJI BPEMCHU MEXIAY Irocy 1apCTBCHHLBIMU INOBEPKaAMU: 12 MeEcCseB

Tun cpeacTts wusMepeHHUH yTBEp)KIEH IOCTAHOBJIEHHEM [ OCYy/lIapCTBEHHOTO KOMMTETa
no crangaprusaunu Pecrry6nuku bemapychk oT 30.07.2026 Ne 82.

YTBEpIKIEHHBIN €IMHUYHBIN 9K3EMIUISp TUIIA CPE/ICTBA U3MEPECHUN pa3pelnaeTcst K MPUMEHEHHIO
Ha TEPPUTOPUU Pecny6nm<n Benapycr; B COOTBETCTBUM C IPWJIAraéMbIM OITMCAHUEM THIIA
CpPEACTBa U3MEPEHUI. AT

3aMecTUTENb HpeﬂcenaTEnn j N.A KuciaeHko

g\>.

(vHuuMansl, Gpamunus)
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[Ipunoxenue kK cepTUPUKATY
00 yTBEp)XEHUHU THUIIa
CpelICTBA UBMEPEHUN

OT 37 cero.c.d 2028 T.
Ne 20646 3

OIIMCAHUE THUITA CPEACTBA U3MEPEHUN

HaumeHoBanue 1 0603HaUeHNE €AMHIYHOTO 3K3EMIUIIpa THITA CPEICTBAa U3MEPEHHIA:

AHanuzarop razoB U OMOXMMUYECKOI'0 COCTaBa KpOBH i15.
HavmMmeHOBaHUe eIMHUYHOTO 3K3eMILISIpa TUIIA CPEeICTBA U3MEPEHHUI:

AHanuzatop razoB 1 GMOXMMHUUYECKOT0 COCTaBa KPOBH.
O6o3HayeHue eAMHUYHOT0 2K3eMIUIspa TUIla CpeACcTBa U3MepeHuit: 115
3aBozackoit Homep: 960360-M20500190022.
HaznaueHnue:

AHanuzaTop  rasoB W OMOXHUMHUYECKOT0 coctaBa  KpoBH 115

Ne 960360-M20500190022 (manee — aHanu3aTop) IpelHa3HA4YeH IJIs H3MEpEeHUs
aKTUBHOCTH HOHOB Bomopona (pH), mapruumansHoro masnerus raso kpoBu (pCOa,
p0»), xonuentpamuu uonos (Na*, K*, Ca?', CI), rmokossl (Glu), nakrara (Lac) B
npobax apTepUuaIbHON U BEHO3HOW LIETTFHOM KPOBH IPHU IMarHOCTHUKE 1n Vitro.

Onucanmue:

[TpuHIWIT HEWCTBUS aHaIU3aTopa OCHOBAaH Ha MeETOoJaxX IOTEHUUOMETPUM U
aMIIEPOMETPHH.

AHanu3aTtop COCTOUT K3 CIEOYIOIIUX OCHOBHBIX OJIOKOB: OCHOBHOM
3JIEKTPOHHBIA MOMYJIb, CEHCOPHBIH 3KpaH, TEPMOIIPHUHTEP, CKaHEpP, SJIEKTPOHHBIHA
CHMYJITOP, BCTPOSHHAs MTo/3apshKaeMast JIUTHeBas oaTtapesi.

AHay3aTop ¥MeeT BCTPOEHHOE MporpamMmmMHoe obecriedenue (nanee - [10). 11O
HCIIOJIB3YETCS ISl YIIPAaBJICHUS BHYTPEHHUMH pabodyrMHU IIpoLeccaMy aHaJIA3aTopa,
00paboTKK, XpaHEeHUs, HHIUKAUU W Iepefadd pe3yapTaroB usMepenui. 110
UICHTHQUIMPYETCsS IyTeM BBIBOJIa HOMEpa BEpPCHUH Ha 5KpaH MOHMTOpA, MMEET
IIpOrpaMMHEIE CPEACTBA 3al[UThl OT CTOPOHHET0 BMEIIATENbCTBA.

OO6s13aTeNbHBIE METPOJIOTHYECKHE TPeOOBaHMUs: IPeCTaBIeHbI B Tabaule 1.

Tabmuna 1
HaunmeHnoBaHMe XxapakTepUCTHKH, EAUHULA BETUYHHEI 3HayeHue
Jlyiara3oH u3MepeHui aKTUBHOCTH HOHOB Bopopoxa (pH) ot 6,5 no 7,8
JlommyckaeMoe 3HaueHHE OTHOCUTENIBHOI'O CPENHETO
KBaJpaTUYECKOro OTKJIOHEHHUS pe3yIbTaTOB U3MEPEHUN 3,0
AKTUBHOCTH MOHOB BOJOPOJa, Yo




Oxonuanue Tadauusl 1

NNapuraJIbHOTO JaBJICHUA KHUCIIOPOa, %

HaunmeHnoBanue xapakTepuCTHKH, €AUHHUIIA BEJTUIHHBL 3HayeHune

Jlnana3oH u3MepeHnid NaprHaIbHOTO JABIEHUS YITIEKHCIOr0
raza (pCO;), MM pT.cCT. o 1ae 760
HomyckaemMoe 3Ha4eHHe OTHOCUTENIHHOIO CPeTHErO
KBaJ[paTHYECKOTO OTKIIOHEHHSI PE3yJIbTATOB U3MEPEHHI 6,0
NapLUUaIbHOTO IABJICHHS YITIEKHCIIOro rasa, %

Mara3oH U3MEepPeHUH MapuuaTbHOTO JaBIeHHs KACIOPOaa
éOz), > pT.CT_p prl po ot 10 710 150
Jlomyckaemoe 3Ha4eHUe OTHOCUTEIHHOIO CPEIHETO
KBaJpaTUYECKOTO OTKIIOHEHHSI PE3YJIFTaTOB N3MEPEHUI 7,0

Jnana3on usmMepeHuil KOHIEHTpali HOHOB HaTpus (Na'),
MMOJIB/JT

ot 100 no 180

I[OHYCK&CMOC 3HAYCHUEC OTHOCUTEIIBbHOI'O CPEOHETO

KOHIICHTpalluK HOHOB KaJIHu, %

KBaJIpaTH4YECKOr0 OTKJIIOHEHHSI pe3yIbTaTOB U3MEpPEHHIt 4,0
KOHIIEHTPALlMU HOHOB HATpHsI, %o
Jlnana3oH u3MepeHuit KoOHIeHTpaluu HoHoB Kanus (K*),

ot 2,0 10 9,0
MMOJIB/JT
JlommyckaeMoe 3HaueHHe OTHOCHTEIIFHOTO CPEIHETO
KBaJpaTUYECKOTO OTKJIOHEHHS pe3yJIbTaTOB U3MEPEHHMIMA 8,0

Jlnana3oH u3MepeHni KOHIIEHTpalui HoHOB Kaiubius (Ca't),
MMOJIB/ T

ot 0,25 mo 2,50

I[OHYCKEICMOG 3HAYEHUE OTHOCUTEIIBHOI'O CPEOTHETO

KOHIIEHTpaIlnu Jlaktara, %

KBaJpaTU4YECKOI0 OTKIOHEHUS Pe3yIbTaTOB H3MEPECHHI 8,0
KOHLICHTPallMX MOHOB KabIus, %

JlnanazoH u3MepeHuit KoHIeHTpauun HoHoB XJyopa (Cl), o165 1o 140
MMOJTB/JT

JlonyckaemMoe 3HaueHre OTHOCUTEIIBHOTO CPEeaHETO

KBaJpaTU4ECKOro OTKJIOHEHHS pe3yJIbTaTOB U3MEPESHHH 3,0
KOHIIEHTpAIlM1 HOHOB XJIopa, %

Jluarna3oH usmepeHuil KoHueHTpauu rimoko3sl (Glu), mmone/nn | ot 1,1 10 38,9
JlonyckaeMoe 3HaUeHNe OTHOCUTEIIBHOTO CPeaHETO

KBaJpaTUYECKOI0 OTKIIOHEHUS Pe3yJIbTaTOB N3MEPEeHUM 10,0
KOHIIEHTPALlMHU IITIOKO3bI, %0

Jrana3zon u3mepenmii kKoHIeHTpanuu jgakrara (Lac), MMomb/it ot 0,3 o 20,0
[omnyckaeMoe 3Ha4YeHHe OTHOCUTENIBHOTO CPEIHErO

KBaJIpaTU4YECKOI'0 OTKJIOHEHUS pe3yIbTaTOB U3MEpPEHUN 25,0




OCHOBHBIE TEXHUYECKHE XapPaKTEPUCTUKU U METPOJIOTUYECKUE XapaKTEPUCTHKHU, HE
OTHOCSIIHMECS K 0053aTeJbHBIM METPOJIOTHYECKUM TpeOOBaHUSM: TpPeICTaBIECHbl B
Tabnuie 2.

Tabmauna 2
HaunmeHoBaHMe XapaKTepUCTUKH, €IMHULA BETUYUHBI 3HaueHue
Macca*, xr 3,8
["aGaputHblie pazmeps! (ILIXI'xB)*, Mmm 315%238x153
Jlnana3oH HanpsDKeHUs TUTaroIIel ceTu nepeMenHoro Toka*, B | ot 100 mo 240
HomunaneHas yacrora nutaromeit cetu™, ' 50/60
ITorpebnsiemast MmomHOCTE™, B-A, He Gonee 70

HaHpH)KeHI/Ie IMUTaHUs IIOCTOAHHOI'O TOKA

19
(ot amantepa mutanus)*, B
[TapameTpbl BCTPOCHHOM Moa3apsKkaeMoit 6atapen™:
- HOMHHaJIbHOE HampskeHue, B 14,8
- HOMHHAaJIbHAs eMKOCTh, MA 4 5000
Y cnoBHs 3KCIUTyaTauu™ :
JUaTia30H TeMIlepaTyphbl OKpY Karollero Bo3ayxa, °C ot 10 o 31
Iara3oH OTHOCUTEJIbHON BII&XKHOCTH OKPY KArOLIEro BO3ayXa, ot 25 no 80

%, (0e3 KOHJeHCalllH)
* CoryacHo PYKOBOACTBY IIOJIB30BaTCJIsA, IIPU IIPOBCACHUN MeTponoquecxoﬁ OKCIICPTU3BL
XapaKTCPUCTUKA HE NOATBEPIKAAIACH

KomrmutekTHOCTE: TipeacTaBieHa B Tadnuue 3.

Tabnuna 3
HanmeHnoBaHue KonnyectBo
AHanu3aTop ra3oB W OHOXHMHYECKOTO cocTaBa KpoBH 115 1 5
Ne 960360-M20500190022 '
[[Iayp nutanus 1 mrr.
ApanTep NUTaHUs 1 wr.
ITon3apsbxaeMas TuTHEBasl baTapest | mr.
PyKoBOJICTBO 10OJIB30BaTEIIs 1 5Kk3.

MecTto HaHeceHHUs 3HaKa YTBEPXACHUSI THIIA CpeACTBa HBMGPCHI/II‘;IZ Ha TUTYJIBHOM
JIUCTE PYKOBOACTBA I1OJIb30BATCIIA.

Meronuka mnoBepkn: MPBH MI1.3282-2022 «Cucrema oOecredeHuss €IWHCTBA
n3Mepenuit Pecriyonuku benapych. AHanm3aTopbl ra3oB 1 OMOXUMUYECKOIO COCTaBa
kpoBHu 115/i15A. MeTomuka nMoBepKm» B peJaklny ¢ n3meHeHuem Ne 1.

CBeleHnss 0 MeToAMKax (MeToAax) M3MEPEeHMil: METONUKH (METOIbl) U3MEpEHHUH,
[IPUMEHSIEMbIE COBMECTHO CO CpEICTBOM W3MEPEHU, IPOU3BOIUTEIIEM HE
yCTaHOBJICHBL.
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HOpMaTI/IBHHC IIPpaBOBBIE€ AaKTbhl, B TOM 4YHCIIE 00s13aTeTbLHBIE JJIs1 CO6JIIOI[€HI/I$I
TEXHUYECKUEC HOPMATUBHBIC IIPABOBBIC AKTbI, TCXHUYECKUC HOPMATUBHBLIC IIPABOBLIE
aKThl B O0JaCTH TEXHHYECKOTO HOPMHUPOBaHUA W CTAaHHAPTH3ALUH, JOKYMCHTHEI B
00JJaCTH  TEXHHUYECKOI'O HOPMHUPOBaHUA HW CTaHAAPTU3AlUMUH, HE SABISIOIIUECCS
TCXHUYCCKUMH HOPMATHUBHBIMHU IMPABOBBIMH dKTaMH, JOKYMEHTAIHUA ITPOHU3BOAUTEIISA
HIIM TEXHHUYCCKOE 3aJaHUuC 3asBUTC/IA Ha METPOJOTHYCCKYIO OKCIICPTH3Y,
YCTaHaBJIMBarOIIUE Tpe60BaHI/I$I K THUILY CpE€ACTBA I/IBMepeHHﬁZ
PYKOBOACTBO II0JIB30BaTEIA.

Unentudukanus nporpaMMHOro obecriedeHus: peicTaBiieHa B Tadwile 4.

Tabnuua 4

U nenTudukaunoHHblie JaHHbIe (PU3HAKH) 3HavyeHue

| OCHOBHasl IIaTa yIpaBiIeHUs —
V1.88 u BrIIIIE,

aHasiorosas mwiata — V1.81 u Belie

Homep Bepcuu I10 (upeHTHDUKAITMOHHBIHA
HOMED)

HpOI/IsBOJmTeJiL:
«EDAN Instruments, Inc.», Kurtatickas Hapoguas Pecmy6nmka.

3aKIOYEeHUEe O COOTBETCTBMM YTBEPXKAEHHOTO THIA CpeAcTBa H3MEpEeHHH
TpeOOBaHUSIM HOPMATUBHBIX IPaBOBBIX aKTOB, B TOM YHCJE OO0s3aTEIBHBIM IS
COONIONIEHUS] TEXHHMYECKMM HOPMAaTHUBHBIM I[PAaBOBBIM aKTaM, TEXHUYECKUM
HOPMATHUBHBIM IIPaBOBBIM aKTaM B OOJacTH TEXHHUYECKOr0 HOPMHMPOBAHMS H
CTaHJapTU3aLUM, JOKYMEHTaM B O0O0JIaCTH TEXHHUYECKOr0 HOPMHUPOBAHUS W
CTaHAApTHU3aLlMM, HE SBISIOMIMMCS TEXHUYECKUMH HOPMAaTHUBHBIMU IPABOBBIMU
aKTaMH, JTOKYMEHTAllUH IPOU3BOJUTENS WIH TEXHHUYECKOMY 3aJaHUIO 3asBUTENS HA
METPOJIOTUYECKYI0 SKCIEpPTU3y B OTHOUIEHWHM E€IWHUYHOrO JK3eMIUIsIpa THUIla
CpecTBa U3MEPEHUI: yTBEP)KICHHBIA TUI CPEACTBAa U3MEPEHUN « AHAIU3ATOP ra30B
U Onoxummudeckoro cocraBa kpoBu 115 No 960360-M20500190022» cooTBeTCTBYyET
TpeOOBaHUSM PYKOBOJICTBA IOJIb30BATEII.

Tun cpencTBa UBMEPEHUN OTHOCUTCSI K KATETOPHU:

ITynkr 6.8 cormacHo Ilepeuensi kaTeropuii CpelcTB U3MEPEHUN, IPEACTABISIOINX
COBOKYITHOCTh CPEACTB M3MEPEHUN OJAMHAKOBOIO HA3HAYEHUs, IPUMEHSIEMBIX IpU
U3MepeHHsIX B cepe 3aKOHONATEIHPHOW METPOJIOTHH, 3K3EMIUISIPBl yTBEPKACHHOIO
TUMNA KOTOPBIX MOJJIEAT TOCYyJapCTBEHHOM IIOBEpPKE C YCTAHOBJIECHHOH B HEM
MEPUOIUYHOCTHIO (aHAIM3ATOPHI COCTaBa M CBOMCTB OMOJIOTUYECKUX CPEN).

YIoMHOMOYEHHOEe  IOPUAWYECKOe  JIMIO, IPOBOJAMBIIEE  METPOJIOTHYECKYIO
SKCIIEePTU3Y B LEJSAX YTBEPHKICHUS TUIIA CPEJICTBA U3MEPECHUS:
PecnyOnukanckoe yHHTapHOe Tpeanpusitue «bpecTckuil LEHTp CTaHJapTHU3aluy,
MeTponorn " cepTu¢pukanum», Pecmy6muka benapycs, 224001, r. bpecr,
yi. Kmxkesarosa, 10/1, +375 162 580870, csm@csmbrest.by.



ITpunoxenue: 1. @otorpaduu obiero Buga cpeacTBa U3MepeHnit Ha 1 JTucTe.
2. Cxema (pUCyHOK) ¢ yKa3aHHEM MecTa Il HaHECEHHUs 3HaKa
IIOBEPKH Cpe/IcTBa M3MepeHui Ha 1 nucre.

3aMeCTHUTENb AUPEKTOpa M0 METPOJIOTHH /\Mh)
PVII «bpectckuit LICMC» JI.LA. PyKOBUYHUKOB




ITpunoxenue 1
(obs13aTenbHOE)

®otorpaduu obiero Buaa CpeacTBa U3MEpEHUN

Pucynok 1.1 — ®@oTorpadust 001ero Buga aHaiu3aTopa ra3oB 1 OMOXUMHUYECKOTO
coctaBa kpoBH 115 Ne 960360-M20500190022

EDAN Blood Gas and Chemistry Analyzer

Model: i15 (_V!'j 2020-05-11
e T [/:5 ce

-M2050
input: 19V == 3.5A S Gw
[« [=e=] FCC ID: SMQI15EDAN S\ W/ us
Shanghai International Holding Corp. GmbH. ((‘i’)) Intertek
Eiffestrasse 80, 20537 Hamburg, Germany 4005997

Tel: +49-40-2513175 E-mail: shholding@hotmail.com
Edan Instruments, Inc. St i
#15 Jinhui Road,Jinsha Community, 0%

Kengzi Sub-District, Pingshan District,

518122 Shenzhen, P.R.China Rx Only

Tel:+86-755-26898326 {01)06944413801875
Fax:+86-755-26898330 {21)960360-M20500190022
http:/l www.edan.com.cn (11)200511

Pucynox 1.2 — ®otorpadus MapKUpOBKH aHATM3aTOPA Ta30B U GMOXUMHYECKOTO
cocraBa KpoBH 115 Ne 960360-M20500190022



IIpunoxenue 2
(oGs3aTenbHOE)

Cxema (pHCYHOK) C yKa3aHHEM MeCTa JIJIsl HaHECEHMS]
3HaKa IOBEPKHU CPEJICTB U3MEPEHH I

MecTto HaHeceHHs 3HaKa ITIOBEPKU

Pucynok 2 — Cxema ¢ ykazaHueM MecTa JIsl HAaHECEHUS
3HaKa II0BEPKH Ha aHAJIU3aTOP ra30B M OMOXMMHUYECKOTO CocTaBa KpoBH 115
Ne 960360-M20500190022



