I'OCYIAPCTBEHHBIA KOMUTET JI3SAPKAVHBI KAMITAT
ITO CTAHIAPTU3AIIUU ITA CTAHIAPTBI3AIIBII
PECITYBJIUKHU BEJIAPYCH POCITYBJIIKI BEJAPYCH

CEPTUDUKAT .
Ob YTBEPKJIEHUHA TUITIA CPEJACTBA U3MEPEHUU

Ne 20460 ot 30 uroist 2026 .

Cpoxk neiicTBUsI — 6eCCPOIHO

HanmenoBanne n 0603Ha4eHIE SAUHIMYHOTO 9K3EMILISIPA TUIIA CPEICTBA U3MEPEHHIA:
AHaJIM3aTOp razoB U OHOXHMHYECKOI0 COCTABA KPOBH i15

3aBoackoif Homep: 960360-M22413130007

[IpousBoauTeNs:
«EDAN Instruments, Inc.», Kuraii

Burasenen cepruduxara 00 yTBEep)KACHUH TUIIA CPEICTBA U3MEPEHMI:
OO0 «TOCUJIEHA», r. Munck, Peciy6sinka Benapychb

MeTonnka noBepku:

MPB MII.3282-2022 «Cucrema oGecnieyeHus equHcTBa u3Mepenuii Pecniy6inkn Benapyce.
AHAIH3ATOPBI ra30B M OMOXHMHYECKOro cocraBa KpoBH il15/i15A. MeToauka moBepKu»
B peJaKUUH ¢ n3MeHeHuem Ne 1

MHTepBan BpeMeHN MEXy rocyJapCTBEHHBIME IIOBEPKaMu: 12 MecsieB

Tun  cpencts  usMepeHuit  yTBEpXKIACH IOCTAHOBJIEHMEM I OCYJapCTBEHHOrO KOMHTETA
no cranaaprusanuu Pecry6auku benapycs ot 30.07.2026 Ne 82.

YTBEPIKIACHHBIA €MHAYHBIN SK3EMILISP THIIA CPEACTBA M3MEPEHHI PA3PEIIAETCs K IPUMEHEHHUIO
Ha Teppuropur PecnyGiuku BenapyCL B COOTBETCTBUM C IpWJIaraéMbIM OITMCAHHMEM THIIA
CpPEACTBAa U3MEPEHMIA.

3aMeCcTUTENb HpeﬂcenaTeJI S H.A.Kucieuko

(yHnuManel, pamunms)

ey



[Ipunoxenue K cepTudukary
00 YTBEpXXJECHUH THUIIA
CpencTBa U3MEPEHUM

OT 38 _itsezcy 2026 T.
Ne po960d

OIMMCAHUE TUIIA CPEJICTBA U3MEPEHUI

HaumeHnoBanue u 0003Ha4YeHNE SAUHIMYIHOIO SK3EMILISPA THIIA CPEICTBA U3MEPEHHUIA:

AHanu3aTop ra3oB 1 GHOXUMHUYECKOTO COCTaBa KpoBH i15.
HanmMenoBanue eIMHUYHOrO 3K3eMILISApA TUIIA CPEACTBA U3MEPEHUI:

AHanu3atop razoB 1 OHOXUMUYECKOTO COCTAaBA KPOBH.
O6o3Havenne eJMHIYHOIO 3K3eMILTIpa THIIA CPENCTBA H3MEPEHHIA: 115
3aBojckoit HoMep: 960360-M22413130007.
Ha3znauenue:

Ananuzatop  razoB W OMOXMMHUYECKOr0o  cocTtaBa  KpoBH  il5

Ne 960360-M22413130007 (manmee — aHamM3aTOp) NpeqHA3HAYEH IS H3MEPEHUS
aKTUBHOCTH HOHOB Bomopona (pH), mapuuaneHOoro nmasnenus razoB kposu (pCO,,
pO>), xonuentparuu nonos (Na*, K*, Ca?*, CI), rmokossl (Glu), maxrara (Lac) B
npobax apTepuaabHOM U BEeHO3HOM 1IEIbHOM KPOBM IIPH JUArHOCTHKE in Vitro.

Onucanue:

[TpuHOMI nelcTBUs aHalIM3aTopa OCHOBAaH HA METOMdX MOTEHIHMOMETPUH U
aMIIEpOMETPHH.

AHanu3aTop COCTOMT M3 CIEAYIOIIUX OCHOBHEIX OJIOKOB: OCHOBHOM
BJICKTPOHHBIM MOJyJb, CEHCOPHBIM S5KpaH, TEPMOIPHUHTEpP, CKAHEpP, JJIEKTPOHHBIH
CUMYJIATOD, BCTPOEHHAs MoA3apshKaeMast JINTHeBast baTapest.

AHanu3aTtop UMeeT BCTPOSHHOE IporpammHuoe obecnedenue (nanee - I10). I1O
UCIIOJIb3YeTCS JJIsl YNpaBJIeHHs BHYTPEHHUMH pabOYMMHU MPOILeCCaMU aHaU3aTopa,
00paboTKH, XpaHEHHUs, HHAUKALUK H Iepejadd pe3ysibTaToB u3MepeHui. I10
UJIEHTUULMPYETCs MyTeM BBIBOJA HOMepa BEpCHH Ha OKpaH MOHUTOPA, MMEET
MIPOTPaMMHEIE CPEJCTBA 3aLUThI OT CTOPOHHErO BMEIIATEILCTBA.

OGs3aTenbHBIE METPONIOTHYECKHE TPEOOBAHMUSA: MIPEACTaBIIeHb] B TabuIe 1.

Tabnuua 1
HanmeHnoBaHMe XapaKTepUCTUKH, eAMHUIA BETHUHUHEI 3HavyeHue
Jlnanason usmMepeHuii akTUBHOCTH MOHOB Bojopoza (pH) ot 6,5 no 7,8
Jomyckaemoe 3Ha4eHHe OTHOCUTENIBHOTO CPEIHErO
KBaJpaTHYE€CKOro OTKIOHEHHUS pe3yJIbTaTOB U3MEPEHUM 3,0
AKTMBHOCTH MOHOB BOAOPOJIa, %0




Oxonyanue Tadmuusl 1

NapLUaJIbHOr0 JABJIEHUs KUCI0poaa, %o

HaumeHoBaHue xapaKTEpUCTUKH, €UHULIA BETUYNHBI 3HaueHue
JlrnanazoH u3MepeHuil NapUUAIbHOIO NaBICHUS YIJIEKUCIIOTO
raza (pCO;), MM pT.CT. ez 1016 700
Jlomyckaemoe 3Ha4eHHe OTHOCUTEIIBHOTO CPEIHETO
KBaJIpaTUYECKOTO OTKJIIOHEHUS pe3yJIbTaTOB U3MEpPEHUN 6,0
NapLUUAIBHOrO AaBJIEHUs YIIIEKUCIIOTO rasa, %
Jlnana3oH u3MepeHui NapUHAaIbHOIO NaBIEHUS KUCIOpOoaa ot 10 10 150
(p0O3), MM pT.cT.
Jonyckaemoe 3Ha4eHHe OTHOCUTEIBHOTO CPEIHETO
KBaJPaTU4YECKOr0 OTKIIOHEHHUS PE3YyJIbTATOB U3MEPEHUN 7,0

Jluara3oH u3MepeHuii KOHIIEHTpauu HoHoB HaTpus (Na®),
MMOJIB/J1

ot 100 mo 180

I[OHYCKaeMOC 3HAYCHUE OTHOCUTECIIBHOI'O CPEAHETO

KOHIICHTpAIlMX HOHOB Kayusl, %o

KBaJpaTUYECKOT0 OTKJIIOHEHHS pPe3yJIbTaTOB U3MEPEHUN 4,0
KOHIIEHTpallMi HOHOB HaTpus, %
Jlvarna3zoH u3MepeHuii KOHIIeHTpauu noHoB Kanus (K),

ot 2,0 10 9,0
MMOJIB/JT
JomnyckaeMoe 3HaueHHe OTHOCUTEIEHOTO CPEIHETO
KBaJIpaTHYECKOTO OTKJIIOHEHUS pe3yJIbTaTOB UBMEPEHUN 8,0

Jlnana3oH U3MepeHni KOHIEHTpauy noHoB Kasbims (Ca™),
MMOJIB/JI

ot 0,25 no 2,50

I_[Ol'IyCKaCMOe 3HAYCHHUEC OTHOCHUTECIIBHOT'O CPEAHETO

KOHIIEHTpAIIUH JIaKTaTa, %o

KBaJpaTUUECKOT0 OTKIIOHEHUS PE3yJIbTaTOB U3MEPEHUM 8,0
KOHIIEHTPALlMA HOHOB Kanblus, %o

JlnanazoH U3MeEpeHHH KOHIIeHTpaluu noHoB xyopa (Cl), 165,50 140
MMOJTB/JT

JlommyckaeMoe 3Ha4eHHe OTHOCUTENIBHOTO CPEHETO

KBaJIPaTHIECKOTO OTKJIOHEHHS pe3yJIbTaTOB U3MEPEHHUM 3,0
KOHIIEHTpAlLlMA HOHOB XJIopa, Yo

Jlnana3oH u3MepeHui KoHleHTpaiun rioko3sl (Glu), mmons/n | ot 1,1 go 38,9
JlomyckaeMoe 3Ha4eHHe OTHOCUTEIBHOIO CPEHETO

KBaJpaTHYECKOT0 OTKJIOHEHHS pe3yJIbTaTOB U3MEPEHHM 10,0
KOHIIEHTPAIIMH TITFOKO03bI, %0

Jlmana3oH u3MepeHuit KoHIeHTpamuy Jakrara (Lac), MMoms/a ot 0,3 mo 20,0
JlomyckaemMoe 3HaueHHe OTHOCUTEJIBHOI'O CPEIHETO

KBaIpaTHIECKOTO OTKIIOHEHHMSI pe3yJIbTaTOB U3MEPEHUM 25,0




OCHOBHBIE TEXHUYECKHE XAPAKTEPUCTHKM U METPOJIOIMYECKHUE XapaKTePUCTHKH, He
OTHOCSILINECS K O0A3aTENBHBIM METPOJIOTHYECKHUM TPeOOBAHMSAM: IIPECTABIEHb B
Tabauue 2.

Tabnuma 2
HaumeHoBaHMe XapaKTepUCTHKY, €AUHNLA BETUIUHBI 3HayeHue

Macca*, xr 3,8
["abaputHsie pasmepsl (IIIXI'xB)* MM 315%238x153
Jlnana3on HanpsHKEHHs NUTAMOLIEH CeTH epeMenHoro Toka*, B | ot 100 mo 240
HomuuaneHas yactora nuraromei cetu®, ' 50/60
ITotpebnsiemast MorHOCTE*, B- A, He Gomee 70
HanpsoxeHue nutanus MOCTOSHHOTO TOKA 19
(ot ajanTepa nutanus)*, B
[TapameTpel BcTpoeHHOM noa3apsbkaeMoit 6aTapen™:
- HOMHMHAaJIbHOE HanpshkeHue, B 14,8
- HOMUHAJIbHAsI eMKOCTh, MA 4 5000
YcnoBust akcrtyaTanuu* :
JHaTa3oH TeMIIEpaTypbl OKpy Karollero Bo3ayxa, °C ot 10 mo 31
Aana3oH OTHOCUTENBHOM BIIAXKHOCTH OKPY KaroIero Bo3ayxa, ot 25 1o 80

%, (6e3 KoHIeHCaI1H)
* CoryacHo PYKOBOZCTBY II0OJIb30BATEJIsI, IIPH ITPpOBCACHUH MeTpOHOFH‘-IeCKOﬁ 9KCIIEPTU3BI
XapaKTEPUCTUKA HE INOATBEPKIAIaCh

KommuiekTHOCTB: peacTaBiena B Taduiie 3.

Tabnuua 3
HaumenoBanue KomnuuectBo
AHanu3aTop ra3oB U OHOXHMUYECKOrO C€OCTaBa KpPOBH 115 | e
Ne 960360-M22413130007 '
[Inyp muTaHus 1 mr.
ApanTep nuTaHus 1 mmT.
ITonszapsbkaeMas tutueBas b6arapes 1 .
PyxoBoJicTBO 1oJib30BaTes 1 5K3.

MecTto HaHeceHHUs 3HaKa YTBCPXXACHUSI THIIa CPpEeACTBa I/I3MepeHI/II\/,II Ha THUTYJIbBHOM
JIMCTE PYKOBOACTBA ITIOJI30BaTEJI.

Meronuka mnosepkun: MPB MIL.3282-2022 «Cucrema obecHedeHHs eIMHCTBA
u3Mmepenuit Pecrybnuku bemapycs. AHanmu3aTopsl ra3oB 1 GHOXUMUYECKOIO COCTABA
kpoBH 115/i15A. MeTtoauka moBepKu» B peJakiyy ¢ u3MeHeHneM Ne 1.

Cezenust 0 MeTonMKax (METOHaX) M3MEpEeHHIl: MeTOAuKH (MeTOHbI) H3MEpeHHI
NPUMEHAEMbBIE COBMECTHO CO CpPEICTBOM W3MEPEHUH, TMPOU3BOJUTEIIEM HE
YCTaHOBJICHBL.
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‘HopMaTuBHBIE TpaBOBbIe aKThl, B TOM YHCJe O00s3aTelbHble Ui COOMIONEHHUS
TeXHUYECKHE HOPMAaTUBHBIE MTPABOBBIE AKThI, TEXHUYECKHE HOPMATUBHBIE IIPAaBOBBIE
aKkThl B OOJACTH TEXHUYECKOIO HOPMHUPOBAHMUS M CTaHAAPTU3ALMUH, TOKYMEHTHI B
00JIaCTH TEXHUYECKOT0 HOPMHUPOBAHMS U CTaHAAPTU3ALMH, HE SBISIOLIUECS
TEeXHUYECKMMHU HOPMATUBHBIMU MPABOBBIMU aKTaMH, TOKYMEHTAIHs [IPOU3BOIUTEIIS
WM TEXHUYECKOEe 3aJlaHuEe 3asiBUTENIsI Ha METPOJOTHYECKYI0 OSKCIEPTHU3Y,
yCTaHaBJIUBaOLIME TpeOOBaHUs K THILy CPEICTBA U3MEPEHUN:
PYKOBOJCTBO I1OJI30BATEISI.

WnenTudukanys mporpaMMHOT0 o0ecrieueHus: IpeicTaBlIeHa B Tabuuie 4.

Tabnuua 4

W ieHTH(GUKAIMOHHBIEe TaHHbIE (PU3HAKH) 3HayeHue

OCHOBHAsI TIJIaTa YIPABJICHUS —
V1.82 u BhlIIE,
aHayioroBas miara — V1.77 u BeIIlIE

Homep Bepcuu 110 (uaeHTUPUKALTMOHHBII
HOMeED)

[TponzBOAUTEND:
«EDAN Instruments, Inc.», Kuraiickas Hapognast Pecrry6nuka.

3aKr0YeHre O COOTBETCTBHMU YTBEPXKJACHHOIO THIIA CpPEACTBAa H3MEPEHMH
TpeGOBaHUSIM HOPMATHUBHBIX IPABOBBIX aKTOB, B TOM YHUCIIE€ OOS3aTENILHBIM JUIs
COOJIIO/ICHNS] TEeXHHMYECKUM HOPMAaTHUBHBIM IIPABOBBIM  aKTaM, TEXHUYECKHUM
HOPMATHUBHBIM TIPaBOBBIM aKTaM B O0JIaCTU TEXHUYECKOTO HOPMUPOBAHHS U
CTaHIApTH3alluM, JOKyMEHTaM B O00JIaCTH TEXHHUYECKOr0 HOPMHUPOBAHUS H
CTaHIApPTHU3alliH, HE SBISIOMUMCS TEXHHYECKMMH HOPMATHUBHBIMH IIPaBOBBIMU
aKTaMH, JJOKYMEHTAIMH TPOU3BOJUTENS WIN TEXHUYECKOMY 3aJaHHIO 3asBHUTEIsS Ha
METPOJIOTHYECKYIO OJKCIEPTH3y B OTHOIIEHUHM E€NUHUYHOIO OJK3EMIUIApa THIIA
CpencTBa U3MEPEHUi: YTBEP)KICHHBIH THIT CpPEACTBAa U3MEPEHHH «AHANM3ATOpP ra30B
1 GuoxuMmyeckoro cocraBa kKposu i15 Ne 960360-M22413130007» cooTBeTcTBYyeET
TpeOOBaHMSIM PYKOBOJICTBA MTOJIB30BATESL.

Tum cpencTBa U3BMEpPEHUN OTHOCUTCS K KATETOPHHU:

ITyukt 6.8 cormacHo IlepedeHsi kaTeropuid CpeACTB U3MEPEHUM, IPEACTABISIOMIUNX
COBOKYITHOCTBH CPEJICTB M3MEPEHUU OJMHAKOBOI'O HA3HAYEHMS, NMPUMEHSIEMBIX IPH
HU3MEPEHHUIX B cepe 3aKOHOJATEIBHON METPOJIOTHH, SK3EMILISPEI yTBEPKIAEHHOTO
THAMA KOTOPBIX ITOJIEKAT TOCYJApCTBEHHOM II0BEpKE C YCTAHOBJIEHHOHW B HEM
NIEPUOJUYHOCTHIO (AaHATM3aTOPBI COCTaBa ¥ CBOMCTB OMOJIOTMYECKHX CPEN).

VYIoIHOMOYEHHOE  OPUAUYECKOe  JIMILO, I[POBOJAMBIIEE  METPOJOTHYECKYIO
AKCIEPTHU3Y B LENSAX YTBEP)KIACHHUSI TUIIA CPEACTBA U3MEPEHHMS:
PecnyOnmkaHckoe yHHUTapHOe HpeAnpusthe «bpecTCKud LEeHTp CTaHdapTH3aluH,
MeTpoJiorud u ceprudukanun», Pecmybnmka bemapycs, 224001, r. bpecr,
yi. Kmkesarosa, 10/1, +375 162 580870, csm@csmbrest.by.



[Tpunoxenwue: 1. @ororpaduu od1IeT0 BUAA CpEeICTBA U3MEPEHHH Ha 1 mucTe.
2. Cxema (pUCYHOK) C YKa3aHHEM MecTa JjIs HAaHEeCeHUs 3HaKa
MIOBEPKH CpeJiCTBa M3MEepeHui Ha 1 nucTe.

3amMecTUTENb AUPEKTOPa [0 METPOJIOTHH
PVII «bpectckuit LHICMC» JI.LA. PyKOBUYHUKOB




[Ipunoxenue 1
(oOs3aTenpHOE)

®dororpadum o611IeTO BUA CpEICTBA U3MEPEHU I

Pucynok 1.1 — ®oTorpadust o61mero Buaa aHaIu3aTopa ra3oB 1 OHOXUMHUYECKOTO
coctaBa KpoBH 115 Ne 960360-M22413130007

», EDAN Blood Gas and Chemistry Analyzer
ﬁ‘_’ﬂ 2022-04-28 c €
| [5A] IIIII IHIIIIIIIIIIIII|I||l||||ll|l|||||||l\l|IIII
0360-M224131300
lnput 19v === 35A @

Contains FCC ID: SMQ9113EDAN ((
Intertek

' Shanghal international Holding Corp. GmbH.
4005997

| Eifrestrasse 80, 20537 Hamburg, Germany
holding@hotmail.com

| Tel: +49-40-2513175 E-mail: sh
i Edan Instruments, Inc. spong 1ae IvD
| #15 Jinhui Road,Jinsha Commu?lty, g E
| " Kengzi Sub-District, Pingshan District, h*
' 518122 Shenzhen, P.R.China Rx Only
Tel:+86-755-26898326 (01)06944413801875
{21)960360-M22413130007

http:// www.edan.com (11)220428

i

|

| Fax:+86.755-26898330
|

Pucynok 1.2 — ®@oTorpadust MapKUpOBKH aHAIIH3aTOPa Ia30B U OHOXUMHUYECKOTO
cocraBa kpoBH 115 Ne 960360-M22413130007



ITpunoxenue 2
(obs13aTenbHOE)

Cxema (pHCYHOK) C yKa3aHHEeM MecCTa JJIsl HAHECEHHUS
3HaKa MOBEPKHU CPEACTB U3MEPEHUN

MecTto HaHeceHUsI 3HaKa [IOBEPKU

Pucynoxk 2 — CxeMa ¢ yKka3aHHEM MeCTa JJIs1 HAHECEHHUS

3HaKa IOBEPKH Ha aHAJM3aTOp ra30B U OMOXUMHYECKOT0 COCTaBa KpOBH 115
Ne 960360-M22413130007



