T'OCYJIAPCTBEHHBIIA KOMUTET JI35IPKAVHBI KAMITAOT

II0 CTAHIAPTHU3 AL ITA CTAHAAPTBI3AIIBII
PECIIYBJIMKU BEJIAPY Ch POCIIYBJIKI BEJIAPYCH

CEPTUD®UKAT
OB YTBEPKJIEHIU THUIIA CPEJCTBA NU3MEPEHUI

Ne 20546 ot 18 aBrycra 2026 r.

Cpok neficTBHS — 0€CCPOTHO

HanmenoBanue 1 0003HaYCHNUE € JUHUUYHOTO OK3CMIUIAPaA TUTIa CPEICTBA HSMGpCHHfIZ

AHaJIM3aTOpP Tra3oB H 3JeKTPOJIMTOB KPOBH: CHCTeMa aHa/lH3a KpoBH epoc/epoc Blood
Analysis System

3aBojckoit Homep: 40096 / TIH12HL900100

[Ipou3BoAUTEND:
«Epocal Inc.», Kanana

Brnanenen ceprudukara o0 yTBEp:KISHUU TUIIA CPEACTBA U3MEPEHHUI:
000 «B9M UnkeHUPHUHI», T. MUuHCK, Pecniybnuka benapych

MeTonuka IOBEPKU:
MILIP 1135-2026 «Cucrema obecrnedenus: exuacTBa n3MepeHuii PecnyOaunkn benapyce.

AHAJIM3aTOPBI T'a30B M 3JeKTPOJMTOB KPOBH: CHCTeMa aHA/IH3a KpoBH epoc/epoc Blood
Analysis System. MeToauKa NOBEPKH»

MutepBai BpeMEHHN MKy TOCy1apCTBEHHBIMU ITOBEPKaMu: 12 MecsineB

Tun  cpeicTB UW3MEPEHME YTBEpXKJEH IIOCTAHOBIEGHHMEM ['0OCYyIapCTBEHHOrO KOMHTETa
o cranmaprusanuy Pecrryomvku benapycs ot 18.08.2026 Ne §9.

VTBepKIEHHBIN eIMHUUHBIN HK3EMIUISIP TUIIA CPEJCTBA U3MEPEHUM Pa3pelacTcsi K IPUMEHCHNUIO
Ha Teppuropun PecrmyOnuku bemapych B COOTBETCTBMM C IIPHJIaraéMbIM OIMCAHUEM THUIIA
CpeacTBa U3MEPEHMUI.
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IpuiioxeHue K cepTUUKATY
00 yTBep>KICHUH THUIIA
CpeJICTBa U3MEPEHHM

0T/ g%;%umz_ﬁ- Ne 20596

ONMCAHME TUTIA CPEJICTBA M3MEPEHUI

HanMeHOBaHuUe 1 0603HAYEHNE eUHIIHOIO SK3eMIUTIpa TUIIA CPEICTBA H3MEPEHHUIH:
AHaIM3aTOp ra30B ¥ 3NEKTPOJIUTOB KPOBH: CHCTeMa aHalu3a KposH epoc/epoc Blood
Analysis System

HanmeHnoBanue €MUHUYHOTO 3K3eMILIIpa TUIIa CPpEACTBA H3MepeHHﬁ2
AHaJ'II/ISaTOp ra30B M 3JICKTPOJIHUTOB KPOBHU

O603HaUeHHE eIUHUYHOIO SK3EMITISIpa THITA CPeICTBA H3MEPEHU!
epoc/epoc Blood Analysis System

3aBoJicKOU HOMED:
40096 / TIH12HL900100

Haznauenwe:

AHanH3aTop r'a30B U 2NEKTPOITHTOB KPOBH: CHCTEMa aHalu3a KpoBH epoc/epoc Blood
Analysis System (manee — aHanM3aTOpP) IPEAHA3HAYEH IS M3MEPEHU IIapaMeTpOB
razoB kposu (pH, pCO2, O), anektponuroB (Na‘, K*, Ca*, CI'), merabonurosn
(TII0K033, TAKTAT, KPEaTHHIH) B apTepUualbHOM, BEHOZHOM, KAIMIIIIPHOM KPOBH.

Onucanue:

KOHCTpYKTI/IBHO aHaJIN3aTOP BKIIOYACT Ba KOMIIOHCHTA, O6’B€I[I/IHCHHBIX B OJHY
(kpaTkoe U3NoKeHne HHGOPMAIMU 0 KOHCTPYKLMHA U IPUHIMIIAX TeHCTBHIA

CUCTCMY KOprBIe pa6OTaIOT TOJIBKO BMECTC!
CpecTBa U3MepEeHHUH, MHACHTU(UKALHOHHBIX JAHHBIX U CNIocoGax 3allMTE BCTPOSHHOIO

- IOPTaTHUBHOC YCTpOﬁCTBO €pocC Reader ¢ BO3MOXXHOCTBIO MUTAHUS OT CETH MU C
H/YIM IPUKIZIHOTO IPOTpaMMHOr0 oGeciedeHus (P HaIMH1H)

IIUTAHUEM OT aKKyMyJsTopa. VIMeeT ClIoT sl yCTaHOBKH TecT-KapT epoc. KoTopbrid
OCHAIEH BCTPOSHHBIM CKaHEPOM IUTPUXKO/I, IEPEKII0YATENIeM BBOIA KapTEI,
3IIEKTPOKOHTAKTHOM ITOBEPXHOCTHIO JUIsL 00eCTIeYeH)sI KOHTaKTa ¢ CeHCOPHBIM
MOJ[yJIEM TECT-KapThl €pOC, aBTOMATUUECKON IOJACUCTEMOM TEPMOPETYIAINY,
KoTopas 00ecIeunBacT HarpeBaHue M3MEPUTEILHON 30HbBI TECT-KapThl €pOC 10
ONTUMAJIBHOM TeMIIepaTypBhl.

- CHEIMAIN3UPOBAHHBIA MOOMIIEHBIN KOMIIBIOTED C YCTAHOBICHHBIM IPOrPaMMHBIM
npunoxenreM epoc Host. CesizbiBaetcs ¢ ycTpoiicTBoM epoc Reader uepes
Bluetooth mo 6ecripoBoiHOY ceTH. PaccUuThIBaeT 3HAYEHNUS ITO TaHHBIM CEHCOPOB,
HepeaaBaeMbIM yeTpoiicTBoM epoc Reader. OToOpaxkaeT pe3yIbTaThl TECTOB.




OG6s3aTebHbIE METPOJIOTHYUECKHE TPeOOBAHSI: IPEICTABICHEI B TabmuIe 1.
Tabmnuma 1

HaumeHoBaHMe, eIMHUIIA U3MEPECHUS 3HaueHue
Jlnana3oH M3MEpeHHH aKTHBHOCTH MOHOB Bojmoposa, pH ot 6,50 1o 8,00
[Ipenen momyckaeMoro OTHOCUTEIBEHOTO CPEAHETO '
KBaJpaTU4EeCKOT0 OTKIOHEHHUS pe3yJIbTaTOB U3MEPEHUA 5,0

aKTUBHOCTH HOHOB Bojopona, pH, %

HI/IaHaSOH H3MepeHHfI IIapIyaaIbHOTO JaBJICHUSA YTJIEKHUCIOTO

raza pCOz, MM PT. CT. ot 5,0 10 250,0

[Ipenen qomyckaeMoOro OTHOCUTEIBHOIO CPEAHETO
KBaJPaTUIECKOTO OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHUS 5,0
IapIHaIBHOr0 IaBleHus yraekucioro raza pCO2, %

I[PI&HEBOH I/I3MepeHI/Iﬁ IIapIyaJIbHOTO JaBJICHHUA KAUCIOpOaa

pOz, MM PT. CT ot 5,0 mo 750,0

IIpenern gOIMycKaeMOro OTHOCHTENEHOTO CPEIHETO
KBaAPaTHUYECKOT0 OTKIOHEHHUS pe3yJIbTaTOB U3MEPEHUS 5,0
aplIHaJIbHOr0 AaBieHus kuciaopoaa pOz, %

JnanazoH u3MepeHul KOHIIeHTpallud UOHOB HaTpus Na™,

MMOJIB/JT ot 85,0 mo 180,0

[Ipenen nomyckaeMoro OTHOCUTEIBFHOTO CPEIHET0
KBaJpaTHYECKOTO OTKIIOHEHHUS Pe3yIhTaTOB U3MEPEHHUS 5,0
KOHIIEHTpalyy HOHOB Hatpusi Nat,%

Jnana3oH n3MepeHni KOHIIEHTpauuy HoHOB Kanusg K-,

MOIE/ T ot 1,5 no 12,0
IIpenen nommyckaeMoro OTHOCUTEIBEHOTO CPENHETO

KBaJpaTUYECKOr0 OTKJIOHEHUS PE3YJIETATOB U3MEPEHUS 5,0
KOHIIeHTpauuy noHoB Kausg K*, %

Jvama3zoH u3MepeHuit KOHIEHTPaIlMi HOHOB Kainslusa Ca'™,

—y ot 0,25 1o 4,00
IIpenen mommyckaeMoro OTHOCUTEIBEHOTO CPEIHETO

KBaJAPaTUIECKOT0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHUS 5,0

KOHITEHTparuy noHoB Kanelus Ca™, %

Jnamna3oH u3MepeHuit KoHIeHTpaluy HoHoB xiopa Cl,

oT 65,0 mo 140,0
MMOJIB/JT

IIpenen mommyckaeMoro OTHOCUTEIBEHOTO CPEIHETO
KBaJpaTUIECKOT0 OTKIOHEHHUS pe3yJIbTaTOB U3MEPEHUS 5,0
KOHIeHTparuu noHoB xjopa Cl~, %

Jnamna3oH u3MepeHni KOHIeHTpanwy rroKo3sl Glu, MMoTE/IT ot 1,1 no 38,5

IIpenen momyckaeMoOro OTHOCHTEIHHOTO CPEIHETO
KBaJ[paTUYECKOTO OTKIIOHEHHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIIEHTparuu riaroko3sl Glu, %




ITpomomkenue Tabauibl 1
HaunmenoBanwue, equHNNA U3MEPEHUS 3HaueHue

Jlnama3oH W3MepeHM# KOHIleHTpanuu jaktara Lac, mmons/ax | ot 0,30 mo 20,00

IIpenen mommyckaeMoro OTHOCUTEIBEHOTO CPENHETO

KBaJIPaTUYECKOTO OTKIOHEHHUS PE3yIbTaTOB U3MEPEHUS 5,0
KOHIIeHTparuu jJakrara Lac, % '

Jlnama3on w3MepeHHi KoHIleHTpanuu KpeaTnHuHa CREA, ot 26,0 10 378,0
MKMOJIB/TI

[Ipenen noryckaeMoro OTHOCHTEIBHOTO CPEIHETO

KBaJIpaTUYECKOTO OTKIIOHEHHUA PE3YIbTATOB U3MEPEHUA 5,0

koHIeHTparuu KpeatnauHa CREA, %

OcHOBHBIE TEXHHUYECKUE XapaKTEePUCTUKHA U METPOJIOTHICCKUE XapaKTCPUCTHUKH, HE
OTHOCAIIIHUECA K 0053aTeIBHEIM METPOJIOTUICCKUM Tpe6OBaHI/I$IMZ IIpeacCTaBJICHBI B

TabuIe 2.
Tabnuma 2
HamMenoBanme, equHAIIA U3MEPECHUS 3HadeHne

Jlnarma3zoH HOMUHANBHBIX HAMPSHKEHUN IUTAIOEN CeTH ot 100 10 240
IIEpEMEHHOro ToKa, B *
HomunanpHas dactoTta nuraromniet cery, I'ig * . 50-60
VY ca0BUS SKCIITy aTalluH:
- TMara30H TeMIIepaTyphl OKpPY Karomero Bo3ayxa, °C * ot 15 mo 30
- OTHOCHTEIIbHAS BIAXKHOCTH OKPYKAIOIIEro Bo3myxa, Yo * 1o 85
I"abapuTHbIe pazMepsr™, MM, He Oosee
- BBICOTa 51
- JIJINHA - 215
- IIMpHHA 85
Macca*, r, He Ooltee - 860
* COrsacHO pyKOBOJCTBY II0 OKCILIyaTalliu, IIPX IPOBEACHUN METPOJOTHUECKON
DKCIEPTU3EI XapaKTEPUCTHKA HE IOATBEPIKIAIach

KoMIIeKTHOCTE: IIpeAcTaBiieHa B TabuIle 3.

- Tabnuma 3
HanmenoBanue KomuuecTBo
AHanmu3aTop ra3oB U SJIEKTPOIUTOB KPOBU: CUCTEMA aHAIU3a KPOBH 1
epoc/epoc Blood Analysis System
CereBoii kabelb 1
PYKOBOJICTBO IO SKCILIYaTalin 1

MecTo HaHeCeHHS 3HaKa YTBCPXKOCHUSA THUIIA CPEACTBA I/I3MepeHI/II711

‘3HaK YTBCPXKACHUS THUIIA CPCACTBA I/ISMCPCHI/Iﬁ HAHOCHUTCA Ha TI/ITYJ'IBHHﬁ JJUCT
(Ha cpeaCTBE U3MEPEHHI W/HITK Ha IKCIUTY ATAIHOHHON TOKyMEHTAlUM)

PYKOBOACTBA II0 SKCILIyaTalluH.




MertonuKa NOBEPKU:
MILI'P 1135-2026 «CrcteMa obeclieUeHrs eIMHCTBA n3MepeHnil Peciry bnuku

(Ha¥MEHOBAHHE ¥ HOMEP METOMKH ITOBEPKH)

Benapych. AHAIIM3aTOPEI FA30B U AJIEKTPOIUTOB KPOBHU: CUCTEMA aHAIN3a KPOBU
epoc/epoc Blood Analysis System. MeToauKa IOBEPKI.

Caemenns 0 MeTOAMKaX (METoIaX) U3MEPEHHUM: OTCYTCTBYIOT.
(HAMMEHOBAHUS M HOMEPA METOUK (METOIOB) M3MEPEHHUH)

HopMmatuBHBIE IIpaBOBBIE aKTHI, B TOM YHCIIE o0s3aTenpHble I COONIOAEHUS
TEXHUUYECKUE HOPMATUBHEBIE IIPABOBBIC aKThI, TCXHUYCCKIE HOPMATHBHBIE IIPABOBLIC
aKTEl B 00JIaCTH TEXHHYECKOTO0 HOPMHPOBAHUSA U CTAHIAPTH3AlMH, TOKYMEHTHI B
00ITacTH TEXHUYECKOT0 HOPMHPOBAaHUS U CTaHAAPTU3ALUH, HE SBIAIOIIHECS
TEXHUYECKUMU HOPMAaTUBHBIMHU IIPABOBBEIMH aKTaMH, JOKYMEHTAIlUA IPOU3BOAUTEIIA
WM TEXHUYECKOE 3aJaHhEe 3asABUTEISI Ha METPOJIOTHYECKYIO OJKCIECPTHU3Y,
yCTaHaBIMBaIOIKe TpeOOBaHMWS K THILYy CpEeACcTBa HM3MEPEHHUH: PYKOBOACTBO IIO
SKCIITyaTallun.

HI[CHTI/I(I)HK&HI/I}I OpOorpaMMHOTI'0 obecIeueHus: IIpEaCTaBJICHA B Ta6JII/II_'[e 4,
(yKa3BIBAIOTCS BEPCHH MIPOTPAMMHOI0 0GECIICUEHNS)

Tabmuma 4
NnentudukannoHHOe HANMEHOBaHUE Howmep Bepcuu 110
110 (npeHTHGUKAIMOHHEIA HOMED)
epoc Host, He HIKe 3.40.0
epoc Reader, He HIKE 2.2.14.2
[TpousBoguTENS:

«Epocal Inc.», Kanaga. Anpec: 2060 Walkley Road Ottawa, ON K1G 3P5, Kanana

(HaHMCHOBaHHC NIPOU3IBOTUTENA, €I'0 Mecrona\;om,aeﬁue)

3akI04eHHEe O COOTBETCTBHM YTBEPXKICHHOTO THWITA CpPEJCTBA H3MEpPEHUN
TpeGOBaHUSIM HOPMATHUBHBIX IIPABOBEIX aKTOB, B TOM HHCJE 00S3aTelbHBIM I
COONIOJIEHUST TEXHHYECKUM HOPMATHUBHBIM TIPAaBOBEIM aKTaM, TEXHUYECKUM
HOPMATHBHBIM IIPAaBOBEIM aKTaM B OO0JacTH TEXHUYECKOTO HOPMHUPOBAHUS U
CTaHIapTHU3aIluH, JOKYMEHTaM B OO0JacTH TEXHUYECKOr0 HOPMHPOBAaHUA U
CTaHJAPTHU3AINH, HEe SBISIONIAMCS TEXHHUYECKMMH HOPMATHUBHBIMHU IIPaBOBBIMU
aKTaM¥, JOKyMEHTAIIHU ITPOU3BOIUTEINS MM TEXHUUYECKOMY 3aJJaHUIO 3asBUTEI Ha
METPOJIOTHYECKYIO 3KCIIEPTH3Y B OTHOIICHUM E€IWHWYIHOTO 3K3eMILIIpa CpeicTBa
U3MEPEeHH: aHATU3aToOp Ta30B M BJICKTPOIMTOB KPOBU: CHCTEMa aHalIHW3a KpOBH
epoc/epoc Blood Analysis System Ne 40096 / TIHI2HL900100 cooTBeTcTBYeT
TpeOOBaHUSIM TEXHHUYECKOH MOKYMEHTAIlMM NPOW3BOAUTENS (PyKOBOACTBO IIO
SKCILTyaTalliy ).

Tun cpencrsa H3MepeHHE OTHOCUTCS K KaTeropuu (KaTeropusMm): I. 6.8 coriacHoO
MIEPEUHIO KaTerOPHUH CpeicTB U3MEPEHUH, IPEICTaBIAIONINX COBOKYITHOCT CPENICTB

I/I3MepCHHﬁ OIWHAKOBOI'O Ha3HA4YCHHA, INPUMCHACMEIX IIPH H3MCPCHUAX B c(i)epe
4



3aKOHOJATENILHONM METPOJIOTHH, SK3eMIULIPEl yTBEPXKIEHHOIO THIA KOTOPBIX
HOUIEXKAT TOCYJapCTBEHHOU MOBEPKE C YCTAHOBIECHHOW B HEM INEPHOJUIHOCTHIO
(mpunoxenue K [TocTaHOBIEHUIO [ 0CYAapCTBEHHOIO KOMUTETA TI0 CTaHaPTH3AIMH
Pecny6nuku Bemapych ot 20.04.2021 Ne 39).

VIOIHOMOYEHHOE  IOPHIUYECKOE  JIMIO0, IIPOBOJAMBIIEE  METPOJIOTHYECKYIO
SKCIIEPTH3Y B LIENAX YTBEPKICHHUS TUIIA CPEICTBA U3MEPEHUI:
PecyOIIMKaHCKO€E YHUTapHOE Ipeanpustue «I"poJHEeHCKUHI EHTP CTaHAapTU3aluu

(MoNHOE HANMEHOBAHKE, MECTOHAXOKICHHUE, TeIe(OH, SNEKTPOHHBIN aipec)
METPOJIOTHH U CEPTUQUKALIANY.
Pecnry6iuka Benapycs, 230003, r. I'poxHo, yi1.0O6yxoBa, 3
Tenedon: +375 152 64-31-41
Paxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

Ipunoxenus: 1. @otorpadus obIero BUaa cpeficTBa U3MepeHuii Ha 1 jucTe
2. Cxema (pUCYHOK) C yKa3aHHEM MecTa Ui HaHeCeHUs 3Haka
IMOBEPKH CPeNICTBA U3MEpPEHU Ha 1 jimcTe.
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PYKOBOJUTENS YIIOTHOMOYEHHOIO IOPHAMIECKOTO
JUIA, MPOBOIUBLIETO MCIBITAHUA B LIENSX
YTBEPKACHHS THIIA CPENCTBA U3MEPEHNUI)



Ipunoxenue 1
(obs3arenpHOE)

CDOTorpa(pI«m 06merqﬁ§mar CPE/ICTBA U3MEPEHHUIA

Pucynoxk 1.1 — ®ortorpadus o6uiero Buia aHauzaropa
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Pucynok 1.2 — ®ortorpadus MapkupoBKH aHaIu3aropa



[punoxenue 2
(o0s3aTeNIBHOE)
Cxema (pHCYHOK) € YKa3aHUEeM MECTa JJIsl HaHe CEHMs 3HaKa IIOBEPKHU CPEACTBA
M3MEPEHUMN

1eCTO JIJIS HAHECEHHUS 3HaKa ITOBEPKU (kefiMo-HakIehka)

Prcynok 2.1 - Cxema (pHCYHOK) € YKa3aHHEM MECTa [UId HAaHECEHMS 3HaKa TTIOBEPKHU



