T'OCYJIAPCTBEHHBLIA KOMUTET JI3APKAVHBI KAMITAT

IO CTAHOJAPTHU3AIINN IHA CTAHOAPTBI3AIIBIT
PECIIYBJIMKHA BEJAPYCh POCITYBJIKI BEJIAPYCH

CEPTUDOUKAT .
Ob YTBEPKJIEHHNHN TUIIA CPEACTBA U3BMEPEHUUA

Ne 20239 ot 19 urons 2026 .

Cpok meucTBus — 6ecCpoIHO

HaunmenoBanue u 0603HaUYeHHE CAMHUYHOTO OK3EMILIApa THUIIA CPEACTBA HSMGPCHMﬁI

AHaJIM3aTOP Tra30B M 3JIEKTPOJHMTOB KPOBH: CHCTeMa aHa/u3a KpoBH epoc/epoc Blood
Analysis System

3aBoxckoif HoMep: 4294 / TIH12HIL900130

IIpoussogurens:
«Epocal Inc.», Kanana

Branenen ceprudukara o6 yTBEp:KICHUN TUIIA CPEIICTBA U3MEPEHMUIA:
000 «BOM HnkeHHpHHI», T. MuHCK, Pecny6inka Bemapycn

Metonrka OBEPKU:
MILI'P 1135-2026 «Cucrema oGecrniedeHHs] eTHHCTBa H3MepeHnuii PecnyGianku Bemapyce.

AHa/IM3aTOPBI T'a30B H 3/JEKTPOJHTOB KPOBH: CHCTEMAa aHAJIM3a KpoBH epoc/epoc Blood
Analysis System. MeToauka moBepku»

Muteppan BpeMeHH MEKITy FOCY1apCTBEHHBIMU ITOBepKaMu: 12 Mecsinen

Tun  cpencts  wusMepeHuil  yTBEp)KACH IIOCTAHOBICHHEM | OCYIapCTBEHHOrO KOMMTETA
o crappapTusanuu PeciryOnuku benapycs ot 19.06.2026 Ne 70.
YTBEPKACHHBIA €MHUYHBIN S5K3EMIUIAp TUIIA CPEACTBA U3MEPEHUI paspeliaeTcs K MPHMEHEHHUIO

Ha Tepputopuu PecmyOnuku BenapyCL B COOTBETCTBUM C IpUIaraéMbIM OITUCAHHEM THUIIA
CpeICTBa U3MEPEHHUIA. ' :

IIepBr1it 3amectutens [1pe A.A.Bypak

(MHULMATEL, haMUITHsT)




[Tpunoxenue k cepTUPUKATY

00 yTBEPXICHUU THUIIA

CpeliCTBa U3MEpPEHUi

0T 79 wiored  2046T. No dA39

OITMCAHUE TUIIA CPEJICTBA U3MEPEHIIA

HaumeHoBanue u 0003HaUCHNE SAUHIYHOTO SK3EMILIApa THITA CPEACTBA H3MEPEHHUIH:
AHanuzaTop ra3oB U 3JIEKTPOIMTOB KPOBH: CHCTEMa aHalm3a KpoBHU epoc/epoc Blood
Analysis System

HanmenoBanue CAMHUYHOTO SK3CMILJIApa TUIla CpeaACTBa HSMepeHHﬁI
AHaJII/I3aTOp ra30B U JJICKTPOJIHUTOB KPOBH

O6o3HadyeHue eqUHIIHOTO 3K3eMILIsIpa TUIIA CPEACTBA H3MEPEHMIA:
epoc/epoc Blood Analysis System

3aBOJICKOM HOMED:
4294 / TIH12HL900130

Haznauenwue:

AHaM3aTop ra3oB U 3JEKTPOIUTOB KPOBU: CUCTEMa aHaIn3a KpoBu epoc/epoc Blood
Analysis System (nanee — aHanH3aTOp) NpEIHA3HAYEH IS W3MEPEHMS [IapaMETPOB
razoB kposu (pH, pCO2, O:), snextponuros (Na', K*, Ca™, CI7), MeTaGonuros
(rmroKo3a, JTaKTaT, KPeaTHHUH) B apTepUAbHOM, BEHO3HOM, KaMUIIPHON KPOBH.

Onucanue:
KoHCTpYKTHBHO aHaIM3aTOP BKIIIOYAET JBa KOMIIOHEHTA, 00 IUHEHHEIX B ONHY

(kpaTkoe H3n0KeHAe HHQPOPMALHH O KOHCTPYKLUMA U IPUHIMNAX JeHCTBAS

CUCTEMY KOTOPEIC pa60Ta}0T TOJIBKO BMECTEC.
CpeACTBA U3MEPEHUH, UHAeHTU(HKALMOHHEIX JAHHEIX U CII0c00aXx 3allUTEl BCTPOSHHOTO

- IOPTaTuBHOC YCTpOﬁCTBO €poc Reader ¢ BO3MOXXHOCTBIO TUTAHUS OT CETH UIIU C
W/MIM TPAKITATHOIO IPOTPAMMHOT0 oGeciedeHus (IIpH HATHYUK)

IIATaHUEM OT aKKyMyJsaTopa. MiMeeT cioT [ijisl ycTaHOBKH TecT-KapT epoc. KoTopsrit
OCHAIEH BCTPOEHHBIM CKAaHEPOM IITPUXKOMA, TIEPEKII0YaTeNIEM BBOJIa KapThl,
SJIEKTPOKOHTAKTHOM MOBEPXHOCTHIO NJIsl o0eclieueHrsI KOHTAKTa C CEHCOPHBIM
MOJIyJIEM TECT-KaPThI €pOC, aBTOMATHUECKOU ITOACUCTEMOH TEPMOPETYJISIINH,
KOTOpas o0ecrieunBaeT HarpeBaHUe H3MEPUTENLHOM 30HEL TECT-KAPTEI €pO¢ JI0
ONTUMAIBHOMN TeMIIEpaTyPEL.

- CIEIIUAIM3UPOBAHHBIN MOOWIIEHEIN KOMITBIOTED C YCTAHOBICHHEIM IIPOrPaMMHEIM
npunoxenueM epoc Host. CesizpiBaeTcs ¢ ycTpoiicTBoM epoc Reader uepes
Bluetooth o 6ecripoBoiHOM ceTH. PaccunThIBaeT 3HaYeHNs IO JAHHEIM CEHCOPOB,
mepegaBaeMeIM ycTpoucTBoM epoc Reader. OtobpaxkaeT pe3yabTaThl TECTOB.




OO0s3aTenpHEIE MCTPOJIOTHYCCKHUE Tpe60BaHI/I}IZ IMpESaACTAaBJICHEL B Ta6J'II/II_[€ 1.

Tabmuna 1

HaI/IMEHOBaHI/IG, CAWHUIa USMCPCHUA

3uauenue

Jnama3oH M3MepeHuil aKTUBHOCTH MOHOB Bojopona, pH

oT 6,50 o 8,00

IIpenen nommyckaeMoro OTHOCUTENBHOIO CPEIHETO
KBaJPaTUIECKOT0 OTKIOHEHHUS Pe3yIbTaTOB U3MEPEHUS
aKTMBHOCTH MOHOB Bozopoja, pH, %

5,0

Juana3zoH U3MEpeHUH apuualibHOTO JaBICHUs YTIIEKUCIOro
raza pCOz, MM pT. CT.

ot 5,0 mo 250,0

IIpenen qomyckaeMoro OTHOCUTEBHOTO CPETHETO
KBa/IpaTUYECKOTO OTKIIOHEHUS PE3yIHTATOB U3MEPEHUS
NapUuaIbHOro AapieHus yriekucioro raza pCO2, %

5,0

Huana3oH U3MepeHU mapuuabHOTO JaBIeHUS KHCIOPOIa
pO2, MM pT. CT.

ot 5,0 mo 750,0

IIpenen nomyckaeMoro OTHOCHTENEHOTO CPETHETO
KBaJ[paTUYECKOI0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHUS
NapIUalibHOTO JaBieHus Kuciopoaa pO2, %

5,0

Juana3oH n3MepeHni! KOHIEHTPAIui HOHOB HAaTpus Na',
MMOJIB/JT

ot 85,0 mo 180,0

Hpeﬂen HAOITyCKaeMOI'0 OTHOCHUTEIIEHOI'O CPEIHET'O

KBaJ[paTHUECKOI'0 OTKIIOHEHHUS PE3yIbTATOB U3MEPEHUSI 5,0
KOHIIEHTPAITUK MOHOB HaTpus Nat,%
Jnana3oH u3MepeHnd KOHIIEHTPaIiK HOHOB Kanus K¥,

ot 1,5 1o 12,0
MMOJIB/JI
Ilpenen nomyckaeMOro OTHOCHTEIBHOTO CPEIHErO
KBaJIpaTUYECKOI'0 OTKJIOHEHHUS Pe3yJIbTaTOB U3MEPEHHUS 5,0

KOHIICHTpauu HoHOB Kauusa K¥, %

Juamna3oH u3MepeHuii KOHIEHTPallii HOHOB Kaabius Ca™™,
MMOJIB/JI

ot 0,25 1o 4,00

IIpenen nomyckaeMoro OTHOCUTEBHOTO CPETHETO
KBaIpaTUYECKOIO OTKIIOHEHUS PE3YIbTATOB H3MEPEHUS
KOHIIEHTpauu HoHOB Kanblnsa Ca™, %

5,0

Jrana3oH u3MepeHuit KOHIeHTpanuu noHoB xyopa Cl-,
MMOJIB/JI

ot 65,0 no 140,0

Hpe):[eﬂ JAOITyCKa€MOr0 OTHOCHUTECIBHOT'O CPEIHETO

KBaIpaTHYECKOTO OTKIIOHEHHS Pe3yabTaTOB U3MEPEHUS 5,0
KOHIIeHTpauu noHoB xJjopa Cl~, %

Juana3oH uaMepeHud KOHIEHTPAUH rroKo36l Glu, MMOIIE/IT ot 1,1 mo 38,5
IIpenen nomyckaeMoro OTHOCUTEBHOTO CPETHETO

KBaJpaTUYECKOr0 OTKIOHEHHUS pe3yIbTaTOB U3MEPEHUS 5,0

KOHIIeHTpaIuu rioko3sl Glu, %




[Tpomomxenue TadauIE! 1
HanmeHoBaHMe, eqUHAIIA H3MEPEHHS 3uayeHue
Jlnanma3oH u3MepeHul KOHIeHTpalmu jakrara Lac, MMmoas/n | ot 0,30 mo 20,00
IIpenei nomycKaeMoro OTHOCUTEIBHOTO CPETHETO
KBaJpaTU4YECKOr0 OTKJIIOHEHHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIIeHTpamuu jakrara Lac, %
Huana3oH usMepeHWil KoHUeHTpanuu kpeatuHuHa CREA,
MKMOJIB/JI
IIpenen nomyckaeMoro OTHOCUTENBHOTO CPETHETO
KBaJ[paTUYECKOI'0 OTKJIOHEHUS PE3yJIbTaTOB N3MEPCHI 5,0
KoHIleHTpauu KpeatuanHa CREA, %

oT 26,0 mo 378,0

OcHOBHEIE TEXHUYECKHUE XapPaKTCPUCTHUKH U METPOJIOTHYCCKUEC XapaKTCPUCTHKH, HE
OTHOCAIIHUECA K 00s13aTeIbHEIM METPOJIOTHYECCKHUM Tpe6OBaHI/ISIMZ IMpEACTABJICHEL B

Tabure 2.
Tabnuma 2
HanmenoBaHue, eqUHALIA U3MESPESHUS 3HaueHue

Juana3zoH HOMUHANBHBIX HANPSIKEHUN ITUTAIONIEH CETH ot 100 110 240
IIepeMeHHOro Toka, B *
HomuHanpHas yactoTa muTaromel cety, I * 50 - 60
Y cnoBUs 3KCIUTy aTalluu:
- IMara30H TeMIepaTyphl OKpy Karomero so3ayxa, °C * ot 15 no 30
- OTHOCHUTEIIbHAS BIIAXKHOCTB OKPY Karolero Bo3ayxa, % * 1o 85
I"aGapuTHbIe pazMepsr™, MM, He Oolee
- BBICOTA 51
- JUTAHA 215
- IIMpUHA 85
Macca*, r, He Oojee 860

* CornmacHO pyKOBOACTBY IO SKCILTyaTalluy, TIPH IPOBEIECHUN METPOJIOTHYECKOM
9KCIIEPTHU3bI XapaKTEPHUCTHKA HE MMOATBEPKAAIACE

KomnnexkTHOCTE: mIpeicTaBieHa B TabauIe 3.
Tabmuma 3

HaumenoBanme KonuyecTtBo

1

AHanu3aTop Ta30B M AIIEKTPOJIUTOB KPOBHU: CUCTEMA aHAIM3a KPOBH
epoc/epoc Blood Analysis System

CeteBoii kabelb

PyKOBOJICTBO 10 3KCILTyaTalMH

MecTto HaHeceHHUs 3HaKa YTBEPXKACHUA TUIIA CPEACTBA H3MepeHI/Iﬁl

3Hak YIBCPXKACHUS THIIA CPEACTBA H3MepeHHﬁ HAHOCUTCA Ha THTy.HBHBIfI JJUCT
(Ha cpencTBe M3MePEHU W/HIH Ha SKCIITY aTaLMOHHON JOKYMEHTALH)

PYKOBOACTBA I10 SKCIIJIYaTalluH.




MGTOJII/IKS. ITOBCPKU:

MILIP 1135-2026 «Cuctema oOecriedeHus €IMHCTBA U3MepeHnu Pecry Ok
(HaI/IMCHOBaHI/IC 1 HOMEP MCTOAWKH HOBepKH)

benapycek. AHaIM3aTOPEL I'a30B U AJICKTPOIUTOB KPOBH: CHCTEMA aHAIN3a KPOBH
epoc/epoc Blood Analysis System. MeToauKa MOBEPKIY.

CBG,Z[GHI/I?I O METOJHKax (MGTO,Z[aX) HSMGPGHI/Iﬁi OTCYTCTBYIOT.
(HaMMEHOBAHHUS M HOMEPA METOAMK (METOI0B) M3MEPEHHHN)

HOpMaTI/IBHBIe IIPaBOBBIE€ A4AKTBI, B TOM YHCJIC 00s13aTeNbHEIE JJIsL CO6J'IIOI[€HI/IH
TCXHUYICCKHUC HOPMATHUBHBIC IIPABOBBIC aKThI, TCXHUYECKUEC HOPMATHBHBIC IIPABOBEIC
aKThl B 00JIaCTH TEXHHUYECKOTO HOPMUPOBaHUA W CTaHAAPTHU3ALWH, HOKYMCHTEI B
0077aCTH TEXHHUYECKOTO HOPMUDOBAHUSI MW CTaHdapTU3alliKd, HE ABIAIOIIHECCA
TCXHHYCCKMMU HOPMATUBHBIMU IIPABOBBIMHU aKTaMH, JOKYMEHTALIHA IIPOHU3BOAUTEIIA
WM TCXHHUYECKOC 3alaHuC 3adBUTCIIA Ha METPOJIOTHYCCKYIO OKCIECPTH3Y,

YCTaHaBJIBAKOIIHC Tp€6OBaHI/IH K THITY CpPEACTBa HBMepeHHﬁI PYKOBOIACTBO IIO
SKCINIyaTaluu.

WMnenTudukanys mporpaMMHOro obecreueHus: peacTaBieHa B Tabmuile 4.
(yKa3pIBAKOICS BEPCHH TIPOTPAMMHOIO 00ECIieUSHHS)

Tabuuma 4
WNnenTndurkannoHHOe HANMEHOBAHIE Howmep Bepcunu 110
I10 (uneHTUQUKAITMOHHBIA HOMED)
epoc Host, He HUXE 3.40.0
epoc Reader, He HuKe 2.2.14.2
[TpousBoauTEND:

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

(HaHMGHOBHHI/IC MPOU3BOIUTENS, €T0 MEC-TOH'RX(VH’\',HE:HPIe)

3aK/IFOYEHHE O COOTBETCTBUM YTBEPXKICHHOTO THIIA CPENCTBA H3MEPEHHM
TpeOOBaHKUAM HOPMATUBHEIX IPAaBOBBIX aKTOB, B TOM YHCJIE OOS3aTENLHBIM IS
COONIONEHUSI TEXHWYECKMM HOPMATHBHBIM IIPABOBBIM aKTaM, TEXHUUYECKUM
HOPMATUBHEIM IIPaBOBBIM aKTaM B OOJacTH TEXHHYECKOI'O0 HOPMHUPOBAHHS U
CTaHJApTU3allM{, JOKyMEHTaM B OO0JacTH TEXHUYECKOT0 HOPMHUPOBAHHUS U
CTaHIApPTU3alU{, HE SBIIAIOIIMMCS TEXHUYECKUMU HOPMATHBHBIMH ITPaBOBBIMU
aKTaMH, JOKYMEHTAlH IIPOU3BOAUTENS WU TEXHUUECKOMY 3aIaHHUIO 3asBUTENIS Ha
METPOJIOTUYECKYIO SKCIEPTH3y B OTHOIICHWH EIUHUYHOTO DK3EeMILIApa CPEICTBa
WU3MEPEHMM): aHaIM3aTOp Ta30B U BJIEKTPOIUTOB KPOBHU: CHCTEMA aHAINW3a KPOBH
epoc/epoc Blood Analysis System Ne 4294 / T1HI12HL900130 cooTBeTcTBYyeT

TpeOOBaHUAM TEXHUYECKOM JOKYMEHTAIMM IPOU3BOIUTENS (PYKOBOIACTBO IIO
SKCILTyaTaluu).

Twr cpencrsa u3MepeHNE OTHOCHUTCS K KaTeropuu (KaTeropusm): 1. 6.8 coriacHo
TIEPEYHIO KAaTerOPUM CPENCTB U3MEPEHUH, IPEICTABISIOIINAX COBOKYITHOCTE CPEJICTB
U3MEPEHUN ONMHAKOBOI'O Ha3HAYEHHWs, IPHUMEHSEMBIX IIPH HM3MEPEHUSX B chepe
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3aKOHOJATEIIEHON METPOJIOTHH, 3K3EMIUIAPHl YTBEPKIEHHOIO THIIA KOTOPBIX
IOJJIEXAT TOCYAAapCTBEHHOM IMOBEPKE C YCTAHOBIEHHOW B HEM IEPHOJUIHOCTHIO
(mpunoxenue x [loctanoBnenuro [ocy1apcTBEHHOTO KOMUTETA 10 CTAHIAPTU3AI[UH
Pecny6nmuku Benapych ot 20.04.2021 Ne 39).

YnonaoModeHHOE IOPHUIUYICCKOE JINIIO, IMPOBOAUBIIIEEC METPOJIOTHYCCKYTO
SKCIIEPTHU3Y B LEIIAX YTBEPXKIACHHUA THIIA CPEACTBA H3MepeHHfII

PECHy6JII/IKaHCKOC YHUTAPHOC NPCAIIPUATHC <(rpOI[HeHCKHﬁ OCHTP CTaHOapTHU3alluH
(ToNHOE HAMMEHOBAHKE, MECTOHAX0KASHHE, TeNe(OH, NCKTPOHHBIN anpec)

METPOJIOTHH U CEPTUDUKAIIII.

Pecnybmnmka benmapyce, 230003, r. I'posHo, yi1.06yX0Ba, 3
Tenedon: +375 152 64-31-41

@axkc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IIpunoxenus: 1. @otorpagus obmIero Buaa CpeacTBa u3MepeHuii Ha 1 aucre
2. Cxema (pHUCYHOK) C YKa3aHMEM MecCTa IJI1 HaHECEHMs 3Haka
[IOBEPKHU CpelICTBA U3MEPEHUH Ha 1 ucre.

Hupextop
I'poguenckoro IICMC ) M.b.To#i
(DONKHOCTD PYKOBOIUTEIS HITH 3aMECTHTENS (mommce) ™A (HADWANEI, haMUITHs)

PYKOBOJTUTENS YIIOTHOMOYEGHHOTO
IOPUAMYECKOr0 JIMIA, IPOBOJUBIIETO
UCIIBITAHHS B LENSX YTBEPKICHNS TUIIA
CpencIBa U3MEPEHUN)



Ipunoxenue 1
(oOs3arensHOE)

Dotorpadust 061iero Buga CpeaCTBa H3IMEPEHHI
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Pucynok 1.2 — ®otorpadust MapkupoBKY aHAIN3ATOPA



[Tpunosxenue 2
(obGs3arenpHOE)
Cxema (pUCYHOK) ¢ YKa3aHUEM MECTa JIJisi HaHECCHHSI 3HaKa MOBEPKU CPELCTBA
U3MEPEHUI

AecTo JuUIsS HAHEeCEHUs 3HaKa MMOBEPKH (KJIeiMo-HaKIeHKa )

Pucynok 2.1 - Cxema (pucyHOK) ¢ YKa3aHMEM MECTa I HAHE CEHUS 3HAKA TOBEPKHU



