IF'OCYJIAPCTBEHHBII KOMHUTET JI3APKAVHBI KAMITAT
IIO CTAHJAPTU3AIINA ITA CTAHJAPTBI3AIIBIT
PECITYBJIMKHA BEJIAPYCh POCITYBJIIKI BEJIAPYCh

CEPTU®UKAT .
OB YTBEPXKJIEHUU TUIIA CPEACTBA U3SMEPEHUN

Ne 20238 ot 19 utons 2026 r.

Cpox nericTBus — 6eccpouHO

HanmenoBanue u 0003Ha4eHUe €MHAYHOTO 9K3EMILIAPA TUIIA CPEICTBA U3MEPEHHIL:
AHAJIM3ATOpP Tra30B W JJIEKTPOJMTOB KPOBH: CHCTeMa aHA/IM3a KPoBH epoc/epoc Blood
Analysis System

3aBoJcKoi HOMep: 26433 /16153521400999

IIpousBOOUTENE:
«Epocal Inc.», Kanana

Brnazesnen ceprudukaTa 00 yTBEp KACHHUI THIIA CPENCTBA U3MEPEHMUIL:
000 «BIM HnxenupuHr», r. MuHcK, Pecny6auka Benrapych

Metonuka moBepKu:
MILI'P 1135-2026 «Cuctema obecredeHHs! eJHHCTBA M3MepeHHH PecnyGanku Beaapycs.

AHAJIH3aTOPBI TA30B M 3JIEKTPOJHTOB KPOBH: CHCTeMa AHAIH3a KPOBH epoc/epoc Blood
Analysis System. MeToanka nmosepkm»

MHTepBan BpeMeHHn MKy TOCY TapCTBEHHLIME ITOBepKaMi: 12 Mecsiies

Tunm  cpepcTB  W3MepeHMit YTBEpXACH [OCTAHOBIEHUEM I OCYHAPCTBEHHOIO KOMUTETA
no cra"paptusanuy PeciryOmuku berapycs ot 19.06.2026 Ne 70.

YTBEP)KICHHBIN CAMHUYHBIN SK3EMILIP THMA CPEACTBA U3MEPEHHIT Pa3pelacTcs K IIPUMEHEHUIO
Ha Tepputopuu Pecry6iukm bBemapych B COOTBETCTBMM ¢ IIpWIaTaeMBIM OIMCAHHEM THIIA
CpPEeICTBAa U3MEPEHUA.

Ilepsernit 3amecturens Ipence A.A Bypak

(vHULIMATE, hamuHs)

bt 722



[Tpunoxxenue K cepTuduKaTy

00 yTBepKIeHUH TUIla

CpelcTBa U3MEPEeHUM

OT 79 (ol 2046T. NeLQI55

OITMCAHUE TUIIA CPEJICTBA M3MEPEHUI

HaumeHnoBanue 1 0603HaYEHNE AUHAYHOTO SK3EMIUTSIpa THIIA CPEICTBA U3MEPEHUMN:
AHaM3aTOop ra3oB U 3JIEKTPOIUTOB KPOBH: CHCTeMa aHaImn3a KpoBu epoc/epoc Blood
Analysis System

HamMmeHOBaHMe eMUHUIHOTO SK3EMILIIpa THIIA CPEeICTBA U3MEPEHNUI:
AHanuzaTop ra3oB U 3JIEKTPOJIUTOB KPOBU

OO6o3HaueHNe eIUHIYHOTO SK3eMILIApa THITA CPEICTBA U3MEPEHUH:
epoc/epoc Blood Analysis System

3aBoACKOM HOMED:
26433 /16153521400999

Hasnauenue:

AHaITN3aTOp T'a30B U IEKTPOIUTOB KPOBHU: CUCTEMa aHalln3a KpoBu epoc/epoc Blood
Analysis System (nmamee — aHanM3aTOp) NpeIHA3HAYCH JJI U3MEPEHUS [TapaMeTpOB
razoB kpoBu (pH, pCO2, O:), smextponuroB (Na*, K*, Ca**, Cl"), merabonuros
(TirOK 034, TaKTaT, KPeaTHHUH) B apTeprualbHON, BEHO3HOH, KaIMIISIPHON KPOBU.

Onucanmue:
KOHCTPpYKTHBHO aHANIM3aTOP BKIIOYAET JBa KOMIIOHEHTA, 00BEIUMHEHHBIX B OMHY

(xparkoe U3N0KCHUE HHGOPMATIMK O KOHCTPYKIIWH U IPHHIIMIAX TeACTBHS

CUCTCMY KOTOPEIC pa60Ta10T TOJIBKO BMECCTC.

cpencisa H?MﬁpeHI/Iﬁ, PIHJICH‘LPI(l)IdK‘d[IPIOHHLIX JAHHEIX ¥ CIIoco0aX 3aruThl BCTPOEHHOTO

- IIOPTAaTUBHOC YCTPOﬁCTBO €poc Reader ¢ BO3MOXHOCTEIO IMUTAHUS OT CETH HJIH C
H/WITA IPUKIATHOTO IPOrpaMMHOro ofecneueHus (IpH HaUYUHI)

MATAHUEM OT aKKyMyJigTopa. IMeeT cIIOT i1 YCTaHOBKHU TecT-KapT epoc. KoTopsli
OCHAaIlIeH BCTPOCHHBIM CKAHEPOM IITPUXKOJ1a, IEPEKIIFoYaTesieM BBOIA KapThl,
3JIEKTPOKOHTAKTHOW NMOBEPXHOCTHIO JIJIsL 00ecredeHrsI KOHTAKTa C CEHCOPHBIM
MOJTYJIEM TE€CT-KapThl €POC, aBTOMATUUECKOMN MOJICUCTEMOMN TEpPMOPETYJISLINH,
KOTOpasi obecreynBacT HarpeBaHe N3MEPUTEIILHOM 30HbI TECT-KapThL €pOoC JI0
ONTUMAJILHON TeMIIepaTypHhI.

- CTICHIHAIM3UPOBAHHBIN MOOMIBHBIN KOMITBIOTED ¢ YCTAHOBJIEHHBIM IIPOrPaMMHBIM
npunoxkeareM epoc Host. Cesi3piBaeTcs ¢ yeTporicTBoM epoc Reader uepes
Bluetooth mo GecipoBoiHOM ceTH. PaccunThIBaeT 3HAUEHUS 110 JaHHBIM CEHCOPOB,
nepeaaBaeMbIM ycTpoiicTBoM epoc Reader. OtobpaxaeT pe3yJbTaThl TECTOB.




O6s3aTenbpHBIe METPOIOTHYECKUe TpeGOBaHMUS: TIPECTAaBICHE] B Tabume 1.

Tabmuma 1

HaHMeHOBaHI/Ie, eAuHUIa U3MCPCHUA

3HayeHmne

Jlnana3zoH W3MepeHuil aKTHBHOCTH MOHOB Bojopoja, pH

oT 6,50 1o 8,00

[Ipemen momyckaeMoro OTHOCUTEIBHOIO CPETHETO
KBaIpaTUIECKOr0 OTKIOHEHUS PE3YILTATOB H3MEPCHHUS
aKTHBHOCTH HOHOB Bojopona, pH, %o

5,0

JInama3od U3MepeHn TapHaIbHOTO JaBIEHHs YTIEKHUCIOTO
raza pCOz, MM pT. CT.

oT 5,0 7o 250,0

ITpenen gomycKaeMoro OTHOCUTENBHOIO CPETHETO
KBaJIPAaTUYECKOTO OTKIIOHEHUS PE3yIbTATOB U3MEPEHHUS
HapUMaIbHOro AaBienus yraekucioro raza pCoO2, %

5,0

Jlnama3oH u3MepeHU MapuralbHOIO JaBIEHUS KKCIOpoIa
pO2, MM pT. CT.

ot 5,0 mo 750,0

[Ipemen MOMycKaeMOro OTHOCUTEIBHOTO CPEIHETO
KBaJ[paTHIECKOT0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHHS
TaplMaIBHOrO0 AaBieHus kuciaopona pO2, %

5,0

Jluana3oH U3MepeHnH KOHIIEHTpalul HOHOB HaTpus Na¥,
MMOJIb/J

ot 85,0 mo 180,0

[Tpemen H0IyckaeMoro OTHOCUTEIBHOIO CPEIHETO

KBaJIpaTUYECKOTO OTKJIIOHEHHUSI PE3YJIHTaTOB U3MEPEHI 5,0
KOHI[EHTpaIy noHoB HaTpus Nat,%
Jlnama3zoH U3MepeHUi KOHIEHTpaI[u HOHOB Kanusd K¥,

ot 1,5 o 12,0
MMOJIB/TT
[Ipemen nommyckaeMoro OTHOCUTEIEHOIO CPETHETO
KBaJIpaTHIECKOI0 OTKJIIOHEHHUS PE3yIbTaTOB H3MEPEHHUS 5,0
KOHIIeHTpaIuu noHoB Kanusi K*, %
JlMana3oH U3MepeHuH KOHIIEHTpaluy HOHOB Kanbuusa Ca™,

ot 0,25 mo 4,00
MMOJIB/TI
[Ipenen nomycKkaeMoOro OTHOCUTEIBHOIO CPEAHETO
KBaAPaTUIECKOTO OTKIOHEHHUS PE3yIbTaTOB U3MEPEHHUS 5,0

KOHIIEHTpaIy HOoHOB Kanbuusa Ca*, %

Jlnana3oH u3MepeHnii KoHIleHTpauuu noHoB xynopa Cl,
MMOJIB/JI

ot 65,0 mo 140,0

[Ipemen nomyckaeMoro OTHOCUTENIBHOIO CPETHETO

KBaJpaTHYECKOI0 OTKIIOHEHHUS Pe3yIbTaTOB U3MEPECHIUS 5,0
KoHIeHTpanuy nouos xyuopa Cl7, %

JlnanaszoH n3MepeHnii KOHIEHTpauH rtoko3sl Glu, MMoIb/I ot 1,1 mo 38,5
[Ipemen nmomycKaeMoro OTHOCUTEIBHOIO CPENHETO

KBaPaTHUYECKOT'0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHIUS 5,0

KOHIIeHTpaIuu Imoko3sl Glu, %




IIpomomxenue TadauuE! 1
HavmeHoBaHue, e [TUHUIA H3MEPEHUS 3HadeHHe
Jlnama3oH m3MepeHHi KoHIeHTparuu jakrara Lac, mmons/a | ot 0,30 go 20,00
IIpenen mommyckaeMoro OTHOCUTEIBHOTO CPEHETO
KBapaTU4YECKOr0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIIeHTpanuy jJakrara Lac, %
Huana3zoH wm3MepeHHWd KoHUeHTpauuu kpeatuHuHa CREA,
MKMOJIB/JI
IIpenen nommyckaeMoro OTHOCUTEIBHOIO CPEIHETO
KBa/IpaTUYECKOT0 OTKIIOHEHHUS PE3yIbTATOB U3MEPEHUS 5,0
koHIeHTpanuu Kpeatuanaa CREA, %

oT 26,0 1o 378,0

OCHOBHBIE TEXHUUECKHE XapAaKTEPUCTHKH U METPOJIOTHISCKUE XapaKTePUCTUKH, He
OTHOCSIINECS K 0053aTeIbHBIM METPOJIOTHIECKAM TPeOOBAaHMSIM: MPEACTABICHBI B
Tabnuie 2.

Tabmuma 2
HanmeHoBaHUe, eNUHULIA H3MEPEHUS 3HayeHUe

Jnana3oH HOMUHANBHBIX HAPSHKEHUN MTUTAIOIIEH CeTH ot 100 10 240
IIepeMEHHOro ToKa, B *
HoMunansHas yacToTa nurTaromeit cetu, ' * 50 - 60
VYcnoBus SKCILTyaTalluH:
- IAana3oH TeMIepaTyphl OKpyKaroIiero so3ayxa, °C * ot 15 1o 30
- OTHOCUTEIIbHAS BIAXKHOCTH OKPYIKAIOIIEro Bo3ayxa, % * Jo 85
I'abapuTHbIe pazMepsr*, MM, He Golee
- BBICOTa 51
- IJIHHA 215
- MIApUHA 85
Macca*, r, He OoJllee 860
* CortacHO pyKOBO/JICTBY I10 SKCILIyaTalliy, TIPH IPOBEICHUN METPOIOTMYECKOM
SKCIEPTU3HI XapaKTEPUCTHUKA HE ITOATBEPKIAIACH

KoMImiekTHOCTE: IIpeicTaBieHa B TaOIuIle 3.
Tabmuna 3

HanmeHoBaHHe KomugecTBo
AHanu3aTop ra30B U BIEKTPOIUTOB KPOBU: CHCTEMa aHAIM3a KPOBH
epoc/epoc Blood Analysis System
CeTteBoii kabenb 1
PyKoBOZCTBO 110 SKCIITyaTaIii

MecTo HaHEeCEHUS 3HaKa yTBEPKACHUS THUIIA CPEJICTBA U3MEPEHUH:
3HaK YTBEpXKIEHHUs TUIA CPEJICTBA M3MEPEHIH HAHOCHUTCS Ha THTYJIBHBIA JIUCT

(Ha cpencIBe U3MEPEHUH W/HITH HA SKCIUTYATal(MOHHON OKyMEHTAllUH)

PYKOBOACTBA ITIO SKCILIyaTalluu.




MeTonuka IoBEPKHU:
MILTP 1135-2026 «CucteMa obecrieueHusl IHHCTBA H3MepeHui PecyOnuku

(HAUMEHOBAHHE ¥ HOMEDP METOAMKH MTOBEPKH)
Eenapycr:. AHaJ'II/ISaTOpBI ra3oB M JJICKTPOJIMTOB KPOBH: CUCTEMA aHaIN3a KPOBH

epoc/epoc Blood Analysis System. Meroauka IOBEpKU».

CBGILGHI/ISI O METOOHKax (MGTO,Z[aX) HBMGpeHHfIZ OTCYTCTBYIOT.
(HaVMeHOBaHHUs U HOMEPa METOIMK (METOIOB) H3MEPEHUI)

HOpMaTI/IBHBIe IpaBOBBIC AaKThI, B TOM HYHCIIC o0s3aTeIbHEIC IS COGHIO)IGHI/IH
TEXHUYCCKHE HOPMATUBHBIC IPABOBBIC aAKThI, TCXHUYECKUC HOPMATHUBHBIC ITPABOBBIC
aKTBl B 00JaCTU TEXHUYECKOTO HOPMHPOBAHUA U CTaHAapTU3alluKh, JOKYMCHTHI B
00JIacTH TEXHUYECKOTO HOPMHPOBaHUA M CTaHJapTU3aluN, HE ABJIAIOIIHUCCH
TCXHUYECKUMH HOPMATUBHBIMHU IIPABOBBIMH aKTaMHU, JOKYMEHTAIUs IIPOU3BOAUTCILA
WJIN TEXHUYECKOE 3aJaHuc 3adaBHUTCIA Ha MCTPOJIOTHYCCKYIO OKCIICPTHU3Y,

yCTaHaBJIMBAarOMKne Tpe6OBaHH}I K THIIY CpPEACTBa HSMGPGHHﬁZ PYKOBOACTBO IIO
OKCILTyaTalluu.

W nentuduKalns IporpaMMHOro o0ecIIeueH s : IpeicTaBleHa B Tabaule 4.

(yK&3BIBAKOTCS BEPCUH TIPOTPAMMHOI0 00ECIICHEHHUS)

Tabnuna 4
nentuduKalinoHHOE HAUMEHOBAHNE Howmep Bepcuu I10
110 (MIeHTUOUKAITMOHHEIN HOMED)
epoc Host, He HUXKeE 3.40.0
epoc Reader, He Huxe 2.2.14.2
ITpouzBonurens:

«Epocal Inc.», Kanaga. Anpec: 2060 Walkley Road Ottawa, ON K1G 3P35, Kanana

(HAaVMEHOBAHKE MPOUIBOIUTENS, EI'0 MECTOHAX K TEHHE)

3aKI0YeHre O COOTBETCTBUM YTBEP)KIEHHOTO THIIA CPEICTBA H3MEPEHHUH
TpeOOBaHMsIM HOPMATHUBHBIX IPABOBEIX aKTOB, B TOM H4HUCIE O0A3aTENLHBIM UL
COOIOIEHMsT TEXHUYECKUM HOPMATHBHBIM IIPABOBBIM  aKTaM, TEXHHYECKHM
HOPMATWBHBEIM IIPaBOBBIM aKTaM B 00JacTH TEXHHYECKOI0 HOPMMPOBAaHHUSA H
CTaHIAPTU3aIlUYM, JOKyMEHTaM B O0JacTH TEXHHYECKOr0 HOPMHPOBAaHHUS H
CTaHIAPTU3AIMY, HE SBJLIIOIIAMCS TEXHUYECKMMH HOPMATHBHLIMM IIPABOBBEIMU
aKTaMH, TOKYMEHTAITIH IIPOU3BOAUTENS UM TEXHUYECKOMY 3a[aHHUIO 3asBUTENIS Ha
METPOJIOTUYECKYIO SKCIEPTH3Y B OTHOIIEHUH E€AMHUYHOIO 3K3EMILIIpa CPEeICTBa
W3MEPEHUH: aHANU3aTOpP Ta30B M BJIEKTPOJIUTOB KPOBH: CHCTEMA aHAlIM3a KPOBH
epoc/epoc Blood Analysis System Ne 26433 / 16153521400999 cooTBeTCTBYET
TpeGOBaHMsSIM TEXHUYECKOW JOKYMEHTAlMU IIPOU3BOAUTENA (PyKOBOACTBO IIO
OKCILTyaTalin ).

Tun cpencTBa W3MEpeHUH OTHOCHUTCS K KaTeropuu (KaTeropusaMm): I. 6.8 cormacHo
TIEPEYHIO KaTeTOPUH CPEACTB U3MEPEHNH, IIPEICTABIIAIOIINAX COBOKYIIHOCTE CPEICTB
M3MEPEHUN OIMHAKOBOTO Ha3HAYEHWs, IPUMEHSEMBIX IIPH H3MEPeHUsX B chepe
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3aKOHONATENLHOM METPOJIOTHH, OK3EMIUIAPLl YTBEPXKACHHOI'O THIIA KOTOPBIX
HOAJIEXKAT TOCYJAPCTBEHHON IIOBEpKE C YCTAHOBJIEHHOHW B HEM NEPHOJUIHOCTHIO
(mpunoxenue K [locranosinerno ['ocynapCTBEHHOr0 KOMUTETA 10 CTaH/APTH3AIIN
Pecry6muku Benapycs ot 20.04.2021 Ne 39).

VII0JITHOMOYEHHOE IOPUIHUYCCKOE JIUIO, IIPOBOAUBIIICE METPOJIOTUIECKYTO
SKCIIEPTHU3Y B IECIAX YTBEPXKIACHUA THUIIA CPEICTBA HBMepeHHﬁZ

Pecry6nuKaHCcKoe YHUTapHOE Ipeanpustre «I poqHeHCKUA IEHTP CTaHAAPTH3ANH
(II07THOE HAMMEHOBAHKE, MECTOHAXOK/ICHAE, TeTe)OH, DNEKTPOHHEIH anpec)

METPOJIOTHH U CEPTUDUKALIAMY.

Pecmy6muka Benapyce, 230003, r. I'ponHo, yn1.06yxo0Ba, 3
Tenebon: +375 152 64-31-41

dakc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

[punoxenus: 1. @ororpadus o6IIero BuIa CpeaCcTBa H3MEPEHUH Ha 1 nmucre
2. Cxema (pHCYyHOK) C yKa3aHHMeM MecTa Ui HaHEeCCHHd 3Haka
IIOBEPKH CPECTBa U3MepeHuH Ha 1 mucre.

Jupekrop
I'pomuenckoro LICMC M.b.Toii
(MOMKHOCTD PYKOBOJUTENS UK 3aMECTUTENS (monmuce) a (uHUHMATEL, haMuIus)

PYKOBOJIHTENS YIIOTHOMOUEHHOIO
FOPUIMYECKOTO JIHLA, TPOBOIUBLIEIO
HCTIBITAHHUS B LETISX YTBEPHKICHA THIIA
cpencTBa U3MepeHuin)



ITpunoxenue 1
(oOg3arensHOE)

Dotorpadust 001IET0 BUA CPEICTBA U3MEPEHHIT

Pucynoxk 1.1 — ®ororpadus obimero Buna ananmmsaropa

POCH epncne
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MM 2050 Walkiey Road A ?f"’ ¥ LRI 1E 153511408099
. Ottawa, ON K1G 3P5 CANADA :
o WwwslemenscomiERo oz, SN:16153521400999

Pucynok 1.2 — @otorpadus MapkupoBKY aHAIU3aTOpa




[ pwioxenue 2
(oGs3arenpHOE)
CxeMa (puCyHOK) ¢ yKa3aHueM MeCTa JIJIs HaHe CeHUS 3HaKa IMOBEPKHU CPEICTBA
M3MEpPEHUIN

lecTo /Ui HaHEeCeHUSs 3Haka NoBepKU (KieldMo-HaKkIeHKa)

Pucynox 2.1 - Cxema (puCyHOK) ¢ YKa3aHMEM MeCTa JIJIsI HAHECEHUS 3HaKa OBEPKU



