T'OCYJIAPCTBEHHBIA KOMUTET JI3SIPAKAVHBI KAMITAT

IO CTAHOJAPTU3AITNHA ITA CTAHOAPTBI3AIIBII
PECIIYBJIMKU BEJAPYCh POCIIYBJIKI BEJIAPYChH

CEPTUOUKAT _
OB YTBEPKJIEHUU TUIIA CPEACTBA U3BMEPEHUM

(:[B Ne 20547 ot 18 aBrycra 2026 r.

Cpoxk neticTBus — O€cCpoOdHO

HaumenoBanue 1 0603HaUSHIE eTMHIYHOTO K3EMIULIpa TUIIA CPEICTBA U3MEPEHHUH:
AHA/IH3aTOpP Ta30B W JJIEKTPOJINTOB KPOBH: CHCTeMa aHa/lM3a KpoBH epoc/epoc Blood
Analysis System

3aBoxackoit Homep: 4296 / TIH11HL602105

[IpousBonuTENb:
«Epocal Inc.», Kanaga

Branenen ceprudukara o6 yTBEpKISHUU TUIIA CPEACTBA U3MEPEHUIA:
000 «BOM UnskeHupuHry», r. Munck, Pecnnybsmmka bemapych

MeToauka IIOBEPKU:
MILITP 1135-2026 «Cucrema obecnedenns exuHcTBa H3Mepennii Pecny6inukn besapyce.

AHAIM3ATOPHI T'a30B H 3JIEKTPOJHTOB KPOBH: CHCTeMa aHaJIH3a KpoBH epoc/epoc Blood
Analysis System. MeToauka noBepKm»

VHTepBaia BpeMEHH MEXIY rOCy IapCTBEHHBIMU ITOBEpKaMu: 12 MecsineB
Tum CpeicTB U3MEPEHH YTBEp)KJIEH IIOCTAHOBIEHMEM I'0CYIapCTBEHHOTO KOMUTETa
o crapmaptusaimu Pecry6mku benapycs ot 18.08.2026 Ne 89.

VTBEpKISHHBIN ¢TMHUYHBIN SK3eMIULIp TUIA CPEACTBA U3MEPEHUH pa3peniacTcs K IPUMEHEHHUIO
Ha TEPPUTOPUHN P6LHy6JIIfIKI/I Benapycs B COOTBETCTBUHM C IIpUIaracMbIM OIMCAaHUEM THUIIA

N.A Kuciaedko

(vHUIMAITEL, haMUITH)

A



ITpunoxxenue k cepTuduKarty
00 yTBEpKICHUH THUIIA
CpelcTBa U3MEpEeHUN

OT zf’ M’iéﬂ 7o 20741 No 254 F
OITMICAHME TUIIA CPEJICTBA M3MEPEHUI

HaunmMenosanue 1 0003HaYeHUe CAMHUYIHOI'O 3K3EMILIIApa TUIIa CPEACTBA H3MepeHHﬁZ
Ananmu3aTop ra3oB U 3JEKTPOJIMTOB KPOBU: CHCTEMa aHan3a KpoBu epoc/epoc Blood
Analysis System

HanmenoBanue CAWHUYIHOTI'O SK3EMIIJIIpa TUIIa CPpCACTBa H3MepeHHﬁ:
AHaJIHSaTOp ra30oB U 3JICKTPOJIHUTOB KPOBH

O6o3HaueHe eqUHIYHOTO SK3eMILIAPa THITA CPEICTBA U3MEPEHHH:
epoc/epoc Blood Analysis System

3aBOACKON HOMED:
4296 / TIH11HL602105

Haznauenue:

AHanu3aTop ra3oB U 3IEKTPOIUTOB KPOBH: CUCTEMa aHalln3a Kposu epoc/epoc Blood
Analysis System (nasiee — aHamu3aTop) NpeaHa3HAYECH I U3MEPEHHUS TapaMeTPOB
razoB kpoBu (pH, pCO2, 0.), snekrpomuroB (Na*, K*, Ca**, CI"), meraGonauroB
(TIF0K034, JTaKTaT, KPEaTHHUH) B apTepHaIbHOM, BEHO3HOM, KAIMIUIIPHON KPOBH.

Onucaumne:

KOHCTp}’KTHBHO AHAJIM34aTOP BKIIOYACT ABA KOMIIOHCHTA, O6’B€,Z[I/IH€HHI>IX B OOIHY
(kpaTkoe U3M0cHAES NHQOPMALHK 0 KOHCTPYKIMH U IPHHIMNEX AeiCTBHS

CUCTCMY KOTOPEIC pa60Ta10T TOJIBKO BMECTC.
CpeCTBA U3MEPEHAHN, HHACHTU(DUKAUMOHHEIX TAHHBIX U ClI0CO0aX 3alUTE BCTPOSHHOTO

- IIOPTAaTHUBHOC YCTpOﬁCTBO €pocC Reader ¢ BO3MOXXHOCTBIO MUTAHUS OT CETH HIIH C
W/UIH IPUAKTTATHOTO IPOTPaMMHOI0 obecnedeHus (py HaluduH)

[IATaHUEM OT aKKyMyJiaTopa. MIMeeT clloT 1ijisl yCTaHOBKH TecT-KapT epoc. KoTopsrit
OCHAIlleH BCTPOECHHEIM CKaHEPOM IITPUXKOAA, TIEPEKIIFOYATEIeM BBOIa KapThl,
3IEKTPOKOHTAKTHON ITOBEPXHOCTHIO ISl 00ecTIeUeH!sI KOHTAKTa ¢ CEHCOPHEBIM
MOJIYJIEM TE€CT-KapThl €pOC, aBTOMATUUYECKOU MOJCUCTEMON TEPMOPETYIISIINH,
KOTOpasi obecrieunBacT HarpeBaHue N3MEPUTENBRHOM 30HEI TECT-KAPTEI €poc 10
ONTUMAJIBHOM TeMIIePaTypHhl.

- CIIeNUAIIN3UPOBAHHBIA MOOMIIBHBIA KOMITBIOTED C YCTAHOBIEHHBIM IIPOTrPaMMHBIM
npunoxxeHueM epoc Host. CesassiBaercs ¢ yerporictBoM epoc Reader yepes
Bluetooth mo 6ectipoBoiHOM ceTH. PaccunThIBaeT 3HAYEHHS 10 JAHHBEIM CEHCOPOB,
nepefasaeMeIM ycTpoiictBoM epoc Reader. OToOpaXkaeT pe3yabTaThl TECTOB.




O6s3aTenpHble METPOIOTHYECKIe TPeOOBaHMS: IIPeICTaBIeHbI B TabuIe 1.

Tabmuna 1

HaI/IMCHOBaHI/Ie, CAMHHUITa USMCPCHUA

3yaueHue

Jmana3zoH uW3MepeHHH aKTHBHOCTH MOHOB Bojopona, pH

ot 6,50 mo 8,00

IIpenen nommyckaeMoro OTHOCUTEIBEHOTO CPEIHETO
KBaIpaTUYECKOr0 OTKIIOHEHHUSA PE3YIbTATOB U3MEPEHUS
AKTUBHOCTH MOHOB Bomopona, pH, %

5,0

Jrana3zoH U3MepeHuH MapuaabHOro IaBIeHUS YTIEKUCIOTO
raza pCO2, MM PT. CT.

ot 5,0 mo 250,0

IIpenen IomycKkaeMOro OTHOCUTEIBFHOTO CPETHETO
KBaIpaTUYECKOTO OTKIIOHEHUS PE3YIBTATOR N3MEPEHUS
apUMaJIbHOro AaBieHus yriekucioro raza pCO2, %

5,0

Jlvana3zoH U3MepeHUH MapuaabHOro NaBIeHus KHCIopoa
pO2, MM PT. CT.

ot 5,0 no 750,0

IIpenen momyckaeMoro OTHOCUTEIFHOTO CPETHETO
KBaIpaTU4YECKOr0 OTKJIIOHEHHUS Pe3yJIbTATOB N3MEPEHUS
napUuaIbHOro AasiaeHus kucioponaa pO2, %o

5,0

Jlnamna3oH u3MepeHni KOHIIEHTPallud HOHOB HaTpusa Na*,
MMOJIB/II

ot 85,0 mo 180,0

Hpeﬂeﬂ HJOITYyCKa€MOI'0 OTHOCHUTEIIBHOT'O CPEIHETO

KBapaTUYECKOr0 OTKIOHEHHUS Pe3yIbTATOB U3MEePEHUS 5,0
KOHIIEHTPAIIMX HOHOB HaTpus Na*,%
Juara3oH u3MepeHui KOHIEHTPAIlMH HOHOB Kajusa K7,

ot 1,5 mo 12,0
MMOJIB/II
IIpenei nommyckaeMoro OTHOCUTEIEHOTO CPETHETO
KBapaTUYECKOI0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHHUS 5,0

KOHI[eHTpaluu HoHOB Kaimus K, %

Juana3zoH u3MepeHuit KOHIEHTPaIii HOHOB Kanblusa Ca'™,
MMOJIB/JT

ot 0,25 o 4,00

IIpenen IOy cKaeMOro OTHOCUTEIBHOTO CPEIHETO
KBaJI[paTUYECKOr0 OTKIIOHEHUS PE3YIBTATOB U3MEPEHHUS
KOHIIEHTpaluu HOoHOB Kanbimsa Ca*, %

5,0

Jlnara3oH u3MepeHui KOHIeHTpalluu HoHoB Xiopa Cl,
MMOJIB/JI

oT 65,0 mo 140,0

Hpeﬂeﬂ HAOITy CKaeMOIr'0 OTHOCUTEIIBHOI'O CPEITHETO

KBaJIpaTU4YECKOT0 OTKIIOHEHHUS Pe3yIbTATOB N3MEPEHUS 5,0
KOHILIeHTparuu noHoB xyopa CI, %

Jlnana3oH uaMepeHui KOHIeHTpaluy riroko3sl Glu, Mmons/n | ot 1,1 mo 38,5
IIpenen [oImyckaeMOro OTHOCUTEIBHOTO CPETHETO

KBaJ[paTUYECKOr0 OTKIIOHEHUS PE3YIbTaTOB U3MEPEHUS 3,0

KOHIIEHTpanuy riaoko3sl Glu, %




[Tponomxenue Tabauisl 1
HanmeHoBaHMe, e IMHAIA N3MEPEHHS 3HaueHne

Jlnamazon m3MepeHuMil KoHIeHTparwu jgakrara Lac, mmons/a | ot 0,30 go 20,00

[Tpenen nomyckaeMoro OTHOCUTEIBEHOTO CPEHETO

KBaJ[paTUYECKOI'0 OTKIIOHEHUS Pe3yJIbTaTOB U3MEPEHUS 3,0
KOHIIeHTpaIuu naktara Lac, %

Jnana3oH u3MepeHul KoHUeHTpaly kpeatuHuHa CREA, ot 26,0 110 378,0
MKMOJIB/JI

[Ipenen Moy cKaeMoro OTHOCHTEIBHOTO CPEIHETO

KBaJIpaTUIECKOT0 OTKIIOHEHUS PE3yIHTATOB U3MEPEHUS 5,0

KoHIeHTpanuu kpeatuanHa CREA, %

OcHOBHBIE TEXHUYECKHE XapaKTCPHUCTHUKHN U METPOJIOTHYCCKUE XapPAKTCPUCTUKHU, HE
OTHOCAIIIHUECA K 00s3aTeIbHEIM METPOJIOTHYIECKUM Tpe60BaHI/ISIMI IIPpEACTaBJICHLEL B

TabmuIte 2.
Tabnuma 2
HaumenoBaHue, equHALIA U3MEPEHUS 3HaueHue

Jurana3zoH HOMUHAIBHBIX HANPSIKEHUI ITUTAIONEN CETU ot 100 10 240
epEMEHHOro Toka, B *
HomunanpHas gactoTa nmuTaromei ceru, 'y * 50 - 60
Y cnoBus SKCILTyaTalldy:
- IMana30H TeMIIepaTyphl OKpy Karomero Bo3ayxa, °C * ot 15 mo 30
- OTHOCUTEJIbHAS BIAXXHOCTH OKPY KAIOIIEro Bo3ayxa, Yo * Jo 85
I'abapuTHbIe pazMepsr*, MM, He Golee
- BBICOTa 51
- JUTUHA _ 215
- IIMpUHA 85
Macca*, r, He Oojee 860
* CortacHO pyKOBOJICTBY I10 DKCILIYaTalliH, IIPH IIPOBEACHUN METPOIOIHYECKOM
OKCIIEPTHU3HI XapaKTEPUCTHUKA HE TOATBEPKIAIACH

KommiekTHOCTE: IIpefcTaBiieHa B TaOIuIle 3.

Tabmuna 3
HanmeHoBaHHe KonmgecTBo
AHanu3aTop ra3oB U 3JIEKTPOIUTOB KPOBH: CUCTEMA aHAIN3a KPOBU 1
epoc/epoc Blood Analysis System
CereBoii xabelb 1
PyKOBOICTBO IO SKCILTyaTaIIU 1

MecTo HaHeCeHHS 3HaKa YTBEPIKACHUA TUIIA CPEACTBA HBMCPGHHﬁZ

3HaK YTBECPXKACHU THUIIA CPEACTBA HSMepeHI/Iﬁ HAHOCHUTCA Ha TI/ITyJII:HBIﬁ JIUCT
(na cpencTBe U3MEPEHUI W/UIH Ha IKCIITyaTalHOHHON JTOKYMEHTALIMH)

PYKOBOACTBA IO 3KCILJIyaTaliH.




‘ MIGTOI[I/IKa ITIOBEPKU:
MILI'P 1135-2026 «Cucrtema obecriedeHUs eANHCTBA H3MepeHnid Peciry Omuku

(HauMEHOBaHME K HOMED METOIMKH TIOBEPKH)
Benapych. AHAITM3aTOPEI Ta30B M 3JIEKTPOJINTOB KPOBH: CHCTEMa aHaIN3a KPOBHU
epoc/epoc Blood Analysis System. MeTouKa OBEPKHY.

CBGIIGHI/ISI 0 METOAHMKAX (MCTOI[aX) I/ISMepeHI/II‘/'Ii OTCYTCTBYIOT,
(HanMEHOBAHUS ¥ HOMEpa METOIUK (METOIOB) H3MEPEHUIH)

HOpMaTI/IBHBIG IIpaBOBBIC AaKTBI, B TOM YHCJIC 00s3aTeNLHEIE JUIISL CO6J’IIOJIGHI/UI
TCXHUYCCKNC HOPMATHUBHBIC ITPABOBEIC aKThI, TCXHUYECKHE HOPMATHBHEIC IIPABOBEIC
aKTEl B 00JIACTH TEXHHYECKOIO HOPMHPOBAHHA W CTaHOAPTHU3allWMH, JOKYMCHTLHI B
00JIacTH TEXHUYECKOTO HOpPMHUPOBaHUA H CTaHAApPTHU3AllWUHU, HE ABJIAIOIIUCCS
TCXHUYCCKUMHU HOPMAaTUBHBIMH IIPaBOBBEIMH aKTaMH, TOKYMCHTAaIIUA HpOI/I3BO)II/ITeJI}I
WK TEXHUYCCKOE 3alaHU€ 3adBUTCIII Ha METPOJIOTHYCCKYIO 3KCIICPTHU3Y,
YCTaHaBIMBArOIIHUEC Tpe60BaHI/ISI K THIIYy Cp€ACTBa I/ISMGPGHI/II;'I: PYKOBOIACTBO IIO
OKCILTyaTalluH.

HI[CHTI/Id)I/IKaHI/ISI IIporpaMMHOIO obecreyeHus: IMpCaCTaBJICHA B Ta6J'II/II_[e 4,
(yKka3pIBatOTCSA BEPCUH IPOTPAMMHOTO 0GECTICUEeHHS)

Tabmua 4
W nerTHduKaInOHHOEe HAUMEHOBAHHIE Howmep Bepcuu 110
I10 (MIeHTHOUKAIMOHHBIA HOMEp)
epoc Host, He HIKe 3.40.0
epoc Reader, He HiKe 2.2.14.2
IIpousBonuTens:

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

(HaI/IMCHOBﬂHI/Ie NpOU3BOOUTENSA, €TI0 MCCIOHEL\O')K,HGHHC)

3aKIIOYeHHe O COOTBETCTBUH YTBEPXKACHHOTO THIIA CPEACTBA H3MEPEHUN
TpeOOBaHUIM HOPMATHBHEIX MPABOBBIX AKTOB, B TOM YHCIIE O0S3aTENLHBIM I
COOMIONEHNsI TEXHUYECKAM HOPMATUBHBIM IIPABOBLIM aKTaM, TEXHUYECKHAM
HOPMAaTUBHBIM IIPAaBOBBIM aKTaM B OOJIACTH TEXHHYECKOTO HOPMHUPOBAHHUSA H
CTaHJapTH3allMK, JOOKYMEHTaM B 00JacTH TEXHUYECKOTO0 HOPMHUPOBAHHUS U
CTaHJapTH3AllM{, HE ABIAIOIUMCA TEXHUYECKUMH HOPMATHUBHBIMH IIPaBOBHIMH
aKTaMH, JOKYMEHTAlUU IPOU3BOIUTENS I TEXHUYECKOMY 3a[IaHHUIO 3asSBUTENS Ha
METPOJIOTMYECKYIO0 SKCIEPTU3Y B OTHOIICHMM E€IMHUYIHOTO 3K3EeMILIApa CPeiCcTBa
U3MEPEHMM: aHaIU3aTOp Ta30B U SJIEKTPOIHMTOB KPOBH: CHCTEMa aHajH3a KPOBH
epoc/epoc Blood Analysis System Ne 4296 / T1H11HL602105 coorseTcTByeT
TpeOOBaHUAM TEXHUYECKOH JOKYMEHTAIlMHd IPOU3BOAUTENS (PYKOBOLCTBO IIO
9KCILTyaTaI|H ).

Tun cpencrBa U3MepeHUN OTHOCHUTCS K KaTeropuu (KaTeropusm): 1. 6.8 coriacHo
IIEPEYHIO KATErOPUM CPENICTB U3MEPEHHUH, IPEeICTABIIIONIAX COBOKYITHOCTE CPEICTB

I/ISMepeHI/Iﬁ OAHNHAaKOBOI'O Ha3Ha4Y€HUA, NPUMCHICMBIX IIPH HU3MCPCHHAX B C(bepe
4



3aKOHOJATENBHOW METPOJIOTUY, OK3eMIULIPhl YTBEPXKIECHHOTO THIA KOTOPBIX
IOJJIEXKAT TOCYapCTBEHHOM IOBEPKE C YCTAaHOBICHHOW B HEM IEPHOAUYHOCTHIO
(mpunoxxerre K Ilocranosnenmo [0CynapcTBEHHOrO KOMUTETA II0 CTAHAAPTU3AIAN
Pecnybnuku benapycs ot 20.04.2021 Ne 39).

VIIOIHOMOYEHHOE  IOPUOUYECKOE  JIMIO, TPOBOAUBIIEE  METPOJIIOTHYECKYIO
OKCIIEPTHU3Y B LEAX YTBEPXKICHUS THIIA CPEICTBA U3MEPEHUI:
PecriyOimikaHckoe yHUTapHOE Ipeanpusitre «I poIHeHCKUI NEHTP CTaHAapTU3ALUH

(monHOE HANMEHOBAHHE, MECTOHAXOXKIEHHE, TeNedOH, 3NeKTPOHHEII anpec)
METPOJIOTUHU U CePTUDUKALIAI.
Pecny6nmka benapycs, 230003, r. I'pogro, yin1.06yxoBa, 3
Tenedon: +375 152 64-31-41
Qaxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IMTpunoxenus: 1. @otorpadus obmero Buaa cpecTBa U3Mepenuii Ha 1 nucre
2. Cxema (pHCYHOK) C yKa3aHHeM MecTa IS HaHEeCEeHHs 3Haka
IIOBEPKU CPEJICTBA U3MEpeHHH Ha 1 JucTe.

/7

3aMeCTUTETh TUPEKTOPA 110 % r

4 i
CTaHgapTH3alluH U CepTI/I(i)I/IKaHI/II/I t/:? '

I ) ‘ o
I'poxrenckoro IICMC Q{Q/K/Z’" v/ B.A. CaMoimk

(mOMKHOCTH PYKOBOUTENS MM 3aMECTHTEIS / (monmucs) /‘ (uHunuaner, haMunns)
PYKOBOJHUTENS YIONTHOMOUYEHHOTO IOPUANIECKOTO /

JIMLA, TIPOBOJUBLIETO HUCIBITAHUS B LEIX
YTBEPKIEHHA TUIIA CPENCTBA U3MEPEHHHN)



ITpunoxenue 1
(obGs3arenpHOE)

Dotorpadus o6mero Buga cpencTaa V3MEPEHHI

Pucynok 1.1 — @otorpadus obmiero Buga aHanm3aropa

; enOC ™ | Modeippazosrn 4
| SPOC@® | epoc Reader | metictommins K1
BLOOD ANALYSIS S Tstnuaezios - §

| = epoc Reader [T svmsc mosiozsz oo

el A , FCCID: 28UAM-PD4
| [5 4296 contains FoC D:P14038 | icim: 2605m pomns

| input +5v==3.0A

i o ce] MA G ce

Pucynoxk 1.2 — @otorpadus MapKupOBKH aHAIHA3ATOPA



IIpunoxenue 2
(oGsBarensHOE)
Cxema (pHCYHOK) ¢ YKa3aHUEM MeCTa i1 HAHeCCHWSI 3HaKa MOBEPKHU CPEICTBA
U3MEpEeHUH

lecTo i HaHeCceHus 3HAaKa ITOBEPKU (KIIeiMo-HaKIIeHKa )

Pucynox 2.1 - Cxema (pUCYHOK) C yKa3aHMEM MeCTa [ HAaHSCCHUS 3HAKA TIOBEPKHU



