T'OCYJIAPCTBEHHBIA KOMHUTET JI3SIPIKAYHBI KAMITAT

MO CTAHJIAPTH3AITAN IIA CTAHIAPTBHI3ATIBIT
PECIIYBJIMKH BEJAPYCh PICIYBJIKI BEJAPYChH

CEPTUOUKAT
OB YTBEPXXJIEHUUN TUIIA CPEJCTBA U3MEPEHUI

Ne 20540 ot 18 aBrycra 2026 1.

Cpoxk neficTBUs — 0€CCPOTHO

HaumenoBanue n 0003HaUYeHNE CANHUYHOTO SK3EMILIAPaA TUIla CPEeaCcTBa I/I3MepeHl/II\/JII

AHaM3aTOpP Tra3oB M 3JEKTPOJUTOB KPOBH: CHCTEMAa aHAIM3a KpoBH epoc/epoc Blood
Analysis System

3aBoxckoit Homep: 3123 / TIH11HL701329

[IpousBOaUTENE:
«Epocal Inc.», Kanana

Branenen ceprudukara 06 yTBEpKICHUU TUIIA CPEICTBA U3MEPEHUIA:
000 «B9M Hnxenupunr», r. Munck, Pecny6anka benapychb

Metorka OBEPKHU:

MILI'P 1135-2026 «Cucrema ofecneyeHusi eTMHCTBA H3MepeHnid Pecmyonmukn Benapycs.
AHAJH3aTOPHI Ia30B H 3JIEeKTPOJHTOB KPOBH: CHCTeMa aHaau3a KpoBH epoc/epoc Blood
Analysis System. MeToauka noBepkmn»

MurepBan BpeMeHHU MEXy IOCYy IapCTBEHHBIMU TTOBepKamu: 12 mMecsines

Tunm cpeAacTB W3MEpPEHU YTBEPKIAEH IMOCTaHOBIEHUEM [ OCyIapCTBEHHOTO KOMUTETA
no cragpaptusanuu PecryOnmvku benapycs ot 18.08.2026 Ne 89.

VY TBep)KIEHHBIN €IMHUYHBIN SK3eMIUIIp TUIA CPENICTBA U3MEPEHUH pa3permaeTcs K IPUMEHEHUIO
Ha Teppuropun PecmyGnuku bemapych B COOTBETCTBMHM C MpUIaraéMbIM OIMCAHUEM THUIIA
CpEeACTBAa U3MEPEHU. '

3amectutels [Ipencer N.A Kucnenko

(MHALMATE], haMHUITHS)



[Ipunoxxenue k cepTuduKaty
00 yTBEpKICHUH THIIA
CpencTBa U3MEPEHUH

OT 7 ,,«Mg/g o7z 2024T. No Jos5qO

OITMCAHUE TUIIA CPEJICTBA U3MEPEHMIA

HavmenoBanue u 0603HaueHNE eIUHIIHOTO YK3EMINIAPA TUIIA CPENCTBA H3MEPEHMIA:
AHanHu3aTop ra3oB U JIEKTPOIIMTOB KPOBH: CHCTeMa aHaImM3a KpoBu epoc/epoc Blood
Analysis System

HavMeHoBaHME € IMHUYHOTO K3EMILIIPA THIIA CPEICTBA H3MEPEHHIA:
AHanmu3aTop ra3oB U 3JIEKTPOIUTOB KPOBU

O6o3HaueHNe eIMHUIHOTO SK3eMIUISIpa TUIIA CPEICTBA M3MEPEHMUIA:
epoc/epoc Blood Analysis System

3aBOJICKOI HOMED:
3123 /T1IH11HL701329

HaznaueHnwe:

AHaNIM3aTOp ra30B U NEKTPOINTOB KPOBU: CUCTEMA aHaJM3a KpoBHU epoc/epoc Blood
Analysis System (majee — aHaIM3aTOp) IpeIHA3HAYEH ISl H3MEPEHUS [TapaMETPOB
razos kposu (pH, pCO:, O:), sanekrpomuros (Na*, K¥, Ca™, CI"), MeTaGonuTos
(rmroko3a, TaKTaT, KpeaTHHHH) B apTepHaIbHOM, BEHO3HOM, KAIMIIISPHON KPOBH.

Onucanmue:
KOHCTPYKTHBHO aHAIM3aTOP BKIIOYAET JIBA KOMIIOHEHTA, 00BEIUNHEHHEIX B OHY

(xpaTKOe M3M0KEHAE HHPOPMALIMY O KOHCTPYKLMH ¥ IPHHLMIIAX JSHCTBHS

CUCTCMY KOTOPEIC pa6OTaIOT TOJIBKO BMECTC.
CPenCTBA M3MEPCHUH, HHIEHTM()UKALMOHHRIX JAHHBIX U CIOCO0aX 3alUUThl BCTPOSHHOIO

- IOPTAaTHUBHOC YCTpOﬁCTBO €pocC Reader ¢ BO3MOXHOCTBIO IIUTAHUS OT CETH WJIH C
H/MIM OPUKITATHOTO NPOTPaMMHOI0 oGecreuenus (IIpH HATHIHK)

IHATaHUEM OT aKKyMyJIsaTopa. FiMeeT clloT [J1sl yCTaHOBKH TecT-KapT epoc. KoTopkrri
OCHAIIlEH BCTPOEHHEIM CKaHEPOM INTPUXKOA, IEPEKIII0oYaTeIeM BBOIa KapThl,
9JIEKTPOKOHTAKTHOM OBEPXHOCTHIO NJIsl o0ecreueHnsI KOHTaKTa ¢ CEHCOPHEIM
MOJIyJIEM TECT-KapThl €pOC, aBTOMATHUSCKOH ITOACUCTEMON TEPMOPETYJISAIHNH,
KoTOpas o0ecreunBaeT HarpeBaHHue H3MEPUTEIBHOM 30HEl TECT-KAPThI €pOC JI0
ONTUMAJBHOH TeMIIepaTypEL.

- CIEIMAIM3UPOBAHHBIN MOOUIBFHBIN KOMITBIOTED C YCTAHOBIEHHBIM IIPOTPAMMHBIM
npunoxenueM epoc Host. CazriBaeTcs ¢ yeTpoiicTBoM epoc Reader uepes
Bluetooth mo GecripoBomHOI ceTn. PaccunTriBaeT 3Ha4eHus 110 JAHHEIM CEHCOPOB,
nepesaBaeMeIM ycTpolicTBoM epoc Reader. OToOpaxkaeT pe3yIbTaThl TECTOB.




O0s3aTenbpHbIE METPOJIOTHUECKHE TpeboBaHuUs: MpeACTaBIeHEI B Tabnue 1.
Tab6muma 1

HaI/IMeHOBaHI/Ie, CIMHNIa UBMCPCHHA

3HaueHue

Maa3’oH W3MEpPEHUU aKTUBHOCTH MOHOB Bozopoja, pH

oT 6,50 o 8,00

IIpenen nomyckaeMoro OTHOCHTEBHOTO CPEIHETO
KBaJ[paTUYECKOr0 OTKIOHEHUS Pe3yJIbTaTOB U3MEPEHHUS
aKTUBHOCTH MOHOB Bojiopoxaa, pH, %

5,0

Jnamna3os u3MepeHui MapIuaIbHOTO AaBIEHUS YITIEKHACIOTO
raza pCOz, MM pT. CT.

ot 5,0 mo 250,0

IIpenen nomyckaeMoro OTHOCHTENIBHOTO CPEIHETO
KBaJPaTHYECKOI0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHUS
NapIUalIbHOrO AaBieHus yriaekucyaoro raza pCO2, %

5,0

Juana3on u3MepeHni apluanbHOTO JaBIeHUS KUCIOPOoaa
pO:2, MM PT. CT.

ot 5,0 mo 750,0

IIpenen 1omycKaeMOro OTHOCUTEIHHOIO CPEIHErO
KBaJPaTHYECKOI0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHMUS
IaplyaIbHOro naBieHus Kuciopoaa pOz, %

3.0

Jnama3on u3MepeHnit KOHLIIEHTPAIMH HOHOB HaTpus Na*,
MMOJIB/JT

ot 85,0 mo 180,0

HpCJIGJI AOITyCKa€MOI'0 OTHOCUTEIIBHOTO CPEIHETO

KBaIpaTUIECKOr0 OTKIIOHEHUS Pe3yJIbTaTOB U3MEePEHHUS 5,0
KOHI[EHTpaluu HOHOB HaTpus Nat,%
Juarna3oH u3MepeHui KOHIEHTPallknd HOHOB Kamus K,

ot 1,5 no 12,0
MMOJIB/JI
ITpenen nomyckaeMoro OTHOCUTEBHOTO CPEHETO
KBaJPaTHYECKOI0 OTKIIOHEHUS PE3yIbTaTOB U3MEPEHMS 5,0

KOHIIEHTpaIuu MoHOB Kajus K, %

Juara3oH u3MepeHu KOHIEHTPallid HOHOB KaJIbIUsl Ca
MMOJIB/JI

ot 0,25 1o 4,00

IIpemen nomyckaeMoro OTHOCHUTENBHOIO CPEHETO
KBaJpaTHYECKOI0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHMUS
KOHIIEHTpalu noHoB Kajgenus Ca™, %

5,0

Jnana3oH U3MepeHni KOHIIEHTPALY HOHOB xnopa Crl,
MMOJIB/JT

ot 65,0 mo 140,0

HpCI[eJ'I HAOITy CKAa€MOI'0 OTHOCUTECIIBHOTO CPEIHETO

KBaJ[PaTHYECKOI'0 OTKIOHEHUS PE3yIbTaTOB U3MEPEHMUS 5,0
KOHLIeHTpanuu noHoB xjopa Cl7, %
Jlnamnason u3MepeHni KOHIeHTpanuu rroko3sl Glu, MMonb/1 ot 1,1 mo 38,5
IIpemen noIrycKkaeMoOro OTHOCUTENBLHOIO CPEIHETO

5,0

KBaIpAaTHIECKOI0 OTKIOHEHUS Pe3yIbTaTOB HU3MEPEHHS
KOHIIEHTpalMu IMroKo3kl Glu, %




[Tpogomxkenue Tabauipl 1
HawmMveHoBaHue, eIUHNIIA H3MEPEHHUS 3HadeHue

Juana3oH W3MepeHud KOHIeHTpaluu jakrara Lac, Mmmons/i | ot 0,30 mo 20,00

IIpenen nomyckaeMoro OTHOCHUTENBHOTO CPEIHETO

KBapaTUYECKOr0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHHUS 5,0
KOHI[eHTpaluu jakrara Lac, %
Huana3oH u3MepeHuit KoHUeHTparuu KpeatnauHa CREA,

oT 26,0 mo 378,0
MKMOJIB/JI
IIpenen nomyckaeMoro OTHOCUTETBHOTO CPEIHETO
KBaAPaTHIECKOr0 OTKIOHEHUS Pe3yJIbTaTOB U3MEPEHUS 5,0

KoHneHTpanuu kpeatnauHa CREA, %

OcCHOBHBIE TEXHUYECKUE XapaKTEPUCTHKA U METPOJIOIHYECKHE XapaKTEPUCTUKHY, He
OTHOCSILIMECT K 00S3aTeIbHBIM METPOJIIOTHYECKUM TPeGOBAHUSAM: IPEICTABIEHE B
Tabmuie 2.

Tabmauma 2
HavnmeHoBaHue, eNWHAIIA H3MEPEHHS 3HaueHune

Jvana3oH HOMUHAIBHBIX HANPSKEHUH ITHTAIOMIEH ceTh ot 100 110 240
IIEpEMEHHOr0 TOKa, B *
HomunaneHas yacToTa nuTaroiiei cetu, ' * 50 -60
YcnoBus 3KCIITy aTalliu:
- JHaa30H TeMIIepaTyphl OKPY KaroIero Bo3ayxa, °C * ot 15 no 30
- OTHOCUTEJIbHAS BIAXXHOCTh OKPYKAIOIIET0 Bo3ayxa, Yo * 1o 85
I"abaputHEIe pasMepsr*, MM, He Goee
- BBICOTA 51
- JUTAHA 215
- IIAPUHA 85
Macca*, r, He Oollee 860
* CornacHo pyKOBOJICTBY IO SKCIUTyaTalluH, IPU NPOBEIECHAN METPOIOTHIECKOM
OKCIIEPTHU3HI XapaKTEPUCTHUKA HE HOATBEPKIAIACE

KoMInekTHOCTh: mpeicTaBiiena B TabauIe 3.

Tabnuma 3
HaumenoBanue KomnnuecTtBo
AHaJIHA3aTOP I'a30B U 3JIEKTPOIUTOB KPOBU: CUCTEMA aHAIM3a KPOBH 1
epoc/epoc Blood Analysis System
CeTeBoii kabenn 1
PyKOBOZACTBO IO 3KCILTYaTAIH 1

MecTo HaHeCeHHUs 3HaKa YTBCPXKOCHUA THUIIA CPEACTBA I/ISMepeHI/Iﬁl

3HaK YTBCPXKACHHUA THIIA CPEACTBA I/ISMepeHHﬁ HAHOCUTCS HA TI/IT}’JIBHBIﬁ JJUCT
(Ha cpencTBe M3MEPEHMH W/HMIM Ha SKCIULYaTALMOHHON JOKYMEHTAIMH)

PYKOBOACTBA IIO SKCIITTyaTaluu.




Meronuka oBEpKH:
MILI'P 1135-2026 «Cuctema obeclieueHus eQUHCTBA U3MepeHui PecmyOmuku

(HaUMEHOBAHUE U HOMED METOIMKY TIOBEPKH)
Benapycr;. AHaJ'II/ISaTOpBI ra3oB M 3JICKTPOJIMTOB KPOBH: CHCTEMA aHAJIM3a KPOBH

epoc/epoc Blood Analysis System. MeTouKa OBEpKHY.

CBQ,I[GHI/IH 0 MCTOJHUKaxX (MGTO,E[&X) I/I3MepeHHfIi OTCYTCTBYIOT.
(HauMEeHORAHUS M HOMepa MeTOIHK (METOI0B) H3MEPEHHIH)

‘HopmaruBHBIE NpaBOBEIE aKTBl, B TOM YHCIE OOS3aTeNbHBIC IUISI COONIONCHUS
TeXHUYECKHEe HOPMAaTUBHEIE TIPABOBbIE aKTHI, TEXHUIECKHAE HOPMATUBHEIE IIPABOBEIE
aKTBl B OOJIACTH TEXHUYECKOT0 HOPMHUPOBAHWS M CTaHOAPTHU3AIWU, JOKYMEHTHI B
007acTH TEXHWYECKOTO HOPMHPOBaHWS M CTaHAApPTH3aIlM{, HE SBISAIOMINAECS
TEXHUYECKAMU HOPMATHBHBIMU IIPABOBBIMU aKTaMH, JOKYMEHTAIIVS IIPON3BOIUTEILST
WIA TEXHWYECKOe 3aJlaHue 3asBUTENII Ha METPOJIOTHYECKYIO JKCIIEPTH3Y,
yCTaHaBIMBAIOIIUE TpeOOBaHUSA K THUILy CPEJCTBA HM3MEPEHHH: PYyKOBOJACTBO IIO
HKCILTyaTaIuHh.

Wnentudukanys mporpaMMHOT0 o0eceueHus: IpeIcTaBieHa B Tabmuile 4.
(yKa3BIBaOTCS BEPCUH IIPOTPAMMHOI0 06ECIICUEHMS)

Tabauma 4
N neHTH(DUKAMOHHOE HAUMEHOBAHUE Howmep Bepcuu 110
10 (umeHTHOUKAITMOHHBIA HOMED)
epoc Host, He HIXKE 3.40.0
epoc Reader, He HIXKE 2.2.14.2
IIpousBoguTeNs:

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

(HanMeHOBAHUE TPOU3BOTUTENS, ET0 MECTOHAX XK ICHHUE)

3aKIIOYeHHEe O COOTBETCTBUHM YTBEPXKICHHOIO THIIA CPEICTBA M3MEPEHHM
TpeOOBAaHUAM HOPMATHUBHBIX IPAaBOBBIX aKTOB, B TOM YHCJIE OOS3aTEILHBIM IJIs
COOMIONIEHUsI TEXHHYECKUM HOPMATHBHBIM IIPABOBEIM aKTaM, TeXHHYECKHM
HOPMATUBHBIM IIPAaBOBBIM aKTaM B OOJaCTH TEXHUYECKOTO HOPMHPOBAaHUS U
CTAaHJAPTH3AlMK, JOKYMEHTaM B O0ONAacCTH TeXHHYECKOr0 HOPMHPOBAHHUA U
CTaHIAapTU3allUU, HE SBISAIOMKUMCS TEXHUYECKHUMHU HOPMATHBHBIMH IIPAaBOBBIMH
aKTaMy, JOKyMEHTAI[UU [IPOU3BOIUTENS HIIM TEXHUIECKOMY 3a[JaHHUIO 3asSBUTENS Ha
METPOJIOTMYECKYIO 3KCIEPTU3Y B OTHOIICHHH SIUHWYIHOTO DK3EMILIApa CPeACTBa
U3MEPEHMM: aHaIU3aTOp Ta30B M JJIEKTPOJIMTOB KPOBH: CHUCTeMa aHajiH3a KpPOBH
epoc/epoc Blood Analysis System Ne 3123 / TIH11HL701329 cooTBeTcTBYyeT
TPeOOBAaHUAM TEXHUYECKOH JOKYMEHTAIlMM IIPOM3BOAMTENS (PYKOBOIACTBO IIO
SKCILTyaTalum).

Tum cpencTBa U3MepeHU OTHOCUTCS K KaTeropuM (KaTeropusm): I 6.8 cormacHo
[IEPEYHIO KATETOPUH CPEJICTB U3MEPEHIH, MIPEICTABIIONAX COBOKYITHOCTh CPEACTB
U3MEPEHMHM OJMHAKOBOI'O HA3HA4YEHWs, NIPUMEHSIEMBIX NPH H3MEPeHHIX B chepe

4



3aKOHOJATEeIIbHOM METPOJIOTUH, SK3EMIUISPEl YTBEPXKIEHHOTO THUIA KOTOPBIX
IIOZJIEXXAT TOCYNapCTBEHHOM IIOBEpKE C YCTAHOBICHHOM B HEM INEPHOIMIHOCTEHIO
(mpunoxenue x IlocraHoBnennto [ocy1apcTBEHHOTO KOMHUTETA TI0 CTaHAAPTH3ALUN
Pecny6muxu Benapycs ot 20.04.2021 Ne 39).

VIIOMHOMOYEHHOE  IOPUAMYECKOE JIMIO, IPOBOJAUBIINEE  METPOJOTHYECKYIO
OKCIIEPTHU3Y B LEIAX YTBEPXKACHUS TUIIA CPEACTBA U3BMEPEHUI:

PeCHy6JII/IKaHCKOG YHUTAPHOC IMPECOIIPHUATHUC ((rpO)IHeHCKI/Iﬁ OCHTP CTaHAapTHU3allhu1
(monHOE HAMMEHOBAHKE, MECTOHAXOKICHUE, TenedOH, NSKTPOHHEIHN anpec)

METPOJIOTHH U CePTUDUKAIIII.

Pecny6isiuka benapycs, 230003, r. I'pogro, yi1.06yxo0Ba, 3
Tenedon: +375 152 64-31-41

@axkc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IIpunoxenus: 1. @ororpadus obiiero Buaa CpecTBa U3MepeHui Ha 1 ucTe
2. Cxema (pUCYHOK) C yKa3aHWeM MecTa MJIsi HaHECEHWs 3HakKa
IIOBEPKHU CPELICTBA UBMEPEHUN Ha 1 JucTe.

//;)
. Y
3aMeCTUTENTh TUPEKTOPa IO / P
CTaHIApPTU3AIUHU U CepTUDUKAITIT
I'ponrenckoro IICMC B.A. Camounuk
(mOMKHOCTD PYKOBOTUTENS MITH 3aMECTUTEINS / (moImuce) / (wHunwmaner, hamunns)

PYKOBOZHUTENS YIOIHOMOYEHHOTO IOPUAUYECKOTO
IMLIA, IPOBOIUBIIErO UCITBITAHUS B LIESIX
YTBEPKICHHA TUIA CPEICTBA UIMEPCHHIA)



ITpunoxenue 1
(oGs3arenbHOE)

Dotorpadust 061Ero BUa CPENCTBA HIMEPEHHIT
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Pucynok 1.2 — ®otorpadus MapKUpOBKY aHAIM3aATOpA



[Tpunoxenue 2
(oOs3aTenpHOE)
CxeMa (pUCYHOK) ¢ YKa3aHUEM MECTa JIJIsl HAHEe CeHUS 3HAKA IIOBEPKU CPEACTBA
A3MEPEHUN

€CTO Jisi HAHCCCHHUS 3HAKa ITOBCPKHU (kJIeMiMO-HaKIIeHKa )

Pucynok 2.1 - Cxema (pUCYHOK) C YKa3aHHEM MeCTa JUI1 HAaHECEHUS 3HaKa IIOBEPKU



