T'OCYJIAPCTBEHHBIA KOMUATET JIBAPKAVHBI KAMITIT
IO CTAHJAPTHU3AIINHA ITA CTAHIAAPTBI3AIBII
PECITYBJIMKHA BEJIAPYCh POCITYBJIKI BEJAPYCb

CEPTUOUKAT _
Ob YTBEPKJIEHMHN TUIIA CPEACTBA N3MEPEHHUU

Ne 20241 ot 19 nrons 2026 r.

Cpoxk nericTBus — 0€CCPOIHO

HammenoBanue u 0603HaYCHUE COAVMHUYHOI'O SK3CMINIsApa THUIIa CPECACTBA HSMCPCHHﬁI

AHaJM3aTOpP ra3oB H 3JEKTPOJHTOB KPOBH: CHCTeMa aHajau3a KpoBH epoc/epoc Blood
Analysis System

3aBojackoit Homep: 4293 / TIH12HL.900192

[IpousBoauTens:
«Epocal Inc.», Kanana

Bragenen ceptugukara 06 yTBep KICHUH TUIIA CPEICTBA U3MEPEHU:
000 «BOM Unxkenupunr», r. Munck, Pecnnybmka besapych

Meroanka IoBEpKU:
MILI'P 1135-2026 «Cucrema olGecneueHusi eiuHcTBa H3MepeHuil Pecny6iuku benapyce.

AHaJIM3aTOpPHI Ta30B M 3JIeKTPOJUTOB KPOBH: CHCTeMa aHaju3a KpoBH epoc/epoc Blood
Analysis System. MeToauka moBepkm»

WHTepBai BpeMEHN MEX Iy FOCy JapCTBEHHBIMU MTOBEpKaMu: 12 Mecsinen

TuUn  CcpencTB HW3MEpPEeHMH YTBEPXKIEH IIOCTAHOBJICHUEM | OCYIapCTBEHHOTO KOMMTETA
1o cranpaprusanuu Pecmybmuku benapycs ot 19.06.2026 Ne 70.
YTBEpKACHHBIN €IMHUYHBIA SK3EMIULIp TUIIA CPEICTBA U3MEPEHUH pa3pemmaeTcs K IPUMEHEHHIO

Ha Teppuropun PecryOnuku bemapych B COOTBETCTBUM C IPUIIaraeMbIM OITMCAHHUEM THIIA
CpeACTBa U3MEPEHUI.

[IepBr1it 3amectutens [lpe A.A.bypax

(vHULWANE, haMuTvs)




[Tpunoxxerue x cepTuGUKATy

00 yTBep)KICHUH THUIIa

CpencTBa U3MEpEeHUH

oT 19 wioped  2046r. Nedoi41

OIIMCAHME THUIIA CPEJICTBA U3MEPEHUI

HaunveHoBanme 11 0003HaYCHNE SIMHUYHOTO IK3EMITISIpa TUIIA CPEICTBA U3MEPEHUIA:
AHanmu3aTop ra3oB U 3JIEKTPOIMTOB KPOBH: CHCTEMA aHajm3a KpoBH epoc/epoc Blood
Analysis System

HammenoBanue CAMHUYHOTO 3K3CMILJIIpa TUIIa CpeICTBa H3MepeHHfII
AHaJH/ISaTOP Ta30B U 3JICKTPOJIHUTOB KPOBHU

OO0o3HaueHne eqUHUYHOTO SK3eMILIIpa TUIIA CPECTBA H3IMEPEHU:
epoc/epoc Blood Analysis System

3aBoJICKOH HOMED:
4293 / T1H12HIL.900192

Haznauenwue:

AHanu3aTop ra3oB U AJIEKTPOJIUTOB KPOBHU: CHCTEMa aHaIM3a KpoBHU epoc/epoc Blood
Analysis System (manee — aHanmu3atop) npegHazHadeH IS U3MEPEHUS apaMeTPOB
razoB kpoBu (pH, pCOz, O:), anextpomuros (Na*, K*, Ca**, CI"), MeTaboIuTOB
(TmroK03a, TaKTaT, KPeaTHHUH) B apTEpPUaIbHOM, BEHO3HOH, KAIIMIIIIPHONR KPOBH.

Onucanue:
KOHCTPpYKTHMBHO aHANU3aTOP BKJIIOYAET JBa KOMIIOHEHTA, O0BEeIMHEHHEIX B OJIHY

(xparkoe H3M0KeHAE MHGOPMALIMK O KOHCTPYKLUMH ¥ IPHHLAIAX ACHCTBAS

CUCTEMY KOTOPEIC paGOTaIOT TOJIBKO BMECTC.

CpenciBa I/I?MCpCHHﬁ, HHJICHTM(l)HK‘dHHOHHBIX JaHHBIX U cnocofax 3alUUTBI BCTPOCHHOIO

- IOPTAaTHUBHOC YCTpO]:;ICTBO €pocC Reader ¢ BO3MOYXHOCTEIO TUTAHUS OT CETH MJIU C

W/WNY TIPUKIARHOrO IporpaMMHOro ofecrnedenus (IPH HATMYHH)
IIUTAaHKUEM OT aKKYMYJIIATOpPA. Hmeert croT HJJI1 YCTAaHOBKH TCCT-KapT €pocC. KOTOpBIfI
OCHAIICH BCTPOCHHEIM CKAHECPOM IITPHUXKOOA, IICPECKI0YATCIIEM BBOAA KAPTHI,
BHCKTpOKOHTaKTHOﬁ ITOBCPXHOCTBIO OJIA obecrieyeHnsI KOHTaKTa C CCHCOPHBIM
MOOVYJICM TCCT-KapTEhI €pOcC, ABTOMATUYECKOH MOICUCTEMON TCPMOPECTYJIAIINH,
KOTOopasd obecrneunBaeT Harp€BaHHue I/ISMGpPITeJIBHOfI 30HEI TCCT-KapTEI €pOC I0
OIITUMAJIbHOW TeMIEPaTyPHhL.
- CHCHI’I&HH3HpOB3HHBIfI MOOUIBEHEIN KOMITBKOTEP C YCTAaHOBJIICHHBIM IIPOTPaAMMHEIM
IMPHUII0XCHHUEM €p0OC Host. CBa3riBaeTcs ¢ YCTpOIZCTBOM €pocC Reader qepes3
Bluetooth o 66CHpOBO,IIHOfI ceTH. PaccunThIBaeT 3HaUEHUS 110 JaHHBIM CCHCOPOB,
nepegaBacMbIM YCTpOfICTBOM €poc Reader. OTo6pa>KaeT PE3YJIBTAThI TCCTOB.




O06s13aTenbHBIE MCTPOJIOTHYCCKHUEC Tpe60BaHI/IH: IIpEACTaBJICHBI B Ta6JII/IHe 1.

Tabmuma 1

HanmeHoBaHMe, e [UHUIA U3MEPEeHUS

3uayeHue

JIlnama3oH KM3MepeHWl aKTUBHOCTH MOHOB Bojmopona, pH

oT 6,50 mo 8,00

[Ipenen mommyckaeMoro OTHOCUTEIBEHOTO CPETHETO
KBaJPaTUUYECKOT0 OTKJIOHEHHUS Pe3yJIbTaTOB U3MEPEHUS
aKTUBHOCTH HOHOB Bojopoxa, pH, %

5,0

Juama3oH n3MepeHni mapuuaibHOTO JaBISHUS YTIEKUCIOro
raza pCO2, MM PT. CT.

ot 5,0 mo 250,0

[Ipenen moryckaeMoro OTHOCUTEIBEHOTO CPEHEr0
KBaIPaTUUEeCKOT0 OTKJIOHEHUS pe3yJIbTaTOB U3MEePEeHUs
MaplUHaIBHOr0 AaBiieHus yriekucioro raza pCOz, %

5,0

Juamna3oH U3MepeHnH MapIuaIbHOTO JaBICHHUSI KUCIOPoaa
pO:2, MM PT. CT.

ot 5,0 mo 750,0

[Ipenen qommycKaeMOro OTHOCUTEIBHOTO CPEIHETO
KBaIpaTUYECKOTO OTKIIOHEHHUS PE3yIhTATOB U3MEPEHHUS
MapUUaIBHOro AaBiieHus Kuciaopoaa pO2, %

3,0

[wnamna3on n3aMepeHui KOHIIEHTPallM UOHOB HaTpus Na*,
MMOJIB/JT

ot 85,0 mo 180,0

HpeILCJI JOITy CKacMOI'0 OTHOCHUTEIBHOT'O CPEAHETO

KBaJpaTUUECKOTO OTKJIOHEHHUS PE3YJIFTATOB U3MEPEHUS 5,0
KOHIIEHTpaluy noHoB Hatpus Na*,%
Juana3zoH u3MepeHuil KOHIEHTpauy HOHOB Kanus K-,

ot 1,5 mo 12,0
MMOJIE/JT
IIpenen nomyckaeMoro OTHOCUTEIEHOI'O CPEJTHETO
KBaIpaTHYECKOT0 OTKIIOHSHUS Pe3yIbTATOB U3MEPEHUS 5,0

+ 0
KOHIICHTPpalH HOHOB KaJIuAd K 5 %

Jnama3oH u3MepeHu KOHIIEHTPAllud HOHOB Kabiusa Ca'™,
MMOJIB/JI

ot 0,25 o 4,00

IIpenen nommyckaeMoro OTHOCUTEIEHOT'O CPETHETO
KBa/IpaTUYECKOT0 OTKIIOHEHUS PE3YITATOB H3MEPEHHUS
KOHIIeHTpaluu HoHoB Kanbius Ca'™, %

5,0

Jlnama3oH U3MepeHui KOHIEHTpaluy HoHoB Xiopa Cl7,
MMOJIB/JT

ot 65,0 mo 140,0

Hpe,nen HJOITyCKaeMOT'0 OTHOCHUTCIIBHOTO CPEAHETO

KBaJpaTU4YECKOTO OTKIOHECHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIIeHTparuu noHoB xJjiopa Cl~, %

Jnanazon u3MepeHu KOHIEHTPAuH IIroKo36l Glu, MMOJIE/ )T ot 1,1 mo 38,5
IIpenen momyckaeMoro OTHOCUTEIBEHOTO CPEIHETO

KBaJpaTUYECKOTO OTKIIOHEHHUS PE3yJIbTaTOB U3MEPEHUSL 5,0

KOHIIeHTpanuu rmoko3sl Glu, %




[Tpogomxenue Tabauupl 1
HanmveHnoBaHMe, eIUHUIA U3MEPEHUS 3HaueHue

Jlnana3oH m3MepeHHMI KOHIeHTpaluu jJakrara Lac, Mmoas/n | ot 0,30 mo 20,00
IIpenen nommycKkaeMoro OTHOCUTEBHOTO CPEIHETO
KBaJ[paTUYECKOI'0 OTKIOHEHUS Pe3yIbTaTOB H3MEPECHHUS 5,0
KOHIIeHTpanuu jJakrara Lac, %

Jnana3on u3MepeHuM KOHIeHTpanuu kpeatuHuHa CREA,
MKMOJIB/JI

IIpenen nomycKkaeMoro OTHOCUTENBHOTO CPETHETO
KBaJpaTUIECKOI0 OTKIOHEHHUS Pe3yIbTaTOB H3MEPEHUS 5,0
KoHIeHTpanuu kpeatnauHa CREA, %

oT 26,0 mo 378,0

OcCHOBHBIE TEXHUYECKHE XapaKTCPUCTUKHU U METPOJIOTHUICCKUE XAPAKTEPUCTUKH, HEC
OTHOCAIIHUECA K 00s3aTEeTLHEIM MCETPOJIOTHYCCKUM Tpe6OBaHI/I$IMI IpeACTaBJIICHBI B

Tabmuie 2.
Tabmuma 2
HanmMmeHoBaHUe, eNMHUIIA N3MEPEHUS 3HaueHue

Jnana3oH HOMUHAIBHBIX HANPSHKEHUN MTUTAIOIIEH CeTH ot 100 10 240
epeMeHHOro Toka, B *
HomunansHasg yactora nuraromeis cety, g * 50 -60
VYcnoBus sKCIUTy aTalluu:
- IMaIla30H TeMIIepaTyphl OKpyKaroliero Bo3myxa, °C * ot 15 no 30
- OTHOCHUTEIIbHAS BIAXXHOCTh OKPYIKaIOIIero Bo3ayxa, % * 1o 85
I'abapuTHEIE pazMepsr™®, MM, He Oojiee
- BBICOTa 51
- IJIMHA 215
- IIUpPUHA 85
Macca*, r, He Ooitee 860
* CorytlacHO pyKOBO/ICTBY II0 SKCIUTYaTallUH, IIPH IPOBEICHUN METPOIOTHUECKOM
SKCIEPTU3EI XapaKTEPUCTHUKA HE IOATBEPIKIAIACEH

KommuiekTHOCTE: mipeicTaBieHa B Tabauile 3.

Tabmuma 3
HanmeHOBaHME KomuuecTBo
AHanu3aTop ra3oB U 3JIEKTPOIUTOB KPOBHU: CUCTEMA aHAIN3a KPOBHU 1
epoc/epoc Blood Analysis System
CeteBoil xabenb 1
PyKOBOJZICTBO IO 3KCILTYaTAIUH 1

MecTo HaHEeCeHUs 3HaKa yTBEP KIESHUS THUIIa CPEJICTBa U3MEPEHUH:

3Hak YTBCPXKOCHU THUIIA CPCACTBA H3MepeHI/Iﬁ HAHOCHUTCIA Ha TPIT}’JIBHI)I?I JIUCT
(Ha cpencIBe UBMEPEHUM H/UITH Ha SKCIUTYaTallHOHHON JOKYMEHTALIHH)

PYKOBOACTBA I10 SKCILIyaTalluu.




Metonvka oBepKH:
MILI'P 1135-2026 «Cucrema obecrieueHus eTMHCTBA W3MepeHuH PecyOmuku

(HaUMEHORAHUE U HOMED METOIMKH MOBEPKH)
BeHaPYCB. AHaHI/ISaTOpBI ra30B U BJICKTPOJIMTOB KPOBH: CHCTEMA aHAJIN3a KPOBHU
epoc/epoc Blood Analysis System. MeToauka IOBEPKI».

CseneHus 0 MeTOIMKaxX (METOAX) U3MEPECHUN: OTCYTCTBYIOT.
(HaMMeHORAHUS ¥ HOMEPa METOTMK (METOI0B) H3MepeHHi)

HopMmaTuBHBIE IIpaBOBBIE aKTBl, B TOM YHWCJIe OOS3aTeNbHBIE IS COONIONCHUS
TEXHUYECKHE HOPMAaTUBHBIE [IPABOBbIE aKThl, TEXHUYECKHAE HOPMATUBHBIE ITPABOBEIE
aKTBl B O0JIaCTH TEXHUYECKOI'O HOPMUPOBAaHUS W CTaHNAPTU3AIUH, JTOKYMEHTHI B
00/1acTH TEXHUYECKOIO0 HOPMHUPOBAHUS U CTAHNAPTU3AIUH, HE SBIIIOIIUAECS
TEXHUYECKUMH HOPMATUBHBIMU IIPABOBBIMU aKTaMHU, JOKyMEHTAalLXs IIPOU3BOIUTENS
WUIM TEXHUYECKOe 3aJaHKe 3asiBUTEIS Ha METPOJOTMYECKYyI0 OKCIEPTHU3Y,
yCTaHaBIUBaroOIUe TpeOOBaHMWS K THUILy CpPEICTBa W3MEPEHHM: PYKOBOACTBO IIO
JKCILTyaTalllu.

W nentudukaius nporpaMmMHOro obecreueHus: IIpecTaBIcHa B Taduie 4.

(yKa3bIBAKOTCS BEPCHH MPOTPAMMHOTO 0GECTICUEHHS)

Tabnuma 4
UnentudukannonHOoe HAUMEHOBaHIE Howmep Bepcuu I1O
I10 (moeHTUOUKAITMOHHBINR HOMED)
epoc Host, He HIKe 3.40.0
epoc Reader, ne mimxe 2.2.14.2
[TpousBoauTENH:

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

(HﬁHMCHOBﬂHHC MPOU3BOOUTENS, €0 MCCIOHZL‘{«"/KHeHHS)

3aKJIIOYeHHe O COOTBETCTBUU YTBEP)KIEHHOTO THIIA CpPEACTBA H3MEPEHUM
TpeOOBaHUSAM HOPMATHUBHEIX IPAaBOBBIX aKTOB, B TOM YHCIIE OOS3aTENBLHBIM IS
COONIOZEHUS TEXHHYECKHM HOPMATHBHBIM IIPaBOBBIM aKTaM, TEXHUYECKUM
HOPMAaTUBHBIM IIPaBOBBIM aKTaM B 0OJacTH TEXHUYECKOTO HOPMUPOBAHHUSI H
CTaHIApPTU3allU{, HOKyMEHTaM B 00JIaCTH TEXHHYECKOTO HOPMHUPOBAaHHS U
CTaHIAPTU3alMH, HE SBIAIOIIMMCS TEXHUYECKUMU HOPMATHBHBIME ITPaBOBEIMU
aKTaMH, JOKYMEHTALUN IPOU3BOIUTENS WK TEXHUIECKOMY 3aJaHHUIO 3asBUTENS Ha
METPOJIOTHYECKYIO SKCIIEPTH3y B OTHOIICHWU EIUHHYHOTO 3K3EeMIUIApa CpPeICTBa
HU3MEPEHMI: aHaJM3aToOp ra3oB U 3JIEKTPOJIUTOB KPOBHU: CHUCTEMa aHainu3a KPOBH
epoc/epoc Blood Analysis System Ne 4293 / T1H12HL900192 cooTBeTcTBYET
TPeOOBAaHUAM TEXHUYECKOW MJOKYMEHTAlUH IPOU3BOAMTENS (PYKOBOACTBO IIO
SKCIUTyaTalluu ).

Tur cpencrsa m3MepeHU OTHOCHUTCS K KaTeropuu (KaTeropusm): 1. 6.8 coriacHo
MIEPEYHIO KaTErOPHH CPENCTB U3MEPEHUH, IIPEICTABISIONINX COBOKYITHOCTE CPECTB
U3MEPEHUH OAWHAKOBOI'O HA3HAYEHWs, NPUMEHSEMBIX IIpU HM3MEPEHUsX B cdepe
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3aKOHONATEIbHOM METPOJIOTUH, DBK3EMIULIPHl YTBEPXKIEHHOTO THIAa KOTOPBIX
IOJJIeXKAT IOCYIapCTBEHHON IIOBEpPKE C YCTAaHOBICHHON B HEM MEPUOIHYHOCTHIO
(mpunoxxenue x IlocraHoBneHuro I'0CyIapcTBEHHOr0 KOMHUTETA 10 CTaHAAPTU3AIIN
Pecmryb6muxu Benapycs ot 20.04.2021 Ne 39).

VIONHOMOYEHHOE  IOPUAUYECKOE  JIMIO, IIPOBOJAMBIIEE  METPOJOTHIECKYIO
SKCIIEPTU3Y B LEIAX YTBEPXKICHUS TUIA CPEACTBA U3MEPESHHIA:
Pecny6iinkaHnckoe yHuTapHOE pennpustie «I poJHEeHCKUi HEHTP CTaHAapTH3ANN

(monHOE HAUMEHOBAHKE, MECTOHAX 0K/ ICHHE, TeNedOH, 3MEKTPOHHEBIN aapec)
MCTPOJIOTHH 1 CepTI/I(i)I/IKaHI/II/I».
Pecnry6nuka benapycs, 230003, r. 'pogro, yi1.06yxoBa, 3
Tenedon: +375 152 64-31-41
@akc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

[Tpunoxenuns: 1. @otorpadus obIIero Buaa CpeacTBa U3MepeHuii Ha 1 nucTe
2. Cxema (pUCYHOK) C yKa3aHWeM MecTa [Jis HaHeCEeHHs 3HakKa
IIOBEPKH CPEICTBA U3MEPECHUM Ha 1 JTHCTe.

HdupexTop
I'ponrenckoro IICMC M.b. I'o#
(DOIKHOCTD PYKOBOIUTENS HITH 3aMECTUTENS (monmuce) _ (vHUDManel, hamuams)

PYKOBOJHUTENS YIONTHOMOYEHHOIO
IOPHIMYECKOrO JIMIA, TPOBOAUBILETO
HCIEBITAHUA B LENIX YTBEPKICHHUS TUIIA
CPENCIBa U3MEPEHUH)



IMpunoxenue 1

(oGs3aTenpHOE)
®ororpadus ob1Iero Buga CpE/ICTBA HU3MEPEHMI

Pucynox 1.1 — @otorpadus obmiero Buna ananuzaropa
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Pucynok 1.2 — ®otorpadus MapKupoBKH aHAIM3aTOPA



[Tpunoxenue 2
(oOs3aTenpHOE)
Cxema (PUCYHOK) ¢ yKa3aHHeM MeCTa [l HAHE CEHHS 3HAKA [I0BEPKH cpencTaa
M3MEPEeHU

fecTo mnist HaneceHus 3Haka MOBEPKH (KIeHMo-HaKeHka)

Pucynok 2.1 - Cxema (PUCYHOK) ¢ yKa3aHMEM MeCTa IS HAHE CEHUS 3HAKA TIOBEPKH



