I'OCYJAPCTBEHHBI KOMUTET J3SIPKAVHBI KAMITAT

IIO CTAHJAPTU3AIINHA ITA CTAHIAPTBI3AITBIT
PECILYBJIMKHA BEJAPYChH POCITYBJIKI BEJIAPYCh

CEPTUOUKAT .
Ob YTBEPKJIEHHUH TUITA CPEACTBA U3SMEPEHUU

@ Ne 20752 ot 1 oxTsa6pst 2026 T.

Cpox neficTBust — 6ecCpouHO

HaumenoBanue 1 0603HaueHme CAMHUYHOI'O SK3EMILIApa TUIIA CPEICTBA H3MepeHHﬁZ

AHaJIH3aTOpP Tra3oB M JJIEKTPOJIMTOB KPOBH: CHCTeMa aHAIM3a KPoBH epoc/epoc Blood
Analysis System

3aBojckoit Homep: 39706 / TIH12HL900187

IIpousBoauTens:
«Epocal Inc.», Kanana

Bragenen ceprudukara 06 yTBEpKACHUHN TUTIA CPENCTBA N3MEPEHMIL:
000 «BOM HnxennpuHr», r. Munck, Pecny6anka Benapychb

MeTtonuka noBepKu:
MILI'P 1135-2026 «Cucrema obecmeueHnsi eIMHCTBA u3Mepenuii Pecny6auku Beaapycs.

AHa/IM3aTOPBI Ta30B H 3JEKTPOJHTOB KPOBH: CHCTEMa aHAIN3a KPoBH epoc/epoc Blood
Analysis System. MeToauka moBepKu»

MuTepBan BpeMeHU MEXK/y FOCY IapCTBEHHBIMU ITOBEPKaMH: 12 MecsimeB

Tun  cpexcts  msmepeHuit  yTBEDXKACH IIOCTAHOBJIEHMEM | 'OCYJapCTBEHHOTO KOMUTETA
o cranaapTusanuu PeciryOnnku bemapycs ot 01.10.2026 Ne 114.
YTBepKICHHBIY IMHUYHEIN SK3EMIULIP TUIIA CPEJICTBA U3MEPERMUI pa3pemnaeTcs K IPUMEHEHMIO

Ha Teppuropun PecnyOiuku bemapych B COOTBETCTBUM C IPWIAra€MBIM OIMCAHHUEM THUIIA
CpeACTBa U3MEPEHNU.

3amectutens [Ipencenar N.A Kucnenko

(vHUIMATBI, GaMUTHS)




[Tpunoxenue k cepTUhUKATY
00 yTBep>XAEHUH TUIIA
CpeICcTBa U3MEPEHUN

oT / Q/:L%%j- 20_7,r. Ne

OIIMICAHME TUIIA CPEJICTBA U3MEPEHMIA

HanMeHoBaHMe 1 0603HaUCHHE SNUHIYHOTO YK3EMILIAPA THIIA CPENCTBA H3MEPEHMIA:
AHanmu3aTop ra3oB U 3JIEKTPOJIUTOB KPOBU: CHCTEMA aHalIn3a KpoBu epoc/epoc Blood
Analysis System

HanmeHOBaHME eQUHUYHOTO SK3EMITISIpa THITA CPEACTBA I/I3MepeHI/II/I
AHanmu3aTop razoB U 3JIEKTPOIUTOB KPOBH

OO6o3HaueHne eqUHIYHOTO SK3eMIUIIPa THITA CPEACTBA H3MEPEHMIA:
epoc/epoc Blood Analysis System

3aBOACKOM HOMED:
39706 / TIH12HL900187

Hasnauenwue:

AHanM3aTop ra3oB U 3JIeKTPOINTOB KPOBHU: CUCTEMA aHan3a KpoBu epoc/epoc Blood
Analysis System (manee — aHanmM3aTOp) MpeIHA3HAYEH U U3MEPEHUS ITapaMeTPOB
razoB kpoBu (pH, pCO2, O2), snektponuros (Nat, K*, Ca™, CI"), meTaboauTosB
(TIroK03a, 1aKTaT, KpeaTWHUH) B apTepHaIbHOM, BEHO3HOM, KAIMUIAPHOM KPOBH.

Omnmcanmne:
KOHCTpYKTHMBHO aHAJIM3aTOP BKIIOYAET JBA KOMIIOHEHTA, 00b€IUHEHHEIX B OLHY

(xpaTkoe H3M0ACHAC HHAOPMAIKH O KOHCTPYKLMH ¥ IPUHIMNAX AHCTBUA

CHUCTEMY KOTOPEIE pa6OTaIOT TOJIBKO BMECTC.
CpeCTBA H3MEPEHUH, HHACHTUUKAIMOHHBIX JAHHBIX M CHOCO0AX 3aILUTE BCTPOSHHOTO

- IOPTaTHBHOC YCTpOfICTBO cpoc Reader ¢ BO3MOXXHOCTEIO IUTAHUS OT CETH WIH C
W/MNH IPUKTATHOrO IPOrPaMMHOro obectiedeHus (IPH HaluuuH)

[IATaHUEM OT aKKyMylsiTopa. IMeeT cioT Jijisl yCTaHOBKH TecT-KapT epoc. KoTophrit
OCHAIIIEH BCTPOEHHBIM CKaHEPOM IITPUXKOa, TIEPEKIIOYaTelIeM BBOJIa KapTEhI,
3IIEKTPOKOHTAKTHOMN ITOBEPXHOCTHIO ISl 00SCTICUeHHUST KOHTAKTa ¢ CEHCOPHEBIM
MOJYJIEM TECT-KapThl €pOC, aBTOMATUUYECKOH MOJICHCTEMON TEPMOPETYJISIIHH,
KOTOpasi obecrieunBaeT HarpeBaHue H3MEPUTENLHOM 30HEI TECT-KAPTEI €POC JI0
ONITUMAJIBHOM TeMIepaTypFhL.

- CIIELIMANIM3UPOBAHHBIA MOOUIBHBIA KOMIIBIOTEP ¢ YCTAHOBIEHHBIM IPOTPAMMHBIM
npuinoxeHueM epoc Host. CesizeiBaeTcs ¢ yeTporictBoM epoc Reader uepes
Bluetooth mo GecripoBojHOM ceTH. PaccunThIBaET 3HAYEHMS IO JAHHBEIM CEHCOPOB,
IepeaBaeMbIM yeTpoiicTBoM epoc Reader. OToGpakaeT pe3yabTaThl TECTOB.

5.



OO0s3aTenpHbIe MECTPOJIO'HYIECCKHE Tpe6OB8,HI/I5{I IIpCaCTaBJIICHBI B Ta6JII/III6 1.

Tabmnuua 1

HaI/IMeHOBaHI/Ie, CAVHUIIA U3MCPCHH

3HaueHue

Jlnanason M3MepeHUd aKTHBHOCTH HOHOB Bogopoja, pH

ot 6,50 o 8,00

IIpenen noImycKaeMoro OTHOCUTENIFHOTO CPENHETO
KBaJIPaTHYECKOr0 OTKJIOHEHHUS PE3yNbTATOB H3MEPEHNU
aKTHBHOCTH MOHOB Bozopoja, pH, %

5,0

Jnarnason ¥3MepeHn apuaabHOTO JaBICHUS YITIEKHCIOro
raza pCO2, MM PT.CT.

ot 5,0 mo 250,0

IIpenen nommycKaeMoro OTHOCUTENBHOIO CPEIHETO
KBaJIPAaTHYECKOI0 OTKIOHEHUS Pe3yIbTATOB U3MEPEHU
NapUUaJbHOr0 JaBileHus yriekucioro raza pCO2, %

5,0

Juarnazon usMepeHuit apIHaabHOTO JABIeHNsS KACIOPOa
pO2, MM PT.CT.

ot 5,0 no 750,0

Ipenen nomyckaeMoro OTHOCUTENBHOIO CPEIHETO
KBaJpaTHIECKOr0 OTKIIOHEHHUS Pe3yIbTATOB H3MEPEHHS
NaplUratbHOTO JaBiieHusl kuciaopoja pOa2, %

5,0

Jlnara3on u3MepeHu KOHIIEHTPALUA HOHOB Hatpus Na”,
MMOJIB/JT

ot 85,0 no 180,0

Hpez[eﬂ HOITYCKaCMOI'0 OTHOCHUTEIHLHOTO CpeaHero

v 0,
KOHIIEHTpalluyi HOHOB Kanust K, %

KBaZpaTU4ECKOTr0 OTKIIOHEHHS Pe3yIbTaTOB U3MEPEHHA 5,0
KOHIEHTPalluU HOHOB HaTpus Na*,%
Juarazon u3MepeHnit KOHIIEHTpaIM{ UOHOB Kaausa K*,

ot 1,5 10 12,0
MMOJIB/JI
IIpenen DOMyCKAaeEMOro OTHOCHTEIHLHOTO CpeaHero
KBaJIpaTHIECKOTO OTKIIOHEHHS Pe3yIIbTaTOB U3MEPEHHUS 5,0

Huarnazon usMepeHuit KOHIEHTPAIINN HOHOB KaJbIIHs Ca™,
MMOJIB/JT

ot 0,25 1o 4,00

[Ipenen momycKaeMoro OTHOCHTEIHLHOIO CpeIHEro
KBaJ[pATHIECKOI0 OTKIOHEHUS PE3yIbTaTOB U3MEPEHHS
KOHLEHTpaIuy MOHOB Kanblus Catt, %

5,0

Hvana3oH u3Mepenuil KOHIIEHTpalui HOHOB Xxjiopa Cl7,
MMOJIB/J

ot 65,0 o 140,0

Hpez[en HOITYCKaE€MOI'0 OTHOCHUTEJILHOTO CpeaHero

KOHLEHTpalKHU IK03E! Glu, %

KBaIpaTUIECKOr0 OTKIIOHEHHSI PE3YIBTaTOB U3MEPEHUS 5,0
KOHIEHTpauuu HoHOB xJyiopa Cl7, %

Jlranason u3MepeHuit KOHIEHTPAINH TIIFOKO3I Glu, mmons/t | ot 1,1 10 38,5
Ipenen momyckaeMoro OTHOCHTEIBHOTO CpPEeIHEro

KBaZIpaTHECKOro OTKIIOHSHHS PE3yIbTATOB U3MEPEeHHS 5,0




IIpomomxkenue TabmuIk! 1 -
HaumenoBanue, equHUIIA H3MEPEHHUS 3HadyeHue

Juana3oH u3MepeHHM KOHIeHTpauuu Jaktara Lac, Mmons/n | ot 0,30 mo 20,00

IIpenen nomyckaeMoro OTHOCHUTEIBHOTO CPEIHETO

KBaJPaTHYECKOI0 OTKIOHEHUS PE3yIbTaTOB U3MEPEHMUS 5,0
KOHIIeHTpaIuu jaktara Lac, %

Juana3oH m3MepeHud KoHIeHTparwu kpeatununa CREA, oT 26,0 10 378,0
MKMOJIB/JT

IIpemen nomyckaeMoro OTHOCHTEIBHOTO CPENHENO

KBaJIPaTHYECKOI'0 OTKIOHEHUS PE3yIbTATOB H3MEPEHHUS 5,0

KoHIleHTpaimu Kpeatuanaa CREA, %

OCHOBHEBIE TEXHUYECKUAE XapaKTCPUCTHUKU U METPOJIOTHICCKHUE XAPAKTCPUCTUKH, HE
OTHOCAIITUECS K 00s3aTebLHBIM MCETPOJIOTHYIECCKUM Tpe6OBaHI/IﬂMI MMpEACTaBIICHEBI B

TabuIe 2.
Tabnuma 2
HaumenoBaHue, enWHAIIA H3MEPEHMS 3HaueHne

Jrana3oH HOMUHAIBHEIX HAIPSOKEHUHM MATAIOMEH ceTr ot 100 110 240
IIEPEMEHHOr0 TOKa, B *
HomuzansHas gactoTa nuraromei cetu, I'm * 50 -60
VY CII0BHS SKCIUTYaTaIlHH:
- IMara30H TeMIIepaTyphl OKPYKaromero Bo3ayxa, °C * ot 15 mo 30
- OTHOCHTENIbHAS BIAXXHOCTh OKPYKAIOIIETr0 Bo3ayxa, % * 10 85
["abapuTHble pazMepsr*, MM, He Gosee
- BBICOTA 51
- INIHA 215
- IIUPUHA 85
Macca*, r, He boiee 860
* CorlacHO pyKOBOJCTBY I10 KCILTYaTAIlUH, TIPH IIPOBEIEHUH METPOIOIHUECKOI
OKCIIEPTHU3BI XapaKTEPUCTHUKA HE IOATBEPKAATIAC

KommexTHOCTE: IpeficTaBiiesa B TabmuIe 3.
Tabmuma 3

HanumenoBanue KoamgecTso
AHanu3aTop ra30B ¥ SJIEKTPOIUTOB KPOBU: CUCTEMA aHAIN3a KPOBH
epoc/epoc Blood Analysis System
CeTeBoil kabenb 1
PykoBOACTBO 10 3KCIUTyaTanyuu

MecTo HaHeceHHs 3HaKa YTBEPKKACHUA THUIIA CPECTBA HBMepeHHﬁZ

3HaK YTBEPXKOCHUSA THIIA CPEACTBA I/I3MepeHI/II71 HAaHOCUTCA HA TI/IT}’JII)HBII‘;I JIUCT
(8a cpencTBE H3MEPEHNH H/MIM Ha KCIITY &TallMOHHOM JOKYMEHTALIHH)

PYKOBOJACTBA ITI0 3KCILTyaTalluu.




Metonnka NOBEPKU:
MILI'P 1135-2026 «Cucrema obecriedeHns eIMHCTBA u3MepeHuit Pecrry6nuku

(HaMeHOBAHHE M HOMEP METOMKH IIOBEPKH)
BenapyCL. AHaJ'II/I3aTOpI>I T'a30B U 3JICKTPOJHUTOB KPOBH: CHCTEMA aHAJIM3d KPOBHU

epoc/epoc Blood Analysis System. MeToauka noBepKm».

CB@I[CHI/ISI 0 MCTOAHUKAxX (MCTO,Z[aX) H3MepeHHﬁZ OTCYTCTBYIOT.
(HaUMEHOBAHMS ¥ HOMEPa METOIMK (METOIOB) U3MEPEHH)

HopMmaTuiBHEIE TIPaBOBBEIE aKThl, B TOM 4HCIe O0s3aTelbHbIE IS COOIIONCHUS
TeXHUYECKNE HOPMATUBHEIE TIPABOBBIEC AKThI, TEXHUUYECKIE HOPMATUBHBIE IIPABOBLIE
aKThl B O0JACTH TEXHUYECKOTO HOPMUPOBAHHUSA U CTAHAAPTU3ALUU, JOKYMEHTHI B
00JacTl TEXHWYECKOTO HOPMHUPOBAaHHWS U CTaHAAapTU3allMM, HE SBIAIOLIMAEC
TEXHAYSCKUMHU HOPMATUBHBIMH ITPAaBOBBIMU aKTaMU, JOKYMEHTALUS [IPOU3BOLUTENL
WM TEXHUYEeCKOe 3aJaHue 3asBUTENI Ha METPOJIOTHYECKYIO SKCIEPTH3Y,
yCTaHaBIUBaromue TpeOOBaHMWS K THUILy CpPEACTBA W3MEPEHUMN: PYKOBOACTBO IIO
SKCIUTyaTalliu.

W neHTrdUKAIUA TPOrpaMMHOT0 00eCIIeYeH s : IIpeicTaBlieHa B Ta0IuIe 4.

(YKa3BIBAKOTCSA BEPCUH IIPOTPAMMHOT0 00ecedeHus)

Tabnuna 4
NnenTnrkanmoHHOe HauMEHOBaHUE Howmep Bepcuu 110
110 (MIeHTH(OUKAITHOHHBIA HOMED)
epoc Host, He HIKe 3.40.0
epoc Reader, He HIKE 2.2.14.2
IIpousBoaUTENE:

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

(HaHMeHOBﬂHI/IC TIPOU3BOIUTENA, €TI0 MGCTOHBXO‘)K,TLGHHC)

3aKkIfoYeHne O COOTBETCTBHM YTBEPXKIEHHOI'O THUIA CPENCTBA H3MEpPEHHH
TpeOOBaHMSIM HOPMATHBHBIX IIPABOBBIX aKTOB, B TOM YHCJe OOS3aTeNbHBIM IS
COONIOIEHNsT TEXHWYECKUM HOPMATHBHBIM ITPAaBOBBIM aKTaM, TEXHUYECKAM
HOPMATHBHBIM TIPaBOBEIM aKTaM B OOJIACTH TEXHUYECKOTO HOPMHUPOBAaHUSA U
CTaHIOAPTHU3ALNH, IOKYMEHTaM B O00JacTH TEXHHYECKOT0 HOPMHPOBAaHUA U
CTaHJAPTHU3AINK, He SBISIONAMCS TEXHWYSCKUMH HOPMATHBHBIMU IIPaBOBBIMU
aKTaMH, JJOKyYMEHTAI[UH [TPOU3BOIUTEIIS WU TEXHUUECKOMY 3aJaHUIO 3asBUTENI Ha
METPOJIOTHYECKYIO 3KCIEPTU3Y B OTHOIICHWH EIUHUYHOTO SK3eMIUISIpa CpelCcTBa
U3MEpEeHHI: aHaIM3aTOp Ta30B M JJIEKTPOJIUTOB KPOBHU: CHCTEMa aHalld3a KPOBHU
epoc/epoc Blood Analysis System Ne 39706 / T1IHI12HL900187 coorBeTcTByeT
TpeOOBaHMSIM TEXHUYCCKON TOKyMEHTAIMA IIPOMU3BOMUTENS (PYKOBOACTBO IIO
SKCILTYaTaLIHH ).

Tun cpencTBa M3MepeHUH OTHOCHUTCS K KaTeropuH (KaTeropusam): m. 6.8 cormacHo
MIEPEUHIO KaTErOpUM CPEICTB U3MEPEHUM, IIPEACTABIISIFOIIUX COBOKYIIHOCTE CPELCTB

H3MepeHHfI OOWHAKOBOI'O Ha3HA4YCHUs, INPHUMEHIACMBIX IIPU HU3MEPCHUAX B C(bepe
4



3aKOHOZATENIFHOM METPOJIOTHH, SK3EMIUISIPHl YTBEPXKICHHOTO THIA KOTOPBIX
II0JJIEXAT TOCYIapCTBEHHON IOBEpPKE C yCTAaHOBJIEHHOW B HEM IEPHUOIUIHOCTHIO

(mpunoxxenue x [locranoBnernto ['ocynapcTBEHHOTO KOMUTETA TI0 CTAHAPTU3AIUN
Pecrry6nuxu Benapycs ot 20.04.2021 Ne 39).

VIIOIHOMOYEHHOE  IOPHUAMYECKOE  JIUI0, IPOBOAMBINEE  METPOJOTHUECKYIO
SKCIIEPTU3Y B LEAX yTBEP)KICHUS THUIIA CPEICTBA U3MEPEHUM:

PecnyOnmkanckoe yHUTapHOe npennpustie «I poJHeHCKHH NEHTP CTaHgapTU3ALHN
(ToHOE HANMEHOBAHKE, MECTOHAXOXKICHKE, TeIedOH, JIEKTPOHHEIH anpec)

METPOJIOTUU U CEPTUDUKAIIAL.

Pecny6siuka benapycs, 230003, r. I'poxno, yn1.0O6yxosa, 3
Tenedon: +375 152 64-31-41

@akc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

ITpunoxernus: 1. @ororpadus od1Iero BUIa CpeIcTBa U3MEPEHKH Ha 1 mucTe
2. Cxema (pUCYHOK) C yKa3aHMEM MeCTa JJI HaHECEHMs 3HaKa
IIOBEPKHU CpPENCTBAa U3MEPEHUH Ha 1 JTHCTe.

HupexTop !
I'ponrenckoro IICMC ’ M.B. ot
(OKHOCTD PYKOBOJIUTENS MIIKM 3AMECTUTENSL (monmuce) ' . ! (MHUOHATEL, QaMuITHs)

PYKOBOJUTENS YIOTHOMOUYEHHOTO IOPHIHIECKOIO
JMLa, TPOBOJUBLIEIO HCIBITAHUS B LETSX
YTBEPKACHUS TUIIA CPENCTBA U3MEPEHHIA)



IIpunoxenue 1
(obs3arenmpHOE)

®ororpadus 06mero Bua CpeacTBa M3MEPEHHMMA

Pucynox 1.1- ororpaq;wi omero BaaHaJmsatropa
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[Tpunoxenue 2
(o0s3areIpbHOE)
CxeMa (PHCYHOK) C YKa3aHIEM MeCTa I HAaHSCEHMS 3HAKa ITOBEPKHU CPENCTBA
A3MEPEHUI

lecTo JUIsi HAHECEHHs 3Haka MOBEPKU (KIIeMMO-HaKIENKa )

Pucynok 2.1 - Cxema (pHCYHOK) ¢ yKa3aHHEM MeCTa IS HaHe CEHUS 3HaKa IIOBEPKU



