I'OCYJIAPCTBEHHBIA KOMHUTET JI3APKAVHBI KAMITAT
IIO CTAHJAPTU3 AT ITA CTAHOAPTBI3AIIBIT
PECIIYBJIMKHU BEJIAPYCh POCITYBJIIKI BEJIAPYCH

CEPTUOUKAT 5
OB YTBEPKIEHUU TUIIA CPEACTBA U3MEPEHUI

(:[B Ne 20242 ot 19 urons 2026 r.

Cpox neticTBus — 6eccpouHo

HauveHoBanue n 0603HaueHHe SIMHITYHOTO SK3EMILIAPA THIIA CPEICTBA U3MEpEHMI:
AHAQ/TH3ATOP ra3cB M 3JIEKTPONHTOB KPOBH: CHCTeMAa AHAJIN3a KPOBH epoc/epoc Blood
Analysis System

3aBonckoi Homep: 3366 / TIH10HL400888

IIpousBogUTEE:
«Epocal Inc.», Kanana

Branenen ceprudukara 06 yTBEpKICHUH THIIA CPEICTBA U3MEPEHHUIL:
00O «BOM HUn:xenupunr», r. Munck, Pecniy6iinka Benapyce

Metonuka noBepku:

MILI'P 1135-2026 «Cucrema oGecleyeHHst eJMHCTBA M3MepeHHI Pecny6iinku Benapycs.
AHAJIH3ATOPBI ra30B M 3JEKTPOJNHTOB KPOBH: CHCTeMa AHAIHM3A KPOBH epoc/epoc Blood
Analysis System. MeToanka nosepkn»

MuTepBan BpeMeHn MeK Ty TOCY 1apCTBEHHBIME ITOBEPKaMU: 12 Mecsinen

Tunm  cpencrts  u3MepeHMH yTBEpXKIEH IIOCTAHOBJIECHUEM ['ocyjapcTBEHHOTO ~ KOMUTETA
1o crannaprusanuu PecrryOnuku berapycs ot 19.06.2026 No 70.
Y TBEpPKICHHDIH eTMHUYHEIH IK3EMILIIP THIIA CPEICTBA H3MEPEHHIT paspelaeTes K [IPUMEHEHUIO

Ha Teppuropuu PecryOmuku bemapyck B COOTBETCTBMM C IIpHIaraeMbeIM OIMCAHMEM THIIA
CpeaCTBa U3MEPEHU. '

ITepss1ii 3amecTurens [Ipence A.A Bypak

(uuunManel, haMus)
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IIpunoxxenue x ceprudurary

00 YyTBEepKIEHHH THIIA

CpeICTBa U3MEPEHUI

0T 79 wrorsd  20X6T. Ne 48

OITMCAHUE TUITA CPEICTBA U3MEPEHIIA

HawnmeHoBanue 1 0603HaueHIe €IUHIYIHOTO 9K3EMIUIAPA TUIIA CPECTBA H3MEPEHMIL:
AHanu3aTop ra3oB U 3T€KTPOIUTOB KPOBU: CHCTEMA aHaIu3a KpoBH epoc/epoc Blood
Analysis System

HanmenoBanue CAMHHUYHOI'O DK3EMINJIIpa TUIIA CPEeACTBA I/ISMepeHI/Iﬁi
AHaJII/I3aT0p Ta30B U 3JICKTPOJIUTOB KPOBH

O6o3Hauenne eIMHIIHOTO SK3EMILISIPA TUITA CPEICTBA U3MEPEHUI:
epoc/epoc Blood Analysis System

3aBOJICKOU HOMED:
3366 / TIH10HI.400888

Ha3znauenwe:

AHanu3aTop ra3oB U 3JIEKTPOIUTOB KPOBH: CHCTEMA aHANIM3a KpOoBH epoc/epoc Blood
Analysis System (nanee — aHanM3aTop) NMpeAHasHAYEH I M3MEPEHHs IapaMeTpoB
razoB kposu (pH, pCO:, O:), amextpomuros (Na*, K*, Ca**, CI7), merabonuTos
(IMIH0K03a, TaKTAT, KPeaTHHUH) B apTepHalbHOMN, BEHO3HOM, KAMMIIIAPHOH KPOBH.

Onucanmue:
KoHCTpYKTHBHO aHAMM3aTOp BKIIOYAET J1BA KOMIIOHEHTA, 00BeINHEHHBIX B OJIHY

(xparkoe u3noKcHIE HHPOPMAIMH O KOHCTPYKIHUH M IPHHLMITAX JCHCIBAS

CUCTEMY KOTOPEIC pa6OTaIOT TOJIBKO BMECTEC.
CpeICTBA U3MEPECHUH, HHICHTUDUKATMOHHBIX TAHHEIX M ClIOCO0aX 3ALATEl BCTPOSHHOIO

- IIOPTaTUBHOC yCTpOI;'ICTBO €pocC Reader ¢ BO3MOXHOCTBIO ITUTAHUS OT CETH WIIU C
/UM IPUKITATHOTO IPOrPaMMHOI0 0Gectiederns (TIpU HATHYHH)

NUTaHUEM OT aKKyMmyJsTopa. ViMeeT cloT [isl yCTaHOBKH TecT-KapT epoc. KoTtoperi
OCHAINICH BCTPOCHHBIM CKaHEPOM IITPUXKO/a, IEPEKIIoYaTeIeM BBOIa KapTHl,
BIIEKTPOKOHTAKTHOM ITOBEPXHOCTBIO ISl 00eCIIeYeH s KOHTAKTa C CEHCOPHBIM
MOJTyJIEM TECT-KAPTEl €pOC, aBTOMATHYECKON TTOJICUCTEMOM TEPMOPETYJISINH,
KOTOpas 00ecIeunBaeT HarpeBaHe U3MEPUTEIBHOM 30HbI TECT-KAPTHI €POC JI0
ONITUMAJIbHON TeMIIEpaTy L.

- CHEeNHAaIU3UPOBAHHBINA MOOMIBHBIA KOMITBIOTED ¢ YCTAHOBJIEHHEIM IIPOIPAMMHEIM
npunokeHreM epoc Host. CesaseiBaeTcs ¢ yerpoiictBoM epoc Reader yepes
Bluetooth o 6ecripoBoHO# cetu. PaccunTriBaeT 3HAUEHMS 110 JaHHEIM CEHCOPOB,
nepeiaBaeMbIM yCeTpoiicTBoM epoc Reader. OToOpakaeT pe3yIbTaThl TECTOB.




OOs13aTenpHBIE METPOJIOTHUSCKHE TpeOOBaHUS: IIpeACTaBIeHb! B Ta0muIe 1.

Tabauia 1

HaI/IMeHOBaHI/Ie, CANHNIa USMCPCHUA

3HaveHne

Jlnama3on mM3MepeHui aKTMBHOCTH MOHOB Bojopona, pH

ot 6,50 mo 8,00

IIpenen nOmycKaeMoOro OTHOCUTEIBHOTO CPETHETO
KBaIpaTU4ECKOr0 OTKJIIOHEHHUS Pe3yIbTaTOB N3MEPEHUS
aKTUBHOCTH MOHOB Bojgopoxa, pH, %

5,0

Huarna3oH u3MepeHui NapiIualbHOTO JABICHUS YIJIEKUCIOTO
raza pCO2, MM PT. CT.

ot 5,0 mo 250,0

IIpenen nomyckaeMoro OTHOCUTEIBHOTO CPETHETO
KBapaTUYECKOr0 OTKIIOHEHUS PE3YIbTATOB H3MEPEHHUS
NIapLUHAAIBHOI0 AaBiieHus yriaekucioro raza pCO:z, %

5,0

JluarasoH U3MepeHUH NapUallbHOTO NAaBICHUSI KUCIOPOIa
pO:2, MM pT. CT.

ot 5,0 mo 750,0

IIpenen KoMy cKkaeMoro OTHOCUTEIBFHOTO CPETHETO
KBaJ(PaTUYECKOr0 OTKIOHEHUS Pe3yIbTAaTOB H3MePEHNUs
IapIUAIIBHOrO AaBiaeHus Kuciiopoaa pO2, %

5,0

Juara3oH u3MepeHui KOHI[EHTPallud NOHOB HaTpus Na*,
MMOJIB/JT

ot 85,0 mo 180,0

Hpe,uen HOITy CKaeMOro OTHOCHUTEIIFHOI'O CPECIHETO

KBaJIpaTUYECKOr0 OTKIIOHEHUS PE3yJIbTaTOB U3MEPEHUS 5,0
KOHLIEHTPalMi MOHOB HaTpus Na*,%
Huana3oH n3MepeHn KOHIIEHTPaITu! HOHOB Kanust K,

ot 1,5 no 12,0
MMOJIB/JT
IIpenen nomyckaeMoro OTHOCHTEIBHOIO CPEIHETO
KBaJ[paTHIECKOTO OTKIOHEHHUS PE3yIbTaTOB U3MEPEHUS 5,0

KOHIIEHTpaIuu HoHOB Kanusg K*, %

Jlnara3oH u3MepeHul KOHIEHTPallud HOHOB Kajsius Ca'™,
MMOJIB/JI

ot 0,25 mo 4,00

IIpenen 10y cKaeMOT0 OTHOCHTEIHHOTO CPENHETO
KBaJ[paTUYECKOI0 OTKIIOHEHUS Pe3yJIbTATOB U3MEPEHNUS
KOHIIEHTpauu noHoB Kanbnus Ca*™, %

350

Jnara3oH u3MepeHuit KOHIeHTpallii HoHOB Xjopa CI,
MMOJIB/JT

ot 65,0 mo 140,0

Hpez[en HAOIIyCKa€MOI'0 OTHOCHUTEIIEHOI'O CPEITHETO

KBa/IpaTUYECKOr0 OTKIIOHEHUS PE3YJIBTATOB H3MEPEHUS 5,0
KOHIIeHTpauu noHoB xjopa Cl~, %

Jnana3oH u3MepeHud KOHIEHTPAlUH IIFoK036I Glu, MMOIIE/II ot 1,1 no 38,5
IIpenen nomyckaeMoro OTHOCUTENEHOTO CPETHETO

KBaJIpaTHYECKOI0 OTKIIOHEHUS Pe3yIbTaTOB H3MEPEHUS 5,0

KOHIIEHTpaly IIIIoKo36! Glu, %




[Ipomomxenue Tabauipl 1
HanmeHoBaHMe, e IMHUIA U3MEPECHUS 3HaueHue
JlnamasoH m3MepeHHH KOHIeHTpalmu jdakrara Lac, mmons/a | ot 0,30 go 20,00
IIpenen nomycKkaeMoro OTHOCUTEIBEHOTO CPEHETO
KBaJpPaTHYECKOT0 OTKIIOHEHHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIIeHTpanuu jakrara Lac, %
Huana3on u3MepeHud KoHueHTpaluu kpeatuHuHa CREA,
MKMOJIB/ T
[Ipenen nomyckaeMoro OTHOCUTEIBHOTO CPEIHETO
KBaJAPaTUIECKOTO OTKIOHEHUS pe3yJIbTaTOB U3MEPEHUS 5,0
KoHIeHTpanuu KkpeatnHuHa CREA, %

oT 26,0 mo 378,0

OcHOBHBIE TEXHUYECKHE XapaKTEPHUCTHUKHU U METPOJIOTHUYCCKUE XAPAKTCPUCTUKH, HE
OTHOCAIIIHUECA K 0053aTeIEHBIM METPOJIOTUICCKUM TpeGOBaHI/DIMZ MpeACTaBJICHBI B

TabuIe 2.
Tabmuma 2
HauMenoBaHue, eAUHULIA U3MEPESHUS 3HadeHme

Junana3oH HOMUHAITBHBIX HANPSHKCHUH ITUTAOIIEH CeTh ot 100 110 240
IIepEMEHHOr0 Toka, B *
HomuHanpHasg yactorta nuraromei cetu, I'm * 50 -60
VYcaoBus SKCILTy aTalluH:
- IMaIla30H TeMIIepaTyphl OKpysKaromero Bo3ayxa, °C * ot 15 mo 30
- OTHOCUTEINbHAS BIXKHOCTH OKPYIKAIOIIEro Bo3ayxa, %o * 1o 85
I"aGapuTHbIe pazMepsr™, MM, He OoJee
- BBICOTA 51
- JUTMHA 215
- IIIpUHA 85
Macca*, r, He Ooee 860
* CortacHO pyKOBO/JICTBY I10 SKCIUTYaTalllH, IIPH IPOBEICHUH METPOIOTHICSCKOM
OKCIIEPTHU3EI XapaKTEPUCTHUKA He IOATBEPKIAIACE

KommekTHOCTE: mIpencTaBieHa B TaOIuIle 3.
Tabmuna 3

HanmenoBanue KonugecTBo
AHanA3aTOp ra3oB U dIEKTPOIUTOB KPOBHU: CUCTEMa aHaIN3a KPOBU 1
epoc/epoc Blood Analysis System
CeTeBoii Kabenn
PykxoBOZICTBO IO SKCIUTyaTaIldu

MecTo HaHEeCEeHU 3HaKa YTBEPIKACHUA THUIIA CPEACTBA HSMGPGHHﬁi

3Hak YTBCPKACHUA THUIIA CPEACTBA H3MepeHI/Iﬁ HAHOCHUTCs HA TPITy.HBHI:Iﬁ JHUCT
(Ha cpencise U3MepPEeHUH W/HIN Ha SKCITYaTallMIOHHON TOKYyMEHTAIUH)

PYKOBOJICTBA 110 DKCILTYATAITHH.




MeTtomuKa MOBEpKH:
MILI'P 1135-2026 «Cucrema obecnieueHus eqMHCTBa M3Mepernil Pecry6iamku

(HAaMMEHOBAHHE ¥ HOMEP METOTMKM TOBEPKH)
benapycek. AHaIM3aTOPEL I'a30B U 3JIEKTPOIUTOB KPOBH: CUCTEMA aHAIH3a KPOBH
epoc/epoc Blood Analysis System. MeTomuka moBepKm.

Ceepnenns o MeToaukax (MeToax) M3MEPeHUN: OTCYTCTBYIOT.
(HAWMEHORAHHS M HOMEPA METONMK (METOIOB) H3MEPEHM)

HOpMaTI/IBHBIe I[IPaBOBEIC AKTBI, B TOM YHCIIC o0s13aTeNbHbIE I CO6J'IIO,Z[€HI/IH
TCXHNYCCKHUC HOPMATHUBHBIC [IPABOBBIC aKThI, TCXHUYCCKHNEC HOPMATHUBHBIC IIPAaBOBBIC
aKThl B O0JIACTH TEXHUYECKOIO HOPMUDPOBAHUS U CTaHHApTU3aAllKk, HTOKYMCHTEI B
00J1aCTH TEXHHYECKOTO HOPMHUPOBAaHHA HW CTaHAApPTHU3aAIlHHU, HE ABJIIAIOIINCCH
TCXHUYCCKUMH HOPMAaTHBHBIMU ITPABOBBIMH aKTaMH, JOKYMCHTAIIHA IIPOU3BOAUTEIII
WK TCXHHYCCKOC 3aJaHHC 3asdBUTEIA Ha METPOJIOTUYECKYIO OKCIEPTH3Y,
YCTaHaBJIMBAaIOIIHE Tpe6OBaHI/IH K THITY CpeacTBa H3MepeHHﬁI PYKOBOJACTBO IIO
OKCILTyaTaluu.

HI[GHTI/I@)I’IK&HI/IFI IMPOrpaMMHOTO obecrieyeHus: IIPpCAOCTaBJICHA B Ta6J'II/II_I€ 4.

(yKka3nIBArOTCSA BEPCHM MPOTPAMMHOTO 00eCe eHNs)

Tabmuna 4
W neHTHuKanoHHOe HANMEHOBaHHE Homep Bepcuu 110
I10 (uneHTUQUKAIIMOHHBIA HOMED)
epoc Host, He HIDKE 3.40.0
epoc Reader, He HIKe 2.2.14.2
IIpousBoguTENE:

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

(HRI/IMGHOB'HHI’IC MPOU3BROTUTETS, €T0 MCC-TOH‘:L\U)KI!CHPIC)

3aKIFOYEHHE O COOTBETCTBUU YTBEPXKICHHOTO THIIA CPEICTBA H3MEPEHMMH
TpeOOBaHUAM HOPMATHBHBIX IPABOBBEIX AKTOB, B TOM YKCJIE€ OOS3aTENLHBIM IS
COOJIIOZIEHUST TEXHUYECKHMM HOPMATHBHBIM IPABOBBIM  aKTaM, TEXHHYECKHM
HOPMATHBHEIM IIPaBOBLIM aKTaM B O0OJAcTH TEXHUYECKOTO HOPMHUPOBaHUS U
CTaHIApTHU3aliy, JOKyMEHTaM B O00JacTH TEXHHYECKOTO HOPMUPOBAHHUS U
CTaHJApTU3alUH, HE SBJAIOIIAMCS TEXHUYECKUMH HOPMATHBHBIME IIPABOBBIMH
aKTaMu, JOKYMEHTALUU [IPOU3BOIUTENS UM TEXHUUYECKOMY 3aaHUI0 3asBUTEIIS Ha
METPOJIOTHYECKYIO DKCIEPTH3Y B OTHOIICHHUW €IMHUYHOTO 3K3EMILIIpa CPencTBa
U3MEPEHNH: aHaIM3aTOp ra30B M 3JIEKTPOJIUTOB KPOBH: CHCTEMa aHAIW3a KPOBH
epoc/epoc Blood Analysis System Ne 3366 / T1HIOHL400888 cooTBeTcTByeT
TpeOOBaHUAM TEXHHYECKOM JOKYMEHTAIMH IPOM3BOMUTENS (PYyKOBOJCTBO IIO
OKCIUTyaTalluu ).

Tun cpencrea u3MepeHul OTHOCHTCS K KaTeropuu (KaTeropusM): I. 6.8 coriaacHo
NIEPEYHIO KaTerOPUH CPEeICTB U3MEPEHUH, IPEICTABISIONINX COBOKYITHOCTE CPEJCTB
U3MEpPEHUI OIWHAKOBOTO HA3HAYEHWs, IPUMEHSEMBIX IIpU HM3MEPEHUsX B cdhepe
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3aKOHOIATEIbHOM MCTPOJIOTUH, OSK3EMIIJIAPEI YTBECPXKIACHHOI'O THIIA KOTOPBIX
moaJicixKar FOC}’II&pCTBCHHOﬁ IIOBEPKE C YCTaHOBJIeHHOP‘I B HEM IIEPUOJUTIHOCTBIO

(mpunoxenue k IlocranoBnenuro ['ocynapcTBEHHOTO KOMUTETa TI0 CTaHAAPTHU3AINN
Pecny6muku Benapyce ot 20.04.2021 Ne 39).

YnomaoModeHHOE HOPHANYCCKOC JIHU1IO, IIPOBOOUBIIICEC METPOJIOTHYICCKYIO
SKCIIEPTHU3Y B LEIIAX YTBEPXKIACHUA THIIA CPECACTBA HSMCPGHI/Iﬁl

Pecny6nukaHckoe yHuTapHOE mpeanpusitre «I poJHEHCKHH LEHTP CTaHAAPTH3AI[UH
(monHOE HAMMEHOBAHKE, MECTOHAX 0K ICHUE, TeaedOH, 3NESKTPOHHEIN afpec)

METPOJIOTUH U CePTUDUKAIIII.

Pecny6nuka benapycs, 230003, r. I'poxro, yi1.06yxoBa, 3
Tenedon: +375 152 64-31-41

Qaxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IIpunoxenus: 1. @oTtorpadus obIero Buma CpecTBa H3MepeHui Ha | mcTte
2. Cxema (pUCYHOK) C yKa3aHWeM MecTa JI1 HAaHECCHHs 3HaKa
IIOBEPKU CPEJICTBA U3MEPEHUH Ha } JTUCTE.

HupexTop
I'poguenckoro [ICMC M.B. "ot
(OOIHKHOCTD PYKOBOTNTENS MK 3aMECTUTENS (mmotmvcs) ) (wHALMATE], haMuI)

PYKOBOJIHUTENS YIOTHOMOYEHHOTO
FOPHTUYECKOLO JIMLA, TIPOBOTUBLIETO
HCIEITAHUS B TENIX YTBEPKISHHUS THITA
CpeICcTBa U3MEPEHHUIA)



Ipunoxenue 1
(obs3arenpHOE)

Dororpadus o0mIEero BUa CpeCcTBa M3MEpeHNUI

Pucynoxk 1.1 — ®ortorpadus obiero Buna anamsaropa

- | . Model PD470SH-B
é epOC(&'. g epoc Reacdler | Product Name: Xﬂ
g i TOV
|

WMebile Computing 7

BLOOD ANALYSIS Device — SO0
S/N: TIH10HLACCE8S - S

epoc Reader (o] WIFL MAC: 20E791021A4A G, ppsreeh

BT MAC: 20E791021A48 P67 [@ZR}
(s} Contains FCC ID:PI403B | FCCID: 2AUAM-PDATOSH @
3 3 6 6 ‘ ICID: 25388-PD4705H ]

i Input: +5V == 3.0A

a7 CE [wp /N\ £ CE

(63} _ - ® 2 TP BY
K@) permG € g
CA D130757; 1N 205670, JP 3883525; US 8,545,327, Other patents pending

epoc Reader must be used only with Globtek Inc. .
madel GTM41080-1505 or SL Power Electronics

SN:T1H18HL480888

Pucynok 1.2 — @ororpadus MapKUpOBKY aHAIA3ATOPA



[Tpunoxenue 2
(ob6s3arenpHOE)
Cxema (pHUCYHOK) ¢ yKa3aHHEM MeCTa I HaHeCEHMS 3HAKA IIOBEPKY CPENCTBA
A3MEpEeHUN

AecTo n5si HAHECEHHS 3HAKA MOBEPKH (KieiiMo-HaKIIeHKa)

Pucynok 2.1 - Cxema (pUCYHOK) € yKa3aHMeM MECTa I HaHE CEHMS 3HAKA TOBEPKU



