T'OCYJIAPCTBEHHBIA KOMUTET JIBAPKAVHBI KAMITOT

IO CTAHOJAPTU3 AT ITA CTAHJAPTBI3AIIBIT
PECIIYBJIMKHA BEJAPYCh POCITYBJIKI BEJAPYCH

CEPTUQUKAT )
OB YTBEP)KIEHUM TUIIA CPEJICTBA U3MEPEHWIA

Ne 20750 ot 1 oxrsa6ps 2026 .

Cpok geiicTBus — GecCpOIHO

HaunmenoBanue u 0603HaueHnE CAMHUYHOI'O 9K3EMIUIApa TUIla CpeaCTBa I/ISMepCHI/IﬁZ

AHaU3aTOp Tra3oB M 3JIEKTPOJIMTOB KPOBH: CHCTEMa aHaj u3a KpoBH epoc/epoc Blood
Analysis System

3aBoackoit Homep: 3510 / TIH11HL701223

IIpousBOAUTENE:
«Epocal Inc.», Kanana

Branenen cepruduxarta 00 yTBEpKICHUN TUITA CPEACTBA H3MEPEHMIA:
000 «BOM HUnsxennpunry, r. Munck, Peciy6inka Benapychk

Meroauka oBEpKU:
MILI'P 1135-2026 «Cucrema oGecneyeHHsi equHCTBA U3Mepenuil Pecny6iauku Benapycs.

AHA/IM3aTOPHI ra30B H 3JEKTPOJHTOB KPOBH: CHCTEMa aHAAM3a KPOoBH epoc/epoc Blood
Analysis System. MeToauka nmoBepku»

MuTepBan BpeMeHH MEXIy OCy 1apCTBEHHBIME MOBEpKaMu: 12 MecsieB

Tun  cpencts  u3MepeHmil yTBEPKACH IIOCTAHOBICHHEM | OCYIapCTBEHHOIO KOMHMTETa
1o cragaaprusanuu PecrryOnuku bemapycs ot 01.10.2026 Ne 114,
Y TBepPKICHHBIA €IMHUYHBIN SK3EMIUIAD TUIIA CPEICTBA M3MEPECHUIN PaspeIlaeTcs K IPUMEHEHMIO

Ha Teppuropuu Pecmy6nuku benmapych B COOTBETCTBMM C IpUIaraeMbBIM OIMCAHUEM THIIA
CPENCTBA U3MEPEHUH.

3amecrturens [Ipencen N.A Kucnesko

(vHULMATBI, QaMIITHs)

Lot (DD



ITpunoxxenue k cepTuduKaty
00 yTBep>XKJIEeHUU THUIIA
CpeAcTBa M3MEPEHUit

OT / otz %&,‘j 200¢1. No L2750

OITMICAHME TUIIA CPEJICTBA U3MEPEHMIA

HaunmeHoBanue u 06003HaueHNEe EAMHUIHOTO SK3eMITISIpa TUTIA CPEICTBA U3MEPEHHI:
AHanu3aTop ra3oB U 3JEKTPOJIUTOB KPOBHU: CUCTEMa aHalln3a KpoBHU epoc/epoc Blood
Analysis System

HammeHOBaHMe €MUHUYIHOTO SK3EMILTApa THIIA CPECTBA H3MEPEHHH:
AHanuzaTop razoB U 3JIEKTPOIUTOB KPOBH

O6o3HaueHUe eMHUIHOTO SK3EMILTIpa THITA CPECTBA H3MEPEHHIA:
epoc/epoc Blood Analysis System

3aBOJICKOI HOMED:
3510/ T1H11HL701223

Hasnauenue:

AHanu3aTop ra3oB U 3JIEKTPOIUTOB KPOBH: CHCTEMa aHali3a KpoBu epoc/epoc Blood
Analysis System (nanee — aHanmu3aTop) mpenHa3HAYEH JJIS U3MEPEHUS [IapaMETPOB
razoB kpoBHu (pH, pCO:, O2), smextponuroB (Na*, K*, Ca™, CI"), merabonuTos
(TIrOKO03a, TaKTaT, KPeaTHHUH) B apTepUaIbHOM, BEHO3HOM, KAMIIISPHOM KPOBH.

Onucanue:
KOHCTpYKTUBHO aHAJIN3aTOP BKIIOYAET ABA KOMIIOHEHTA, 00beINHEHHEIX B OQHY

(xparkoe U3M0KeHHe HHHOPMAIMH 0 KOHCTPYKLAX U TIPUHITUIAX AeHCTBHA

CHUCTEMY KOTOPEIC paGOTaIOT TOJIBKO BMCCTC:
CpeacTBa M3MepeHUH, HHACHTHDUKAIMOHHBIX JAHHEIX U CrI0c0o0aX 3alMTH BCTPOSHHOIO

- IIOPTaTHBHOC YCTpOﬁCTBO cpoc Reader ¢ BO3MOXXHOCTEIO IIMTAHUS OT CETHA WIIH C
H/HIH IPUKIAHOTO IPOrPaMMHOro oGecriedeHus (PY Halku4uH)

[IATaHUEM OT aKKyMyJsiTopa. iMeeT cloT 11 yCTaHOBKH TecT-KapT epoc. KoTopsri
OCHAIIIEH BCTPOEHHBIM CKaHEPOM IITPUXKOA, IIEPEKIF0YaTelIeM BBOJA KapTHI,
JIIEKTPOKOHTAKTHOU ITOBEPXHOCTHIO ISl 00ecIIeYeHHsT KOHTaKTa ¢ CEHCOPHEBIM
MOIYJIEM TECT-KapThl €pOC, aBTOMATHUIECKON ITOACUCTEMOM TEPMOPETYIISIIH,
KOTOpasi obecnieurBaeT HarpeBaHue U3MEPUTENbLHOM 30HEI TECT-KAPTHI €POC JI0
ONTUMAJIBHOM TeMIIEPaTypEL. ,

- CIIEIMATIN3UPOBAHHBIA MOOMIIEHBIN KOMIIBIOTED ¢ YCTAHOBIEHHEIM IPOTPAMMHEIM
npunoxeHueM epoc Host. CesizpiBaeTcs ¢ ycTpoiicTBoM epoc Reader uepes
Bluetooth mo GecnipoBoaHoi ceTr. PaccunTEIBaeT 3HaYeH s IO JaHHEIM CEHCOPOB,
nepenaBaeMbIM ycTpoiicTBoM epoc Reader. OToOparkaeT pe3yIbTaThl TECTOB.




O6s13aTenbpHBIe METPONIOTHYECKUE TPEOOBAHMS: [IPeCTaBIeHEl B TabuIe 1.

Tabmnuma 1

HaI/IMeHOBaHI/Ie, CAMHHUIa USMCPCHHA

3uayenue

Jlnamnason W3MepeHHi aKTHBHOCTH MOHOB BOaopona, pH

oT 6,50 1o 8,00

IIpenen nommyckaeMoro OTHOCUTENBHOTO CPELHETO
KBaIpaTHYeCKOr0 OTKIIOHEHUS PEe3yThTaTOB H3MEPEHUS
aKTHBHOCTHU MOHOB Boziopoja, pH, %

5,0

JvanaszoH u3sMepeHu apIuaaIbHOro JaBIE€HUS YIIIEKUCIOTO
rasa pCO2, MM pT.cT.

ot 5,0 1o 250,0

IIpenen noryckaeMoro OTHOCUTENEHOIO CPEIHETO
KBaJAPaTUIECKOrO OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHHS
IIapIUaJILHOTO AaBieHus yraekuciaoro raza pCOz, %

5,0

Jrana3oH U3MepeHuH MapIHalbHOTO JaBIICHUS KHUCIIOpoaa
pO2, MM PT.CT.

ot 5,0 1o 750,0

[Ipenen normyckaeMoro OTHOCUTEIBHOIO CPEIHETO
KBaIpaTUYeCKOrO OTKIOHEHUS Pe3yIbTaTOB U3MEPEHU
NapIyagbHOro AaBiieHus kuciopoaa pO-2, %

5,0

Juanason u3mMepeHnit KOHIEHTPAIMY HOHOB HaTpus Na”,
MMOJIB/J .

ot 85,0 mo 180,0

Hpe/:[en HAOITY CKa€MOI'0 OTHOCUTEIILHOT'O Ccpe€aHero

KOHIIEHTPAallUX HOHOB Kanmus K, %

KBaJIpaTUIeCKOr0 OTKIOHEHHUS PE3YIbTaTOB H3MEPEHUA 5,0
KOHIIEHTpallu HOHOB HaTpus Nat,%
Juanazon n3mepeHuit KOHIEHTpallui HOHOB Kaiusg K¥,

ot 1,5 1m0 12,0
MMOJIB/JT
IIpenen DOMycKaeMOro OTHOCUTETEHOTO CpeaHero
KBaIPaTHIECKOI'0 OTKIOHEHHUS PE3yNbTaTOB U3MEPEHUS 5,0

Jrarnason usmepeHni KOHIEHTpAIWH HOHOB Kanbimst Ca'™,
MMOJIB/JT

ot 0,25 mo 4,00

IIpenen momyckaeMoro OTHOCHTENTEHOTO CPEIHEro
KBaT(paTHIECKOr0 OTKIOHEHHS PE3YIIbTATOB H3MEPEHNU
KOHIICHTpauuu MoHOB Kanblusa Ca™, %

5,0

Juarazon u3mMepeHnit KOHLEHTpanuu HoHoB xjopa CI7,
MMOJIB/JI

oT 65,0 1o 140,0

Hpeﬂen HAOITYyCKaeMOI'0 OTHOCHUTEIILHOI'O CpeaHEero

KOHLEHTpauuu Ioko3s! Glu, %

KBaIpaTU4eCKOro OTKIOHEHHUS PE3yIbTATOB H3MEPEHUS 5,0
KOHIICHTpaluy HOHOB Xjopa Cl™, %

JuanaszoH usmepenuit KOHIIEHTpauu Iroko3s6l Glu, MMoms/m ot 1,1 mo 38,5
[Ipenen momyckaeMoro OTHOCHTENLHOTO CpeIIHero

KBaZpaTHIECKOTO OTKIIOHEHUS PE3YIBTATOB U3MEPEeHHs 5,0




ITponomkenne Tabmuis! 1
HaumenoBaHue, eIUHAUIA H3MEPEHUS 3Hadenue
Jwnamnazon m3MepeHuil KoHUeHTparwu takrara Lac, mmons/n | ot 0,30 mo 20,00
IIpenen Doy cKaeMoro OTHOCUTENBHOTO CPEIHETO
KBaJpaTUYECKOr0 OTKIOHEHHUS pe3yJIbTaTOB U3MEPEHUS 5,0
KOHIIEHTpanuu Jakrara Lac, %
[uana3zoH usMepeHuil KoHleHTpanuu kpeatuauHa CREA,
MKMOJIB/TI
IIpenen nommyckaeMoro OTHOCUTENEHOI'O CPEeTHETO
KBaIpaTUYECKOT0 OTKIIOHEHHUS pe3yJIbTaTOB U3MEPEHUA 5,0
KoHueHTpauu kpeatuanaa CREA, %

oT 26,0 no 378,0

OcHOBHEBIE TEXHUYECKHE XapaKTCPUCTUKHU U METPOJIOTHYCCKHUE XapaKTCPUCTHKH, HE
OTHOCAIIIHECA K 00s13aTeIbHEIM MCTPOJIOTHICCKUM Tpe6OBaHI/IHMZ MpCACTABIICHBI B

Tabmuie 2.
Tabmuna 2
HavmMmeHoBaHUe, eIMHUIIA H3MEPEHUS 3HaueHue

JInama3oH HOMUHAJIBHBIX HANPSHKEHUH THUTAOIIEH CeTH
IIEPEMEHHOI0 TOKa, B * ’ or 110 2ip 240
HomunaneHas yacrora nmuraromeii cetu, I * 50 - 60
VY cnoBus 3KCILTy aTalliH:
- Mara3oH TeMIIEpaTypbl OKpyXKarolero Bo3nyxa, °C * ot 15 no 30
- OTHOCUTEIIbHAS BIAXKHOCTh OKPY’KaOIIero Bo3ayxa, % * 1o 85
["abaputHbie pasMepbr*, MM, He Gollee
- BBICOTA 51
- IIWHA 215
- IIUpPHUHA 85
Macca*, r, He OoJlee 860
* CornacHo pyKOBOJICTBY IO SKCIUTyaTalllH, [IPU [IPOBEAEHUN METPOIOTUYECKOMH
HKCIIEPTHU3HI XapaKTePUCTHKA HE IOATBEPIKAATIACE

KoMIIeKTHOCTE: IIpecTaBiieHa B Tabuile 3.
Tabmuma 3

HawumenoBanue KomuygectBo
AHanu3aTop ra3oB U 3JIEKTPOIIUTOB KPOBHU: CUCTEMA aHAIN3a KPOBU 1
epoc/epoc Blood Analysis System ’
CeTeBoli Kabenb
PyKOBOJICTBO IO 3KCILTyaTaIHH 1

MecTo HaHeCeHHUS 3HaKa YTBCPIKACHUS THUIIA CPEACTBA I/I3MepeHI/II>'II

3Hak YTBECPXKACHK THIIA CPEACTBA I/ISMepeHI/Iﬁ HAHOCHUTCA HaA THTYHBHBIﬁ JIUCT
(Ha cpencTBe W3MEPEHUH M/UITH Ha KCIITy aTAllMOHHOM JOKYMEHTAINH)

PYKOBOACTBA II0 OKCILITYyaTalluu.




Metonuka moBepKH:
MILI'P 1135-2026 «Cucrema obecrieueHus eIMHCTBA H3MEpeHnH Pecy Ok

(HaMMEHOBAHUE U HOMED METOTUKH [OBEPKHU)
Benapycr:. AHaJ'II/ISaTOpBI r'a30B U JJICKTPOJUTOB KPOBH: CHCTEMA aHAJIN3a KPOBH

epoc/epoc Blood Analysis System. MeTouka moBepKuy.

CBeI[eHI/ISI 0 METOAUKAX (MGTO,H,aX) HSMGPGHI/IfIi OTCYTCTBYIOT.
(HaMMEHOBAHUS ¥ HOMEPA METOIMK (METOIOB) U3MEPEHHUH)

HOpMaTI/IBHBIe IIpaBOBEIC aKTBI, B TOM YHCIIE o0s13aTeILHBIE JJIIA CO6JIIO,I[€HI/I51
TEXHUYCCKNE HOPMAaTUBHBIC IPABOBBIC aKThI, TCXHUYCCKHMC HOPMATHUBHBIC IIPpaBOBBIC
aKThl B 00JIACTH TEXHHUYECKOT'O HOPMUPOBAaHUA U CTaHOApPTHU3AIIUH, JOKYMCHTHI B
00ITacTH TEXHUYECKOIO HOPMUPOBAHUA W CTaHOAPTHU3AIMH, HE ABJIAIOIIHECCA
TCXHUYCCKUMH HOPMAaTHUBHBIMU IIPABOBBIMH aKTaMH, TOKYMEHTAIHS IIPOU3BOAUTEIIA
HIIA TCXHHMYCCKOE 3aJaHue 3adBUTCIII Ha METPOJOTHYECCKYHO OKCIIEPTHU3Y,
YCTaHaBJIMBAIOIIIHUEC Tpe60BaHI/I51 K THIIY Cp€acTBa I/ISMepeHHﬁi PYKOBOACTBO IIO
OKCILTyaTalluu.

I/IIIGHTI/I(bI/IKaHI/I}I IIPOTrpPaMMHOTIO obecreyeHus: OpEacTaBJICHA B T&GJ’II/IHG 4,
(yKa3sIBAIOTCSA BEPCHH MPOTPAMMHOI0 0GecrieueHns)

Tabnuna 4
MneHTnpukamoHHOe HANMEHOBaHHUE Howmep Bepcuu 110
110 (uneHTHGUKAITMOHHEIN HOMED)
epoc Host, He HImke 3.40.0
epoc Reader, He HinKe - 2.2.14.2
IIpousBoauTeNs:

«Epocal Inc.», Kanana. Aapec: 2060 Walkley Road Ottawa, ON K 1G 3P5, Kanana

(HaI/IMCHOBﬂHHC IIPOU3BOTUTENS, €I'0 MCCTOH&\O)KJ{CHHC)

3aKifOueHre O COOTBETCTBHM YTBEPXKICHHOIO THIIA CPEACTBA H3MEpeHMit
TpeOOBaHMSIM HOPMATHUBHBIX MPABOBBIX aKTOB, B TOM YHCIle 0OS3aTeNBHBIM UL
COOMIOZIEHNs TEeXHHYECKAM HOPMATHBHLEIM MPABOBEIM AaKTaM, TEXHUYECKHAM
HOPDMAaTUBHBIM IIPAaBOBEIM aKTaM B OONACTH TEXHHYECKOTO HOPMHPOBAHUS W
CTaHIApPTU3AIMK, [OKYMEHTaM B O0JACTH TEXHHYECKOTO HOPMHPOBAHHUS U
CTaHIAPTU3AIMH, HE ABJIAIOIIAMCS TEXHUYECKUMH HOPMATHBHBIMH IIPaBOBLIMH
aKTaMHu, NOKYMEHTALMK IIPOU3BOAUTENS WU TEXHUYIECKOMY 3a[IaHHUIO 3asBUTEN Ha
METPOJIOTHYIECKYI0 OKCIEPTH3y B OTHOIUCHUH EIWHUYHOIO 3K3EMIUIIpa CPENCTBA
U3MEPCHU: aHaIM3aTop ra30B M 3JIEKTPONUTOB KPOBH: CHCTEMa aHAIM3a KPOBU
epoc/epoc Blood Analysis System Ne 3510 / TIH11HL701223 cooTBeTcTByeT
TpeOOBaHMAM TEXHUYECKOH MOKyMEHTAllUW MPOM3BOAMTENS (PYKOBOACTBO IIO
SKCILTyaTaIlHH).

Tum cpencTBa M3MepeHUH OTHOCHUTCS K KaTeropuu (Kareropusm): Im. 6.8 cormacHo
IIEPEYHIO KATETOPUH CPEACTB U3MEPEHUH, IPEICTARILIIOUINX COBOKYIIHOCTL CPEJICTB
U3MEPeHUH OJMHAKOBOTO HA3HAYEHHS, IPHMEHSAEMBIX IIPU H3MEPEHUsX B cdepe
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3aKOHOZATEIbHOM METPOJIOTHH, OHK3EMIUIAPHl YTBEPKISHHOTO THIIA KOTOPBIX
IIO/IeXAT IOCYJapCTBEHHOM ITOBEPKE C YCTAHOBJICHHOW B HEM IEPUOTUYHOCTHIO
(npmnoxenue k IlocraHoBneHuo ['0CcyIapcTBEHHOTO KOMUTETA 110 CTAHAAPTU3ALIAK
Pecmy6muku Benapycs ot 20.04.2021 Ne 39).

VYIIOIHOMOYEHHOE  IOPHAMYECKOe  JIMI0, MPOBOMUBINEE  METPOJOTUIECKYIO
OKCIEPTHU3Y B LENAX YTBEP)KICHHS TUIIA CPENICTBA H3MEPEHUI:

Pecry6imkaHckoe yHUTapHOE Ipeanpusitie «I'poJHEHCKUH IIEHTP CTaHIapTH3AUN
(TmonHOE HAMMEHOBAHUE, MECTOHAXOXKIEHHE, TenedOH, SIEKTPOHHEIH anpec)

METPOJIOTUHU U CEPTUDUKAIIAI.

PecnybOnuka Benapycs, 230003, r. I'poaro, yin1.06yxoBa, 3
Tenedon: +375 152 64-31-41

Qaxkc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

[Tpunoxenns: 1. @otorpadus obimero BuIa cpecTBa U3MEPEHHIi Ha 1 HcTe
2. Cxema (pHCYHOK) C yKa3aHMEM MecTa [Jisi HaHECEHWs 3HaKa
IIOBEPKU CpPEJCTBA U3MEPEHU Ha 1 JIHCTE.

HupexTop
I'pogurenckoro [ICMC | M.B. T'o#t
(HOMIAKHOCTE PYKOBOTUTENS HIIH 3aMECTUTENS (rln,tmnér,) . (vHAOUATEL, QamMuIn)

PYKOBOJUTENS YIIOTHOMOYEHHOTO FOPHIMYECKOIO
JMIa, TPOBOJUBIIEI0 HCIIBITAHHUS B LIETSX
YTBEPKASHUS THIIA CPEICTBA U3MEPEHHUIH)



ITpunoxenue 1
(o6s3arenpHOE)

Dotorpads 061mero Buna cpencTsa H3MEPEHUi

Pucynox 1.1 — ®otorpadus obimero Buma aHaamsaropa
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Pucynok 1.2 — ®otorpadus MapKupoOBKY aHATU3aTOPA



ITpunoxenue 2
(obGs3arenpHOE)
Cxema (pHCYHOK) € yKa3aHHeM MeCTa [l HaHeCEeHHs 3HaKa IOBEPKHU CPEACTBA
A3MEPEHUN

€CTO JUJis HAHCCCHHUA 3HEKa MMOBEPKU (kaetiMo-HakIeHKa)

Pucynoxk 2.1 - Cxema (puCyHOK) ¢ yKa3aHHEM MeCTa JII HaHE CeHVS 3HaKa IIOBEPKU



