I'OCYIAPCTBEHHBIA KOMHUTET J3SIPKAYHBI KAMITOT

O CTAHIAPTU3AITN TIA CTAHIAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCh PICITYBJIKI BEJAPYCH

CEPTUDOUKAT 3
Ob YTBEPKJIEHUU TUTIA CPEACTBA UBMEPEHUUA

Q‘rb Ne 20541 ot 18 aBrycra 2026 r.

Cpoxk neficTBUS — 0€CCPOTHO

HaumenoBanue u 0603Hau€HNE €IMHUYHOTO 3K3EMILUIApA TUIIA CPEACTBA U3MEPEHMM:
AHA/ITH3aTOP Tra30B M 3JeKTPOJUTOB KPOBH: CHCTeMa aHajJHM3a KpoBH epoc/epoc Blood
Analysis System

3aBozackoit Homep: 3283 / TIH12HL.900139

IIpousBouTEND:
«Epocal Inc.», Kanaga

Bnanener ceptudukara 06 yTBEp)KI€HAN TUIIA CPENCTBA U3MEPEHUIA:
000 «B9M Un:kenupuHr», r. Munck, Pecny6suka beaapycs

MeTtoauKa TOBEPKU:
MILIP 1135-2026 «Cucrema obGecnedyeHusi equHcTBa M3MepeHuil Pecny0iuku benapyce.

AHaJIN3aTOPbI Ta30B U 3JEKTPOJHUTOB KPOBH: cHCTeMa aHanau3a KpoBH epoc/epoc Blood
Analysis System. MeToauka noBepKmn»

HHTepBan BpeMEHN MEKTy TOCYy 1apCTBEHHBIMH OBEpKaMu: 12 MecsineB

Tunm cpencTB wu3MEpeHH YTBEPXKIEH IOCTAHOBIEHHWEM [ OCyJIapCTBEHHOIO KOMMTIETa
o cragnapruzanuu Pecrybnuku bemapyces ot 18.08.2026 Ne 89.
Y TBepKAEHHBIN € IUHUYHBIN 9K3EMIULIP TUTIA CPEACTBA U3MEPEHUH pa3peraeTcs K IPUMEHEHUIO

Ha Teppuropuu PecmyGnuku bemapych B COOTBETCTBUHW C IpUWIaraéMbBIM OIKMCAHUEM THUIIA
CpeICTBa U3MEPEHUIA.

3amectutens [lpencenai N.A.Kucnenko

(uHULMATEL, haMUITHL)




[TpunoxeHue K CepTUPUKATY
00 yTBepKICHUU TUIIA
CpelcTBa U3MEPEHUN

OT L2 bioyeta 202 Mo 054+

OIIMCAHUE TUIIA CPEJICTBA U3MEPEHUIA

HanMeHoBaHMe U 0003HAYEHNE ENMHAYHOIO SK3EMIUISIPA THIIA CPEIICTBA U3MEPEHMM:
AHanm3aTop ra30B U 3JIEKTPOIIMTOB KPOBH: CHCTEMa aHalIn3a KpoBH epoc/epoc Blood
Analysis System '

HanMmenoBanue e1MHUYHOTO SK3EMILIApa TUIIa CPEACTBA I/I3M€peHI/Iﬁl
AHaJ'II/IBaTOp I'a30B U 3JIEKTPOJIUTOB KPOBH

O06o3HaueHre eTUHIIHOTO 3K3eMIUISIpa TUIA CPEACTBA U3MEPEHHMIA:
epoc/epoc Blood Analysis System

3aBoJICKOI HOMED:
3283 / T1IH12HL.900139

Haznauenue:

AHanI3aTop ra3oB U DIEKTPOIUTOB KPOBH: CHCTEMa aHali3a KpoBuU epoc/epoc Blood
Analysis System (manee — aHanu3aTOp) NpeAHA3HAYEH I U3MEPEHHUS MapaMeTPOB
razos kposu (pH, pCO2, O), anextponuros (Na*, K*, Ca™, CI”), merabomurosn
(rIr0K034a, TaKTaT, KpeaTHHUH) B apTeprualbHOM, BEHO3HON, KalIMIUIIPHON KPOBH.

Onucanue:

KOHCTpYKTI/IBHO AHAJIN3aTOP BKIIIOYACT JBa KOMIIOHEHTA, O6’B€I[HH€HHBIX B OJJHY
(kpatkoe U3NnoKeHIHE HHGOPMALUK O KOHCTPYKIMY ¥ IPHHIHUIIAX JEHCTBHS

CHCTEMY KOTOPBIe padOTAIOT TOJEKO BMECTE:
cpencrea I/]'iMf_‘-pCHPIﬁ, PIH,ZIEH’I‘YICI)HKHLII/IOHHLIX JaHHBIX U cnocobax 3alMThI BCTPOSHHOTO

- IOPTAaTHUBHOC YCTpOfICTBO €pocC Reader ¢ BO3MOXHOCTBIO IUTAHUS OT CETH HUJIU C
W/WIY IPRKIAIHOrO IpOrpaMMHOro obecnedenus (IPY Haluuum)

IUTAHUEM OT aKKyMyJisTopa. IMeeT CIIOT I YCTaHOBKH TecT-KapT epoc. KoTophlit
OCHAIIlEH BCTPOECHHLIM CKAaHEPOM INTPHUXKOJIA, IIEPEKII0UaTeIeM BBOIa KapThl,
9IIEKTPOKOHTAKTHOM ITOBEPXHOCTHIO ISl 00eCIeYeHHsI KOHTAKTa C CEHCOPHBIM
MOJYJIEM TeCT-KapThl €pOC, aBTOMATAYECKOMN OJICUCTEMO TEPMOPETYIIALINH,
KOTOpas 00ecreynBaeT HarpeBaHue U3MEPUTENBHOM 30HE] TECT-KapTHI €POC 10
ONTHMAIBHON TeMIIepaTyphl.

- CIIeIHAIH3UPOBAHHbIA MOOMIBHBIN KOMIIBIOTEP C YCTAaHOBIIEHHEIM IIPOTPaMMHBIM
npunoxenueM epoc Host. CesaspiBaeTcs ¢ ycTpoiictBoM epoc Reader uepes
Bluetooth mo 6ecpoBoHOM ceTH. PaccumMThIBAET 3HAYEHUSI TIO0 JaHHBIM CEHCOPOB,
nepeiaBaeMbIM ycTpo#icTBoM epoc Reader. OtoOpakaeT pe3yIbTaThl TECTOB.




O6s3aTeIbHBIE METPOIIOTHYECKHE TPEOOBAHUS: TIpeICTaBIeHEI B Tabmule 1.

Tabmnura 1

HaI/IMeHOBaHHe, cAHHUIa USMCPCHUA

3HayeHue

Jlnana3oH W3MepeHH# aKTWBHOCTH MOHOB Bogopoxaa, pH

oT 6,50 mo 8,00

I[Tpenesn D0y cKaeMoro OTHOCUTEIBHOTO CPENHETO
KBaJIpaTUYECKOTO OTKIIOHEHUS pe3yIbTaTOB U3MEPEHHSI
AKTHBHOCTH MOHOB Bozopoaa, pH, %

4l

Jlnama3oH U3MepeHuH MaplralbHOTO JaBICHHUS YIIEKHCIOTO
raza pCOz, MM pT. CT.

ot 5,0 7o 250,0

[Tpenmen Moy cKaeMoOro OTHOCUTEIBHOIO CPEHETO
KBaIPaTUYECKOT0 OTKIIOHEHUS PE3YIIbTAaTOB U3MEPEHHUS
HapIUalbEHOro JaBiieHus yrinekucioro raza pCO2, %

5,0

Jlnana3zoH U3MEPEHUH MapIuaIbHOTO NaBICHUI KACIOpoaa
pO2, MM PT. CT.

ot 5,0 mo 750,0

[Ipemen qOITycKaeMOTro OTHOCUTENIBHOIO CPENHETO
KBaJ[PaTUIECKOI'0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHHUS
aplIXaIbHOro JaBiaeHus xuciaopoaa pOz, %

5,0

Jlnama3oH U3MEpEeHM KOHI[EHTPaIlui HOHOB HaTpusd Na®,
MMOJIB/JI

ot 85,0 mo 180,0

Hpeﬂeﬂ JOITyCKacMoOro OTHOCHUTEIIFHOI'O CPEAHETO

KBaJpaTUIECKOT0 OTKIIOHEHHUS Pe3yJIbTaTOB U3MEPEHNUS 5,0
KOHI[EHTpauy noHoB Hatpus Nat,% ‘
Jlnamna3oH U3MepeHuit KOHIEHTpauy HoHOB kanug K7,

, ot 1,5 o 12,0
MMOJIB/T
[Ipenen moIryckaeMoro OTHOCUTEIBHOTO CPEAHETO
KBaApaTUUYECKOT0 OTKIOHEHHUS pe3yJIbTaTOB U3MEPEHUS 5,0
KOHIIeHTparuy noHoB Kaausg K¥, %
Jlnara3oH u3MepeHuil KOHIIEHTPAIIMH HOHOB Kaibus Ca™™,

oT 0,25 no 4,00

MMOJIB/JI
[Ipenen KOIycKaeMoro OTHOCUTEIIBHOTO CPEAHETO
KBaPaTUIECKOT0 OTKIOHEHUS pe3yJIbTaTOB U3MEPEHHS 5,0

KOHI[EHTpaIuy noHoB Kanbiusa Cat, %

Jlrama3zoH U3MEpPEHH KOHIleHTpauy HoHOB xyopa Cl,
MMOJIB/JI

oT 65,0 mo 140,0

[Ipenen nomyckaeMoro OTHOCUTENBHOIO CPEAHETO

KBaIpaTUYECKOTO OTKIIOHEHUS PE3yIbTaTOB U3MEPEHUS 5,0
KoHIeHTparuu noHoB xyopa Cl7, %

Jlnana3oH u3MepeHui KoHIeHTpaluu rmoko3sl Glu, mmons/n | ot 1,1 1o 38,5
[Ipemen momyckaeMoro OTHOCUTEIBHOIO CPETHErO

KBaJIpaTHIECKOT'0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHHUS 5,0

KOHIIEHTpaIuu Ioko3sl Glu, %




ITpogomkenne Tabaunsl 1
HanMeHoBaHue, eIMHATA U3MEPEHUS 3HauyeHHUe

Jlnana3zoH H3MepeHMM KoHIeHTparmu nakTara Lac, mmons/n | ot 0,30 no 20,00

[Ipenmen Moy cKaeMoro OTHOCUTEIBHOIO CPEIHETO

KBaIPaTUYECKOr0 OTKIIOHEHUS PE3YIbTATOB H3MEPEHUS 5,0
KOHIIeHTpaIuu jjakrara Lac, %
Jnama3oH w3MepeHui KoHIeHTpauuu kpeatuHuHa CREA,

oT 26,0 mo 378,0
MKMOJIB/TI
[Ipenen KoMy cKaeMOro OTHOCUTEIBEHOIO CPEIHETO
KBaJpaTUYECKOr0 OTKIOHEHUS PE3yJIbTATOB U3MEPEHNUS 5,0

xonnenTpaiuu kpeatuanHa CREA, %

OcHOBHEIE TeXHUYECKUE XapaKTCPUCTUKH M METPOJIOTUIECKUE XapaKTCPUCTHKH, HE
OTHOCAIIIHUECA K 00s13aTEeIEHEIM METPOJIOTHUICCKUM Tpe6OBaHH$IMZ IIp€AaCTaBJICHbBI B

Tabinule 2.
Tabnua 2
HauMmeHoBaHMe, eMHUIA H3MEPEHUS 3HaueHue

Jlvara3oH HOMUHATBHBIX HANPSHKEHUN TATAIOEN CETH or 100 10 240
IepeMeHHOTro Toka, B *
HoMuHanpHas yacToTa muTarolei cery, ' * 50 - 60
YcioBuUs SKCIULY aTalliu:
- IMaIa30H TeEMIIEPATyPhI OKPYIKaloIero Bo3ayxa, °C * ot 15 no 30
- OTHOCHTEIbHASI BIAXKHOCTh OKPYIKAIOIIEero Bo3nyxa, %o * 1o 85
["aGapuTHbIe pa3Mepel*, MM, He Ooee
- BBICOTA 51
- JUTAHA 215
- IIMpHHA 85
Macca*, r, He Oollee 860
* COmIacHO PyKOBOICTBY I10 SKCIUIyaTalliy, TP IPOBEICHUN METPOJIOTMIECKON
OKCIIEPTHU3EI XapaKTEPUCTUKA He TIOATBEPXKIaIach

KommmekTHOCTE: IpenicTaBieHa B Tadmuie 3.
Tabmura 3

HanmenoBanmue KonngectBo
AHaIH3aTOp Ta30B U JJIEKTPOJIUTOB KPOBU: CUCTEMA aHAIN3a KPOBH 1
epoc/epoc Blood Analysis System
CeTeBoil kabelb
PyKOBOJICTBO 110 3KCILTyaTallH

MecTo HaHEeCEeHHUS 3HaKa YTBEPXKACHUSA THUIIA CPCACTBA I/IBMepeHI/II;’II

3HaK YTBEP)KICHUS THIIA CPEJICTBA U3MEPEHU HAHOCUTCSI Ha TUTYJIBHEIN JTHUCT
(2 cpelcTBE U3MEPEHUH H/MITH Ha IKCITTY aTalliOHHON JOKYMEHTALIMH)

PYKOBOACTBA 110 SKCILTYAaTalluH.




MeTtoarka HOBEPKU:

MILIP 1135-2026 «Cucrema obecrieueHns eIMHCTBA M3MepeHuit PeciryOnuku
(HAaNMEHOBAHYE M HOMEP METOIWKHU IIOBEPKHU)

Benapych. AHaIH3aTOPBI ra30B U 3JIEKTPOIUTOB KPOBU: CHCTEMA aHAlIU3a KPOBU
epoc/epoc Blood Analysis System. MeToauka IOBEPKUY.

CaeneHus 0 MeToAMKaX (MeTo1aX) U3MEPEHUM: OTCYTCTBYIOT.

(HaMMEHOBAHUS M HOMEPA METOIUK (METOI0B) H3MEPEHUH)

HopMaTUBHEIE IPaBOBHIE aKThl, B TOM HHCIEe 00sg3aTelbHBIE IM COOIONEHMS
TEXHUYECKHUE HOPMATHBHEIE IIPABOBEIE aKThI, TEXHUYECKHE HOPMATUBHEBIC ITPABOBBIE
aKThl B 00JaCTH TEXHUYECKOTO HOPMHUPOBAHUA U CTAHIAPTU3ALMM, JOKyMEHTH B
007aCTH TEXHHUYECKOTO HOPMHPOBAHUS W CTAHAAPTU3AIUH, HE SBIIOIIHECS
TEXHUYECKAMU HOPMATHBHEIMH ITPAaBOBBIMU aKTaMU, JOKYMEHTALIMS IIPOU3BOAUTEILS
WO TEXHUYECKOE 3aJaHue 3asBUTENs] Ha METPOJIOTHYECKYIO OKCIepTHUsy,
yCTaHABIMBAIOIIAE TpeOOBaHMWS K THUILy CPEICTBA M3MEPEHMMU: PYKOBOJACTBO IIO
9KCILTyaTalliu.

UnentrduKalys MIporpaMMHOro obeceueHus: IpecTaBieHa B Tabaume 4.
(YKa3BIBAOTCS BEPCHH MIPOTPAMMHOI0 00ECIISYEHHS)

Tabnuma 4
NnenTrdUKaIIMOHHOEe HAUMEHOBaHHUE Howmep Bepcuu 110
110 (naeHTH(GUKAITMOHHBIN HOMep)
epoc Host, He HIXe 3.40.0
epoc Reader, He HiKe 2.2.14.2
IIponsBoguTENE:

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

(H'CIPIMCHOBaHI/Ie IIPOU3BOTUTETS, €O MCCTOHH}{OX\'}I@HI/IC)

3aKiroueHHe O COOTBETCTBUM YTBEPXKIASHHOI'O THIIA CpEACTBAa W3MEPEHHH
TpeGOBaHMIM HOPMATHUBHBIX MPABOBBEIX aKTOB, B TOM YHCIE O0S3aTENBHBIM I
COOMIONEHHs TEXHHMYECKHM HOPMATHUBHBIM IIPAaBOBBIM aKTaM, TEXHUYECKUM
HOPMATHUBHBIM IIPAaBOBBIM aKTaM B OOJNAacTH TEXHUYECKOIO HOPMHDPOBAHHS U
CTaHOApTH3allik, MJOKYMEHTaM B OOJacTH TEXHHYECKOIO0 HOPMHMPOBAHMS U
CTaHIAPTHU3AlliH, He SBIAIOMIAMCS TEXHUYECKMMH HOPMATHUBHEIMH IIPaBOBHIMH
aKTaMH, JOKYMEHTAIIMH IIPOU3BOIUTEINS WM TEXHUYECKOMY 3aJaHUIO 3asBHUTEII Ha
METPOJIOTHUECKYIO SKCIIEPTH3Y B OTHOLICHUM E€JUHUYHOIO 3K3EMILIIpa CPEeICTBa
U3MEpPEHUH: aHaIN3aTOp Ta30B U 3JEKTPOIXUTOB KPOBH: CHUCTEMa aHalnW3a KPOBH
epoc/epoc Blood Analysis System Ne 3283 / T1H12HL900139 cooTBeTcTByeT
TpeOOBaHMAM TEXHMYECKONW [TOKYMEHTAI[MH IIPOU3BOAUTENS (PYKOBOJCTBO IIO
SKCILTyaTaI[in).

‘Tum cpefcTsa U3MEPEHUH OTHOCHTCS K KaTeropuu (KaTeropusam): II. 6.8 cormacHo
MIEPEYHIO KaTETOPHH CPelICTB U3MEPEHNUH, IPEICTaBIAIONIINX COBOKYITHOCTE CPEJICTB

H3M€p€HHfI OOWHAKOBOI'O Ha3HA4YCHHUA, IIPUMEHACMBIX IIPU HU3MEPCHIIX B C(bepe
4



3aKOHOHATEILHOM METPOJIOTHH, OK3EMIULAPEl YTBEP)KICHHOIO THIIA KOTOPBIX
TI0/UIeXkKAT TOCYJAPCTBEHHON MMOBEPKE C YCTAHOBIEHHOW B HEM IEPHOAMYHOCTHIO
(mpunoxenue K [TocraHoBIeHHO [0CYapCTBEHHOr0 KOMUTETA 110 CTaHIaPTH3ANH
Pecry6muku Benapycs ot 20.04.2021 Ne 39).

VII0THOMOYEHHOE IOpUIUICCKOC JIU1O, IIPOBOOUBIIIES MCETPOJIOTHIECKYTO
SKCIIEPTHU3Y B LEIAX YTBECPXKIACHUS THUIIA CPEACTBA HSMCPGHHﬁI

PGCH}’6JII/IK8,HCKOG YHHUTAPHOC NPCATIPUATHC «rpOI[HeHCKI/Iﬁ IICHTPp CTaHdapTU3aIlluu
(moNHOE HANMEHOBAHWE, MECTOHAXOKIEHNE, TENE(OH, JMEKTPOHHEIH anpec)

METPOJIOTHH U CePTUDUKALIANY.

Pecny6mka Benapycs, 230003, r. I'ponHo, yi1.06yxoBa, 3
Tenmedon: +375 152 64-31-41

daxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IMpunoxenus: 1. @oTorpadus odmero Buaa CpeacTsa u3MepeHuil Ha 1 mucrte
2. Cxema (pUCYHOK) C yKa3aHMEM MecCTa i1 HaHECEHHs 3HaKa
IIOBEPKH CpeNCTBa U3MepeHn Ha | ucTe.

3aMecTUTENb JUPEKTOpa 1o /‘ ,-*‘/

CTaHgapTHU3allu 1 CepTI/I(l)I/IKaHHI/I / v

I'popmenckoro IICMC Lleee” ;/ B.A. Camoiuiuk
(mOMKHOCTD PYKOBOTUTENS MM 3aMECTUTENS / (monmuce) / (vuunumanel, haMunus)

PYKOBOIHUTENS YIONTHOMOUEHHOTO IOPHAUIECKOIO
JIMLIA, TIPOBOIUBLIETO UCHIBITAHUSA B LIENIX
YTBEPKIACHUSA TUIIA CPS/ICTBA U3MEPEHHIT)



[Mpunoxenue 1
(oGsBarensHOE)

®otorpadus o61mero Buia CPeACTBa U3MEPCHIH
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Pucynok 1.2 — @otorpadust MapKUpOBKY aHaIu3aropa



[Tpunoxenue 2
(o0s13aTeIbHOE)
Cxema (pUCYHOK) € YKa3aHHEM MeCTa AJIsl HaHeCEHHS 3HaKa TIOBEPKU CPEACTBA
3MEPEHUN

lecTo st HAHECEHHs 3HaKa IMOBEPKU (KHGIZMO-H&KHG?IK&)

Pucynok 2.1 - Cxema (pHUCYHOK) C YKa3aHHEM MECTa JIJI HaHeCCHUS 3HAKA TIOBEPKU



