I'OCYJAPCTBEHHEIN KOMATET IBAPKAVHBI KAMITOT

IIO CTAHJAPTHU3AIINN ITA CTAHOAPTBI3AIIBIT
PECIIYBJIMKHU BEJIAPY Ch POCITYBJIKI BEJIAPYCh

CEPTU®UKAT )
OB YTBEPXKIEHIH TUIIA CPEJCTBA U3MEPEHUI

Ne 20749 ot 1 oxTs6pst 2026 T.

Cpox melicTBus — 6ecCpOIHO

HaumenoBanue u 0003HayeHMe CANHUYHOTO 3K3EMIUIAPaA THUIIA CPECACTBA I/IBMepCHI/IﬁZ

AHanM3aToOp ra3oB M 3JeKTPOJHTOB KPOBH: CHCTeMa aHAIH3a KpoBH epoc/epoc Blood
Analysis System

3aBoxckoif Homep: 3284 / TIH11HL701385

IIpousBoguTens:
«Epocal Inc.», Kanaga

Bnanenen ceprudukara 00 yTBEpKICHAN TUTIA CPEICTBA M3MEPCHUTIA:
000 «BOM Unxkennpunr», r. Munck, Pecnyoauka benapycs

Mertorka TOBEPKU:
MILI'P 1135-2026 «Cucrema obecrnevyeHusi eTuHCTBAa u3MepeHuii Pecny6iuku Beaapyce.

AHa/u3aTOPHI ra3oB H 3JeKTPOJHTOB KPOBH: CHCTeMa aHAJIH3a KpoBH epoc/epoc Blood
Analysis System. MeToauka nopepkm»

MuTepBan BpeMeHN MEXy FOCYJapCTBEHHBIMHU ITOBepKaMu: 12 MecseB

Tum  cpencTB M3MEpEHMH YTBEP)KIEH IIOCTAHOBIGHHMEM [ OCYIapcTBEHHOTO KOMHUTETA
o craggaptusanuu PecryOnuku benapyck oT 01.10.2026 Ne 114,
Y TBEPKAEHHBIN €UHUYHBIHN SK3EMIUIAP TUIIA CPEJCTBA M3MEPEHHH pa3periacTes K MPUMEHESHHUIO

Ha TCPppUTOPUU PGCHY6J'II/IKI/I BGHaPYCB B COOTBCTCTBUH C IIpWjiaraCMbIM OIIMCAHUEM THIIA
CpeacTtBa HBMepeHHﬁ.

3amecturens [Ipencenar N.A.Kucnenko

(HHIMANE], (aMUITHS)




[TpunmoxxeHue K cepTuuKaTy
00 yTBEpXIEHUU THUIIA
CpelICTBa U3MEPEHUH

oT 7 @QZQZAF- Ne 20749
OIIMCAHUME TUITA CPEJACTBA N3MEPEHU

HaumenoBanue u 0603HaueHNE EAUHIIHOTO SK3EMITISIpa THUIIA CPEJICTBA U3MEPEHUI:
AHanmu3aTOp ra30B U JIEKTPOJIUTOB KPOBHU: CUCTEMa aHaIu3a KpoBH epoc/epoc Blood
Analysis System

HauMmeHOBaHMe eMMHUYHOIO SK3EMILIIpa THUIIA CPEJICTBA U3MEPEHUI:
AHanu3aTop ra3oB U 3JIEKTPOIUTOB KPOBU

O6o3HaueHne eAMHUYHOTO SK3EMILISIpa THITA CPEACTB H3MEPEHHM:
epoc/epoc Blood Analysis System

3aBOACKON HOMED:
3284 /T1IH11HL701385

Hasnayenue: ‘

AHanusarop ra3oB U 3JEKTPOIUTOB KPOBH: CHCTEMA aHaIN3a KpoBH epoc/epoc Blood
Analysis System (manee — anamm3aTOp) NMpemHA3HAYEH IS U3MEPEHUS MApaMETPOB
razoB kposu (pH, pCO:, O2), snekrpomutoB (Na', K*, Ca**, Cl"), MeTaGoIuTOB
(rroKo03a, TaKTaT, KpeaTHHUH) B apTepUalbHON, BeHO3HOM, KaTUJUIIPHOM KPOBH.

Onucanue:

KOHCTpYKTI/IBHO AHAJIM3aTOP BKIIIOYACT ABAa KOMIIOHCHTA, OG’LGI[I/IHGHHBIX B OOHY
(xpaTkoe U3M0KeHHEe NHQOPMALNK O KOHCTPYKIMH U IPHHIMNAX IeHCTBHL

CUCTCMY KOTOPEIC pa60TaIOT TOJIBKO BMECTC:
CPeCTBA M3MEPEHUH], NHIEHTU(DUKAIMOHHBIX TAHHEIX U CIIOCO0AX 3aIMTEI BCTPOSHHOTO

- IIOPTaTUBHOC yCTPOﬁCTBO €poc Reader ¢ BO3MOXXHOCTEIO IIUTAHUS OT CETH HIIH C
W/WIM IPUKTATHOTO HPOTPaMMHOTO ofecrederns (TIpU HAMUIHK)

[IUTaHUEM OT aKKyMyJisiTopa. FiMeer cioT 11l ycTaHOBKH TecT-KapT epoc. KoTopsrit
OCHaIIeH BCTPOEHHBIM CKaHEPOM IITPUXKOJA, IepeKI0dYaTeIeM BBOIa KapTHI,
3IEKTPOKOHTAKTHOM ITOBEPXHOCTHIO JUIsl 00eclevYeHusT KOHTAKTa ¢ CEHCOPHBIM
MOJYJIEM T€CT-KapThl €pOC, aBTOMATUUECKOH IOJICHCTEMOM TEPMOPETYJISIIHH,
KoTopas o0ecrieunBaeT HarpeBaHUe H3MEPUTEIBLHOM 30HBI TECT-KAPTHI €pOC J0
ONITUMAaJIFHOM TEMIEePaTyPHI.

- CHELMATTN3UPOBAHHBIA MOOMIIEHEIN KOMIIBIOTED C YCTAHOBIEHHBIM IPOTPAMMHBIM
npuiioxxeHneM epoc Host. CsizpiBaeTcs ¢ yeTporicTBoM epoc Reader yepes
Bluetooth o 6ecnipoBoHO# ceTr. PaccUuThIBaET 3HAYEHNMS 10 JAHHEIM CEHCOPOB,
nepeaBaeMbIM ycTpoicTBOM epoc Reader. OTobpakaeT pe3yIbTaThl TECTOB.




OGsi3aTenbHEIE METPOIIOTHYeCKHe TPeOGOBAHUS: IPEICTABICHEI B TAGHIIE 1.

Tabnura 1

HaI/IMeHOBaHI/Ie, CAVHUITa UBMCPCHU]

3HaveHue

Jlvanason w3MepeHHH aKTHBHOCTH MOHOB Bojopona, pH

oT 6,50 0 8,00

ITpenen mormyckaeMoro OTHOCHTENBHOIO CPEHETO
KBaJ[PaTHYCCKOr0 OTKIIOHEHHS PE3yNbTATOB H3MEPEHHUS
aKTHBHOCTH MOHOB Bomopona, pH, %

5,0

Jrara3on usMepeHuit mapuuanrsHOro JaBIEeHHs YITIEKICIOro
raza pCO2, MM PT.CT.

ot 5,0 mo 250,0

ITpenen momyckaeMoro OTHOCHTEIBHOIO CPETHETO
KBaJPaTUYCCKOTO OTKIOHEHHUS PE3yIbTATOB H3MEPEHHU
apIUaIbHOTO aBjieHus yraekucsaoro raza pCOz, %

5,0

Huanason usMepeHuit NapIUanbHOTrO JaBIEHHUs KACIOPOa
pO:2, MM PT.CT.

ot 5,0 no 750,0

Ipenen mormyckaeMoro OTHOCHTENBHOIO CPETHETO
KBaJpPaTHIECKOr0 OTKIOHEHUS Pe3yIbTATOB U3MEPEHHA
NapUraIbHOTO JaBiieHus kucaopoaa pOa2, %

5,0

JlnanaszoH n3MepeHnit KOHIIEHTPau HOHOB HaTpus Na*,
MMOJIB/J

ot 85,0 mo 180,0

Hpe,t[eﬂ HOITYCKaeMOI'0 OTHOCHUTEIHFHOI'O CpCaHero

KBapaTU4ECKOI0 OTKIIOHEHHUS PE3yJIbTaTOB H3MEPEHU 5,0
KOHIIEHTpaluy HOHOB HaTpusd Nat,%
HuanaszoH u3mMepeHnii KOHIIEHTpalluy HOHOB Kamus K*,

ot 1,5 mo 12,0
MMOJIB/IT
IIpenen momycKaeMoro OTHOCUTEIHEHOTO CpeaHero
KBaZpaTHIECKOTO OTKIIOHEHHS Pe3yIbTaTOB H3MEPEHHUS 5.0

KOHIIEHTpaluy HOHOB Kanus K, %

JlnanaszoH u3MepeHuit KOHIEHTPAIIMK HOHOB KaJIbIHs Ca't,
MMOJIB/J

ot 0,25 o 4,00

IIpenen nomycKkaeMoro OTHOCUTETBHOTO CpeZIHero
KBaZpaTUIECKOr0 OTKIIOHEHUS Pe3yIbTaTOB H3MEPEHUS
KOHIICHTpallMKl HOHOB Kanmblusa Ca', %

5,0

Jlnarason usmepeHui KOHIEHTpall HOHOB Xiopa Cl,
MMOJIB/TT

oT 65,0 mo 140,0

Hpe,ueﬂ HOITYCKaeMOI'0 OTHOCUTEIBHOTO CpEeaHETrO

KBaJPaTHIECKOTr0 OTKIIOHEHHUS PE3yNbTATOB U3MEPEHHUS 5,0
KOHIeHTpauuu noHoB xyopa Cl~, %

Juanas3oH u3mepennit KOHIICHTpauy MIFoKo3sl Glu, MMOIe/1 ot 1,1 no 38,5
IIpenen HoOmycKaeMoro OTHOCUTEILHOTO CpEeIHETO

KBaZpaTHIECKOT0 OTKIIOHEHHS PE3YIETATOB U3MEPEHHUS 35,0

KOHIIEHTpaluy rmoko3sl Glu, %




[Tpomomxenue Tabnums 1

HaI/IMeHOBaHI/Ie, CAMHHUId U3SMCPECHHUA

3Hauenmne

Jlnana3oH wu3MepeHuM KOHIeHTpaluu JiakTara Lac, MMOJIB/1

ot 0,30 no 20,00

[Ipenen momycKkaeMoro OTHOCHTEIBHOTO CPETHETO
KBaJ[paTUUECKOr'0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHHUS
KOHIIeHTpaIuu jaktara Lac, %

5,0

Juana3zoH u3MepeHUid KoHUeHTpanuu kpeatuHnuHa CREA,
MKMOJIB/JT

ot 26,0 no 378,0

IIpenen nomycKkaeMoro OTHOCUTENBHOTO CPEIHETO
KBaJpaTHUeCKOI'0 OTKIIOHEHUS PE3yIbTaTOB U3MEPEHHUS
koHueHTparuu kpeatunnHa CREA, %

5,0

OcHOBHEBIE TEXHUYECKUE XAPAKTCPUCTHKHU U MCTPOJIOTMYCCKHUEC XapaKTCPpUCTHUKH, HE
OTHOCAIIHECA K 00s13aTeIBHEIM METPOJIOTHYIECKUM T‘pe6OBaHHHMZ IMpEACTaBJIICHEI B

Tabmuie 2.
Tabmnuma 2
HanMenoBaHue, eQUHALIA H3MEPEHHUS 3HavyeHue

Jrana3oH HOMUHAIBHBIX HAIPSKEHUIH ITUTAIOMIEH CETH or 100 10 240
IIEpEMEHHOr0 ToKa, B *
HomunHanpHas yacrora nuTaroliei cetu, ' * 50 - 60
YcnoBus SKCILTyaTalldH:
- IAala30H TeMIIEpaTypsl OKpyKarolero Bozayxa, °C * ot 15 1o 30
- OTHOCHUTEIIbHAS BIXXHOCTh OKPYKAIOIIero Bo3ayxa, % * 1o 85
["abaputHblie pasmepbr*, MM, He Goltee
- BBICOTa 51
- JUTAHA 215
- IIUpHHA 85
Macca*, r, He Oollee 860

SKCIICPTHU3EI XapaKTCPUCTHKA HC IIOATBEPIKAAIACh

* CornacHo pyKOBOJCTBY IIO AKCILTyaTalliH, IPY MIPOBEAECHUH METPOIOTUYECKOM

KomrmnekTHOCTE: IIpeacTaBJICHA B Ta6JII/H_Ie 3.

Tabmuma 3
HaunmenoBanue KonmuectBo
AHanu3aTop ra30B U AIIEKTPOIIUTOB KPOBH: CHCTEMA aHAIN3a KPOBU 1
epoc/epoc Blood Analysis System
CeTeBoli Kabenn 1
PyKOBOZICTBO 10 3KCILTYyaTaIlHH 1

MecTo HaHeCeHH 3HaKa YTBCPIKIACHUA THUIIA CPEACTBA H3MepeHHﬁZ
3HaK YTBCPKIOCHUWA THUIIA CpeaCTBaA I/I3MepeHHﬁ HAHOCHUTCA Ha THTYHBHBIﬁ JIUCT

(Ha cpencTBE H3MEPEHUN H/UIM Ha SKCILTYaTALHOHHOM JOKyMEHTALMH)

PYKOBOACTBA IIO OKCILTyaTalluH.




MeTtonrka moBepKu:
MILI'P 1135-2026 «Cucrema obecrieueHus eMHCTBA H3MepeHni PecyOmuku

(HanMEeHOBaHHE U HOMEP METOIHKH MOBEPKH)
benapychk. AHanM3aTOPEI I'a30B U 3JIEKTPOJUTOB KPOBH: CHCTEMA aHAJIN3a KPOBH
epoc/epoc Blood Analysis System. MeToauka HOBEpKI.

CBCI[CHI/UI 0 MCTOAHKAX (MGTOI[aX) HSMepeHHfII OTCYTCTBYIOT.
(HaMMEHOBAHUS B HOMEPA METOIMK (METOIOB) H3MEPEHHH)

HOpMaTI/IBHBIE IIPpaBOBEIE€ 4dKTEI, B TOM YHCJIC 00s3aTenLHEIE JJIA COGJ’IIOI[GHI/DI
TCXHUYCCKNEC HOPMATUBHBIC IIPABOBBIC AKThI, TCXHHYCCKUEC HOPMATUBHEIC IIPABOBEIC
aKkTBl B 00JIaCTH TEXHHUYECKOIO HOPMHUPOBaHWA W CTaHOapTHU3alWKd, JOKYMCHTEI B
00JIaCTH TEXHUYECKOTO HOPMHUPOBAaHUA W CTaHOApPTHU3aIlMH, HE ABJIAIOIIHUECH
TEXHUYICCKHMH HOPMATUBHBIMHU ITPaBOBBIMH aKTaMH, JOKYMEHTAUA IIPOMU3BOIUTEILI
HIIA TCXHHYECCKOC 3aJaHue€ 3adBUTEIII Ha METPOJOTHYECKYIO SKCIEPTHU3Y,
YCTaHaBIWBAarOIIHE Tpe6OBaHI/I5{ K THIIYy Cpe€IacTBa H3MCp€HPII’II PYKOBOACTBO IIO
OKCINIyaTaluu.

W peHTHOHUKAINS IPOrpaMMHOTO 06€ecIeUeH s : IpeIcTaBIeHa B Tabue 4.

(YKa3BIRAIOTCS BEPCHH MIPOTPAMMHOTO 0GECTICUEHHA)

Tabmua 4
W nesTHQUKaIMOHHOS HAUMEHOBAHHE Howmep Bepcuu I10
110 (mpeHTHOUKAITMOHHBIA HOMED)
epoc Host, He HIKe 3.40.0
epoc Reader, He HIKe 2.2.14.2
IIpousBonuTens:

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

(HauMEHOBAHUE IPOU3BOTUTENIS, €0 MECTOHAXOKICHUE)

3aKIFOYCHHE O COOTBETCTBHM YTBEP)KAEHHOTO THIIA CPEACTBA H3MEPEHHMI
TpeOOBaHMAM HOPMATUBHEIX NPaBOBBIX aKTOB, B TOM YHUCIE OOS3aTENbHBIM JUIS
COONIONEHUS] TEXHWYECKAM HOPMATHBHEIM IIPAaBOBLIM AaKTaM, TEXHHYECKUM
HOPMAaTHUBHBEIM IIPABOBBIM aKTaM B OOJACTH TEXHUYECKOTO HOPMHPOBAHHS MU
CTaHIApTU3allMM, [JOKyMEHTaM B O0OJAacTH TEXHWYECKOTO HOPMHPOBAHUS W
CTaHIapTH3aAlMK, HE SABIIONIUMCS TEXHUYECKUMH HOPMATHUBHBIMH IIPABOBLIMHU
aKTaMH, JOKyMEHTAlUU [IPOU3BOAUTENS WIH TEXHUYESCKOMY 3aIaHHI0 3asBUTEIIS Ha
METPOJIOTHYECKYIO JKCIIEPTU3y B OTHOIICHUU EIMHUYHOTO SK3EMILISpa CPEICTBA
U3MEPEHUH: aHAIM3aTOP Ta30B U JJIEKTPOJIUTOB KPOBH: CHCTEMa aHAIN3a KPOBH
epoc/epoc Blood Analysis System Ne 3284 / T1H11HL701385 cooTBeTcTByeT
TpeOOBaHUAM TEXHUYECKOW IOKYMEHTAI[MM IPOU3BOAMTENS (PYKOBOLCTBO IIO
9KCILTyaTallyn).

Tun cpencrsa u3MepeHU OTHOCHTCS K KaTeropuu (Kareropusm): I. 6.8 cormacHo
TIEPEYHIO KATErOPUI CPECTB U3MEPEHHUH, IPEACTABIISIONINX COBOKYITHOCTD CPEMICTB

H3MepeHI/1ﬁ OMWHAKOBOT'O0 Ha3HA4YCHUA, IIPUMEHACMBIX IIpu HU3MCPECHUAX B C(bepe
4



3aKOHOJATEIPHOM METPOJIOTUH, OK3EMIUIAPEl YTBEP)KIEHHOTO THUIIA KOTOPBIX
IOJIeXKAaT IOCYNapCTBEHHOH IOBEpKe C YCTAHOBIEHHOW B HEM IMEPUOIUYHOCTEHIO
(mpunoxenue K ITocranoBnenuto [0cyjapcTBEHHOTO KOMUTETA 110 CTAHIAPTU3AIMN
Pecny6nuku bemapycs ot 20.04.2021 Ne 39).

VYIIOIHOMOYEHHOE  IOPUAMYECKOE  JIMLO, TIPOBOJUBIIEE  METPOJIOTHYECKYIO
SKCIIEPTHU3Y B LEAX YTBEP)KICHUS TUIIA CPEICTBA H3MEPEHHUM:

PeCHy6JII/IKaHCKOC YHUTAPHOC NPCOAIIPUATHLC <<rp0,[[H€HCKI/II71 LCHTP CTaHAapTU3alluu
(monHOE HAMMEHOBAHNUE, MECTOHAXOKICHHE, TeNe(OH, JICKTPOHHEIH anpec)

METPOJIOTUHU U CEPTUDUKAITUI.

Pecny6suka benapycs, 230003, r. I'poaso, yn.06yxoBa, 3
Tenedon: +375 152 64-31-41

Qaxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IIpunoxenus: 1. @otorpadus oduiero Buga cpencTsa u3Meperuit Ha 1 aucre
2. Cxema (pHUCYHOK) ¢ yKa3aHWEM MecCTa [Ji1 HaHECeHHs 3Haka
IIOBEPKHU CPEeLCTBA UBMEPEeHUN Ha 1 uc

HupexTop
I'poguenckoro IICMC M.B. loit
(ZOMKHOCTD PYKOBOUTEIS I 3aMECTUTENS (momuce) (mHUnUANE!, GamMuInsL)
PYKOBOTUTENA YIIOJHOMOYEHHOTO FOPHIUICCKOTO ‘

NULA, TPOBOIUBLIETO HCIBITAHHUS B LETSX
YTBEPKICHHS TUIIA CPEICTBA U3MEPEHHHN)



IIpunoxenue 1
(oGs3arenpHOE)

Gororpagus ob1ero Buaa CpeACTBA M3MEPEHNAM
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Pucynox 1.2 — ®ororpadust MapKupoBKY aHAIM3aTOPa



Ipunoxenne 2
(obs3aTenpHOE)

CxeMa (PHCYHOK) ¢ yKa3aHHeM MecTa JJisS HaHeCEHHs 3HaKa IIOBEPKH CPeCcTBA
. ¥3MepeHuit |

lecto Ui HaHEeCeHUs 3Haka NOBEPKH (KISHMO-HaKIIEHKa )

Pucynox 2.1 - Cxema (pUCYHOK) € YKa3aHHEM MECTa ISl HaHECCHUSI 3HAKA [IOBEPKU



