T'OCYJIAPCTBEHHBIN KOMUTET JB3SIPKAVHBI KAMITAT
IO CTAHJIAPTU3ALIUHA TIA CTAHJAPTBI3AIIBII
PECIIYBJIMKHA BEJIAPYCH PACIYBJIKI BEJIAPYChH

CEPTUOUKAT 5
Ob YTBEP)KIEHUUN TUIIA CPEJICTBA N3MEPEHUI

Ne 20748 ot 1 okts6ps 2026 .

Cpok neiicTBust — 6eccpouHo

Hanmenosanue n 0603HaYeHNE AMHUIHOTO SK3EMIUIIPA THIIA CpeICTBA U3MEPEHMIA:
AHAJIM3aTOP Ta3oB M 3JIEKTPOJIMTOB KPOBH: CHCTEMAa AHAJIH3A KpoBH epoc/epoc Blood
Analysis System

3aBozckoif Homep: 3274 / TIH12HL900447

IIpousBoguTen:
«Epocal Inc.», Kananga

Bunazenen ceprudukara o6 yTBepKICHUM TUITA CPECTBA H3MEPEHHIL:
000 «BOM Hn:xennpunr», r. Munck, PecnyGanka Benapych

Mertoauka moBepku:

MILI'P 1135-2026 «Cucrema obecneveHusi eXMHCTBA n3mepenuii Pecny6inku Benapyce.
AHQJIM3aTOPBI Ia30B M 3J1EKTPOJIMTOB KPOBH: CHCTEMA AHAJM3A KpoBH epoc/epoc Blood
Analysis System. MeTroanka nosepkm»

MHTepBan BpeMeHn MeX /Iy rocy1apcTBEHHBIMH TI0BepKamu: 12 Mecsines

Tum  cpencts  u3MepeHuit  yTBEpXIEH IOCTAHOBIEHHEM | OCYHAapCTBEHHOTO KOMHTETA
1o crangaprusanuu Pecry6nauku benapycs ot 01.10.2026 Ne 114.

Y TBEpIKICHHDIHA €AMHUYHBIH SK3EMILIP TUIIA CPE/ICTBA H3MEPEHHIT PaspeLaeTes K IIPYMEHEHHIO
Ha Tepputopun Pecry6imkm bemapyck B COOTBETCTBHM C INpHIAracMbIM OIMCAHMEM THIIA
CPEJICTBA U3MEPECHHUIA. S

3aMecTUTEND Hpencena H.A.Kuciaeuko

) (vHuumManet, hpamunus)



IIpunoxxenue x cepTudukary
00 yTBEpXACHUH TUIIA
CpencTBa U3MEpPEHUI

OoT /. M‘_/é/l_«smj_ﬁ Nejoyys
OIMIMCAHUE TUITA CPEJICTBA U3MEPEHUI

HaumeHoBanue 1 0603HaUeHNE eMHUYHOTO K3EMILISAPA THIIA CPEICTBA H3MEPEHHIA:
AHanuzaTop razoB U 3JIEKTPOJIMTOB KPOBH: CHCTEMa aHaIM3a KpoBH epoc/epoc Blood
Analysis System

HaumenoBanue CAUMHUYHOI'O OK3EMILIApA THUIIA CPEACTBA H3M€pCHHﬁI
AHaJ'II/I3aTOp ra3oB H 3JIEKTPOJIUTOB KPOBU

OGo3HaueHne eMHUIHOTO SK3eMIUISApa TUIIA CPECTBA H3MEPEHHHA:
epoc/epoc Blood Analysis System

3aBOACKOI HOMep:
3274 / TIH12HL900447

Haznauenwe:

AHaJu3aTop ra3oB U 3I€KTPOIUTOB KPOBH: CHCTEMA aHAIIM3a KpoBH epoc/epoc Blood
Analysis System (nanee — aHanu3aTOp) NpeAHA3HAYEH [T U3MEPEHHS TAPAMETPOB
razoB kposu (pH, pCO:, O:), anexrpomutos (Nat, K*, Ca™, CI°), MeTraGomuToB
(T7r0K03a, TAKTAT, KPEaTHHHH) B apTepHaIbHOMN, BEHO3HOM, KAMIIIAPHOH KPOBH.

Onucanue:

KOHCTpYKTI/IBHO AHAJIN3aTOP BKIOYACT ABA KOMIIOHEHTA, O6’BGIIHH€HHBIX B OIHY
(xkpaTkoe u3noxenue HHPOPMALKK O KOHCTPYKLIMM M NPUHIMIAX JEHCTBUS

CUCTEMY KOTOPHBIE pa60Ta10T TOJIBKO BMECTE:
CpeiCTBa U3MEPEHUH, HHAEHTH()MKALIMOHHBIX JaHHBIX M COCOGAX 3aIUTEI BCTPOCHHOTO

- IIOPTAaTUBHOC yCTPOﬁCTBO €pocC Reader ¢ BO3MOXXHOCTEIO IIUTaHUS OT CETU WJIU C
/UM TIPUKIIATHOTO IPOTPAMMHOTO obecnieyenus (MPU HANTUMHH)

UTaHUEM OT aKKyMyJsitopa. IMeeT ciioT i ycTaHOBKH TecT-KapT epoc. KoTopslil
OCHAIICH BCTPOEHHBIM CKaHEPOM ILITPUXKOA, IEPEKITI0YaTelIeM BBOIa KapThl,
3JIEKTPOKOHTAKTHOM ITOBEPXHOCTBIO JJIsl 00eCTIeUeHUsI KOHTAKTA C CEHCOPHBIM
MOZyJIeM TECT-KapThl €pOC, aBTOMATUYECKON ITOJICUCTEMON TEPMOPETY IS,
KOTOpas 00ecreyrBaeT HarpeBaHue H3MEPHUTENbHOM 30HBI TECT-KapThl epoc JI0
ONTHUMAaJILHON TeMIEPaTypPEhl.

- CHIeUHAaTM3UPOBAHHBIA MOOHMIBHBINA KOMIIBIOTEP C YCTAHOBIEHHBIM IIPOrPAMMHBIM
npunoxenueM epoc Host. CesassiBaeTcs ¢ ycrpoiictBoM epoc Reader uepes
Bluetooth mo 6ecnpoBogHO# ceTr. PaccunThiBaeT 3HaU€HHUs 110 JAHHBIM CEHCOPOB,
IIepelaBaeMbIM yCTpoicTBOM epoc Reader. OToGpaXkaeT pe3yabTaThl TECTOB.




OO0si3aTesnbHbIe METPOJIOrHYECKUE Tp€6OBaHI/IH2 I[IPEACTaBJICHEBI B T3.6JII/ILIG 1.

Tabnnua 1

HaI/IMeHOBaHHe, CAUMHUILIa U3MEPECHUSI

3HaueHue

[ManasoH U3MepeHu# aKTHBHOCTH MOHOB BOfopoja, pH

oT 6,50 10 8,00

[Ipenen momyckaeMoro OTHOCHTEILHOIO CpeaHero
KBaJ[paTUYECKOr0 OTKIIOHEHHs PE3YIIbTaTOB U3MEPEHHUS
aKTUBHOCTH MOHOB Bonopoja, pH, %

5,0

Jlnanaszon usmepenuii mapLuanbHOro JaBIEHHUS yIIIEKHCIIOro
rasza pCO2, MM pT.cCT.

ot 5,0 mo 250,0

IIpenesn nomyckaeMoro OTHOCHTENEHOTO CPERHEro
KBaJIpaTUYECKOT0 OTKIIOHEHHS PE3YJIbTATOB U3MEPEHHS
[apUMaNIbHOro faBjieHus yriekucioro raza pCOz, %

5,0

/lnarnason u3MepeHui MapuuaiIbHOro MaBleHusT KHCIOpo/a
pO2, MM pT.CT.

ot 5,0 no 750,0

[Ipenen momyckaeMoro OTHOCHTENLHOTO CpeHero
KBaJIPaTUIECKOT0 OTKIIOHEHHs PEe3yJIbTATOB U3MEPEHHS
apuuajibHOro nasieHus Kuciopoaa pOz, %

5,0

Jlnanazon u3MepeHnii KOHIIEHTPAIIMH HOHOB HaTpus Na',
MMOJIB/JT

ot 85,0 no 180,0

Hpezleﬂ HAOITyCKa€MOro OTHOCHTEIILHOI'O CpeaHero

KOHIIEHTpalUKX HOHOB Kayust K, %

KBaZpaTH4€CKOro OTKIIOHEHUS PE3yJIbTATOB H3MEPEHHS 5,0
KOHIIEHTpaIlMX HOHOB HaTpus Na* %
Jranason u3MepeHuii KOHIEHTPAI[MH HOHOB KaJHs K*,

ot 1,5 1o 12,0
MMOJIB/JT
[Ipenen normyckaeMoro OTHOCHTEILHOTO CpeHero
KBaZpaTHIECKOro OTKIIOHEHHsI PE3YIbTATOB U3MEPEHHUS 5,0

Jlnana3oH usmepeHuit KOHIEHTPalUu HOHOB Kainbius Ca*t,
MMOJIL/TT

ot 0,25 o 4,00

[Tpenen nomyckaeMoro oTHOCHTEILHOTO cpeaHero
KBaZpaTHI€CKOT0 OTKIIOHEHUS PE3YJIbTATOB U3MEPEHHS
KOHIIEHTPaLMK HOHOB Kanbliusg Ca™, %

5,0

JnanaszoH usmepeHuit KOHIEHTpauuu HoHOB xJopa Cl7,
MMOJIB/ 1

ot 65,0 mo 140,0

Hpeﬂen HAOIIyCKaeMOIr'0 OTHOCHUTEJIBLHOTO CpeaHero

KOHLEHTpaUMH IIoko3sl Glu, %

KBaJ[paTIIECKOro OTKIIOHCHUS PE3yJIbTATOB U3MEPEHHS 5,0
KOHIEHTpanuu MoHoB xJopa Cl7, %

Jlnanazon uzmepeHwuii KOHIEHTpAUHX MIF0K036I Glu, MMOJIB/1 ot 1,1 mo 38,5
[Ipenen nomyckaeMoro oTHOCHTEIEHOIO CpemHero

KBaZpaTHIECKOro OTKIIOHEHHS PE3YJIBTATOB H3MEPEeHHS 5,0




ITponomxenue Tabauub 1
HaunMeHoBaHUe, eUHUIIA H3MEPEHMS] 3HayeHue

JluanazoH u3MepeHMi KoHueHTpauu jakrara Lac, Mmons/n | ot 0,30 mo 20,00

IIpenen 1oy cKkaeMOro OTHOCHTENBEHOTO CPEIHEO

KBaZpaTH4eCKOIr'0 OTKIOHEHUS Pe3yJIbTaTOB U3MEPEHHUS 5,0
KOHIIeHTpaluu JakTara Lac, %
Jnanazon wu3MepeHHil KoHUeHTparuu kpeatuauHa CREA,

ot 26,0 1o 378,0
MKMOJIB/J
Ipenen nomyckaeMoro OTHOCHTENBHOTO CPEIHETO
KBaJIpaTHY€CKOr0 OTKIOHEHUS Pe3yJIbTaTOB U3MEPEHUS 5,0

KoHleHTpanuu kpeatnanaa CREA, %

OCHOBHEIE TEXHUYECKUE XapaKTEPUCTUKU U METPOJIOTHYECCKHUE XapaKTEPUCTUKH, HE
OTHOCSAIIHUECA K 00s13aTeIbHLIM METPOJIOTHYCCKHUM TpGGOBaHI/ISIMZ MMpeaCTaBJIICHLI B

Tabnue 2.
Tabnuma 2
HaymMmeHoBaHue, equHUIA H3MEPEHUS 3HaveHue

JlMana3oH HOMUHABHBIX HANPSHKEHUI MUTAIOIEH ceTr ot 100 110 240
IIEpEMEHHOro ToKa, B *
HoMmuHnansHas gyactoTa nuraromei cetu, [y * 50 - 60
YcnoBus 3KCILTyaTalUu:
- luana3oH TeMIIEpaTyphl OKpY Karolero Bo3ayxa, °C * ot 15 no 30
- OTHOCHUTEJIbHAs BIAXXHOCTh OKPYXKAIOIIEro Bo3ayxa, %o * 1o 85
I"abapuTHble pasmepsr*, MM, He GoJee
- BBICOTA 51
- JJIMHA 215
- IIMpUHA 85
Macca*, r, He 6oiee 860
* CoracHO pyKOBOJCTBY II0 9KCIUTYaTalluy, TIPU TIPOBEAEHUH METPOJIOTHYECKOi
OKCIIEPTU3BI XapaKTEPUCTHKA HE IOATBEPIKIAIACE

KoMmiekTHOCTb: npeacraBJICHA B Ta6JII/II_Ie 3.

Tabnuma 3
HaumeHnoBanue KonnuecTBo
AHanusatop ra3oB U 3JIE€KTPOJIUTOB KPOBU: CHCTEMA aHAIN3a KPOBH 1
epoc/epoc Blood Analysis System
CeteBoii xkabenp 1
PyKoBOACTBO 10 3KCITyaTanuu 1

MecTo HaHeceHHs 3HaKa YTBEPXKACHUA THUIIA CPEACTBA H3MepeHHﬁI

3Hak YTBEPXKIOCHUS THIIA CpEACTBaA HBMCPCHHﬁ HAHOCHUTCA Ha TI/ITyJ'[I:HI:Jﬁ JIUCT
(na cpeacTBe N3MEPEHHUIA M/ Ha IKCILT ATAMOHHOMN JOKYMEHTAIUM)

PYKOBOACTBA I10 3KCILIyaTaluu.




Meronvka noBepKH:
MILI'P 1135-2026 «Cucrema obecnieyeHs eIMHCTBA H3MepeHuii Pecrry6nuku

(HauMeHOBaHME M HOMEP METOJMKH ITIOBEPKH)
Benapycr:. AHaJIH3aTOpBI Ir'a30B U SJICKTPOJIUTOB KPOBH: CUCTEMA aHaJIN3a KPOBU

epoc/epoc Blood Analysis System. MeToauka moBepKkm».

Ceenenust o MeToukax (MeTOIaX) H3MEPEHHUM: OTCYTCTBYIOT.

(HauMEHOBAaHHUS M HOMEpPA METOAMK (METOJI0B) U3MEPEHHIA)

HOpMaTHBHLIe IIpaBOBEIC AaKThI, B TOM 4YHCIIE 00s3aTeIbHbIE JJIs1 CO6JIIOI[CHI/IH
TEXHUYCCKNE HOPMATHUBHEBIC IIPABOBBIC aKThl, TCXHUYECKHE HOPMAaTHUBHBIC IIPAaBOBEIC
aKTbl B 00JIaCTH TEXHHUYECKOIO HOPMHPOBaHUA W CTaHAAPTHU3alUH, JOKYMCHTHI B
00JIaCTH TEXHHUYECKOTO HOPMHUPOBaHUsI W CTaHOApPTHU3AllMH, HE SBIIAIOLIUECS
TEXHUYCCKUMHU HOPMATUBHBIMHU IIPABOBBIMH aKTaMH, AOKYMCHTALUs IIPOU3BOAUTEIIA
WK TEXHHUYCCKOE 3aJaHue€ 3asdBUTEIII Ha METPOJIOTHUYECKYIO 3KCIEPTHU3Y,
YCTaHaBJINBarOIIHUE Tpe6OBaHI/ISI K THIIy Cpe€lacTBa HBMGPCHHﬁI PYKOBOACTBO IIO
JKCINTyaTallyuu.

W peHTuduKanys mporpaMMHOTo o0eclieyeHus: MpeicTaBleHa B Tabmuie 4.
(YKa3BIBAIOTCS BEPCHH IIPOrPaMMHOTO 06ecTedeHus)

Tabnuma 4
W neHTHGUKAIMOHHOE HAUMEHOBAHUE Howmep Bepcuu I10
110 (uneHTUOUKAIMOHHBIM HOMED)
epoc Host, He HiKe 3.40.0
epoc Reader, He HmKe 2.2.14.2
IIpousBoauTens:

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

(HaMMeHOBﬂHHe MPOU3BOAUTEIISA, €I0 MCCTOHaXO)KIlCHHC)

3aKif0YeHue O COOTBETCTBUM YTBEP)KAEHHOTO THIIA CPEACTBA M3MEpeHHMit
TpeOOBaHMSAM HOPMATUBHBIX INPAaBOBBHIX aKTOB, B TOM YHCIle OOS3aTeNBHBIM IS
COONIONEHNs] TEXHWYECKHM HOPMATUBHHIM MPABOBBIM aKTaM, TEXHUYECKHM
HOPMAaTUBHBIM MPABOBBIM aKTaM B OOJIACTH TEXHUYECKOTO HOPMHUPOBAaHUS M
CTaHAAPTH3AIMH, JOKYMEHTaM B O0OJacTH TEXHUYECKOrO0 HOPMHPOBAHHS M
CTaHAAPTH3AIUK, HE SBISIOLUMCS TEXHUYECKUMH HOPMATHBHBIMH IPAaBOBBIMH
aKTaMH, JOKYMEHTAllMK NPOU3BOAUTENS MIIM TEXHUIECKOMY 3aaHUIO 3asBUTEN Ha
METPOJIOTUYECKYIO IKCIEPTH3Y B OTHOLICHHU EIUHHUYHOIO SK3EMIUIIpa CpeNCTBa
U3MEPEHHIA: aHAIU3aToOp ra3oB U 3JIEKTPOJIUTOB KPOBH: CHCTEMA aHAIN3a KPOBU
epoc/epoc Blood Analysis System Ne 3274 / T1H12HL900447 cooTBeTCTByeT
TpeOOBaHUAM TEXHUYECKON [NOKYMEHTAlWM MPOM3BOAMTENS (PYKOBOACTBO IIO
3KCILTyaTalum ).

Tun cpencrsa u3MepeHHt OTHOCUTCS K KaTeropuu (kareropusm): 1. 6.8 coraacHo
IIEPEYHIO KaTeropuil CPeACTB U3MEPEHNUH, IPEACTABIISIONINX COBOKYITHOCTD CPEICTB

U3MEPEHUH OJMHAKOBOIO HAa3HAYEHUS, NMPHUMEHSIEMBIX IpU HU3MEpPEeHusiX B cdepe
4



3aKOHOJIATENIbHOM METPOJIOTHH, 3K3eMIUIIPHl yTBEP)KISHHOTO THIIA KOTOPBIX
NOJIEXKaT rOCyJapCTBEHHOH MOBEPKE C YCTaHOBIIEHHOW B HEM IMEPHOIUYHOCTHIO
(nmpunoxenne k ITocranoBnenuo ['ocyqapcTBEHHOr0 KOMHUTETA 110 CTaHJAPTH3AIMH
Pecmy6nuku Benapycs ot 20.04.2021 Ne 39).

VYIIOJIHOMOYEHHOE  IOPUAWYECKOEe  JIMIO, IPOBOJUBIIEE  METPOJOTHYECKYIO
9KCIIEPTHU3Y B LIEJIAX YTBEPXKICHUS THIIA CPEICTBA U3MEPEHUI:

Pecnry6iukanckoe yHuTapHOe npeanpustue «I"poJHEHCKUH IIEHTp CTaHAapTH3ALUH
(nonHOE HAMMEHOBAHUE, MECTOHAX0XK/ICHHE, TeNE(OH, INEKTPOHHEIIH anpec)

METPOJIOTUH U CePTUDUKALIAM.

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

Paxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

Ipunoxenus: 1. @oTorpadus obmiero Buaa cpeacTsa u3Mepenui Ha 1 mucre
2. Cxema (pPHCYHOK) C yKa3aHHEM MeCTa Ui HaHECEHHs 3HaKa
IIOBEPKH CPEACTBA U3MEpeHUi Ha 1 Jmcre.

HupexTop "
I'pognenckoro IICMC M.B. I'oi
(TOMKHOCTD PYKOBOJUTENSA HIIM 3aMECTHTES (nonnuc’x,) (MHULMANEL, (haMHIKs)

PYKOBOJMTES YIIOJHOMOYEHHOTO IOPHAMIECKOrO 4
JIM1a, TPOBOAMBLIETrO UCMIBITAHHUS B LIEIAX
YTBEPXKAEHHUS TUIIA CPEACTBA HIMEPEHHUIA)



ITpunoxenue 1
(o0s3arenbHOE)

®ororpadus 00mero BUAa CPEACTBA N3MEPEHHIA

Pucynok 1.2 — ®ororpadust MapkupoBKH aHaIH3aTOPa



Ipunoxenue 2
(ob6s13arenpHOE)
Cxema (PUCYHOK) ¢ yKa3aHMEM MeCTa [l HAHECEHUs 3HAaKa TIOBEPKH CPEHCTBA
WU3MEpPEHMI

€CTO JUld HAHECEHUSI 3HAKA ITOBEPKHU (KIIEUMO-HAKIIeHKA )

Pucynoxk 2.1 - Cxema (pHCYHOK) ¢ yKka3aHHeM MECTa /ISl HAHEeCSHUS 3HAKA TOBEPKHU



