I'OCYJAPCTBEHHBII KOMUTET JB3SIPAKAVHBI KAMITIT

IO CTAHIAPTH3ALINA TIA CTAHJTAPTBI3ATIBIT
PECIIYBJIMKH BEJAPYChH PICIYBJIKI BEJAPYCH

CEPTU®UKAT .
Ob YTBEPKJTEHNU THUIIA CPEACTBA U3MEPEHUU

(:[B Ne 20751 ot 1 oxTsa6pst 2026 T.

Cpok neiicTBus — 6eccpouHO

HanmvenoBanue u o60o3HaueHue CAMHUYIHOI'O DK3EMILIApPa TUIIA CPEACTBA HSMepeHHﬁZ

AHAMHM3aTOP Ta30B H JJEKTPONMTOB KPOBH: CHCTEMAa aHa M3a KpoBH epoc/epoc Blood
Analysis System

3aBoxackoil Homep: 24022 / 17331521400158

IIpousBoauTENb:
«Epocal Inc.», Kanana

Bragenen ceprudukata 00 yTBEpKICHUN TUITA CPEACTBA H3MEPEHUIA:
000 «BOM HukeHupUHI», I. MuHCK, Pecnybinka Benapycn

Metoarka IOBEPKU:
MILI'P 1135-2026 «Cucrema obecnedyenusi exmHcTBa n3Mepenuil Pecny6inkn Bemapycs.

AHaIM3aTOPBI I'a30B M 3JEKTPOJHTOB KPOBH: CHCTEMa aHaJW3a KpoBH epoc/epoc Blood
Analysis System. MeToauka nmoBepku»

MnTepparn BpeMeHH MEKIy OCYIapCTBEHHBIMUE [TOBEpKaMu: 12 Mecsiues

Tum  cpencTs  m3MepeHM YTBEp)KIEH IOCTAHOBICHHEM I OCYOapCTBEHHONO KOMUTETA
110 crannapTusanuu PecrryOnuku benapyck ot 01.10.2026 Ne 114,
YTBEPXKIECHHBIA €AMHUYHBIN SK3EMIULIP TUMA CPEICTBA M3MEPEHMUM pa3peIaeTcs K IPUMEHEHHIO

Ha Teppuropun PecryOnuku bemapych B COOTBETCTBMM C IIpMIaraéMbIM OIIMCAHHMEM THUIIA
CpelCTBAa U3MEPEHUN.

3amecturens [Ipencengis N.A Kucnenko

(vHUIMANEl, GQaMuTHs)




ITpunoxenue x cepTUbUKATY
00 yTBepKIeHUH THIIA
CpeJlICTBa U3MEpPEHUH

0T/ oxczio 49202¢T. Ne g O35/
OTMUCAHUE TUIIA CPEJICTBA M3MEPEHUIA

HaumeHoBaHMe 1 0003HaUEHUE EAMHUTHOTO DK3EMIUISIPa TUIIA CPEICTBA U3MEPEHUI:
AHanu3aTop ra3oB U 3JIEKTPOJIUTOB KPOBU: CHCTEMa aHaln3a KpoBHU epoc/epoc Blood
Analysis System

HanmeHOBaHME €IMHUYHOTO SK3eMITISIPa THUIIA CPENCTBA U3MEPEHMIA:
AHanu3aTop razoB U 3JIEKTPOIIUTOB KPOBH

O6o3HaueHNe SOMHNYHOIO SK3EMILTAPA TUIIA CPENCTBA U3MEPEHHIA:
epoc/epoc Blood Analysis System

3aBOJICKOI HOMEP:
24022 /17331521400158

Hasnauenue:

AHann3aTop ra3oB U IEKTPOIUTOB KPOBU: CUCTEMA aHaIN3a KpoBu epoc/epoc Blood
Analysis System (manee — aHanIM3aTOp) MpeAHA3ZHAYEH IS M3MEPEHUS IIAPAMETPOB
razoB kpoBu (pH, pCO2, O2), snekrponuror (Na', K*, Ca™, CI"), meraboauros
(rmroko3a, TaKTaT, KPeaTUHWH) B apTePHABHOM, BEHO3HOM, KAMILIIPHON KPOBH.

Onucaunme:
KoHCTpYKTHBHO aHAJIM3aTOP BKIIOYAET J1BA KOMIIOHEHTA, 00 beAMHEHHEIX B OJHY

(kpaTkoe M3M0KeHUEe HHPOPMALMH O KOHCTPY KLY U IPUHIUNAX JEHCTBUA

CUCTEMY KOTOpPbIe pabOTarOT TOJIBKO BMECTE:
Cpeacisa MfiMCpCHHﬁ, HH}ICHTH(I)HK'AIU/IOHHHX JaHHBIX H criocofax 3alUTEI BCTPOCHHOTO

- HIOPTaTUBHOC yCTDOfICTBO €poc Reader ¢ BO3MOXXHOCTELIO IUTAHUS OT CETHU WK C
H/WITH TIPHKTaIHOTO HPOTPaMMHOr0 oGecredenus (Ipy HalUIHH)

IUTaHUEM OT aKKyMyJsTopa. FiMeer cioT 11l YCTaHOBKH TecT-KapT epoc. KoTopsrit
OCHAIIEH BCTPOEHHBIM CKaHEPOM IITPUXKO/1a, IEPEKITIOYaTEIeM BBOA KapTH,
3JIEKTPOKOHTAKTHOM! OBEPXHOCTHIO JUIs 00ecredeHusT KOHTAKTa ¢ CEHCOPHBIM
MOJYJIEM TECT-KAPTHI €POC, ABTOMATUUYECKOH MOJICHCTEMON TEPMOPETYIISIIHH,
KOTOpas 00ecreunBaeT HarpeBaHue H3MEPUTENLHON 30HEI TECT-KAPThI €POC 10
ONITUMAJIFHOMN TeMIIepaTypEHL.

- CIIEIMAIM3UPOBAHHBIM MOOMIEHEIM KOMITBIOTED C YCTaHOBJIEHHEIM IIPOTPAMMHEIM
npunoxenueM epoc Host. CesizpiBaeTcs ¢ yeTporicTBoM epoc Reader yepes
Bluetooth o 6ecipoBosiHOM ceTr. PaccuuThIBaeT 3HAUYEHHS IO JaHHBIM CEHCOPOB,
epeaBaeMbIM ycTpoiictBoM epoc Reader. OTo6paxkaeT pe3yIbTaThl TECTOB.




OOGs3arensHEIe METPOJIOTNYECKUE TPEOOBAHMS: IPEACTABICHE! B Ta0uIe 1.

Tadnuna 1

HaI/IMeHOBaHI/IG, CAVWHNIA USMECPCHUA

3Hauenue

Jlnanason wu3MepeHMH aKTHBHOCTH HOHOB Bojgopoaa, pH

oT 6,50 1o 8,00

[Ipenen nommyckaeMoro OTHOCUTEBHOIO CPENHETO
KBaJIpaTUIeCKOro OTKIIOHEHHUS PE3yIbTATOB H3MEPEHMS
AKTHBHOCTHU MOHOB Bomopoja, pH, %

5,0

Jlnanasos u3MepeHni IapiuaibHOTO JABIEHUS YITIEKACIOTO
rasza pCO2, MM pT.CT.

oT 5,0 no 250,0

[Ipenen nomyckaeMoro OTHOCHTEIBHOIO CPEMHETO
KBaJIpaTUYECKOrO OTKIIOHEHUS PE3YILTATOB H3MEPEHHS
napluagbHOTO JaBieHus yraekucyioro rasa pCOz, %

5,0

Juarazon usMepeHui apIuanbHOrO JaBIeHns KACIOPOa
pO2, MM PT.CT.

ot 5,0 no 750,0

Ipenen momycKkaeMoro OTHOCHTEIBHOTO CPEHETO
KBaZpaTHYeCKOTO OTKIIOHEHHUS Pe3yIbTaTOB H3MEPEHMS
napluralbHOTO AaBileHus kuciaoposa pOz, %

5,0

JlnamazoH u3MepeHu KOHIIEHTPALlUl HOHOB HaTpus Na*,
MMOJIB/JT

ot 85,0 no 180,0

Hpe)len HAOITYCKAa€MOI'O OTHOCHUTEIBHOTI'O CpE€aHero

0
KOHIICHTpAaIlMi HOHOB Kanus K, %

KBaJIpaTHYECKOT0 OTKIIOHEHHUS PE3yIbTaTOB U3MEPEHU 5,0
KOHIICHTpaIlMX HOHOB HaTpust Na*,%
Huanazon usMepeHuii KOHIIEHTPAIMH HOHOB Kajust K+,

ot 1,5 10 12,0
MMOJIB/JT
IIpenen 1oy ckaeMoro OTHOCUTENLHOTO CPEIHETO
KBaZPaTUIECKOr0 OTKIIOHEHHMS Pe3yIHTaTOB H3MEPEHHS 5,0

Juanason u3smMepeHuit KOHIEHTPAIIME HOHOB Kambist Cat,
MMOJIB/JT

ot 0,25 10 4,00

IIpenen nomyckaeMoro OTHOCHTENEHOTO CPEIHETO
KBaZpaTHYECKOro OTKIOHEHHS PE3YIbTaTOB H3MEPEHHU
KOHICHTPpauuy HOHOB Kaubiwst Ca™, %

5,0

Jranason u3MepeHuii KOHIEHTPAI[IH HOHORB xnopa CI7,
MMOJTB/JT

ot 65,0 mo 140,0

Hpej:[en HOITyCKa€MOIr'0 OTHOCHUTEIIBLHOI'O cpe€aHero

KOHIIEHTpalUH TIroK035! Glu, %

KBapaTUIECKOI0 OTKJIOHEHHUS PE3yIbTATOB U3MEPEHUS 5,0
KOHIIEHTpaluu noHOB xJyiopa Cl7, %

[ranason u3MepeHu# KOHUEHTpAH [TI0K036I Glu, MMOTE/T | oT 1,1 no 38,5
IIpezen nomycKkaeMoro OTHOCHTENBHOTO CpEeIHEro

KBaJ[paTHIECKOTO OTKIOHCHHS PE3YNBTaTOB U3MEPEHUS 5,0




[Ipomomxkenne Tabmums! 1
HaumeHoBaHue, eqMHUIIA H3MEPEHUS 3HayeHue
Jvana3zoH HW3MepeHuH KoHIeHTparmu jakrara Lac, mmons/nm | ot 0,30 mo 20,00
IIpenen nomyckaeMoro OTHOCHUTENBHOTO CPESHENO
KBaJpaTHYECKOI0 OTKIOHEHUS Pe3yNbTaTOB U3MEPEHHUS 5,0
KOHIIeHTpanuu Jakrara Lac, %
Juana3zoH u3MepeHud KoHIeHTparwu Kpeatnauda CREA,
MKMOJIB/JT
IIpenen noryckaeMoro OTHOCHUTEIFHOI'O CPEIHETO
KBaJIpaTHYECKOI0 OTKIIOHEHUS Pe3yIbTaTOB U3MEPEHMUS 5,0
KoHleHTparuu kpeatuanaa CREA, %

oT 26,0 mo 378,0

OCHOBHBIE TEXHUYECKHE XapaKTEPUCTHKH U METPOJIOTUYECKUE XAPAKTEPUCTHKH, HE
OTHOCAINUECA K 0083aTeNbHBIM METPOJIOTHYECKAM TPeOOBaHUSIM: IPEICTABICHEI B
Tabmuie 2.

Tabmuma 2
HaumeHoBaHUe, enWHAIIA H3MEPEHHS 3HaueHHe

JMana3oH HOMUHATBHBIX HAIPSIKEHUH ITUTAOMEN ceTU ot 100 10 240
IIEpEMEHHOro Toka, B * ,
HomunaneHas gactoTta nuTarome cety, I'm * 50 -60
Y CIoBUS 3KCILTy aTaIliu:
- IWara30H TEMIIEPATyphl OKpyXKaromero Bo3ayxa, °C * ot 15 no 30
- OTHOCHUTEIIbHAS BJIaYKHOCTh OKPYIKAIOIIEro Bo3ayxa, % * 1o 85
["abGapuTHEIe pasmepsr*, MM, He Goiee
- BEICOTA 51
- INIAHA 215
- IIUPUHA 85
Macca*, r, He Ooiee 860
* CormacHo pyKOBOJCTBY II0 9KCIUTYaTAllMH, [IPU IIPOBEAEHIH METPOIOrHIECKOI
OKCIIEPTHU3BI XapaKTePUCTUKA HE IOATBEPIKIAIACH

KOMITIEKTHOCTB: IpeCTaBlIeHa B TaOIuLe 3.
Tabmuma 3

HaumenoBanue KonugectBo
AHanusaTop ra3oB ¥ 3JIeKTPOIUTOB KPOBU: CUCTEMA aHAIN3a KPOBU 1
epoc/epoc Blood Analysis System
CeteBoli Kabeib
PykoBOJICTBO 1O BKCILTyaTaluu

MecTo HaHeceHHs 3HaKa YTBEPIKIACHUA THUIIA CPEACTBA HBMGPGHHﬁI

3Hak YTBEPXKACHU THIIA CPESACTBA 1/13MepeH1/11?1 HAHOCHUTCS Ha THTYHBHBIﬁ JIUCT
' (wa cpencrse M3MEPEHUH H/UIM Ha SKCITYaTAMOHHON JOKYMEHTAIIHH)

PYKOBOACTBA IO OKCILIyaTalluu.




Metoauka moBepKu:
MILI'P 1135-2026 «Cuctema obeclieueHUs eIMHCTBA H3MepeHuii Pecry6mmkn

(HaMMEHOBaHHUE U HOMEP METOIHKH TIOBEPKH)
EGJ'IBPYCB. AHaJII/IBaTOpBI I'a30B U B3JIEKTPOJIMTOB KPOBH: CHCTEMA aHAJIM3a KPOBH

epoc/epoc Blood Analysis System. MeTonuka moBepKm.

CBG,Z[GHI/IH 0 METOAHKaxX (MeTOI[aX) H3MepeHHﬁZ OTCYTCTBYIOT.
(HaMMEHOBAHYSA M HOMEPa METOIUK (METOOB) U3MEPEHHIL)

HOpMaTI/IBHBIe IIpaBOBBIC aKTBI, B TOM YHCIJIE 00s13aTeILHBIE JJISL CO6JIIOI[€HI/I$I
TCXHUYCCKHE HOPMATUBHEIC IIPABOBLIC AKTHl, TEXHUYECKUE HOPMATUBHBIC IIPABOBEIC
aKTBl B 00JIaCTH TEXHUUYECKOTO HOPMHPOBaHUA- U CTaHOAPTHU3AIIUHA, JOKYMECHTHI B
00JIacTH TEXHUYECKOTO HOPMHPOBAaHUA W CTaHOAPTH3allMH, HE IABJIOIIAECH
TEXHUYCCKUMU HOPMAaTHUBHBIMHU IIPABOBBIMU aKTaMH, JOKYMCHTaIUA ITPOU3IBOOUTECILI
WK TCXHHUYCCKOEC 3aOaHuE 3adBHUTEIII Ha METPOJIOTUYECKYIO 3KCICPTHU3Y,
YCTaHaBIINBArOIIHEe Tpe6OBaHI/I5I K THUIIYy Cpe€IacTBa HBMCpeHHﬁI PYKOBOACTBO IIO
OKCINIyaTalluH.

HI[GHTH(l)HKaHHﬂ IporpaMMHOIO 00eCIIeUeH N IIpeACTaBJICHA B Ta6J'H/IHe 4,
(YKa3RIBAIOTCSA BEPCUH IPOTPAMMHOIO 0GeCTIEaeHH )

Tabmura 4
WNneaTuuKaImoHHOe HAaUMEHOBAHNE Homep Bepcuu 110
I10 (MOCHTHOUKAIIMOHHBIA HOMED)
epoc Host, He HIKe 3.40.0
epoc Reader, He HIXe 2.2.14.2
IIpousBoguTeEN®:

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

(HaI/IMCHOBaHHC TIPOU3BOIUTENS, ETO MGCTOHE.XO‘)KﬂCHI/IC)

3aKIOYeHHE O COOTBETCTBHH YTBEPXKIEHHOTO THIA CPEACTBA HM3MEPEHUIt
TpeOOBaHUAM HOPMATHBHBIX I[IPABOBBIX aKTOB, B TOM YHCIE OOS3aTeIbHBIM IS
COOMIONEHNs TEXHUYECKMM HOPMATHBHBIM IPABOBBIM aKTaM, TEXHHYECKHAM
HOPMAaTHBHBIM IIPaBOBBIM = aKTaM B OONaCTH TEXHUYECKOr0 HOPMHPOBAHHS W
CTaHAApPTU3allNY, [TOKYMEHTaM B OOJACTH TEXHHYECKOTO HOPMHPOBAHHS U
CTaHJAPTU3AINK, HE SBISIOMIMMCS TEXHUYECKUMH HOPMATHBHBIMH IIPaBOBLIMHU
aKTaMH¥, JOKyMEHTAIUK MPOMU3BOAUTENS] WIN TEXHUISCKOMY 3a[aHHUIO 3asBUTENS Ha
METPOJIOTHYECKYH0 SKCIIEPTH3Y B OTHOINCHWU E€IMHUYHOTO 3K3EMIUISpa CPENCTBa
M3MEPEHNH: aHaIM3aTop Ta30B M SIEKTPOIUTOB KPOBU: CHCTEMA AHAIM3a KPOBH
epoc/epoc Blood Analysis System Ne 24022 / 17331521400158 cooTBeTCTIBYeT
TpeGOBaHUAM TEXHHYIECKON [NOKyMEHTAl[Md IPOM3BOAUTENS (PYKOBOICTBO IO
SKCILTyaTallim).

Tum cpencrsa u3MepeHu OTHOCHTCS K KaTeropuu (KaTeropusM): I. 6.8 COrTacHo
TIIEPEYHIO KaTerOPUi CPENCTB U3MEPEHHH, IIPEACTABIIIIONINX COBOKYIIHOCTE CPEJCTB
M3MEPEHUN OJWHAKOBOIO Ha3HA4YeHHUs, NPHUMEHSEMBIX IIPU H3MEPEHHSAX B chepe
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3aKOHOZATENBHOM METPONIOTHH, OK3€MIUIIPHl YTBEP)KASHHOTO THIA KOTOPBIX
IIOJIIEIKAT I'OCYNapCTBEHHOM IOBEpKE C YCTAHOBIEHHOW B HEM IEPUOJUYHOCTHIO
(mpunoxxenne k Ilocranosnenuto [ocynapCTBEHHOTO KOMHUTETA [0 CTAHAaPTH3AIMH
Pecmybnukum benapycs ot 20.04.2021 Ne 39).

VIIONHOMOYEHHOE  IOPUAMYECKOe JIMIO, IPOBOMUBIIEE  METPOJOTHYECKYIO
9KCIIEPTH3Y B LEAX YTBEPXKICHUS TUIIA CPEICTBA U3MEPEHUI:

PGCHY6JII/IK3,HCKOC YHUTAPHOC NPECOIIPUATHE ((FpOI[HeHCKI/IfI OCHTP CTaHAapTHU3allhiH
(mOTHOE HANMEHOBAHUE, MECTOHAXOXKIeHHE, TenedoH, SMEKTPOHHEIH anpec)

METPOJIOTUM ¥ CEPTUOUKALIUI.

Pecny6imika benapycs, 230003, r. I'poasro, yin.06yxosa, 3
Tenedon: +375 152 64-31-41

Paxc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

Ipunoxenus: 1. @ororpadus obimero Buaa cpeacTsa U3MepeHni Ha 1 nucre
2. Cxema (pUCYHOK) C yKa3aHMEM MeCTa I HaHECEHWs 3HaKa
IIOBEPKHU CPENCTBA UBMEPEHUN Ha 1 JImcTe.

HupexTop
I'poguenckoro IICMC M.bB. I'oit
(DOMKHOCTE PYKOBOTUTENS Wi 3aMECTUTENS (HO,I[TIHCL)’ ! (vHMUKANEL, haMumms)

PYKOBOJUTENS YIIOTHOMOYEHHOTO IOPHIMUECKOrO
JMLA, IPOROJUBIIEIO HCIBITAHUS B HENSTX
YTBEPKAEHUS THIIA CPEICTBA U3MEPCHHUIA)



[Tpunoxenue 1
(o0s3arenpHOE)

Dotorpadust 06LIero BUa CpeNCTBA H3MEPEHAN

Pucynox 1.1 — ®otorpadus obimero Buna aHamsaropa
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Pucynok 1.2 - CDOTorﬁéq)wx MapKHAPOBKH aHAI3AaTOpa
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[Tpunoxenue 2

(o0s3arenbHOE)
Cxema (pHCyHOK) ¢ yKa3aHHEM MeCTa IJIsS HAHSCEHWS 3HAKa IOBEPKU CPENCTBA
A3MEPECHUIA ’

€CTO JUIsl HAaHEeCEHHUs 3HaKa MMOBEPKH (KIeHMo-HaKkIeHka)

Pucynoxk 2.1 - Cxema (pHCYHOK) ¢ yKa3aHHEM MeCTa JiJi HaHe CeHUS 3HAKA IIOBEPKU



