I'OCYIAPCTBEHHBII KOMHATET I3SIPKAVHBI KAMITIT

MO CTAHIAPTU3ALIIA TIA CTAHJIAPTBI3AIIGII
PECITYBJIMKH BEJAPYCH PICIYBJIKI BEJIAPYCH

CEPTUDHUKAT _
OBb YTBEPKJIEHWU TUITIA CPEACTB USMEPEHUU

No 18778 ot 21 masg 2025 r.

Cpoxk me#icTBusA: OecCpOUHBIH

HanmeHnoBaHue TUIIA CPENICTB U3MEPEHUIA:
AHaJm3aTop 3J1eKkTpoauToB aTomaTudeckniit NOVA 8 Ne N08595310

IIpowusBoauTens:
«NOVA Biomedical Corporation», Coenunennsbie IlITaTel AMepHKH

Brigan:
000 «JIa606uoTex», r. MuHck, Pecniybinka besapych

JIOKyMEHT Ha II0BEPKY:
MPE MILMH 4262-2025 «Cucrema o0ekcnedeHHsI eIHHCTBA H3MepeHHH Pecmy0umnku
Beaapycs. AHanu3aTop 37ekTpoanToB apTomatu4eckuii NOVA. Meroanka nmoBepKm»

MHTepBal BpeMEeHU MEXIy TOCYJapCTBEHHBIMHU [TOBEpKaMu: 12 Mecsimen

Tunm cpencTB wW3MepeHWM yTBEpKIEH IIOCTAHOBICHHEM [ OCYyIapCTBEHHOIO KOMMTETA
o crarnaptusaiuu PeciryOnuku benapych ot 21.05.2025 Ne 62

CpencrBa M3MEpeHMI ITAHHOTO THUIA CPEACTBA W3MEPEHHH, IIPOM3BOAMMBIE B IIEPHOJ CpOKa
OCHCTBUS  JaHHOTO  ceprudukara o0  YTBEpXKACHWM THIA  CPEICTBA  M3MEPECHHUI,
WIA YTBEP)KIEHHBIH THI EIMHHYHOTO OJK3EMIUIApA CPEACTBA M3MEPEHMI paspermarTes
K TpWMEHEHWI0 Ha Tepputopuu PecmyOnuku benapych B COOTBETCTBHU C IIPUIIaraeMbIM
OTIMICaHUEM THIIA CPEACTBA U3MEPEHUH.

3amecturens [Ipencenarens N.A KucieHko
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OIMMCAHUE TUITA CPEJICTB U3MEPEHII
IPUIOKEHIE K CepTU(UKATy 00 yTBEP KISHUH THIIA CPEICTB U3MEPEHUIA
OT 2/ e S 20 25T. Ne /2772

HanmenoBanue THIIA CpEACTB U3MEpEHNI u ux obo3HaUeHUeE:
AHanuzaTop 3J1eKTpoauToB aBToMatndeckuit NOVA & Ne N08595310

Hasnagenne u 06macTh MpUMEHEHHU:

AHamu3arop SJIeKTponauTos aBToMaruueckuii NOVA 8 Ne N08593310 (manee —
aHaIIN3aTop) NpeJHA3HAYEH I U3MEPEHNI aKTUBHOCTH HOHOB BOJOpOIa pH, 3J1EKTPOIUTOB
(K*, Na", nonmsuposanssiii Ca**, Mg™) B nensHo# KpoBH, I1a3Me ¥ CHIBOPOTKE KPOBHL.
O6nacTs mpUMeHeHNS — IPU 00eCIICUCHNY 3AIUTHI JKU3HU U 300POBES UeJI0BEKA, OKA3aHMU
MEIHIMHCKOM ITOMOLLH.

OnucaHue:

B ocHoBy paGoTel aHamm3aTopa TONOXKEH IIOTEHIIHOMETPHUECKUNA MeTon UIi
n3mepennsa pH u conepskanus noHoB K, Na*, nonmsuposannoro Ca™, Mg™ (uccnenosanue
SJIEKTPOIIUTOB C HCIIOJIE30BAHUEM COOTBETCTBYIOIUX HOHOCEIEKTHBHBEIX JJIEKTPOLOB U
3JICKTPOJIa CpaBHEHUS XJIOpcepeOpsaHoro). KOHCTPYKTUBHO aHaIH3aTOp BEIIONHEH B OpMe
MOHOGJIOKa, BKIIIOYAIOIIETO B ce0S MUKPOKOMITBIOTED, TPYOKH, HACOCHL JepKaTenb JJIs
BIIEKTPOJIOB, TPOGOOTOOPHUK st 3a6opa Hpel, OTCEKW I PEeareHTOB, BCTPOESHHbIH
TepmonpuHTep. Ha nepezHeli manemy Kopryca HaXOMUTCS SKpaH, HpeIHA3HAYCHHBIN Ui
BBIBO/Ia HH(pOpMAIMK 00 H3MEPEHUIX ¥ PEXXUMAaX pabOTh! aHAIU3ATOPA, a TAKXKE KIaBHATyDa,
OTCEK JIJIA 3arpy3KU UCCIIEeTyeMBIX 06pa3IloB.

‘MukpoxommeroTep ynpasnger paboToi ananuzaropa, o6ecreunuBas aBTOMAaTHUECKYIO
WIIH PY4HYEO KaJIMOPOBKY, U3SMEPEHHUE U JUATHOCTHKY COCTOSHUSA IIPUGOpa.

AHAJIM3aTOP UMEET BCTPOEHHOE IPOrpaMMHOE 0GeClieYeHre, KOTOPOe UCIOIB3YeTCs
JUIL  BBINIONIHEHHUS WM3MCPEHMI, IIPOCMOTpPa pe3yJIbTaTOB, W3MCHEHUSA HACTPOEUHEIX
[IapaMeTpoB U IPOCMOTPa MaMATH JaHHEIX.

Jata M3roropieHus 3amudpoBaHa B 3aBOACKOM HOMepe (3HAakd ¢ 4 1mo 6). 3Hak 4
KOJTUPYET MECSLL, 3HAKUA 5 U 6 — TOxI. .

®otorpaduu o0IIEro BUAA CPELCTB U3MEPEHUH [IPEICTABIEHE B IIPWIOKEHNH 1.

Cxema (pHUCYHOK) C yKa3aHHEM MecTa IS HAHECCHMS 3HAKa IOBEPKH CPEJCTB
U3MEPEHUH TIpesICTaBIeHa B MPUIIOKCHUH 2.

O6H3aTeHBHBIe MCETPOJIOTHYCCKHUEC Tp€6OBaHI/IHZ NMpCaCTaBIICHEI B Ta6JIHHC- 1.

Tabimua 1

HanmenoBanue 3HaueHue
1 .
N o s ot 105,00
Jnaraszon n3Mepenuit KoHIeHTpany noHoB HaTpus (Nat), MMOoIIb/m -
10 165,00
[Ipenen mormyckaeMoro OTHOCUTEIBHOTO CPEIHErO KBaApaTUUECKOT0 1.00
3

OTKJIOHCHUS IIpY U3MEPEHUN KOHIIEHTpauun noHoB HaTpusg (Na*), % _
J{ranason nsmMepenuit Konnenrparmu noHoB Kaus (K, mmons/n - | ot 3,00 10 7,00
[Ipemen oIy cKaeMoOro OTHOCUTENBHOTO CPEIHEro KBAAPATHIECKOrO 2.00

OTKJIOHEHUS IIPU U3MEPEHUHU KOHIIeHTpanuu nonos Kaywms (K1), % ’




[Iponomxenne TabmuIe! 1

1

2

Jrarna3oH u3MepeHuil KOHLIEHTpaluy noHoB Maraus (Mg™™), MMoIb/11

ot 0,38 10 2,00

I[Ipenen nomyckaeMoro OTHOCUTEIFHOTO CPETHEr0 KBaApaTHUECKOrO
OTKJIOHCHWsI IIPY U3MEPEHNH KOHIIEHTPALMK NOHOB Maraus (Mg*™),
MMOJIB/JI

2,00

Jlnamazon usMepeHnii akTUBHOCTH MOHOB Bomopoja (pH)

oT 6,60 1o 8,00

IIpenen 1oy cKaeMoro CpeHeTO KBaAPaTUIECKOr0 OTKIOHEHHUS TIPH
M3MEPEHUHN aKTUBHOCTH MOHOB Bojopoza (pH)

0,20

JlnanasoH u3MepeHni KOHIEHTPAIMH NOHOB HOHU3UPOBAHHOIO
kanpius (Ca™), Mmomns/1

ot 0,80 ):[b 2,20

Hpeﬂen AOITyCKaeMOI0 OTHOCUTEIIBHOTO CPEAHETO KBAAPATHUICCKOT0

OTKJIOHEHUS [IPU U3MEPEHNUH KOHIICHTPAINH HOHOB MOHU3UPOBAHHOIO 2,00
kaiprmst (Ca™), %
OCHOBHEIE =~ TEXHMYECKUE XApaKTEPUCTHUKH ¥  METPOJIOTUYECKHE  XapaKTEPUCTHUKH,

HE OTHOCSImUecS K 0043aTeIbHBIM MCTPOJIOTHYCCKUM Tpe6OBaHI/IﬂMZ IpEaCTaBJICHEBL

B Tadnue 2.

Tabmnuma 2
Hanmenopanne 3HavcHHe

VYcnoBus sKCITyaTarum*
JUara3oH TEMIIEPATyPhl OKPYIKaroIero Bo3ayxa, °C ot 15 mo 30
OTHOCHUTEIbHAS BJIAXKHOCTh OKPYIKAIOIIEro Bo3ayxa, %, He Oojee ot 10 mo 85
JlnanazoH HanpspKeHUM nuTaromnei cetu®, B ot 100 10 240
HomunaneHas yactora nuramomei cetu®, I'n 50/60
["abapuTHBIe pasMepsl*, MM, He Oolee 521x488x526
Macca*, xr, He 6oiee 41
*CormacHo JOKYMEHTAIUY IPOU3BOAUTENA. [Ipy IPOBEIECHUH METPOIOTHIECKOM SKCIIEPTU3EI
XAPaKTCPUCTHUKHU HE TIOATBCPKIAIINCH

KoMIIexTHOCTR: TIpeicTaBiiena B Tabnuiie 3.
Tabnuna 3

HaumenoBaHue KommgecTso
AHaJIA3aTop NEKTPoNUTOB aBToMaTuuecknit NOVA 8 Ne N08595310 1
PyKOBOJICTBO MOJIE30BATENS 1

MecTo HaHeceHus 3HaKa yTBEPXKICHUS TUIA CPEICTB M3MEPEHMI: 3HAK YTBEpKIECHNS TUIIA
CPENCTB M3MEPEHUM HAHOCUTCS Ha TUTYJIBHBIN JIMCT PYKOBOACTBA IONIH30BATEIIA.

IToBepka ocymectBisiercs mo MPB MILMH 4262-2025 «CucrteMa obecredeHns eINHCTRA
usMepennii PecryGiuku benapycs. AHamu3aTop SJIeKTpoiauToB aBToMarudeckuit NOVA.

MGTOI[I/IKa ITOBCPKH).
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Csenenns o MeToJuKax (METo/1aX) U3MEPEHUN: OTCYTCTBYIOT.

Texnuyeckne  HOPMATHUBHEIE  IIPaBOBBIE  aKTBl M TEXHUYCCKHAE  JTOKYMEHTEI,
yCTaHABIUBAIOTIHE:
TpeOOBaHUA K TUILY CPEACTB U3MEPEHUIA:

TEXHUYCCKAs JOKYMEHTAIMA IPOU3BOIUTEIS (PYKOBOJICTBO TTOJIE30BATEIA);
METOJUKY IIOBEPKU:

MPB MIL.MH 4262-2025  «Cuctema  o0ecriedeHMs  ©IWHCTBA  H3MEpPEHHMIA
Pecniy6nuku benmapyck. AHamm3aTop 2JIeKTpoiauTOB aBTOoMatudecknit NOVA. Meronuka
TIOBEPKUY.

IIepedeHb CpeCTB MOBEPKU: IIPEICTaBIeH B TabIuUIlE 4.
Tabmmra 4

HanmMmenoBanue 1 T CPCACTB IIOBCPKHU

Peructpatop TemiiepaTypsl u BIakHOCTH testo 174H

KoMIuteKT KOHTpOIBHBIX 00pa3IoB cocTara aiekTpoiautoB Kposu NOVA Control 1, 2

(2 ypoBH#), npoussozacTBa «NOVA Biomedical Corporation», Coenunennsie I1ITaTs
Amepukn

Ilpumeuanme — JlomyckaeTcd IPUMEHATH JPYTHE CPEICTBA IIOBEPKH, OOECIECYHBAIOIIIE
OIpeleNICHINE METPOIOINYECKUX XapPAKTEPUCTHK ¢ TpeOyeMOoi TOUHOCTEIO.

Vnentudukanus IporpaMMHOTO 00eCIIeYeHUS: TIpejICTaBIeHa B Ta0JmIle S.

Tabmuua 5
Howmep Bepcuu 110
Wnentudukanmonnoe Hanmenopauue 110 P BEPCHE ©
(uneHTHOUKATTMOHHLIN HOMED)
- 2 08

3aKJIFOYEHNE O COOTBETCTBUM YTBEP)KIACHHOTO THIIA CPEACTB M3MEpEHUi TpeOOBaHMAM
TEeXHUYECKHX HOPMATUBHEIX IIPABOBBIX AaKTOB W/WIM TEXHHYECKON JTOKYMEHTAIIUU
IIPOU3BOAMTEINSA, a TaKKe TEXHHYECKOMY 3aJaHUIO 3asBUTEISI Ha METPOJIOTHUECKYIO
OKCHIEPTU3y B OTHOIICHWH EAMHUYHOTO OSK3EMIULIpa CPENCTBa H3MEpPEHHU: aHAIU3aTop
9IeKTposuTOB aBToMarndeckuii NOVA 8 Ne N08595310 coorBercTByeT TpebGoBaHMIM
TEXHUYECKOU JOKYMEHTAllUX [IPOU3BOAUTENS (PYKOBOICTBO MOJIH30BATEIN).



IIpousBonurens cpeAcTB U3MEPEHMI

«NOVA Biomedical Corporation», Coequnennsie [lITatsr AMepuku
200 Prospect Street, Waltham, MA 02254, USA

VYII0JIHOMOYEHHOE IOPpHARYCCKOC  JIMIO, I[IPOBOJUBIICEC  HMCIOBITAHUA  CPEACTB
I/I3MepeHHP’I/NISTDOHOFI/IqGCKVIO IKCIICPTUIY SAUHUIHOI'O DK3EMILIAPA CPEACTB U3MEPEHUN

PecyGnukanckoe yHuTapHoe mpefnpuitie «BemopyccKuil rocynapCTBEHHBIHN
MHCTUTYT MeTposiorum» (beal IM)

Pecmy6nuka benapycs, 220053, r. Munck, CTapoBWIEHCKUIA TPaKT, 93
Tenedon: +375 17 374-55-01

(akc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxenna: 1. @otorpaduu obmero Buaa CpencTB U3MepeHuii Ha 1 nucTe.
2. CxeMa (pHCYHOK) ¢ yKa3aHHEM MeCTa Ui HAHECCHMS 3HAaKa MOBEPKU
CpEJICTB U3MEpeHnH Ha 1 nucre.
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IIpunoxenue 1
(o0s13aTenpHOE)
@otorpaduu ob11ero Buma CPEACTB UIMEPEHMUIA

. S, o

Pucynok 1.1 — @ororpadus obimero Buna aHaIu3aTopa JIEKTPOTUTOB aBTOMATHIECKOTO

PucyHnok 12 q)gTorpa(bﬁ;i_MéapKHprdiaKn aHam/IisiéTopa 3J'I€KATP&]II/ITOBVé:B”VFV();/VIé,’;I‘I/IT-IeCKOFO
NOVA 8 Noe N08595310



[Ipunoxenue 2
(obs13aTENBEHOE)
CxeMa (pUCYyHOK) C yKa3aHUEM MecTa IJI HAaHeCCHMS 3HaKa MOBEPKY CPEICTB U3MEPEHHIA

MecTo AN HAaHSCEHMS 3HaKa
norepku (60KOBAS UK UIEBAS
MIOBEPXHOCTH)

Pucynox 2.1 — Cxema (pUCYHOK) C yKa3aHUEM MeCTa JIJisl HAHECEHUs 3HaKa TIOBEPKH

HpI/IMe'-IaHI/IG — 3Hak IIOBEPKH MOXKCET HAHOCUTHCA Ha CBHACTCIIECTBO O IIOBEPKE.
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