T'OCYJAPCTBEHHBIT KOMUTET JB3SIPIKA YHEI KAMITOT

ITIO CTAHJAPTU3 AT ITA CTAHJAPTBI3AIIBIT
PECITYBJIMKHA BEJIAPYCH POCITYBJIIKI BEJIAPYCh

CEPTUQUKAT )
OB YTBEPXKJIEHIH TUIIA CPEJCTBA M3MEPEHUIA

Ne 20717 ot 21 centsa0ps 2026 .

Cpox zeticTBus — 6eccpoyHO

HanmenoBanue u 0003Ha4eHIE €AUHIYHOTO SK3EMIUISIPa TUIIA CPENCTBA H3MEPEHMIA:
Ananuzatop mouu LabUMat 2

3aBoxckoit Homep: UPA08200616

IIponsBoauTENb:
«77 Elektronika Muszeripari Kft.», Benrpus

Branerner ceprudukara 06 yTBEPKACHUHN TUIIA CPEICTBA U3MEPEHMIL:
000 «benHctMennka», r. Munck, Pecny6iauka Benapyen

Mertonvka OBEPKU:
MPB MII.4011-2024 «Cucrema obecnedeHHs eIMHCTBA u3Mepenuii Pecy6aukn Benapycs.
Ananmusatopsl Mmoun LabU. Metognka nosepkm»

VHTepBa BpEMEHH MEX/Ly FOCYAapCTBEHHBIMU [I0BEpKaMu: 12 MecsieB
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YTBEpXKACHHBIN €AMHUYHBIH SK3EMIUIAP THIIA CPECTBA U3MEPEHHH Pa3PENTaeTcs K IPUMEHEHHIO
Ha Tepputopun Pecrmybivku bemapych B COOTBETCTBMM C IIpHJIaraeMBIM OIIMCAHHEM THIIA
CPELCTBA U3MEPEHHUH, [
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[Tpunoxenue K cepTUDUKATY
00 yTBEPKICHUHU THTIA
CpencTBa U3MEPEHUN

orAS Leuesio g0 2024 T.
Ne A FFF

OINCAHUE TUIIA CPEJICTBA U3MEPEHUI

HawnmenoBanue 1 0003HaYeHHE €IUHUYHOTO SK3EMITISIpa THIIA CPEACTBA U3MEPECHUMN:
Amnamuzatop moun LabUMat 2
HanmMmeHnoBaHue e IMHIYHOTO YK3EMIUISIpa TUTIA CPEACTBA M3MEPEHUN:
AHanuzaTop MouH
O6o3HaueHNe eAMHUYHOTO IK3eMIUIsIpa THUTIA CPeACTBA M3MEPEHUI:
LabUMat 2 '
3apoackoit Homep: UPA08200616
Haznauenue:
Ananmzarop moum LabUMat 2 Ne UPA08200616 (mamee - aHamm3aTop)
Ipe/Ha3HaueH I KOJMYECTBEHHOIO M3MEpEeHHs MOoKasaTeledl B o0paslmax MOYH C
HCIIOJIB30BaHUEM TECT-TIOJIOCOK ITPH JWMArHOCTHUKE in Vitro.

Ommcanue:

IMpuHnMn wW3MepeHus aHalIM3aTOpa OCHOBAaH HA METONE OTPaKaTeIbHOU
doromerpun. TecT-mojOCKa, CMOYEHHas B HCClIeAyeMoM o0pasle MouH,
IIOMEIIAeTCs TIOJT ONTHYECKYI0 M3MEPUTEIBHYIO TOJIOBKY. 3aT€éM Ha TE€CTOBBIEC 30HBI
IIOJIOCKA CBETOMUONAMH H3IIy4aeTCsS CBET C OIpeJeIeHHON IIMHOM BOJIHBI M
OTpa)kKeHHBIH ylaBiuBaeTcs Goronerekropamu. [lomydeHHbIN cUrHan npeodpasyeTcs
B IIUGPOBOM U TIepelaeTcsi B MUKPOIIPOIIECCOP, KOTOPBIA BBIIOIHIET BBIYUCICHUSL U
Jlajiee BBIBOJIUT PE3YJIbTAT HA BCTPOSHHBIA TACILIEH.

AHamu3aTop MMeeT BCTpOeHHOe IporpammHoe obecredenue (mamee - 110),
HCIIONB3yeMOE IS YIIpaBJIeHUs BHYTPEHHUMH pabouuMu mpolieccamu, o0paboTky,
XpaHeHUsI, MHAWKAIIMHI U Tiepeaadu pe3ynsraToB uaMepernuit. [10 unertudunmpyercs
IIyTEM BBIBOJla HOMepa BEPCHH Ha dKpaH MOHHTOPA, MMEET IpOorpaMMHBIE CPEICTBa
3aIUThI OT CTOPOHHETO BMEIIATEIbCTBA.

O0s3aTeNbHBIE METPOJIOTHYECKHE TPEOOBAHMUS: TIpeICTaBIeHBI B TabmuIe 1.

Tabnuna 1
HanmeHnoBaHME XapaKTepUCTUKH, EAUHULA BETUYUHEL 3HadeHue
Jnanazon u3mepenuit pH ot 4 1o 9
JlomyckaemMoe ~ 3HaueHHE  OTHOCHUTEIBHOTO  CPEITHETO
kBampatudeckoro  orknoHeHus (OCKO)  pesymnbraroB 10,0
mmepenut pH , %




Oxonuanue TabauIs 1

HanMeHnoBanMe XapaKTEpUCTUKH, €AUHULIA BETUUUHBI 3HaueHHe
Jnama3zon u3MepeHuil CYeTHOM KOHIIEHTPALMM 3PUTPOIUTOB
i 1 ot 0 mo 330

(RBC), Mk
Homyckaemoe 3HAYEHUE OTHOCHUTEIBHOTO CpEIHETO
kBagparndeckoro  otkionenus  (OCKO)  pesymnbraToB 40,0
M3MEPEHHH CUSTHOM KOHIIEHTPAIUK SPUTPOIIUTOB, Y0

Vara3oH W3MEPEHUN CYETHOW KOHIIEHTPAIllUU JIEMKOIMTOB
A 1 P HerTpan = ot 0 mo 550
(LEU), Mxx
Homyckaemoe 3HA4YECHUE OTHOCHUTEIBHOTO CpeIHEro
kBagpatmdeckoro  orkioHeHmss  (OCKO)  pe3ynbraToB 50,0
M3MEPEHUN CUETHOU KOHIIEHTPALWH JIEHKOIIUTOB, Y0

OcHOBHEBIE TeXHUYECKHE XapaKTCPUCTHUKH U METPOJIOTHYCCKUE XAPAKTCPUCTHUKH, HE
OTHOCAIIHECA K 00s13aTeIbHEIM METPOJIOTHYCCKHUM Tpe6OBaHI/UIMI npeaACTaBIICHBI B

Tabmme 2.
Tabmauma 2
HammeHoBaHMe XapaKTepPUCTUKH, €AUHHUIA BETMYUHBI 3HayueHue
JIlvanazoH HaNpsOKEHUS MUTAHUS CETH IepeMeHHoro Toka*, B ot 100 mo 240
JIlmama3oH 9acTOTEI MHTaoIeH cetn™, 111 oT 50 mo 60
HomMmunansHOe HanpsKEHUS TUTAHUS TIOCTOSIHHOTO TOKa 12
(ot amantepa)*, B
ITorpebasemas momHocTh*, B-A, He 6omee 200
I"abGaputHbie pazmepsl (IIIXI'xB)*, MM, He Ooiee 600x560x640
Macca*, xr, He Oonee 55
VYcmoBus 3KCILTy aTaruu™:
- IWaIa3oH TeMIIepaTyphl OKpY Karolero Bo3ayxa, °C otT 15 mo 32
- IWaIa30H OTHOCUTEIHHOMN BIAKHOCTH OKPY KAIOILIEro ot 30 mo 80

BO31IyXa, Yo

XAapaKTCPHUCTHKA HE IIOATBECPKIAIACE.

® CorynacHo PYKOBOACTBY  IIONIB30BaTC/Id, IIpA TPOBEACHUHU METPOJT OTMYECKOM OKCIIEPTUSEI

KoMmIekTHOCTE: nmpeacTaBJICHA B Ta6J'II/IHe 3.

Tabmnuria 3
HaumenoBanue KomnuuecTBo
Anamuzarop moun LabUMat 2 No UPA08200616 1 T,
PykxoBoacTBO mMoJb30BaTEIIS 1 BK3.

MecTo HaHeCeHHs 3HaKa YTIBEPXKACHUA THIIA CPEACTBa H3MepeHHfIZ Ha TUTYJIBHOM

JIUCTE PYKOBOACTBA I1IOJIb30BATCIIA.



IToBepka oOCyIIeCTBISIETCsI B COOTBETCTBHH ¢ MPB MITL.4011-2024 «Cucrema
obecrieueHns eIMHCTBA M3MepeHud PecryGmuku Bemapycs. AHaM3aToOpsl MOYH
LabU. Metonuka moBepKm».

Ceenmenus 0 MeTonukax (MeTomax) M3MEpPEHHIl: METOIUKH (MeTomBI) M3MepeHui,
[NPAMEHSEMBIE COBMECTHO CO CpPEACTBOM H3MEPEHHUH, MPOU3BOMUTEIEM HE
YCTaHOBJICHHL.

HOpMaTI/IBHBIe IIpaBOBEIC A4AKTBI, B TOM YHUCJIIE 00s13aTeIbHEIE JJISL CO6.TIIOII€HI/I}I
TCXHUYCCKHE HOPMATUBHEIE IIPaBOBBIC aKTbI, TEXHHYECKHNE HOPMAaTUBHEIE IIpaBOBEIC
aKThl B 00JIaCTH TEXHUYECKOTO HOPMHUPOBaHUs W CTaHJapTH3alUHU, JOKYMEHTHI B
00JIaCTH  TEXHHUYECKOT O HOPMHUPOBAHUSI U CTaHlapTU3allii, HE IBISIOUIUECT
TCXHUYCCKUMH HOPMATHUBHBIMH IIPABOBBIMU aKTaMH, HAOKYMEHTAIUs IIPOU3BOJUTEIIS
Win TEXHHUYCCKOE 3aJaHue 3adBUTEIS Ha METPOJIOTHYIECKYIO  3KCIIEPTHU3Y,
YCTaHaBJ/INBArOIIHE TpE6OBaHI/15I K THITY CpeacTBa HSMGPCHHﬁI

PYKOBOACTBO IIOJIB30BaTEIIA;

TCXHHUYCCKOC 3aJaHUE 3asIBUTECIIS.

Wnentudukanus IporpaMMHOTO obecIiedeH s : IpecTaBlIeHa B Tabuue 4.

Tabnuna 4
WnenTudrkannoHHse JaHHEBIE 3HaueHue
Howmep Bepcuu (uaeHTHGUKANIHOHHEIN HOMep) T10 He HuxKe 3.1
[IpousBoaHUTENS:

«77 Elektronika Muszeripari Kft.» Fehervari ut 98. 1116 Budapest, Benrepckas
PecnyOmnuka.

3aIfOYeHHe O COOTBETCTBMM YTBED)KIAEHHOTO THIA CPENCTBA HM3MEpEHHt
TpeOOBaHUSIM HOPMATUBHBIX IIPABOBBIX AKTOB, B TOM UHCIE OOS3aTENbHBIM s
COONIONIEHNsT TEXHWYECKUM HOPMATHBHBEIM IIPABOBBIM aKTaM, TEXHHIECKAM
HOPMAaTHBHEIM IIPABOBBIM aKTaM B OOJAacTH TEXHHYECKOTO HOPMHUPOBAHHA U
CTaHJAPTHU3alMM, JOKYMEHTaM B OOJAacTH TEXHHYECKOr0 HOPMUPOBAHHUS U
CTaHIAPTU3alUX, HE SBISIONUMCSA TEXHUYECKUMHM HOPMATHBHBIMU IPABOBLIMH
aKTaMH, TOKYMEHTAIMU IIPOU3BOAUTEIS UIM TEXHUICCKOMY 3a[aHMIO 3asBUTENS Ha
METPOJIOTUYECKYI0 SKCIePTH3y B OTHOLIEHWH EIWHWYHOTO OK3EMIUIApa THUIIA
CPEeZCTBA U3MEPCHUMN: yTBEPIKICHHBIN THII CPEICTBA N3MEPEHUH « AHAIM3ATOP MOYU
LabUMat 2 Ne TUPA08200616» cOOTBETCTBYeT TpeGOBAHHSAM pYKOBOICTBA
TI0JTb30BATEISI C YYETOM TEXHUUECKOTO 3aaHuUs 3asiBUTEII.

Tumn cpencTsa H3MepeHHit OTHOCHTCS K KATETOPHH:

IIyrkr 6.8 cormacHo Ilepedns KaTeropwii CpeicTB M3MEpeHHH, IPENCTABISIOLINX
COBOKYITHOCTB CPEJCTB HU3MEPEHUH OIMHAKOBOIO HA3HAYECHHUS, NPUMEHSEMEIX IIPH
U3MEPEHUSIX B C)epe 3aKOHOAATENBHON METPOJIOTHH, SK3EMILISIPhl yTBEPKIEHHOTO
THIIA KOTOPBIX IOAJIEKAT TOCYIapCTBEHHOM IOBEpPKE C YCTAHOBJIIEHHOW B HeM
NEPUOSMIHOCTBIO (aHAIU3aTOPE! COCTAaBA M CBOMCTB GHONIOTMYECKUX CPEx).



VIONHOMOYEHHOE  IOPUAMYECKOE  JIMIO, I[POBOAUBINEE  METPOJIOIHYECKYIO
SKCIEPTHU3Y B LEJIX YTBEPKACHUS THUIIA CPEICTBA U3MEPEHNU:
PecmyOnuKaHCKOe yHUTapHOE MpeanpusaTve «bpecTckuil LEHTp CTaHAapTH3AIWH,
MeTposioriu W ceprudukanum», Pecmy6muka bemapycs, 224001, 1. bpecr,
yi. Kmkesarosa, 10/1, +375 162 580870, csm@csmbrest.by.

Ipunoxenue: 1. @ororpaduu obIIero BUAa CpefcTBa U3MEpPEeHUi Ha 1 mucTe.
2. Cxema (pUCYHOK) ¢ yKa3aHHEM MecTa JJi HaHECEHUs 3HaKa
TTOBEPKH CPENICTBA U3MepeHul Ha 1 mucre.

3aMeCTHTENb TUPEKTOPA [0 METPOJIOTUN -
PVII «bpectckuit LICMC» 7 JI.A. PyKoBUYHUKOB

¥




[Tpunoxenue 1
(oGs3aTenpHOE)

®dororpadun 06111eTO BUIA CPECTBA U3MEPEHUN

Pucynoxk 1.1 — @otorpadus ob1iero Buja aHaIu3aTopa MOUn
LabUMat 2 Ne UPA08200616

LabUM

Automated Unne Chemistry Analyze
-

Pucynok 1.2 — ®ororpadus MapKApOBKHU aHAIN3ATOpa MOYHU
LabUMat 2 Ne UPA08200616



IIpunoxenue 2
(oOs3aTenpHOE)

Cxema (pUCYHOK) ¢ yKa3aHHEM MecTa Il HAaHEeCSHUsI 3HaKa MOBEPKH
, CPELCTB U3MEPEHUU

MecTo 111 HaHeCeHHs] 3HaKa MMOBePKHU

Pucynox 2.1 — Cxema ¢ ykazaHnueM MecTa JijIsi HAaHeCeHHU s 3HaKa TTOBEPKU
Ha a”anu3aTop Mouu LabUMat 2 Ne UPA08200616



