I'OCYIAPCTBEHHBIA KOMUTET JI3SIPIKAYHBI KAMITAT

IO CTAHOJAPTU3ATINN ' ITA CTAHIAPTBI3AIIBII
PECITYBJIMKH BEJIAPYCh POCITYBJIIKI BEJIAPYCH

CEPTUOUKAT
OB YTBEPKJIEHUU TUIIA CPEACTBA U3MEPEHUI

Ne 19946 ot 25 anpens 2026 T.

Cpox neucTBus — 6eCCpoIHO

HanmenoBanue 1 0603HaueHNE €IMHUYHOTO 3K3EMIUIApA TUIIA CPEICTBA U3MEPEHUIL:
Anasmsatop Onoxumu4eckuii AU480

3aBoackoil Homep: Ne 2015034011

IIpousBOOUTENE:
«Beckman Coulter Inc.», Coennnennsble IllITaTel AMepukn
(npousBoacTBenHas miomaaka «Beckman Coulter Mishima K. K.», SInonns)

Branenern ceprudukaTta 06 yTBEPKACHUN TUIIA CPEICTBA U3MEPEHUI:
00 «TOCUJIEHAY», r. Munck, Pecniy6iiuka besaapych

Metoauka IOBEPKU:
MPB MII.3735-2023 «Cucrema oGecnevyeHusi eIHHCTBA n3MepeHuil Pecnybmkn benapyce.
Anaguszatopsl Ouoxumudeckne AU. MeToanka noBepKum»

WHTepBall BpeMEHU MEXKTy [OCY1apCTBEHHBIMHU IT0OBEpKamu: 12 Mecsnen

Tunm cpencTtB wW3MEpEeHUN YTBEPKIAEH IIOCTAHOBIEHHWEM ['0CynapCTBEHHOIO KOMMUTETA
o crangapTuzanuu Pecirybnuku benapycs ot 25.04.2026 Ne 47.

Y TBEpKIEHHBIN eIMHUYHBIN 3K3EMIUIIP TUIA CPECTBA U3MEPEHUI pa3pelIacTCs K IPUMEHEHUIO
Ha Teppuropun PecrmyOnuku bemapych B COOTBETCTBAM C IIPWIAraeMbIM OINKMCAHWEM THIIA
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N.A Kucienko

(MHULWATTEL, haMUITH)



[Tpunoxenue K cepTuduKaTy
00 yTBEpXKIECHUU TUIIA
CPEICTBa U3MEPEHUN

otds 04 2046 1. Ne 7946

OIIMCAHUE THUIIA CPEJACTBA U3MEPEHU

HammenoBanue u 0003Hau€HHE €AMHUYHOIO SK3EMIUIIpAa THUIA CPEACTBA HM3MEPEHUI:
Ananuzarop 6unoxumuueckuit AU480 Ne 2015034011

HanMmeHOBaHHE €IMHAYHOIO SK3EMITISIpa TUITA CPEACTBA U3MEPEHU: AHAIN3aTOP
OMOXUMUUECKIN

O6o3HayeHNEe EAMHUYHOTO IK3EMILIsIpa TUIa cpeacTBa usmepenuit: AU480
3aBozckoit Homep: Ne 2015034011

Hasnauenue:

Anammzarop Owoxummueckuit AU480 Ne 2015034011 (manmee — aHaiM3aTOpP)
IpeJHAa3HaYeH Il U3MEPEHUS ONTHUYECKOW IUIOTHOCTH >XUIKUX TIPOo0 MpU MPOBEACHUU
OMOXMMHUYECKUX UCCIEIOBaHUM.

Omnucanue:

[IpyHuyn nedcTBUsI aHANIM3aTOpa OCHOBAH HA WM3MEPEHWM 3HAYEHWM ONTHYECKON
IUIOTHOCTA M TIOCJEAYIOIIEM IIEpPECUeTe, C IOMOIIBI0 IPOrpaMMHOr0 O00ecreyeHus,
B HEOOXOOUMBIA mapaMeTp (KOHLEHTpaIuio) JIabopaTOPHOTO TeCTa B COOTBETCTBHUU
C METOIMKOU J1Tab0paTOPHOTO UCCIIeIOBAHH.

VIpaBieHHe aHaIW3aTOPOM  OCYIIECTBIISETCS TMPH IIOMOIM  IIPOTPaMMHOTO
obecrie4eHns, yCTAaHOBJICHHOT'O Ha BHEIIIHUN MTEPCOHATBHBIY KOMITBIOTED.

Jata n3roToBiaeHUs (ToJ X MECSI) 3alu(poBaHa B 3aBOACKOM HOMepe: (3HaKu ¢ 1
1o 6). 3uaku ¢ 1 o 4 xoxupyrot rox (2015), 3Haku 5, 6 — mecsrr (03).

O6s3aTenpHBIe METPOIOTUYIECKHE TPEOOBAHMUS: TIPEICTABIICHEI B TabmuIe 1.

Tabmnuma 1

Hammenosanne 3HaueHue
Jana3on u3MepeHuii oNTHIeCcKOoi IIOTHOCTH, b ot 0 1o 2,000
IIpenensr pomyckaemMolf aOCONMIOTHONM IMOTPEIIHOCTH IIPH  HM3MEPECHUHU

. +0,030
ONTHUYECKOM mIoTHOCTH B auana3one ot 0,000 mo 0,500 b, b ’
IIpemensl OOIycKaeMON OTHOCHUTENBHON IOTPEIIHOCTH IIpU HM3MEPEHUH +10.0
OINTHYECKOM INIOTHOCTH B Auanal3oHe oT 0,501 xo 2,000 b, % ’
IIpemen  mOIycKaeMoro  CpeQHETO  KBaAPAaTHUECKOTO  OTKJIOHCHUS 0.010

5

[IpY U3MEPEHNU OIITUYECKOM INIOTHOCTHU B Auama3oxe ot 0,000 xo 0,500 b, b

IIpemen momyckaeMOro OTHOCHTEIBHOTO CPEIHETO KBaApaTHYECKOIO

OTKJIOHEHMS IIPH HW3MEPEHUU ONTHUYECKON IUIOTHOCTH B JAUala3OHe 3,0
ot 0,501 10 2,000 B, %




OCHOBHBIE TEXHHUYECKHE XapaKTePUCTUKU ©  METPOJIIOTUYECKUE XapaKTePUCTUKH,
HE OTHOCALIMECS K OOS3aTeNFHEIM METPOJIOTHICCKUM TpeOOBaHWSAM: IIPEIICTABICHEI
B Tabure 2. '

Tabmuna 2
HanmenoBanne 3Hauenue

HomuHanpHOE HAIPsOKEHUE MUTAHUS ISPEMEHHOr0 Toka*, B 230
["abapuTHBIE pa3Mepsl, MM, He 6oIee 1450x770x1205
Macca*, kr, He 6oee 420
Y C0BUS SKCILTYaTALUH:
JMara3oH TEMIIEPaTyPEl OKPYKAIOLIET0 Bo3ayxa, °C ot 20 o 25
JMaa3soH OTHOCHUTENIFHOM BIAXKHOCTU OKPY>KAIOIIEro Bo3ayxa, %o ot 30 o 80
*CorJiacHo AOKYMCHTAIlU IIPOU3IBOAUTEILA, IIPH HpOBeL[eHHH MCTpOHOFHQCCKOfI OKCIICPTU3EL
XAPAKTCPUCTUKHU HC IOATBCPKIAINCH

KoMmiekTHOCTE: pencTasieHa B Tabnurie 3.

Tabmuna 3
HanmenoBanue KomugectBo
Ananuzatop omoxmmuuaecknit AU480 Ne 2015034011 1
PyKOBOJZICTBO 1O SKCILTYaTaIli 1

MecTo HaHeceHNs 3HaKa YTBEPKICHHS TUIIA CPEICTBA U3MEPEHUIA: 3HAK YTBEPIKICHUS TUIIA
CPeICTBAa U3MEPEHNI HAHOCUTCS Ha TUTYJIBHEIH JIUCT PYKOBOJICTBA IO SKCILIyaTaI[|H.

Meronuka nosepku: MPE MII.3735-2023 «Cucrema o0ecriedeHUs] €IUHCTBA A3MEpEHUI
Pecry6iku benapycs. AnanmzaTtops! 6noxumudeckue AU, MeToauka moBepKu.

Ceemenns o MeToqukax (MeTomax) W3MEPEHMM: MeTOAMKMA (METOIBI) H3MEPEHUH,
MPUMCHSEMBIE COBMECTHO CO CPEICTBOM U3MEPEHUM, IPOU3BOAUTENIEM HE YCTaHOBIICHEL.

HopmaTuBHEBIE IPaBOBEIE aKThl, B TOM UHCIIe 00s3aTENbHEIE IS COOIIONEHNA TEXHUIECKIE
HOPMAaTHBHEIE IPABOBBEIE aKThl, TEXHUYECKHE HOPMATHBHEIE TIPABOBBIC aKTBl B 00JIaCTH
TEXHUYECKOI0 HOPMHMPOBAHUA W CTaHAAPTU3AINM, HOKYMEHTHI B O0JACTH TEXHHYECKOIO
HOPMHUPOBAHMs UM CTaHAAapTH3alUM, HE SBIAIONINECS TEXHUYCCKUMU HOPMATHBHBIMU
IPAaBOBBIMU aKTaMH, JOKYMEHTAIS MPOU3BOIUTENS WM TEXHUYECKOE 3aaHue 3asSBUTEILI
Ha METPOJIOTMYCCKYIO OJKCIEPTHU3Y, yCTaHABIMBAIOIIME TPeOOBaHWSA K THIy CpPEICTBa
U3MEPEHUN: -

TEXHUYECKas JOKyMEHTalus (PYKOBOJACTBO IO SKcIutyaramuu) «Beckman Coulter
Inc.», Coenunennsle Illtater AMepuku (MpOU3BOACTBEHHAS IUToIanka — «Beckman Coulter
Mishima K. K.», SInonus).

WnenTrduxanus mporpaMMHOro oOecIieyeH s puBeieHa B TabnuIe 4.

Tabmuma 4
Hpenrtudukanmonnoe naumenosanue [10 ' Howmep Bepcuu I10

- He MeHee 01.A1

[IpousBoauTeNs CPEACTB UIMEPEHUI
«Beckman Coulter Inc.», Coenunennsie [1ITaTsr AMepUKu
(mpomsBoacTBeHHas miomaznka — «Beckman Coulter Mishima K. K.y, SImoss)
250 S. Kraemen Blvd. Brea, CA 92821, Coenunennsie [1Itatsl AMepuxn
(452-32 Higashino, Nagaizumi-cho, Sunto-gun, Shizuoka- ken 411 -0931, Smomus).



3aKIIFOYCHUE O COOTBETCTBUM YTBEPIKACHHOTO THIIA CPEICTBA M3MEPEHUi TpeOOBaHMAM
HOPMAaTHUBHEIX IIPABOBEIX aKTOB, B TOM UHUCIIE 00S3aTEEHEIM U1 COOIIONEHUS TEXHUYECKUM
HOPMATHUBHEIM IIPABOBBIM aKTaM, TEXHUYECKUM HOPMATUBHEIM ITPABOBEIM aKTaM B 00JacTh
TEXHUYECKOT0 HOPMUPOBAHUS W CTaHAAPTHU3AIUM, JOKYMEHTaM B O0JIACTH TEXHUYECKOTO
HOPMHUPOBAHUS M CTaHAAPTH3ALMM, HE SBIAIONIAMCA TEXHHYECKIMU HOPMATHBHBIMU
[IPaBOBBIMU aKTaMH, JOKYMEHTAI[UU IIPOU3BOIUTEINS WU TEXHUUCCKOMY 3aJaHHIO 3aBUTEIIS
Ha METPOJIOTMYECKYIO0 SKCIEPTU3y B OTHOIICHWM EJUHHUYHOTO OK3EMIULIpa CpeicTBa
U3MEPEHNI! i v

Amnanuzatop 6moxumuueckuii AU480 Ne 2015034011 cooTBETCTBYET TpeGOBaHUAM
TEXHUYECKOH JOKYMEHTalUU (pyKOBOJCTBO IO 3KcIuryaTanuu) «Beckman Coulter Inc.»,
Coenunennsle Illtatel AMmepuku (IpOW3BOACTBEHHAs ILIomanka — «Beckman Coulter
Mishima K. K.», SInonus).

Tun cpencTBa N3MEPEHNI OTHOCUTCS K KaTCTOPUH:
6.8. AHaJIM3aTOPEI COCTaBa M CBOMCTB GUOJIOTUYECKUX CPE]

YIIOJTHOMOYEHHOE FOPUAMYECKOE JIUIO, IPOBOJAUBILIEE METPOJOIMUECKYIO 3SKCIIEPTU3Y
B LIEJIAX YTBEPKACHUSA TUIIA CPEICTBA M3MEPEHUIA:

Pecry6iukanckoe yHuUTapHOE mpennpuitie «bBemopycckuif TrocyaapCTBEHHBIH
UHCTUTYT MeTposnoruny (benl IM)

Pecny6mmka benapycs, 220053, r. Munck, CTapoBUIIEHCKHIT TpakT, 93

- Tenedon: +375 17 374-55-01
daxc: +375 17 244-99-38
e-mail: info@belgim.by

IMpunoxenus: 1. @ororpadun obmiero Buma cpeacTs usMepennii Ha 1 mucre.
2. CxeMa (pUCYHOK) C yKa3aHHEM MeCTa JUlsl HAHECEHMS 3HAKA TOBEPKHU
CPECTB U3MEpEeHui Ha 1 JucTe.

Hupexrop ben UM ;?,;;ﬁf o A.B. Kazauok




IIpunoxxenue 1
(oOs3aTenbHOE)
@ororpaduu 00IIEro BUIa CPECTB U3MEPEHMI

Pucynok 1.1 — ®ortorpadus obmero Buna ananuzatopa ounoxumudeckoro AU480
Ne 2015034011

@ BECKMAN CO|
CHEMISTRY ANAL

Pucynok 1.2 — @otorpadus MapKupoBKHU aHanu3aTopa ouoxuMuaeckoro AU480
Ne 2015034011



[Ipunoxenue 2
(obs13aTenpHOE)
Cxema (pUCYHOK) ¢ yKa3aHMeM MECTa UL HAaHSCEHHS 3HAKa TIOBEPKU CPECTB H3MEepeHHuit

MecTo Ana HaHeCEHHUS 3HaKa
nosepky (GokoBast Uu
JIMLEBAS TIOBEPXHOCTH)

Pucynox 2.1 — Cxema (pHCYHOK) C yKa3aHHEM MeCTa ULl HAHSCSHUS 3HaKa [TOBEPKH



