- 3amecturens [Ipeacemareins

T'OCYJIAPCTBEHHBII KOMUTET JI3APKAVHBI KAMITAT

ITIO CTAHJAPTHU3AIINNA ITA CTAHOAPTBI3AIIBII
PECITYBJIMKH BEJIAPYCH POCITYBJIIKI BEJIAPYCH

CEPTUDOUKAT 5
Ob YTBEPKJIEHUU TUIIA CPEJICTBA U3BMEPEHUU

Ne 20070 ot 27 mas 2026 .

Cpok meiicTBus — GeccpodHO

HawnmMenosanue 1 0003HaueHNe €JMHUYHOIO 3K3EMIUISIPa THITA CPEACTBA U3MEPEHMIA:
Ananuzatop ouoxumudecknii AU480

3aBoxackoit Homep: 2016093218

[TpounsBoauTens:
«Beckman Coulter Inc.», Coennnennsie IllTaTbl AMepuKkH
(mpousBoacTBenHas miIomaaka «Beckman Coulter Mishima K. K.», SImonus)

Brangenen ceprudurkara 00 yTBEpKICHUN TUTIA CPECTBA U3MEPEHMIA:
010 «TOCUJIEHA», r. MuHck, Pecny6ninka Beaapych

MeTtoanka MoBepKu:

MPB MII.3735-2023 «Cucrema obecneueHHs equHCTBa u3Mepennii Pecnyukn Benapyce.
Ananuzaropel 0noxumudeckne AU. MeToanka noBepKm»

MHTepBan BpeMEHU MekK Iy FOCyJapCTBEHHBIMU TTOBEPKAMU: 12 MecseB

Tun  cpencrts  umsMepeHuil yTBEp)KIAEH IOCTAHOBIEHHWEM | OCY[apCTBEHHOTO KOMHTETA
1o crangapTusanuu PecryOmuku benapycs ot 27.05.2026 Ne 63.
YTBEPKACHHBIN €IMHUYHBIA SK3EMIUIIP TUIIA CPECTBA M3MEPEHUIN paspeInaeTes K IPUMEHEHHIO

Ha Teppuropun PecrmyOnukm benapych B COOTBETCTBHM ¢ IMPUIATA€MBIM ONMCAHMEM THUIIA
CPEICTBA U3MEPEHUM.
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[punoxenue K cepTrudukaty ood
YTBEP)KICHUU THUIIa CPEICTBA

M3MEpEeHUN
oT 1% 05  2024r. Ne 20070

OIMMICAHVIE TUIIA CPEJICTBA M3MEPEHUI

Haumenosanue 1 0003HaUeHHE eIMHUYHOTO SK3EMIUISIpa THIIA CPEACTBA U3MEPEHUM:
Amnammsatop onoxumudeckuit AU480 Ne 2016093218

HanMeHoBaHHE €IUHHYHOTO SK3EMIUISIpa THUIlA CPEeACTBa M3MEPEHWH: AHaIU3aTOP
OMOXUMUYECKUM

O6o3Ha4yeHne eNMHUIHOTO 3K3eMIUISIpa TUIIa cpencTBa u3meperuit: AU480
3aBoackoit Homep: Ne 2016093218

Ha3znauenue:

Anamuzatop Ouoxummueckuit AU480 Ne 2016093218 (manee - anamuzaTop)
npenHa3HayeH IS W3MEPEHUs ONTHYECKOM TIIIOTHOCTA JKUAKAX Tpod mpu
IIPOBEJICHUY OMOXUMUYIECKIX UCCIIeIOBAHIH.

Omnucaunue:
[TpunIun gedcTBUS aHATU3aTOpa OCHOBAH Ha M3MEPEHUN 3HAYEeHUM ONTUYeCKOU

(kpaikoe H3AO/KeHHE HHPOPMATIME 0 KOHCTPYKLUMH U IPUHUMIEX TS 1B

IIJIOTHOCTH H ITOCJICAYIOIIEM IIEPECUCTE C TOMOIIBIO ITPOrPaMMHOT'0 obecreyeHus

B HeoOXoAMMBIH mapamMeTp (KOHIIEHTPALXIO) Ja00paTOPHOTO TECTa B COOTBETCTBUU

W/VTH IPUKTATHOTO MPOTPAMMHOL 0 ofeciicueans (TP HATUIHH)
C MeTOAMKOU 1a00paTOPHOTO UCCIeIOBaAHNUS.
YpapneHue aHaIU3aTOPOM OCYILIECTBISIETCS C IOMOLIBIO MPOTPAMMHOTO
oOecrieyeHusl, yCTaHOBIEHHOT'O Ha BHEIITHUHN EePCOHATBHBIN KOMIIBIOTED.
Jata usrorosnenus (rog u Mecsi) 3amudpoBaHa B 3aBOJCKOM HOMepe:
(3Haku ¢ 1 1o 6). 3uaxu ¢ 1 1o 4 KOOUPYIOT TOf, 3HaKU S U 6 — MecHLL.




O0s3atenbHBIe MeTpoJOrudYecKre TpeOOBaHUS MPeCTaBIeHBI B TA0IHIE 1.

Tabmura 1

Hanvenosanue

3HaueHue

Jlmarra3oH u3MepeHuil ONTHYECKOH II0THOCTH, b

ot 0,000 mo 2,000

IIpenens! momyckaeMoit abCOMIOTHON MOTPEUTHOCTH TIPU U3MEPESHUN
onTuyeckoit miaoTtHocty B amanasone or 0,000 mo 0,500 b, b, nHe
6onee

+ 0,030

IIpenensl  [OIMyCKAaeMOW  OTHOCUTENBHOW  TOTPEITHOCTA  NpHU
WU3MEPEHUHN ONTUUECKOM II0THOCTH B amana3zoHe oT 0,501 mo 2,000
b, %, He boliee

+ 10,0

IIpemen nOMyCKaeMOTO CpEIHETr0 KBAIPaTHUECKOTO OTKJIOHCHUS
(CKO) mpu u3MepeHUM ONTHYECKOM ILTOTHOCTH B JHAlla30HE OT
0,000 mo 0,500 b, B, me 6osee

0,010

IIpenen moIrycKaeMoro OTHOCHTEIBHOTO CPEIHEro KBaJIpaTHIeCKOTo
otxkiioHenuss (OCKO) mpu u3MepeHnu ONTHUYECKOW IIOTHOCTH B
nuamnaszone ot 0,501 mo 2,000 b, %, ue 6oiee

3,0

OCHOBHBIE TEXHUYECKHUE XapaKTCPUCTUKU U METPOJIOTUICCKUC XapaKTCPUCTHKHU, HE
OTHOCAIIHECA K 00s3aTeIbHBIM METPOJIOTHYCCKUM Tpe6OBaHI/I${MI IpEACTABJICHEI B

Tabauiie 2.
Tabnuna 2

HaumenoBaHue 3HaueHue
HoMunayipHOe HanpspKeHUe MUTaHUS OT CEeTH IEPEMEHHOI0 Toka*, B 230

i % O Ot 20 0 25

JlnamnasoH TeMIiepatyphl OKpysKaromero sozayxa*, °C
Jlnana3oH OTHOCUTENIBHOH BIQKHOCTH OKpPYIKarOIero Bo3ayxa*, % Ot 30 10 80
[aGapuTHbIe pasMepsI*, MM, He Goree 1450%770x1205
Macca*, xr, He 6oJiee 420

HpI/IMeLIaHI/IC — B COOTBCTCTBUH C DPYKOBOJACTBOM IIO OKCIIIyaTallUu.

MeTponoquecxoﬁ OKCIICPTUILI XaPAKTEPUCTUKH HE HOATBECPXKAAIIHUCH

Ilpu mnposemeHun




KoMmiekTHOCTE: ImpeacTaBJICHA B Tabmue 3.

Tabnuma 3
HanmeHnoBanme Komnugectro, mrT.
Amnanuzarop 6uoxummaeckuiit AU480 Ne 2016093218 1
PyKOBOZCTBO 110 3KCILTyaTalluu 1

MecTo HaHECEeHHS 3HaKa YTBCPXACHHKA TUIIA CPEACTBA HSMGPGHHﬁZ

SHaK YTBCPXKICHUS THUIIda HAHOCHUTCS Ha THTy.HI;HBIfI JHCT PYKOBOACTBA IIO
(Ha CpencIBE U3MEPEHUI W/HITH Ha IKCINTy aTalIMOHHON HOKYMEHTAIMHA)

JKCIUIyaTalluu.

MeTtoavka oBEpKHU:
IToBepka ocymectrisiercs mo MPB MI1.3735-2023«Cuctema obecrieueHus

(HaHMeHOE'&HHB 1 HOMEP MCTOIHKHA HOBEPKI’I)
equHCcTBa M3MepeHuit Pecrrybnuku benapych. Anamuzatopsl 6uoxumudeckue AU.
MeTtonuka ITOBEPKUY.

Crenenus o MeTouKax (MeToJax) H3MEPEeHUH: OTCYTCTBYIOT.

(HaMMEHOBAHWS U HOMEPA METOIUK (METOI0B) U3MEpeHHi)

HOpMaTI/IBHBIe IIpaBOBEIC€ A4KTBI, B TOM YHCIIE 00s13aTeLHEIE JJIA CO6JIIOI[€HH5{
TCXHUICCKHC HOPMATHUBHBIC IIPABOBLIC aKThl, TCXHHYICCKHE HOPMATHBHBIC IIPABOBBIC
aKTBl B 00JIaCTH TEXHUYECKOIO HOPMUPOBAaHHA H CTaHAapTHU3allkMH, JOKYMCHTEI B
00JaCTH TEXHHYECKOTO HOPMHUPOBaHUA U CTaHAApTHU3alkK, HE ABJIAIOIIHUCCIA
TCXHUYECKUMHU HOPMATUBHBIMU MPAaBOBBIMH aKTaMM, JOKYMEHTaAIHA IIPOMU3BOOUTECIIA
WM  TCXHHUYCCKOC 3aJaHHC 3asiABUTCIIA Ha  MCTPOJIOTHYECKYIO 3KCIICPTHU3Y,
YCTaHaBJIMBAOIIHE Tpe6OBaHI/I${ K THUIIy CpEAacCTBa HSMepeHHfIZ TCXHHUYCCKasA
HAOKYMCHTaIMA (p}’KOBO,Z[CTBO I10 3KCILTY aTaL[I/II/I).

WNpoenTudukanys nporpaMmMHOro obecrieueHus: mpecTaBieHa B Tabaule 4.

(yKa3pIBAOTCSA BEPCUM IPOTPAMMHOI0 00ECIIEHeHNS)

Tabnuia 4

Howmep Bepenu 110 (uneHTHUKAIIMOHHBIN

HcnonHeHue aHanu3aTtopa
HOMeEp), HEe HIXKE

AU480 01.A1

[TpousBoUTENE:
®@upma «Beckman Coulter Inc.», Coegunrennslie I1ITaTsl AMepukn

(HaHMCHORaHHe MPOU3BOIATETS, €TI0 MECTOH'CL\LI'I')K,T[GHHG)
Anpec: 250 South Kraemer Boulevard Brea, California 92821-6232
(mpomsBoacTBeHHAs IolgaKka - Beckman Coulter Mishima K. K., 454-32
Higashino, Nagaizumi-cho, Sunto-gun, Sizuoka 411-0931, SInonus).




3aKIFOYeHHe O COOTBETCTBHM YTBED)KAEGHHOIO THIIA CPENCTBA H3MEPEHHIt
TpeOOBaHMAM HOPMATHBHBEIX MPABOBBIX aKTOB, B TOM UHCIE OOSI3aTENBHBIM I
COOMIONEHNs] TEXHHYCCKMM HOPMATHBHBIM IIPABOBEIM aKTaM, TEXHHIECKHM
HOPDMaTUBHBIM IIPaBOBBIM aKTaM B OOJACTH TEXHUYECKOTO HOPMHUPOBAHUS U
CTaHJAPTH3aLUUM, HOKYMEHTaM B OOJacTH TEXHWYECKOr0 HOPMHDPOBAaHHA WU
CTaHJApPTU3alUM, HE SBISIONIAMCS TEXHWUYECKUMU HOPMATHUBHBIMU IIPABOBEIMU
aKTaMH, NOKyMEHTAllMY IPOM3BOAMTEINS WU TEXHUIECKOMY 3a[aHHIO 3asBUTEINS Ha
METPOJIOTHYECKYIO 3KCIEPTU3y B OTHOIUEHMM €IMHWYHOTO 3K3EMIUIAPA CPEJCTBA
A3MEPEHUMN:

Amnanusatop Ouoxumudeckuit AU480 Ne 2016093218 cooTBeTcTByeT
TpeOOBaHUAM TEXHWYECKOH NOKYMEHTAIMM IIPOM3BOAMTENS (PYKOBOACTBO TIO
SKCIUTyaTallln).

Tur cpencTBa u3MepeHnt OTHOCHTCS K KATErOpHH (KATETOPHSIM):

1. 6.8 AHAIN3aTOPBI COCTABa ¥ CBOMCTB GUONOrMYECKUX Cpell (COTTACHO MEpedHEO
KaTeropuil CPEeACTB HM3MEPEHUH, MPEACTABILIIONIMX COBOKYMHOCTH  CPENCTB
U3MEPEHNH OJMHAKOBOIO HA3HAYEHMS, NPHMEHSEMBIX [PU U3MEPEHUsX B cdepe
3aKOHOMATENBHOM METPOJNOTUM, OK3EMIUIAPHl YTBEP)KACHHOrO THIIA KOTOPBIX
IO/JIEXKAT T'OCYJAapPCTBEHHON ITOBEPKE C YCTaHOBICHHOW B HEM IIEPUOJUIHOCTHIO
(mpunoxenue x Iloctanosnenuo I'ocy 1apcTBEHHOTO KOMHUTETA 110 CTAHAAPTU3ALNN
Pecry6mmxu Benapycs ot 20.04.2021 Ne 39).

YIOITHOMOYEHHOE  IOPUIUYECKOE  JIMIO,  IIPOBOLMBIIEE METPOJIOTMHYECKYIO
OKCIIEPTHU3Y B LeNAX YTBEPIKIACHHS TUIIA CPEJICTBA U3MEPEHUI:
Pecry0nuKaHCKOe yHUTapHOE IpeAnprsiTre «I pofHeHCKHH IeHTp
(MOMHOC HANMEHORAHHNE, MECTOHINOACHHE, TeTe(hOH, ANeK [POHERH aipec)
CTaHJAPTU3AIMH, METPOJIOTHH U CEPTUDUKALIINY.
Pecmy6nuka benapycs, 230003, r. I'poxro, yr1.06yxoBa, 3
Tenedon: +375 152 64-31-41; Dakc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

ITpunoxenus: 1. @ortorpadus obLIero Buja cpeacTBa u3MepeHuit Ha 1 JucTe
2. Cxema (pHCYHOK) C yKa3aHWeM MecTa JUIsI HaHECEHWS 3HaKa
IIOBEPKU CPENCTBA U3MEPEHUM Ha 1 JTHCTe.

HupexTop
I'pognenckoro LICMC - M.B. T'o#i
(TOTKHOCTE Py KOBOTUTENS UITH 3aMECTHTENS (éo,ima;cz)) (MHABWATEL, Gamvus)

PYKOBORHTENS YHOMHOMOYCHHOI O FOPUARIECKOIO
JHIIA, TPOBOAURHIC O UCITBITAHHS B LETX
YTBEPAIEHHS TUIIA CPETCIBA WIMEpPEHUI)



[MTPMJIOXXEHUE 1
(o0s3aTenBHOE)

dotorpaduu 06IIETo BUIA CPEICTBA U3MEPEHUI

AL480

PHCyHOK 1.1 — ®ororpadus obmiero suja aHaHH3éT0pa OMOXMMUYECKOIO
AU480 Ne 2016093218

Pucynoxk 1.2 — @ororpadust MApKUPOBKU aHAIM3ATOPA OMOXUMHUYECKOIO
AU480 Ne 2016093218



TTPUJIOXEHUE 2
(o0Os13aTENBHOE)

Cxema (pHCYHOK) C YKa3aHMEM MECTa JIIST HAHECEHUS 3HAKA IIOBEPKU CPELCTBA
U3MEPEeHNH

Ai480 -

i

Pucynoxk 2.1 - Cxema (pUCYHOK) ¢ yKa3aHHEM MeCTa i1 HaHECEHHS 3HaKa
[IOBEPKU CPEACTBA U3MEPEHUN



