I'OCYJAPCTBEHHBI KOMUTET JBSAPKAVHBI KAMITAT

IO CTAHOJAPTU3AITHA ITA CTAHJAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCH POCIIYBJIKI BEJAPYCH

CEPTUDOUKAT
Ob YTBEP)KIEHNHN TUIIA CPEJCTBA U3MEPEHUI

(:[B Ne 20071 ot 27 mast 2026 .

Cpox neficTBus — 6eccpouHo

HanmenoBanue u 06003Ha4eHNE eIUHUYHOTO 9K3EMILIAPA TUITA CPEICTBA U3MEpPEHUI:
AnammsaTtop omoxummaeckuii AU480

3aBozackoit Homep: 2015023912

IIpousBoaUTENE:
«Beckman Coulter Inc.», Coequnennnie IlITaTel AMepuKH
(npousBoxcTBenHas miomanka «Beckman Coulter Mishima K. K.», SAnonns)

Buagener cepridukara o6 yTBEpKICHUN TUITA CPENCTBA H3MEPEHHUIL:
010 «TOCUJIEHA», r. Munck, Peciy6nuka Benapycs

Mertouka moBepKu:
MPb MII.3735-2023 «Cucrema obecredeHUsI eIHHCTBA n3mepennii Pecny6ianku Benapyce.
AHanusaTopsl 6uoxumuieckne AU. MeToanka nmosepkn»

MHTepBan BpeMeHn MexX /Iy ToCy 1apCTBEHHBIMY TTOBEpKaMit: 12 Mecsinen

Tum  cpencts  u3MepeHuil  yTBEpXKIEH IMIOCTAHOBJIECHHUEM ['ocymapcTBeHHOTO  KOMHMTETA
1o cragnaprusanuu PeciyOnuku Bemapycs ot 27.05.2026 Ne 63.
YTBEpKICHHBIH eIMHUYHBIN SK3EMILIAp THIIA CPeACTBAa U3MEPEHHI pa3pelaeTcsa K MPUMEHEHHIO

Ha Tepputopun PecryOnuku Bemapych B COOTBETCTBHH ¢ NpujIaracMbIM OIIMCAHUEM THIIA
CpEACTBa U3MEPEHU.
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H.A Kucienko

(vHULHMANE!, haMuins)



IIpunoxenue k ceprudukary oo
YTBEPKAECHUU THIIA CPENCTBA
U3MEpPEHUN

OT 2% ©s 202¢r. Ne LOOF7

OITMCAHME TUITA CPEICTBA M3MEPEHUI

HanvenoBaue 1 0603HaueHNe eNMHIIHOTO SK3eMIUTSPA THIIA CPECTBA H3MEPEHHMI:
Amnanusarop 6noxumudeckuit AU480 Ne 2015023912

HanmveHnoBanue equHWYHOTO SK3EMIUIIpa THUIIa CPENCTBA M3MEPEHWH: AHAIU3aTop
OHOXUMUYECKUH

Ob6o3Havenue eIMHIYHOTO SK3eMILIIPa THIIA CPeICTBA m3Meperuii: AU480
3aBojckoit Homep: Ne 2015023912

Hasnauenwe:

Amnanmsarop Ouoxummdeckuit AU480 Ne 2015023912 (nanee - aHaIU3aTop)
NpefHasHaYeH /11 H3MEPEHUs ONTHYECKOH INIOTHOCTH IKHIKAX IIpo6 Ipu
IIPOBELCHNY OMOXUMHUYECKUX UCCIIELOBAHIH.

Onucanue:
[Ipuanun gefcTBUS aHAIM3aTOPa OCHOBAH Ha U3MEPEHUH 3HAYECHUH ONITUYECKOU

(kpaikoe u3nowenne FHOOPMALIMU O KOHCTPYKITHH H MPUHLMITAX ISHC BHS
IUJIOTHOCTH U ITOCIEAYIOIIEM IIE€PECUETE C TOMOIIBIO IporpaMMHOTO obecreyeHus
CpeACTBa H3MepeHuH, HACHTH UK ATMOHHRIX TAHHBIX U CIIOCO0AX 3ALUTBI BCTPOSHHOIO

B HEOOXOIMMBIH mapaMeTp (KOHIEHTPALHIO) Jab0pPaTOPHOTO TECTa B COOTBETCTBUN

C METOJIUKOM 1ab0paTOPHOTO HCCIIEe[OBAHNS.

YIpaBiieHHe aHaIM3aTOPOM OCYIIECTBIAETCS ¢ HOMOMIBIO IIPOrPaMMHEOTO
obecrieueHnsl, yCTaHOBICHHOTO Ha BHELIHWH EPCOHAIBHEIH KOMITBIOTED.
JlaTa U3roToBIeHNs (IOl U Mecs) 3arr(poBaHa B 3aBOJCKOM HOMEpe:
(3Haku ¢ 1 110 6). 3Haku ¢ 1 110 4 KOAMPYIOT TOJ, 3HAKHK 5 ¥ 6 — MeCSIIL.




Obs3aTenbHBIe METPONIOTHYECKHE TPEOOBAHHUS TIPEICTABICHE! B TabuIe 1.

Tabmnuira 1

Hanmenosanue

3HaueHue

JlMama3oH u3MepeHuit ONTUYECKOM IOTHOCTH, b

ot 0,000 mo 2,000

IIpenenst omyckaeMoil aBCOMOTHOM MOTPEITHOCTY IpH V3MEpPEHUN
ONTUYECKOW IUIOTHOCTH B Auamnazone or 0,000 mo 0,500 B, B, me
6oiee

+ 0,030

Ilpemensl  momyckaeMolf — OTHOCWTENBHON — IOTPENIHOCTH npu
U3MEPEHUN ONTHYCCKOM IIOTHOCTH B nuamasone ot 0,501 mo 2,000
b, %, He OoJtee

+ 10,0

Ilpemen [oIycKaeMOro CpEHEro KBaAPaTUYECKOTO OTKIOHEHHUS
(CKO) mpu m3MepeHMH ONTHYECKOH ILUIOTHOCTH B AMANA30HE OT
0,000 mo 0,500 b, b, "e 6omnee

0,010

IIpenen fomyckaeMoro OTHOCHTEIBHOTO CPEMHETO KBAIPATHIECKOrO
orkinoHeHus (OCKO) mpu u3MepeHMM ONTHYECKOH IIOTHOCTH B
nuarasone ot 0,501 no 2,000 B, %, He Gonee

3,0

OcHoBHEIE TCXHUYECKNE XapaKTEePUCTUKU U METPOJIOTHYECKUE XapaKTCPUCTUKU, HE
OTHOCAIIMECS K 00s13aTeIBHBIM METPOJIOTUYCCKUM Tpe6OBaHI/I§IMI IIpEACTAaBJICHE] B

Tabnuiie 2.
Tabnuna 2

Hanmenoanue 3HayeHue
HomuHanbHOe HaNpsKeHNe TUTAHMS OT CETH NIEPEMEHHOT0 ToKa*, B 230
Juanason TemMmepaTypsl OKpyIKaroIero Bo3gyxa*, °C Ot 20 10 25
JlnanazoH OTHOCHTENBHOM BIIAKHOCTH OKPYIKAKOIIETo Bo3ayxa*, % Ot 30 no 80
I'aGapuTHBle pasmepsr™, MM, He Goree 1450x770x1205
Macca*, xr, He 6oJiee 420

HpHMCLIaHI/IC — B COOTBETCTBHH C pPYKOBOJICTBOM IIO SKCILTyaTaluu.

METPOJIOTMYECKOU IKCIEPTH3bI XaPaKTEPUCTUKY HE MOITBEPIKIATNCE

IIpu mpoBemenuu

KoMIiekTHOCTE: IpecTaBnera B Tabmuie 3.




Tabmuma 3

Haumenosanue Konuuectso, mr.
Ananusatop 6moxumudeckuit AU480 Ne 2015023912 1
PykoBOICTBO 10 3KCIUIyaTanun 1

MecTo HaHeceHHs 3HAKA yTBEP)KACHNUS TUIIA CPEIICTBA H3MEPEHHIL:

3HaK YTBEPXICHHUS TUIIAa HAHOCUTCS Ha THTYHBHBIﬁ JIUCT PYKOBOJACTBA 110
(Ha cpenciBe M3MEpeHHUI W/HITH Ha SKCIUTY ATAMOHHOM JOKYMEHTALAHN)

OKCIINTyaTaluu.

Meronuka MOBEpKH:
[Toepka ocymectsistercsi o MPB MI1.3735-2023«Crctema obeciiedeHus

(HAaNMEHOBAHKE U HOMEP METOIMKHY TIOBEPKH)

CIMHCTBA u3MepeHui Peciybnvku benapyce. AuanusaTops! 6uoxumuueckue AU.
MeToiMKa TOBEPKMY.

Caenenns 0 MeToauKax (METOax) U3MEPEHHH: OTCYTCTBYIOT.

(naMeHOBaHUS U HOMEPA METOIMK (METO0B) U3MEPEHHMIN)

HOpMaTI/IBHBIe ITPaBOBBIC AKTBI, B TOM YHCJIIE o0s13aTeNIbHbIE JJIs1 CO6J'IIrO,Z[eHI/I$I
TEXHUYECKUEC HOPMATHUBHEIE ITPaBOBEIC AKTHI, TEXHUYECKHUE HOPMAaTHUBHLIC IIPAaBOBBIC
aKTel B oOJlacTH TCXHHYCCKOTO HOPMHPOBAHHUA U CTaHdapTU3alnuy, OJOKYMEHTEHI B
obiractu TCXHHUYECKOTI'O HOpPMHpPOBaHHS MU CTaHOapTU3allkuu, HE ABIAIOIIUECH
TCXHUYECKUMHU HOPMATUBHBIMU IIPaBOBBIMU aKTaMH, TOKYMCHTALIUI IMPOU3BOAUTEIIA
WM TEXHHYECKOEC 3aJaHue 3adBUTEIS Ha MCTPOJIOTHYECKYIO  3KCIICPTHU3Y,
YCTaHaBJIMBArOIre Tpe6OBaHI/I}I K TUIly CpeacTBna H3M€p€HHfI: TCXHUYCCKas
AOKYMCHTAaN A (pYKOBOILCTBO I10 C-)KCHJIyaTaHI/II/I).

H,B;GHTH@)HK&HH}I IIPpOrpaMMHOTIO o0ecIeueHus: NpcacTaBJICHA B Ta6m/me 4,
(yKa3BIRATOTCA BEPCUM [IPOTPAMMHOIO 0GeCSUEHHS)

Tabnuma 4
Howmep Bepcuu 110
Vcnonuenue anammsaropa (MmeHTUOUKAIMOHHEIN HOMED),
HE HIDKE
AU480 01.A1
ITpousBoauTeb:

®upma «Beckman Coulter Inc.», Coequnennsre IllTaTer AMeprku

(HBHMCHOBHHI/IC [MPOU3BOIUTENS, ETO MGCTOH?‘S\’("}K,‘ICHHG)
Appec: 250 South Kraemer Boulevard Brea, California 92821-6232
(mpousBoacTBeHHas miormanka - Beckman Coulter Mishima K. K., 454-32
Higashino, Nagaizumi-cho, Sunto-gun, Sizuoka 411-0931, SAnonus).




3aK/IOYeHHe O COOTBETCTBHH YTBEP)XKIEHHOTO THIA CPEICTBA H3MEpeHwmH
TpedOBaHUAM HOPMATHUBHBIX IPABOBBIX aKTOB, B TOM UHCIEe OOS3aTEILHBIM I
COONFO/IEHNS.  TEXHUYECKMM HOPMATHBHBIM IPABOBBIM  4KTAM, TEXHHIECKHM
HOPMAaTHBHBEIM IIPABOBBIM aKTaM B OONAcTH TEXHUYECKOTO HOPMHUPOBAHUS WU
CTaHIAPTU3ALMK, HOKYMEHTaM B O0OJacTH TEXHHYECKOTO HOPMHPOBAaHUSA U
CTAHAAPTU3ANMUY, HE SBISIOIIUMCS TEXHUYECKUMHM HOPMATHBHBIMU IIPABOBBIMU
aKTaMH, NOKYMEHTallU{ MPOU3BOAUTENS MU TEXHUYECKOMY 3aJaHUIO 3asBUTENS Ha
METPOJIOTUYECKYIO SKCIEPTU3Y B OTHOIIEHWM EAMHUYHOTO 3K3eMIUISIPa CpeiCcTBa
A3MEPEHUN:

Ananusatop Owoxumuueckuit AU480 Ne 2015023912 COOTBETCTBYET
TpeOOBaHMAM TEXHUYECKOH JIOKYyMEHTALMA IMIPOM3BOAMTENS (PYKOBOICTBO TI0
SKCILIyaTalliHn ).

Tun cpenctsa u3MepeHuUit OTHOCHTCS K KATErOPHH (KATErOPHSIM):

M. 6.8 AHAIH3aTOPBI COCTABA M CBOICTB GHOJOTMYECKUX Cpef (COITACHO [EPEYHIo
KaTeropué  CpeicTB HM3MEpEeHHM, IMPEeACTAaBIIIOIIMX COBOKYITHOCTH — CPELCTB
M3MEPEHUH ONMHAKOBOIO HA3HAYEHWS, NMPUMEHSEMBIX IPU HM3MEPEeHHAX B chepe
3aKOHONATENIBHOM ~METPONIOTUH, BK3EMILUIAPHl YTBEPXKAEHHOTO THIA KOTOPBIX
IIO/IEKAT TOCYJapCTBEHHON ITOBEPKE C yCTAaHOBICHHOM B HEM IIE€PHOAUYHOCTHIO
(mpunoxenue x ITocTaHOBNEHNIO I'0CYIaAPCTBEHHOT0 KOMUTETA TI0 CTaHAapTU3AINH
Pecry6nuku benapycs ot 20.04.2021 Ne 39).

YIONHOMOYEHHOE  IOPUIMYECKOE  IIHIO, IPOBOIWBIIEE METPOJIOTUHYECKYIO
OKCIEPTHU3Y B LENIAX YTBEPKAECHNUS TUIA CPEACTBA U3MEPEHHUIM:
Pecniybnukanckoe yEuTapHOe npeanpusTre «I poIHeHCKH LIEHTP

(MONHOS HAWMEHORAHHE, MECLOHLNO A TeHYE, TeNedol, McK I PO anpec)
CTaHAAPTU3AIUH, METPOJIOTHH U CEPTUDUKALIILY.
Pecriybmuka benapycs, 230003, r. I'poaro, yn.06yxosa, 3
Tenedon: +375 152 64-31-41; @akc: +375 152 64-31-29
e-mail: csms@csmsgrodno.by

Hpmnoxenus: 1. ©otorpadus obluero Bua cpeacTBa H3MepeHui Ha | ucTe
2. Cxema (PHCYHOK) C yKa3aHHEM MecTa IJIs HAHECEeHHsS 3HaKa
NIOBEPKH CpesIcTBa U3MepeHuil Ha 1 jucTe.

Hwupextop
I'poguenckoro LICMC ML.b. I'o#t
(MOTKHOCTE Py KOBOAMTETS UITH 33MECTHUTENS (U‘!- TICE) (mHuUEATERL Gavmmg)

PYKOROTUTENTS YIIOTHOMOYEHHO! O FOPUTHIECKOTO
U@, TPOROIHUBLIEI O UCIBITAHES B LIENsX
YTBC#/ICHHS TUIIA CPETCIBA UIMEPESHUMN)



ITPUJIOXXEHME 1
(oGs3aTensHOE)

Gororpadum 06IIero BUjia CpeIcTBa H3MEPEHHi

PncyHE)K 1.1 — ®otorpadus o6mero Bua aHAMM3aTOPa GHOXHMITIECKOTO
AU480 Ne 2015023912

BECKMAN CouLTER
CHEMISTRY ANALYZER Aussg
S 20300 ’

AC 208/220/2301240 v
Sﬁham.:nmn-u»%
3.5kVA TOTAL 5080Hz
REVIRIE =t vy
Beckman Coulter Mishima K K.
P505 Konmr- Bve Ges CARRO) 434

oy

Pucynok 1.2 — @otorpadus MapKupOBK: aHATH3aTOPa GHOXUMITIECKOTO
AU480 Ne 2015023912



IMTPUJTOXEHUE 2
(oGs3arenbHOE)

Cxema (PHCYHOK) ¢ yKa3aHHeM MecTa JUls HAHECCHS 3HaKa TIOBEPKU CPEACTBA
H3MEpEHn

Mecro HABHECCHIE JHMG NONEPIAL E

Pucynok 2.1 - Cxema (pUCYHOK) ¢ yKa3aHHEM MecTa JITIS HAHECEHMS 3HAKA
IIOBEPKH CPEACTBA M3MEPECHMIA



