TOCYJAPCTBEHHbLIII KOMUTET JI3SAPKAVHBI KAMITAT

IO CTAHIAPTHU3 AL TIA CTAHIAPTBHI3AIIBIT
PECITYBJINKH BEJIAPYCh POCITYBJIKI BEJAPYCH

CEPTHOUKAT §
OB YTBEP’KIEHUH TUIIA CPE/ICTBA U3MEPEHHUI

Ne 20288 ot 19 urons 2026 .

Cpox aeucTBus — 6eCCpOIHO

Hanmenosanye u 0603Ha4eHNE SAMHUYHOTO HK3EMITIAPA THTIA CPECTBA U3MEPEHHIA:
Anammsarop moun UC-3500 Ne 13701

3aBoxckoif Homep: 13701

[IpousBoauTEND:
«Sysmex Corporationy», Sinonus

Buiagenen ceprudukara o0 yTBEpKISHUN TUIIA CPEACTBA U3MEPEHUIA:
YuurtapHoe npeanpusitue «benpeameny», r. Munck, Pecniy6sinka Benapychs

Metoarka TOBEPKU:
MILMI" 0679-2026 «Cucrema oGecmedeHHs eJHHCTBAa W3MepeHuil Pecny6anku Benapyce.

Ananuzaropsl Mmogn UC-3500. MeTomuka moBepKu»

MuTepBan BpEMEHU MEXKIy [OCYIapCTBEHHBIMU ITOBEPKaMu: 12 MecsineB

Tunm  cpencts  msMmepenuil  yTBEpKAEH I[OCTAHOBJICHHMEM 1'OCYIapCTBEHHOTO KOMUTETA
1o crangnapTusanuu PecryOnuku benmapycs ot 19.06.2026 Ne 70.

YTBepXKICHHBIN €IMHUYHBIN SK3EMIULIP TUIA CPEICTBA M3MEPEHMUH paspelaeTcs K IPUMEHEHHIO
Ha Ttepputopuu PecmyOmuku bemapyck B COOTBETCTBUM C IIPMIaraéMBIM ONHCAaHWEM THUIIA
CpeACTBa U3MEPECHU.

A.A Bypak

(vHUIMATEL, GaMuIHs)




[Tpunoxeunne x cepruduxary

00 yTBEepP)KIEHUN THTIA

CPENCTBA U3MEPEHUH

OT /9 wrcscS 2006T.Ne Q0227

OITMCAHUE TUIIA CPEJCTBA M3MEPEHUN

Havmenosanue u 0603Ha9eHNe EAMHUYHOTO SK3EMITIIPA THIIA CPEICTBA H3MEPEHHIA:
Ananuzarop moun UC-3500 Ne13701

HanmeHOBaHHE €AMHUYHOTIO SK3EMIUIIPA THUIIA CPEICTBA H3MEPEHHUI:
AHanu3aTop MO4H

OGo3HaueHne eAMHUYHOTO HK3EMILIIPA TUIIA CPEICTBA U3MEPEHHIA:
UC-3500

3aBojckoi Homep: 13701

Hasnauenue:
Anamazatop moun UC-3500 (manee — ananm3zatop) mpemHasHadeH U OWAHOCTUKM in Vitro,
TIO3BOJLAIOLIUH OIPEEIUTh KITMHIYESCKUE TTapaMeTPhl MOUH YEIOBEKA.

Omnucanue:

IIpubop mpexacTaBiser coOOH MOMHOCTBIO aBTOMATHUSCKUN XUMHUYESCKHM aHAIN3aTOP MOYH,
HCIIOIB3YIOIUHA Ul M3MEPEHUSA TECT-IIONOCKU. AHAINU3 IPOBOJUTCS ITOCPEACTBOM HAHECECHUS
Kareab Ipo0 Ha KaXkIyI0 CEKIMIO CIICHHAIbHON TECT-TIOJIOCKH W HM3YUEHHUS ITOMY4YEHHOTO Ha
CEKIIWH LBeTa. BCTPOCHHBIN AAaTYUK ONPEAEIISAET OT0KESHUS KaKIOH CEKIIMY TECT-TIOJOCKH ¥ Ha
5TH CEKIMH HaHOCATCA Kamay npod.Taxke yuuThIBaIOTCS IUIOTHOCTH CEKIUH M UX MOPSIOK Ha
nojocke. IIpo6sl HaHOCATCS Ha CEKIIMH IIOCPEACTBOM BBIIIYCKA C OMpeIeIeHHOM BBICOT (2,5 MM
OT IIOBEPXHOCTH CEKIHH) MM IIyTeM HpUOMMmKEeHUs A0 ompeneieHHoU BBICOTHI (0,5 MM OT
MTOBEPXHOCTH CEKIIUH).

I[Tocyie TOTO Kak TECT-IIONOCKU C HAaHECEHHBIMU Ha HUX MPOo0aMu IEPEMEIaroTCs B MOJIOKEHUE
i1 GOTOMETPHUH, OHHM CKAHUPYIOTCS C MOMOINBIO IBeTHOro garurka CMOS U BBIIONHSAETCS
(boTomMeTpus, B pe3ypTaTe Yero CO3MAF0TCS JaHHBIE IBYXMEPHBIX H300paKeHUM I BCEl TeCT-
IIOJIOCKH.

3HadeHHe KaK[IOM CEKIMH IOTyJaroT Ha OCHOBAHMH MAHHBIX [BYXMEPHBIX H300paKeHUN Iy TeM
CpPaBHEHHS KaXIOH CEeKIUM U IIJICHOYHOM OCHOBBI TECT-TIOJIOCKH, pE3yNbTaTaMH aHalu3a
SBISIFOTCS. TIpe0Opa3OBaHHBIE 3HAYEHWS ONEHKH, NOTyYeHHBIE IO KaTHOPOBOYHON KPHBOM H
IIPENCTABIAIONIME XPOMOTEHHBIE CBOMCTBa Kaxkaol cekuwm.llycras cekius, moOaBieHHas Ha
CIIELMATIbHYIO TECT-NIONIOCKY, CIIY)XXKUT I KOMIIEHCAnuu H(OQeKTa OKpaIIMBaHUSI KaXIOH
ceknuy npobamu. B kauecTBe HCTOYHMKA CBETA UCIIOIB3YeTCs Oeblit CBETOAMOL C AIUTEILHEIM
CPOKOM CIy OBl 3Imy4aemMblii CBETOAMOMHBIM HCTOYHMKOM CBET IPH JJIMHE BOJHEI 650 HM
IIPOXOJHUT CKBO3b IPH3MY, OTPaKaeTCs OT IOBEPXHOCTH MPOOHI M MTONAAaeT B IETEKTOP (IaTUHK
nonoxxenus). [lomoxkeHue cBeTa, BXONAIIET0 B IETEKTOP, MEHSETCS U3-38 H3MEHEHHH
K03 dHuLnEHTa pedpPaKIIUY, BEI3BAHHEIX YIEIBHBIM BECOM P00, PACTIPENETIEHHBIX B IIPOTOYHEIX
kamepax. OOmapyXeHHWe MecTa BXOJa IIOKa3blBaeT KO3(QduUIMEHT pedpakiue Mpodsl H
IIpeo0pa30oBBIBAETCS B 3HAUEHWE YIEIIBHOTO Beca.

OOs3aTenpHbIe METPOIOTHYECKIE TPeOOBaHUS: TIPEICTaBIEHE! B Ta0muLe 1.



Ta6muua 1

IIpenen nomyckaemoro
OTHOCHUTEIBHOTO
- o o CPEIHEKBAIPATHIESCKOTO
HanvenoBanye napamMeTpa KpoBH, Jwanazou } e v
- . OTKIIOHEHUS CydaliHoH
eUHUIIA U3MEPESHUS w3MepeHu T . ——
[IpU U3MEPSHUU napaMerpa
xposu (OCKO), %
Ypobumunoren (URO), mr/an 2,0-12,0
benox (PRO), mr/mn 15 - 1000
Imoxosa (GLU), mr/un 50 - 2000
Kerousr (KET), mr/an 10 - 80
bunnupybun (BIL), mr/mn 0,5-2,0
Hutputst (NIT), mr/mr 0,1-03 10
Jletixorute! (LEU), xneTox/MKII 25 -500
pH 5.0-9,0
Ynenpurii Bec (S.G.) 1,000 - 1,050
OpHTPOLIMTHL, 10 - 250
Kpoes (BLD) | KI€TOK/MKIL -
I'emorsobum, M/t 0,03 -0,75

OCHOBHBIE TEXHHYECKHUE XapaKTCPUCTUHKKH M METPOINOTHUCCKHUEC XapaKTCPHUCTHKH, HE
OTHOCAIIHCCS K 00s3aTeNbHBIM MCTPOJIOTHYCCKHM Tp€6OBaHHHMI IpEACTaBIICHDBI B Taﬁnmue .

Tabnuua 2
HanmeHoBaHME XapaKTepHUCTHKH, . -

P————— 3HaueHne XapaKTePUCTHKI
HpOHB’BO}IHT@HM—IOCTb*, TECTOB/u 276
O6BeM aHAIN3UPYEMOTro 00pa3IA , MKI 23
'Macca*, Kr 75
T'aGapuTHBle pasMepsl (IIMPHHA X BHICOTA X [IYOHHA) , MM 638 x 709 x 829
JuanasoH HaOpsOKeHUS NHTAONIEH CEeTH  IEPEeMEHHOTO ot 100 mo 240
TOKa*, B
Homunanepaas yacTtora MUTAIOmeH cem*: 'u 50/60
IoTpebnsiemas MOIIHOCTE , B-A, me Gonee 180
Y CIOBHS SKCIUTYaTALHH :
- UAITa30H TEMIIEPATYPHI OKPYIKAIOLIero Bo3ayxa, °C ot 15 70 30
-~ OTHOCHTEJIbHAS BJIAXKHOCTH OKPY/KAIOINET0 BO3AYXA IIPU
25 °C, %, ne Honee ot 30 10 80
"CornacHo PyKOBOACTBY IO SKCILTyaTalliH, IPU IPOBEACHUHT METPOTOTHUSCKON OKCIIEPTH3BI
XapaKTepHCTHKa HE TIOTBEPIK/IAIACE.

KOMIIEKTHOCTB: TIpeicTaBieHa B Tabmuie 3

Tabmuia 3

Haumernonanne Komuuectro
Ananusarop moun UC-3500 3a.Nel3701 1 .
CereBo¥f ninyp nuranus 1 mrr.
Py4Hoil ckanep mrpux-Konos 1 mr.
PyKkoBOZCTBO 11O 3KCIUTyaTaiuu 1 axs3.




MecTo nameceHHS 3HaKa YTBEPKJCHHS THNA CPEACTB H3MEPCHUN: 3HAK YTBEPIKICHUS THUIIA
CPeACTB N3MEPEHNH HAHOCHTCS Ha TUTYIABHBIM JTHCT PYKOBOACTBA IO SKCTUTYATALLFH.

Merognkxa mnosepku: MILMI 0679-2026 «Cucrema obecnedeHuss eIWHCTBA UH3MepeHni
Pecny6muku bemapyces. Anammzatopsl mount UC-3500. MeTomuka mOBEPKH».
CaezeHus 0 METOAMKAX (METOIAX) U3MEPEHHH: OTCYTCTBYIOT.
HopmatuBubie NpaBOBBIE aKTBI, B TOM YUCIIe OOS3aTEbHBIC IS COOMOAEHUS TEXHUYECKUE
- HOpDMAaTHUBHBIE IIPaBOBBIE aKTBL, TEXHHYESCKUE HOPMATHUBHBIE IIPABOBLIE akThl B obJacru
TEXHHYECKOTO HOPMHPOBAaHMA M CTaHAApPTH3AIMM, HOKYMEHTHl B OOTacTH TEXHHUECKOTO
HOPMUPOBAHWSA ¥ CTaHJAPTU3ALMY, HE SBISIOLINECS TEXHHUSCKUMU HOPMATUBHBIMU TPABOBBIMIT
aKraMu, JIOKYMEHTalus IpPOM3BOJUTENS WA TEXHUYECKOE 3afaHue  3asBUTENS  Ha
METPOTOrHYeCKYIO SKCIEPTU3Y. YCTaHaBMBaOMue TpeGoBaHus K TUILY CPEICTBA H3MEPEHUM:
TEXHHAYECKAs JOKYMEHTAIHS (PYKOBOJICTBO TIO HKCIITYATAINH, TEXHHIECKOS 3a/1aHe,
crelpuKalus).

Mnentudukaiys nporpaMmMHaoro obecriedenist: mpeacrapicsa B tabmune 4

Tabnuia 4

Howmep Bepenu 110

Wnentndukanwonnoe nanmenosanue [10 ) - .
(MACHTHOHKAITHOHHBIA HOMED)

Amnanusarop moun UC-3500

— I He mroke 1.0

[IpousBoauTens:
«Sysmex Corporation», dmouuns
Anpec: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe, 651-0073, Slnorus

3aKIIOYEHHE O COOTBETCTBHU YTBEPAACHHOIO THiIa CPEeAcTBa Hf}MGpeHI/Iﬁ Tp@GOB?{HLﬂLi
HOPMATHUBHBIX IIPAaBOBRIX aKTOB, B TOM UHCIEC o0sg3aTeNBHRIM AT CO@HI-O,Z[GHHSI TCXHUYCCKHM
HOPMATHBHBIM IIPABOBBIM aKTaM, TCXHMYCCKHM HOPMATHBHBIM HNpaBOBBIM dKTaM B obnactu
TCXHHUYCCKOI'0 HOPMHPOBAHUSL W CTaHAapTH3anuiy, AOKYMEHTaM B 007aCTH  TEXHHYECKOTO
HOPDMHPOBAHHA M  CTaHAapTH3aluu, HE ABIDIHOIMAMC] TCXHUYSCKHMHM  HOPMAaTHBHBIMU
HPaBOBBIMH aKTaMH, JOKYMCHTAIIUU NIPOU3BOAUTCII WK TEXHUYSCKOMY 3aJaHUIO 3agBUTEII Ha
METPOTOTHYECKYIO 3KCICPTU3Y B OTHOUIEHWU CHAMHUYHOTO JK3eMIUIApa CpeaciBa HBMGpéHHﬁZ
CHaJIA34TOPbI  COOTBCICTBYET TpC@OB'dHHﬂM TEXHUYECKON JOKYMCHTAIHH (pyKOBOlIC-iﬁy 10
SKCIUTyaTanyy, TCXHUYCCKOC 3a/[aHue, CH'S-!IEI/IQ)HK&HHX).

"Twm cpencrra M3MepeHNM OTHOCHTCS K KATErOPHY:

Hoanynkr 6.8 cormacHo Ilepeuens xateropuil CpeictB U3MEPEHHH, IIPECTABISIONMK
COBOKYIIHOCTH CPEJICTB M3MEPEHMH OJMHAKOBOTO HA3HAUCHUS, IIPHMEHIEMBIX [IPH H3MEPEHUsIX
B cepe 3aKOHOMATENBHOM METPONOTHY, SK3EMTUIAPH! YTBEPKACHHOTO THTIA KOTOPHIX TTOJJIe/KAT
TOCYIapCTBEHHON MOBEPKE ¢ YCTAHOBICHHOU B HEM NEPHOIMYHOCTHIO (aHAIN3ATOPEI COCTABA H
CBOHCTB OUOTIOTHYECKUX CPEACTR).

YIOTHOMOYCHHOE  IOPUMYECKOE JIMIO, I[IPOBOJMBINEE METPOJOTHUECKYIO — SKCIEPTH3Y
CAMHAYHOTO SK3SMILBIPA B HENIX yTBEPIKISHIUS THITA CPEICTBA U3MEPEHNMIA:

PecriyOmikarckoe  yuuTapHoe mpenmpusTHe «MOTMIEBCKHE IeHTp  CTAaHApTH3aIliy,
MeTponoruu u ceprudukanum (Mormresckuit [ICMC)

PecniyGmuxa benapyce, 212011, r. Moruies, yi1. benunckoro, 33

Tenedon: +375 (222) 72 16 58;



dbaxc: +375 (222) 72 16 58
http://mesms.by/
e-mail: csms mogilevi@mogilev.by

ITpunoxenue: 1. @ororpaduu odmero Bua CpencTBa u3MepeHnit Ha 1 jmcTe,
2. Cxema (pHUCYHOK) C yKa3aHHEM MecTa IS HaHece
CpeAcTBa U3MEpPEeHHH Ha 1 sucre.

3HaKa IIOBCPKH

Hupexrop Mormnesckoro LICMC C.C. [leHucenko



IIpunoxenue 1
(obs3aTensHOE)
®otorpaduu o61ero Brna cpeacTsa H3Mepemm

‘Pucynok 1.1 — ©otorpadms obiero Bupa asamzatopa Moau UC-3500

uDl
[REF] BH756473 13701 C"_r] 2019-10-31

ﬂlﬂﬂlll Hﬂll%lﬁlﬁl\ﬂ lﬂll !Iﬂlllﬁlll!\lll

01} 04987562444855(21)13702(11)19;031

Manufactured: OCTOBER 2018

This product complies with 21 CFR 1040.10
and 1040.11 except for deviations pursuant to
Laser Notice No. 50, dated June 24, 2007.

Pucynok 1.2 — @ororpadusa Mapkuposku aHanmmsatopa mouu UC-3500



Tpumoxenue 2
(obs13aTeNnpHOE)
CxeMa (pPUCYHOK) ¢ yKa3aHHEM MeCTa sl HAHECEHHS 3HaKa [OBEPKY CPEACTBA N3MEPEHIUH

MecTo 1719 HaHECEHUS 3HaKa MOBEPKUA

Pucynok 2 — CxeMa (pUCYHOK) € YKa3aHUEM MECTa JJisl HAHECEHM 3HAKa TIOBEPKHU



