T'OCYJTAPCTBEHHBIN KOMUATET J3SIPKAYHBI KAMITOT
IO CTAHJIAPTA3AIINH A CTAHJIAPTBHI3AIIBII
PECIIYBJIMKH BEJAPYCh PACIIYBJIKI BEJIAPYCh

CEPTUDOUKAT .
OB YTBEPKJIEHNU TUIIA CPEACTBA USMEPEHHU

Ne 20289 ot 19 urousg 2026 r.

Cpoxk neficTBUS — 0€CCPOTHO

HaumenoBanue n 0003HaueHNE €AMHAIHOTO DK3EMILIIpa TUIIA CPEACTBA U3MEPEHUIL:
Anamzatop moun UC-3500 Ne 13698

3aBojackoit HoMmep: 13698

[IpousBoauTEND:
«Sysmex Corporation», AnoHus

Butanenen ceprudukarta 00 yTBEP)KIECHUM TUIIA CPECTBA U3MEPEHUI:
Yuutapuaoe npegnpusitue «beapeamen», r. MuHck, Pecnnydiiuka benapych

Mertoauka MoBEpKU:
MILMI" 0679-2026 «Cuctema obecriedeHusi exuHcTBa M3MepeHnii Pecnybnuxku benapycs.
Ananuzaropbsl Mmoun UC-3500. MeTtoguka noBepKmn»

WHTepBan BpeMEHU MEXKy rocy JapCTBEHHBIMU MToBepKamMu: 12 MecsineB

Tun  cpencTts w3MepeHuit yTBEPXKIEH IIOCTaHOBIEHHWEM [ 0CymapCTBEHHOTO KOMMWTETa
1o cranaaprusanuu Pecrybnuku benapycs ot 19.06.2026 Ne 70.
YTBEpKACHHBIA €JUMHUYHBIN SK3EMIUISIP TUIIA CPEACTBA U3MEPEHNH pasperiaeTcs K IPUMEHEHHIO

Ha Ttepputopun PecmybOnuku bena COOTBETCTBAM C IIpUIaraeéMbeIM OIIMCAaHUEM THUIIA
CpelnCcTBa U3MEPEHHUIA.

!

[Tepmriit 3amecturens Ipence A.A . Bypak

(MHULMANEL, haMUITH)




[pwroxenue K cepTUPHUKATY
00 yTBepXKIEHUH TUIIA

CpeICTBa U3MEPEHUN

oT /Y wrerc3 2006T.Ne J 02829

OIIMCAHME TUIIA CPEJICTBA U3SMEPEHUM

HaumenoBanue 1 0003HaYEHUE SIMHUYHOTO SK3EMIUIIpa THUIA CPENCTBA U3MEPEHUH!
Anamuzarop moun UC-3500 Ne13698

HammenoBan#e eIMHAYHOTO SK3EMIUISIpA TUIIA CPEACTBA H3MEPEHHM:
AHanIu3aTop MOYU

O6o3HavyeHne eAUHUYHOTO 3K3eMITLIpa THIIA CPEACTBA H3MEPEHHH !
UC-3500

3aBoackoi HOMep: 13698

Hasnagenue:
Ananuszatop moun UC-3500 (manee —aHanm3aTop) MpeIHa3HAYeH IS JUAHOCTHKA in vitro,
TI03BOJISFOIIIM OIPEISTUTE KIMHIYESCKUE TapaMeTphbl MOYH YEI0BEKA.

Onwucanue:

[Tpubop mpeacTaBiseT cOOOH IIOTHOCTHIO ABTOMATHUECKMH XMMHUYECKHM aHaIW3aTop MOYH,
UCIIONB3YIOIIUM I U3MEPEHHs TECT-TIONIOCKU. AHANU3 IPOBOJUTCH IIOCPEICTBOM HAHECCHUS
Kamenb mpob Ha KaXTyH CEKIUIO CIIeLMaJbHON TECT-IIOJIOCKH M H3YYEHUs IMOJyYCHHOI'O Ha
CEKIMH 1[BeTa. BCTPOSHHBIN MATUMK ONpeeNsieT I0I0XKEHN KaxX0H CEKIMK TECT-II0JIOCKY U Ha
9TH CEKLMH HaHOCATCS KAy mpo0.Takke yUMTHIBAIOTCS INIOTHOCTE CEKLIMH M MX IOPSIIOK Ha
ronocke. IIpo65l HAHOCATCS Ha CEKIMU IOCPEACTBOM BBIIyCKa C OLPEIENEHHON BEICOT (2,5 MM
OT HOBEPXHOCTH CEKIMH) WIIM MyTeM HPHOIIKEHUs N0 oIpeneneHHod BeICOTHI (0,5 MM oOT
MTOBEPXHOCTH CEKIIUN).

[Tociie TOro Kaxk TECT-IIOJIOCKH C HAHECEHHBIMU Ha HUX IIPOOaMU NEPEMEIIAIOTCS B MOJIOKEHUE
st GOTOMETPHH, OHH CKAHHUPYIOTCSI ¢ MOMOINBIO IBeTHOro parduka CMOS ¥ BBINOTHACTCS
boTOMETpHUS, B PE3YIBTATE YET0 CO3TAIOTCS JaHHBIE IBYXMEPHBIX H300paKEHUH /I BCEH TeCT-
IIOJIOCKH.

3HadeHHue KaXKIOH CEKIIMH I0IyYaroT Ha OCHOBAHWH AHHBIX JIBYXMEPHBIX H300paKeHUH Iy TEM
CPaBHEHMS KaKIOW CEKIMH W IUICHOYHOM OCHOBBEI TECT-IIONIOCKH, DE3YIbTATAMH aHaM3a
ABJISIIOTCS IPeoOpa3oBaHHbIE 3HAUCHUS OICHKW, ITONY4YEHHBIE IO KaJMOPOBOYHOW KPUBOH H
IIPECTABIISIONME XPOMOTEHHBIE CBOMCTBa Kavkmod cexuuu.llycras cexuus, moGaBineHHas Ha
CIIEIMANIBHYIO TECT-IIOJIOCKY, CIY)XHT JUI1 KOMIEHcalud >(hQexTa OKpalluBaHWs Kaxmoud
ceknuu npobamu. B kadecTBe UCTOUHMKA CBETA HCIIONB3yETCs OENbIi CBETOAMO C ITUTEIIBHBIM
CPOKOM CIIysKOBI M3myuaeMplil CBETOJMOIHBIM HCTOYHHKOM CBET IPH JUIMHE BONHBEI 650 HM
IIPOXOMHUT CKBO3b [IPU3MY, OTPAKAETCS OT IIOBEPXHOCTH IIPOOEI U MONAAAET B NETEKTOP (HaTUHK
nonoxenus). IlonokeHWe CBETa, BXOJUIINETO B JETEKTOP, MEHSETCS H3-3a M3MEHEHUH
Koo duitHenTa pedpakuy, BEI3BAHHBIX yASIBHEIM BECOM IIPO0, PACIPENEIICHHBIX B IPOTOYHBIX
kamepax. OOHapyXeHHe MecTa BXOja IOKas3bBaeT Ko3(QGHUIUEHT pedpakimuu NIPoOEl H
peoOpa30BBIBACTCA B 3HAYCHHUE YICIBHOTO BECA.

O6s3aTeNnbHble METPOIOTHUECKIE TPeOOBaHUS: IIPe/ICTaBICHE! B Tabnue 1.



Tabnuua 1

IIpenen nomyckaemoro
OTHOCHTEIBHOTO
_ ) . ) o CPEOHEKBAIPATHIECKOTO
HanvenoBaune napamerpa Kposy, Jwanason ‘ N e as
EJIUHUIA A3MEPSHUS usMepeHui _ GTKTOHLHH}E CH}]_%HHOH‘,,
COCTARIISIIOMEH TIOTPEINHOCTH
[IpU W3MEPEHUU TIapaMeTpa
xporu (OCKO), %

Ypobuiuroren (URO), mr/mn 2,0-12,0
benox (PRO), mr/an 15-1000
[mroko3za (GLU), mr/ma 50 - 2000
Kerounr (KET), mr/nn 10 - 80
bumupybun (BIL), Mr/nn 0.5-2.0
Huarputer (NIT), mr/an 0,1-03 10
JletikonmTet (LEU), KneTox/MKI1 25 - 500
pH 5.0-90
VYiaenvunii sec (S.G.) 1,000 - 1,050

) DpUTPOTTUTEHI, 10 - 250
Kposs (BLD) KJIETOK/MKJI

TemornoGun, M1/t 0,03 -0,75

OcHOBHBIE TEXHHYECKME XapakTepPUCTHKA W  METPONOTHYECKHE XapaKTEpPHUCTHKH,

OTHOCSIIIHAECS K 0043aTeIbHBIM METPOJIOTHYCCKUM Tpe6OBaHI’IHMZ OpeACTaBJICHBI B Ta6.rmue 2.

Tabmuma 2

HanMeHOBaHWE XapaKTEPUCTHKH,
eAMHUIIA U3MEPEHUS

3HadeHNe XapaKTePUCTUKH

IIpousBoanTensHOCTE , TECTOB/Y 276
O6BeM aHaTU3UPYEMOTO 00pasiE , MKJI 23
Macca , kT 75

I"abapuTtHble pasmeps! (IMHPHUHA X BRICOTA X IIyOWHA) , MM

638 x 709 x 829

JlnamnasoH HaNpSKCHHWS [HTAIONWICH CeTH TNEepPEeMEHHOTO
TOKa , B

ot 100 mo 240

HomuHanpHAs JacTOTa MHTAIOmEH ceTh . I 50/60
TToTpebsemas MOIITHOCTS , B-A, He 6omee 180
VCII0BHS SKCIUTYATAIAY

- INama3oH TeMIepaTypsl OKPYKaromIero Bosayxa, °C or 15 g0 30
- OTHOCHTE IbHAS BIAXKHOCTb OKPYKaIOLIEro BO3yXa Iipu

25 °C, %, ue H6oree ot 30 g0 80

‘Corzacuo PYKOBOACTBY IO 3KCILTYaTaluy, Py IpOBSACHHUN METPOIOT UISCKOH SKCHEPTU3HI

XapaxTCPpUCTHKaA HE ITOATBEPKAaTIach.

KommnekTHOCTE: TipeacTaBiena B Tadnune 3

Tabmnuma 3

Haumenosanue Konuuectro
Anamzatop Moy UC-3500 3aB.Ne13698 1 mT.
CereBoil uHyp nuranus 1 mrr.
Pydnoli cKaHep MITPUX-KOJOB 1 mr.
PyKOBOZCTBO 1O 3KCIUTyaTAIHH 1 3K3.




Mecto maHeceHus 3HaKa YIBEPKACHUA THIA CPCIACTB H3M€p€HH{>’IC 3HAK YTBCPXKICHUA THUIIA
CPe/ICTB U3MEPE HUH HAHOCHTCS Ha THT}/‘HBHBIFI JIUCT PYKOBOJACTBA IO DKCILTYaTaliu.

Mertonuka mnosepku: MILMIT 0679-2026 «Cucrema obecriedenus €AMHCTBA H3MEpeHUH
Pecnybmiku bemnapycs. Anammzatopsl Moun UC-3500. MeToiika OBEpKM».
Csezmenus 0 METOAMKAX (METOIaX) U3MEPEHHI: OTCYTCTBYIOT.
HopmarusHbie mpaBOBBIE aKkThl, B TOM uHciae 00s3aTelbHbIE AN COOMOACHUS TEXHUYECKHUE
HOPMATUBHBIC IIPABOBBIC AKTHL, TEXHWYECKWE HOPMATUBHBIE IIPABOBHIE aKThl B 0o0nactu
TEXHHYECKOTO HOPMHPOBAHUS W CTAHAAPTH3AIHH, JOKYMEHTBl B 00NMacTd TEXHHUECKOTO
HOPMUPOBAHUS U CTAHJAPTU3ALNH, HE SBISIOUINECS TEXHUUECKHMU HOPMATUBHBIMU IPABOBRIMI
aKTamMy, JOKYMEHTalusi [POM3BOIMTENS WM TEXHUYECKOE 3aJanue 3asBuUTelsS  Ha
METPOIOrHYECKYIO SKCIEPTH3Y, YCTaHaBHBAOYe TpeOOBaHUS K THILY CPECTBA H3MEPESHUM:
TEXHHAYECKass JOKYMEHTAUS (PYKOBOJCTBO IO DKCIUTYaTaIllH, TEXHUIECKOE 3a/laHHe,
crenuduKaLms).

WnenTudukatys IporpaMMHOTo odecIieueHust: ipeacTaBieHa B Tabnuie 4

Tabnuita 4

Howep Bepcuu 11O

Wnentndukanmonnoe sanmenosanue 110 ) N
(neHTHOHKAIMOHHEIH HOMED)

Ananmsarop moun UC-3500

- : | He arxke 1.0

[pouzBoauTess:
«Sysmex Corporation», Anonus
Anpec: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe, 651-0073, Snonus

3aKouYeHHe O COOTBETCTBHH YIBCPAACHHOIO THIIA CPCACTBA 1'13M€peﬂl/lf/’1 Tp@GOB&HKﬁE\E
HOPMAaTHBHBIX TIPaBOBRIX aKTOB, B TOM HYHCIC 0043aTelTbHRIM JII CO6KIOI[€HH}{ TCXHAYCCKEM
HOPMATHBHBIM NPAaBOBBEIM aKTaM, TCXHHYCCKHM HOPMATUBHBIM IIPABOBBIM 4dKTaM B obnacTu
TCXHUYECKOTO HOPMHUPOBaHUWA U CTaHTapTusanud, AOKYMCEHTaM B 00macTy  TEeXHHUSCKOTO
HOPMUYPOBaAHHA W CTAHIApTH3aLdH, HE ABIHIOMHAMCH TCXHUYCCKUMH  HOPMATUBHBIMI
IIPaBOBLIMHA AKTaMy, JOKYMCHTAIIMX HPOU3BOIUTCII WM TEXHUUCCKOMY 3a/laHui0o 3as3BHUTC Ha
MCTPOIOTHYCCKYIO 3KCIEPTU3Y B OTHOIICHHU CHAMHHMYHOTO 3K3CMIIApa CPCACTBA H‘3M€p€HHﬁZ
AHaM34aT0Pbl  COOTBCICTBYET ’I‘pﬁ‘-(}OBHH}"[ﬂM TEXHUYECKON AOKYMCHTAllUH (;pyl(OBO,Z[C-lBy 1o
OKCILTydTalii, TCXHUYCCKOC 3aaHue, cneumbumuna).

Tun cpencrsa uamMepeHnit OTHOCHTCS K KATETOPUH:

Homnysxkr 6.8 cormacHo Ilepeuens kateropuif CcpeicTB U3MEPEHMH, IPEACTABIIAIOLINX
COBOKYIIHOCTE CPEJCTB MU3MEPEHUH OQWHAKOBOTO HA3HAUEHUS, IPUMEHSIEMBIX IIPH U3MEPEHUAX
B chepe 3aKOHOMATENBbHOH METPOJIOTHH, SK3EMIUIIPHI YTBEPKIEHHOTO THIIAa KOTOPBIX MOAJIEKaT
TOCYHapCTBEHHOM MOBEPKE C YCTAHOBICHHOM B HEM NEPUOAMYHOCTRIO (aHAIM3ATOPHL COCTABA B
CBOMCTB OHOJIOTHYECKUX CPENICTB).

VYIOMHOMOUEHHOS  IOPHAMYECKOE JIMIIO, IPOBOJMBINEE METPOIOTMUECKYIO  IKCIEPTU3Y
CAMHUYHOTO SK3eMIUBIPA B IEJSIX YTBEPKICHUS THIIA CPEACTBA H3MepeHunii:

PecriyOnukanckoe  yHUTapHOe mpeanpustae «MOTWIEBCKME  IEHTP  CTaHIapTH3alliy,
MeTponoruu u ceprudukanumy (Morunesckuit LICMCO)

Peciiybiuka benapycs, 212011, r. Moruzes, yi. bermnckoro, 33

Tenedon: +375 (222) 72 16 58;



daxc: +375 (222) 72 16 58
http://mcsms.by/
e-mail: csms_mogilevi@mogilev.by

[Mpunoxenwe: 1. @ortorpaduu obiero Buja cpeacTsa u3MepeHnii Ha 1 nyete.
2. Cxema (pHCYHOK) C yKa3aHMeM MecTa I HageCeH
cpencTBa u3Mepenuit Ha 1 mucre.

3HAaKa IIOBCPKH

Hupextop Mormiesckoro LICMC C.C. JlenuceHko



[Mpunoxenue 1
(obsi3aTenpHOE)
_ ®@otorpaduu o0IIero BUIAa CPEACTBA H3MEPEHHN

Pucynok 1.1 — Gotorpadus oﬁmero Buyia asamatopa Mo UC-3500

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.

Pucynoxk 1.2 — ®otorpadus MapkupoBKy aHanusaTopa Moau UC-3500



TIpuoxenue 2
(obs3aTenbHOR)
Cxema (PECYHOK) C yKa3aHWEM MECTa I HAHECSHHs 3HaKa IOBEPKHU CPENCTBA M3MEPEHMH

MecTo 1 HaHSCEHMS 3HAKa TIOBCPKHA

A\

Pucynok 2 — CxeMa (pUCYHOK) C YKa3aHHEM MECTa /71l HAHECEHHUS 3HAKA TTOBEPKH



