T'OCYJIAPCTBEHHBIII KOMUATET I3SPIKAVHBI KAMITAT

MO CTAHJAPTH3 AN A CTAHJIAPTEI3AIIGIT
PECIIYBJINKH BEJAPYChH PICIYBJIKI BEJIAPYChH

CEPTUD®HUKAT
OB YTBEPXKIAEHNU THUIIA CPEJACTB U3MEPEHUM

Ne 18441 ot 5 denpans 2025 1.

Cpoxk geiicTBus: OeccpOdHBIit

HamnmeHoBaHME THIIA CPENICTB U3MEPECHHIA:

Ana/3aTop OMOXMMHYECKHH aBTOMATHYECKHi: aHAIM3aTOP OHOXHUMHYECKHH MOXY/IbHBIMH
ARCHITECT c npunagnexsoctaMu: Mogeasb c4000 (ncnoHeHde 2) ¢ MPHHANIEKHOCTAMH
Ne C462556

IIpousBoaUTEND:
«Abbott Laboratories», Coennnennsle llITatel AMepuku
(konTpakTHOE NPpON3BOACTBO — «Canon Medical Systems Corporationy, SImonus)

Brinan:
00O «IpaiimbnoTex», r. Munck, Pecny6mka benapychb

JloKyMeHT Ha OBEpKY:

MPb MILMH 4187-2025 «Cucrema ofecneyeHHsi eIHHCTBa H3MepeHHil Pecmyomuku
Benapyce. AHaqm3aTop OMOXMMHYeCKHH AaBTOMATHYeCKHii: aHAIH3ATOP OHOXHMHYECKHIA
MonynbHblii ARCHITECT c¢ npuHagaexsHoctsmu: wmoxeiab c¢4000 (dcmonHeHHe 2)
¢ IpHHALJIEKHOCTAMHA. MeToqHKA MOBePKW»

MHTepBall BpeMEHU MEXy TOCYJapCTBEHHBIMU ITOBepkaMu: 12 MecsineB

Twurm  cpencTB W3MEpEHMM yTBEpPKAEH IIOCTAHOBIEHHMEM [ OCYZapCTBEHHOTO KOMHTETA
o cranpaptusanuu Peciry6muku benmapycs ot 05.02.2025 Ne 20

CpencTBa M3MepeHMH NaHHOTO THIA CPEICTBA W3MEPEHUH, NMPOU3BOJVMMEIC B IIEPUOJ CpPOKa
JOCUCTBHMSA  JaHHOIrO  cepridukaTa 00  YTBEpXKAEHMM THIA CPEICTBA  HU3MEPEHHH,
WIA YTBEPXKACHHBIA THUII €IUHWYHOIO DOK3EMIULIpa CpEICTBA HU3MEPEHHM pa3permaroTes
K TPUMEHEHHIO Ha Teppuropuu PecrmyOnuku bemapych B COOTBETCTBHM C IpHIaraeMbIM
OIMCaHUEM THIIA CPEJCTBA U3MEPEHUI.

. A Kucnenko




OITMICAHUE THUIIA CPEJICTB U3MEPEHNIA
IIPUIIOKEHUE K cepTUuuKary o0 yTBepKIEHUHU THIIA CPEICTB U3MEPEHUIA
OT 8 ol i 2025 1. Ne /2994«
L

HanmenoBanue THIIA CpPEICTB u3MepeHuit u 150°¢ o0o03HaYeHUE:
Ananm3aTop GHOXMMUYECKHH aBTOMATHUYCCKUIL aHAIH3aTOP GHOXUMUYECKHUIL MOJYJIbHBIN
ARCHITECT c¢ npunagnesxHocTsamu: Monens c4000 (ucmonHenue 2) ¢ MpUHAIEKHOCTAMU
Ne C462556

Haznauenue u o01acTh IpUMEHEHHS:

Ananuzatop OMOXUMHYECKUN aBTOMAaTHYECKUIl: aHATU3a10p OMOXUMUYECKUN MOIYJIHHLIH
ARCHITECT c¢ mpunagnexxsHoctsiMu: Moens c4000 (ucmonmuenue 2) ¢ IpUHAIEKHOCTAMA
Ne C462556 (nanee — aHanmu3atop) mpefHa3HAYEH JJIs U3MEPEHHs ONTUYECKOH IIIOTHOCTH
XUIKHUX Ipo0 IIPpU NPOBENCHUN OMOXUMUUCCKUX HCCIETOBAHUMA.

OGuacTh IpUMEHEHH — IPH 00ECIICUSHUH 3alUThI XKU3HU U 3[0POBbS UEIOBEKA, OKA3aHUA
MEIUIIMHCKOM TOMOIIH.

Onucanue:

[punumn gefcTBUA aHANIU3aTOpa OCHOBAH HA M3MEPEHMHU ONTUYECKON IIOTHOCTH JKUAKUX
1po0 ¥ HOCIERYIOUIEM IIEPECUETe C IOMOIIBIO BCTPOEHHEIX MPOrPaMM B HEOOXOIUMEIi
napamerp (KOHLEHTPAIMIO) B COOTBETCTBHU C METOIUKOI JIa00PaTOPHOrO UCCIENOBAHNS.

dotorpaduu 06IIero BUAa CPEICTB H3MEPEHUI IPEICTABIEHBI B IIPHIOKEHNH 1.
Cxema (pUCYHOK) C yKa3saHHEM MeECTa U1 HAaHCCCHHs 3HaKa IIOBEPKYU CPENCTB U3MEPEHMUiT
IIPEICTaBICHA B IPUIIOKEHUH 2.

OG43aTespHbIe METPOJIOTHIECKUE TPeOOBAHUS: IPEACTABIICHEI B Tabnuie 1.

Tabmuua 1

HaumMenoBanue 3HaueHne
- JInanaszoH M3MEpPEHM ONTUYECKOM IIIIOTHOCTH, b ot 0 1o 2,000
Ipenens! nomyckaeMoi abCOMOTHON MOTPEITHOCTH
aHalM3aTopa Py U3MEPEHUN ONTHYECKOM INTOTHOCTH _
B auanazoHe oT 0 no 1,000, b +0,080
[Ipenenst nomycKaeMo# OTHOCHTENIBHOM TOTPeIHOCTH
aHaIM3aTopa IIPU U3MEPEHUU ONTUUYECKOHN INIOTHOCTH
B quanazone ot 1,001 1o 2,000 B, % +15,0
Ipenen nomyckaeMoro OTHOCUTEIEHOIG CPEMHETO
KBapaTUIECKOr0 OTKIOHEHUS aHaIu3aTopa
IIpY U3MEPEHUM ONTUYECKOM TIOTHOCTH, %0 10,0




OcHOBHBIE TCXHUYCCKHC  XapaKTCPHUCTHKH M MCTPOJIOIMYCCKHC  XapaKTCPHUCTUKH,
HE OTHOCAIIHCCA K 00s3aTeIbHEIM MCTPOJIOTHYCCKUM TpC6OBaHI/I§IMI IIPCICTABJICHbBI B

Tabmure 2.
Tabnura 2
HaumenoBanue 3xauenue

YcnoBus sKCIUTyaTaluu:
JIAaIla30H TeMIIEpaTyPhl OKPYKAOLIEro Bo3ayxa, °C ot 15 go 25
OTHOCHTEJbHAs BIaXKHOCTh 01<py>i\a}omero BO3nyxa, %, He Oonee 80
Jlnarna3on HanpsuKeHUN nuTaroniei cetu™, B ot 180 o 264
Homunasipnas yactoTa nmuTaromeit cetu®, I'n 50/60
["abaputHbIe pasMepsl*, MM, He Ooee A 907x1600x1251
Macca*, xr, He Oomee 513,5
*CO‘"JIaCHO JOKYMCHTAIIUH ITPOU3BOOHUTELA. HpI/I IIPOBEACHU N Me[pOIIOI‘I/I‘IeCKOI/I BKbHepTI/BBI
XapaKTepHCTHKI/I HC IMOATBCPXKIAJIMCH

KomMiekrHOCTB: IpecTaBiaeHa B Tabnure 3.
Tatnuna 3

HaumMeHnoBaHue KonnuecTBo
AHanuzaTop OMOXUMHUYECKUN aBTOMATHUYECKHI: aHAJIN3aTOP
ouoxumumacckuit MmoxynsHbI ARCHITECT ¢ npuHaaIeKH0CTIMU: MOIEND
c4000 (ucnommenue 2) ¢ npuHamiexkHocTaMu Ne C462556

PYKOBOZICTBO MO 3KCILTyaTallMU ' 1

Mecto HaHeceHUs 3HaKa yTBEPXKACHUS THIIA CPEICTB U3MEPEHUH: 3HAK YTBEPKICHUSA TUTIA
CPEACTB U3MEPEHU HAHOCUTCS Ha TUTYJIBHEIH JIKCT PYKOBOJCTBA IO SKCILTyaTallHH.

IloBepka ocymectrisercs no MPb MIL.MH 4187-2025 «Cuctema obecredeHus equHCTBa
m3mepenuit PecryOmuku benapych. AHamm3atop OHOXUMHUYECKHMM aBTOMATHUECKMIA:
aganuzaTop Omoxummueckuit momaynpHBIM ARCHITECT ¢ IPUHAJIEKHOCTIMU: MOJEN
c4000 (ucrionHeHue 2) ¢ MPUHAIEKHOCTAMI. METOIUKA TOBEPKUY.

CBeleHus 0 METONMKAX (METOaX) H3MEPEHMH: OTCYTCTBYIOT.

TeXHUYEeCKWe  HOpPMATUBHBIE  IPABOBBIC  aKTEI W TEXHUYECKHE  JOKYMEHTEI,
yCTaHaBIIUBAIOIINE:
TpeGOBaHIS K THILY CPEICTB U3MEPEHUIL: .

TeXHUYCCKas JOKYMEHTAIHs IPOU3BOIUTENS (PYKOBOACTBO 110 SKCHH}/'aTaL[HI/I);
METOUKY TIOBEPKHU: .

MPE MIIL.MH 4187-2025 «CHCTeMa obecrieueHust eIUHCTBA I/L’MepeHI/IH Pecrry6nukn
Benapycs. Amnanusarop GHOXUMIUCCKHIl ABTOMATUIECKHIL: aHaIH3aTOp OMOXUMMUYECKUM
monyneHEIE ARCHITECT ¢ npunamiexsocTamu: momens c¢4000 (ucmonmHenue 2) ¢
NPUHAUIEKHOCTAMU. MeTONNKA TIOBEPKLY.

HepequL CpCacCTB IIOBCPKHU: ITPEACTABIICH B Ta6J'H/H_[€ 4,



Tabmuma 4

HauMeHOBaHUE U T CPEJICTB OBEPKH
Peructparop TeMnepaTyps! U BiaaxxHoCTH testo 174H
KomrnexT koHTponbHEIX MaTepuanoB Multichem S Plus, nmpoussozactsa «Technopath
Clinical Diagnosticsy, Mpnannus
KOHTpONBHEIE PacTBOPEI HUTPO3UHA, IPUTOTOBIEHHEIE [T0 METOIUKE, IIPUBEICHHOMN B
npuwioxenun b MPb MIT.MH 4187-2025
IIpumevanue — JlomyckaeTcss HPHMEHSTh JAPYTHE CPEACTBA IIOBEPKH, OOECIIEYHBAIOLIHE
OIpe/ieNICHHEe METPOIOTHUECKHUX XapaKTEPHUCTHK C TPeOyEeMO#M TOYHOCTRIO.

WrenTudukanys nporpaMMHOTO o6ecIIedeH s : IpecTaB/IeHa B Ta0IuIE 3.

Tabmnuma 5
’ Howmep Bepcuu 10
Unentudukannonnoe HanMeHoranue [10 P Beperi ©
- (MaeHTHDUKAIMOHHBIA HOMED)
- - | - 9.45

3aKTIOYeHHE O COOTBETCTBUM YTBEPKIEHHOTO THIA CPEICTB U3MEpPEeHUil TpeGOBaHUAM
TCXHUYECKUX HOPMATUBHBIX IIPABOBBIX AaKTOB W/WIW TEXHHYECKOW JOKYMEHTAIlUU
MPOU3BOJUTENI, a TaKkKe TEXHUYECKOMY 3aJaHUIO 3asiBHUTENs Ha METPOJIOTHUECKYIO
OKCIIEPTH3Y B OTHOLIEHHWM EIMHUYHOIO 3K3EMIUIIpa CpPEelCTBAa H3MEPEHMI: aHaIM3aToOp
OMOXMMHUUYECKUH aBTOMAaTUIECKUil: aHanu3aTop OuoxumMuueckuit Moaynsasiii ARCHITECT
¢ TpMHAIEKHOCTAME: Mozens c4000 (ucronmuenue 2) ¢ mpuHamtexHocTsiMu Ne C462556
COOTBETCTBY€ET TPEOOBaHUAM TEXHUUIECKOH TOKYMEHTAITUH IIPOU3BOIUTEIS (PYKOBOACTBA I10
3KCILTyaTalllu).

IIpon3BoaNTENE CPENICTB U3MEPCHMIA

«Abbott Laboratories», Coequnenusie IlITaTsr AMepuku

(KOHTpakTHOE Mpou3BoACTBO — «Canon Medical Systems Corporatlon» SAnonus)
1915 Hurd Drive, Irving, TX 75038 USA

(1385 Shimoishigami, Otawara-shi, Tochigi, 324-8550, Japan)

YIIONMHOMOYEHHOE  IOPUIMYECKOe  JIMIO,  IPOBOAMBINGE  WCOBITAHHS  CPEICTB
U3MEPEHUI/METPOIOTUYECKYIO 3KCIIEPTU3Y CIUHHUYHOIO DK3EMIUIIPA CPENCTB M3MEPEHUI
PecnyOnmukaHckoe yHuTapHOe mpeanpusatue «bemopycckuif TocymapCTBEHHEIN HHCTUTYT
metponorumy (benl IM)

Pecrry6nuka Bemapycs, 220053, r. MuHcK, CTapOBI/IJICH(‘KIII/I TpakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxenna: 1. @otorpaduu o6Iero Buia cpecTB U3MEPEHU Ha 1 JIHCTe.
2. Cxema (pHUCYHOK) C YKa3aHHEM MECTa [l HAHECCHHMs 3HaKa IOBEPKH
CPEICTB U3MEPEHU Ha | JucTe.

Hupekrop benl UM f/’féﬁ;‘/f - A.B. Kazauox



[Tpunosxxenne 1
(obs13aTEeNmBHOE)
@otorpaduu 00IIEro BUA CPEICTB K3MEPEHUM

Pucynox 1.1 — ®otorpadus ob1mero Bujga aHaInzaTopa GHOXUMUYECKOTO
aBTOMaTHYECKOro: aHanu3aTopa duoxumudeckoro moxynsHoro ARCHITECT ¢
NpUHAIICKHOCTAMU: Mozenb ¢4000 (ucnonnenue 2) ¢ mpuHaiexxHocTsMu Ne C462556
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Pucynox 1.2 — @ortorpadust MApKUPOBKY aHAIN3ATOPA OHOXMMHIECKOTO
aBTOMAaTHYECKOr0: aHanusaTopa duoxumudeckoro monyinpaoro ARCHITECT ¢

IpuHaIIeKHOCTAMU: Mojenb c4000 (ucrionuenue 2) ¢ npuHamnexHocTsMu Ne C462556



IIpunoxenue 2
(obs3aTenpHOE)
Cxema (pHCYHOK) C yKa3aHHUEM MecTa JJIs HaHEeCCHHUS 3HaKa MOBEPKU CPEICTB U3MEPEHHIA

MecTo ang HaHeCeHHs
3HAKa IIOBSCPKH

Pucynox 2.1 — Cxema (PUCYHOK) ¢ yKa3aHueM MeCTa [JI1 HaHECEHHS 3HAaKA TOBEPKH



