TOCYJAPCTBEHHBIA KOMUTET JBAPKAYHBI KAMITOT

IO CTAHIAPTHU3AIINHA IHA CTAHIAPTBI3AIIBII
PECITYBJIMKU BEJIAPYCh POCITYBJIKI BEJAPYCh

CEPTUO®UKAT .
OB YTBEPXJIEHHUU TUIIA CPEACTB UBMEPEHUU

Ne 18345 ot 27 nexabps 2024 r.

Cpok nmeficTBuUsA: OeCCpOUHBIH

HanMeHOBaHME TUTIA CPENCTB U3MEPEHUIA:
AHaju3aTop OHOXHMHYECKH aBTOMATHUYeCKHH: aHAIM3aTOP OMOXHMHYECKHA MOMYJIbHBIA
ARCHITECT ¢ npunaaiexaocTaMu: moaesab ¢8000 ¢ mpuragaexnocTsavu Ne C804286

[IpousBoauTENE:
«Abbott Laboratories Diagnostics Division», Coennnennbie IlITaTel AMepHKH

Briman:
000 «IIpaiimbuoTex», r. MuHnck, Pecrry6inka benapych

JIOKyMEHT Ha ITIOBEPKY:
MPB MILMH 3379-2022 «Cucrema obecniedeHusi eIuHCTBa H3MepeHHil PecmyGanku
Besapychb. AHaimu3aTop OHOXHMHYECKHH aBTOMATHYECKHH: AHAIM3aTOp OHOXHMHYECKHH
moayabHbli ARCHITECT c¢ mpuHapiexksocTavu: mogenb ¢8000 ¢ mpuHANTEKHOCTSIMH.
MeToauKa MoBepKH»

WHTepBal BpeMeHN MEX/Iy TOCYIapCTBEHHBIMU ITOBEPKaMK: 12 Mecsies

Tun cpeicTB W3MEpEHMI YTBEPXKIEH IOCTAHOBIEHMEM ['OCYIapCTBEHHOIO KOMHTETa
no cranaaprusanuu Pecry6nuku benapycs ot 27.12.2024 Ne 146

CpelcTBa M3MEpEeHUH TaHHOTO THUIA CPEJCTBA M3MEPEHHH, IPOM3BOJMMEIE B IIEPHOJ CPOKa
meficTBUA  JaHHOro  ceprudukara 00  YTBEPXKAEHMH THIA  CPEACTBA  H3MEPCHHH,
WIM YTBEPXKICHHBIM THI EAMHUYHOTO SK3EMIUIpa CpEICTBA M3MEPCHHM pasperIaroTcs
K [PUMEHCHHIO Ha TeppuTopur PecryOmmkm bemapyck B COOTBETCTBHM C IpHIIaraeMbIM
OIMMCAaHUEM THUIIA CPEICTBA U3MEPEHUI.

3amectutens [Ipencenarens

N
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OIIMCAHUE TUITIA CPEJICTB U3MEPEHUI
IPUIIOKEHUE K cepTUdUKATy 00 YTBEPKICHUH THIIA CPEACTB H3MEPCHUN

oT A #Vpg,zﬂ/,’;éz 20.7241. No 4K 745
Haumenoanue THIIA CPELNCTB A3MEpPEHUN 51 ux o003HaueHHUE:

AHanu3aTop GHOXMMUYECKUN aBTOMATHYECKUil: aHAIM3aTop OMOXMMUYIECKUA MOMYIBHBIN
ARCHITECT c npuragnexsoctamu: Mozens ¢8000 ¢ mpunaniexsocTamMu Ne C804286

HasnaueHue 1 061aCcTh IPUMEHEHNUA:

AHanuzaTop GHOXMMMYECKHH aBTOMATHUYECKUH: aHAIM3aTop OHOXMMUYECKUl MOIYIbHBIHA
ARCHITECT ¢ npuHamnexsoctamu: Moxeiab c¢8000 ¢ mpuHagexnoctamu Ne C804286
(namee — aHamIM3aTOp) MpEAHA3HAYeH JUId M3MEPEHMS ONTHYECCKOM INIOTHOCTH
C TIOCITEIYIONIIM TIePecUueToM B KOHIIEHTPAIIMIO TTapaMeTPOB (aHATUTOB) B GHONOTHYECKHIX
’KUJIKOCTSIX YETIOBEKA.

OGnacTs NpUMEHEHUI — TIPU 00€CIICUEHNH 3alUTEI XKU3HU U 3[I0POBE: YETIOBEKA, OKa3aHUA

MEIUIIMHCKOHN ITOMOIILIH.

Onucanue:

[IpyHIAII JeWCTBUSI aHAIM3aTOpa OCHOBAH Ha M3MEPEHUM ONTHYCCKON INIOTHOCTH JKUIKHUX
npo6 U HOCHEMYIOMEM MEPECcUeTe ¢ MOMOIIBI0 BCTPOSHHBIX HIPOrpaMM B HEOOXOIUMBINA
mapaMeTp (KOHIEHTPAIMIO) B COOTBETCTBUH ¢ METOIHUKOM naGOpaTopHoro HCCIIEIOBAHYS.

®dotorpaduu o6IIEro BUAA CPeCTB N3MEPEHHH PEICTABICHEI B IPHIOKEHNH 1.
CxeMa (pHCYHOK) ¢ yKa3aHMEM MeECTa /IS HaHECEHUsS 3HaKa IIOBEPKHU CPEICTB U3MEPEHHH
OpeacTaBieHa B IPIOKEHUH 2.

O0s3ateNbHEIE METPOJIOTHYECKUE TPEOOBAHMI: IIPEACTABIICHEI B Tabnure 1.

Tabmuma 1

HaumenoBanue 3HayeHue

JIvana3oH H3MEPCHUM ONTHYECKOH MII0THOCTH, b ot 0 10 2,000
Ilpenensl momyckaeMoif aOCOMIOTHOH. ITOTPENIHOCTH
aHaJM3aTopa MpPU HU3MEPEHUM ONTHYECKOH INIOTHOCTH
B quanasone ot 0 o 1,000, b : +0,080
IIpemensl mOmMycKaeMoOM OTHOCUTEIBHON IIOIPEIIHOCTH
aHaIM3aTOpa IPM M3MEPEHMM ONTHYCCKOM IUIOTHOCTH

B nmuranasone ot 1,001 mo 2,000 b, % +15,0
[Ipemen  OOMycKaeMOTro  OTHOCHUTENIBHOIO  CPEIHEro |
KBaJ[paTHIECKOrO OTKJIOHEHHS aHAJIM3aTOpa

1P U3MEPEHMH ONTHYECKOH MIOTHOCTH, Yo e s 10,0

OCHOBHBIE TEXHHYECKHME XapaKTEpUCTUKUM ¥  METPOJIOrMYECKHe  XapaKTCPUCTHUKHY,
HE OTHOcAmMecs K 0043aTeNbHBIM METPOJIOTHYECKUM TpPeOOBaHMAM: IIPENICTaBIICHBI B
Tabauie 2. ' o '



Tabnuna 2

HaumenoBanue 3HayeHue
VcmoBus SKCIUTyaTaliu:
IMaNa3oH TEMIIEPATYPhI OKPY>Karolero Bo3ayxa, °C ot 15 no 25
OTHOCHTENbHAS BIAXKHOCTE OKPYKaIOIIero Bo3ayxa, %, He 6ojee 80
Jlnana3od HanpsbKeHui murTamonei cetu™, B ot 180 mo 264
HomunanpHas yactoTa nuraronieii cetn™, I'i 50/60
["abapuTHBIe pasMepel*, MM, He 6oree 1245%x2006x1219
Macca*, kr, He 6osee 646.,4
*COr7acHO JOKYMEHTAIUK IIpou3BouTes. IIpu mpoBeieHuH METPOIOTIeCcKon
SKCIIEPTU3EI XapaKTEPUCTUKH HE TIOATBEPKIATUCH

KOMIIIEKTHOCTE: IIpecTaBlIeHa B TabmuLe 3.

Tabmuua 3
, HaumeHoBaHNE KonandectBo
Anaguzatop - OHOXMMHUYECKUHU aBTOMAaTUYECKUHN: aHaJIN3aTop
onoxumuueckuiit MonynpHEI ARCHITECT ¢ npuHaaae:KHOCTIMI: MOJIETb
¢8000 ¢ nmpunamiexuaoctamu Ne C804286 1
PyKOBOACTBO M0 SKCIUTyaTalllul 1

MecTo HaHECEHHUS 3HAKa YTBEPXKIACHUA THIIA CPCACTB HSMGPC}IHﬁI 3HAK YTBEPXKICHUA THIIA
CpE€ACTB I/ISMCpeHI/Iﬁ HAaHOCHUTCA Ha TI/ITyHI)HHﬁ JIUCT PYKOBOACTBA I1O OKCIITyaTalliu.

I[Tosepka ocymectpisercs mo MPB MILMH 3379-2022 «Cuctema oGecriedeHuns eUHCTBa
mMepenuit Pecry6nuku  Bemapych. AHamu3aTop OHMOXMMHYECKHMH aBTOMAaTHICCKHI:
agamuzaTop Oumoxumuyeckuit MomynasHEIE ARCHITECT ¢ mpuHaIneXHOCTAMH: MOZENIDL
¢8000 ¢ mpuHAIIEKHOCTIMUA. METONNKA ITOBEPKIY.

CaezeHusI 0 METOIUKAX (METO/1aX) U3MEPEHUN: OTCYTCTBYIOT.

TexHWYecKMe  HOPMATHMBHBIE  TPABOBBIC  aKTBl 11 TEXHUYECKHE  JOKYMCHTHL,
yCTaHABJIUBAIOIIHE:!
TpeOOBaHMA K TUITYy CPEACTB U3MEPCHHUIA:

TeXHUUYECKas! JOKYMEHTAIHs IPOM3BOIHUTENs (PYKOBOICTBO I10 SKCIITYaTalliu);
METOIUKY TOBEPKHU:

MPB MI1.MH 3379-2022 «CucteMa o0ecrieyeHHs €IUHCTBA H3MEPEHHIA Pecny6n1/11<1/1
Benapych. AHanm3aTop GUOXUMHMYECKUM aBTOMATHUECKMH: aHANIM3aTOp OMOXMMUYCCKUH
monynsHEI ARCHITECT ¢ mpunamiexsHocTaMu: Monenb ¢8000 ¢ mpuHamIeKHOCTAMM.
Merto1Ka IIOBEPKUY.

ITepeueHb CpeACTB MOBEPKHU: NIPEACTABICH B Tabmuiie 4.



Tabmma 4

HauMeHOBaHHE U THIT CPEJICTB ITOBEPKU
PerycrpaTop TEMIEpaTypsl # BIaxHOCTH testo 174H
KoMIUIeKT KOHTPOJIBHEIX MaTepuanos Multichem S Plus, mpomnssonctsa «Technopath
Clinical Diagnostics», Mpmanaus
KOHTpOTBHEIE PACTBOPHI HUTPO3KHA, IPUTOTOBIECHHEIE 10 METO/HKE, IPUBEACHHON B
npunoxennn b MPB MIT.MH 3379-2022 :

[Ipumeuanne — JlomyckaeTcs NIPHMEHSATh IPYyTHE CPEACTBA IIOBEPKH, OOECIEUHMBAIONIHE
OIlpesie/IeHHe METPOJIOTHYECKUX XapPaKTEPHCTHK ¢ TPeOyeMOd TOYHOCTEIO.

VnenTubuKaIms IporpaMMHOT0 00eCIIeUeHH s IPEICTaBlIeHa B TabUIe 5.

Tabmuna 5
Howmep Bepcuu 110
Unentudukanuonnoe HaumeHosanue 110 P Bep .
(upenTHUKAIMOHHBIA HOMED)
- 9.50

3aK/IIOYCHHE O COOTBETCTBHMM YTBEPXJIECHHOTO THIIA CPEICTB HM3MEPEHUH TpeboBaHUAM
TEXHHYECKAX HOPMATHBHBIX MPABOBRIX aKTOB W/WIM TEXHMYCCKOW JIOKyMEHTalluH
IPOM3BOAMTENS, 4 TaKKe TEXHHYECKOMY 3allaHHIO 3asABUTCISL Ha METPOJIOIHYECKYIO
5KCIIEPTU3y B OTHONICHWHM EIUHIYHOTO SK3EMIUIAPA CPENCTBA H3MEPCHHM: aHAIM3aTOp
GHOXMMUYECKHI aBTOMATHUECKHit: aHamu3aTop Ouoxumumdeckuit MoxynpHbi ARCHITECT
¢ IpuHAmIexKHOCTAME: Mojeis c8000 ¢ mpuHamnexHocTaMH No C804286 cOOTBETCTBYET
TpeGOBaHMAM  TEXHHYECKOM  JOKyMEHTallMd  IIPOM3BOAMTENS  (PYKOBOJACTBO  IIO
SKCIUIyaTallin). '

[Tpon3BoAUTEIs CPEACTB U3MEPEHUI
«Abbott Laboratories Diagnostics Division», Coequnennsie IlITaTter AMepuku
Abbott Park, IL. 60064 USA

VIONHOMOYEHHOE  IOpUAMYECKOE  JHI0,  IIPOBOJAMBINEE  HCHBITAHUA  CPEICTB
H3MEPEHMI/METPOIOTMYECKYIO SKCIICPTH3Y ESIMHUYHOIO SK3EMIUIAPA CPEICTB M3MEPCHUH
PecryOnuKaHCKOE YHUTapHOE MpeanpuaTue «benopycckuil rocynapCTBEHHBIA MHCTHUTYT
metposoruny (benl M) B
Pecry6imuka Benapyck, 220053, r. Munck, CTapoBUIEHCKHH TpakT, 93

Tenedon: +375 17 374-55-01

daxkc: +375 17 244-99-38

e-mail: info@belgim.by

IMpunoxenus: 1. ®ororpadun obmero BUaa CpeICTB U3MEPEHHH Ha 1 jtucte.
2. CxeMa (pHCYHOK) C yKa3aHHEM MeCTa Ul HAaHCCCHUS 3HaKa IOBEPKU
CpencTB u3MepeHull Ha 1 ucTe.

Hupextop benl M AT A.B. Kazauok



[Tpunoxenue 1
(obs13aTenpHOE)
doTorpahuu o6IIEro BUAA CPENCTB N3MEPEHHH

Pncynox 1 1- CDOTorpacbm 06mer0 BUIA aHanmaTopa 6Hoxm\mqecxoro
aBTOMATHYECKOTO: aHAIU3ATOPa GHOXMMIIECKOTO MOIYJIBHOTO ARCHITECT
¢ mprHaIeKHOCTAME: Mozeis ¢8000 ¢ mpuHamiexHocTaMII Ne C804286
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PucyHOK 1.2 — ®ortorpadun MapKHpOBKH a}IaJII/I3aTOpa 6HOXEMHIYECKOTO
aBTOMATHMYECKOTO: aHaIn3aTepa oroxumudeckoro momynsaoro ARCHITECT
¢ mprHaAAIeKHOCTAMY: Moziels ¢8000 ¢ mpuHamexHocTaME Ne C804286



[Tpunoxenue 2
(o6s13aTENBEHOE)
CxeMa (PUCYHOK) € YKa3aHHEM MeCTa JUIsl HAHECCHHA 3HAKa MOBEPKH CPENICTB U3MEPEHUH

MecTo TS HaHeCeHHUS
3HaKa MOBENKH

Pucyrok 2.1 — CxeMa (PHCYHOK) ¢ yKa3aHUEM MeCTa s HaHECEHH 3HaKa OBEPKH



