T'OCYJIAPCTBEHHBIII KOMUTET 3SIPKAYHBI KAMITAT

IIO CTAHOJAPTU3AIINHA ITA CTAHIAPTBI3AIIBIT
PECITYBJIMKH BEJIAPY Ch POCITYBJIIKI BEJAPYCh

CEPTUD®UKAT
OB YTBEPKJIEHUU TUIIA CPEACTB U3MEPEHUI

@ Ne 18641 ot 3 anpens 2025 r.

Cpok me#cTBus: O€CCpOUHBIM

HanMeHoBaHmE THTIA CPENICTB U3MEPEHUIL:
AHanIu3aTop OHOXHMMHYECKHH aBTOMATHYECKHH: aHAIHM3ATOpP OHOXHMHYECKHH MOIYJILHBIH
ARCHITECT c¢ npunagiexsocTsamu: Mmoaeab ¢8000 ¢ npunaanexnaoctsavMu Ne C804476

[Ipon3BOAUTENE:
«Abbott Laboratories Diagnostics Division», Coennnennbie IlITaTel AMepHKH

Brigan:
HNOO0OO0 «Hezasucumas nadoparopuss HHBUTPO», r. Munck, Pecybinka benapych

JIOKyMEHT Ha IIOBEPKY:

MPE MIL.MH 3379-2022 «Cucrema o0ecnmedyeHHsI eIHHCTBA H3MepeHHH Pecmy0Guuku
Benapych. AHajau3aTop OHOXHMHYECKHH aBTOMATHYECKHH: AHAIM3ATOP OHOXHMHYECKHH
moayabubiii ARCHITECT ¢ npuHagiesxkHocTssMu: moxenab ¢8000 ¢ mpHHAIIEKHOCTAMH.
MeToauKa MOBEPKH» B peJaKIHH ¢ H3MeHeHHeM Ne 1

MHTepBall BpeMEHU MEXTy TOCY JapCTBEHHBIMH IIOBEPKaMU: 12 MecsineB

Tum  CpencTB HU3MEPEHMHM YTBEP)KAEH IIOCTAHOBJIEHHEM I'OCyIapCTBCHHOIO KOMUTETa
no cranfaprusanuu Pecry6muku benapycs ot 03.04.2025 Ne 43

CpezcTBa M3MEPEHMI MaHHOTO THUIA CPEICTBA M3MEPEHHUM, MMPOU3BOJMMEIC B IEPHOA CPOKa
medicTBMA  maHHOro  ceprudukara 00  YTBEpXKISHMM THIIA  CPEACTBA  H3MCPCHHH,
W YTBEPKACHHBIA THI EIUHUYHOIO OJK3EMIUIAPA CPEACTBA HW3MEPEHMH pa3periaroTcs
K TPUMEHEHUI0O Ha TeppuTopuu PecmyOivkm bemapyckh B COOTBETCTBHM C IIPUJIaraeMbIM
OIMCAaHUEM THIIA CPECTBA U3MEPEHUI.

3amectureins [Ipencenarend N.A.KucneHko




OIIMCAHME THUIIA CPEZICTB M3MEPEHUN
IPUIIOKEHNE K cepTUUKATy 00 YTBEPIKICHHUN THUITA CPEACTB U3MEPEHHIA
or 4 Q//;;/a/;aé 2025T. No S KE 4/

HaumenoBauue THIIA CPEJNICTB U3MEPECHUI )5 1504 obo3HaueHue:
AHann3aTop GMOXMMHUYECKUM aBTOMATHYECKHM: aHATU3aTOp OWMOXUMMYECKUN MOJYIBHEIN
ARCHITECT c¢ npunaanexxaoctsimu: Monesb ¢8000 ¢ mpunamiexuocTsmu Ne C804476

Hasnauenue u o6macTh IpUMEHEHUS

Ananuzatop OHOXUMHUYECKUH aBTOMaTHICCKUIA: aHAIU3aTOp OMOXMMHUYECKUH MOIYJIBHBINA
ARCHITECT c¢ npunannexsoctsimu: Monenb c¢8000 ¢ mpunamrexaoctsMu Ne C804476
(mamee — aHanM3aTOp) NPEIHA3HAYEH [UIT M3MEPEHUS  ONTHYECKOH ILUIOTHOCTH
C ITOCIIEAYIOUIUM IIEPECUETOM B KOHIIEHTPAIUIO apaMeTpoB (aHAIUTOB) B GHOIOTHYECKUX
KUJIKOCTSX YeJIOBEKa.

OO61acTh IpUMEHEHNS — IIPH 00ECTIIEICHUH 3aIUThI )KUZHH U 3[0POBhS YENIOBEKA, OKA3AHUN
MEIULUHCKON ITOMOIIIH.

Onucanue:
IIpuHoMI [eHCTBYS aHATM3aTOpa OCHOBAH HA M3MEPEHNH OINTHYECKON IUIOTHOCTH JKHAIKUX
Ipod M IOCIEAYIOIEM IEPEecUeTe ¢ MOMOIIBI0 BCTPOSHHBIX IIPOrpaMM B HEOOXOIMMBEIN
napaMmerp (KOHLIEHTPAINIO) B COOTBETCTBUU C METOAMKOM 1a60PaTOPHOrO MCCIENOBAHMI.
KOHCTPYKTUBHO aHAIA3aTOP COCTOUT U3 TPEX OCHOBHEIX KOMIIOHEHTOB:

OUATHOCTAYECKMA  MOXyNb, oOpabaTeBaronmmii  00pasmbl ¢ KCIOIB30BAHHEM
(hoToMeTrpuuecKoro MeToa,;

KOMIIBIOTEPHBIM OJIOK, ITO3BOJISIONIMM ITOJIB30BATENIO YIIPABIATH JIHArHOCTHUECKUAM
MOJlyJIEM Y CBSI3aHHBIMHU KOMITOHEHTaMHU IIOCPEACTBOM I[EHTPATN30BaHHOTO UHTEpdetica;

»  TIOJATYHK 00pa3s0B — TPAaHCIIOPTHBIM MOAYIIb, TOAAOIIUN 00pa3Lbl B AHATHOCTHYECKUI

MOMYJIb JijIg BEITOTHEHUA aHAIU3a U [IOBTOPHOTO TECTUPOBAHUS.
VYipapjieHre aHaIU3aTOPOM OCYLIECTBIISIETCS MPH MTOMOINX IPOrPAMMHOIO 00eCIeueHNs,
YCTaHOBJICHHOTO Ha BHEUIHUMN IIEPCOHAIBHBIA KOMIIBIOTED.
®ororpadun 061IEr0 BUA CPEICTB U3MEPEHUI MTPEICTABICHbI B IIPUIOKEHUH 1.
Cxema (pHCYHOK) ¢ YKa3aHUEM MecTa JUI HaHECEHWs 3HaKa ITOBEPKU CPEICTB M3MEpEHUIA
IPEACTaBIIEHA B IIPUIOKEHUH 2.

O6s3aTenbHBIE METPOJIOTHYECKUE TPEOOBAHMS: MIPEICTABICHEI B Ta0IHIIE 1.

Tabnuua 1
' HanmenoBanue 3HayeHure

JlnanazoH u3MepeHU ONTHYCCKOM MIOTHOCTH, b ot 0 10 2,000
IIpenensl  pomyckaeMoit  aOCOMIOTHOW — ITOTPELIHOCTH
agajysaropa INpU H3MEPEHUHM OITUYECKON IIIOTHOCTH
B nuartazone ot 0 go 1,000, b +0,080
IIpenensl pomryckaeMoil OTHOCHUTENBHOM ITOTPELIHOCTH
aHalM3aTopa IpU HU3MEPEHUHM ONTHYECKON INIOTHOCTH

B nuanaizone ot 1,001 1o 2,000 b, % +15,0
IIpegen  OMyCKaeMOIro  OTHOCUTEIBHOTO  CPEIIHETO
KBaJpaTU4eCKOro OTKJIOHECHUS aHanmsaropa

[IpU U3MEPEHUM ONITUYECKON IUIOTHOCTH, Y0 10,0




OCHOBHBIE TEXHHYCCKHE XApPaKTEPUCTUKUM UM  METPOJIOTHYECKHE  XapaKTEPUCTUKH,
HE OTHOCSIIMECS K OOS3aTCIBHBIM METPOJIOTHUECKUM TpeOOBaHUAM: IIPEJCTABICHEI B
Tabmuie 2.

Tabmma 2
HaumenoBanne 3Hauenne

Y cnoBus SKCIUTy aTallUu:
IVarna3oH TeMIIepaTypsl OKpy Karomero sosayxa, °C or 15 no 25
OTHOCHTEJIbHAS BIIAYKHOCTH OKPYKAIOIIEro Bo3ayxa, %, He 6olee 80
JlnamaszoH HanpspkeHUH nuTaroei cetn™, B ot 180 mo 264
Homunansnasg yacrora nutaromeit cetu*, I'ng 50/60
["abapuTHEBIE pasMepsl®*, MM, He Oolee 1245%2006x1219
Macca*, kr, He Oosee 646,4
*CorytacHO TOKyMEHTaIUy Ipou3BoauTeis. [Ipn mpoBeIeHUH METPOIOTHIECKOM
OKCHEPTHU3BI XapaKTEPUCTUKHU HE IOITBEPIKIATIUCH

KommekTHOCTR: TIpeacTaBieHa B Tabnule 3.
Tabmuua 3

HaumenoBaHue KonuuecTBo
AHanuzaTtop OMOXUMUYIECKUN ABTOMATUYECKUH: aHaJIU3aTOP
ouoxummueckuit monyibHBIM ARCHITECT ¢ npuHaaIe:)KHOCTSIME: MOJIETh
c8000 ¢ mpunamnexxaoctamu Ne C804476
PyKOBOJICTBO IO SKCILTYaTaIUK

MecTO HaHECEHUS 3HaKa YTBCPXKACHUA THUIIA CPCIACTB I/I3M€p€HI/II711 3HAaK YTBCPIKIACHUA THUIIA
CpCaCTB I/ISMepeHI/Iﬁ HaHOCHUTCA Ha TI/ITYJ'IBHHﬁ JIUCT PYKOBOJICTBA I10 SKCINIyaTalluH.

IToepka ocymectBigercs mo MPb MILT.MH 3379-2022 «Cuctema obecrieueHus: eIMHCTBA
m3Mepenuit Pecry6nuku bBenmapych. AHamuzarop OHOXMMHYECKHN aBTOMATUYECKHA:
a"anmuzatop Ouoxummuueckuit monynbHbli ARCHITECT ¢ mpuHamneXHOCTAMHU: MOJAETH
c8000 ¢ mpuHamIeKHOCTAMU. MeToINKa TOBEPKU» B pelakKliUK ¢ u3MeHeHueM Ne 1.

Ceenenus o MeTouKax (METoJjax) U3MEPEHUI: OTCYTCTBYIOT.

TexHnueckne  HOpPMAaTHBHBIE  IIPaBOBBIE  aKTBl M TEXHUYECKHE  JOKYMEHTHI,
yCTaHaBIIABAIOIIHE:
TpeOOBAHUSA K TUITY CPEICTB U3MEPEHUIA:

TEXHUYECKas JOKYMEHTalMs IPOU3BOAUTENS (PyKOBOACTBO IO IKCILTyaTalln);
METOJUKY IIOBEPKHU:

MPB MIIL.MH 3379-2022 «Cuctema obecrnieueHus equHCTBa u3Mepenuit Pecmybnuku
benapycs. AHanuzarop OMOXMMHYECKUM aBTOMATHUYECKHIl: aHAIU3aTOp OMOXMMUYECKUI
monynsHbIE ARCHITECT ¢ npunamnexxaoctamu: mozensb c8000 ¢ mpuHAIEKHOCTIMHU.
Mertonuka ITOBEpPKU» B pelakiuu ¢ u3MeHenuem Ne 1.

IlepeueHb cpencTB NOBEPKU: IPECTaBICH B TaOIuIle 4.



Tabmma 4

HanmeHoBaHME U THI CpCACTB IOBCPKU

PerucTpaTop TeMIepaTypsl U BIaKHOCTH testo 174H

Kommiekt koHTponbHBIX MaTepranos Multichem S Plus, npoussoactsa «Technopath
Clinical Diagnostics», Mpnamgus

KoHTpONBHEIE pacTBOPEI HUTPO3KHA, IPUTOTOBIEHHBIE TI0 METOJIUKE, IIPUBEICHHOM B
npwiokeanu b MP5 MIT.MH 3379-2022

[Ipumeuanue — JlomyckaeTcs WPUMEHATH JPYTHE CPEICTBA ITOBEPKH, OOECTIEUHBAIOIIHEC
OIIpEJIeTIEHUE METPOJOTHUYECKUX XaPAKTEPUCTHUK C TpeOyeMON TOUHOCTHIO.

Mpentudukanys nporpaMMHOTO 06€CIIeYeHUs: IpeACTaBlIeHa B TaOIuIE 3.

Tabnumna 5

Howmep Bepcun 110
(uneHTUUKAITMOHHBIM HOMED)

. 9.45

Hpentudukanuonnoe HaumeHosanue 110

3aK/IIOUEHHE O COOTBETCTBUU YTBEPXKICHHOTO THIIA CPEIACTB H3MEpPEHUM TpeGoBaHUAM
TEXHUYECKUX HOPMATUBHBIX IIPABOBBIX AaKTOB W/WIM TEXHUYECKON MJOKYMCHTALUU
IIPOM3BOJUTENA, @ TaKXKE TEXHUUYECKOMY 3aJaHMIO 3asBUTEIS HA METPOJIOTMYECKYIO
SKCIEPTU3y B OTHOLIEHWU EAWHWYHOIO 3K3EMIUIIpa CPEICTBa M3MEPEHUM: aHaIu3aTop
0MOXMMMYECKUI aBTOMAaTHIECKHUil: aHamu3aTop OnoxuMudeckuii Mmoxynbueit ARCHITECT
¢ mpuHamexHocTaMu: Momens ¢8000 ¢ mpunamiexHOCcTIMU No C804476 cOOTBETCTBYET
TpeOOBaHMAM  TEXHUYECKOM  JOKYMEHTAI[Md  MHPOU3BOAMTENS  (PYKOBOACTBO 10
SKCIUTyaTaIlum).

IIpousBoguTENh CPEACTB U3MEPEHNUIA
«Abbott Laboratories Diagnostics Divisiony, Coemunennsie I1Itater AMepuKku
Abbott Park, IL 60064 USA

VYIOIHOMOYEHHOE  IOPUIUYECKOE  JIMIO,  IPOBOJAMBINEE  WCIBITAHUS  CPEICTB
U3MEPEHUI/METPOIOTUYECKYIO IKCIEPTU3Y SAMHUYHOIO DK3EMIUIIpA CPEACTB M3MEPEHUM
Pecnrybnukanckoe yHuTapHOe mpenmnpusatue «bemopycckuii rocyaapCTBEHHBIN MHCTUTYT
meTrponoruny (benl M)

Pecy6muka benapycs, 220053, r. Munck, CTapoBUIICHCKUI TpakT, 93

Tenepon: +375 17 374-55-01

(axc: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenua: 1. @ororpaduu obiero Buma cpeacTs H3MEPEHUH Ha 1 ucTe.
2. Cxema (pHCYHOK) C yKa3aHMEM MECTa JJIS HAHECCHWs 3HaKa IIOBEPKU
CPEICTB U3MepeHuit Ha 1 jucTe.

HMupextop benl UM A.B. Kazauok

(O8]



IIpunoxenue 1
(oBs3aTenpHOE)
doTorpaduu 00IIero BUIA CPEACTB U3MEPEHUN

Pucynoxk 1.1 — @ororpadus obuiero Buaa aHaINu3aTOpa OMOXUMHYECKOTO
ABTOMATHYECKOT0: aHanu3aTopa Ouoxumrrdeckoro MmoayinsHoro ARCHITECT
¢ nmpuHamIexkHocTaMu: Moaens ¢8000 ¢ mpuHamnexHocTsIMH Ne C804476

¢8000 01G06-11
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PncyHOK 1.2 - CDOTOl“paCbI/II/I MapKI/IpOBKI/I aHannzaTopa 6HOXUMHIIECKOTO
aBTOMATMUYECKOTO: aHamm3aTopa oroxumirdeckoro MogynsHoro ARCHITECT
¢ mpuHapIeKHOCTME: Moenb ¢8000 ¢ mpuHaieKHOCTAMU No C804476



[Ipunoxenne 2
(obs13aTenbHOE)
CxeMa (PHCYHOK) C YKa3aHHAEM MeCTa JJIsI HAHECEH!S 3HaKa IIOBEPKHU CPEJCTB U3MEPEHUM

MecTo A1 HaHeCeHHS 3HaKa
nosepkH (bokoBas UK
JALEBAST TOBEPXHOCTH)

Pucynoxk 2.1 — Cxema (pHUCYHOK) € yKa3aHHEM MECTa Il HAaHECEHM 3HaKa ITOBEPKH

HpI/IMC‘-IaHI/Ie — 3HaK IIOBEPKH MOXKET HAHOCUTHECA Ha CBUAETCIIHLCTBO O IIOBEPKCE.



