I'OCYJIAPCTBEHHBIA KOMUTET JI3SIPKAVHBI KAMITAT

O CTAHJIAPTU3AIIAHA IMA CTAHJIAPTEI3ALIBIT
PECITYBJIIKA BEJAPYCh P3CIYBJIKI BEJAPYCh

CEPTUOUKAT .
Ob YTBEPKJIEHHWU TUIIA CPEJACTB U3MEPEHUU

(:[B Ne 19638 ot 18 deBpans 2026 r.

Cpok neiicTBus: 6eccpoUHbIit

HanmeHOBaHME THIA CPEACTB H3MEPEHMIA:

AHa/IH3aTOP aBTOMATHYECKHH HMMYHOXHMHYECKHI: aHAIA3ATOP HMMYHOXUMHYECKH I
moxyabHbli ARCHITECT ¢ nmpunajgiexHocTsMu: mMomedsb i2000sr ¢ mpHHAMIEKHOCTIMA
Ne iSR08123

ITpousBoAUTENE:
«Abbott Laboratories Diagnostics Division», Coexunennbie IlITater AMepuku

Brigan:
000 «IpaiimbuoTex», r. Munck, Pecniy6ianka Beaapycn

JIOKyMEeHT Ha moBepKy:

MPb MILMH 3967-2024 «Cuctema oGecme4eHHsl eMHCTBa H3MepeHmii Pecmy6nKu
Beaapycs. AHanu3aTop aBTOMATHYeCKH HMMYHOXHMHUYECKHIA: aHAJIH3aTOP
HMMyHoxuMH4YecKuid MoayabHbIH ARCHITECT ¢ npuHamiexHocTsiMH: Moxedb i2000sr
C MPHHAJJIEKHOCTAMH. MeToaHKAa NOBEPKH»

I/IHTepBaJI BPECMCHH MCXIY I'OCy 1apCTBCHHBIMHU IOBEPKaMU: 12 MeECHIeB

Tun cpencts  wsMepeHuif  yTBEpXKIECH IIOCTAHOBJEHHEM | OCYJapCTBEHHOIO KOMMTETA
o cranaaptusarmu Pecirybnuku benapyce ot 18.02.2026 Ne 22

Cpencrsa W3MEpeHHH NAHHOTO THINIA CPENCTBA H3MEPCHMI, IPOM3BOAUMEIE B IIEPHON CPOKA
JCUCTBHA ~ JAaHHOrO  ceprudukaTa 00  YTBEPXKICHMM THIA CPEICTBA  M3MEPEHHUIL,
WIA YTBEPXKACHHBIM THUIl CAWHWUYHOIO OK3EMIUIAPA CPEICTBA M3MEPEHUM paspemaroTcs
K TPUMCHCHUIO Ha TeppuTopuu PecrmyOnuku bemapyck B COOTBETCTBMM C IIpMIaraeMbIM
OIMCaHUEM THIIa CPENCTBA H@aa}_feﬁzﬁ' :

H.A Kucnenko



OIIMCAHUME TUIIA CPEJICTB V3MEPEHUI
NPIIOKEHUE K cepTUdHUKATY 00 YTBEPXKACHUH THIIA CPEJCTB H3MEPEHUH
or 7% 7@@/(3,«»&&./&/7 20261. Ne /9438

HanMeHOBaHUE THIIA CPENICTB U3MEPEHUH U UX 0003HAUCHME:!

AHanu3aTop aBTOMATMYECKAM MMMYHOXHMUYECKUI: aHAIU3aTOp MMMYyHOXHMHYECKUM
monynsueii ARCHITECT ¢ mpunamiexHocTssMu: Mozpens 12000sr ¢ mpuHAIIeKHOCTIMU
Ne iSR08123

Haznagenue u 00651acTh IPUMEHEHUS:

AHa3aTop aBTOMATUYECKUN UMMYHOXUMUYECKUN: aHATTM3aTOP HMMYHOXHMUICCKIH
monynsHEI ARCHITECT ¢ npunamiesxxHocTaMu: Moneib i2000sr ¢ IpuHaIIeKHOCTIMU
Ne iSR08123 (mamee — aHaym3aTOp) IMpeAHA3HA4YCH I M3MEPEHHS KOHIICHTpalUK
rnpocratuyeckoro creruduueckoro antureda (IICA) u tupeorponHoro ropmona (TTT)
(maiee - aHAIUTOB) B KPOBH.

O6J1acTh IPUMEHEHSI — IIPU 00ECTIeUeHUHY 3aIlUTH JKA3HU U 3[[0POBbs YEIIOBEKA, OKa3aHUH
MEIIITTHCKON TOMOIIN. '

Onucanue:

AHaIu3aTop OIPEeNIIeT KOHIEHTPAUI0 aHAIUTOB METOJOM XEMIJIFOMUHECIICHTHOTO
IMMYyHOAHalM3a Ha MHUKpodacTUIax. JlaHHBIA MeETOX 3aK/IIOYaeTCsS B  CICHYIONIEM:
K HccIeayeMoMy o0pasity M00aBisieTesl pacTBOp, COAep KaIluil MapaMarHUTHEIE YaCTHUIBL,
00pasys peaxkIMOHHYIO cMech. CMech MHKYyOHpYeTCS - aHAJIUT, CONEP:KAILMHACS B CMECH
CBA3LIBAETCS C MOJISKYJIaMH-YJOBUTEISIMH Ha MUKPOYACTHLIAX, CO3/aBasg HMMMYHHBIN
KOMIUIEKC. MarHur B peakIMOHHOM sYelKe MPUTATUBAET NapaMarHUTHBIE YACTHILBL,
CBSI3aHHBIC C KOHKPETHBIM aHAIUTOM B CMeCH. IIpoMcXoAuT MPOMBIBKA CMECH, B XOZE
KOTOPOH yMAAIIOTCS HECBS3aHHBIE KOMIIOHEHTHI. [l03aTop BHOCHT B CMECh AKPUIWH -
MEUEHHBIH KOHBIOraT, KOTOPBIA CBSI3BIBAETCS C HMMMYHHBIM KOMIIIEKCOM, ITOCIIE YCTO
pEaKIHOHHAS CMECh HHKYOMPYETCs U IPOUCXOAUT IIOBTOPHAA MPOMEIBKA, B XOJ€ KOTOPOH
yIAJS0TCS HeCBSI3aHHBIC KOMIIOHEHTHI. [Ipy 100aBIeHNH B CMECE IIPE-TPUITEPHEIN pacTBOP
(mepoKcHz BOAOPOA), ONTHYECKAas CUCTEMa B aHAIM3aTOpe HAUMHAET CUMTHIBATH (DOH, U
JI03UPYIOIIas CHCTeMa BHOCHUT TPUTTEPHBIH pacTBOpP (TMAPOKCUI HATPHA) B PEAKLUOHHYIO
CMeCh. AKPUIVH OKUCIISIETCS U BBI3BIBAET XEMIIIIOMUHECLIEHTHYIO PEaKIMIO, B XOJ¢ KOTOPOU
ONTHYECKAs CHCTEMa H3MEpPAET HMHTEHCUBHOCTh H3JIyUYCHHS B TEUEHHE OIPEACICHHOTO
nepuofa BpeMeHH. IIporpaMMHOe ofecredeHre aHaIu3aTopa Ha OCHOBE KalMOPOBOYHBIX
(aKTOPOB PaCCUUTHIBAET U BRIAACT PE3yNIbLTAT KOHLIEHTPAIMH aHAIMTOB B COOTBETCTBYIONINX
eIUHHUIAX U3MEPEHHUS.

VYipasieHue aHaIU3aTOPOM  OCYIIECTBIAETCA [MPU IIOMOINM  IIPOrpaMMHOTO
obecIiedeHHsl, YCTaHOBJICHHOTO Ha BHEIIHUM NIEPCOHAIBHBIA KOMIIBIOTED.

. ®oTtorpaduu o6IIero BUaa CPEICTB H3MEPEHHUH IIPeACTaBICHEI B IPMIOKEHUHN 1.

Cxema (pHUCYHOK) C yKa3aHHEM MecCTa i1 HAHECEHHA 3HaKa ITOBEPKU CPENICTB
M3MEPEHUil 1TpeICTaB/ICHA B IPMIIOKEHUH 2.

- O6s13aTeNbHbBIe METPOJIOTMYECKYE TPEOOBAHUA: IPEICTABIIEHEI B Ta0IHIE 1.



Tabmuma 1

Haunmenosanue 3Hauenne

MaIa30H H3MEPEHHN KOHIIEHTPAIMH IPOCTaTUYSCKOIO
A 4 HSRELHATLE TPOGTS ot 0,29 10 34,00
crnermbuueckoro antureHa (IICA), vr/mn
[Ipemen qomMycKaeMOoro OTHOCUTEIBHOIO CPEIHEr0 KBapaTUIeCKOro
OTKJIOHCHUS TIPY U3MEPEHUHI KOHIEHTPAIlUH IIPOCTATUICCKOTO 10,0
cnenupuueckoro anturera (IICA), %
Juana3oH M3MepeHnil KoHIeHTparuu TupeoTporHoro ropmona (TTD),

" ot 0,05 10 45,00
MKME* /M1
IIpemen 10Ty CKaeMOro OTHOCUTEIBHOIO CPEIHETO KBaIPaTUIECKOTO
OTKJIOHEHHUS IIPYU U3MEPEHUH KOHLIEHTPAIUX TUPEOTPOIIHOIO TOPMOHA 10,0
(TTD), %
*ME — Mexyraponuast Equnanra (International Unit) — enuHMIE H3MEpEHYs 103BI BEIIECTBA, OCHOBAHHAs Ha €ro
OHOIOTUYECKOM AKTHUBHOCTH, S3KBUBAJIEHTHA €IMHULIE MACChl COTIIACHO MEXAYHAPOIHOMY COTTIAIICHHUIO Komurera

GHOIOTHIECKOH CTAHAAPTU3AIMY PY BeeMUpHOI opraHu3auuy 3apaBooxpanesus. IlpuMensiercs B Pecrybimke
Beénapych cOrMacHo pelleHns Komieruu EBpasuiickoi skoHoMudeckoit komuccuu Ne 150 ot 07.09.2018.

OCHOBHEIE TEXHMUYECKHME XapaKTCPUCTUKH W  METPOJIOTMYECKHE  XapaKTEPUCTHUKHY,
He OTHOCAIMECS K O00S3aTeIbHBIM METPOJIOTMYECKUM TpeOOBaHMAM: IIPEACTABICHBI B
Tabnuiie 2. ' :

Tabmnia 2
HaumeHoBaHUE ' 3HaveHue

Y cnoBus 3KCIIyaTaluu:
JIMAIIa30H TEMIIePaTyPhl OKPYXKaIoIero Bosayxa, °C _ ot 15 mo 25
OTHOCMTE/bHAS BIAXKHOCTE OKPYKAIOIIEro Bo3ayxa, %, He Oonee 80
JlnamasoH HanpspKeHul nurtaromeit cetn®, B ot 176 o 264
HomunanpHas yacToTra nuraromeit cetu™®, I'ig 50/60
["aGapuTHEIC pa3MepEl, MM, He Ooiee ' 1245%x1549x1219
Macca*, xr, He fonee , ' 490,3
*COrnacHO JOKYMEHTAIUH IIPOU3BOAuTeNs. [[py MPpOBEIEHUH METPOIOTHUECKOH SKCIIEPTU3EI
XapakTCpUCTHKH HE ITIOATBEPXKAAIUCDH

KoMIIeKTHOCTB: ITpecTaBieHa B Tabuie 3.

Tabmuua3
HaumMenoBanue KomnuectBo
AHamu3aTop  aBTOMATHYECKUI  MMMYHOXUMMYECKHUIL:  aHaJIM3aTOop
ummydoxumugeckuit moxynsHeii ARCHITECT ¢ mpuHaIjIeKHOCTAMHU:
moens i2000sr ¢ mpuHamiexkHocTsiMU Ne iISR08123 1
PyKOBOJICTBO 10O SKCIUIyaTallAX ‘ 1

MecTo HaHECEHMS 3HAKa YTBECPXKACHUSA TUIIa CPEIACTB HBMepeHIIfIZ 3HAK YTBEPXACHUA THUIIA
CpEeacCTB IrISMCPGHI/Iﬁ HaAHOCHUTCA Ha THT}’HBHBI?I JIICT PYKOBOACTBA 110 OKCIIITyaTalluy.

I[Tosepka ocymectsisercs mo MPB MIL.MH 3967-2024 «Cuctema obecriedenus eIMHCTBA
usMepenuit Pecry6auku benapych. AHanu3aTop aBTOMAaTH4ECKUH MMMYHOXMMHYCCKUM:
ananmsatop ummyHoxumudeckuit MonynpHbI ARCHITECT ¢ npuHaayie)KHOCTIMU: MOAETb
i2000sr ¢ mpuHaUICKHOCTAMU. MeToa1UKa ITIOBEPKI.



Caejiennd o MeToUKax (MEeTolax) U3MEPEHUM: OTCYTCTBYIOT.

Texnuueckne  HOpMAaTUBHBEIE  TNPAaBOBBIE  aKTBI U TEXHUYCCKHE  JOKYMEHTHI,
yCTaHaBJIUBAIOIIIHE:
TpeGOBaHMS K THILY CPEACTB U3MEPEHUIA:

TEXHUYECKasA JOKyMEHTALMs] IPOU3BOAUTENS (PYKOBOACTBO IO SKCILIYaTalluHN);
METOJUKY TIOBEPKHU:

MPB MIIL.MH 3967-2024 «Cuctema obecnieueHus eIMHCTBa U3MepeHuii PecryGauku
Benapyce. AHanuzaTop ABTOMATHYECKUIA UMMYHOXUMUYECKHUH: aHaAJIA3aToP
nmmyHoxuMuyeckuil MoxynsHeli ARCHITECT ¢ mpunagnexsoctamu: mozaenb i2000sr ¢
IPUHANJIEKHOCTAMU. MeToIuKa TIOBEPKIY.

[TepeveHs CpeCTB HOBEPKH: NIPECTaBIeH B Ta0IIHIE 4.

Tabmima 4

HauMeHoBaHMe U TUI CPEACTB MOBEPKH
PeructpaTop TemnepaTyphl ¥ BiIaxXHOCTH testo 174H
KoMIuieKkT KOHTponbHBIX 00pa3noB TupeoTpornHoro ropmona (TTI) ARCHITECT TSH
Controls, nmpousBonutens pupma «Abbott Ireland Diagnostic Division», Coequnennoe
Koponerctso Benukobputannu u CeBepHoii Mpnanaun
KoMIIIeXT KOHTPOIBHBIX 006pa3I0B MPOCTATHYECKOTO cneumbnqecxoro artureHa (IICA)
ARCHITECT Total PSA Controls, npousBoxutens Gpupma «Abbott Ireland Diagnostic
Division», Coenunennoe KoponesctBo Bennkobpurannu u Cesepuoit Upnangun

ITprmeuanne — JlomyckaeTcs NPUMEHSATh JPYTHE CPEINCTBA IIOBEPKH, 0OECIIEYHBAIOLIAE
OIpeAesICHIE METPOJIOTHYECKUX XaPaKTEPUCTHK ¢ TPeOyeMOoit TOUHOCTBIO.

Hnentudukanus nmporpaMMHOTO 00€CIIEUCHUS: TIpeCTaBlIeHa B TabIuIle 3.

Tabmuma 5
Wnentuduxannonnoe HaumeHosanue [10 e ks 1:10
(uneHTH(QUKAITMOHHEIN HOMED)
Architect System Software 9.45

3aKJIFOYEHHe O COOTBETCTBHM YTBEPIKICHHOTO TUIIA CPENCTB H3MEPEHHl TpeGOBaHIIM
TEXHUYECKHX HOPMATHUBHBIX IIPABOBEIX AKTOB M/MJIM TEXHUYECKOM JIOKYMEHTAIUH
HpOI/IBBOJII/ITeJI}I a TakKe TEXHUYECKOMY 3aaHUI0 3asBUTENS Ha METPOTOTHUECKYIO
OKCICPTU3y B OTHOIIEHUMM EIUHWYHOIO 3K3EMIUIIpa CPEICTBa M3MEPEHUI: aHaIM3aTop
aBTOMATHYCCKUMA HMMMYHOXMMHYECKHH: aHAJIN3aTOp HMMMYHOXHMHUYECKHHA MOIYJIBHEIN
ARCHITECT ¢ mpunamnexsaoctamu: Mogens i2000sr ¢ nmpunamiexxsoctsmu Ne iISR08123
COOTBETCTBYET TPEOOBAHMUAM TEXHUUYECKOH TOKYMEHTAIMH IPOU3BOAUTES (PYKOBOICTBO
IO HKCIUTyaTallun).



IIpon3BoaUTENb CPENCTB U3MEPEHUN
«Abbott Laboratories Diagnostics Divisiony, Coequnennsie 11ITaTel AMepuKu
Abbott Park, IL 60064 USA

VIIOMHOMOUEHHOE  IOPHIMYECKOE  JIMIO,  IIPOBOJWBIIEE  WCIBITAHWS  CPEJICTB
U3MEPEHMI/METPOIOTUIECKYIO SKCIIEPTU3Y SAMHUIHOTO SK3EMIUIIPa CPENICTB U3MEPEHNU

PecnyOnukanckoe yHUTapHOE Npeanpuatue «bemopycckuit  rocymapcTBEHHEIN
HHCTUTYT MeTpoioruny (beal M)

Pecny6inka benapycs, 220053, r. Munck, CTapoBUIeHCKHIA TpakT, 93

Tenegon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Ipunoxenns: 1. @ortorpadun obmiero Buaa cpeacTs u3MepeHuii Ha 1 ucre.
2. Cxema (pHCYHOK) € yKa3aHHEM MeCTa JUISI HAaHECCHMS 3HaKa IIOBEPKU
CPEICTB M3MepeHuit Ha 1 JucTe.

3amecTtutens aupekropa beanl UM ’( /( I0.B. Ko3zak
g



[Tpunoxenue 1
(oOs3aTeNIBHOR)
dotorpadun 001IEro BUAA CPENCTB U3MEPEHUNI

Pucynok 1.1 — @ororpadus o0LIero Bua aHain3aTopa aBTOMaTHYECKOT0
AMMYHOXAMHYECKOT0: aHAIM3aTOpa IMMyHoxuMudeckoro momyabHoro ARCHITECT ¢
IpUHAIEKHOCTAME: Mozens i2000sr ¢ mpuHamiesxHocTaMu Ne iSR08123

 ARCHITE
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BEARBEITUNGSMODUL
MODULE DANALYSE
MODULO DE PROCESAMIENTO

1200-1821

e e e SRLE e DL
Pucynok 1.2 — ®oTorpaduu MapkKUpOBKHU aHAIN3aTOpa aBTOMATUIECKOr0
MMMYHOXMMHYECKOTO: aHATU3aTopa UMMy HoXuMpdeckoro MomaynsHoro ARCHITECT ¢

IpUHaIeKHOCTAMI: Mozens 12000sr ¢ mpunammexHocTsaMu Ne iSR0O8123



[Ipunoxenue 2
(00s13aTENBHOE)
CxeMa (PUCYHOK) ¢ yKa3aHHEM MeCTa [UI1 HAaHECEHI 3HaKa IIOBEPKU Cpe/ICTB U3MEpPEeHUN

MecTo 71 HaHECSHUS
3HaKa [OBEPKH

PucyHok 2.1 — Cxema (PUCYHOK) C yKa3aHUeM MecTa Il HaHECCHHA 3HaKa IOBEPKA



