IOCYIAPCTBEHHBIII KOMUTET JBSAPKAYHBI KAMITAT
MO CTAHJAPTH3AIIUH INA CTAHJAPTBI3AILbBII
PECITYBJIHKH BEJIAPYCb POCITYBJIKI BEJIAPYCH

CEPTUOHUKAT .
OB YTBEPKJIEHUHU THUIIA CPEJCTB U3BMEPEHHU

Ne 18101 ot 8 oktsiOps 2024 .

Cpok aeiicTBusi: OecCpoUHbIN

HaumeHoBaHue THINA CPEICTB U3MEPEHMIA:
AHA/IM3ATOP ABTOMATHYECKUH MMMYHOXMMHYECKHH: aHAIM3ATOP HMMMYHOXHMHYECKHH

moayabHbii ARCHITECT ¢ npunaagnexnoctsimu: moaeab i2000sr ¢ npuHaAIeKHOCTAMH
Ne iSR64194

[IpousBoaurens:

«Abbott Laboratories Diagnostics Division», Coeaunennble Iltatel Amepukn
(mpounspoacTeenHas miaomaaka — «Flextronics Manufacturing (Singapore) PTE Ltdy»,
Coeaunennnie lllTaTel AMepHkH)

Brijan:
HOO0OO «He3aBucumas aadopatopus MHBUTPO», r. Munck, Pecnybninka benapych

JIOKyMEHT Ha MOBEpKY:

MPE MIL.MH 3967-2024 «Cucrema oOecnevyeHHsi eAHHCTBa H3Mepenuidi PecnyOamku
benapycs. AHaJjau3arop ABTOMATHYECKHH HMMYHOXHMHYECKHH: aHAJIM3aToP
ummyHoxumu4decknd MoayabHblii ARCHITECT ¢ npunamiexnoctavu: moaeib i2000sr
¢ NPHHAIEKHOCTAMH. MeToAnKa NoBepKH»

I/luTepBa.n BPEMCHH MCIKIY IoCyJapCTBCHHBIMH IMOBECpKaMH: 12 mecsueB

Tun  cpeacTB  W3MEpPEHUN  YTBEPXKIAEH IOCTAHOBJICHUMEM [ OCYIapCTBEHHOrO KOMUTETa
o cranaaprusauuu Pecnyonuku benapyce ot 08.10.2024 Ne 106

CpencrBa M3MepeHMH NAHHOIO THUIA CPeACTBAa M3MEPEHMH, NPOM3BOAUMBIE B MEPUOA CpOKa
JEACTBMA  JaHHOro  ceprupukarta o0  YTBEpXKAEHUHM THUMA  CPEACTBA  M3MEPEHHH,
WM YTBEPXKAEHHBIA THUII €IMHUYHOrO JK3eMIUIspa CpeACTBa W3MEpEeHUH paspeliarTcs
K TIpUMEeHeHHI0 Ha Ttepputopun PecnyOiauku benapych B COOTBETCTBMM € MpHJIaraeMbiM
ONKMCAaHUEM THIIA CPEICTBA U3MEPEHHUH.

3amecturens lIpeacenarens A.A Bbypak

> A



OIIMCAHME TUIIA CPEJCTB VI3MEPEHUM
MPHIOKEHHE K cepTUHKaTy 00 yTBEPKICHUU THIIA CPE/ICTB HU3MepeHUi

of N pepetltee 2024v.Ne 4540

Haumenosanue THIIA CPEICTB U3MEPCHUM u UX obo3HayeHue:
AHanu3aTop aBTOMATHYECKUM MMMYHOXHMHYECKHUI: aHAIM3aTOp HMMMYHOXMMHYCCKHUI
moayieHelii ARCHITECT ¢ npunamnexsocTIMU: Moneab 12000sr ¢ MprHAAIEKHOCTAMU
Ne iSR64194

Hasnayenue n 001acTb NPUMECHEHHS

AHalU3aTOp aBTOMATMYECKUI WMMYHOXHMHYECKUIl: aHaIu3aTop WMMYyHOXHMHYECKUH
moayisHblii ARCHITECT ¢ mpunamiexsoctamMu: Moaens i2000sr ¢ npuHAILIEKHOCTIMU
Ne iSR64194 (pmanee — aHanu3aTop) NpeJHA3HAYeH JUIS HM3MEPEHUS KOHUCHTpalUH
npocraruueckoro cnemudpuueckoro anrureda (IICA) u tupeorpornHoro ropmona (TTT)
(manee - aHAJTMTOB) B KPOBH.

OO6acTh MpUMEHEeHHs1 — IPU 00eCIeYeHNH 3aIlUThl KM3HU U 310POBbA YEIIOBEKA, OKa3aHNs
MEULMHCKOU TTOMOIIIH.

Ormnucanue:

AHanuzaTop ompeneaser KOHIEHTPAUUIO AaHAJIMTOB METOAOM XEMHIIOMUHECIICHTHOIO
MMMYHOAQHaJIN3a Ha MHKpodacTHLaX. JlaHHBIA METOJ 3aKII04aeTCs B CIEAYIOIIEM: K
uccieaqyeMoMy obpasiy gobaBisieTcss pacTBOp, COACPKALIUM IapaMarHUTHBIC YaCTHILbI,
o0pasys peakIMOHHYIO cMech. CMech MHKYOHpYETCA - aHAJIUT, COACPIKAIIUICI B CMECH
CBA3BIBACTCA C MOJICKYJIaMU-YJIOBHUTEIAMY Ha MHKPOYACTHLAX, CO3JaBas HMMYHHBIH
KOMIUIEKC. MarHut B peakUMOHHOW suelike IpUTATUBAET IlapaMarHUTHBIE YacTUIIB,
CBAI3aHHBIC C KOHKPETHBIM aHAJUTOM B cMecH. [IpoMcXomuT mMpoOMBIBKAa CMECH, B XOJI€
KOTOpOW YIQJISIOTCS HECBA3aHHBIE KOMMOHEHTHI. J[03aTOp BHOCHUT B CMEChb aKpHUIUH -
MEYEHHBIN KOHBIOraT, KOTOPBIA CBA3BIBACTCS C UMMYHHBIM KOMIUIEKCOM, I10CJIE Yero
peakIMOHHAsT CMECh MHKYOHMPYETCSl M IIPOMCXOAMT MOBTOPHAS ITPOMEIBKA, B XOJ€ KOTOpPOM
VAQISIOTCS HECBA3aHHBIE KOMIIOHEHTHI. [1pu no6aBieHnn B cMeCh Npe-TPUTTEPHBIM pacTBOp
(TIepoKcHI BOJOpOJIa), ONTHYECKAss CUCTEMa B aHAJIM3aTOpe HAYMHAET CYMTHIBATh (DOH, U
JIO3UpYIOIas CUCTeMa BHOCHUT TPUITEPHBIM pacTBOp (TMAPOKCHI HATPHs) B PEAKLIUOHHYIO
CMECh. AKPUIUH OKUCIISIETCS U BBI3BIBAET XEMUIIOMUHECLIEHTHYIO pEeaKIUIO, B X0/1€ KOTOPOii
ONTUYECKAsi CUCTEMA H3MEpPSeT MHTEHCHUBHOCTL H3JIyYEHHMS B TEUYECHHUE OIIPEIE/IEHHOI0
nepuojaa BpeMeHu. [IporpammHoe obecrneueHue aHalIM3aTOpa Ha OCHOBE KaTMOPOBOUYHBIX
(haKTOPOB PaCCUYUTHIBAET U BBIJIAET PE3yJIbTaT KOHLIEHTPALMKA aHAJIUTOB B COOTBETCTBYIOLIMX
€AMHULIAX U3MEPEHUA.

®dororpaduu od1Iero Buaa cpeCTB U3MEPEHUI MPEACTABIEHb] B IPHIOKEHUH 1.

CxeMa (pPHUCYHOK) C yKa3aHHEM MECTa i HAaHECEHMs 3HaKa MOBEPKH CPEICTB U3MEPEHUI
TMpeCTaBICHA B MPHIOKEHHUH 2.

OOs3aTenpHBIEe METpOJIOrHYeckue TpeOoBaHusl: peacTaBIeHbl B Tabaule 1.



Ta0muna 1

Haumenopanue 3HayeHUe
Juana3zoH u3MepeHuii KOHLEHTPAK IPOCTATHYECKOTO oT 0.29 10 34,00
crieudpuyeckoro anturexa (I11ICA), Hr/mi
[Tpenen nomyckaeMoro OTHOCHTENILHOIO CPEIHEr0 KB/ [paTHIeCKOro
OTKJIOHCHHUS IIPU U3MEPEHUH KOHICHTPALUU [IPOCTaTHUECKOTO 10,0
cnerduaeckoro antureda (I11CA), %
Jlnamna3oH u3MepeHuit KOHLUEHTpanuu TupeotpornHoro ropmona (TTD),
MKME*/mi
[Ipenen momyckaeMoro OTHOCUTENBHOIO CPEeIHEro KBaApaTuIecKoro

OTKJIOHCHHA IIPH U3MEPCHHHU KOHLICHTPALUKA TUPECOTPOIIHOIO roOpMoOHa 10,0
(TTT), %
*ME — MexmyHaponnas Enunuua (International Unit) — emiHHIA M3MepeHus 036l BELIECTBA, OCHOBAHHAS HA €ro
Buonoruyeckoit akTHBHOCTH, IKBHBAJIEHTHA eMHHLE MACChl COMMIACHO MEXAYHApOAHOMY cornawenuio Komurera
Ouosiornyeckoit cTanaapTH3aLMK NIpU BeemupHOIt oprauuzauuu 3apasooxpanerus. [pumensercs B PecryGiuke
Benapyck corniacHo peleHus kosnerud Espasuiickoif sxoHoMHuueckoii komuecuu Ne 150 ot 07.09.2018.

ot 0,05 no 45,00

OCHOBHBIE TEXHMYECKHE XapakTEpPUCTHKM W  METPOJIOTMYECKHE  XapaKTepUCTHKH,
HE OTHOCSIIMECS K O0A3aTEeNIbHBIM METPOJIOTrMYECKUM TpeOOBaHMAM: IIPEICTaBICHBl B
Tabauue 2.

Tabnuna 2
‘HanmeHoBaHue 3HaueHHe

Y Cl1oBUS OKCIUTyaTalluu:
JIMara3oH TeMIIEpaTypbl OKPYKAIOLIETro Bo3ayXa, °C ot 15 mo 25
OTHOCHMTEJIbHAs BJIAXKHOCTE OKpYIKalollero Bo3ayxa, %, He 6oiee 80
JlnanasoH HanpspKkeHui nutaromieit cetn®, B ot 176 no 264
HomunanpHas yactora nutaromeii cetn*, 'y 50/60
["abaputHbie pa3Mepsr*, MM, He Gostee 1245%x1549%1219
Macca*, kr, He 6osee 490,3
* CorslacHO TOKyMEHTaUMu mpou3Boautess. [Ipu npoBeieHn METPOIOrHIECKO
JKCIEPTU3bl XapaKTEPUCTUKU HE MOATBEPIKIAINCE

KoMIuIeKTHOCTS: npeacTaBieHa B Tabuuiie 3.
Tabsmua 3

HaumeHoBaHUE KosuyectBo
AHaIU3aTOp  aBTOMATUYECKMH  MMMYHOXMMHUYECKHM:  aHAIM3ATOp
uMmyHoxumuueckuit MoaysbHelH ARCHITECT ¢ npunagnexxnoctsaMu:
mojeib 12000sr ¢ npunauiexknoctaMu Ne iSR64194 1
PyKOBOZCTBO 110 3KCILTYaTaliy 1

MecTo HaHeceHUs 3HaKa yTBEPIKAEHUs THIIA CPEJCTB M3MEPEHMUI: 3HAK YTBEPKAEHUS THIIA
CPE/ICTB U3MEPEHUI HAHOCUTCS Ha TUTYJIBHBIH JIMCT PYKOBOICTBA 10 9KCILTYaTaLlUH.

llosepka ocymectsisiercst no MPB MIL.MH 3967-2024 «Cucrema obecrieueHus eIUHCTBA
u3Mepennii Pecriy6nuku benapych. AHanm3atop aBTOMATHYECKHH HMMYHOXHMHMYECKHIA:

aHanu3aTop UMMyHoxumMudeckuit Moy nsHelii ARCHITECT ¢ npunaiiesxHOCTAMU: MOJIE/b
12000sr ¢ mpuHaIIEKHOCTIMU. METOIMKA ITOBEPKUY.



CBelleHHd 0 METOAUKAX (METOAX) H3MEPEHHIL: OTCYTCTBYIOT.

Texnuyeckue  HOPMATHBHBIC — IPABOBbIE  aKTHl M TEXHUYECKHME  JIOKYMEHTEHI,
YCTaHaBIMBAIOLIHE:
TpeOOBaHUs K TUIY CPEJICTB U3MEPEHMIL:

TEXHUYECKAA JOKYMEHTALMA IPOU3BOAUTENS (PyKOBOJCTBO MO SKCILTYaTaluH ),
METOJMKY IIOBEPKH:

MPb MIL.MH 3967-2024 «Cuctema oGecrieueHus eIMHCTBA M3MepeHuii PecryGiuku
Benapyce. AHaJu3arop aBTOMATHYECKUI HMMYHOXUMHYECKUIA: aHaJIN3aTop
nMmyHoxumudeckuit MonynpHblii ARCHITECT ¢ npunamiexnoctamu: mogens i2000sr ¢
NPUHAIEKHOCTAMU. MeTo/1MKa MOBEPKIY.

[IepeueHb cpecTB MoBepKH: Mpe/cTaBien B Tabnuue 4.

Tabmuua 4

HauMeHoBaHHE U TUII CPEJACTB ITOBEPKH
PerucrpaTop Temnepatypsl u BiaxkHOCTH testo 174H
KomriekT KOHTpoIbHBIX 06pa3ioB TupeoTponHoro ropmona (TTI') ARCHITECT TSH
Controls, mpousBogutens Gpupma «Abbott Ireland Diagnostic Divisiony, Coequnennoe
Koponesctso Benukobpurannu u Ceseproii Mpnanauu
KoMIjieKT KOHTPOJIBHBIX 00Pa3IoB IPOCTATHYECKOTO cneuncbnqecxoro anturena (I1CA)
ARCHITECT Total PSA Controls, mponssoaureins ¢pupma «Abbott Ireland Diagnostic
Division», Coequnennoe Koponescrso BennkoGpuranuu u Ceseproit Mpnanmuu

[Ipumeuarne — JlomyckaeTcs NPHMEHSTh APyTHe CpEICTBA TMOBEPKH, OOECIICHYHBAIOLIHE
ONpEACICHUE METPOJIOTHYECCKHX XapaKTEPUCTHK C TpeOYeMOM TOYHOCTEIO.

Vnentudukanus nporpaMmHOro oGecreyenus: npejicTaBIeHa B TaOuIe 5.
Tabnuna 5

Homep Bepcuu [10
(MICHTUPUKANMOHHBIN HOMED)

< 9.45

Hnentudukanmonsoe Haumenosanue [10




3aK/II0YEHHE O COOTBETCTBHM YTBEpXKACHHOrO THIA CPENCTB H3MEpEHHit TpeOOBaHUAM
TEXHUYECKUX HOPMATUBHEIX TIPABOBLIX AaKTOB W/HJIH TEXHHYECKOH JIOKYMEHTAIlUH
IPOM3BOJMTE/A, a TAKKE TEXHHUYECKOMY 3a/[aHUIO 3asiBUTENS HA METPOIOrHYECKYIO
OKCHEPTH3Y B OTHOIICHMM COMHUYHOTO 3K3EMIUIIPA CPEJICTBa M3MEPEHMI: aHaIu3aTop
aBTOMATHYCCKUH HMMMYHOXUMHYECKHI: aHaIU3aTOp HMMMYHOXHMMHYCCKUI MOIYJIbHBII
ARCHITECT ¢ npunagnexnoctsiMu: Mozens i2000sr ¢ npuHamnexsoctaMu Ne iISR64194
COOTBETCTBYET TPeOOBAHUAM TEXHHYECKOI JOKYMEHTALINU IPOU3BOIUTENS (PyKOBOJACTBA 10
9KCILTyaTaluH).

IIponsBouTens CpeicTB U3MEPEHMI

«Abbott Laboratories Diagnostics Division», Coenunennsie IlItaTsr AMepuku
(mpoussocTBenHas miomanka — «Flextronics Manufacturing (Singapore) PTE Ltd)
Abbott Park, IL 60064 USA

(1 Kallang Place, Singapore 339211)

YnojHoMo4YeHHOE IOPUIHYECKOC JIMLO, IMMpOBOJHUBLICE HCIIBITaHHUA CpeacTs
HSMCPGHHﬁ/Me'FDOHOFquCKvm SKCIEePTH3Y C€IHHHUYHOI'0 SK3eMIUIIpa CPEIACTB H3MEpPEHHUN

PecnyGimkanckoe ynutaproe npeanpustue «belnopycckuil rocyapcTBEHHBIH HHCTHTYT
metposorun» (beal UM)

Pecny6iika benapycs, 220053, r. Munck, CrapoBuieHCKuit TpakT, 93
Tenedon: +375 17 374-55-01

(hakc: +375 17 244-99-38

e-mail: info@belgim.by

Hpunoxenus: 1. @ororpadum obmero Buja cpecTB M3MepeHnii Ha | ucre.
2. Cxema (pUCYHOK) C yKa3aHHMEM MeCTa /Ul HAHECEHWs 3HaKa MOBEpPKU
CPEICTB U3MEPEHMIi Ha | nucTe.

Hupekrop ben UM A.B. Kazauox



[Tpunoxenue 1
(obs3arenpHOE)
®ororpadun obuero BUaa cpeacTB H3MEpPEHH i

Pucynok 1.1 — dororpadus obuiero Buaa aHaIn3aTopa aBTOMaTHYECKOI0
HMMYHOXHMHUYCCKOI0: aHaaInu3aTopa UMMyHOXUMHUYecKoro MoayiasHoro ARCHITECT ¢
npuHanexHocTaMu: Mozensb i2000sr ¢ npunamieskHocTsaMu Ne iSR64194

Pucynok 1.2 — @ororpadurt MapKHpOBKM aHAIM3aTOPa ABTOMATHYECKOTO
MMMYHOXMMHYECKOTr0: aHAIU3aTOpa HIMMYHOXHMuUYeckoro moayasHoro ARCHITECT ¢
NPUHAVICKHOCTAMH: Mozenb 12000sr ¢ npunamiexknocTamu Ne iSR64194



[Ipunoxenue 2
(oGs3aTenBHOE)
Cxema (pUCYHOK) ¢ YKa3aHHCM MECTa I HAHCCCHHA 3HAKa MOBEPKU CPEACTB U3MEPEHUM

Mecto ans HaieceHus
3HAKA [TOBCPKHU

PucyHok 2.1 — CxeMa (pUCYHOK) € YKa3aHHEM MECTa Uil HAHECEHHs 3HAKA MMOBEPKH



