I'OCYJAPCTBEHHBI KOMUTET JIBSIPKAVHBI KAMITAT
IO CTAHJAPTHU3ALIUH INA CTAHJAPTBI3AIBII
PECIIYBJIMKHU BEJIAPYCh P3CITYBJIIKI BEJIAPYCH

CEPTU®UKAT
OB VTBEPKJ/IEHUY THUITA CPEJCTB U3MEPEHMIA

Ne 17904 ot 22 aBrycra 2024 r.

Cpoxk peiictBust: GeccpoyHbli

HaumenoBanue tumna CpCICTB H3M6p6HHﬁZ
Aua.ﬂma'rop ABTOMATHYECKHH HMMYHOXIIMquCKHﬁ: aHa/Iu3aTop HMMyHOXHMH‘leCRHﬁ

moayabHbii ARCHITECT ¢ npunaaiexnoctamu: mogenab i2000sr ¢ nmpHHALIKHOCTAMH
Ne iSR07791

IIpousBojurens:
«Abbott Laboratories Diagnostics Division», CoeauHennsblie LLITaThl AMepHKH

Brigan:
000 «IIpaiimbuoTex», r. Munck, Pecny6sinka benapycb

JIOKYMEHT Ha MOBEpKY:
MPb MILMH 3967-2024 «Cucrema obecnieyeHuss eIMHCTBa wu3sMepeHuii Pecmy0iamnku
Benapychs. AHanuzaTop aBTOMATHYECKHi HMMYHOXHMHYEeCKHIi: aHAJIM3aToP

uMMmyHoxumuveckuii moayabHblii ARCHITECT ¢ npunamnexsoctsimu: moxeab i2000sr
C IIpPHHAAJIE;KHOCTAMM. METOL[HKEI MHOBEPKH»

Wnreppan BpeMeHH MeXIy rocy1apCTBeHHBIMH IOoBepKamu: 12 MecsiueB

Tun cpencts  usMepeHuit  yTBepXKJIEH MOCTaHOBIEHHEM [ OCYIapCcTBEHHOrO KOMUTETa
no crangaprusanuu Pecry6mmku benapyce ot 22.08.2024 Ne 92

Cpencrea u3MepeHMit JaHHOTO THUINA CpPEJICTBA M3MEPEHHil, NMPOM3BOAMMBIE B IEPHOJ CPOKa
ACHCTBUSL  TaHHOTO  ceprudukara 00  yTBEpKAEHMM THUIIA  CPEACTBA  H3MEPEHMIA,
WK YTBEP)KACHHBIH THII €IMHMYHOIO OK3EMIUISIpa CpeICTBa M3MEpPEHW pa3pernarTcs

K NpUMEHEHHI0O Ha Teppuropun Pecnybnuku b B COOTBETCTBUM C IpHJIaraeMbIM
OIMCAHUEM THIIA CPEICTBA UBMEPEHUIA. :

3amecturens [Ipencenarens A.A Bypak

el ot



OIIMCAHUE TUIIA CPEJICTB MU3SMEPEHUH

NPUIIOIKEHHE K cepTUdUKaTy 00 yTBEP/KACHUM THIA CPEICTB M3MEPCHHUI]
OT 22 pbzcrc i 202y r. Ne /7904

HaunmeHoBaHue THIIA CpEICTB H'SMCPGHHFI &1 HX 0003HAYCHHE:
AHanU3aToOp ABTOMATHYECKUH HMMYHOXMMHUYECKMIi: aHAIN3ATOP HUMMYHOXUMHYCCKHUI
monyishblii ARCHITECT ¢ npunamiexsocTsiMu: Mozens 12000sr ¢ mpuHaIeKHOCTAMA
Ne iSR07791

Ha3nauyeHue u 00/1acTh MPUMEHEHU:

AHAIM3aTOp ABTOMATUYECKMH HMMMYHOXMMMWUYECKHUI: aHaIM3aTop WMMYHOXHMHUYCCKUM
mozayasHbiii ARCHITECT ¢ npuHamiexHocTaMu: Mozenb i2000sr ¢ mpuHaAICKHOCTIMH
Ne iSR07791 (manee — aHanu3aTop) MpeAHA3HAYEH JUIS H3MEPEHUsS KOHIECHTPAlMH
npocraruyeckoro cremuduueckoro anturesa (IICA) m tupeorponnoro ropmona (TTI)
(1ajee - aHATMTOB) B KPOBH.

O061aCTh IPUMEHEHHSI — IPH 00ECTICYCHUHN 3aILUTHI JKU3HU U 3I0POBBSI YEJIOBEKA, OKa3aHMSI
MEIUIIMHCKOH MOMOILH.

Omnucange:

AHATH3aTOp OMPENSNISICT KOHILIEHTPALMIO AHAJIUTOB METOJ0M XeMUJIKOMHUHECIEHTHOTrO
MMMYHOaHalli3a Ha MHKpoO4dacTHUIaX. ﬂﬂHHbe‘i METO/1 3aK/oyaercs B CIHEAVIOLIEM: K
pceneayeMomy o0pasily J00aBiseTcsi pacTBOp, COJAEpKallui IapaMarHUTHBIE 9acTHIIbL,
oOpa3ys peakuHOHHYIO cMech. CMech MHKYOMpyeTcs - aHaJlUT, COACPIKAIIMHICI B CMECH
CBS3BIBACTCA C MOJICKYJIaMHU-YJIOBUTCIAMH Ha MHUKpOYAaCTHLIAX, cO3/[aBasi HMM}-’HHblﬁ
KOMILIEKC. MarHuT B pEaKLMOHHOM s4eiiKe IPUTATMBAET IapaMarHUTHBIC YaCTHILBI,
CBSI3aHHBIE C KOHKPETHBIM aHAJIUTOM B cMecH. IIpoucXoauT NMpOMBIBKA CMECH, B XO/e
KOTOPOW YyJaISIOTCsI HECBS3aHHBIE KOMIIOHEHTHI. J[03aTOp BHOCUT B CMeCh aKpUIMH -
MEUEHHBI KOHBIOTAT, KOTOPHIM CBS3BIBACTCS C UMMYHHBIM KOMIUIEKCOM, [OC/IE YEero
peakiMOHHAs CMECh MHKYOMpyeTcsl M IPOUCXOAUT [IOBTOPHAs MPOMBIBKA, B XOJI€ KOTOPOH
VJQISAIOTCS HECBA3aHHbIE KOMITOHEHTHI. [Ipyu 106aBiieHUH B cMech Ipe-TPUIrTepHblil pacTBOP
(nepokcu; BoJlopoJia), onTHYecKass CUCTEMa B aHAIM3aTOPE HAYMHAET CUMTBIBATHL GoH, u
JA03HpYIomas CucreMa BHOCHUT TpI{FFepHBIf:I pacTBop (FH,HPOI(CPIJJ l-Ianl/ISI) B PCaKIIMOHHYIO
cMeCb. AKPUIVH OKUCIISIETCS M BBI3BIBAET XEMWJIIOMHUHECIICHTHYIO PEAKLIMIO, B XOJ€ KOTOPOii
ornrTuyecKas cHCTeMa HU3MEepSIeT WHTCHCHUBHOCTL HM3JIYUCHHA B TEUCEHHE OIIPCACICHHOIO
rnepuosa BpemeHn. [lporpammuoe obecnieueHue aHaau3aropa Ha OCHOBE KaJMOPOBOUHBIX
(pakTOPOB pacCUMTHIBACT U BBIAAET PE3YJILTAT KOHUEHTPAIIMH aHAJIUTOB B COOTBETCTBY IOIIMX
CAMHHIIaX H3MCPCHUA.

dotorpaduu o01IEro BHIA CPEICTB U3MEPEHUI MPEICTaBIEHbl B IPHIOKEHUN .

Cxema (pHCYHOI() C YKazaHucM MecTa JUJIs HaHeCEHI:l 3HaKa MOBCPKH CPCICTB HfﬁMCpGHHFl
[peJICTaBJICHA B IIPHJIOKEHUN 2.

O0s3arenbHBIE METPOJIOTHUYECKHe TpeOOBaHus: MpeCcTaBIeHb! B Tadaule 1.



Tabmna 1

Haumenosanue 3HaueHHe

ot 0,29 mo 34.00

Jluara3oH U3MEpeHU KOHLEHTpalHH IPOCTaTHYECKOTO
crienuduyeckoro anturena (IICA), Hr/mi

I[Tpesen H0mycKaeMoro OTHOCUTEIBHOIO CPEHEr0 KBAaJApaTHYecKoro
OTKJIOHEHMS [1PY U3MEPEHNUH KOHIICHTPALIMK ITPOCTaTHYCCKOTO 10,0
creunduueckoro anturexa (I1ICA), %

JlnanasoH U3MepeHuit KOHUEeHTpaluK TupeoTporHoro ropmona (TT1),
MKME*/mn

Ipeen nomyckaeMoro OTHOCUTENBHOTO CPEIHEr0 KBaAPaTUICCKOTO
OTKJIOHEHUS TIPH M3MEPECHUHN KOHIICHTpAUd TUPCOTPOITHOIO rOPpMOHA 10,0
(TTT), %

*ME — Mexaynapoanasa Enunnua (International Unit) — eAMHHUA W3MEPEHUS 103b] BEUIECTBA, OCHOBAHHAA HA €0
ouonoruyeckoit AKTHBHOCTH, IKBUBAJIEHTHA €AHHULE MacChl COINACHO MEKAYHAPOAHOMY COrTIALICHMIO Komurera

GHoJI0rHYecKoi cTaHaapTH3auMK npu BeeMupHOIt opraunsaumu 3apasooxpanenus. [lpumensaerca B PecnyGiuke
Benapych corjlacHo pewenus koanerun Espasuiickoit skonoMudeckoil komuccun Ne 150 ot 07.09.2018. |

ot 0,05 10 45,00

OCHOBHBIE TEXHHUECKHE XapaKTepUCTHMKM M  METPOJIOrMUeCKHe  XapaKTepPUCTHKH,
HE OTHOCSIIMECS K 00sA3aTeJbHBIM METPOJIOTrHYEeCKUM TpeOOBaHUAM: HPEACTABICHbI B
Tadymue 2.

Tabmuua 2
Haumenosanue 3HaueHue

Yc1oBUs 3KCIUTyaTallun:
JIMara3oH TeMIeparypbl OKpyxKaloumero Bosayxa, °C ot 15 no 25
OTHOCHTEJIBLHAS BJIAXKHOCTE OKPYKAKOLIEro BO3ayxa, %, He fosiee 80
Jlnana3oH HanpspkeHu nuraroleii cetn®, B ot 176 10 264
HomunanpHas yactora nuraromei cetu™, I'u 50/60
["abGaputHble pasmepsr*, MM, He Goee 1245%1549x1219
Macca*, kr, He Gosee 490,3
* CoryiacHo JJOKYMEHTaluu Ipou3BoauTess. [1pu mpoBeieHHN MEeTpOIOrHdecKoit
OKCICPTU3B] XapaKTEPUCTUKHN HE MTOATBEPKIATUCH

KommuiekTHOCTE: nipeacTaBieHa B TadiauLe 3.

Tabnuma 3
HaumenoBanue KomiuecTso |
AHaiu3aTop  aBTOMATUYECKMH  MMMYHOXMMHWYECKHWI:  aHaIM3aTop
ummyHoOXuMuueckuit mMoayieHelii ARCHITECT ¢ npuHaaieKHOCTAMU:
mojensb 12000sr ¢ npuramiesxHocTaMu No iISR07791 1
PyKOBOJICTBO 110 3KCILIyaTallMy | 1

MecTo HaHeceHUs 3HaKa YTBEPXKICHUs THUIA CPEACTB U3MEPEHUIA: 3HAK YTBEP/KACHUS TUIA
CPEJICTB U3MEPEHUI HAHOCUTCS HA TUTYJILHBIN JIUCT PYKOBOJICTBA I10 HKCIUTyaTallUH.

IToBepka ocymectsisercsa no MPb MII.MH 3967-2024 «Cucrtema olOecrieyeHns €IMHCTBA
usMepenuilt PecryOnukn benapych. AHanu3atop aBTOMATHYECKMA MMMYHOXMMHYECKHIL:
aHanuzatop uMmMyHoxumudeckuii MoaynsHbI ARCHITECT ¢ npuHaaiekHOCTIMU: MO/I€/h
12000sr ¢ mpuHaIeKHOCTAMU. MeTo/IUKa IOBEPKH».



CBeieHUsl 0 METOAMKAX (METO1aX) U3MEPEHHUIL: OTCYTCTBYIOT.

TexHu4yecKne  HOPMATHBHBIE  IIPABOBBIE  AKThl M TEXHUYCCKHUC  JOKYMEHTBI.
yCTaHaB/IMBAIOIIKE:
TpeOOBaHUA K THILY CPEICTB U3MEPCHHUIL:

TeXHUUEecKas JOKYMEHTALMsl IPOM3BO/MTEIIsl (PYKOBOJICTBO [0 SKCIUTyaTallun);
METOJIUKY TTOBEPKHU:

MPB MIT.MH 3967-2024 «CucteMa obecrieueHust eiMHCTBa u3Mepennit PeciryOiikn
benapycs. AHanuzatop aBTOMATHYECKHH UMMYHOXUMHUYECKHIL: aHaIU3aToP
HMMYHOXHMHIYecKmit Moy abHblii ARCHITECT ¢ npunamiesknoctsmu: Mozels i2000sr ¢
MPUHAISKHOCTAMU. MeToIMKa MoBEpKMm.

IlepeueHb cpe/ICTB MOBEPKMU: MpeICTaBieH B Tabauue 4.

Tabmna 4

HanMeHOBaHUE M TUI CPEJCTB ITOBCPKH
Perucrparop Temrieparyphl 1 BIaKHOCTH testo 174H
KOMIUIEKT KOHTPOIBHBIX 00pasios Tupeotporntoro ropmona (TTI') ARCHITECT TSH
Controls, npoussoaureis Gpupma «Abbott Ireland Diagnostic Division», CoetnHenHoe
KoposesctBo Benukooputanuu u CeepHoit Mpnannu
KOMIIIEKT KOHTPOJIbHBIX 00pa3lioB pocTaTnyeckoro creinduueckoro antureta (IICA)
ARCHITECT Total PSA Controls, mpousBoaurens ¢pupma «Abbott Ireland Diagnostic
Division», Coequnennoe Koponescrso BenukoOpuranuu u CesepHoii Mpianauu

[lpumeuanne — Jlomyckaercss NPUMEHATh [pPYrHe CpPEACTBA IIOBEPKH, OOeCneuHBaIONNe
onpejiesieHie METPOJOTHUECKUX XapaKTePUCTHK ¢ TpeOyeMOH TOYHOCTEIO. |

U nenTrduKanus nporpaMMHOro obecredyeHus: npejicTaBieHa B Tadbaune S.
Tabmuua 5

Howmep Bepcun [1O
(MIeHTU(UKALUOHHEIN HOMED)

- " 9.45

Wnentuduxanuonnoe HaumeHosanue 10




3aKTI0YeHHe O COOTBETCTBHM YTBEPXKACHHOTO THIIA CPEACTB M3MEPCHHH TpeOOBaHMsAM
TEXHAYCCKMX HOPMATHBHBIX [IPABOBBIX AaKTOB W/WIM TEXHHYECKOH JIOKYMEHTaLMHU
[PpOU3BOAUTEIIA, a TaKiKe TEXHUUYECKOMY 3aJlaHUI0 3asdBUTC]IA Ha METPOJIOIrMYCCKYIO
JKCIEPTU3y B OTHOLICHUM EJMHUYHOIO OJK3EMIUIApA CPEeICTBA M3MCPEHMIl: aHaIM3aTop
ABTOMATHUYCCKUI MMMYHOXMMHYECKHI: aHaIu3aTop HWMMYHOXMMHMYCCKHI MOJYJIbHBIN
ARCHITECT ¢ npunauiexuoctsamu: Moxens i2000sr ¢ npunaanexsoctsmi Ne iSRO7791
COOTBETCTBYET TPeOOBAHHMAM TEXHHUECKOMH IOKYMEHTALINH TIPOM3BOIUTES (PYKOBO/ICTBA T10
YKCILTYaTaLMH).

[IponsBoauTtens cpejicTB H3MEPEHUI
«Abbott Laboratories Diagnostics Division», Coegunennsie llItatel AMepHKu
Abbott Park, IL 60064 USA

VIIOJIHOMOUEHHOE  FOPHIMYECKOe  JIMIO,  MPOBOAMBINEE  MCIBITAHMA  CPEACTB
M3MEPEHHUN/METPOIOTMYECKYIO IKCTICPTH3Y €IMHUYHOIO SK3EMIUIAPA CPEICTB M3MEPECHUI
PecnyGnMKaHCKOE YHUTApHOE TIpeArpuATHE «besopycckuit rocyapcTBeHHBIH MHCTHTYT
merposiorun» (benl M)

Pecniy6inka Bemapycs, 220053, r. Munck, CtapoBuwieHCKHit Tpakr, 93

Tenegon: +375 17 374-55-01

thaxc: +375 17 244-99-38

e-mail: info@belgim.by

[Tpunoxkenus: 1. @ororpadun odiero Buaa cpeacTB U3MEpeHUi Ha 1 ucre.

2. Cxema (pHUCYHOK) € yKazaHUEM MecCTa /Ul HAHECEHUS 3HaKa MOBEPKU
CpeICTB U3MepeHuii Ha 1 aucre.

Jupexrop benl UM A.B. Kazauok



[Ipnnoxenue 1
(obOs3aTernbHOR)
dororpadun 001Iero BU/1a CPeICTB U3MEPECHHIH

Pucynok 1.1 — ®ororpacdust o61iero Bujia aHaau3aTopa aBToMaTHYECKOro
UMMYHOXHUMHUYECKOT0: aHaIn3aTopa UMMyHoxumudeckoro moayasHoro ARCHITECT ¢
npuHauIeKHOCTAMHI: Mozens 12000sr ¢ npunaiexHocTsMu Ne iISRO7791

Pucynok 1.2 — @ororpapun MapKupoBKH aHAIM3aTOPa aBTOMATHYECKOTO
UMMYHOXHMHYECKOT0: aHaIu3aTopa MMMyHoXuMudeckoro MmoayasHoro ARCHITECT ¢
HpUHALICKHOCTAME: MoJeb 12000sr ¢ npunagnesxHocTsiMu Ne iSR07791




[Mpunoxenue 2
(obsi3arensHOE)
CxeMma (pHCYHOK) € yKa3aHHEM MecCTa Jijisl HaHECCHHs 3HaKa MOBEPKU CPE/CTB U3MepeHuit

MecTo 18 HAaHECEHH A
FHAKA MOBCPKH

Pucynok 2.1 — Cxema (pUCYHOK) ¢ yKa3aHHEM MeCTa /Ul HAHeCeHH s 3HaKa IMOBEPKH



