I'OCYJAPCTBEHHBIII KOMUTET 3SIPKAVHBI KAMITOT

IO CTAHJIAPTU3 AN INA CTAHJIAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCH PACITYBJIIKI BEJIAPYCH

CEPTUDUKAT 5
Ob YTBEPKJIEHUHU TUIIA CPEJICTB UI3BMEPEHUU

Ne 17161 ot 5 nexkabps 2023 r.

Cpok pelicTBus: 6eccpoydHBbIif

HaumenoBanue Tuna cpecTB U3MEPCHHIA:

AHa/IM3aTOpP aBTOMATHYECKHH HMMYHOXHMHYECKHI: AHAJIM3ATOP MMMYHOXHMHYECKHIl
moayabipiii  ARCHITECT ¢ npunamiexnoctamu: mopean i1000sr (ucnoanenne 1)
¢ npuHaaIeskHocTaMu Ne i1SR65427

[IponzBoauTens:
«Abbott  Laboratories Diagnostics Division», Coeaunennsie Illtatel Amepukn
(mpousBoacTBeHHas naomanka — «Abbott Laboratories», Coequnennbie ITaTel AMepuKH)

Brinan:
000 «lpaiimbuoTex», r. Munck, Pecnny6anka Benapycn

JIOKyMEHT Ha MOBEpKY:

MPb MILMH 3322-2022 «Cucrema obecrniedendsi eIMHcTBa H3Mepenuii Pecny6amnkn
Benapyce. AHajmM3aTop ABTOMATHYECKHH HMMYHOXHMHYCCKHI: aHaJH3aTop
aMmyHoxumuveckuii MoayabHbeli ARCHITECT ¢ mpumamnexuocrsimu: moapeab i1000sr
(ncnosmenue 1) ¢ npuHaIexkHocTAMHA. MeTOAHKA NOBEPKH»

MuTepBai BpeMeHH MKy rOCy1apCTBEHHBIMU ITOBepKaMu: 12 mecsines

T cpencts  W3MepeHMil  yTBEpXKJEH [OCTAHOBJIEHHEM I OCYIapCTBEHHOrO KOMHTETa
o cranaaptusannu Pecnyonuku benapycs ot 05.12.2023 Ne 87

Cpeacra u3MepeHnii NaHHOTO THIIA CPEJICTBA M3MEPEHHH, NPOU3BOJUMEIE B MEPHOI CPOKA
JCHCTBHS ~ JTAHHOrO  cepTHduKara 00  yTBEpKACHHMM THIA CPEACTBA  U3MEPEHHIl,
WM YTBEPKACHHBI THUIl €IMHMYHOTO 3K3EMIUIApa CPEICTBA M3MEPEHHH paspelaroTcs
K [PUMEHEHMIO Ha Tepputopud PecryOmuku Bewapycr, B COOTBETCTBUH C MpPHJIaraeMbIM
OIMCAHUEM THIIA CPEICTBA U3MEPEHMIA. S

3amecturens [Ipeacenarens komurera \ W A.A bypak




OITMCAHUE TUITIA CPEJICTB U3MEPEHUI
MPUIOKEHUE K CEPTUPUKATY 00 YTBEPIKICHUH THIIA CPCJICTB U3MEPEHUN
0T ' 2023 1. Ne 77764

LhH el d ) )

[HanmenoBanue THIIA CpPE/ICTB W3MepeHHii " uX obo3naueHue:
AHaIM3aToOp AaBTOMATHYECKUH HMMMYHOXMMHUECKHI: aHAIN3ATOP MMMYHOXMMMYCCKUM
moayibHblii ARCHITECT ¢ npunamiexsocramu: Mojieinsb 11000sr  (ucnonnenune 1)
¢ npuHajyiexknoctsiMu Ne i11SR65427

Hasnauenue u 00J1acTh IPUMEHEHUS

AHanu3aTop aBTOMATHYCCKUN HMMMYHOXMMHUYCCKHI: aHA/IM3aTOp HMMMYHOXMMHUYCCKUM
moayibhelii ARCHITECT ¢ upunamiesxsoctsimu: mojens 11000sr  (ucnoanenue 1)
¢ npunauiexxHocTsaMu Ne 11SR65427 (nasiee — aHaIM3aTOp) MpEAHA3HAYCH JUUIS U3MEPCHUS
KOHIIEHTpAlluU Hpocraruyeckoro crnemupuyeckoro anrurena (IICA) u TupeoTpoInoro
ropmona (TTI') (manee - aHajuuToB) B OHOJOIMYECKHX IKHMJKOCTAX  METOJOM
XCMUJIFOMMHCCIICHTHOTO MMMYHOAHAJIN3a.

O6aacTh MPUMEHEHHS — IIPU 00ECIICYCHUH 3allUThI JKU3HHU U 3/I0pOBhs 4€JIOBEKa, OKa3aHus
MEJIMIIMHCKOM TOMOIIIH.

Onucanue:

AHaim3atop olpe/easaeT KOHIICHTPAIMIO aHAJIUTOB MCTOJO0M XCMMJIIOMHUHCCICHTHOIO
MMMYHOAHaJIM3a Ha MHUKpo4dacTullax. JlaHHBIA METOJ 3aKiII04acTcs B CJCAYIONICM: K
uccieayeMoMy oOpasily J00aBsiCTCA PacTBOp, COJACPKALIMI ITapaMarHUTHBIC YaCTHIIB,
oOpasyst peakIMOHHYI0 cMech. CMech MHKYOHMpYETCs - aHaJIUT, COJCpXKallUiics B CMCCH
CBSI3BIBACTCA C MOJICKYJIAMH-YJIOBUTEISIMA HAa MHUKPOYACTHIAX, CO3/aBas HMMYHHBIN
KOMIUICKC. MarHuT B pEakIIMOHHOM sAYCHKE IpUTATUBACT IlapaMardHuTHBIC YacTHILb,
CBSI3aHHBIE C KOHKPETHBIM aHAJIUTOM B cmecH. [IpoucxoauT mpoMBIBKa CMCCH, B XOJI¢
KOTOPOW YHAJISIIOTCA HECBA3aHHBIC KOMIIOHCHTHI. Jl03aTop BHOCUT B CMECh aKpUIUH -
MCYCHHBIM KOHBIOTAT, KOTOPBIN CBS3bIBACTCA € HUMMYHHBIM KOMIUICKCOM, IIOC/IE YCIo
peaKIMOHHasi CMECh MHKYOUpPYETCs U IPOUCXOIUT MOBTOPHASA IIPOMBIBKA, B X0JI€ KOTOPOii
VJIAJISIFOTCS. HECBSA3aHHBIE KOMIIOHEHTHI. [ [pu 106aBiieHnn B cMeCh 1Ipe-TPUITEPHBINA pacTBOP
(TIepoOKCHT BOJOPO/IA), ONTHYECKass CUCTEMa B aHAJIM3aTOpPEe HAYMHACT CYUTHIBATH GOH, W
JIO3UPYIOIIasi CUCTEMa BHOCHUT TPUITCPHBIN pacTBOp (TMAPOKCHI HATPHUs) B PEaKIIMOHHYIO
CMECh. AKPUJIMH OKUC/ISCTCS U BBI3IBACT XCMMIFOMUHECIICHTHYIO PEaKIMIO, B X0/1€ KOTOpOit
OITUYECKasi CUCTEMa U3MEPSET WHTCHCUBHOCTH H3JIYYCHHS B TCYCHHUE OIIPEJICIICHHOTO
nepuoyia BpeMeHu. I[IporpamMuoe ofecrieyeHne aHaju3zaTopa Ha OCHOBE KaaMOPOBOYHBIX
(haKTOPOB pacCYUTHIBACT M BBIJIACT pe3yJIbTaT KOHIICHTPAIMUA aHAJIUTOB B COOTBETCTBYIOIIMX
e/IMHULIAX U3MEPEHUS.

dotorpadum ob1Iero BUAA CPEACTB UIMEPEHHIA MTPEICTABICHBI B IPUIOKCHUH 1.

Cxema (pHCYHOK) ¢ yKa3aHHEM MeCTa JUIS HAHECEHUs 3HaKa IIOBEPKH CPEJICTB M3MEPCHUI
IpeJICTaBICHA B MIPUIOKEHUH 2.

OOs3aTe/IbHBIE METPOJIOTHYECKUE TpeOOBaHUS: IIpe/ICTaBlIeHbI B TabauLe 1.



Tabuuua 1

HamMmenoBanue 3uaucHuc

Jluarazon U3MepeHUil KOHIIEHTPAIIMU IIPOCTATHICCKOIO
crienpuyeckoro anturena (1ICA), Hr/mi

IIpejien j1oycKkaeMoro OTHOCUTEIIBHOTO CPEIHETNO KBAJIPATUYECKOrO
OTKJIOHEHUS CJIyUalHON COCTABIAIONIEH ITOIPEIIHOCTA U3MEPEHUS 10,0 :
KOHIICHTpAIIMH IpocTaTHyeckoro creimduyeckoro anruresa (11CA), %
Jlnanaszon usMepenuii KoHieHTpanuu tupeorporitoro ropmona (1'11°),
MKME/mi1

[Ipeien 1omycKkaeMoro OTHOCUTEIBLHOI'O CPEAHEro KBa([paTuyecKoro '
OTKJIOHEHUS! CIIy4aitHO#M COCTaBISIIOIICH I1OIPEITHOCTH U3MEPEHHUS 10,0
KOHIICHTparmu TupeoTponHoro ropmona (T11°), %
ITpumeuanue: ME (IU) — Mexnaynapojas eqununa (International Unit) — eunnna u3aMepeHus
JIO3EI BEHIECTBA, OCHOBdAHHAS Ha €ro 6HOJ’IOI'I/I‘{CCKOI:§ AKTUBHOCTH, DKBHBaJICHTHa CJIMHHUIIC MACChI

COIJIACHO MEXKJIyHapoiHOMY coraiennto Komurera Onosioruueckoil cranjapTusaiuy 1npH
Beemupnoii opranuzaiuu 3;1paBooxpaseHus

or 0.29 110 34,0

ot 0,05 110 45.0

OCHOBHbIC TCXHUYCCKHC XapaKTCPpUCTHKH H MCTPOJIOTHYCCKHC XapaKTCpUCTHUKH,
HE OTHOCAIIIHECCA K OﬁHBaTCJII:III)IM MCTp()JIOI'H‘{CCKl/IM 'l‘pCGOBaI-IHﬂMZ IIpele’l"dBJICHbI B
tadumie 2.

Tabmma2

HanmenoBanue 3HavyeHue
Hopmansnsie ycinoBus skernryaranuu mo 'OCT 20790-93:
JIMAIa30oH TeMIIepaTyphbl OKpyKalouero sosjyxa, °C _ or 15 j10 25
OTHOCHTE/IbHAS BJIAYKHOCTh OKPYIKAIOLIEI0 BO3jiyXa, %, He Ooiiee 80
Jlnana3zon HarpskeHuit nuratoureit cern®, B or 180 j1o 264 |
Homunaiibnas yacrora nurarouieit cetu™, 1'q 50/660 |
["abapurnbie pazmepsr®, mm, He Ooliee 762,0%149,9x124,5
Macca*, kr, He 0oJjiee 288
VYcnoBus dKciuryaTanumn™:
Jidaliazon paboyeid TeMIeparypel OKpysKarolero Bosayxa, “C ot 15 10 30
OTHOCHTEIIbHASL BIIAXKHOCTH OKPYIKAIOIEro Bo3)lyxa, %, ne dosee | 85
* CorlacHo JIOKyMEHTaIlM1 1Ipou3BojiutTesis. 1lpu npoBe/iecHuH METPOJIOrHYECKOi
OKCIIEPTU3BI XapaKTEPUCTUKU HE TIOATBEPKIAIUCEH |

KOMILIEKTHOCT: Ipcjcras/icHa B Tabmmie 3.

Tabiuna 3
HaumenoBanue | Komyecrso
AHanu3aTop  aBTOMATHYECKMH  MMMYHOXMMHUYECKHN:  aHaJIM3aTop
ummyHoxumudeckuid mojysibHeii ARCHITECT ¢ npunajuiexnocramu:
moJieb 11000sr (ucniosigenue 1) ¢ npuHaieskHocTssMu Ne 11SR65427 1
Komisrorep - 1
PyKOBOJICTBO 110 dKCILIyaTallun | 1

Mecrto Hanecenus 3Haka YTBEPXKJACHHA THUIIA CPEIICTB H3MCpCHHﬁI 3HAK YTBECPXKJICHUS TUIIA
CpClICcTB H3MCpCHHﬁ HAHOCHUTCH Ha THTyJ’IBHBIﬁ JIACT PYKOBO/ICTBA I10 3KCILTyaTallhH.



ITosepka ocymecrBisercst o MPb MILLMH 3322-2022 «Cucrema obecrieyeHus ¢jIMHCTBA
m3Mepenuit PecriyOnuku benapych. AHaau3arop aBTOMAaTWUUCCKHIT UMMYHOXUMHYCCKUIL:
aHanuzaTop UMMyHOXUMUYeCKU MOy JIbHBIH ARCHITECT ¢ npuna1ie:xHocTaMu: MOJIC/Ib
11000sr (uctiosnmenue 1) ¢ npuHaUIOKHOCTIMU. MeTo/IMKa ITOBEPKIY.

CgejieHus o MCTO/IMKax (MGTOJI&X) H3MCpCHHﬁl OTCYTCTBYIOT.

TexHuyeckue  HOpMATMBHBIE — [IPABOBBIE  AKThl M TEXHUYECKME  JIOKYMEHTHI,
yCTaHaBJIMBAIOIIHE:
TpeOOBaHMs K TUILY CPEJICTB U3MEPECHMIA:

TEXHUYECKas JIOKYMEHTAIUS IIPOU3BOUTEIIS (PYKOBOJICTBO 110 AKCILIyaTAIIMU);
METO/IMKY IIOBEPKHU:

MPb MIL.MH 3322-2022 «Cuctema oG¢ecrnicucHus CIMHCTBA U3MEpeHmil PecrryOmmku
benapyce. Amnanusarop aBTOMaTHYCCKUI UMMYHOXUMUYCCKUIA: aHaIM3aTop
ummyHoxumuyeckuit moayiasHeli ARCHITECT ¢ npunaexnoctsmu: mojeins 11000sr
(ucnosienue 1) ¢ pUuHaUICKHOCTIMU. MeTo KA ITIOBCPKI.

[Iepeuens cpe/icTB OBEpKHU: MpejicraBiieH B rabiuie 4.

Tabmuna 4

1

HaumeHoBaHue U THII CPCJICTB ITOBCPKH
Perucrparop Temneparypsl 4 BiaxkHOCTH testo 174H ey
KoMIu1eKT KoHTpoIbHBIX 00pasiioB tupeorporHoro ropmona (TT1) ARCHITECT TSH
Controls, nponssoureins Gupma «Abbott Ireland Diagnostic Division», Coeiunennoe
KoposesctBo Benmkobpuranuu u Cesepuoit Mpiammu
KoMIuIeKT KOHTPOJIbHBIX 00pa3IioB mpocTarndeckoro ciictmpuyeckoro anturcua (1ICA)
ARCHITECT Total PSA Controls, nnpoussojiuresns pupma «Abbott Ireland Diagnostic
Division», Cocjiunennoe Koposescrso Bennkoopuranuu u Ceseproit Mpianmn
Ilpumeuyanune — Jlonmyckaercs IPUMEHSITh JIPyI'HE CPEJICTBA IMOBEPKH, 0OECIeYHBaIOIIHe
OIIpe/IeICHHE MCTPOJIOTHYECKIX XapaKTEPUCTHK ¢ TPeOyeMOii TOYHOCTEIO.

= e e e

Maentudukaryst mporpaMMHoro obdecrieueHus: mpejicrasicta B tabsmie 3.

Tabmnuna 5

Howmep Bepeun 110
(neHTHQUKAIMOHHBIA HOMED)

- 9.50

Wnentupukanmonnoe nanmenosanue [10

3aK/II04YEHHE O COOTBETCTBMM YTBEP)K/ICHHOIO THIIA CPEJICTB M3MEPEHUil TpeboBanusm
TEXHUYECKMX HOPMATHBHBIX IIPABOBBIX aKTOB W/WIM TEXHUYCCKOM JIOKYMCHTAIUU
IPOU3BOJIMTEIIA:  AHAJIU3AaTOP  ABTOMATHYECKUH  MMMYHOXMMHYCCKHI:  aHalIM3aTop
UMMyHOXUMHUYECKHIT MOy bHBIH ARCHITECT ¢ npunamiexsoctsimu: mojieins 11000sr
(ucnonuenue 1) ¢ npunauiexknoctsMu Ne 11SR65427 coorBercTByeT TpeboBaHUsM
TEXHUYECKOH JIOKYMCHTAIIMH IIPOU3BOIUTENS (PYKOBOJICTBA 110 KCILTyaTaluu™).

* - ¢ y4eTOM TEXHUYECKOT'0 33/[aHKs Ha IIPOBEJICHUE METPOJIOTMUECKOM DKCIIEPTU3EI B TIEIISNX
YTBEPXKJICHUS ~ THUIIA  €IMHUYHOIO  DJK3eMIUIspa  aHajiu3aTtopa  aBTOMATHUYCCKOIO
UMMYHOXHMHMYECKOTO: aHajmu3aropa uMmyHoxumuueckoro mojiyiasnoro ARCHITECT ¢
npuHauIekKnocTsIMU: Mojieiasb i1000sr (ucriosnenue 1) ¢ npuna uiexnoctsMu Ne i1SR65427,

5]



[Ipou3BOAMTENL CPEACTB U3MEPEHHUIA

«Abbott Laboratories Diagnostics Division», Coejiunennsie HItatsr Amepuku
(rmpomnszBojicTBEHHAs 1110111a/1Ka — « Abbott Laboratories», Coenunennsie [ltarsr Amcpuku
Abbott Park, IL. 60064 USA

(1915 Hurd Drive, Irving, TX 75038 USA)

YIOJIHOMOYEHHOE  IOPMJIMYECKOE  JIMIlO,  IIPOBOJIMBIIEE  MCIBITAHHUA  CPEJICTB
M3MEPCHUI/METPOIOIMYCCKYIO IKCIEPTU3Y C/IMHUYHOIO DK3EMILIApA CPEJACTB M3MCEPCHUI
Pecry6immkanckoe YHUTApHOE TpeAnpusitie «beaopycckuii rocy/1lapcTBCHHBIH HHCTUTYT
metpontoruny (benl M)

PecmyOiiuka benapyce, 220053, r. Munck, CtapoBu/IeHCKUI TpakT, 93

Tenedon: +375 17 374-55-01

Gaxc: +375 17 244-99-38

e-mail: info@belgim.by

Hpunoxenust: 1. @ororpadun obiero Bujia cpejicTB u3mMepenuii Ha 1 aucre.
2. Cxema (pUCYHOK) C YKa3aHHMEM MeCTa JIUISi HaHECEHUs 3HaKa I0OBCPKHU
Cpe/ICTB U3MepeHuil Ha | mucre.

3amectutes Jiupexropa beial M 10.B. Kozak

I



[puioxenue 1
(obs3aTenbHOE)
dororpadun ob1iero Bujia CpeCTB U3MEPEHMIT

Pucynok 1.1 — ®ororpadus obdiero Bujia aHajau3aTopa aBToMaTH4eckoro
UMMYHOXUMHYCCKOI'0: aHAIU3ATOPA UMMY HOXHMUYCCKOIO MOJIYJIBHOIO

ARCHITECT ¢ npunauiexnoctsmu: mojiess i1000sr (ucrionnenue 1)
¢ npuHajuIeKHoCcTAMU Ne 11SR65427
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Pucynok 1.2 — @ortorpadust MapKHpOBKY aHaIM3aTOPa aBTOMAaTHICCKOTO
MMMYHOXHMHUYECKOI0: aHAIW3aTOPd UMMYHOXUMUYECKOTO MOJIYJIBHOTO

ARCHITECT ¢ npunamiesknoctsimu: Mojieib i1000sr (ucrionnenne 1)
¢ npuHauiexknoctssMu Ne i1SR65427



lIpuioxenue 2

(o0s3areapHOC)
Cxema (pUCYHOK) © yKa3aHUeM MeCTa JUlsl HAHCCCHUS 3HAKA TTOBEPKU CPEJICTB H3MepeHHuit

MecTo g Havecenus
3HAKA MOBCDKH

Pucynok 2.1 — Cxema (puCyHOK) ¢ yKazaHHEM MECTa JUlsi HAHCCCHUS 3HaKa IIOBECPKH



