IrOCYJIAPCTBEHHbII KOMHTET J35IPKAYHBI KAMITIT

IO CTAHJTAPTU3AIIUA A CTAHJAPTBI3ALIBII
PECITYBJIMKHA BEJIAPYCh POCITYBJIKI BEJIAPYChH

CEPTUDUKAT _
Ob YTBEPKJIEHUHN TUIIA CPEACTB U3MEPEHNU

(:[B Ne 16900 ot 30 aBrycTa 2023 .

Cpoxk nercTBus: OecCpoYHBIiA

HaumeHnoBanue THIa cpejicTB M3MepeHuUii:
AsromaTHdeckuii Taiimep koaryasinun ACT Plus Ne ACT2008506

IIpousBoaurens:
«Medtronic, Inc.», Coequnennsie IlITaTel AMepukn

Brigan:
000 <MEJAUBPHUIXK», JlaTrBus

JIOKYMEHT Ha ITOBEpKY:
MPb5 MILMH 3668-2023 «Cucrema obecnevyenusi eaMHcTBa MH3MepeHuii PecmyOankn
beaapycek. ABTomaTnyeckuii Taiimep koaryasiuun ACT Plus. Mertoauka nosepkn»

WurtepBan BpeMeHN MEXKTy FOCyIapCTBEHHBIME MoBepKaMu: 12 mecsines

Tum  cpencts  wsmepeHmii  yTBepiKJIEH IIOCTaHOBIEHHEM [ OCYJapCTBEHHOIO KOMMTETA
1o cranaaprusanuu Pecry6auku bemapyces ot 30.08.2023 Ne 61

Cpezncra m3mepeHnii NaHHOTO THIIA CPEJCTBA M3MEPEHMH, MMPOM3BOIMMEBIE B NEPUOI CPOKA
JACHCTBUA ~ JAHHOrO  cepTudukata 00  yTBEpXKICHMM THUIIA  CPEACTBA  M3MEPEHMIL,
WIM YTBEPXKACHHBIM THUI EIMHHYHOIO OK3EMIUIAPAa CpEACTBA M3MEpPEHHIl pa3peiaioTcs

K NPUMEHEHHIO Ha TeppuTopuu Pecry6auku Benapyca B COOTBETCTBHHM C IpPHJIAraeMbiM
ONMCaHUEM THUIIa CPEJCTBA U3MEPEHHIA. VT e

3amecturens [Ipencenarens komurera

/C’Z(- Cih / o v‘!“)“— )



OITMCAHME TUIIA CPEJICTB U3MEPEHWH
TIPUIIOKEHKE K CEPTUDUKATY 00 YTBEPIKIEHUH THIIA CPEJICTB U3MEPEHMUIT
OT 30 ceBrcpccy 2072 1. Ne /5900

Hanmenosanune Tuna cpeicTB n3MepeHuit 1 Mx 0003HaYeHNUE:
Astomatnueckuii TaiiMep koarymsauu ACT Plus Ne ACT2008506

Hasnauyenue u 061acTh NIPUMEHEHNUS:

ABTOMaTnueckuil Taiimep koarynsuun ACT Plus No ACT2008506 (manee — Taiimep)
Npe/Ha3HAYEH /1S U3MEPEHNUS MHTEpBaJla BPEMEHH IIPH OIPE/IeTIeHUU CBEPThIBAHMS KPOBH.

OGacth NpUMEHEHNA — NMPU 00CCIICYCHNH 3aLNThI KU3HU 1 370POBbA YETOBEKA, OKa3aHMUs

MEJIUIMHCKOMN ITOMOIIIH.

Onucanue:

Ilpuniun  neiicTBus TaliMepa OCHOBaH Ha W3MEPEHMM BpPEMEHM CBEPTHIBAHUS KpOBH,
ONpPENEIIAEMOM OT MOMEHTa /100aBJIeHHs pearenTa 10 MoMeHTa (popMUpoBaHus GuopuHa. B
00pasie HeCBEpPHYBIUCHCS KPOBH IUIYHIKEDP OBICTPO MOrpy’Kaercsi B KaHajle KapTpuiKa.
Cohopmuposabinecs B MpoLEcce CBEPTHIBAHUS KPOBM HHUTH (GuOpUHA YMEHBIIAIOT
CKOpOCTb  TOTPYXKCHUS IUIYHXKEpA, YTO perucrpupyercs (GoToonTHyeckoi cucremoit

TaiiMepa. PesynbTaTel M3MepeHHii 0TOOpaKaroTcs Ha KMIAKOKPHCTAIMYECKOM JKpaHe
Taiimepa.

Dororpadun 06LIEro BUa CPECTB U3MEPEHHUIT NIPEICTABIEH] B TPUIOKEHHH 1.
Cxema (pUCYHOK) ¢ yKazaHMeM MeCTa JUlsl HaHeCeHHs 3HAKa MOBEPKH CPEACTB M3MEpEHUH
[peJCcTaBjIeHa B MPUIOKEHUN 2.

Obs3arebHble METPONIOTHYECKHIE TPeOOBAHMS: IIPEICTABICHB B TaGuLe 1.

Tabnuna 1

HaumeHoBanue 3HayeHue

JlnanasoH u3mMepeHuii HHTepBaja BpEMEeHH, C oT 6 10 999

lIpenensr romyckaeMoit aGCOMOTHOlM OrpenHOCTH Taiimepa 43
IIPY U3MEPEHHH MHTEPBAJIOB BPEMEHHU, ¢

Jl1anason u3MepeHnii TeMnepaTypsl B Kamepe TepMobIoka, °C ot 36,5 no 37.5

[Ipenessr 1onyckaemMoii aGcoMOTHOIM MOrpeHOCTH Taiimepa £0.5
[1p1 U3MEPEHUH TeMIIepaTyphl B Kamepe TepMobioka, °C ;

OCHOBHBIE  TEXHUUYECKHUE XapaKTCpUCTHKH U METPOIOTHYECKUE XapaKTCPUCTHUKH,

HC OTHOCALMECS K 00s3aTebHBIM METPOJOrHYECKUM TpeOOBAaHUAM: TIPE/JCTABIEHEl B
Talbiuue 2.

Tabmna 2
Haumenosanue 3HayeHue

1 2
Hopmainensie ycrnoBus skcruyaranmu mo F'OCT 20790-93:
JIMana3oH TeMIIepaTyphl OKpy KaroLlero Bo3ayxa, °C or 15 no 25
OTHOCHTEJIBHAS BIAXKHOCTDH OKPYIKAIOUIEro BO31yXa, %, He Oosee 90
Jvanason nanpsskenuii nuraromeit cetu*, B or 100 o 240
JlnamasoH yactot nuraromeii cetn*, [ ot 50 o 60




[Ipogomxenue Tadimns 2

1 2
["'abapuTHbIE pazMepbl, MM 330x200%270
Macca*, kr, He Oosiee 3,22
KosmmyecTBo xkanajion ) ) 2
PaGouue ycimoBus dKCILTyaTalUu:
JIMATIa30H TeMIIepaTyphl OKpyskatomero Bo3ayxa*, °C or 14 j10 32
* CorjiacHO JIOKyMEHTAIMK IIPpoU3BoAMTEs. [[p poBeICHUN METPOIOTNYECKOM

OKCIICPTHU3EI XapaKTCPUCTHKH HC ITOJTBCPKIAINUCH

KoMIUIeKTHOCTS: 1pe/icTaBiaeHa B Tabiauie 3.

Tabmuma 3

HaumenoBanue KommyecTBo
ABromarnueckunii  Taiimep koarymsimu  ACT  Plus
Ne ACT2008506 |

[[Iayp nuranus

Kaprpuuk npoBepku TeMIepaTypsl

Yucrammit nabop y3i1a npusojia

et | et | et | et | et

PyKkoBOJCTBO 10JIb30BATENS

MecTo HaHeceHUs 3HaKa YTBCPKICHUSL THIIA CPEJICTB HBMepeHHf/'Ii 3HAK YTBCPXJ/IEHHA THIIA
CpeiACTB H3MepeHl/Iﬁ HAHOCHUTCA Ha THTyHBHBIﬁ JIMCT PYKOBOJICTBA I10OJIB30BATCJIA.

IToBepka ocymectBisercs no MPb MIL.MH 3668-2023 «CucreMa o0ecrieucHus ¢IMHCTBA
mmMepenuii PecriyGiiuku benmapycs. ABromarudeckuii Taiimep koaryssauuu ACT Plus.
MerTo/1MKa [TOBEPKU»

CrezreHus 0 METO/IMKaxX (METO/1aX) U3MEPEHUIM: OTCYTCTBYIOT.

TexHuyeckue  HOPMATUBHBIE  IIPaBOBbIE  aKThl M TEXHUYECKHE  JIOKYMEHTDI,
YCTaHaBJIMBAIOIIHE:
TpeOOBaHMUsA K TUILY CPE/ICTB U3MEPCHUM:

TCXHUYCCKAA NTOKYMCHTaIHUA (p}’KOBOJICTBO l'IOJ'Ib3DBaTCJIH);
METOHKY ITOBCPKH:

MPE MIT.MH 3668-2023 «Cucrema obecrieueHus euHcTBa H3Mepenuit PecriyOiinku
bemapycb. ABromaruueckuii Taiimep koaryisiuuu ACT Plus. Merojuka noBepku».

ITepeuens cpejIcTB MOBEPKH: MPECTABICH B TaOIHUIEC 4.

Tabmmma 4

HauvMeHnOBaHME U THII CPEJICTB ITOBEPKU

PerucrpaTop Temiiepatypsl 1 Biiaxnoctu testo 174H

Cekynnomep aiekrpounsit UHTEI'PAJI C-01

TepmomeTp snekTpoHHbIH MeuImHcKkuid MT16C2

[Ipumeuanune - Jlomyckaercs NPUMCHSTh JPyrHE CpejcTBa IIOBEPKH, 0OeCIeYUBarOIIHE
OIIPEJICJICHUE METPOJIOTHUECKUX XapPaKTEPUCTHK ¢ TpeOyeMoil TOYHOCTBIO.




M eHTHdUKAIMS TIPOrPAMMHOT0 00CCIICYEHHS: TIPE/ICTaB/IcHa B TabIHUIE 5.

Tabnuna 5

Homep Bepcuu 110

eHTH(MOUKAIITMOHHOE HauMeHoBaHue 110 "
e P i (uaeHTH(UKAIMOHHBIN HOMED)

- A 202

3aKIOYeHNe O COOTBETCTBMHM YTBEPIKICHHOTO THIIA CPEACTB M3MEpeHHH TpeOGoBaHUsIM
TEXHHYCCKAX HOPMATMBHBIX I[IPABOBBIX AaKTOB W/WIM TEXHUYECKOM JIOKyMEHTaIluu
npousBoautens: asromarudeckuii Taiivep koaryasimu ACT Plus Ne ACT2008506
COOTBETCTBYET TPEOOBAHMUAM TEXHMYCCKON JIOKYMEHTALMU IPOM3BOAMTENS (PYKOBOJICTBO
I'KOJ'IB3OBaTeJ]H).

[IpouzBoauTess CPeACTB U3MEPEHU

«Medtronic, Inc.», Coequnennsie IlItaTer AMepuku
710 Medtronic Parkway

Minneapolis, MN 55432, USA.

YIIOJTHOMOYEHHOE HOPpHIUMYCCKOC JIMIO, I[IPOBOJMBIIIEE HUCIIBITAHUA CpCJICTB
M3MEPEHHIA/METPOIOTUUECKYIO IKCIEPTU3Y CAMHUYHOIO HK3EMILISPA CPEJICTB M3MEPEHUI]
PecniyOiiMkaHcKkoe yHUTapHoe upejnpusitue «benopycckuit rocy/lapCTBEHHBIM HHCTUTYT
metposiorun» (beial IM)

Pecny6iinka benapycs, 220053, r. Munck, CtapoBuIeHCKHI TpakT, 93

Tenedbon: +375 17 374-55-01

¢bakc: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenns: 1. ®ororpadun odmero BUaa CpeacTs U3MepeHui Ha 1 jucre.
2. Cxema (pUCYHOK) € yKa3aHMEM MeCTa Ul HaHCCCHUs 3HaKa IOBEpPKU
CpEeJICTB U3MEPEHM Ha 1 JiucTe.

Jlupexrop benl UM : A.B. Ka3zayok




Ipunoxenue 1
(obs3aTeiIpHOR)
dororpadun 001IEro BUIa CPEACTB U3MEPCHHI

Pucynok 1.1 — ®ororpagus obmero Buaa ABTOMATHUECKOTO TaﬁMepa KOAryJisiuu
ACT Plus Ne ACT2008506

Pucynok 1.2 — (DOTopaqmﬂ MapKHOBKPI aBTOMaTHeCI{Ol"O TaliMepa KoaryJisiuuu
ACT Plus Ne ACT2008506



[Tpunoxenwne 2
(obOsizarenbHOE)
]
Cxema (pHCYHOK) € yKa3aHHEM MECTa JUlsl HAHECEHMS! 3HAKA [IOBEPKU CPE/ICTB U3MEPEHHii

Mecto juis HaneceHus
3HAKA [OBEPKH

ACT Plus”

Pucynok 2.1 — Cxema (pHCYHOK) ¢ yKazaHMeM MeCTa [UIsl HAHeCCHUs 3HaKa [IOBEPKU



