I'OCYIAPCTBEHHBIII KOMUTET JB3SAPKAYHBI KAMITOT

ITIO CTAHJAPTU3AIIUHA ITA CTAHAAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCh POCITYBJIKI BEJIAPYCb

CEPTUOUKAT s
OB YTBEPK/IEHUH TUITA CPEJCTB U3MEPEHUH

G[B Ne 16901 or 30 aBrycra 2023 r.

Cpoxk nelicTBust: 0ecCpoYHbIit

HanmeHoBaHMe THIIA CPEJICTB U3MEPEHMIA:
AsTomarnyeckuii Talimep koaryasiuuu ACT Plus Ne ACT2008679

[IpouzBoauTeb:
«Medtronic, Inc.», Coexunennbie [lITarer Amepuku

Brinan:
000 <MEAUBPHUIXK», JlaTtBus

JIOKyMEeHT Ha MoBepKy:
MPBE MILMH 3668-2023 «Cucrema o0ecneyenusi eamHcTBa H3Mepenuii Pecnmy0iamku
Benapyen. ABromarnyecknii Taiivep koaryasimun ACT Plus. Meroauka nosepkm»

Murepsan BpeMeHH MeK/ly TOCYAapCTBEHHBIMHU IIOBepKamu: 12 mecsines

Tun  cpencrs  wsmepeHuii  yTBEpXkKJIEH TOCTAHOBICHHEM [ OCYIapCTBEHHOTO KOMHUTETA
no cranaaptuzannn Pecrybnuku benapycs ot 30.08.2023 Ne 61

CperncrBa u3MepeHHii JaHHOrO THIA CPEICTBA M3MEPEHHMIl, MPOM3BOJUMEIE B IIEPUOI CPOKA
HeHCTBUSL  NaHHOro  ceprudukara 00  yTBEpKIEHMM THIIA  CPEACTBA  M3MEPEHMIA,
WIM YTBEPIKACHHBI THUIl ©IMHUYHOTO OJK3EMIUIIpa CpPEeICTBAa W3MEPEHHH paspelnarTcs

K TPUMCHCHHIO Ha Tepputopun PecrnyOnuku benapych B COOTBETCTBMM C IpHIaraeMbiM
ONMCAHUEM THIIA CPEICTBA U3MEPEHUI.

3amecturens [Ipeacenatens komurera A.A bypaxk

L—,ﬂl“/ (‘I)Y



OIMCAHUE TUIIA CPEICTB U3MEPEHU

IPHIOKEHUE K cepTH(UKATY 00 yTBEp:KIEHUH THIA CPEJICTB U3MEPEHHUI

OT A0 xbircrrie 20231. Ne 16904

HaumeHoBaHMe TUNA CPEACTB U3MEPEHHI U UX 0003HAUCHUE:
Astomarnyeckuit tatimep xoaryisiun ACT Plus Noe ACT2008679

Hasnauenue u 00/1acTh NpUMEHEHUS:
Asromatnuecknii Taiivep koaryasiumu ACT Plus Ne ACT2008679

(lasee — Tanmep)

HnpejHasHa4eH 1JIs1 USMEPEHUA UHTEpBaJla BpEMCHHU MPH ONpEJAC/ICHUH CBEPTHIBAaHUA KPOBH.
O0nactp [IPUMCHCHHUA — IIPH obecrieyeHun 3alIUThI JKM3HH U 3JOPOBbA UEJIOBEKA, OKazaHUsl

MEIUILIMHCKOM TTOMOIIIH.

Onwucanue:

[Ipunimn jeficteus Talivepa OCHOBaH Ha HM3MEPEHMM BPEMEHM CBEPTBLIBAHHSA KPOBH,
ONpeeIseMOM OT MOMEHTa JI00aBJIeHUs peareHTa 10 MOMeHTa popmupoBanus Gpudpuna. B
oOpa3slie HecBepHYBIIEHCS KPOBM ILIYHXKep GBICTPO TOTpYXaeTcs B KaHajle KapTpHKa.
CopmupoBaBuinecs B npolecce CBEPTHIBAHMA KPOBH HUTH (MOPUMHA YMEHbIIAIOT
CKOPOCTh MOIPYKEHMs IUIYHXKepa, 4YTO PerucTpupyercss (OTOONTUYECKONH CHCTEMOil
Talimepa. Pe3yibraThl M3MepeHHMt OTOOPaKAIOTCS HA JKUIAKOKPHCTAIMYECKOM HKpaHe

Taiimepa.

®ororpadun obuiero Bua CpeCTB U3MEPEHHUIT IIPEICTABICHE! B TPHIOKEHUH 1.
Cxema (pHCYHOK) ¢ yKasaHMEM MeCTa JUIsl HaHECeHHsl 3HAKA MOBEPKH CPEICTB M3MEPEHHUIl

NpejicTaBieHa B NPUIOKEHHH 2,

OOsi3aTenbHble METPONOTMYECKHEe TPEGOBAHUS: TIPEICTABIECHE! B Ta0MLE 1.

Tabmuua 1

HaumenoBanue 3HayeHue
JlMana3oH u3MepeHuii HHTepBaia BpEMEHH, C ot 6 1o 999
[Ipenensr 1omyckaeMoit aGCOMOTHOM OrPENTHOCTH Tanmepa +3
[IpY U3MEPECHUHU UHTEPBAIOB BPEMEHH, C
Jlnanason usMepeHuit TeMIepaTypsl B Kamepe TepMo6ioka, °C or 36,5 no 37,5
IIpenensr 1onmyckaemMoii aGCOMOTHOM MOrPEMIHOCTH TanMepa 40.5
[pU U3MEPEHUHU TEMIIEPATYPBI B Kamepe Tepmooiioka, °C i [
OCHOBHBIE ~ TEXHMUECKME XAPAKTEPHCTHKM M  METPOJOTHYECKHE XapaKTepPUCTHUKH,

HE OTHOCALIMECS K 0O0s3aTe/lIbHBIM METPOJIOTHYECKHM Tp860BaHHHMZ MpeacTaB/ICHBl B

Tabnuue 2.
Tabmuna 2
Haumenopanue 3HayeHue
1 2
Hopmanbaeie yenoBust sxeruryaramuu no 'OCT 20790-93:
JMaIa3oH TeMIepaTyphl OKpy Karouero Bo3ayxa, °C ot 15 no 25
OTHOCHTEIIbHAS BJIAXKHOCTH OKPYKaIOIIEro Bo3ayxa, %, He Gonee 90

Jlnanason HarpspkeHuii nuTaroweit cetn*, B

ot 100 1o 240

Jluamna3oH yacToT nutaronen cetu*, '

ot 50 no 60




Ipogomkenuc Tabmuirs 2

1 2
['abapurnnie pazmepsl, MM 330%200x270
Macca*, kr, He 6oJiee 5,22
KonnmuecrBo kanajios B 2
PaGouue yciioBUsl HKCIUTyaTallUN:
JIMAIIa30H TeMIIepaTypsl OKpyxkaromero Bozayxa*, °C ot 14 no 32
* CorzlacHO JIOKyMEHTaLMK Ipou3BoaAuTeNs. 1Ipr npoBeeHUI METPOIIOTHYECKO
| OKCIICPTH3BI XapaKTEPUCTUKH HE MOITBEPKAAIUCH

KoMIuteKTHOCTR: npejicTaBieHa B Tabiuiie 3.

Tabmuna 3

Haumenosanmne Konnuectnso

ABTOMaTHUECKHii taitmep koarymsiun - ACT  Plus
Noe ACT2008679

[ Iayp nuranus

KapTpux mpoBepKu TeMIeparypsl

Yuctauwmit Habop y3u1a npuBoaa

PyKoBo/ICTBO 110J1b30BATEIISA

et | et | et | et | et

MecTo HaHeceHHUs 3HaKa YTBEPIK/ICHUA TUIIA CPC/ACTB U3MEPCHUMN: 3HAK YTBEP)KIACHUS THIIA
CPEJICTB M3MEPEHUI HAHOCUTCS HAa TUTYJILHBIN JIMCT PYKOBOJICTBA 10JIb30BATE.

IToBepka ocymectnisiercss no MPb MIL.MH 3668-2023 «Cucrema oOecriedeHus €1MHCTBA
u3Mmepenuit PecnyOiiuku benapycs. ABromarudeckuit Taiimep koaryisiiuun ACT Plus.

MeTtonka [TOBCPKH»

CBezieHust 0 MEeTOAMKAX (MET0/1aX) U3MEPEHUN: OTCYTCTBYIOT.

Texnuueckue HOPMAaTHUBHLIC ITpaBOBLIC dKThl 151 TEXHHYECCKHC JOKYMCHTBI,

yCTaHaBJIUBAKOIIKE:
TpeDOBaHUs K TUILY CPE/ICTB U3MEPECHUIA:

TCXHHUYCCKas JIOKYMCHTAIIHA (p}’KOBOJ_IC'I'BO IIOJII:BOBBTGJIH);
MCTO/HUKY ITOBCPKH!

MPBE MIIL.MH 3668-2023 «Cucrema obecrieueHust eiMHCTBa U3mMepenuit Pecrydimku
benapycs. ABromatnueckuit taitmep xoaryisuua ACT Plus. Merouka nmoBepkum».

Ilepeyens cpejicTB OBEPKH: Ipe/icTaBlICH B Tabuiie 4.

Tabma 4

HaumeHoBaHue u THII CPEJICTB ITOBCPKH

Perucrparop TeMiiepaTypsl U BiaxHocTH testo 174H

Cexynjiomep siexrponnsiit UHTET'PAJL C-01

Tepmowmerp as1exTponnbIi MeauimHckuiit MT16C2

[Ipumevanne — Jlomyckaercss HpPHMEHSATh JPyrHe CpeJICTBA IIOBEPKH,

OIpeJie]IeHHe METPOJIOTHYECKUX XapaKTEPUCTHK ¢ TpeOyeMOoH TOYHOCTEIO.

oOecrieyuBaronye




Waentudukanus nporpaMMHOro odecrieyenus: 1pejcrasiiena B radiuie S.

Tabmuna 5
Howmep Bepcuu 110
WnentuduxanuonHoe Haumenosanue 110 . P BED N
(uaenTudUKalMOHHBIH HOMEP)
- 2.0.2

3aKIIOYEHHE O COOTBETCTBMH YTBEPXICHHOIO THIIA CPEJCTB H3MepeHuil TpeboBaHUsIM
TEXHUYCCKUX HOPMATHUBHBIX IIPABOBBIX AaKTOB W/WIM TEXHUYECCKON JIOKYMEHTALUU
npousBojuTeliss: apromarudeckui Ttaiimep koarymsiuu ACT Plus Ne ACT2008679
COOTBCTCTBYCT TPCOOBAHMAM TCXHMYCCKON JTOKYMEHTAIIMM IPOU3BOIAMTENS (PYKOBOJICTBO
110JIb30BaTE!Is ).

[ IponsBojuress cpejicTB U3MEpEHMUIt
«Medtronic, Inc.», Coemunennsie [lltaTel AMepuku
710 Medtronic Parkway

Minneapolis, MN 55432, USA.

YII0JHOMOUYECHHOC  IOPUJMYECKOE  JIMIO,  TPOBOJMBINGE  MCIBITAaHUS  CPCJICTB
M3MEPEHUI/METPOJIOTMYECKYIO IKCIEPTU3Y eAMHUYHOIO JK3EMIUISIpa CPEJICTB HU3MEPEHHUI
PecniyGnukanckoe yHUTapHOE IpeanpusTie «belopycckuil rocyaapcTBEHHBIN MHCTUTYT
metrposiorun» (benl M)

PecnyOmuka benapycs, 220053, r. Munck, CTapoBWICHCKHI TpakT, 93

Tenepon: +375 17 374-55-01

¢axkc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxenus: 1. @ororpadum odmiero Buaa cpejicTB U3MEpeHMit Ha | jucre.
2. CxeMa (pUCYHOK) C yKa3zaHMEM MeCTa JUIS HAHECCHHUS 3HAKa TMOBEPKU
CpeJICTB U3MepeHuii Ha 1 jimcre.

Hupexrop beal UM _ A.B. Kazaudok




IIpunoxenue 1
(obs3aTenbHOE)
®ororpaduu 0b1IET0 BUIa CPEICTB U3MEPEHUI

Pucynox 1.1 — CDOTorp(buﬂ ob1ero Buja aBTomaTqucroaﬁmepa KOaryJisiuu
ACT Plus Ne ACT2008679

Pucynok 1.2 - q)OTOI‘p-%-l(i;PI;{ .Nl.apI{HpOBKH ABTOMATHYCCKOTO TaiiMepa KoaryJisiiuu
ACT Plus Ne ACT2008679



Ipunoxenue 2
(obs3arenpHOC)
Cxema (pPUCYHOK) © yKa3aHUEM MECTa /sl HAHECCHUS 3HAKA TIOBEPKH CPEJICTB H3MEpEHHil

MecTo ans nauecenus
3HAKA [TIOBEPKH

ACT Plus”

Pucynok 2.1 — Cxema (pucyHOK) ¢ yKa3aHMeM MecTa JUlsl HAHECEHUS 3HAKA IIOBEPKH

wn



