I'OCYJAAPCTBEHHBII KOMUTET JBSIPKAVHBI KAMITOT

IO CTAHJAAPTU3AIIUA ITA CTAHIAPTLI3AIIBII
PECIIYBJIMKH BEJIAPYCh POCITYBJIIKI BEJIAPYChb

CEPTUOUKAT
Ob YTBEPKJIEHHU THUITA CPEJACTB U3MEPEHUI

Q‘I.E Ne 16904 ot 30 aBrycra 2023 r.

Cpok aeicTBHs: OecCpOYHBIi

HanmeHoBaHHE THIIA CPEICTB U3MEPEHUIL:
Astomaru4yeckuii Taiimep koaryasiuuu ACT Plus Ne ACT2008688

[IpousBoauTen:
«Medtronic, Inc.», Coequnennsie lllTarel AMepuKu

Brinan:
000 <MEJUBPUK», JlarBus

JIOKYMEHT Ha MOBEpKY:
MPb MILMH 3668-2023 «Cucrema obecnedeHusi eIMHCTBa u3Mepenuii Pecny6ianku
benapycn. ABromarnyeckuii Taiimep koaryasinnn ACT Plus. Meroanka noBepkm»

I/lHTBpBaJ'[ BPEMEHH MEK/TY ITOCy1apCTBEHHBIMHU ITOBCPKaMM: 12 mecsinieB

Tun  cpencrs  w3mepenuii  yTBepyKIeH IOCTAHOBICHHEM [ OCYIapCTBEHHOTO KOMMHTETA
1o crangaptusanun Pecrybnuku benapycs ot 30.08.2023 Ne 61

Cpezcra u3MepeHuil JaHHOrO THMA CPEJCTBA M3MEPEHMUH, IPOM3BOAMMEIE B IEPHOJ CPOKaA
JeicTBUA ~ faHHOro  ceprupukara o0  yTBEp)KICHHM THIIA  CPEACTBA  M3MEPEHMIl,
WIH  YTBEPXKIACHHBIM THII CIMHUYHONO OK3EMILIIpA CpPEeICTBAa M3MEPEHHi pa3pelnaioTces

K NpUMEHCHUIO Ha Tepputopuu Pecnybiukn bBenapyck B COOTBETCTBUMHM ¢ IpuIaraeMbiM
OIMCAHHEM THIIa CPE/ICTBA U3MEPEHUIA.

3amecrutens [Ipeacenarens komurera A.A . bypaxk




OIMNCAHME THUIIA CPEACTB M3MEPEHUI
NPUIOXKEeHUe K cepTudurary o0 yTBep:KIAeHUH THIIA CPEJICTB U3MEPEHHI
OT_3 € alrprc 20.23r. Ne 004

HanveHnoBanue tuna cpeicTB U3MEPEHHU U UX 0003HaUYEHHE:
Astomatnueckuii Taitmep xoarymsauun ACT Plus Ne ACT2008688

HasznadeHue u 001acTh IPUMECHEHUS:

Apromatuyeckuit TaiiMep koarynsuun ACT Plus Ne ACT2008688 (namee — Ttaiimep)
[pe/IHa3HauYCH /Il H3MEPEHHs MHTEepBalla BPEMEHHU TIPH OIPE/IC/ICHUH CBEPTBIBAHHS KPOBH.

OO0nacTh NpUMEHEHUs! — IIPH 00ECIIEYCHUH 3aLUThI )KU3HU U 3J0POBbS UEJIOBEKA, OKa3aHUs

MEIUIITMHCKOM MTOMOIIIH.

Onucanue:

[TpuHumMn nelicTBUsi TaliMepa OCHOBAH HAa WM3MEpPEHHHM BPEMEHHM CBEpPTHIBAHMS KPOBH,
OIIpENIENIIEMOM OT MOMEHTa J100aBJIeHUs peareHTa 10 MomeHnTa popmupoBanus ¢udbpuna. B
oOpaslie HecBepHYBIIEHCS KPOBH IUIYH)KEp OBICTPO MMOrpY’KaeTcsi B KaHaje KapTpujKa.
CdopmupoBaBIIneCs B MPOLECCE CBEPTHIBAHMS KPOBH HUTH (DUOpPUHA YMEHBINAIOT
CKOPOCTb IIOTPY)KEHHsA IUIyH/KE€pa, YTO PErucTpupyercs (QOTOONTHUYECKON CHCTEMOM
Taiimepa. Pe3yinbpraThl uM3MepeHUIl 0TOOpakaroTcsi Ha KUAKOKPHCTALNIMYECKOM HKpaHe
Tanmepa.

dotorpadun ob1ero BuIa CpeCTB U3MEPEHHUIT IPEICTABICHEI B TPUIOKEHUN .

Cxema (pUMCYHOK) C yKa3aHHEM MecTa JUIsl HAaHEeCEHHS 3HaKa TOBEepKH CPEeJCTB U3MepeHuii
IPEJICTABICHA B IPUIIOKEHUH 2.

OO0s3aTeIbHBIC METPOIOrHYeCKHUEe TPeOOBAHUS: TIPEICTABIEHBI B TadauIe 1.

Tabnuna 1

Haumenoranue 3HayeHue

Jlnana3oH u3mMepeHuii HHTepBajia BpEMEHH, ¢ ot 6 10 999

[Ipenensl nomyckaeMoit abCoMOTHOM MOrPENTHOCTH TaiiMepa

+3
l'JpH HBMCpCHHH HHTepBaJ'IOB BpCMCHH, C

/lMana3soH usmMepeHuii TemMmneparypsl B Kamepe tepMobiioka, °C ot 36,5 no 37,5

[Ipenesnsl gonyckaemoii abCOMOTHOM MOrPeIHOCTH TaiiMepa 405

[IPU U3MEPEHUM TEMIIEPATYPHI B KaMepe Tepmodioka, °C

OCHOBHBIE  TEXHHYECKHUE XapakKTepUCTUKU M METPOJIOTHUYECKHE  XapaKTEpUCTHKH,

HE OTHOCALIMECS K 0043aTebHBIM METPOJIOTHYECKMM TpeOOBaHUSIM: MpEICTABIEHbI B
Tabnume 2.

Tabnuua 2
HaumenoBanue 3HayeHue

1 2
Hopmanenseie yenosus sxcruryarauu o 'OCT 20790-93:
JMana3oH TEMIIEPaTyphl OKPYIKarollero Bo3ayxa, °C or 15 no 25
OTHOCHUTEJIbHAS BJIAXKHOCTH OKPYIKAIOIIEro Bo3ayxa, %, He OoJiee 90
Jluana3soH HanpspkeHuil nuTaromeit cetu*, B ot 100 mo 240
Jlnana3oH yacTot nuraromieil cetu*, I'n ot 50 10 60




[Ipogomxenue Taduib! 2

1 2
["'abapurHbie pa3mepsl, MM 330x200%270
Macca*, kr, e Gosee 5,22
KoimyecTBo KaHaiioB 2
Pabouue yciioBus IKCITyaTaIMH:
JIAIIa30H TeMIICpaTypbl OKpY:Karomero so3jayxa*, °C ot 14 10 32

* CorilacHo JOKYMCHTAIIUU ITPOU3BOTUTEIIA. HpH ITpOBEJ/ICHUH Me*rponomqecxoﬁ
OKCIIEPTHU3bI XapaKTECPUCTHKHU HE MMOATBEPKIAAINCH

KoMiuiekTHOCTD: HpeacTaBieHa B Tadauie 3.

Tabnuna 3

Hanmenosanue Kosnyecrso
Asromarnuecknii  Taiimep  koaryisiimn - ACT  Plus
| Ne ACT2008688

IInyp nuranus

Kaprpuk 1poBepku Temieparypsl

Yucrammi nabop y3ia npusojia

PyKOBOZCTBO I10JIb30BATEIIS

Mecrto Hanecenus 3HaKa YTBEPKACHUA TUIIA CPCJICTB H3MCp€HHﬁI 3HAK YTBCPXKJICHUSA THUIIA
CpCACTB H3M€p€HHﬁ HaHOCHTCA Ha TH’I‘y..’II:HBIﬁ JIMCT PYKOBO/ICTBA 110JIb30BaATCIIA.

ITosepka ocymectsisiercs 1o MPb MILMH 3668-2023 «Cucrema obecricucHus ¢JIMHCTBA
nsmepenuit Pecniyonmku bBenapycb. ABromarmyeckwii Taiimep koaryasimn ACT Plus.
Meroauka noBepKu»

CBe/JleHust 0 METOIMKAX (METO/1aX) U3MEPEHUIA: OTCYTCTBYIOT.

Texunyeckue  HOPMATUBHBIC — IIPaBOBBIC  aKThl M TCXHHYCCKHE  JIOKYMCHTEI,
yCTaHaBIIUBAKOIIIHE:
TpeOoBaHMs K TUITY CPEJICTB U3MEPCHUI:

TEXHUUYECKas JJOKyMEeHTaIus (PYKOBO/ICTBO I10JIb30BATEIIs);
METO/IUKY IIOBEPKH:

MPb MIL.MH 3668-2023 «Cucrema obecnieueHus eJuHcTBa n3Mepenuit Pecriy6ruku
benapycs. Asromaruueckuit taitmep koaryisiiiua ACT Plus. MeTojivka 1oBepKu».

HepC‘ICHB CpCJICTB IMOBCPKH! ITPC/ICTABJICH B Tabnmie 4.

Tabmmna 4

HaumenoBanue u tunn CPCJICTB HHOBECPKHU

Perucrparop Temieparypsl U BjaxxHocTH testo 174H

Cexynomep siiexrponnsiiit UHTEI'PAJI C-01

Tepmomerp asexrponnbiit Meuimnckuit MT16C2

[Ipumeuanne — Jlomyckaercs IIPUMEHSTh JIDyTHE CpeJCTBA IOBEPKH, 00ECICYMBAIONIHE
OIIPE/ICJICHUE METPOJIOTHYECKUX XapPaKTEPUCTUK ¢ TPeOyeMOi TOYHOCTBHIO.




WienTuduKanus 1porpaMMHOro o0ecrieyenus: 1pe/icTaB/icHa B TabJIuIe S.

Tabnuua 5 Nt o
Howmep Bepcuu 110
Unentupukanmuonnoe naumenosanne 110 . e .
(mpaenTrHUKalHOHHBIA HOMED)
B s 2.0.2 .

3aKII09eHHe O COOTBETCTBHH YTBEPIKJICHHOIO THIIA CPEIACTB HM3MEPEHHM TPCOOBAHUAM
TEXHMYECKMX HOPMATHUBHBIX [PABOBBIX AKTOB W/MIM TEXHUUECKOU JIOKYMEHTAIUH
npousBojuTes: aBroMaruyeckuii Taiimep koary/siiiin ACT Plus N ACT2008688
COOTBETCTBYET TPeOOBAHHUSAM TEXHUUYECKOM MOKYMEHTAIMHU IPOU3BOAUTE/S (PYKOBOJICTBO
10JIb30BaTEIs).

IIpousBoaUTENb CPEACTB U3MEPECHUIM
«Medtronic, Inc.», Coenunennsie [lITaTter AMepuku
710 Medtronic Parkway

Minneapolis, MN 55432, USA.

YHOJIHOMOUYCHHOC  IOPUIMYCCKOC  JIMIO,  IPOBOJMBIICE  MCIBITAHMA  CPCJICTB
H3MEPEHHUI/METPOJIOIMYECKYIO IKCIEPTU3Y eAMHUYHOIO JK3EMILIAPA CPE/ICTB U3MEPEHUN
Pecnybimkanckoe yHUTapHOe Tpearnpustue «belopycckuil rocyaapCTBCHHBIA HHCTUTYT
metposorum» (benl'UM)

Pecny6imka benapych, 220053, r. Munck, CTapoBUICHCKUHN TpakT, 93

Tenedon: +375 17 374-55-01

tbakc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxkenus: 1. @ororpaduu obiero Bujia CpejicTB U3MEepeHuii Ha | ucre.
2. CxeMa (pUCYHOK) ¢ yKazaHHUCM MeCTa /Ul HAHECEHUsS 3HaKa IOBEPKH
CpEJICTB U3MepeHuii Ha 1 sucre.

Jupekrop beial UM A.B. Kazauok



[puinoxenne 1
(obs3arenpHOE)
®otorpadun o0IIero BHJIa CPeICTB U3MEPEHHIA

ACT Plus”

Pucynok 1.1 — ®ororpadus cro BHJIA aB’roma'queoro TaiiMepa KoaryJsaiuu
ACT Plus Ne ACT2008688

Pucynok 1.2 — ®ororpadust MapKupOBKY aBTOMATHYECKOrO TaiiMepa KoaryJisiiu
ACT Plus Ne ACT2008688



[Ipunoxxenue 2
(obOs3aTelIbHOE)
CxeMa (pUCYHOK) ¢ YKa3aHHEM MECTa JUIS HAaHCCCHHs 3HAKA TIOBEPKH CPEJICTB U3MEPEHMIA

MecTo A5 HaHECCHHA
JHAKA [TOBEPKH

Pucynok 2.1 — Cxema (pHCyHOK) ¢ yKa3aHMEM MecTa /Ul HAaHECCHUS 3HaKa MOBEPKH



