TOCYJIAPCTBEHHBIH KOMUTET JI3SIPIKAYVHBI KAMITOT

1O CTAHJAPTH3AIIMN ITA CTAHJIAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCb POCIIYBJIIKI BEJIAPYCh

CEPTHOUKAT )
OB VTBEPK/JIEHUU TUIIA CPE/JICTB U3MEPEHUI1

(:I.E No 16899 ot 30 aBrycra 2023 .

Cpok necTBus: OeCCpOUHBIM

HaumeHnoBanue THIA CPeJICTB U3MEPEHHUIA:
AsromaTnyeckmii Taiimep koaryassuuu ACT Plus Ne ACT2008288

[IpousBoaurens:
«Medtronic, Inc.», Coequnennsie lllTaTer AMepukn

Brigan:
000 <MEJUBPHUIXK», JlarBus

JIOKYMEHT Ha IOBEpKY:
MPb MIIL.MH 3668-2023 «Cucrema obecrneyeHnsi eIuHCTBa H3MepeHuii Pecny0anku
benapych. ABTomaTtndeckuii Taiimep koaryasiunu ACT Plus. Metoanka nosepku»

HurepBan BpeMeHU MeKly roCyAapCTBEHHBIMU IIOBEpKamMu: 12 Mecsines

Tun  cpencrts  m3MepeHuil  yTBEpKACH IIOCTAHOBICHHEM [ OCYJapCTBEHHOIO KOMMTETA
no crangaprusauuu Pecry6uku bemapycs ot 30.08.2023 Ne 61

CpezctBa M3MepeHUii JaHHOTO THIA CPEICTBA M3MEPEHHI, NPOU3BOMMMBIE B NEPHOJ] CPOKa
JeiicTBUs  JaHHOro  ceprudukata 00  yTBEp)KIEHMM  THIIA  CPEACTBA  M3MEPEHMIA,
WM YTBCPJKACHHBI TUI E€AMHUYHOTO OK3EMIULIPA CpEJICTBA M3MEPEeHMl pasperaiorcs

K TPHMCHCHHUIO Ha TCPPUTOPUH PCCHY6HHKH BCJIEtPYCL B COOTBCTCTBHH C IIpHjJ1aracMbIM
OITMCaHHUCM THIIA CPCACTBa H3MCp€HHﬁ.

3amecturens [Ipeacenarenst Komurera A.A.bypak
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OITMCAHUE THUIIA CPEJICTB U3MEPEHHH
IPUIOKEHHUE K CePTUGUKATY 00 YTBEP:KICHIU THIIA CPECACTB U3MEPCHHUIA
OT _2() exbzgsc7e, 207231. Ne s5299

HanmeHoBanue TUNA CPeACTB H3MEPEHUH U X 0003HAYEHHE:!
AproMaTuyeckuii Taitmep koarynsuuu ACT Plus Ne ACT2008288

Haznauenue u 00s1acTh npUMEHEHUS:

Apromatuyeckuil Taitmep xoarymauun ACT Plus Ne ACT2008288 (manee — Taiimep)
npeHasHa4YeH Ul U3MEPEHUsl HHTEpBaJia BPEMEHH IIPHU OIpe/IeJICHUH CBEPThIBAaHMUS KPOBHU.
O06acTh NIPUMEHEHUS — MTPU 00SCTICUSHUH 3ALTUTHI KU3HH U 3I0POBBS UEIOBEKA, OKa3aHMUs
MEIMULIMHCKOM TTOMOIIIH.

Onucanue:

[Ipunuun pelicTBus TaliMepa OCHOBAaH Ha HW3MEPEHHUH BpPEMEHHU CBEPTBHIBAHHS KPOBH,
OIpeeIIEMOM OT MOMEHTA JOOAaBIEHHUs peareHTa 10 MoMeHTa popmupoBanus hudpuna. B
o0paslle HEeCBEPHYBIIEHCS KPOBU IUIYHKEp OBICTPO MOrpy)aercs B KaHaje KapTpUUKa.
ChopmupoBaBIIuecs B MpOLECCe CBEPTHIBAHMA KPOBH HHTH (UOpPMHA YMEHBIIAIOT
CKOPOCTb TOTPYXKEHUS IUIYHIKEpPA, YTO PErucTpupyercs (POTOONTUYECKON CHCTeMOM
Taiimepa. Pe3ynbrathl m3MepeHuii 0TOOpaXKaroTCs Ha JKUIAKOKPUCTAIIMYECKOM OSKpaHe
TaiiMepa.

dotorpaduu od1mero Buia cpeAcTB U3MEPEHHI NPEICTABICHbl B IPUIOKEHHH 1.
Cxema (pHCYHOK) € yKa3aHMEM MeCTa JUli HaHECCHHs 3HaKa MMOBEPKM CPEACTB M3MEPEHMI
IIpEJICTaB/IEHA B IIPUJIOJKEHUH 2.

OOGs3aresbHbIe METPOIOrHYECKUE TPeOOBAaHMUS: IIPeICTaBIeHb! B Tabule 1.

Tabmua 1

Hanmenosanue 3HaueHue

Jlnanason u3mMepeHuii HHTEpBaaa BpeMEHH, ¢ ot 6 10 999

[Ipenesnel onyckaeMoii abCoOTHOM MOrPeIHOCTH TaiiMepa

+3
IpH H?.MepeHHH HHTCPBaJIOB BpEMEHH, C

Jlnanason u3smepeHuii Temepatypsl B Kamepe tepmobiioka, °C ot 36,5 no 37,5

[Ipenesnsr nomyckaemoii abCoMOTHOMN MOrPENIHOCTH Talimepa 40,5
MpU U3MEPEHUH TEMIIEPATYpPhI B Kamepe TepMobiioka, °C ’

OCHOBHBIE  TEXHUYECKHUE XapaKTCpUCTUKH H METPOJIOTHYECKHE XapaKTCPUCTUKH,

HE OTHOCSIIMECS K O0O0S3aTeIbHBIM METPOJOTHYECKMM TpeOOBAHUSIM: MpeaCTaBIEHbl B
Tadnuue 2.

Tabnuua 2
HaumenoBanue 3Ha4yeHue

1 2
Hopmassneie yeinoBus sxeruryatamuu mo 'OCT 20790-93:
JIMaIla30H TeMIIepaTyphbl OKpYKarouiero Bo3ayxa, °C or 15 no 25
OTHOCHTEJIbHAsS BJIAYKHOCTBH OKPYKAIOUIEro Bo3ayxa, %, He 0oJjiee 90
Jnanason Hanpsbkenuii nuraromieii ceru*, B ot 100 no 240
Jlnana3oH yacToT nuraromiei cetn*, ' ot 50 10 60




IIponosnkenue Tadiuisl 2

1 2
I"'aGapuTHbIE pa3MEpPbl, MM 330x200x270
Macca*, kr, ne boiee 5,22
KonunyecTBo KaHalloB Ty
PaGouue yci10BUS SKCILTyaTALMH:
JIMAIa30H TEMIICPATYPhl OKpy Karomero Bozayxa*, °C ot 14 no 32

* COrIacHO IOKyMEHTAIMH TIPOU3BOIUTEIIS. 1 [pH 1IPOBE/IEHUH METPOIOTHYECKOM
JKCIIEPTU3bI XapaKTEPUCTUKU HE TOATBEPIKIATUCE

KoMmiuiekTHOCTS: 1pe/cTaBicHa B Tabuuiie 3.

Tabnuua 3

HaumenoBanue Kosingectso
ABToMaruueckuit Ttaiimep koaryisiimu  ACT  Plus
Ne ACT2008288

HInyp nuranus

Kaptpumk npoBepku TeMneparypsl

Yucrsmuit Habop y31a npusoja

—t |t |t | —t | —

PyKDBOﬂCTBO I10JIb30BaTeJIs

MecTo HaHeceHHUs 3HAKa YTBEP)KICHUS TUIIA CPEIACTB U3MEPCHMIA: 3HAK YTBEPIKICHUS THIIA
CPE/ICTB U3MEPCHUM HAHOCUTCS. Ha TUTYJIBHBIH JIMCT PYKOBO/ICTBA 110JIb30BATECIS.

IToBepka ocymectBisiercs no MPb MIL.MH 3668-2023 «Cucrema obecrieuenus e iMHCTBa
usmepenuit PecnybGiuku benapych. ABromarmyeckmii TaiiMep koaryisimu ACT Plus.
Merto11Ka OBEpKI»

Caenenus o MeTo/IMKax (METo/1aX) U3MEPEHHI: OTCYTCTBYIOT.

TexHuueckre  HOPMATHUBHBIC  [IPABOBBIC  aKThl M TEXHUYECKHE  JIOKYMCHTHI,
yCTaHaBIMBAIOIINE:
TpeOOBaHUs K THILY CPEJICTB H3MEPEHMIA:

TEXHUYECKas JOKyMEHTaIHs (PyKOBOJICTBO HOJIB30BATEIA);
METO/MKY IIOBEPKH:

MPb MIL.MH 3668-2023 «Cuctema obecrieuenus e iMHCTBa n3Mepennii Peciydnmku
benapycs. ABromatuueckuii taiimep koaryisimu ACT Plus. MeTouka moBepkuy.

Ilepedennb cpe/icTB TOBEPKH: MpeICTaBICH B Tabuie 4.

Tabmna 4

HaumeHnoBanue u THII CpCJICTB ITOBCPKH

Perucrpatop Temieparypsl M BIaXHOCTH testo 174H

Cexynugomep siiekrponnsiit UHTET'PAJL C-01

Tepmomerp a1exTponHbIi MeumHCKHit MT16C2

[Ipumeuanre — Jlomyckaercss HPUMEHSTH JIPYIHE CpEJICTBA IIOBEPKH, OOECIICYHBAIOIINE
OlIpe/Ie/IEHHE METPOJIOIHYECKHX XapaKTEPHCTHK ¢ TpeOyeMOl TOUYHOCTBIO.




Unentuduxanus mporpaMMHOro obecriedeHus: npejcrasiena B radbiaune S.

Tabmuua 5

Homep Bepcuu 110

Wnentuduxammonnoe naumenopanue [10 =
(MacHTH(UKAIIMOHHBINH HOMED)

- 2.0.2

3aKaoyeHe O COOTBETCTBHH YTBCPKICHHOI'O THIIA CPEJICTB H3MepeHHﬁ Tpe6OBaHPI§[M
TEXHMYECKMX HOPMATUBHBIX IIPABOBBIX aKTOB W/WIM TEXHUUECKOW JIOKYMEHTAIlUH
npousBoAuTENA: aproMatuucckui Taiimep koaryiasimu ACT Plus Ne ACT2008288
COOTBETCTBYCT ’l‘pCGOBaHHHM TEeXHUYECKOH HOKYMCHTAlMKU ITPOU3BOJIUTEIISA (p}’KDBO}ICTBO
T10JIb30BATEIS ).

IIpousBouTeENb CPEJICTB U3MEPEHUIA

«Medtronic, Inc.», Coeaunennsie l1ItaTel AMepuku
710 Medtronic Parkway

Minneapolis, MN 55432, USA.

YIIOIHOMOYEHHOE  IOPHUAMYECKOE  JIMIO,  INPOBOJMBIIEE  MCIBITAHUA  CPEICTB
U3MEPEHMI/METPOIIOIMYECKYIO SKCIEPTU3Y €JIMHUYHOIO SK3EMILISAPA CPEJICTB U3MEPEHUIA
PecnybiiMkanckoe yHuTapHoe npeanpusatue «benopycckuil rocyapcTBeHHBIA MHCTHTYT
meTpostoruny (beal UM)

Pecniybiinka bBenapycs, 220053, r. Munck, CrapoBUileHCKHI TpakT, 93

Tenedon: +375 17 374-55-01

thaxc: +375 17 244-99-38

e-mail: info@belgim.by

IIpunoxxenus: 1. @ororpadun oduiero Bujia cpeicTs u3Mepenunii Ha | aucre.
2. Cxema (pUCYHOK) ¢ YKa3aHMEM MeCTa JiIs HAHECCHMS 3HaKa NMOBEPKHU
CpE/ICTB U3MepeHuil Ha 1 sucre.

Jupexrop benl UM A.B. Kazayoxk




[Tpunoxenue 1
(obGs3aTepHOE)
®otorpapun 001IETO BUIA CPEICTB H3MEPCHHUIH

Pucynok 1.1 — @otorpacdus oduiero Buia ABTOMATHYCCKOTO TaiiMepa KoaryJsiiun
ACT Plus Ne ACT2008288

Pucynok 1.2 — ®ororpadus MapKupOBKH ABTOMATHUECKOTO TaiimMepa KoaryJisiuu
ACT Plus Ne ACT2008288



I Ipunoxenne 2
(00s13aTeIbHOE)
CxeMa (PUCYHOK) C YKA3aHUEM MeCTa JUIsl HAHECEHUS 3HAKA ITOBEPKHU CPEJICTB M3MEPEHHI

MecTo 15 HAHEeCCHHA
JHaAKa MOBCPKH

ACT Plus”




