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Mpeancaonne

Henn, ocHOBHEE NPHALHOL B MOPAJSOK NPOBSISHHE PadoT M0 MEErocyIapcTBennoi
cranaaprizaund yeranosnensl NOCT 1092 «Mexrocysapereennas cucTema cTalJapTHia-
uu. Ocnosnwe nonoxennas 1 FOCT 22000 «Mewrocyaapersenias cHCTEMA CTalIapTH-
sauHH. CTANAAPTE MEKTOCY TAPCTBEHHEIE, NPAEHIE H PEKOMEHIALNN N0 MEKTOCY 1APCTREHHOH
cranaapriianuy. [pasnna paspadoTeH, NPUEATHE, TPHMENEIHE, ODHOBNEHHA H OTMENLID

Ceeaenus o Cranaapre

I MOATOTOBAEH depepanpibiy  rocyIapeTRSNNLIM  YHHTAPHEYM  OPEANPHATHEM
«BeepoceHiicklil HAVYHO-HCCNENOBATENLCKHE HECTHTYT CTARAAPTHIALMH W cepridMyanny B
samnocTpociivyy (BHHHHMALLL

2 BHECEH @enepanuiuiy aredTcTBEOM N0 TEXHHYECKOMY PErYIHPOBAHNI B METPOIIO-
run (Poceranaapr)

3 NMPHHAT smemrocy 1apcTREHBLIM COBSTOM IO CTANJAPTHIALNA, METPOIOTHH W CEPTH-
ipganun {npotokoa Ne 41 - 2012 or 24 maa 2012 )
3a NpHHATHE CTANIAPTA IPOFCIIOCOBLTH

KpaTkoe nanmenosanie cTpaisi no Koo crpanu no Coxpamiennoe HanMenoBaHe
ME (HCO 3166) 0047 ME (T 31606) HALTHOHATLIONS Opraia
00497 10 CTANJAAPTHIALHH
Aczepdaimsan AL Ascrangapt
Benapyce BY [Nocerangapt Pecnytmeu benapyen
Krmprucscran K Kriprurscranaapt
Poceniickas Penepanmn R Poccrannapt
YabekHeTan Uz YacTanaanT

4 lMpugazom PegepaiLioro areNTCTEA MO TEXNHHECKOMY PECYIHPOEANHIO B METPOIOTHE
ot U1 noatpa 2002 r. Ne 62]-cr mewrocynapereennutii cranaapr [OCT 315151 - 2012 (EN
[0GO-1:1996) peenen B OeficTBHE B KauecTBe Hauponansioro crapgapta Poccuiickoi benepa-
uun ¢ | aunaps 2015 r.

5 Hactosmmil cranaapt MoandiHURpoEad 00 OTHOLIENHID K eBPONeHcKoMY CTanIapTy
EN 1060-1:1996 Non-invasive sphygmomanometers — Part |: General requirements (Hennsa-
3uBHEE chHHrMoManomeTpel. Yacte 1. O0mue Tpebopanna) nyTeM BHECEHHA AONMTHHTENbLHLIX
nonoxennil. Jonmonuutensunie dipaiel, cnoBa, NOKa3aTelH HHAH HX IHAYSHHA BHECEHNLIE B
TEKCT CTAHAAPTS BRIASASHLL KYPCHBOM.

Crenens cooTBeTcTEHA — MogudHunposannas {MOD)

Crapaapt nearoTosnen ua ocnose npusvedenns DOCT P 3195912002 (EH 1060-1-96)

& BEEAEH BITEPBLIE

Hiichopsdauus o eecdonuly @ deldcmaus [Ipexpalenuy delcimaUs) Hacmaoaiuesn cmakwdapma
AFEALKYSIMCA @ eMEMECAYHD U203eaeMOM YKazameans sHaluoMNanskele cmakdapmis s.

Hiughopalyus of usMeNelUas K Hacmoaweny cmakdapmy nydnueyemc & exescdWo uadaeae-
MO LihopMaUUoHNo yrasamens cHayuonankHeg cmandapmibis, & MaKcm UaMeHasul o nonpaeck
— @ SWEMECAYHD U05E3eMOM UNODIMaLUoONHoM Fkasameans sHaluosanersie cmakdapmeis. B ciy-
Yae NepecMompd Y OMMEHE HaCmOoAWEes cmandapma coomaamamaypiowans uribopralgus Sydem
ONYAAUROEaHE 8 SXEMECAYND UIDFEIEMoM UHODMALLONHNON YEGIaMENe «HauUoHansELE cimandap-
Ml s

© CrannaptuHdopm, 2013

B Poccuicsol defgepaydd HACTOAWME CTAMOAPT HE MOMET ObiTk MOMHOCTEN MWW Y3CTHYHO

BOCTPOMABEOEH, TUDAKKOOBAH W PACNPOCTRAHEH B Ka4ecTEe odhMUMANEHONS Wagadksa Bes paspewes9ra
DegepankHoro argHTCTRA MO TEXHAYECKOMY DErYNHPOBIHHID W METDONOMHK
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BeepeHwe

HacToAwMWiA CTaHOAPT ABNAETCA OOHMM W3 Cepun cTaHgapTob «CduUrmMomMaHo-
METPbI (MAMEDWTENK apTEPMANLHOMD ABNEHWA) HEMHBAZWEBHBLIE Y |

B HacToAwem cTaHgapTe AONONHUTENbHbIE (pa3ssl, CNOBa, NOKasaTeny Wunm
WX 3HAYEHWA BHECEHHLIE B TEKCT CTAHOAPTA BblOeNeHbl KYDCUBOM.
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MEXITOCYOAPCTBEHHBIH CTAHOAPT

COPUrMOMAHOMETPbLI (W3AMEPUTENW APTEPUANBHOIO JABNEHWA)
HEWHBA3ZHWEBHBLIE

YacTte 1

OfwKe TpeooRaAHWA

Mon-invasive sphygmomanometers (measuring davices of artenal pressura). Parl 1. General requirements

Darta epegedna = 2015-01-01

1 O6nacTb NpUMEHEHMWA

HacToaww® crasgaprt ycrtadHasnueaer TpeboBaHMA K HEMHEBA3IWEBHBEIM Cpurmo-
MAHOMETDAM (MIMEPUTENAM apTepHansHOro QaBnNeHWA) (gdanee — YCTPOWCTEA) W MX
COCTABHLIM YAcTAM, NpedHa3HaueHHbIM ANA HEMHEA3MBHOMD W3MEPEeHWA apTepHansHo-
ro QasneHWa EpPOBM MEeTOOaMW, NPpennonaratllMmid UCNonNs30BaHWe HAOYBHOW (KOM-
NPeCcCHOHHON) MAaHHETEI.

HacTtoswwi cradpapT Tawke ycTaHaenweaeT TpeboBaHMA K MEeXaqHW4YecKon W
anexkTpu4eckon Be3onacHOCTH, 3Kcnnyatauny ¥ 3PekTUBHOCTA YCTPOWCTE U METOLAM
WX WCNBITaHWW. Tpefoeanud K YCrosuaM mMpaHCnopmuposaduf U XpaHeHUuA — no
roOCT 20790.

B yacmu MemoOux nogepku U Kanubposku CuaMOMaHOMempos NPUMEHAKM
[1]u[2].

TpeboraHWA HacToAWEro cTaHaapTa ABNAKTCA PEeKOMEHOYEeMbIMKW, KpOMe Tpe-

BoeaHui BbesonacHocTk (7.2).

2 HopMaTHUBHbLIE CCbINMKK

B HacToAweM cTaHaapTe MCNoNL30BaHEl CCINMKW HA CNeayoLwmne Mexrocynap-
CTBEHHBIE CTAHOAPTH:

rOCT 20790—93 Mpubopsl, annapatel 1 obopynoBaHwe MeauuuHckke. Obwwe
TEXHWYECKWE YCNOBWA

MOCT 30324.0—95 (M3K 601-1—88) Magenua MeguUWHCKME 3NeKTpHUYeCcKie.

YacTe 1. Obwume TpebosaHna BE30NACHOCTH

Hapanue oduudansHo

l
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Mpumedanwe — MNpW NONLICEAHKKW HACTOALWM CTAHZAPTOM UENEco0GpasHo NpoBepWTE
OERCTEME COBNOYHBIY CTAHAAPTOR B HHHOpMaLWMOoHHOR creTeme obWens NoNE3IoEaHMA — Ha ofMUKak-
HOM CaiTe TegepansHors areHToTea No TeXHHYECKOMY PErynUpoBaHiio M MeTRONOMMK B CeTH MuTepHeT
KK NGO EHEr0aHS MALABAEMOMY MHDODMALWOHHOMY YEIZ3TeN0 «HaynoHansHee cTangapTely, KOTODLIR
onyBnuKoBad No cOCTOAHMWEY Ha 1 AHBAPA TEKYWEND roga, v No COOTEETCTEVROWNM EXeMECAYHD Waga-
BaahkM WHOODPMALWOHHBIKM YEAIATENAM, ONYENUKOBAHHEIM B TEEYWEM roay. Echid cobINouHBER CTaH-
OApT JAMEHEH (MIMEHEH), TO NPW NONBEIOBAHKK HACTOALLWAM CTaHgapTOM CNedyeT pyKoBoaACTEOBATRCR
ATRAEHADLLAM [HIMEHEHHEM) CTaHIapToM. ECnd cobnNodYsslil cTaHgapT oTMeled BE3 aaMels, To Nono-

HMEHME, B KOTOPOM JaHa CCBUNEA HA HEMD, NPUMEHASTCR B YACTH, HE JATPAMMESOWEN 3TY CORIMEY.

3 OnpeneneHwun

B HacTosWemM cTaHgapTe NPUMEeHAT CNeqyowie TEPMWHE C COOTBETCTBYIO-
LWKMMK OnpegeneHuamMin;

3.1 nHeBMoKamepa: HaaysHOW KOMNOHEHT MaHHETHI.

3.2 aprepuancHoe gagneHue KpoBK: [laBneHune B apTepranbHOW YAcTH CHUC-
Temb! KpoBoobpaweHus.

3.3 manxera: [letans ycTpolcTea, 0DbIMHO COCTOALAR M3 NHEBMOKaAMEDL! U Py-
KaBa, KOTopy 0OMaTHIBAKIT BOKDYT KOHEYHOCTH NauKWeHTa.

3.4 guacTonu4Yyeckoe OaBneHWe KPoBW (3HadYeHwme): MUHUMaNbHOS 3HaAYeHWe
apTepyantHoro JaeneHua Kpoew, Habnwjaemoe B koHue dasw paccnabnedwa Neesoro

HenyoouKa.
Mpumedsarnwne — BonegoTewe rMgpocTaTUYEcKkKMX aEKTOB 3TO 3HAYEHWE Onpe-

OENHKDT NPW pECNoONHEHWA MaHEETRl Ha YDOBHE CEROUE.

3.5 cpegHee aprepwancHoe OaBNeHWE KPOBW (3Ha4YeHue): 3HaueHue HHTe-
rpana KpuBol (NNOoWaan nog KpMeod) JaBneHus KPoBWM 33 Uenoe 4Wcno LWMKNoE cep-
OEYHbIX COKpALEHWA, AeneHHoe Ha oblwyi NPOOONKUTENBHOCTE AaHHBIX LMKNOB Cep-
OevHbIX COKpaLLEHWH.

Mpumevaunune — Bonegctewe rmgpocrartvueckuy 2 eKTOR 3TO IHAYEHWE Onpene-
NAKT NPA PACNONoHEEHMKY MaH#eTel Ha YpOBHE Cepius.

3.6 HeMHBa3MBHOE W3MEpeHWe AaBneHuA Kpoew: MamepeHwe apTepwansHoro
OABNeHuA KpoBKW Bes apTepuansHoW MyHKUMK.

3.7 nHeBMmaTH4ecKkana cucTema: CHCTemMa, BKNHOYAKLLAA BCE, HAXOOALWWeCcH
nod OasnedHdenM (KOTOpoe MOMHO KOHTPONWPOBATh) AeTanW YCTPOWCTEA, Hanpumep
MaHMEeTY, WWNaHMM, KNanadbl, AaT4KK AaBNeHWa W HacocC.

n pUMEYHEHWE — HMononwaoeaxnue NMHOAPOBCHEMX EEIEF[HHEHHEI B 3THX }"ETI:IGFIETBEI:K HE

pEKDMEHOYETCH.

2
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3.8 pykas: YacTs MaHXeTb, WArcTOBNEHHAA, KaK NPaBMNo, W3 HEe3NacTHYHOoro
Marepuana, B KOTOpPOW paamMeLleHa NHesMoramepa.

3.9 manomeTp: MNprbop ANA M3MepeHWA JABNEHWA BO3IQYXE B MaHHKeTe,

Bepxrue npedens! WKans Madomempoes JomxHe! Beime, MM pm. cm. (2la), He
MeHee!

- 300(400.0) — dna maHoMempu«eckux membpadHesix apubopos;

- 260(346.7) — 0na maHoMempuyeckux pmymsdslx npubopos.

3.10 cucTOonNKMYecKoe paBneHve KpoBM (3HaveHue): MakcumaneHoe 3HauveHwe
apTepransHoro daenedHns Kpoeu, Habnwgaemoe 8 a3y COKPALWEHWA NEBOrO Meny-
AoYKa.

Mpumeuyarune — BonencTeEMe ruOpocTaTvyeckuy achdhEXTOR 3TO FHaYEHWE ONpene-

NAKT NPW pECNoNoEEHME MBHEETEI HE YPOBHE CEpOus.

4 MaHxeTa

MaH#era — peTans yocTpoWcTsa, 00LIMHO COCTORALLEA M3 NHEBMOKAMEPL! W py-
kaea. OnA MHOMoOKDATHO HMCMONbayeMblx MaHHeT WIroTOBHUTENE obA3aH YHa3dTeE MeTOO
WX OYACTEW W Oe3nHDEeKUMA B 3KCNNYATAUMOHHBIX JOKYMEHTaX (cM. 9.2).

Mpumedyannwe— ONTUMaNEHBIKN PAIMER MHEBMOKAMEDE! WWpKHE — 40 %, anuHa —
ot 80 % no 100 % OKpyRHOCTH KOHEMHOCTH NAUMEHTA. 3TW pasmepsl Heobxogumo cobnwaaTte
B UEHTPE OWanasoHa OKPYMHOCTEN KOHEYHOCTEN, PEKOMEHOOBAHHBIX ANA KAXO0M TMNopasme-
pa maHMeThl. Monone3inBaHWe MAHMETH HENPABWNBHOM TWNODAIMEPE CYLWECTEEHHO BNWAST
HA PE3YNLTATEl MAMBREHWUA.

Pa3mMeps! NHEEMOKaMEPL! MAHXEM JONMKHLI COOMBEeMomenaams nNpueedeHHLIM
g mabnuue 1.

Tatnuua T — PaaMmeps MHESMOKEMEDE! MEHMEM

HaudeHoBaHuE MaHseital E"Eﬂh‘lﬂ!phl NMHEBMOKAMED], b
PRI ] Wiupuwa
ﬁnmcxaﬂ fHogopowdeHRaR) 90+ 5 30% 2
Hemekan manan 120%= 10 Gz 5
Hemckan coedtan 1890 £ 10 100+ 5
Hemecxan Gonewan 250 =10 120+ 10
Bapocnas Manan 1890 = 140 o0+ 10
Bapocnad nneqeaas cpedkeaa 220% 20 T30+ 10
Hapocnans nnedesans Sonswan 270 = 20 150+ 10
bedpenyan 450 = 20 170 +20
3
FOCT 31515.1-2012 Crtpanuua: 6/15

GostExpert.ru



http://GostExpert.ru/gost/gost-31515.1-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 31515.1 — 2012
(EN 1060-1:1996)

5 OrobGpaxeHne HHOpMaLMK

Oucnned (MHOWKATOPR) — WHOMKATOPHOE YCTPOMCTBO, KOTOPOE KOHCTPYUDYIOT ¢
pacnonarawT Tak, 4Tobsl MHQopMaUWD, onpefenaemeie IHAYEHUA J3BNEHNA MOKHO
BGbiNg Nerko CY4MTeIBaTL W PACNO3HABATL.

McneiTasne NpoBogAT BU3YanbHO.

ABDDpeenaTypel HA AWCNnee (ecnu UCNONBIYIOT) AONKHEL DEITs:

S wnn SYS wiw CAL — AnA CUCTONWYECKOrD JaBNEeHWA KPOBK (3HAYEHME ),

O unw DIA vpu A — ana AMacTonWYeckoro JaenedHla KpoBK (3HAYeHWE);

M wunn MAP unu CpALl — ona cpegHero apTepuansHoro JagneHuMa Kpoeu (3aHa-
YeHue).

KoHkpeTHsle abbpesnaTypel pacnonaratoT Ha MHOWKATOPHOM YCTPOWCTEE Tak,

yTOBLI WX HeNbas BbINO CNYTaTe © eQMHWLAMK M3MepaHna CK.

6 EQMHMUbI M3aMepeHUn

JaesneHwe KpOBW MIMEPAKT B MUNNWMETPAX PTYTHOMD cTONDa (MM PT. CT.) MK KW-
nonackanax (kMa).

7 TpeboeaHuna

7.1 Akcnnyatauua
7.1.1 MNpepenscHsle 3HAYEHWA NOTPEWHOCTH MHOMKALWK O3BNEHWA B MaHKeTS
Mpw Nbom 3HaAYEHWW TEMNEpPAaTYDEl OKPY#AKLWeR cpeikl B Avanazode ot 15 °C
Ao 25 "C W OTHOCHTENEHOW BNAMHOCTH OT 20 % go 85 %, KaK npy NoBkILWEHWMKA OaBne-
HWA, TAK W NPH ero NoHWHEeHWW, MaKCHMansHas NorpellHocTE M3MEDEHWA OaBNeHHA B
MaH#eTe B NWOOA TouKe WKaNkl MHOWKATOPHOMO YCTPOWCTEBA OOMMHA HAXOOWTLCA B
npenenax + 3 mm p1. cT. (£ 0.4 kla).
VicneiTaHwe NpoBoOAT B COOTEBETCTEBMKA C 8.1,
7.1.2 3kcnnyartauua 8 YCNoBWAX CKpYHaKWen cpeikl
7.1.2.1 BnnAaxKue yenoBvA XpaHeHns Ha YyCTROWCTEO NPW ero 3KCNNyaTauum
YcTpodcTeo gomwHo oTee4aTe TpebDoBaHWAM, YCTAHOBMNEHHLIM B HACTOALWEM
cTaHgapTe, Nocne BbOepH#KM B TeweHue 24 4 npu Temnepatype muayc 20 “C u B Te-
deHue 24 4 — npu Temnepatype nnc 70 °C ¥ oTHOCKTENBHOW BnamHocTH B5% (Dea
KOHOSHCALUKMM).
Mcneitadke npoeodAT no 8.1 Npy 3HaYeHWW TEMNEepaTypel W OTHOCHMTENLHOH

BNaMHOCTA OKPYHaKLWed cpedel no 7.1.1 nocne euigepxkd obpasua Ona WCNBITAHWA B
4
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KNUMAaTHYECKOW KaMmepe B TedeHwe 24 4 npu Temnepartype mudyc 20 °C v HenocpeacT-
BEHHO NOCNEe 3TOro B TeueHne 24 4 npu TemnepaTtype nnwoc 70 °C.
7.1.2.2 BnnAaxKe TemMnepatypll YCNOBUMKA 3KCNNYATaLMK
Ona 2HavYeHUd TeMnepaType! OKpYXaWeR cpegel 8 Avanasone ot 10 °C go 40 °C
W OTHOCMTENbHOW BnaxHocTk BS % (De3 koHOeHCAUWM) MAKCUMMANLHAR NOrPelHOCTE
W3IMEDEHWA JABNEHWA B MaH#eTe B Nbo Touke WKANL MHOWKATOPHOMD YCTpoOWCTEA
Aon#Ha BuiTe B Npegenax £ 3 MM pr. cT. (£ 0.4 kla).
Vicneitanwe npoBOOAT B COOTBETCTEMK C 8.2,
7.2 BeaonacHocTb
7.2.1 3nekTpr4eckan Be30NacHOCTL
MexaHu4yeckne YCTPOWCTEA C 3NEKTpoMEexaHWYeCKMM HarHeTaTtenemM JaBNeHUA |
3NEeKTPOMEXaHWYECKWEe YCTPOWCTEA O0M#HEl COOTBETCTBOBATE TpeboeaHuam [OCT
30324.0.
7.2 2 MexaHudecHas npoYHoOCTE
YCTpOMCTEA NOCNE WCNBITAHWA Ha cooTeeTcTeue Tpeboeaduam MOCT 30324 .0

OoM#KHEl COOTBETCTEOBATL 7.1.1 HACTOALWErND CTaHdapTa.

8 Metoaob! MCNLITAHUA

8.1 MeToa MCNBITAHWWA Ha NpefenkbHble 3HAYEHWA NOrPewWHoOCTH MHAWKaLKWHK
A3BNeHWA B MaH¥eTe

8.1.1 ¥craHoBka ONA MCNbITAHKWA

YOTAHOBKA ANA MCNBITAHWE AOM#HHE COCTOATE Ma:

a) MecTHOro MeTannuueckoro cocyga eMeocTsn 500 mn + 5% ;

b} kanmbBpoeaHHOMC 3TaNOHHOND MaHoMETPa C NOMPeWHOCTEIY U3MEDEHNA MEHEE
0.8 mea pT. 1. (0.1 KMaA);

C) HarHeTaTena QABNeHWA, HANPUMED 3NeKTPOMEXaHHYeCcKore NWbo BannoHHoro
HarHeTaTeNA c KnanaHami cTpaBnWBaHWA,

d) T-obpai3Hbix COBQUHUTENEN 1 LNAHMOB,

8.1.2 NpoeegeHUe UCNBITAHWA

a) MaH#eTy ycTpoicTea 2ameHa0T cocyaom [8.1.1, nepeuncnedue a)|.

MogcoegMHAKwT KanNWOpPOBAHHBIM 3TaNOHHLIA MmadHomeTp [8.1.1, nepeuncneHue
b)] ¢ noMoOWED TpoWHKWEA W Wnadroe [B.1.1, nepevucnexne d)] K NHEBMATUYECKOH CKHC-
Teme (cm. pucyHok 1). MNocne BNOKMPOBKKW 3NSKTpOMEXaHWYeCcKoro HardHeTaTena gae-

NeHWA W BCTROEHHOMND B HErD KNanaHa cTpaeNWBaHKWA Bo30yxa (8Cni YCTAHOBNEHL) CO-

5
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SAMHAKT C NOMOWBED Takdro e TpDﬁHHHEl AONONHUTENEHBIA HAMHETATENL JaBNEHWA

[8.1.1, nepeyucneHne c)) ¢ CHCTEMOW SaBNeHnA.

b) MNMpoBoaAT WCNBITAHWE HA NpUpaljedHve NaBNeHKA, pasHoe 50 MM pT. CT. B
AManasoHe WEKaNs MAHOMETPa OT OTMETKM O MM pT. CT. A0 €8 MaKCUManNsHOro 3Have-
HUA.

Honyckaemca ucnons3ogams npupatyesue dasnerus He bonee 60 My pm. cm.

8.1.3 OchopmneHue peaynsTaToB MCNLITAHWM

PeaynbTathl MCNEITAHWA NPeACTABNAKT KaK PA3IHOCTE MEXJy NoKa3aHuemM nas-
NeHWA MaHoOMeTpa UCNBITYEMOTD YCTPOWCTEA WM COOTBETCTEBYHILWLMM &MYy NOKa3aHWeM
3TaN0OHHOro MaHoOMEeTpA.

8.2 MeTtoq MCNLITAHMA HA BNUAHWE TEMNEpPaTYPLI

821 ¥YcTradoBea ANA MCNbITEHWUA

YCTaHOBKA ANA MCNLITAHWA JOMAHE COCTOATE 3!

a) YCTAHOBKM ANA MCNLITaHKWA no 8.1.1,

b} KNUMATHHECKOW KAMEDL.

8.2.2 MNpoeeaeHWe KCNBITAHWA

MaHxeTy yCcTpoOWCTEA 3ameHAlT cocygom [8.1.1, nepeducnenne a)).

MogcoeguusAoT KanwbpoBaHHbIM 3TaNOHHLIW madomeTtp [8.1.1, nepeuuncneHue
b}] € NoOMOWLKD TPOWHWEA W WNaHroe [8.1.1, nepedrcnadne d)] K NHeBMATHYECKOH CKHC-
TEME WMCNETATENEHOW YCTAHOBKK (CM. pucyHOK 2). MNocne BNOKMDOBKKM 3NEKTPOMEXaHK-
YECKOMD HAarHeTaTensa OaBnNeHWA (8CnNM YCTAHOBMNEH) COSOWHAKT OONONHUTENLHBIA Ha-
rHeTarens gasnedwA [8.1.1, nepedyncnedne c)] ¢ NHEEBMATHYECKON CHCTEMON C NOMO-
LEH) TAKOMD #e TPOAHWKS.

BoigepsusadT yCTPOWCTEO, NO KPAWHEW Mepe, B TeYeHne 2 4 B KNMMAaTHYECKOW
kamepe [B.2.1, nepevncneduse D)) 0o OOCTHUAHEHWA YCTAHOBWELWWENOCA COCTOAHWA NpM
CNeaywny COYETAHNAY IHAYEHWA TEMNEPaTYDbl W OTHOCHTENLHOW BRamHocTh (De3
KOHOSHCAUKM):

a) 10 “C w 85 %:;

b) 20 *C v B5 %;

c) 40 °C w B5 %.

WcneiTaHke No MHOMEALWKA JAaBNeHWA B MaHxeTe NposodAT no 8.1.2, nepedunc-
neHwe b) NpW KaXO0M M3 COMETAHWA TEMNEPATYPLI U OTHOCHMTENLHOW BNAMHOCTA, YNO-
MAHYTHIX BhILLE.

8.2.3 OdopmneHue pe3yneTaToB

]
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PEE}I’]’II:-THTI:I: MCNBITAHWA NpEOCTABNAKT HAK pPa3HOCTE Mexddy Noka3aHuAaMKE Ma-

HOMETRa MCNBITYEMOrD YCTPOWCTES M NOK33aHWAMK 3TAaN0OHHOMD MaHOMETPA.

9 MHdopmauusa, npeacTaBnAemMan MiroToBUTenem

9.1 Obwwe TpeboBaHuA

WHhopmauns, npegcTaenaeMan WaroToBUTENneM yCTpOWMCTEE, OOM4HaE COOTBET-
cTeoBaTL TpebosaHwam [3). paduyeckie CUMBONGLI (BCNKW KCNONL2YHOT) A0MKHLl COOT-
BETCTBOBATL (4]

9.2 3KcnnyaTauyWoHHbIE OOKYMEHTbI

B gononHenuwe K 9.1 aKcnnyaTauWoHHbIe JOKYMEHTE O0MKHL COaep#aTh:

a) CChINKY HA HACTORLWMWW CTAHAAPT W &0 KOHKPETHYH YacTb, BKMKIYAA NOMHOE
HAWMeHOBAaHWe NYHKTa CTaHaapTa,

b} onvcadHve onepayWoHHEIX 3Tanoe, HeobXoguMblX AN KOPPEKTHOMD NpUMMeHs-
HWA yCTpoWcTea (Hanpumep Boibopa MaHMeTsl KOHKPETHOro pa3amepa, pacnonomeHue
MaHHEThl U PErYNHPOBEM 3HAYEHWA CKOPOCTH CHMKEHWA JaBNeHWA ),

C) npeaynpexjeHyde NoNbL3oOBaTenA O TOM, 4TO B CNyYae WCNONb30BaHWA B KOH-
CTPYKUMK TpYBOK CoBgUHUTENER C NI3POBCKMMK COEAMHEHUAMKM BO3MONHO HENpeaHa-
MEpEeHHOE NOACOSANHEHWE K BHYTPW COCYAWCTHIM HMAKOCTHEIM CUCTEMAM, YTO OTKpOET
OOCTYN BO3OYXa 8 KPOBEHOCHLIA cocyd,

d) meToq OYMCTEM ¥ Ae3uHdeKUM NOBTOPHD UCNONL3YEMbIX MaHHKET (CM. pas-
nen 4).

MlogmopHo UCNONE3YEMEIE MBHKEML! JOMKHE OBIME yeMOoUYUes! K MHO20-
kpamuol dezungberuuy 3%-Hod nepexucsio eodopoda.

9.3 MaprvpoBKa ycTpOWCTEA

B pononHedve K 9.1 Ha yCcTPOWCTEE HAHOCAT MapKMpPOBKY:

a) UeHTpa NHEBMOKAMEDL, YKa3biBAHILLETD NPpaBUNEHOE NONOHEHWE MaHAETH
Han apTepuen,

D) YKA3LIBAHLWYK ONWHY OEPYAHOCTH KOHEYHOCTH MauWeHTa (Ha MaH#eTe), Ko-

TOpOW OHA COOTBETCTEBYET (CM. pasgen 4.

-
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MNyHKTEI HACTOAWEro CTAHAAPTA, OTHOCALWMECH K OCHOBHLIM TpeboBaHWAM UNK

ApYrim nonoxeHwam Qupektue Eeponehckoro Cowsa (EC)

HacToAwwWA ctadaapt 6ein paapaboTad B COOTBETCTBMM C MAaHOATOM, BblOaH-

Hbi EBponedckol komuccwed u Esponeickod accouwauwed ceoboaHOW TOproenw

(E@TA) Esponedcromy KOMWTETY No cTaHgaptuiauwu (CEH). ana obecneyeHWs oc-

HOBHbIX Tpeboeanuid Jupexktres 93/42/E3C ans meouuMHCKMY yCTPOWCTE.

BHMMAHME. Tpeboeanwa apyrux Oupektve EC gonycHaeTca NPUMEHATE K K3-

OenusAM, NoaNagawEsM nod obnacTs onpedensHna HACTOALErD CTaHaapTa.

[TyHKETEI HACTOAWESND CTAHOARTE W COOTEETCTBYIOWME MM TReboBaHWA A0NMHKHL

OTEEeY4aTE TpeboeaHuAM JupekTuesl 93/ 2HEIC no Tadbnuue FA.1.

CobniogeHre NONoMeHWA 3THX MYyHKTOE HECTOALWEND CTaHOapTa ABNAETCHA Cpea-

CTBOM COOTBETCTEBWA CI'IELI,M{.TJHHEEHHM OCHOBHBIM T[}EEDEIELHHFI-M KOHEpeTHOW [dWMpekTH-

eul 93/42/E3C v npaewnam Eeponelickor Accouwauuw CeobogHon Toproenu (EDTA).

Tabnuua ZA.1 — COOTBETCTEWE NYHKTOB, NOANYHKTOEB HACTOALLErD CTAHAAPTa NPH-

no#xenuo, naparpadgam JupekTves 93/42/E3C

_|-|':.|'HHT. MOANYHET HECTOALLEND ﬁpnnnm:-lme 1, ﬁpHME‘-IﬂIIHﬁ
CTangapTa naparpadp
HupoTuesl 8342 FEI0
1 51,1274 —
2 — —
] — —
7 1. 2,91 —
5 1.2.10.2. 12.9 —
B 110.3, 12.9 —
7 1.2, 3. 4. 6 —
7.1 92 10.1 —
7121 5 -
7122 5.9.2 —
7.2 12.2, 12.3, 124 —
7 12.7 2 —
1.2, 3, 4, 6 —
B.1 5. 9.2 10.1 —
B2 592 —
9.1 13.1. 13.2, 13.3, 134, 135 —
92 01,1274, 131, 134, 135, 136 —
9.3 12.9 -
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MpunoxeHne NA

(cnpaBo4Hoe)

MNepeson eAMHAL M3MEPEHWA OaBNEHMUA

B tabnuvue NA.T npueefeHbl 3HAYEHWA OABNEHWA B MUNNMMETpax pPTyTHOMo
cronBa (MM pT. CT.) ¥ MX 3KBMBANEHT B Kunonackanax (kMa), koTopbie MoryT BeiTe OT-
MEYeHbl NPW M3AMEPEHUU faBnexduwa Kposu. MNpw nepesoge mm pr. cT. B kla aHa4eHWA
OKPYrMeHb! C TOYHOCTLIO A0 NepBOro AeCATUYHOMD 3Haka.

ONA BEMUCNEHWA NPOMERYTONHBIX 3HAYeHMA 1 Kl'la cooTeeTCTBYET 7,00 M DT.

CT.
TaBnuya MNA. 1 — MpuBnuanTencHele 3HAYEHWA Nepesona efMHUL U3MEepEeHWSs
OaeneHus
Mepeeod v pr. cT. B Klla Mepesca «fla & MM pT. CT.
MM pT. CT. :-:ﬁa r:ﬁa MM BT, CT.
o 0.7 1 7.5
7.3 1.0 2 15
10 1.3 K 23
15 2.0 4 30
20 27 5 38
30 4.0 8 G
40 53 10 75
G a0 15 113
a0 107 20 150
a0 12,0 25 188
100 13,3 30 225
120 16,0 35 263
150 20,0 40 300
200 26,7
300 40,0
Lo
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Bubnwuorpadcuna
(1] MO3M MP 16-1—2001 HeuHeazueHbie MeXaHUuYeckue cohuaMoMaHo
Mempei
(2] MO3M MP 16-2—2001 HeuHeazueHbie agmoMamuyeckue cguamoma
HOMEMPb!
[3] EN 1041:1598 The information provided by the manufacturer of

medical devices (MHdopmauwa, npeacTagnae
MEA MITOTOBMTENEM MESMUMHCKWX YCTDOWMCTE)
4] EMN 980:1996 Graphic symbols used in the marking of medical
devices (¥YCNoBHsle rpadvyeckue CUMBONE,
NEUMEHAEMBIE NPK MAPDKMPOBKE MEdMLMHCKMX

YCTPOWCTE)
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¥YOK 617.7 - 073.178 - 7:006.354 MKC 11.040.60 MoD
Knw4esblie CNOBA: MEOWLWHCKOS M30enve, W3MepeHWA, NaBnedHre, KpoBb, MCNbITaHKMA,

ENUMATHYLSCEME YCNOBKWA, NOTPELWHOCTL, Be30NacHOCTL, MapKUpOBKa
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