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IMTpeancnosne

| PASPABOTAH Texpwuerkum kOMHTETOM N0 CT3HIAPTHIAUMA
“Meaupuackne npwbops W annapara” TK 11

BHECEH TlaapsHuy yrnpasacuMes CTAHIAPTHIALUNE B CEPTRPHEIUHH

HHPOPMALMOMKEX TEXHOTOMMA, APOIVELHH INCKTPOTEXHHEE H npubopo-
crpoecHHA [occrampapra Poccuu

2 NMPHHAT W BBENEH B AEACTBUE lNocrasorneuwem Tocoram-
aapra Pocchun or 2600995 Ne 48RS

J Hacrosmwdi CTAHAAPT COOCPAEHT DOOAHWH AVTCHTHYHRE TEKCT
MeXAYHApoaHOMD cranzapra M3K 601—2—23—93 “HMagzenua wMeIHuMH-
ckne anexTpudcckMe, Yacte 2. Yacthue tpefonanms GeionicHoCTH K
npubopaM ANa YPEAKOMHOTD MOHWTODHHTA DAPUMANBHOM RaBASHWA™ C
AONOAHNTEALHEME TPeDOBARKAMMN, OTPAXAMMUHMH noTpelHOCTH 3KOHO-
MHEH CTpans

4 BBEIEH BITEFBLIE

© HMK Haparenscrso crangapros, 1996

Hacrosmw#i crampapr Be wMOMeT OMTh NOMHOCTHE) HIM MACTMYHO
BOCTIPONIBEACH, THPAMHPORAH M DACHIPOCTPAHEH B KauecTae Odmumant-
Horo magapms Gc3 paspemwensa Doccrampapra Poccwm o

I
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BBEINEHHE

Hacrosmmi cramnapr wimecxscr ® gonondser OCT 50267.0—91
(NMybmagagra M3IK 601—1) “Hagemns MEIHUAHCKHE AIEKTPHYECKHE.
Yacte 1. Obmme tpeforanns GelonacHoCTH™, KOTOPHA DAnCE HAIWBAETCH
“OGmwi cTanaapr”.

TpeDOBAHHA HACTOFWECTD CTAHIAPTA WMECIOT NPROPHTET fEpPEd COOT-
BeTCTEYIOmMME Tpebosaumsgmu obdmero cTamjapra,

Hysepanus pasgenoe, NYVHETOR o NOANYMETOE B HACTOALLEM
CTAHAAPTE COOTBETCTBYET Mymepauwsd ofimerd crawaapra.

Paspenn, OVMETH, OOOOYHETS WAH PUCYHKH, JONOAHHTEABHME K
HCOOABIVEMLM B OofmeM crawgapre, HyMepyioTcs, Hasdumas co 101,
AOMOAHHTEARHWE npmioxenda oboswawaorcs AA, BB w Ta., a
AONOTHHTEABHNE NDYHKTH-—a3d), BR) H T4

B HACTOMIOEM CTAMOADTE NPHMSTH CASTYIOMHE Wpagmoske BhiNETEHWA:

— TpebORAHHSE, COOTRETCTRHE KOTOPWM MOxeT OuTe nposepeso, o
OnpefcficHHdS — MNPAaMOR CRCTAMH wpHdgT,

— NOACHEHME, PEXOMEHBALHM, WHCTPYKIHH, olipe yTeepaienms,
RCKTIOMEHMA W CORAKW — METHT;

= METOAE I'I.EI'IH"I'E.I‘[Hﬁ == I.}'FH:HH',

— TEPMHHE, onpeneneHHBe B m,2 ofuero CTAHAAPTA WIH HACTORmErD
CTAMOApPTA, — NPONTHCHEE GYKAR.

TpehoraHHa CONPOROEIAWTCH  YEAJAMHAMH Ha  COOTRETCTEYIOLIME
MCIWTANKS,

Ofocuosanns manborce RaxHmx Tpebosawwi npuscienw 8 [Ipaao-
*enan AA.

CunTaercd, 9TO 3HAHHE NPHYHH, 00 KOTOPHM NPEHITH  JTH
Tpeforanu, He TOABKO OOIErYMT NPABWILHOC NPHMCHERHC CTAHIAPTE,
HD W Oymer cnocobcrronates Goanee  Gmctpomy  nueapenum  modnx
MAMEHCHANR CTAHDADTA, OBYCHOBNCHHMX MIMEHENMAMHM B KAMHHYECKON
NPAKTHKE MAH PA3BHTHCM TCXHHEHR, OIHAKD YHKAIAHHOE NPUWIOKEHHE He
ABAAETCA HACTEH TPeSOBIHWH HACTONMICTO CTAHMAPTA.

Te nyHETH, ¥ ®OTOpHM JaHW obocHosamma B [punoxennn AA,
pb0IHAYENN IBEIZONKOA (*),

B npmaosesns MM npuBcacHH  JONMOAHHTEARHEC TpehOBAHHA,
YUNTHALWMHE CREUuRdHKY HAPOZHOMD XO3IRRCTEA.

HOPMATHBHBIE CCBIJIKH

B mHacTosmem CTAHIAPTE MCNONR30RAMA cocwaxka wa [OCT P
J026T.0—92 (MIK 601—1—E88) Hapenms uen_uu,hucr.n: SACKTPHYECKHE.
Hacre |. O6ume Tpeboranmns GesonacHocT

v
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FroCY JAPCTBEHHEIR CTAHAAPT POCCHACKOH DETEPALIHH

Hizeaws weIHOHRCENE JEETPHYSCENE
YWacms 1

HACTHBIE TPEEOBAHHA BEJONACHOCTH K NMPHEOPAM
ANA YPEIKOMHOND MOHMTOPHHIA NMAPUHAABHOIMN TABJEHHS

Medical elecirical equipment, Fart 2.
Parlicslar requirements for safety
of transculaneous partial pressure monisoring eguipment

Oata seenerss (99 7==01 =01

PAZAEN MEPBLIA. OBUIHE MONDKEHHA

| ObaacTe pacnpoCTpaHeHHs H WAL

lpumendeTcd oyHeT oberd CTaMIapra, 38 HCKTHOMEHMEM:

[.1* O6nacTe pacnpocTpadMeHus

Jdomoanenne

Hacromwmh craugapr ycramapameaer sactuwe TpeBoRaHus Gesonac-
woctw k  [IPMBOPAM ANd YPEIKOXHOID MOHMTOPHMHIA
NMAPLHHAJNIBHOMD JABNEHHA (gance — MMPUBOPLI), onpeacnchne
KoTOopsix aano & 2.2 101.

Crampapr pacnpocTpaHSeTCR HA KOMARE MOHHTOPH, HCOOALIYEMEHC
MPH AEYCHHH BIPOCAKNK, NETER W HOBOPOMICHHHYX, BEMOYAR palory THx
YCTPOHCTE Npy 3MOPROHATEHOM MOMMTOPHHTC NPH PORISHHN,

CraHgapr He pacnpocTPaHSSTCH Hi OKCHMETPHW HACHUICHHS TEMorio-
BHHA H YCTPOHCTEA, VCTAHABRNHBACMME HA NOBEPXHOCTH TCAA BHE KOXHOM
NOKPORA (HAMPHMED, HA COCTHHHTENBHBIC TKAHH W MBILILH).

1.2 Uenw

Jamena

Lleanio HacTosmero crammapra SRascToR YCTAHOBHTL YacTHHE Tpobo-
pauud Geaonachocte k [TPHBOPAM I8 YPE3KOXHOIMD MOHM-
TﬂPHH;‘A EIMFI.IHME:HIDFD JABITEHHA, onpenenense xomopeix
pawo 8 2.1.101.

Higanwe ohuiimatsioe
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2 TepMHHME H HNIPENENEHAS
Mpamensercs nyukt ofmero cramzapra, 33 WCKMIOHSHHEM:
JonoAHHTEAEHHE ONPEAENEHHN
2.1.101 TMIPHBOPBI ANA YPEIKOXKHOMD MOHHTOPHUHTA MNMAP-
HUHANBHOIO JABIEHHA (MPHBOP)
¥cerpoiicteo W coorsercreyvioiine [TPEOBPASOBATENH nns monm-
TOPHHMra u/WIH J3MHCH DAPUMANMHOND JARNEHMA TAJ0E HA NOBEPXHOCTH
KOMM.
2.1.102 TIPEOBPAZOBATE] b
Yorpoiicteo pan npeobpasoBaHMd NAPURANLHOMD JABACHHE [A3d B
CHMHAN, HCMOAEIVEMHA 219 MOHHTODHHIE MAH 3aNHCH,
2.1.103 OrPAHHYMTENE TEMINEPATYPLI
Cpeacrea orpadsyenus remneparypd Ha KOHTAKTHPYHOLWER
MOBEPXHOCTH PABOYEH YACTH
2.1.104 YCTAHOBIIEHHAA TEMIIEPATYPA
Hesarenwuans temneparypa KOHTAKTHPYKJLLEH NOBEPXHO-
" CTH PABOYEH YACTH.
2.1.105 NPEAYTIPEXIAKLWKHA CHIHAN
CpeacTsa, CHrHAAHIHPYIOULME 0 JOCTHMEHHH ONPEICAEHHOM COCTOR-
HHE danoaormyeckore napamerpa wan [TPHBOPA,
THI.LI{H: KOHTAKTHPYIOLLAS NMOBEPXHOCTL PABOYER YAC-
Yacte MOBEPXHOCTH PABOYEN YACTH, xotopas npeawassa-
YEHA A78 KOHTAKTa ¢ KoXed nausesta.
2.1.107 ONEPATOP
Yeaonex, vopasngwmmwd [TPHEOPOM.
3 Obwme TpebosaHua
Hprsensercs nynxkT obmero CTangapra, 33 HOCTHOSCHHEEM:
3.6 YCNOBHUA EDHHHUYHOIM HAPYIUEHHSA
lonoaHeHdHE
Jwloe eanHMuuHoe H?:IPEIH-'I:HIII: B [IPHEOPE, npreoamuee ¥ nepegauec
suepran & PABQYE YACTH Goapme, 4oem wHeobxogwwmo ans
noaaepxanng pearynne YOTAHOBIAEHHOR TEMINEPATYPHI.
4 OBigHe TpeDOBAHHE K HCNBHTAHHAM
IMpumeracTes nyHeT ofero CTAKAAPTA, 33 HCKAKYEHHEM!
411 MocnAeaoBaTEeARHMOCTE HCOBWTAMHHR
HonoAaHCcHHE
Henuranna, yeazamnawe s 17.101, sonses npopoaMTecd A0 MCOMTA-
il TOKOB YTEUKH w anexrpuuccxkot npousoctd no C24 w C25
nprnoxeina O ofmero cranpapra,
3* KiaaccHpHKanHa

2
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Mpumendercs MYHET o0Wero cCTanpapra, 33 ACKAMYMEHHEM:

3.2 B 3apACHMOCTY OT CTENCHH 33MATH OT NOPAXERHE JNCKTPHUSCKHM
TOKOM:;

MamMmenenne

Hoxmowenw MPHEOPHRI THUIIA B.

5.6 B aapHcHMOCTH OT pexEMa paborm:

Haivmedenne

Hexnwouenn nce pexamu, kpome [TPOOOJIEWMTENBHODM) PEXH-
MA.
6 Hnenrndmxauws, MapEMpOEKZ W NOKYMEHTALHA

-Mpusmendercd nvekr ofmero craHaapra, 33 HCKIOYEHWEM:

6.1 MapkupoBka Ha HApVAEHOR CTODOHE MAOEAMA WM HX 4acTed,

1y Knaccudmeanus

Jdonoawenne

MPHBOP ¢ yrasanmes WA MMCKINYHCR 3AMATY OT BOIACACTEHS
pazpaaa AedHbpuangTopa DOAKEN HMETH MAPKHPOBEY COOTBETCTEY MMM
CHMBOMOM, TpHBCACHRHM B [Ipanosensy AA HACTORIMEND CTAMAZPTA (OM.
17.101 macTosmere CTaHaapral,

6.8.2 HucTpykuus no SkemayaTauHu

JonoAHuTens A AyMET

aa) JononHATENbHHE HHCTPYEUHH [0 3KCILYATILAH

Jonxnn Guts Npegcramnedsl PEXOMEHIAUMK MO CIEQYIUIMM ROOPO-
caM:
| npoieaypas, saws0iiteM HA OE30nAcHOCTE paloTh, B HACTHOCTM,
EROp TEMNEPATYPH M NPONOAXHTEALHICTE MOHHTOPHHIE HA ONPEIETEHHOM
MECTC H NPH JAHHOH TEMNEpATYPE, OCHOBAHHME HA KAMHAYECKol ougHke
MALMCHTE, HANPHMED, BOIPACTE, Macce, (AIMONOMHYECKOM COCTOAHMM;

2 pubopy MPEOBPAIOBATENEH w BCTIOMOTATENBHBIX ¥C-
TPORCTE & Tex cryuadx, Korsa MCNOAbSOBIHWE OPYIWX uactell Momer
yMensmaTe Geaonackocte paborw [TPHBOPA;

3* pbecneacnm  GesonacsocTw npw pabore [IPMBOPA  sbBawan
HIZCAWH, TEHCPHPYMMIMX JMEKTPOMAMHATHOC MAAYVYEHHE WIH BHIWRAK-

IHE MCPCXOAHBEE TIPORLCCCH.
Mpusewanne — He tpeliyercn yRasusTe HAMPEKREHIOCTE, AMILTHTYNY B SECTOTS
O,

4 wmcnonp3opanniy [IPHEOPA coRMECTHD © BRCOKOUACTOTHHMH 2NCK-
TPOXHPYPrHUCCKHMHE annaparami B0 wibexanwe omoros [MTALIMEHTA;

5 Tem vacram [MPHBOPA, xorophic MMCKOT 33WMTY OT BOAMEACTRHA
paspana kapaHonedubpranaropa;

6 BCoM BHOAM NPEAOCTOPOMHOCTER, KOTOPHE ROMEHH OHTH NpenmpH-
ASTH npe ycraRoske Ha [TALLMEHTE pedwfpianstopa, ® BCe BHOW
BOITERCTRHA paspasa kapononedmbpanisropa Ha paSory TTPHBOPA;

3
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7 IKCMAYATALHONHEE JOKYMENTH AOTXHE CONCPEATE YTBOPMIEHHE!
“Hapuuill npubop He SRNFETCH YCTPOACTEOM {18 OPSMOID HIMEPEHHS
ra3a B KpORH

8% MITOTOBMTEAR JOANEH 3JAREMTE CpeAMui  cpox  caywbe  ans
NMPEOBPAIOBATENEN n xabenei, ocofenno NMPEOBPA3OBATEJENA
MHDFEMHEW H{MONbhIDEAHHA

9* cooreeTcreymrmemy yxoay 3a [TPEOBPA3OBATEIASAMH w
HY BCNOMOrATENbHEMHE YVOTPOACTEAMM ¢ UEAkK HIDEXATH NOBpex-
AEHHE MX XDYNEMY KOMAOHEHTOBR W TakWM obpaszoM NPoANHTE WX
noneddy Kuakk, B YacTHoCTH, TAKME HHCTPYEUMH [JONMHH
oTHocHTRCE K [IPEOBPASOBATENSAM ans kabeapumx coeammHe-
IIII“ H I'Ipl:]]}"-EHﬂT-FI'HIﬂ'TL HHq}DFHEL[H-ﬂ no Hﬂpﬂﬂ. EUTHFHE
OOANKEH OPHHAMATE noTpelATEAs AAS NPpeACTRPAMIEHHHA NOBPEX-
NEMMA ITOTD COERMMEHMSE.

6.8.3 Texuuveckoe ofucanae

JdonoaHMTeNbHEHA NDYHET

aa) Harorosswtear aonmed ofbMCHETE B COOTBRETCTRYHIICM CRYuae,
moucMy ceTeéroid nurawwHil wayp NMPUBOPODB KJACCA [l aMeet Tpa
NpoBOIAMAX XHAW (oM. 18] ofmero crampapra). _

T MorpebngeMas MOMHOCTL

MNpusengercd ayukr ofmero craigapra.

PASAEN BTOPOH. ¥YCNOBHA OKPYHAWILER CPEIH

MNpuseracrca pasacn ofmero Craspapra.

PAISOEN TPETHH. JALIMTA OT ONACHOCTER NOPAKEHHE
MEETPFHMECKHM TOKOM

MpusenacTca pasaes obmere CTAHSAPTA, 34 HCKIOMEHHEEM:

14 Tpeborawua, OTHOCHWHECH K KAACCHEMKILMMH

Mpusiensercd nyvMkr obmery CTaMgapra, 33 WCELTKHEHHEM:

14.6* H3NEJIHWA THIIOB B, BF u CF

FameHa

MPHBOPLl monxnw Gwte THIA BF wam CF.

Mpusernaworcs nydktd 15 W 16 ofmero crammapra.

17 Pasnenenwe 4acTed W Uened

[MpusmeHscTes nyHET ofmEere CTAHOAPTA, 33 HOKTHUCHHEM:

HEHEEHETEHEHEH NOoOAAYHET

17.101* 3awmra or sosgedcTeMs paspspa xapaonosedubpwans-
TOpA.

4
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MPHEOP ¢ MMEWOMWMUMCE YKAIAHHEM M3 JAWATY OT BOIACACTEHA
pazpsaa  KapawoacdwipHANHTOPA JONMEH YADBAETBOPATE CACAYHOUINM
TpeboBaHHEM.

Bo epema paipaga aedmbpwaastopa wa NALUMEHTA, coennnennoro
¢ MPUBOPOM, He aonxno Habmogatecd NOSBIEHHS ONACHHX IHAYCHHH
INEETPHYCCKON JHEPIMM HA CACHYHMUHX HalTax:

a) KOPMYCE AIMAFPATA,

by CHITHANLHOM BXOIE,

¢y CUrHANMBHOM BBIXOIE,

dy ans NMMPHBOPOBR KJACCA [ # MPHBEOPOB C BHYTPEHHHM
HOCTOYHHMKOM DJMEKTPONMMTAHWA — wmecrannuueckod gonere
mAcmansK  He meHbmel  ocxopammas [TPHMBOPA, wma kotopod  oOH
YCTAHORICH.

VEaianhbie dbilie mpebosandd auAoARAKIMOR, fCAR ROCAE SCUROYes
wun asuctouamens 51 (owm, pucwor N ) nuxogoe Hanprxedue smexdy
moscamy Yl w ¥2 we npeasuuaem [ B,

APHEOPE KITACCA | doaxws ucHbifibdambCR  APH HATHYED
FAUTHTHOIO COEJHHEHHI C 3EMJAEH.

MPHEOPR KTJACCA |, comopste mocym pabomame Bes [TOJ80HY
YEHHS & CETH, nanpusep, ¢ SHYMPPHRUM UCTMOYNEKOM HEMOHUR,
BOANHA FOKKE LCHNMBEIMbLCR (7 JAWUMHDI0 J0IEMACHILA,

Bee coedunenus t© palouemy Joiesaeniro doaxnm Geme omceoedu-
wennl Hensimanua doaxkst Golmes nogmopetb #Py HEPEMEHE AOLA-
wocmu Hanprxenus Vi,

B mex cawanx, coeda KOHTAKTHPYRIOUAS MOBEPXHOCTE
PABOYER YACTH npedcmasigem cofol 2aionfoniyacsys Memopany,
UenWAaiu® 1o Oannosy nodnwemy doagxysl aposodumecd ©0 CHARMOO
MEMOPaHoE AN RPH HOANNNELE IRECHPOAMME, WAL APU OCYRECMEACH Ll
HERQCPEICMABEHHOSD EONMAEma © ANeKmPOaumos,

Mocae nposedenis ucnmmanud [TPHEOP doaxen ylostemaoparnts
acem MpelosaNUAM HACMORED crandapma.

19 JnHTeSbHBME TOKH YTEYEM H MONOSHHTENBHEE TOXH B LETH
IALHEHTa

Mpusenaerca NyRET 19 olwero CTAMLAPTA, 33 HCKTOYEHHEM:

193 JonyCcTHMHBHE 3HAYEHHS

al * JdonoaAHEeHHE

“Nag NPUEOPOB, umewomnx 3JAXKHM PABOYEMD 3A3EMJIE-
HMSA, TOKM YTEYKH & LIENH MALUMEHTA, rexymme ws PABOYER
YACTH ma aemmo, He gonxks npepswats 003 A B coyuwae
MPHEOPOR THUIIA CF m 0,5 wA — 8 cayuae NMPHBOPOB THITA
BF npu nanpsxcuwn, pasmos |10 % oT makcAMaabHOTO HOMHHAI b-

5

E u 5 '|' FOCT P 50267.23-95, N3genusa meamMumHckme anekTpudeckune. Yactb 2. YacTHble TpeGoBaHus 6e3onacHOCTv k npubopam Ansi Ype3KoXKHOro MOHUTOPUHra nap.
[N  Medical electrical equipment. Part 2. Particular requirements for the safety of transcutaneous partial pressure monitoring equipment


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-50267.23-95
http://gostexpert.ru/gost/gost-50267.23-95

rocT P S0267.13—05

HOMO HANPAXKEHMA CETH., opwioxennod wmexgy 3AMHMOM
PABOYEND 3A3ZEMIIEHHA u 3emneil.

Jro penETaRee He npoeoauTes, ecad 3AKHM PABOYEIND 3A3EM-
NEHHH euyrpw TIPHBOPA manpamywy coegmnen ¢ 3AMKHMOM
FAUHTHOMD FASEMIEHHA.

9.4 Heonmmanus

a) 1} Jornoanwenue

Coomaemomeoue NPOSEPREMCR NIMEPEHUAMU COLAACHO pucynEas [(2
u foi,

B mex camaax, xozde KOHTAKTHPYKMIOAR MOBEPXHOUTH
PABEOYER YACTH npedcmasnsem cobol 24300poNuydcmyio MesMipany,
ace uCnumamus dannozo nodnyacma dosxie Aposodumbea RPU CRAMOUE
memlpane o Aulo NPy HOAKNUN JAeXmposuma, Aulo Apy Henocpedcm-
AENMOM KONMAEme © 3ecmpodoi.

H} DnexTPEMECKAS MPOMHOCTh HIOARLMH

M.2* TpelowauHs K Hageawam ¢ PABOYER
HACTHBHIO

Mismenenwne

B—b [ns nanuwx [MPHBOPOBE He npHMeHSeTCR.

2003* 3 Haved s HCNWNTATEABHMX HANPEXEHMA

Mimenenne

B—d Hcnwrarensnoe wanpasenne [MPHBOPOB poassd cocTinadTs
1500 B (NMPHBOPH KJACCORB [ w Il w TIPHBOPH ¢ BHYTPEHHHM
HCTOYHHEOM TIHTAHHA).

PAZNEN YETBEPTHIA. JALUMTA OT MEXAHHYECKHX OMNACHOCTEH

[Npameraerca paigen ofmero ¢TaMaaprd, 33 HOKAKYMEHHEM!

21.5* Mexawnwveckad npouysoctrs. Cpeobonuoe
NageH ke

HononHeHHeE

He nonxHa cosaasarecs yrpoza OeaonacHocTd HIMeAHs NOChe DaieHHs
MPEOBPASOBATENA ¢ mumcorh | M H3 TEEPAYH NOBEPXHOCTE.

Coomaememeus HPOSEPIEMER CASIOL{LYN HCRBmMaRUEs.

(Mpaiey dae kenbimanua coofiodwo cfpackaaiym no odHosy pasy ¢
MPEX PArAUNKLLE HAYWAAEHEX AOA0XeNuE ¢ asicomb | M na dooxy L3
dpeaecuns maeepdux nopod mosmunod 50 uy (HaRpUMEp, RAMHOCIBKD
700 kz/sd), xomopan sexum Ha mecmeo@ ocnose (Gemownsd o).
Hocre Moo Ucnbmasul dOAXHS  SBRMOINAMBCR dce  mpebosanus
HECMOReso cmahdapma.
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PAZNEN MATHA, JALIATA OT ONACHOCTER HEXENATENBHOTD
HIH YPEIMEPHOID HWINYYEHMHA

lMpuMenserca paagen ofwero crampapra.

PASAEN WECTOA. 3ALMTA OT DNACHOCTER BOCMNAMEHEHMSA
rorFHYMHXYX CMECEH AHECTETHKOR

[Mpumennercs pasacn ofmers crasmapra.

PAINEN CEABMOH. 3ALMTA OT YPEIMEPHBIX TEMMEPATYP
H APYTHX ONACHOCTER

[Tprimensercas pasnen ofmero CTAHIARTA, 33 HOKTMAMEHHEM:

41 YIpeamepHuie TEMNEPATVDM

[pumenseTcs MyEKT OMOEMD CTAMIAPTA, 33 HCKAKYEHHEM:

423 lonoAMHTENRHHEE MNOONYHETH

41.3.101 NMPHBOP ¢ marpematencm s PABOMEN . YACTH soamcw
?IH.IJET Eﬁumcu:n CPEICTBAMM YNpaRNeHRA Tempepatypoil PAROUYER

42,3102 Jonxns GhiTh Takse NPeOycMOTPEMB CPeBCTEA AN YHCTO-
RO WHaMEaunn YCOT ﬁHDBﬂEHHﬂﬂEMI‘!EFﬁTFFH {(KAK BO BpeME
YCTAHOBKH TeMnepatypu, Tak u no tpebosanmio OTEPATOPAL.

41.3.103* YCTAHOBINEHHASA TEMNEPATYPA me aonxua NpeBh-
mars 45 "C.

Coomasmoemens NPOSEPREMCR OCMOMPOM.

42.3.104 Temneparypa KOHTAKTHPYIOIWEHR TMOBEPXHOCTH
PABOMER YACTH wse nonsua npeswwmats YOTAHOBIEHHVYH)
TEMITEPATYPY Bonee uem ma 0.6 "C » rescune Goace 20 ¢ p sobod
NEpHO BPCMCHH  IAHTEALMOCTEN 30 MHH NOCAE VOTAHOBKH BPEMEHM,
PEKOMEMIOBAHHOMT HIMOTOBHTEAEM (M. Takxe 42.3.107).

Coomeemomate RPOSEPARETICR UiMEPEnUeM memnepamyps KOHTAK-
THPYIOUEH ROBEPXHOCTH PABOYEH YACTH.

Koraa [IPEQOEPA3OBATEND ycranosack & NOMOMEHMH, MOK3ZAHHOM
WA pucynke 104, tommeparypa KOHTAKTHPYHUIER TIOBEPXHO-
CTH PABOUYEH YACTH nocrosuso mamcpsercd B Tedenne  amboro
HHTEPBANA BPEMCHH  aneTeakRocThio 30 mes 33 nopwop 4 4y pocae
penwycHAl [IPHMBOPA, npuasmas so pmamanwe epems cralmamsaums.

Pafiora nonwna npoMasoIHTECE B COOTBETCTEAM € WHCTPYELMAMM 00
JKCILTYATALHN ¢ B00OH PCKOMCHIDBANHON KOWTAKTHOH cpeaoi.

41.3.105* NMPHBOP ¢ wmarperatencs & PABOYEH YACTH nonmen
yxoMmackroReaTecs OFPAHHYMUTENEM TEMOEPATYPE KOHTAEK-
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TUPYIOIWER MOBEPXHOCTH PABOYER YACTH, nenocrynamm gas
OMEPATOPA u paforawines  Heaaspcumo  oT  o0uudHX  CcpencTe
yipasnenus rtemneparypol, xotopwe B YONOBHAX EAMHWYHOTOD
HAPYIWEHHSA no 3.6 npenarctywr pocty tesmmeparyps PABOUER
HACTH swme 46 "C 3a nepuoa spemean Gonce 10 c

Coomaemomaye  GAXNG APOGEPAMBCE  OCMOMPOM  Ha  Hadlyue
OFPAHHYHTETS TEMOEPATYPH u soedenuem YCJTOBHE ENH-
HHYHOIN) HAPYIHEHHMSE, onucaxnozn a J.0, Jamem HIMEDPHUEM
mesmnepamypst PABOYER YACTH, cxvonmupodainod, xak noxaiaqo
nwa pucynce 104, Temnepamyppa KOHTAKTHPVIOU[EH NTOBEPXH(-
CTH PABOYEH YACTH doaskna UIMEPAMBCR  ROCMOANHMO ROCAE
soedenun YCIJOBHA EJQHHHYTHOND HAPYIUTEHHY & mevenue
H} MM,

IOna NMPHEOPOB ¢ BHYTPEHHHM HCTOYHHEOM JEKTPM-
HECKOW SHEPI MM vpeloranns 42.3.101, 423,102, 42.3.104, 42.3.105
OOAMHE BHNOAHAETHCR And mobofdl crenesnd paspaxenuoctd JIHOBOID
BHYTPEHHEM MCTOYHMKA AJNEKTPHYECKON 3HEPIHH.

42.3.106 OMEPATOP aonxen Oute cnocobel OCYIBCTHASTH KOHT-
pane 3a paboroa OPAHHYMTENA TEMIIEPATYPbBI npe nosoms
BHIVAALHOM MHOHEITOPHOMD YoTpodcTea.

Coomdememaue npoaepRemos oCMom oM.

42.3.10* B annapate aonxkna OwTe OpeaycMoTPpeRd HarnanosHas
WHINKAUMA, cCcpabarMeasomas B TEX CAYYAdX, KOrQ@ TEMOCpaTyYpa
KOHTAKTHPYIOIWEN NOBEPXHOCTH PABOMER YACTH npesa-
wmaer YCTAHOBNEHHYHY TEMNEPATYPY Bonee wem na 0.6 °C,

Coomeernicmans AaepRemca 00 MOMPOM.

425 3amuTHWC OTPaAaXICHRS

Mamenenne

He mpuMeRscTcs A8 BCCX BHAOB  HATPCBACMMX  ACPLEB MM
mevaraomuy anemedTos [TPHBOPOB.

44 TMepeass, PACHAGCKHBAHHE, YTEYKD, BIANHOCTS, NPOHHEHOBEHHE
WMAKDCTEH, DYHCTKE, CTEPHAHAAUAE M Jesunderims

446* TPOHHKHOBEHHE XWIKOCTEH

HJononwenne

MPEOBPAIOBATENH monwnw Gure BOOOHEINTFOHHLIAEMBIMM,

PA3IEA BOCHMOHN. TOMHOCTE PABOYMHX XAPAKTEPHCTHE H JALMTA
OT NPEACTABNSHLMK ONACHOCTE BLIXOAHLIX XAPAKTEPHCTHK

Mpumensercs paigen obllero crasnapra.
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PASNEN AERATHIA. HEHOPMANBEHAR PAEOTA H YCNOBHE HAPYLLEHHR;
HCMMMTAHHE HA BO3AEACTRME RHEUWHHY DAKTOROR

Npumerasred pasaen obwery CTAHIAPTA.

PASAEN NECATHIA. TPEROBAHHA K KOHCTPYKLHH

NMpuscHRcTCR pasgen olwere CTaMaapra, 33 HOKIMWYEHHEM:

56.3* Cocamnerna. Obmue noaoseHHs

HNononvecune

Ecom we npeaycmorpena waoasuws [TPEOBPAZOBATENR or PA-
BOYEH YACTH, ro xabeas, coenuumwomui [MPEOBPA3Z0OBATENbL ¢
MPHBOPOM, npw orcocauncuun ot [IPHBOPA ue ponmen daMeThb
npopoamKx  wacted, cocanucHMux © TTALLMEHTOM, xoropue moryT
OKAJATHCH B KOMTAKTE ¢ MACCKOH NpOBOOHILER AOBCPIHOCTLIO JHAMETPOM
e senee 100 mm.

YHAIaHHME HIMCPEHHHE HE OXRATWBAWT MeMOpaHH.

Coomoemoniolie APOSEPREMCA OCMOMDPOM U WIMEPEN LML

$6.6 ¥YcTpo#flcTea ONS PETYAMPORAHHA TEeEMOE-
PATYPH H ZAMWHTH OT NCPETPYIKM

Cam. Takse 42,3 HACTOMUErD CTAHIAPTA,

57 CETEBBIE HACTH. xOMDOHEHTE H MOHTIX

MpumMeHSETCS NMyHKT 00WETD CTAKIAPTA, 33 MCKIKMCHHEM!

STIWHYPLB NMHTAHUSR

¢l MAowase NONepedHond CEMCHES OPOBOIHHEOR.

Nonondenwne

Mpumeyanne x tataape XV — das NMPHBOPOBR KNACCA (I c
HOMAHAABEBEM TOKOM 0 3- .I'a BECTROM. HDHIiH.i.IJ'IbI'!Hi' MrMAmE CeHMEHAS
nposoniukos CETEBBIX IMHYPOB nonmua Gwre we semee 0.5 mwm?,

STSCETEBOE NPUHCOEOHHHUTENBHOE YC-
TPORCTBEDO H NPOBOIA CETEBOR YACTH

al* Obwmre tpebopanns k¥ CETEBBIM NMPHCOEIWMHHMTENLHBIM
YCTPORCTEBAM

NonoauwcHwe

HonyckaeTcs COCIMHEHAE 3aMEHACMEX HecheMmuwx WHYPOR TMH-
TAHHA nyrem nafxs wnn cxpyTem.

ST NYTH ¥TEYKHWH WM BO3OYIIHBE 3A-
F3OPbLI

Tabanua XVI

NYTH ¥YTEYKH u BDE..E['.'II"].I]H]JIE- JAZOPEl anas Rsoasuke Taoa
B—-:I AOMEHE ONPCIEASTHCE N0 TAahNHUE NYTeM WCNONbIOBAMMA COpa-

q
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pourk X HanpaxcHud 250 B nepemensoro roka wad K B nocrosHHOMo
roxka ([IPHUBOPLI KJACCOB I, Il w NMPHEOPLl ¢ BHYTPEHHHM
HCTOYHHEOM IMATAHKA).

Ecan MPHBOP samWmen or poigefcTana paipaga xapaeogcdmbpesn-
asropa, MYTH YTEYKK w BO3NYIUHHLIE 3A30Pbl gas wzonsuun
tHna B=—d noamum Gute He smexce 4 wm ([IPHBOPBI KNACCOB I,
Il w NMPHBOPH C BHYTPEHHHM HCTOYHHEKOM I[THTAHHA).

£
-_H"“x., L - :
7 | — ¢
N e =
ﬂ'jﬂﬁ'ﬁ' i ) — e E——— F
i § 2 :
¥y 4) |4 FE Xy oy
EL- . 5 - ¥
' W
{ o £
N
o i .
2
Fa
I :

J — AOTOAIEE NOCTEAHEOTG Hanpekensr 5 fl; f (RO FATIESATE M, § — sicTaifi¥ciisd $eommri,

4 — wenurrpe skl ApaGop: § - JACKH M 3ARIH THOMD JIAJEMIAENAM [(mow npufinpne knacea 1)

& o BACEHM PARIYEMFIASERMMTEHHA. * — wicrs CHPHANBHOMNY BXOMA: § - wserd CHIHASLHEN
HRIEOILA; F — kogeye ngelopa; 10 = onpdsprnnmaasiid ssgninniped ¢ SorpeiliiocTenn 5%, BEOEEGE L=
npwimstciis 2ax = | M, i}

#1: ! glra 3 3%, gobenH amane paijronchse Wi doiee 1kl B 100 B 3+ 1%, 6004 LA S ANDEE THE B M e

Wes DEH, 8O0 ek £ 5T 00, D2 = OHOMH MATKE CETHLT0E.

Pacysok 101 — HONBITAHHR IRAIMTI 0T lg-mﬂETm padpsia sedwelipronarops
fced, ET.RULR
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k-3

7 — ceme 4 — NMEEOGPASMBATENR: ¥ — WETRAREN ECKA (FOTHa
w1, NomcHeHEE K4epT, 1027 nlijiern cranpagta.

[Eakeepeam i [ i s RABSCH | © STEHYTHM IPEEsad #TENes 37 ) NMEI0NTIE & 31HRHYTHM Bcpolinmie
Rew 5| P BOEN BEaMoomdE cos ETRHHEY A sacewnH nepettsreareadil 45, 50 0 530 {ecam e || YU HOEHE
ENHHHEYHOM HAFYIITEMRA )

Prcyhox 102 = Hosepurenssss iesie A sasepensa TOKOB YTEYKH TNALIMEHTA
¢ PABDUER YACTH W »cMm, Daoisasnss BOIMCACTAHEW RNCHOIET HRITPARCHNE He
FAEHM PAEOMETD JATEMIAEHHA (o« 1931

[laa npwGopom wnacca 11 we wenonesyiorcs 3ALIMTHOE 3A3EM-
JEHHE wn 59

Mpamep ¢ wamepereawiod UEMBKD MHTAHWA, nokazaason wa
pucyHee 10 (cw, 19.4h obmiero cramsapral.

E u 5 '|' FOCT P 50267.23-95, N3genus meauumHckme anekTpudeckune. Yactb 2. YacTHble TpeGoBaHus 6e3onacHoCTv k Npubopam Ansi Ype3KoXKHOro MOHUTOPUHra nap.
[N  Medical electrical equipment. Part 2. Particular requirements for the safety of transcutaneous partial pressure monitoring equipment


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-50267.23-95
http://gostexpert.ru/gost/gost-50267.23-95

rocT P S0267.73—95

L{w)

" R
’ ‘
ML)
- )

A
+

o—

\ 10 J,_ g
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S

P prm A = NMFEDEFAACRATEN L, F — mrranasecsas denaera: §F — LSEHM FPAROEIT AAIERIEHAA
Cri finEiHEHHE £4spT. 10— 17 oG0Lere TTaH 5T
ApHmcraeabin mpeeee ou, @ 193 mpcrimm e cravnssts

Facywor 103 — MHawepuressess pens A assmepedsa TOKA YTEHKH HA TMALIMEH-
TA ¢ PAROUYER YACTH ma sesnw or NMPHEOPA ¢ BHYTPEHHHEM HOTOYHHA-

KOW MATAHHA, AMapaismorn MpEIOECARCS BHELRETD Hanpamedadg ¥ JAK HMY
FPARBDUYED' D FIAIEMAEHMA

¥
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e
.F:l:‘:#:#:i‘p:i:
T Tttt

L K, )
st tata e e eled

Matepramd, BeofEOaMMME LTH APOHESEHHE WOTMTARMA.

1 Usdposof TepeameTp.

2 Tepmonaps Tana K xpoMesb-afioseis ¢ BOCApOHIBCOMMoCcTs: B npenenax 0.1 °C
(HEORPENEMENIOCTE  HIMEDEHIE JOAKHE FOTAMARNHBATECE M VEAILIBATECH MPH K3 MEOW
ceprrpHEalE WA

3 Cpenctea [ANd NPRACKEHMA CHIW K MFEDEFAIDBEATENRD,

& [Meapohpainsi sconepyio R MaTEpHLL

Mpowenyp b

1 Toakmesdre [MPEOBPASOBATENDL x pamewy.

I ¥Yemawpeure [IPEODLFASOBATEND ma MOMHTATENRHNA NBJEENES B COOTRETCTRAM O
PHCYWEOM HEMCPEACTREHING W33 T ol 1 B 1A

3 Mpuacwste cway, Heo0LOAHMYI0 A4 CRETHE newoolipamnmore matepihss, wa | /2
Erdd TUUIRLE H ki

4 CroMuie (Ei3aiHa TepsOna.

Mpuuwespude — JlaEH6E BOLTAHAS SARSEOTCE THIUHMSEH, SOTYT HOHEEKN-
BATICH [[HINHMIEINILME  METIEE.

I — MNMPEOGFASOBATEAL, 2 - MPEOEPAIOBATENR npHesdisnisy K
NEHOOEPEIHOMY METEDHRTY NpM Bosuad axord-nslo yorponcrsa. amole cmame neneod-
paasieii MuTepiEa g0 147 er nepooumeiasieti TOMIUMMEG J — TEDMINAPE OFEHETROM =~
LOTH rdm mema K EPOMC S~ A A C (MBOERIHA] WAM BC IKBHBANEHT, COEIFHCHHBH
IMEKTPOHHBEN TEPMOMETROM WK ipsdposss ramepuTenstitas npsbopor; 4 — Gaox wa
NeHonipeannrn  SaATepaLnE oo 30 krfM® W3 DOEMITHACKE CETHRTON CTRYETY
feg ofonouxH AR AHEMOATHEE METEDHLD

Prcyrcs (04 — Wonermanss w pemcofipameos sarepirase (cw. 41,30

13
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HﬂIﬂﬂhﬂ-}'ﬂ""Ci NPpHADXCHHA phweno CTAHAAPTA, I8 HOCARYCHWEM:

MPHAOMXKERNRE T
{ ofin 3ame puoe |

CHMBOIKI B MAPKHPOBKE

Nononerte ralfiamuy 10
NoSamTe CASOyRONHE CHMBONM A4 MAPEMPOBEH IMEHTE 0T BROEACTEME paIpAss

netpmfprnarops:

MPHEOPH THITA BF

€ JAMWTOR OT pEspsId
pedmipnraropn

MPHEOPE THNA PF
C SALGETOA OF paspuis
mehefiprunaTops
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HNIPHAOXKEHHE AA
(e pamyauy |

PYKOBOACTED H OBOCHOBAHME
MNpuseseane npafiopos © aedeipuansTopod

Hacromuwi TIPHEOP we moases sxomMTE B EaTeropes npeliopos. e xoTopsx
Hanpusexas nedelpraadimn weeoT GoRBYKy CTENCHE BEPONTHOCTH, TAE K&K, X0Td MOT
NPHEOPF mcnoasiyeris = HETEHCHBHOA TEPanvH, OH HEHGUBOE WACTO NPHMEHECTON B
MEAHETEHA, Foe Sepadpunngids J0B0NBHO PeakE.

MNpr neuessn BEpocasas mprsenense Eecrowugerd [MPHBOPA racxe manlones sepouTHo
B MHTEMCHBNON TEQEMNNHN, WEM NPH ASYEHEH EOPOHapHLIs Jalonesamnil, MO 0 KHPY P,
rae Gonee npesemncmuami Gang S OPFTHE METOOM HHIHKRIHH TERHCH MM MECWUCHHS
KB KRCAOpomom, Tax cax o gor Gonee GwicTpuA oteer. Douaxd DENEHHE BIPOCTME
HE MOMET CPABNABITHE C NPEETHEON DETHETRHA.

Mpsapsseas B0 moessEde Dpefuayaie conipawewnd, Tpefomyme O ABNLHTE OT0M
NMPHEOPA o7 paapsas edefipuanaTops HOMET WE YIORICTROPETLCH

Beaycsomun, npasd sOrOTORMTENSE NPOHIBCNHTE TAE: OGOpyRosaHEe. B VoM CAyudbe
MECTONMDHA  CTRHEART VCTAHARVHEALT TpeSoBaHHE, EOTODBIM SOANMEH COOTRENCTBIBETL
NMPHEBOP, Casnyer oTMeTHTS, 4o 3TH Tpelobarns orpanmuenst feasmscnoctess [TPHEORA
H OHE RUSHARIT TOYHOE H CROCBpeMEHE0e (Y HEQHOHKpOBIHHE nOCHe paipasa aedmbipan-
AETOPE.

(fOCHCEARKME HOTETATEABHBY HAApsmenni  gedadlipruinaTopa

Eorna sodmebpruinvigiosnce HenpasenHe OpEENAIMERETCE B IPYAHGN KAETEE MUMEHTE
WEPET HARTANMBEEMEE ILIACTHHM, TELHL TR NLUACHTE OKOAD TLSBCTHE H HEMIY Hipie
CTAHOBMTCH CHOTEMOR QEAGHHS HAIpHERe . '

Pacnipeptieine HANDHKENHE WOMKET BT npuineEETERRRD CEREpIsERD, WCRDNRIFY
FHEHHE 0 TPERMEQMOICTH DUTR £ FUSTOM HIMCHCHME MI-X8 MCCTHOH RPORORMMOCTH TKHHECA,
ECTOQES HANEKO HEOIMOPIIHA.

Ecam BACETPOM SREMEHTE ASEKTPOMUSHUMHCEOND HIMEAMS NPAKCEALRICTCS K PPYaMoR
EACTEE AAM TYSOEHIUY OSUHEHTE B OpeJETEx olfinmsTE Aol nnunMEERX  TLNBCTHH,
HAPRACHNS HE JUETPOAS MMBHCHT OF &T0 NONOMEHHA, MO, B OCHOBHOM, Gy0ct McHewe,
ek EANpEMEnEr gedeifipaonoTopa MOn HErpYIECH.

E COEAACHHK, HEBIGMOE R CEASATE HACEONLED MEHKIETE, THE EXE ANCETPL, O ECTOPDN
HAET potih, womeT feime momemesn & 0boR TOMKE FERMESHROA NODULANH, BEWMAE TOMEY
B HEnOCpeacTeenmoi oot ar oomedf M3 aedmBpronianmronnsy mnactim. Tuxss ofpu:ices,
B Oendy  (GesnacHocTH ChegyeT mudniaeeTs Tpefcoawses; wnexTpon W ofiopynopaHmss, X
mrn:l{l-qu:.r O MOIEASCH, A0AMHE BROSPHEHEATE OONHDE HAMPOMEHHE, EOTOPOE 0800
CONTHETCTRORATE HANPEMENWK) (23 NATPYIEW, TAK EAK MO®eT He OhiTe AOCTETOUROND
EOHTAETE OQHOA MY muacTHe aedHEpATITORE C RALHCHTOM,

ToAbEd ¥ COBUMAASHME CAOYUREX, EOFRE TOWHO HIBECTHO, YTO AWETPOSM HAROISTCM
TONHD WAH BONTH Memiy ascTHREME SoGulpAinaTops (TRKME, EBK BEHYTHIEHLE B0 1HLN
INCETPOEI) MAH MERIY ANEETPOASEH B MECTE, DOCCTIEUHBAICLMEN AOCTATOWHOS BOLIEACTEHE
HMEETPHSECTEE, B0 B FALIEHHOR TOSEE HE TESE NRLHEGHTS (TREME, KK AsscTpocosageda-
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AXPEGHIECKHE RAH FPOKIMYECKHE UTEKTIEN ), MOMHD € YBCPENMDCTRKD TPeanono¥cHTh,
UTD HEMPAMEHAE, OPHIGKENOE K JAEKTROAY, VDT scHbuse HRotipusciond godudiponsrops.
B orux cayuasx Tpefosandd Gel0nachocte, APETREENSCMIE K AMEKTPOEEM W HALISAHEM,
K KOTOMAM D66 MOSCOCIHHENS, JKI0MAKITCH B TOM, YTO (4IH [ONEHS BBLICPHHBLTE
HemMEorg Gosee NOOORMHE HANPASEHEL aedubpaneatope Ge narpyaEe.

M, wawomel, mococommus  oTONTENRCTEOM, KOTOPOE ADNEED  GuiTh  PECCMOTPEHO
NETSETOH  COVNAH, KOTIE  DACETPOS  ROSCDESMMEN K IMUMEHTY © RECHHCR  CTOpOH
MABCTHHAMWH ACHHODHATATODA (HANPHMEDP, WA PFRe WaW mocue). EAMHCTRCHHOS, w710 WOMHO
IAECh £ YRCPCHHOCTHMD APEINOIGEHTE, JT0 T, WT0 HHEAKOM BIGISRCTEMS  3838s0EEm
HAMPRMEHHA HE CYWECTEYET. 8 PYKD IWTH NASYD CTAHORATCH ANCKTPHMECEHMH POBGE NAKaMH
¢ PRRMEHFTOR MIEETHHUSCKDR LENLK, NOOCOCAHHEMHBIMF K Gonee GoWakoR nascTHME
seofipranarops. B 1o COFUEAX JACETPOL W COUTBETCTBYVIOUIME WARENHE J0IMEHM
BLIEPSHESTE NONROE HANpaEeHEe gedilpuareropa Gea marpyaes.

ALAH BCEX ITHE CAY'SAEE B ERYECTRE TROGOES MM HacTORNEN CTAMDAPTE NPEINOIATBETOE,
TG TA Mad @A nacTHes acpsliparastopa cocaumema © aemnei,

Hkimi

[THNHEEEHHE 2NEKTPROIEA TPEBDBAHHE K IEETPHYNECKOR
MPYHCTH

Ha w8 rpyasoh eietke towsor  [lonsoe sanpasckse  sedwelipaanarops  fea

IKIBIMENHE — HEOT P AEHHGE HArpYaEH 5 B

Ha wam v mpyasoit wwmxe, o B Hesioro Gosee nososmw seamisye Hanps-
YUAREHHH OF HbE, HO © Japance oope-  scHMe gedwslpaanstops Ses warpysew 3 eB

FEMHEIA YINOROR ASCKTrUECEOR ToN-
ke MEHAY ILARCT MM H

AedmbpeansTopa

B yanneisw 07 rpysncf koetew mee [oosoe Hanpesense  gedusfparrarops Gea
FLWMIOA ABSKTPHUSCKON TOMKW seway  marpyaes 5 kB
racTHERR MY gedusfiprutetopa

Conenwanewoe rpelfosamnme
HTo KaCEPTCR HACTORWIETD cTaHgapra mo GeacnacuocTi MIPHEOPA YPEIKOXHOTO
MOMHTOPHHTA TTAPLHEHATBHOM JABRNEHWHE, APHMEMESITCE NEPROE MWLM TPeThe
M3 BRUCONMCAtHEE  yeaoesh, Tak kax [IPEOGPAIOBATEAR samer s YCTRHORICR
2 Mk MECTE IPYANCR ESCTEM MAM TYAGEMINA. MM A0 N8 OPMICHMENRNOR SRCTH
EnHERHacTH TTALLIMEHTA
Ecrwn TIPHBOF jampmien o7 gedufipiansuss, oF nensmuaoactes yanpaxesmes 5 kB

OBIUHE NOACKEHHA H OFOCHOBAHHMA OTAENEHLY NMOANYHKTOB

Il dfhracre pacnpocTpaveHAn

lpeanonarderen, w10 OCHONHMM  HOJHANEHWEM 3T FOTPORCTH  SRAGETCR  CKOpSE
YERIAHMWE BRENPABTZIEHA  HIEEHEEHAA A PLHASEHNT JABNEHHE EHCAICHJE FAH  OEVOEEHCH
Yernepond, 3 He afiCONKTHRIE HIMEPENHS TR JRANERHE

HacToamisA  cTammapT pecnpocTpREeETcd HE BCE  VOTPOACTEA,  MEMOALIyeMLE Bne
MUHHTODHERE BADUMANBHING TANTENHS THIS WA (OBCPAHOCTH EOXH, HEIEBHOHMO 0T CTOCTGOR
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OPOBEACHHE HIMEPENHA, XOTS WCHOABIVEMBIA B HACTONWEE BPEME MOHWTOPSENT B NpHILE
npeaycuxatpaader HEaHdHe [TPEOBPAJOBATEIH ¢ HarpesaTeasM, JEEpenieHuss Ha
MOSEPEHOCTH KO

0 o o e BOTEOCERME, IO TR RIS pu:l-pulhﬂll! HECTORUEEND CTaHEERTE,
HENEMSCE  BOBMOMHBN  TEILIOBRIC MOBPEEICHHE, HEHOCHMBE IRUHENTY 000 JCHCTEHEM
INEETPOMOE, # Takme HeolX0AHMOCTE MORMRIENHE  TOMHOCTH M BOCHPOHEIROIHMOCTH
PEIVALTATON MBS, APOHABOIMMBEE YERISHHMME CHCTEMEMA MONMTOPHMCE. FISCOTH .
W0 RECMOTRS Wa BMIEVEAGAHHME Jamesissd, d@30rospme TIPHEBOP npe Hexonopeix
OO T T TRA K MPRETARYET TouS0E YEddaHed JECHFCHEUHH Tanedl.

TpelfosanHe, CHRIANNNE © YPABIEHHES M HIMCPCHHCM JOCETRHUECKOE  MOINCTH,
AEHADEEHHGR & aneTponns, GuiAM DEAsEitkl © BEARKD YMEHBIIHTE BEPORTHOCTE TEILIONBIE
DHOME NSEHEHTL, HEBIHoRRG MPEA0TERUTHTE TERNDERN: 0OM BCOY MANHEHTOR NPH ICEX
OOCTOSTE ARCTRAY  ACSENCTESSE FOSLUIME  PEANHAMA COCTOSHHE KOEH H  RSAROCHICPSEaNNHA
TRAHEA, KOTOPME HaLMONMOTCE NP MEPKDM FECAPOCTRAHEHHE YVESRIHHLK VOTPIACTE.

£ W 146 Hexnwowes copiaea Ba TIPHEOP THITA B nockovsky PABODYAN YACTH
nonmma Gwite FAIOAMPORIRE OF MEWMAH BO HODCWAHWE NOSLIEHHE HEXEIdTEARHBIK OVTCH
ANY TOEH Ml MMAKL, KOTOPEK MOrYT ub@paTe nporekanwc ueped TIALIHEHTA anucimas
ABApMAMME TOROE, CCAH Clle ORWA npuiop, noncosomueaol E OLIMEHTY, HERCIILB0H
Ocplenocts pesetbeioan  Hactosmero TTPHBOPA saxnoueeTod 1 Tou, 9mo cymscTiyeT
BEPOUTHECTE OUAOHPEMEROn D0scoe guacHES & TIALIMEHTY Apyrax e arposes 1 Meckms
YOTpOACTR, W any ofecisienvs besonacHiCtd WX paboTel 09CHE BIMHD, 9T000 B2 TM
npubiope waens PABDMHE YACTH THIIA F

6.8.2 sa)d He wpefyercs neriiadbis ONMCAHBR, DOCTETOARD ofelwx pexosenanimi no
OCHOEERHE  HIPaENesEe. T e ACTOUNAEESH A TPOMATHHTHOM  MATYaCHHE o
NEPEEDNHBE  TOLOE ARSHKITCH  OOOPYRSIEME, DpHsHcHRcksie B ORCpEiHOHHBY K A0y
HIHOTEPRTHE. DT, BMCEANATOPL, CSCTEMB CESEH CROPH A0MOULE. CHOTeMBL RRIAL
MERCCCTRE, ARTOAENEL), B TANME HAMPENATESLHLIE W SSETHANHYEIIHE YOTSHOBKE.

6.8.2 aadd Bamuo aname pecosmengyedmeii cpog covaliel wscsomerocs TTPFEOLRPASD-
BATENA naa tom, 4tofin MMETs JOCTUTOUHOE 308 OpGQoasieteassii pabotTk SoRHToDE
sonwsicerso [IPEOBPFASOBATENER.

65.5.2 5a)¥ NMPEOBPAIOBATEAH auaanTce WYRCTOMTEALELIME Kosmpdnestavie [T7H-
BOPA 8 UuiT) BLIXBART WE CTPOM N0 NpuadREM, koropuie smoms [HXTPEBHTENSM
ea#vres HOPMAJIBHOR JECIUYATALIHER » oficaymnsaddem.

14.6 v ofagre nonoseads @ ofocuomamye = 5.3

P70 Cosraerca, sro KOPNYC npeliops skassaer s cefie soe gocryiime 38 K HMLI
PAGOHEMD JATEMIEHHA.

AHecTeocTs MCETPHRECKONT YRR, EOTOPWA SCFIECK IMAYUUET THHH fOpdacinme B
ADCTYIHEM  HMECTES B0 ApeMs  paspads  Addefipansemips, Oorpdwiidid 50 IHASEHER
{cooreercreysoiEero |00 weka) paspaan, cotTopasit womeT GaiTe UFDCTUATE ABHBIM M BRIMBETE
HENPWSTHARE OINYLUICHME, WO Be MoseT fume onacHsm.s.

B xopayoe: scmoictiet CHIHAABHBIE HACTH BXOJIA H BbIXOOA, Tax kax
CHPRRARARE AduHe (IPHEGPOB ¢ pecTenuuoinns ynpaenesdes sornd Ge Tesd s
MHbEs CNOCO00M MPOBOAKHTE SNEETPHYECTRO, KOTOPRGE MOMET NPEACTARNSTE OHACHOCT.

Homrmarenssias cxesa w8 prcyHee 10 RacTOSBEND CTRHASITE NPETHLEMSSHE 108 VIjHaiEs
WCTILITIHMS ([FTEM HATETP I R RRCHWE il MCIRTRTERHOM  conporiies (1M1,
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FHASEHHE WHIYETHENOCTI L B wCORMTATCANOR cxome malpams asd obecnewchnd Goace
GRCTPOID, NO  CPREMCHMIG ©  HOPMAASHBIM, HADSCTAHME QN3 ARSKEATHOND  WCORITENME
HTRMHHEE JHHTHRE CREacTR.

19.3 &} CoceansA NMPHEOP ¢ tem me anavcHaeM TOKA YTEMKH HA KOFHYC
wamer Bens tana B owan BF,

Nonoswureasuoe  TpelosdEHe TAPAMTHPYET, uTO  J4Me B CAYYRE HEQKHAZHE
yRcaMecHns wanpamenny oo 1109 o1 wawbomasero HOMHHANBHOED  muapawsans
WeTousHKa, npascxenioro & SAKHAMAM PAROUEND 3AJEMAEHHRA. TOK ¥YTEYKH
Ha MATTHERTA ue appesscdt WONYCTHHEOMD JHAUEIIHA.

20,2 Maonaume B—b me mmeer CHbCE © Todxd apeans besonacvocre B TTPHBOPAX
PECCMETRHEBRCMDIT THILY.

0.3 JvavcHne, npHEeneoe 108 W30AsuME B—d, pbecreukeact 0Nk FABOYHX
YACTEN MPHEOPOB THINOR CF u BF npr samess samas TTYTER TOKA YTEVKH
w BOINYIUHBX 3AIOPOR, ]

Henmraresiete  Hampaaceue 1500 B nepesendon  TOKd  SATCTCE ANHTEARHRIN
HANPEKEHHEM, NPHESAAbbdtmbie E JAIIMTHOE HIONSIHA B TCSEHHE HWE MOHES I mm pas
MO TN KHUSCTRE VERAAFHDR HIOBIMN.

Fammra 07 puspags pedwfOunaTORE SIARETCR NpEaMETOM OCOBOMD BHAR MCAMTANMA,
paecareore ® 17100

1o CcyeARHO pod Tom, utolisr HallemdTe BEOOPATYMEHME, CREIAHHLIE O (EPHHETHEM
PAGOHETD RANPIMEHHE I PEBRBM ONKOBOMY HANPAMCHWSD Acdnbprasimm,

IhockcsEy LIRTEARHOCTE Hamyasca edubpuatamss ofisuune cocranmmet medce 10 W,
STOT MMEYARS HE MOKET PACCMETPHMEBATECN B KENMECTEC pafiouere  wanpawenws [0 npe
JAMTETLMLIX HOAMTEAHMEE HEIEDEACHHEM.

I3 ]‘|ﬂ,'.ll|:|.'l'.l'j'l:ﬂ IE TO, UTG HEEOTOQLIC MCRDARIFESLEE § SECTONEIEYS BICME EHEO R E
W yraceucagriee [MPEOBPAIOBATENH moryt paforars BOCAS HONMTRRMA YEAJAHEIAD
BHOE, OT0 COPMEISDE  WOMMITAHME A0H OTHN COOMHMX M SYBITEHTCALHRN  YCTPOACTH.
BCACSCTEME  eTe  Weussecoobpasns  TpefoBaTe coxpaweman  pafOTOCHOCOOHOCTH  (Cae
HCTIRETRHHR

Mostosy faan peaesn ® snrepecas GedonackhocTn norpebosste, ol [TPEOBPA-
FOBATEMAD He npeicTasnan Tewnonofl wiM NWEETPHSSCKOA ORECHOCTH MO0 BTN
Mg nanenee, a ero pabotocnpcofinocTe MiokET B BE COXPARMTRCR.

423,103 Nefcrastesssas Tesmeparyps  KOHTAKTHPYHOUIEA NOBEFXHOCTH
PABOUYER YACTH se ponmua npenmware 45 °C (wner afconomindd MBKCHMBNEHOE
apaqcupe 46 C ppe YOUAJOERMH  ENHHHYHOMD HAPYIIIEHHA, 42.3.3) nsa
YMEHBLIEHHA  BEpOSTHOCTH  TIAGHRIE  OMOTOE. 2T TEMOCPATYPA  NPpEEIRORIERETLS K
DAIHENTY C OORPNEEM OAKOMMBIN  EDOBOTOROM. [Tps preensmE (PISHIEAEMOCTH  KOEH,
EUEE MOKET HalOWOATICE WeaoiTATCHHOE PHCCCENME TOIAR, 00 COSETy SPAUE MUONHE .
PEMIMTE, CACHYET AW MCIOMOONATE FOTOACTAD, HECHMOTPH 168 NS BERHH? A IR T
ToILNOTHA CAOEE

42.3.105 [Nepseaa BpescHs SO0 MHN COCTARMET NEPHOL CTADRAMIAEMA, KOTIPBIA COCTOMT
Wi M wmr paroc 300 mem R Hafneoncwses w aseepetiel,  Hecwmotpe e vo, 470
MAKCHsAThiaE Temneparypa b C npuknansesaerce we Bomee M) © ©orewetine S snew,
ATOMY  HAMEQUHHE TEMEEPATYPM ULOKHD [POROHATELS @0 TEWSHHE MO PEBEIZMNGIT
B HE I,
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42.3.107 Tips werpaaywpOsaEiky ODrAHAY VIIPERIEHHE J0AMHE CYUICCTBORATE HEKD-
Topue  OfpaTHeE CES3H MU OTHOIEIGD K TOMY, YT0  ARREETCHE  AEHG TRETENE 6
VETAHOBAEHHOR TEMIMEFATYPFON. HanSonnmed  tousmocm, KOTUGIFHY SO
O HRETE 98 OEEW0O0 THEE GOraHE Ypuateidy, HANDTERNHEMEMEIN B HACTOMURCE BPCMH,
ofinaawny PEAFHPIRLHHLSE OpFEHLl YOPUEICHHN © adcibscdMe. D paayuposiiisg  opideb
yopamvsimas He3 1HCIoees naoGpIKeHE B JEACTRNTENBHOCTH Be DESCTICUNRAKT HILIERAULE A
clpaTHoR CEad, MOITOMY S0nEHE  ObTE  OPEIYCMOTPEMBL HMZHKATOfHBE  VOTPOHCTRE
ERKOPD-nah0  Bags, OBCCNESMMBHENMINE NOOHYY CHIMOAE HPH YOBOBHH SWEOLE  IHAYEHHA
YCTAHOBAEHHOR TEMNEPATYPLL 13 npenensl 3454nMoid AMAAIOHA TEmBEpatyf.
Dlrew peex  choyuaes mamme, OTofikl YNpERAEHHE TEMMERATYPOR  GOVIWECTRIASICE  Edx
BCAEZKTHAE HESCHEHEE TEMIERATYD HI-33 EOHCTPYETHSHOMD WCNONHCH- }'I?'TFH:IFI'L'TB-H. K
H BOROOCTEISC Eﬂfﬁplﬂﬂﬂh GelOIECHOCTH. ¥ EHTIBIHMIEHE FO3M0E BN Th TEIOBRE DOy

44.6 Cywscrayer Gofblidd bepoamHocts paciaccrinunvs o yenosseax HOPMAJTEHOR
PABOTEl npubops. [Moreps surpesateace  pallorocnocolinoctd nocae  paoniecknmane
MOMET OPHBECTH E (OFMOCHRSE ROCHEICTRHAR,

.3 Pasicp mramerpd 100 s HMESK Be HWIHETCE  HUBEELW GUETOPOM, d NPOCTD
CAYMHT And (loisigcHmd Wkane et nosepunodTE, Jhofof maeT w1 ToKOmpoRGIdELE
MATEPHENN GOARIECRD PAIMCPE YIUBASTBOPHET TPEhomammms:.

57.5 &) Tafca wme S CRTaeTd IOCTATONHD HIERHBIME CPeaCTIaMET SOUTHRE I
MeCkisssy [HHHYPOB TTHTAHHWA.

FU00 Npe pafioserm sanpusessns 250 B neperscunoroe toka (tafn XY gas B—o)
BORLY MR Za30p 1.5 Ma o nYTH YIedEd 4 st H POCCTOSHIE CODTRETCTRYEIT CHTYE LIk,
BORHHEIKMUEH apH wsanyaecax §8 3 eB KopoTECA DwteaRboCcTd  (mesee 10 €, raTopuae
ofibimie  susapasorcs  gedelpioiaaropos, (hHEKC W ME  BEAHSMEEL  JDUEHEE GLITh
cofimpaeinid Qowe Lan npeficpos, v eoTopan We oSLERREND IREMTE OF Sodedprisatan

Chegywuaies  obocHosane  ofmouten  tonsxs k. NIPHBOPY ., xovops@d  cuMtaeton
SAHIpEICiEs a7 paipa aedush pEansicae

MPHAONENME MM
{ g e phie |

JOMOMHHTENBHEIE TPEEOBAHHE K TPHEOPAM, OTPAXKAMILLHE
MOTPEEHOCTH IKOHOMHEH CTPAHDI

B rebanue NPEIYCHOTOEH  MEphUSHE NPHMEEENHE OYHETOE rpq,:ﬁ-u:uu.unnﬂ H METaOoDn
HCTESTEHEA 0 IRBHCHMOCTH OF CTAINH MMIHEHHON UMEAL W BHAE WOIATaEHA npnbopos
AN YPEIROMHOIT MOBHTIPHHM REPUHANMIONT JIRICHHS.
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Tabhnrua — Tleptecis NPpHMERENME ITYHETOR TPElORAHWA H WETOLOS WCOBITRMMA
lacynapeTeennonn CTAHEAPTE HA fpebope Ase apeamomnmrn
WOHHTOPHHTE NAPUMANRHONT JARICHHE B IRBHCHMOCTH 07 CTESMM
MEINEHEMNT HELAE HEISErMA H BW0E SCTasTaRei

Parpatiorka | lpramapures: | [lpecu s l::r*“' ﬂp‘m:n- [T s gt s
HIAEIHA MBS WOMESTESHE | WO TR S —— I T T A
=T, 10, =7, 10, f. 2 47, | 4, 6, 7. 10, 4, & 7. 00, 15,
1 3—235, I4—21, 23, | I0, 14=25 | k620, 23, | 17—20, 23.| Z1. 36,

1, I—d5, | 24, Fh=—d3, | F6—d5, 49 | ¥, I6G—AS, | FT—dl 4245, 51,
49, 51, 51, | 49, 51, 51, | 51, 52, 54, | 49, 51, 52, h—50

f4, S6—59 | S6—59 559 H—50

YOK 61584:658.382.3:006.354 OKC 1334030 PO7T OKIT 94 4130

KAKUEBNE CI0BA: HINEARe MEQHUHHCKOS JeKTpHueckoe, Gesonac-
HOCTE, NpRGOP, YPeskoMHNE MOHMTOPHAT, JARJSHHE NAPUHANLHOS

Pegawrop BT (Reyppyna
TexuuuccenA pesaerop B M. Mpycacosa
Koppexrop MO Koathuoea
Koumnwmepyan eepovea B0 DNpuogeeco

Caano 8 mabop 21.01.96. Mogmscano & ievats 20.02.96. Yea. mes. o |,40.
_ ¥on kp-orr. 1,40, Yue-wsg a0 13T rIIIlEI.v:I;EH a1 U322 Haw. 70,
HITK Hasareswcrad cranpapros
107076, Mocers, Kososeinsadh sep., 14
JF Ne 021007 o 00895,
Hafpawo 8 Magaveascra: wa T1IBM
Mreinuan HITK HizateancTed Crapmapron — vHO. “MOcEOsCEHR (éudtink”
Mocesa, Muman nep., 6

FOCT P 50267.23-95, N3genusa meauumHckue anekTpudeckune. Yactb 2. YacTHble TpeGoBaHus 6e3onacHoCTv k npubopam Ansi Ype3KoXKHOro MOHUTOPUHra nap.
Medical electrical equipment. Part 2. Particular requirements for the safety of transcutaneous partial pressure monitoring equipment
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