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Mpemucaosne

Llenu, OCHOBHBIE NPHHUMNBI W TOPAAOK MNPOBECACHWS PabOT MO MEXKIOCYAAPCTBEHHOH
cranaaprusauuu ycranosneHsl TOCT 1.0—92 «MesxkrocynapcrBensas ciucteMa crannaprizanuy. OCHOBHbIC
nonoxeuus» u T[OCT 12—2009 «MexrocynapcTBeHHas cuctema crangaprusamuu.  CraHnapTsl
MCKTOCYJAPCTBEHHBIC, MPABUIA U PEKOMECHAAIMH [0 MEXIOCYAapCTBCHHOH craHmapTtusauuu. Ilpasmma
pa3paboTKH, IPUHATHS, MPUMCHCHHUS, OOHOBICHMS U OTMEHBDY

Ceeaenust 0 cTaHaapTe

1 ITOATOTOBJIEH ®eaepaasHEIM roCyAapCTBEHHBIM YHUTAPHBIM IpeAnpusTHeM «Beepoccuiickuit
HAYYHO-HUCCICAOBATCIBCKAM HMHCTHTYT CTAHAAPTH3AIMH M CepTUQHKAIME B  MAIIMHOCTPOCHHUID)
(BHUMHMALII)

2 BHECEH ®e¢zaepanbHbBIM arcéHTCTBOM IIO TEXHHYECKOMY DETYIHUPOBAHHMIO M METPOJOTHH
(Poccranmapr)

3 [IPUHST Mesxrocy 1apCTBEHHBIM COBETOM II0 CTAHIAPTHU3ALMH, METPOJIOTHH B cepTUdHKam
(mporoxon Ne 41-2012 or 24 mas 2012 r.)

3a npUHATHC CTAHAAPTA TPOTOIOCOBAJIHL:

KpaTKOG HaUMCHOBAHHUC CTPAHBI I1O KO,Z[ CTpaHbI IO COKpaH.[eHHO@ HAUMCHOBAHUC
MK (MCO 3166) 004—97 MK (MCO 3166) HAIMOHAJBHOTO OpraHa

004—97 10 CTAHAAPTH3ALUU

Asepbatimkan AZ Ascranmapt

ApwmeHns AM ApmroccrasaapT

bemapyce BY Toccranaapr Pecryomxu benapycs

Kazaxcran KZ Toccranmapr Pecy6rmxu Kazaxcran

Keiprescran KG Keipreiscranmapr

Monzosa MD MonznoBacTaHaapT

Poccuiickas ®eneparms RU Poccranmapr

Tamxuxucran TJ Tamxukcrannapt

V30exucran Uz Vacranzapr

Ykpauna UA T'ocnotpebeTangapt Y kpanHsl

4 Tlpuxazom @eacpalbHOrO arcHTCTBA MO TCXHHYCCKOMY PErYJIMPOBAHHIO M METPOJOTHH OT
19 aexabps 2012 r. Ne 1932-ct mexrocyaapereennsiii crangapr 'OCT ISO 8836-2012 eeeacH B aciicTBHE B
Ka4eCTBE HAMOHANBHOTO cTanaapra Poccuiickoit ®eneparmu ¢ 1 suBaps 2015 r.

5 Hacrosumumii cranaapr uaeHTHYeH MexayHapoaaoMy cranaapty ISO 8836:1997 Suction catheters
for use in the respiratory tract (Karerepsr aciupanuoHHbIC A1 PSCIHPATOPHOTO TPAKTA).

Crenens coorsercTust — uacHrranas (IDT).

Crangapt noarorosncH Ha ocHoee npumenenus 'OCT P ICO 8836-99

CBCI[CHI/ISI O COOTBCTCTBHHU MCXKITOCYAAPCTBCHHBIX CTAHAAPTOB CCBUIOYHBIM MCKAYHAPOIHBIM
CTaHIAPTaM MPHUBCICHBI B JOTOJHUTEILHOM NpWiIOkKeHHH JIA

6 BBEJIEH BITEPBBIE

Hugpopmayus o 6eedenuu 6 oOelicmeue (npekpawgenuu Oelicmeus) HACMOAWe20 CMAHOAPMA
nybauxyemces 6 yxazamene « Hayuonanonvie cmanoapmut ».

Hugopmayus 06 usmenenusx x Hacmosujemy cmawnoapmy NyOauxyemcs 6 ykazamene
«Hayuonanvuwie cmandapmuly, a mexcm usmeHenuil — 6 ungpopmayuonnvix ykazameaax «Hayuonanvrole
cmanoapmely. B cnyuae nepecmompa unu ommeHvl HACMOAWE20 CMAHOAPMA COOMEEMCMEYIouAasn
urgpopmayus Gydem onybauxoeana 8 ungopmayuorrom ykazamene « Hayuonanvrole cmarnoapmeor »

© Crangaprundopm, 2013

B Poccuiickoii ®eaepauny HacTOAWMI CTaHZAPT HE MOXKET OBITB MOJHOCTBIO HIM YaCTHYHO
BOCTIPOH3BEIEH, THPKHPOBAH H PACIpOCTPaHEH B KauecTBe oduUMaTbHOrO H3ZaHHi Oe3 paspelueHus
®enepanbHOrO areHTCTBA MO TEXHUYECKOMY PETYIHPOBAHHIO H METPOJIOTHH
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Beenenue

Hacrosmmii cranmapTr sBISETCS TPSAMBIM HPHMEHCHHEM MEXIYyHAPOIHOTO
crangapra ISO 883697 «Karerepsl acnupaumoHHsie A PECOHPATOPHOTO TPAKTay,
noxaroropiaeHroro Ilomkomurerom IIK 2 «TpaxeanpHble TpyOkm u apyroe
obopynosanue» Texnmueckoro Kommrera TK 1 MCO 121 «OGopymoBanue mist
AHECTE3NH U MENIINHCKAE THIXaTCIIbHBIC AlapaTh».

Hacroammii  cranmapr  ycTaHaBiauBaeT  TpeOoBaHHS K  KaTeTepaM
aCTIUPAIIMOHHBIM U PECIUPATOPHOro Tpakta. llpm BEIOOpE KaTeTEpOB BaKHOE
3HAUEHWE TPHUIAIOT BHEMIHEMY AHAMETPY, IOCKONBKY OT HErO 3aBHUCHT, MPOMIET JTK
KaTeTep 4epe3 TPaXxealbHyI0 U TPaXCOCTOMHUECKYIO TPYOKH, MOApOOHOE OMHCAHHE
KOTOpbIX mpuBeAeHo B cranmapre ISO 5361 [1]. TpebGoBaHuss K pPE3HMHOBBIM
acMUPALMOHHBIM KaTeTepaM He pacCMaTPUBAIOTCA B HACTOSINEM CTaHIApTE, TaK Kak
9TOT BUJ KaTETEPOB HE HCTIONB3YETCH.

Tabnuna 1 npuBeneHa Ins yka3aHWS LBETOBOTO KOJMPOBAHHSA pa3MepoB
aCTIMpArMOHHEIX kaTeTepoB. COOTBETCTBME pa3MEpPOB OMPEIEICHHBIM I[BETaM,
HEPEUYUCICHHBIM B Tabiuue 1, NMPUHATO MO pe3ynbTaTaM W3Y4YEHHS MNPAKTHKH,
OCYLIECTBIIAEMON M3TOTOBUTEIAIMH KaTeTepoB. IoNBITKH cTaHapTH3AIMA BETOBOTO
KOAMPOBAHHSA Pa3MepoB, HE BOLISAIINX B TaOnuny 1, He npeanpuHUMAaTUCh. TpyOku
TaKHX pPa3MepOB JOIMYyCKAIOTCA TI0 YCMOTPEHHUIO H3TOTOBHTES.

BocnnmamensieMOCTh  aCITHPAIMOHHBIX —KAaTETEpOB, HANpUMEP B  Clydae
UCHOMB30BAHUA  BOCIUIAMEHSIOIIUXCS ~ AHECTETHKOB,  SICKTPOXHUPYPTHUSCKHX
YCTPOHCTB WITH JIa3epoB, ABJIAOIIAsACA oOmenpu3HanHbM daktopoM pucka (ISO/TR

11991 [2]), B HacTOsIIEM CTAaHIAPTE HE PACCMATPHBAETCAL.

v
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MEXKITIOCYAAPCTBEHHBI A CTAHJAAPT

KATETEPBI ACIIMPALIMOHHBIE AJIs1 PECIIMPATOPHOI'O TPAKTA

Suction catheters for use in the respiratory tract

Harta BBeaenns: — 2015-01-01

1 O6macTs npuMeHeHHS

Hacrosmuii cTaHmapT pacnpocTpaHseTcss Ha KaTeTephl, M3TOTOBJICHHBIE U3
IIONIIMEPHBIX MaTepHaiOB M TIPEIHA3HAUCHHBIC UIA ACIHpAlMU B PECIUPATOPHOM
TPAaKTE.

CrneunanpHbie acIMPALMOHHBIC KaTETEPHI, HATPUMep UMeromue 6oliee 0HOTO
KaHajla, HE PAaCCMATPHBAIOTCS B HACTOSIIEM CTAaHIAPTE, KPOME AaCIHPAITMOHHBIX
KaTeTepoB C YIJOBbIM pabounM KoHLOM (Hampumep, katerepsl Coude), koTopbie He
CUHTAIOTCS CIICLIHATIEHBIMH.

TpeGoBaHHA HACTOALLErO CTAHAAPTA SABJIAIOTCA PEKOMEHIYSMBIMH.
2 HopMaTHBHBIE CCHUIKH

B Hacrosiem cTaHaapTe HCMOMB3YIOTCA CCBUIKH Ha CIEAYIOIHE CTAaHAAPTEI:

ISO 10993-1:1997 Biological evaluation of medical devices — Part 1: Evaluation
and testing (Ouenka GHOIOrHYECKOTO ACHCTBHSA MEOMIIMHCKUX wu3menuii. Yacts 1.
OreHKka 1 HCCIIEIOBAHNA)

ISO 11607:1997 Packaging for terminally sterilized medical devices.
(YmaxoBKa [UIs MEIMIMHCKAX W3ASIHH, TOIeKAMUX (GHHUIITHOMN CTePUITH3aIINN)

EN 556:1994  Sterilization of medical devices. Requirements for
terminally-sterilized devices to be labelled «Sterile» (Creprmmsaims MeIUIMHCKAX

n3genuid. TpeOOBaHuUs K MEAULIMHCKUAM M3JEIMAM C MAPKUPOBKOM «CTEPUIBHOY)

N3panue opunuaabHoe
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3 Onpenenennst

B Hacrosmem craHmapTe OPEMEHAIOT — CICAYIOINME  TEPMHHEL C
COOTBETCTBYIOIIUMH OMPEACICHUAMH,

2.1 apanrep: CrennaNbHBIN KOHHEKTOP, MPEAHAZHAYCHHBIN UTA COCAMHCHUA
KOMIIOHEHTOB, SIBIIIOIIMXCS HECOBMECTUMBIMH, B €AMHYI0 (YHKIMOHAIBHYIO
CHCTEMY .

2.2 xounexkTop*: Hacaaka, mpenHasHAueHHAs Ui COSIUHEHHS ABYX U Oojee
KOMITOHEHTOB.

2.3 rmazox*®: BokoBoe OTBepcTHE BONM3M KOHIA KaTeTepa, BBOIMMOTO
MAIUEHTY.

24 npuGopHuerii konen*: Konenm xkaretepa, TpeAHA3HAUCHHBIH UIA
[IOJICOCMHEHNA K HCTOUHHUKY BaKyyMa.

2.5 pabGoumii xonew*: Konen karerepa, MpeIHA3HAUCHHBIA [UIA BBEICHUS
TIAIUEHTY.

2.6 ocraTtounslii Bakyym: OTpHmaresnpHOe AaBleHHe Ha pabouyeM KoHIE
aCIIUPAIMOHHOTO KaTeTepa BO BpeMs CHIDKEHMS JaBIICHWA B  YCTPOICTBeE,
KOHTPOJIUPYIONIEM IABJICHUE.

2.7 ocHOBHas 4YacTh KaTerepa: YacTh karerepa, o0iaaaronmas 0 JHHAKOBEIM
Hapy’KHbIM JUAMETPOM IO BCeil [UTHHE.

2.8 xaTerep acnupaUHOHHBI: ['mOkag TpyOka, TperHA3HAUCHHASA JUIS
BBEJCHHUS B PECIIHPATOPHEIH TPAKT C HEJIBIO H3BJICUCHHS COICPIKAIIXCA B HEM TaCTHI]
BEMIECTBA MyTEM OTCACHIBAHUS.

2.9 koHeuHoe otTBepcrHe. LleHTpansHOE oOTBEepcTHE paboyero KoOHMA
aCTIMPANOHHOTO KaTeTepa.

2.10 nakoneunnk*: Oxonuanue padodyero KOHIA KaTeTepa.

2.11 ycrpoiictBo, KOHTpOoJMpYKIIee Bakyym: CpeactBo KOHTPOJS,
PacIoioKEHHOES HAa KOHIC KaTerepa, MOACOSAMHACMOE K MCTOYHHKY BaKyyMa WA
BOJIM3H HEro, MPEIHA3HAYCHHOE I KOHTPOJIA IMOTOKA BO3AyXa H OTCACHIBAEMOTO

BCILICCTBA.

* TepMHHBI H OTIPEEIIEHHS COOTBCTCTBYIOT IIPUBCACHHBIM B ciioBape [3].



4 HomMuHaILHBIE pa3zMepbl

4.1 O6o3naueHne

T'OCT ISO 88362012

4.1.1 Pa3Mmep acnUpan@OHHBIX KATETEPOB 0003HAYAIOT CIIEAYIOIHM 00pa3oM:

a) HOMHWHAJIBHBIA HAPYXHBIH JUaMETp OCHOBHOM 4YacTH KareTepa — B

MHUJUIAMETPAX; AOTIOJHUTEIEHO MOXKET OBITH BhIpaskeH 1o wkaine [Tlaprepa;

6) HOMWHAIIbHAS JUTAHA OCHOBHOM YaCTH KaTreTepa — B MIJUTHMETPax.

4.1.2 HoMuHanbHbIi HapyXHBIH JHAMETP KaTeTepa MOKHO OIPENCIIUTD,

I0Jb3YsACh NBETOBBIM KOJAOM Ha lTpI/I60pHOM KOHIIC. CooTBeTcTBHE OBETOBOTO KOOa

HOMHHAJILHOMY HApY>KHOMY JHaMETPy TIPUBEACHO B Tabmuie 1.

IIpumeganue

- HpI/IMeHeHI/Ie LUBECTOBBIX KOHOB MJIA HOMHMHAJIBHBIX HAapy>XHBIX

AUAMETPOB, HE YKa3aHHBIX B Ta6nnue 1, JOJDKHO OBITDL YKa3aHO B HOpMaTHUBHbBIX TOKYMEHTax.

Ta6numa 1 —Il[BeToBoE KOOAUPOBAHUE ACTIMPALMOHHBIX KaTETEPOB

HomunanbsHbI Hapy KHBIH

OKBHBAJIEHT IO MIKAJIE

IIBeroBoit ko

IuaMeTp, MM ITapsepa
1,67 5 cepblii
2,0 6 CBETJIO-CEPHIH
2,5 7,5 PO30BHIH
2,67 8 CBeTIIO-Trony60it
3,0 9 OUPIO30BHIit
3,33 10 YepHBIi
4,0 12 Oenbrit
4,67 14 3€IICHBIH
5,0 15 KOPUYHEBEIH
5,33 16 OpaHXEBBIA
6,0 18 KpacHBIH
6,67 20 JKENTHIH
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4.2 OcHOBHBIE pa3MephI

4.2.1 HomuHampHBIHi HApPYXHBIH W MHHUMAIbHBI BHYTPEHHHH IHAMETPHI
aCMUPALHOHHBIX KATETEPOB, MCKIIOUas HAKOHEUYHHWK, JOIDKHBI COOTBETCTBOBAThH
pa3Mepam, yKa3aHHBIM B TabnuIe 2.

II puMeYaHHUueC -— B HaCTOALIEM CTAaHOAPTE NPUMEHACTCA BHECUCTEMHaA CAHUHHLIA
U3MepeHUsl BHELIHEro nuamerpa karerepa — kamubp lapeepa (F); npu stom 3F = 1 mm. s
yI[O6CTBa CpaBHEHHUA HAPYXKXHOrO AUaMeTpa aCnmupallMOHHOIO KaTreTreépa ¢ BHYTPEHHUM OUAMETPOM
TpaxeajbHOHl HIM TPaXeOCTOMHYECKOH TPyOKH, IHAMEeTPhl JOJDKHBI ObITh BBIPAXEHBI B
MUJUTUMETpPAax.

4.2.2 MuHauMabHBIA BHYTPEHHHH JUAMETP HAKOHEYHUKA JOJDKEH OBITh HE
MeHee 90 Y% BHYTpeHHEro MaMeTpa, yKa3aHHOro B Tabmune 2.

4.2.3 JleficTBUTENbHAS JJIMHA KaTETEPA JOJDKHA COOTBETCTBOBATH HAHECEHHOM

Ha HErO MapKHUPOBKE C JOMYCKACMBIMHA OTKJIOHEHUAMH + 5 %.
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Tab6nuua 2 — OcHOBHEIC pa3MepHI ACITHPALIMOHHBIX KaT€TEPOB

Jonyckaemoe
OTKJIOHEHHE
Homunanbheiii OKBHBAJICHT 110 MuHuManbHbI A
HapY»KHOTO
HapYKHBII IIKaJIe BHYTPEHHUHI
JuaMerpa otT
JAAMETP, MM [Tapsepa F v Ch IAAMETP, MM
HOMHHAJIBHOT'O
3HAYCHUSA, MM
1,33 4 +0,1 0,55
1,5 4.5 +0,1 0,7
1,67 5 +0,1 0,8
2 6 +0,1 1,05
2,5 7,5 +0,1 1,45
2,67 8 +0,1 1,5
3 9 +0,15 1,75
3,33 10 +0,15 2
4 12 +0,15 2,45
4,67 14 +0,2 2,95
5 15 +0,2 32
5,33 16 +0,2 34
6 18 +0,2 3,9
6,67 20 +0.2 43

5 Marepuauast

AcnupanuoHHbIe KaTeTephl, IpeIHA3HAYCHHBIC TSI PECIUPATOPHOrO TPAKTa,
HOCJIE TOATOTOBKH K TPUMEHCHHIO, PEKOMEHIOBAHHOW H3TOTOBHTENIEM, OJIKHEI
COOTBETCTBOBATh TPEOOBAHHMAM TECTOB HAa OHOJOTHYECKYIH0 0E30MacHOCTS,
ycraHoBieHHEBIM B ISO 10993-1.

IIpumeuanne — Pekomenayercs, 4roObl OCHOBHas 4YacTb Karerepa Oblia

U3rOTOBJIEHA 3 O€CLIBETHOrO, IPO3PavHOro MIH ITONYIPO3PAYHOro MaTepHaa.
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6 Koncrpyxkumus

6.1 Kanan

BHyTpeHHMIT auaMeTp acIUpPALUOHHOTO KareTepa B JIOOOH TOuke Ha
NPOTSHKEHHH OT MPUOOPHOTO KOHIIA A0 IV1a3ka, Onmkaiiiero k npuOOpHOMY KOHILY,
JIOJDKEH OBITh HE MEHBIIIE BHYTPEHHETO AMAMETPA KATETEPA B MECTE PACIIOIOKECHHS
IJ1a3Ka.

6.2 PaGoumii koHely

6.2.1 AcnmupaliioHHBIH KaTeTep NO/DKEH MMETh KOHEUHOE OTBEPCTHE M HE
MEHEE OJTHOTO TIa3Ka.

Ilpumeuanus

1 Mcmosp3oBaHue KaTeTepa ¢ IIa3KoM (TI1a3kaMi) MOXKET YMEHBIINTD PUCK TPAaBMHPOBAHUS
ManyueHTa BO BpEMA aCIIUpaLivuN.

2 Pasmepsl maska (TNIA3KOB) AOJDKHBI OBITH TAKUMH, Y4TOOBI OHM HE CTaJld MPHYMHON
NEePEKPyIHBaHNUA WA ITOJIOMKH aACMUPAIMOHHOIO KaTeTepa.

6.2.2 Ock pabodero KOHIIA MOXKET HAXOAMUTHCH TMOJ YIIIOM K MPOJOJIbHOM OCH

OCHOBHO# UacTH KareTepa (CM. pUcyHOK 1).
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a) MpuGopHbie KOHLbI

b) Pa6ouue KOHLbI
=B

=

8 9

1 — KOHUYECKUli KOHEIl C BHyTpeHHEl pe3b00ii; 2 — KOHMYECKHiA KOHEL[ ¢ BHYTpeHHEH
pe3b00if; 3 — LMIHHAPUYECKUI KOHEL ¢ BHYTPEHHEH pe3b0oit; 4 — KOHHEKTOP IS
YCTPOHCTBA, KOHTPOJUPYIOLIErO BaKyyM, C BHYTPEHHEN pe3b0oi; 5 — KOHEeLl, UMEIOLIHA
Hapy>KHYIO pe3b0y; 6 — KOHELl, UMEIOLLUI HApYKHYIO pe3b0y; 7 — KOHHEKTOP A
YCTPOMCTBA, KOHTPOJIHUPYIOMIETO BAKYYM, C HAPYIKHOHM pe3b00it; 8§ — HAKOHEUHHK KaTeTepa

C I'Ia3KaMH; 9 — HAKOHEYHHUK KaTteTepa Coude ¢ raaskamu

Pucynoxk 1 — IIpumeps KOHCTPY KLU TPHOOPHBIX KOHLIOB U PaOOYMX KOHLIOB

ACIIMPALMOHHBIX KATETCPOB )14 PCCIUPATOPHOTO TPAKTa

6.3 ITpuGopHbIii KoHel|

6.3.1 TIpubopHEIi KOHEL HOJDKEH OBITE!

a) ¢ BHyTpeHHeH pe3p00#, mpeaHa3HAYeHHOM I8 ajanTepa C HapyKHOU
pe3b00oit Ha 000MX KOHIIAX, CAYXKAIIETro TS MOACOCIMHCHHS K HCTOUHHUKY BaKyyMa,
HMEIOIIETO BHYTPEHHIO Pe3b0y Ha KOHIIE, HiIH

b) ¢ HapykHO# pe3p00oii, IpeaHa3HAUYCHHON IS TOJCOSNMHEHNA K HCTOUHUKY

BAaKyyMa, MMEIOINET0 BHYTPEHHIOI Pe3s0y Ha KOHIE, HIH
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C) C TOCTOAHHO TOJCOSAWHEHHBIM YCTPOWCTBOM KOHTPOJIS BaKyyMa,
HMECIOIIUM Ha KOHIIE HAPYXHYIO MJIM BHYTPEHHIOK Pe3h0y.

6.3.2 IlpubopHble KOHIIBI C BHYTPEHHEHW pPe3b00ii  JOKHBI  OBITH
MOJY)KECTKUMHU WJIM SIIaCTUYHBIMH, KOHHYECKUMH WM IWIHHAPHYECKHUMH (CM.
pucyHOK 1) Ha mpoTsKeHNH He MeHee ueM 20 M.

IIpumeuanune — Eciau acmupanyioHHbIH KaTeTep, MMeOLMii Ha MpHOOPHOM KOHIE
BHYTPEHHIOK) pe3p0y, MpenHasHayeH U1 HCIOJAb30BAaHHMS C€  HCTOYHHKOM  BaKyyMa,
3aKaHYMBAIOLIMMCS BHYTPEHHeH pe3n0oii, To HeoOXoauM afanrtep ¢ Hapys>kHOH pe3bboil Ha obomx
KOHIIaX. MUHIMAaJIbHBIN BHYTPEHHUI JUaMETp ajanTtepa AOJDKEH ObITh HE MEHbIIE MUHUMAJIBHOTO
BHYTPEHHErO AMaMeTpa acCIHMPAaLMOHHOIO KaTeTepa, AJis KOTOPOro OH MpedHa3HayeH. Apjanrep
JOJDKEH TIOMXOAUTDb K BHy TPEHHE!! 3i1acTOMepHOM TpyOKe, MMeroLeii BHYTpeHHUI [uaMeTp 6 MM.

6.3.3 IlpubGopHble KOHIBI, HUMEIOIIHE HAPYXKHYIO pPe3b0y, HOKHBI OBITh
KECTKMMHU WJIM TOMY)KECTKMMH M TIOJXOAWTh K BHYTPEHHEH 3JIaCTHUHOH TpyOKe,
BHYTPEHHUH AWaMeTP KOTOPOH paBeH 6 MM (CM. puCYHOK 1).

IIpumeuanue — HamHoro jnyuiue, ecinu KOHel| C Hapy>KHOH pe3b0Oii BXOAUT BHYTpb
37acTUYHOW TPyOKM ¢ HaMOONBIIHMM BHYTPEHHUM AMAMETPOM, KOTOpas MOXKET IPHMEHSTBCA B
KPUTUYECKNX CUTYAUIX NJIsT OYMCTKU ABIXATCJIbHOI'O My TH.

6.3.4 Ha mnpuOopHBIi KOHEI acCOMPANMOHHOTO KaTeTepa, HWMEIOLIEro
U30THYTHIH paboumii KOHEN, JO/HKHA OBITh HAaHECEHA METKA WJIM JIPYTHM CIOCOO0M

YKa3aHO HaNpaBJICHHE YCTAHOBKH HAKOHEUHHKA.
7 TpeGoBaHHs K IKCILTyaTALHOHHBIM XaPaKTEPHCTHKAM

7.1 Hage:xXxHOCTH KOHCTPYKIHH
Yeunue ans oTAeNeHWs JHO0Or0 KOMIIOHEHTAa, HMMEIOIIEro IOCTOSHHOE
COEIMHEHHUE C KaTETEPOM, ONPEEIIEMOE B COOTBETCTBUH C MPWIOXKEHUEM A, TOJHKHO

OBITh HE MEHEE YKA3aHHOTO B TabJmMIIe 3.
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Tab6numa 3 — MHHAMANTEHOS YCHIHE, HEOOXOAMMOE AN OTHAENCHUS JI000TO

KOMIIOHCHTA, IOCTOAHHO COCTUHCHHOTI'O C KaTCTCPOM

Pasmep (HapyxHblii 1uaMeTp), MM MunuManpHOe ycraue, H
1,33-2,67 5
3-4,67 15
>5 20

7.2 OcHOBHasl 4aCcTh ACHHUPANHOHHOT0 KaTeTepa

Ecau npubopHbIi KOHEL aCIIMPALMOHHOTO KaT€TePa HOACOSAMHEH K HCTOUHUKY
Bakyyma ¢ maeinenmeMm MuHyc 40 kIla (300 MM pr. cr.) B Teuenwe 15 ¢ mpum
temneparype (23 £ 2) °C ¢ mepeKpHTHIM PadoUYNM KOHIIOM, HE JIOJDKHO IPOH30HTH
CoKaTHe Karerepa.

7.3 OcraTouHBIil BAKYYM

Iocnme WCHBITAaHUS ACMMPALMOHHOTO KATeTepa, MOCTOSHHO COEAUHEHHOro C
yCTpo#icTBOM 0cCIablieHHsT BaKyyMma, 10 MPHIIOKCHHIO B, OCTaTOYHEIH BakyyM He

nomker npessiuars 0,33 kI1a (2,5 mm pr. cT.).
8 TpeGoBaHus K CTEPUJILHBIM ACMHPALHOHHBIM KaTeTepaM

8.1 I'apaHTHA CTePHUIBLHOCTH

AcnmpanoHHbIe KaTeTepsl, nMetorue MapkupoBky « CTEPUIJIBHO, nomxHBI
cootBercTBOBaTh TpedoBammam 4.1 EN 556.

8.2 YnakoBKa CTepHJIbHBIX ACMHPAMMOHHBIX KATETEPOB

82.1 Kaxmelli acnmHpanMOHHBIM — KareTep, WMEIONHMHA  MapKUPOBKY
«CTEPUJIBHOY, nomken ObITh MOMELIEH B MHIUBUAYAJIbHYIO YIIAKOBKY.

8.2.2 VYmakoBKa OOJDKHA CJIYXKHTh HAISXKHOW 3aIUTON OT TMPOHUKHOBEHUS
MHKPOOPraHU3MOB M YaCTUYHOI'0 MaTepuaja B coorBercrBuu ¢ ISO 11607,

8.2.3 VYmakoBka J0JDKHA MO3BONATH W3BIEKATh KaTeTep, HE 3arps3HAA €ro;
€CJIM YIIaKOBKY 3aKPBIBAIOT MOBTOPHO, JOJDKHO OBITh BUAHO, YTO PaHEE OHA yiKe ObLIa

OTKPBITA.
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8.2.4 VuauBuayanbHble YHOaKOBKM MAOKHBL OBITH yMAKOBAHBI B  Tapy,

IIPEAHA3HAYESHHYIO JUT XPAHEHUS W TPAHCIOPTHPOBKH aCITUPAIMOHHBIX KATETEPOB.
9 MapkupoBKa

IIpumeyanue — MapkupoBka acIIUPALMOHHBIX KaTETEPOB, YIIAKOBOK, JOKY MEHTALIMH 1
uHpOpMALNH, [TOCTABIAEMBIX U3TOTOBUTENEM, NOJIKHA COOTBETCTBOBATL EN 1041 [4].

9.1 MapkupoBKa acCIHPAIMOHHBIX KATETEPOB

9.1.1 Ha acnmpanuvoHHble KaTeTepbl, HE WMEIOLME WHAUBHIYATHHOMN
YTIAKOBKHY, JOJDKHA OBITh HaHECEHa MAPKUPOBKA HOMMHAJIBHOTO HAPYXKHOTO AHAMETPA
B cooTBeTCTBUHM ¢ 4.1,

9.1.2 Ha acriupanmoHHBIE KaTeTEPhl, HMEIOIIUE HHINBHIYAIBHYIO YIIAKOBKY,
JOIDKHAa OBITh HAaHECCHA MapKUPOBKA HOMHHAJIBHOTO HAPYXXHOTO JAHAMETPA B
MuMerpax win no wkaie [lapeepa (em. 4.1).

Npumeuanne — dKenarenpHo, 4TOOBI HAa ACHHPALMOHHBIX KaTETepPax MEHBLINX
AUAMETPOB, NIPEAHAZHAYECHHBIX Ul NEAUATPUH, 651.]'[0 TAKX€ YKa3aHO pacCTOAHHE OT pa6oqer0 a0
HpHUOOPHOro KOHLIA B CAHTUMETPAX MM UX JOJLIX.

9.2 HcnoJb30BaHHE CHMBOJIOB

[Ipn MapkupoOBKE AacHHMPAlMOHHEIX KaTeTepoB mo 9.3, 9.4 ucCmoms3yioT
CHMBOITHI, YKa3aHHEIE B [5], [6].

9.3 MapkupoBKa HHAMBHAYAJILHBIX YIIAKOBOK

MapkupoBKa WHAUBHAYTHHBIX YIAKOBOK JOJDKHA BKIFOYATH!

a) HAaMMEHOBAHWE W3JIEIIHS,

b) pasmep acnmmpamroHHOTO KaTeTepa B cooTBeTcTBHY € 4.1.1, Hampumep 6 MM
(18F) x 500 m™m wm 6 mm (18Ch) x 500 mm;

C) HAaUMEHOBAHWE W/HITA TOPTOBYIO MapKy NMPEATPUSTHS-H3TOTOBUTEIS,

d) HOMep maprHu.
IIpumeuanue —PexoMeHnyeTcs yKa3elBaTh CPOK FOJHOCTH KaTeTepa;
e) cnoBo « CTEPUJIBHO» — i CTEpHITFHBIX aCHPAIMOHHEIX KATETEPOB.

I1 puMedYyaHue — PeKOMeH,I[yeTCﬂ YKa3bIBaTb METOl CTEPUITM3ALINH,

10
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f) cmoBa «OOHOKPATHOTO MPUMEHEHHS» — IS ACHHUPALMOHHBIX KAaTeTepOB,
HCTIONB3YEMbIX OJHOKPATHO.

9.4 MapkupoBka Tapsl, npeIHA3HAYeHHO hi ) | XpaHeHus
ACMHPALHOHHBIX KATETEPOB, H TPAHCIIOPTHOI TapbI

MapkupoBka Taphl, MPSIHA3HAUYCHHOM Ui XPAHCHUS M TPAHCIIOPTHPOBKH,
JIOJKHA BKJIKOYATh!

a) HaNMCHOBAHHE M3IEIIHS,

b) pasmep acnupaunoHHOro Karerepa B cootserctsuu ¢ 4.1.1, Hanmpumep 6 MM
(18F) x 500 mm nmm 6 MM (18Ch) x 500 mMm;

€) HaWMCHOBAHHE WIH TOPTOBYIO MapKy M aJpec MPENpPUsITHS-H3TOTOBUTEIIS,

d) HOMEp mapTuu.

IIpuMeyanue —PekoMeHnyercs ykasblBaThb CPOK FOAHOCTH KaTeTepa,

e) cioBo «CTEPUJIBHO» — st CTEPHIIBHBIX aCUPANMOHHBIX KATETEPOB.
IIpumegyanune —PexoMeHAyeTcs yka3blBaTh METO/ CTEPHIM3ALMY,

f) mHCTpYKIMIO TO oOuMcTKe W NSSMHGACKIMH WIM  CTEPUIM3AlUH
ACTTUPAITMOHHBIX  KaTe€TePOB, HCIOAb3YEMbIX MHOIOKPATHO. MHCTPYKIHIO 1O
MOJArOTOBKE K MPUMEHEHHIO KATETEPOB, OCTABISIEMBIX HECTEPUITEHBIMHU,

g) CJIoBa «OJHOKPATHOI'O IMPUMEHEHMS» — IS aclUPALUOHHBIX KaTETEPOB,

HCITIOJIB3YECMBIX OJHOKPATHO.

11
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IIpunoxkenue A

(o0s13aTesIbHOE)

HcnbiTaHue HAAEKHOCTH KOHCTPYKIIHH

A.1 OcHoBHOe TpeboBaHHE

HanesxHocTh  KpEIUICHHS KOMIIOHEHTOB, IIOCTOSHHO TPHKPEIUICHHBIX K
ACMHUPALOHHOMY KaTeTepy, MPOBEPSIOT MPUKIIAIBIBAA K UCIIHITYEMOMY KOMIIOHEHTY
OCEBYIO OT/IETISOIIYIO CHITY.

A.2 OdopynoBanue

A2.1 CpencrBa KOHIAWLMOHUPOBAHHS AaCNHUPALMOHHOIO KareTepa IIpu
temmeparype (23 + 2) °C u ortHocutenmbHOH BrnaxkHocTH (50 = 20) %,
obecreunBarolie NPOBECHHE HCIIBITAHUH IPH 3THX )K€ yCIOBHAX.

A.2.2 Cpeacrea jyist OTIETEHHS KOMIIOHEHTOB Karerepa IPH WCHBITaHUAX CO
ckopocthio (200 + 20) MM/MEH, 00eCTIEUNBAIOIIHE ONIPEACICHUE OCEBOH OTASIAIOLIEH
CHUTHI.

A.3 MeTtox ucnibITAHHS

A.3.1 AcrmpanioHHBIH KaTeTep CHavaja BBIACP)KUBAIOT IPU TEMIEpaType
Bosayxa (23 + 2) °C u otHocutensHo# Braxuocta (50 + 20) % B Teuenue 1 4, a 3arem
TIPY 3THX K€ YCIOBHSIX MPOBOJAT HCTIBITAHKE.

A.3.2 Oraensior UCIBITYEMBIH KOMIIOHEHT OT Karerepa co ckopocThio (200 +
20) MM/MHH B OIPECNSIOT, OTAEIUICS JIA KOMIOHEHT OT KareTrepa A0 AOCTHKECHHA
COOTBETCTBYIOIIET0 MHHUMAJIBHOTO YCHITUS, YKa3aHHOTO B Tabmmie 3.

A4 Pe3yabTaThl HCNIBITAHUS

Peructpupyior 3Ha4eHHe YCHIHS, IPH KOTOPOM KOMIOHEHT OTCOEAUHSAETCA OT

ACUPAITAOHHOI O KaTreTepa.
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IIpunoxenue B

(obm3aTesIbHOE)

HN3mepenne 0CcTaTOYHOT0 BAKYyMa

B.1 OcHoBHoe TpeGoBaHHE

DddexTrBHOCTD PAOOTHI YCTPONCTBA KOHTPOJIS BAKYYMa, SBJISIONICTOCT TAKKE
CPEICTBOM /IS CHIDKEHHS BaKyyMa Ha paboueM KOHLIE, TPOBEPSIOT IIyTeM H3MEPEHHA
OCTATOYHOTO BaKyyMa Ha HAKOHCUHHMKE ACIMHPAMOHHOTO KaTeTepa MPH YCTaHOBKE
YCTPOIiCTBA KOHTPOJIA B TOJIOKCHHE OCJIA0NEHHs BaKyyMa IIPH acIHpaLH uepes
npuOOPHEIH KOHEII KaTeTepa.

B.2 O6opyaoBanue

B.2.1 PacxomoMep €O CKOPOCTBIO M3MepeHHs moToka 30 JI/MHH ¢ TOYHOCTHIO
u3Mepenus = 5 % u conpotusiieHrHeM NoToky metee yem 0,1 kIla mpu 30 n/MuH.

B.2.2 BakyyMHEIH HacoC ¢ peryaHpyeMbIM BaKyyMOM.

B.2.3 Manomerp ¢ Tounoctbio u3mepenus + 0,01 kIla (0,1 cM Boz. cT.).

B.3 MeToa ncnbITaHHS

B.3.1 CobupatoT cxemy wncmbiTanus coriacHo pucynky B.l. Pacxomomep
[IOICOE TUHSIOT K BBIXO/ly BAKYYMHOI'O Hacoca, 00eCIeunBas BO3lyXOHETIPOHUIIAEMOE
(repMeTHYHOE) COeANHEHNE KaTeTepa i MaHOMETPa.

B.3.2 YcrpolcTBO, KOHTPONIMPYIONIEE BaKyyM, YCTAaHABIMBAIOT B IIOJIOJKEHUE
ocnabieHus.

B.3.3 BrimoyaroT BaKyyMHBIH HAacOC W PETYJIHPYIOT TIpHIaraeMblil BaKyyM 10
TeX Iop, MOKA Ha pacxogoMepe He nosiBurcs naauKanust 30 Ji/MuH.

B.4 Pe3yabTaThl HCHIBITAHUS

OcTarouHbIil BAKYYM BBIPQXKAIOT B KWJIOMACKAIAX, KaK YKa3aHO HA MAHOMETPE.
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LA
U
L] X

1 — pacxomomep, 2 — BakyyMHBEIH Hacoc, 3 — acHMpPAaIMOHHEIA KaTeTep ¢

YCTPOHCTBOM, KOHTPOJIMPYIOIIMUM BaKyyM; 4 — MAHOMETP

Pucynok B.1 — CxeMa ucnbiTaHus OCTaTOUHOTO BaKyyMa
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Ipunoxenne C

(ctipaBouHOE)

PykoBoacTBO MO BHIOGOPY KOHCTPYKIIHH H MAaTEPHAIOB

C.1 BHyTpeHHSs TNOBEPXHOCTh ACMUPALMOHHOIO KareTepa MO/KHA ObITh
TNIaaKoH, 0e3 KaKuX-JT00 HEPOBHOCTEH.

C.2 BHemHsAs NOBEPXHOCTh ACHUPALMOHHOIO KAaTeTepa HE NOJDKHA HUMETh
KaKkux-TH00 0COOEHHOCTEH, PETATCTBYOMIMX €T0 CBOOOTHOMY HIPOXOXKIECHHIO Yepes
BCC THUIBI INIACTHKOBBIX, PE3MHOBBIX W METANTMYCCKUX OpPO- U Ha30TPaxCalIbHBIX
TPYyOOK, TPAXEOCTOMUIESCKUX TPYOOK M COOTBETCTBYIOIINX KOHHEKTOPOB.

BHermHss IOBEPXHOCTh KaTeTepa AODKHA OBITE 00paboTaHa TakmM 00pazoM,
YTOOBI YMEHBIIUTH [TOBEPXHOCTHOE CONPOTUBIICHHE.

C.3 Hakoneunuwk pabouero KOHIA acTIMPALMOHHOIO KaTeTepa JOJUKEH ObITh
3aKPYIJICH.

C.4 Kpasi T1a3k0B M KOHEUHOE OTBEPCTHUE aCIMPALMOHHOIO KaTeTepa JAOIKHBI
OBITH ITAAKUMHU U 6e3 OCTPHIX Kpaes.

C.5 THcnome3yeMble Marepdalisl [JOJDKHBI  IO3BOIATH  HU3TOTOBJICHHE
ACMHPALMOHHEIX KAaTETEPOB ¢ CaMOi TOHKO# CTEHKO#, Kakas BO3MOXKHA, HO KOTOpas
00agaeT yCTOHUHBOCTHIO K MPOAOIBHOMY H3THOY M HEPEKPYIHBAHHIO.

C.6 AcnHpanMOHHBIE KATETEPHI B YCIIOBHAX OOBIYHOTO MPUMEHEHHUS JOJIKHBI
OBITH YCTOHWYHBBI K paspyLIAlONIEMy ACHCTBHIO TApOB M Ta30B, HCIOJb3YEMBIX B

Ka4€CTBC aHCCTCTHKOB.
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[4]

(5]

(6]
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ISO 5361

ISO/TR 11991:1995

ISO 4135:1995

EN 1041:1995

ISO 7000:1989

Bubamorpadus

Anaesthetic and respiratory equipment — Tracheal
tubes and connectors (OOopymoBanme JUIA
AHECTE3MH W MEAMLUHCKHE  JIbIXaTelIbHbIE
anmnaparsl. TpaxeanbHbIe TpyOKH "
COCIMHHUTEIIbHBIC JICMEHTHI )
Guidance on airway management during laser
surgery of upper airway (PykxoBomcTtso mo
KOHTPOJIIO  JIBIXaTeIBHOTO MYTH BO  BpeMs
JIa3€PHON XHPYPrudYeCcKoil Omepamiy BEPXHETO
JIBIXaTEIbHOTO MyTH)
Anaesthesiology — Vocabulary (ArecTe3nonorus.
CroBaps)
Information supplied by the manufacturer with
medical devices (Uudopmarnys,
MOATOTABIUBAEMAs H3rOTOBUTENEM,
COTIPOBOXKIAIOIIAS MEAUIIMHCKHE TIPHOOPHI)
Graphical symbols for use on equipment; index and
synopsis (T'padprueckue CHMBOJIHL,
IpeIHasHaYeHHbIE 1711 000Py 10BaHUsL. YKa3aTenn

M KPaTKHH 0YepK)

EN 980:1996 Graphical symbols for use in the labelling of medical

devices (CumBomsl rpadmyeckne s MapKHPOBKH

MEIUIMHCKIX TTPOITYKTOB)



Hpuioxenue 1A

(cipaBouHoe)

roCT ISO 88362012

CBelleHl/lﬂ 0 COOTBCTCTBHHU MECKIOCYJAPCTBCHHBIX CTAHAAPTOB

CCBIUIOYHBIM MCKAYHAPOAHLIM CTaHAAPTAM

Tab6nuuma JA.1

O0o3Hauenue 1 O06o3HaueHue u CreneHb O603Hauenue u
HAaNMEHOBAHUE HauMEHOBaHHUE COOTBETCTBUSA HAaHNMEHOBaHHE
CCBIJIOYHOIO MEKIYyHaApOIHOTO MEXTOCY JAPCTBEHHOTO
MEK Ty HAPOTHOTO CTaHmapTa APyToro roma CcTaHmapTa
CTaHmapTa HA30AHUS
ISO 10993-1:1997 Onenka | ISO 10993-1:2003 IDT I'OCT 1SO
ouonoruueckoro aeiicreua | OueHka OMONIOrMYECKOro 10993-1—2011 Usnenus
METUITMHCKUX HU3JIEITHI. JEUCTBUS MeTUITMHCKMX MenuiuHckue. OneHka
Yacte 1. Onenka u n3nenuid. Yacto 1. OHOJIOrHYECKOT0
HCCIIEIOBAHMS OneHka 1 UCCien0BaHusA IEHCTBUS MEIUI[HHCKHX
n3genui. Yacrs 1.
O1eHKa U UCCIENOBAHUS
(ISO 10993-1:2003,
IDT)
ISO 11607:1997 YnakoBka - IDT I'OCT ISO 11607-2011
IUIST MEIUIIMHCKUX VYnakoBka 1ist
U3AEIUHA, TTOMIeKALHX MEIHMLIMHCKHUX M3ENNIA,
(UHUIIHON CTEPUIH3aLIUN MOIEKAIIHX
(buHHULIHOM
crepunusauuu. O6mue
TpeOOBaHHS
EN 556:1994 EN 556-1:2001 IDT T'OCT EN 556-1-2011
Crepunuzauus Crepunuzauus Crepunuzanus

METULIMHCKHX H3JeHH.
TpeGoBanus k
MEIHUILMHCKUM H3AEJIHUIM C
MapKHPOBKOI
«CTEPUIIBHO»

METMLIMHCKUX U3EJIUH.
TpeboBaHus k
MEIULMHCKIM H3AETHAM
KaTeropuu
"crepunbHbie”. YacTs 1.
TpeboBanus K
CTepUIN3aLUN
YNaKOBaHHBIX
MEIUIMHCKUX U3IENHii

MEAULUHCKUX U3IEHIA
TpeboBanus
MEIULIMHCKUM HU3JeNIUsIM
KaTeropuu
«crepuibHbie». Yacts 1.
TpeboBanus k
MEIULIMHCKUM
U3IeHAM, NOIeKAIUM
(uHULTHOT
CTepIIU3aLUU

(EN 556-1:2001, IDT)

IIpumeyanue -

B HacrosilieM CTaHAapTe HCIOJNB30BAHO CIEAYIOIIEE YCIOBHOE
0003HaueHHE CTENIEHH COOTBETCTBHS CTAHIAPTA:
- IDT — uneHTUYHbIE CTAHIAPTHL
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