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lHpeancinene

Lean, oOcHOBHBE OPHHUMOL B ODOPEO0K  OpoRedcHHE  pador 00 MEEToCyIapCreciHoi
CTAHAAPTHIALHE yeranosiensl FOCT 1.0—92 «hMemrocy apcTaeHHas CHOTEM A CTaHIApTHIALMH. DCHOBHBLE
noaomednss 1 DOCT  L2-2009  aMekrocy 1aporeciiad  cHCTEMa  craniaprisaumni.  Craniapis
MEMIOCYIAPCTECHHBIE, MPABILUIA H PEKOMEHIANEA [0 MesrocyapeTeeHdoll cranmaprysaniy. Tpasiia
PAIPAGOTEN, NPAHATHE, TPHMEHEHHA, ODHOBIZHHE H OTMEHER
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2 BHECEN dejepaisibid AreHTCTBOM 00 TEXHHUECKOMY  PEryvIMPOBIHKE 1f METPOIOTHH
{Poccranpapr)

FTMPHIAT Mesrocy1apcTBeHHbIM COBSTORM 00 CTAHARPTHIALMH, METPMIOMNH B CepTidmeaumi
{nporowon Noe 41-2012 or 24 man 2012 1)

Fa NPHHATHE CTAHTAPTA NPOTOI0EORATH:

Eparioe HanMeHOBIHHE CTPaHE! 10 K crpanel no COKPALEHHGE HAHMeHOBAHHE
MK THCO 31667 00497 M (HCD 3166 HALHOHEALHOTD OpraHE

00457 (0 CTAHIAPTHIALHN

Acepiadimman AL AICTANIAPT

ApseHi A ApMroccTanapt

Benapyck BY loceranmapr Pecnybingn bemapyck

Kamaxcrau K Noccrananpr Pecnviinks Kasaxcran

Kuipreicran K Kripreacranjapt

Mounposa MD Monaopacraniapt

Poccuiicras @enepauma RLJ Poccrangapr

TaamukicTan Tl TamsmumkcTanmapT

YaberHCTad UZ WacTasaap

W KN Ha 1A INocnorpedcraniapT YEpaHHil

4 Ipukatos PefepaicHOre aredTcTea 00 TEXHHYECKOMY  Perylipoeani 0 METPOTOTHE OT
19 newadpa 2002 ¢ Ne [932-cr mesirocy tapereeutail crangapt DNOCT 150 BR36-2012 ppened & eficTene o
KAHECTHE HALHOHANEMOrD cTanaapTa Poceniickoll @enepaunn ¢ | sueaps 2015 1.

5 Hactoalnil cra apT HASHTIYEH MERIVHAPOAHOMY cTanaapTy [0 BR36: 1997 Suction catheters
for use in the respiratory tract (Katereps acnipaiiaoHHee 108 pecniparopHor TpaETa).

Creness cooTreTCTEHA — doenTynas (IDT).

Cranmapt noaroroaned Ha ocuose opisededdd FOCT P HCO BR36-99

Corelendd o CcOOTBETCTENM  MEKMOCYIAPCTECHHEIN  CTAHIAPTOR CCbUIOMHBIM - MEH Y Ha P IHBIM
CTAHAAPTAM MPHESIEHEL B AOMOMHITEBHOM Opiioenin 1A
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a0 Crangaprandopa, 2013

B Poconiickoll Derepauny HacToRmnf CTRHIZPT He MOMET ORTh NOUHOCTEI) WIH  4ACTHHHO
BOCOPOHIBSIEH, THMMUPOBAH | PACOPOCTPaHeH 8 KadecTee OfUILHATEHOMD WiJaEHE 023 paapeiuesHis
PeaepalEHOre ATSHTCTE 0 TEXHHYECKOMY PEryIHPOBIHITD H METPOI00HH
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Becacuue

Hacroawuii crangapT ABMASTCA NPAMBEIM [PHMEHEHHEM MEXKIVHAPOIHOTO
cradaapra IS0 883697 «Karerepsl acnupalHOHHEIE 104 PECOHPATOPHOTD TPAKTa»,
nojarorosneHdHoro  [loakomurerom [IK 2 «Tpaxeansnsle TpyOkM wu  apyroe
obopynoeander Texuuueckoro Kommurera TK | HCO 121 «Obopynoepanue ans
AHECTEIMH M MEIHUUMHCKHE IBIXNATENLHEIC ANMapaTeis.

Hactoawwmii  cradaapt  ycTaHaelIxBaeT  TpeDoBaHHA K KaTeTepaM
ACHHPALHOHHEIM 178 pecnuparopHoro tpaxta. [IpH BeiDOpe KaTeTepoBR BaKHOE
IHAMEHHE TIPHAAIDT BHEWIHEMY AMAMETPY, NOCKOABKY OT HErD 3aBHCHT, NPOiIer aH
KATETep Hepe’ TPAXEealbHYI0 M TPAXeOoCTOMHYECKYH TPpYOKH, noapodHoe onucaHue
KOTOpeIX npueeieHo B crapgapre [S0 3361 [1]. Tpebopanus K pe3MHOBBIM
ACHHPALHOHHEIM KATETEPAM HE PACCMATPHBAKTCA B HACTOMALIEM CTAHIAPTE, TAK KAK
ITOT BH KATETEPOR HE HCMOIBIYETCH.

Tabnuua | npueeieHa ANA YKA3AHHA UBETOBOID KOJHPOBAHMS PasMEpoR
ACHHPALHOHHEIX  KaTteTepolR. COOTBETCTBHE PaIMEpOBR  ONpeacicHHBIM  UBETAM,
nepeuucieHHeIM B Tadbauue |, NpHHATO N0 Pe3yILTATAM HIVUEHHA [IPAKTHKH,
OCYUIECTRIAEMOH H3roTOBHTENAMH KaTeTepor. [lonbiTKH CTAHIAPTHIAIMH LIEETOBOTO
KO/HPOBAHHA PAIMEpoB, He Bolle uuX B Tabnuuy |, He npeanpuHaManuce. TpyOxu
TAKHX PaIMEPOB JOMYCKAKTCH [0 YCMOTPEHHKD HATOTORHTEA.

BocnnameHseMoCcTs  acnHpALHOHHEIX  KATETEPOB, HanpuMep B cayuyae
HCMOJNBI0BAHWA  BOCIJIAMEHAKIIINUXCA  AHECTETHKOR,  WICKTPOXHPYPrHYECKHX
YCTPOHCTE WM Na3epor, ABIAKOMALCA odienpriHanHeiM daxkTopom packa (ISO/TR

11991 [2]). B HACTOAIEM CTAHAAPTE HE PACCMATPHBAETCA.
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MEKTOCYIAPCTBEHHBH CTAHJIAPT

KATETEPBLI ACIHPAUHOHHBIE 11 PECITHPATOPHOT O TPAKTA

Suction catheters for use in the respiratory tract

data seetenns - 2015-01-01

1 ObaacTk IPpHMCHEHHA

HacToauuil cTanaapt pacnpocTPaHAeTcs HA KaTeTepbl, M3rOTOBJIEHHBIE H3
MNOJAHMEPHBIX MATEPHANOB M NPEJHAZHAMCHHBIC A8 ACNMpPaliH B PEeCnHPATOPHOM
TPAaKTE.

CreuHanbHele aCHHPALHOHHEIE KATETEPEl, HANPUMep HMermKe fonee 0JHOTO
KaHana, He PaccMaTpHBAKOTCA B HACTOALIEM CTAHOAPTE, KpOMe AcnHpalHOHHBIX
KATETEPOB ¢ YIIOBRIM padouuM KOHUOM (Hanpusep, katerepsl Coude), koTopele He
CHHTAOTCA CHIEUHATBHBIMH.

TpebopaHus HACTOALIETO CTAHAAPTA ABNATCH PEKOMEHYEMBIMH.
2 HopMaTHBHEBIC CCLLIKH

B HacTosaumeM cTaHIapTe HCNONL3VIOTCA CCBUIKH Ha CAeIYIOIHE CTAHIAPThL:

[SO 10993-1:1997 Biological evaluation of medical devices — Part |: Evaluation
and testing {(OueHka OHONOTHMECKOro ACHCTBHA MeIMUHHCKHX wigenuid., Hacte 1.
OueHka H HCCIIeOBAHHA )

SO 11607:1997 Packaging for terminally sterilized medical devices.
(Y nakoBka 118 ME@IHUHHCKHX H3JeNHH, noanexaunx I HHHIIHOH CTEpHIH3ALHH )

EN  5536:1994 Stenthization  of medical dewvices. Requirements for
terminally-sterilized devices to be labelled «Steriles (Crepunuzaius MeIHLIHHCKHX

Hiaenui. TpebopaHua K MEIHIHHCKHM HIAENHAM C MAPKHPOBKOH «CTEPHILHOR )

Hizanue opuunansuoc
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3 OnpeneacHus

B HacToamem  craHgapTe  NPUMEHAT  CHSAVIOWIHE  TEPMHHEL ¢
COOTBETCTEYHIHMH OIpeeIeHHAMH.

2.1 ananrep: CnennalkHelil KOHHEKTOP, NPeIHAIHAMEHHBIT A8 COSTHHEHHA
KOMIIOHEHTOB, ABIAKMIMXCA HECOBMECTHMBIMH, B EIHHYK (VHKUHOHANBHYIO
CHCTEMY.

2.2 kouunextop®: Hacaaka, npegHazHaueHHAA 108 COSAHHEHHA IBYX M DOnce
KOMIIOHEHTOB.

2.3 raazor™. boxkopoe oTBepcTHe BOMHIM  KOHUA KaTeTepa, BEOIHMOIO
MauHeHTy.

24 npubopubtii  woden®: Kowueny karetepa, npeiHazHAYEHHBIA 418
MOACOEIHHEHHA K HCTOMHHKY BAKYYMA.

2.5 padoumii woweu™: KoHel kareTepa, NpeIHAIHAYMEHHEIH 114 BBEIACHHH
MauMeHTy.

2.6 ocrarouHbli BarkyyM: OTpHUATENBHOE [JABISHHE Ha pabovem KOHLUE
ACHHPALMOHHOIO  KATETEpa B0 BpPEeMs CHHMKEHHA JaBIeHHA B YCTpoiicTee,
KOHTPOIHPYIOUIEM JaBISHHE.

2.7 ocHoBHAR 4acTh KaTerepa: Yacrs katerepa, odaagawiuas 01HHAKOBEIM
HAPYAHHBIM THAMETPOM 10 BCEH IIHHE.

2.8 Karerep acnHpauHoHHBIE: [wudOkasn TpyOKa, npeaHazHaAYeHHAad N8
BEEICHHA B PECIIHPATOPHLIH TPAKT € LENLE HIBICHEHHA COEPKAIHXCA B HEM YaCTHIL
BEILECTRA NYTEM OTCACKIBAHHA.

2.9 godHevHoe oteeperHe: lleHTpaneHoe oTeepcTHe padouero  KOHLA

ACTTHPAUHOHHODO KaTeTSa.

]

A0 pakoweunur™: Oxkonuanue pabouero KOHUA KaTeTepa.

[}

A1l yerpoiicTeo, wKoHTpoaupywuiee BakyvyvMm: CCpeiacTeo  KOHTpOIA,
PACMONOMEHHOE HA KOHLE KATETepa, NOJACOeIMHAEMOE K HCTOMHMKY BAKYVMa HIH
BOIM3N Hero, NpejHaHAUMEHHOE 1718 KOHTPONA [NOTOKA BO3IYNA H OTCACHIBAEMOTO

BCLECTHL.

* TepstiHsl o OOpeICICHENE CODTRCTCTEYHIT EPHBCICHHKY & caosape [3].
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4 HoMHHAALHBIC PATMEPDI

4.1 Oboznauenue

4.1.1 Pasmep acnupauMOHHEIX KATETEPOR 0DOIHAYAT CACAYIOIIHM 0DpazomM:

a) HOMHHAILHEIH Hapy#HBIH AHAMETp OCHOBHOH YacTH KaTeTepa — B
MHJTIHMETPAX ] JONOTHHTENRHO MOMKET DEITE BRpakeH no wkane aprwepa;

0} HOMHHAILHAA AIHHA OCHOBHOM 4acTH KaTeTepa — B MUUTHMET pax.

4.1.2 HomuHalbHBIH HapyKHBIH JHAMETP KATETEPa MOMHO ONPEACIHTh,
MOAL3YACE LBETOBEIM KOJOM Ha npubopHoM kKodue. COOTBETCTEHE LBETOBOIO KO/1A
HOMHHAJIBHOMY HAPYKHOMY AHAMETPY NpHBeacHo B Tabnuue 1.

I pPRHMERTANHC ]_.l|.‘.lll?r!ll:[il.fllllli.‘ UBCTOBLIY KOIOB A8 HOMHOLILHBIX  HEpyacHex

AHAMETPOB, HE YEATAHIILX B Tabauue |, 1oamno OLITE VEQZAND B AOPMATHBHEIN JOKYMEHTAN.

Tadbnwuwua | — Heetoroe KOAHPORAHUE ACNHPAIHOHHBIX KATETEPOR

HoMHHANBHEIH HAPYEHBIH | DKBHBAIEHT MO WIKANE
LHeeToroil ko
AHAMETP, MM llapeepa
1.67 5 Cepbli
2.0 f CBETI0-CEpPhIi
2.5 7.5 PO30BLIIT
2.67 ] CBETI0-roay 0o
3.0 9 OUPHIZ0BLIIT
3.33 10 YEePHBILIH
4.0 12 ekl
4.67 14 IeIeHBIH
5.0 15 KOPHYHEBLI
5,33 16 OPAHMEBbIH
6.0 1% KpPacHBIH
6,67 20 HENTHI
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4.2 OcHOBHLIC pa3IMEphI

4.2.1 HoMmHHaNbHBLIH HAPYAHBIH H MHHHUMANbHBIA BHYTPEHHHH IHaMETpb
ACHHPALHOHHEIX KATETEPOB, MCEIKYAad HAKOHEYHHEK, [A0I#HB COOTBETCTROBATH
pasMepaM, YKa3laHHeIM B Tabauue 2.

I puMEenane - B HACTOAIEM CTaHIapTe NMPHMEHAMETCd BHECHCTEMIAA €AHNIHIOA
HIMEPEHHA BHEWNEro AnaMeTpa katerepa — kanndp Wapeepa (F); npu arom 3F = | sy Jns
}-’,'J_ﬂﬁl.'.‘TI!El CPaBiciiEg HapyIKnora JHakMeTRdE acnHpalioHinoro kEaTeTepa © BIYTRCHINEM AnaMeTpoM
TPANEANLHOH  HIH  TPAxeoCTOMHYSCKOH  TPYOKM, JHAMETPL  J0M#KHE  OLITL  BLPaXeHLl B
MEJUTHMETPAax .

4.2.2 MunumaneHeli BHYTPEHHHH 1HAMETP HAKOHEYHHKA A0JIMEH OBITH HE
meHee 90 %% BHYTPEHHErO AHaMETpa, YKA3aHHOrO B Tabauue 2.

4.2.3 JelicTeHTenbHAA AHHA KaTeTepa A0JI#KHA COOTBETCTEOBATE HAHECEHHOH

HA HEF0 MAPKHPOBKE ¢ JONYCKAEMBIMH OTKIOHEHHAMHA + 5 %5,
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Tabnuua 2 — OcHOBHBIE pa3Meph] ACOHPALHOHHEIX KATETEPOE

Honvekaemoe
OTKJIOHEHHE
HoMHHANBHELH DKBHEBANCHT MO MuHuMANIEHEL
HAPYAHHOTO
Hapy#H kil Kane BHVTPEHHHI
AHaMeTpa oT
JHAMETP, MM apsepa F unu Chr AHAMETP, MM
HOMHHATIBHOTO
THAYEHHA, MM
1,33 4 + 0.1 .55
1,? 4.5 + 0,1 0.7
1,67 5 + (.1 0.5
2 6 + 0,1 | .05
2.5 1.5 + (.1 | .45
2.67 8 + (.1 1.5
3 9 + (.15 1.75
3,33 10 + 0,15 2
4 12 + 0,15 2.45
4.67 14 + ()2 2.95
5 15 + ()2 3.2
5.33 16 + ()2 3.4
5] 18 + (.2 3.9
6,67 20 + (.2 4.3

5 Marcpuansi

ACNHPAIHOHHEIE KATETEPRl, NPEelHATHAYCHHEIE A0 PECIHpATOPHOTrO TPakTa,
nocie NoArOTOBKH K [PHMEHEHHHK), PEKOMEHIOBAHHOH HITOTOBHTENEM, J0NMKHE
COOTBETCTROBATE  TPeDOBAHHAM  TECTOB Ha  DHONOrHYecKyw  DE30MacHOCTE,
yCTaHOBAEHHBIM B[SO [0993-1.

I pPHMEYTANHDS PﬂE{E'rhIL‘][.'J,}'E'l'L"H, YTO0E  OCHOBHAA  YACTL KaTETE P DLIna

HAMOTORISHA Wi DECLBETHOD, MPOEPRESHOrD BT Moy npospatinoro MaTepHala.
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6 Koncrpykuunsa

6.1 Kaman

BayTpeHHHil aHaMeTp acnMpalHOHHOIO KaTerepa B mwbdoill  Touke Ha
NPOTAMEHHH OT NPHOOPHOTO KOHUA 10 rAaska, ONHKaiero K npHdopHOMY KOHILY,
JNon#eH OBITE HE MEHBIIE BHYTPEHHETO AHAMETPa KATETEpa B MECTE PACTONOKEHHA
rIasKa.

6.2 Pabdounii konen

6.2.] AcnupauHOHHBIH KaTeTep J0J%EeH HMETh KOHEYHOE OTBEPCTHE M HE
MEHEE OJHOTO I1a3ka.

I'qu.urqaunn

| Henoneioeanme RATETC © DUIa3RaM |:]'JI£|":I-EEI.!‘.‘III} MOGEET YMEHNEIINTL PHCK TpaBMIPOBIITHA
MTATHEHTa B3 BPEMA ACIHPaliine.

2 PE.'!M'EFILI JNa3Ka I:I.'.llﬂ'ii-:l.'ll}:l OOJRITEL OLITE TAKHMH, YTODLl OHH HE CTAalH |1|'|-ut|:![m|'i
MEPEEPYHHBANHA HITH MOJIOMEH ACTHPAUHOHIOND KaTeTepa.

6.2.2 Ocp pabodero KOHLIA MOMKET HANOIMTHECA [0 VIJIOM K NPOJI0ILHOH OCH

OCHOBHO# 4acTH KaTeTepa (cM. pucyHok 1),
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a) Np#bopHLe KoL

@.

2 6
=
3
4
o) PaBoqma KoHLE
s
8 9

{ — KOHHYECKHH KOHEL ¢ BHYTpeHHEel pe3sboil: J — KOHHYeCKHI KOHEU ¢ BHYTPEHHEI
peieDoii; 3 — UHIHHAPHYECKHA KOHEL ¢ BHYTPEHHEH peinboi; 4 — KOHHEKTOp A4
YCTPOHCTEA, KOHTPOIHPYIOILIETD BAKYYM, C BHYTPEHHEH peib0oil; 5 — KOHEL, HMEKIIHI
HAPYHHYID pe3biy; f — KOHEl, HMEW I HApPYKEHYI0 peibdy, 7 — KOHHEeKTOop 114
YCTPOHCTEA, KOHTPOIHPYIOLUIErO BAKYYM, C HAPYAHOI pezrboii; ¥ — HAKOHEUHHMK KaTeTepa

C roaskamMi; ¥ — HAKOHEYHHK EaTETSpa Coude ¢ rnazkamu

Pucyaok | — [IpuMepsl KOHCTPYEUHE NPHOOPHBIX KOHUOB H pabDodHX KOHLOR

ACHPATHOHHBIX KATCTEPROB QA PECITHPATORHOIO TPAKTA

6.3 llpubopubli KoHel

6.3.1 [lpubopHEIH KOHEU J00KEH OBITh:

a) ¢ BHVTPSHHEH pe3ndoil, npegHaiHaMEHHOH A0 ajantepa ¢ HapyxHOi
pesbhoil Ha ODOMX KOHOAX, CHyWAUIEro AAs MOJACOSIMHEHNA K HCTOMHHKY BaKkyyMa,
HMEIOWIETD BHYTPEHHIOW peib0y HA KOHLE, HIH

b) ¢ HapyaHO#H pe3sdOH, NpeIHaIHAYEHHOH 418 NOJACOSIHHEHHA K HCTOMHHKY

BAKYVYMa, HMEHIICETD BHY TPCHHEIHY [’}E'}bﬁ}’ Hi KOHLIE, HITH
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€} € MNOCTOAHHO MOACOSAMHEHHEIM  VCTPOHCTBOM  KOHTPOIA  BaKyyma,
HMEHIHM HA KOHUE HAPYAHYI0 HIH BHYTPEHHIDK peisby.

6.3.2 [lpubopHEIE KOHUBL €  BHYTPEHHEH  pe3sbDoH  A00#HE  OHITE
NOAVEKECTKHMHE MM 31ACTHYHBIMH, KOHMYECKHMH HIH UMIMHIPHYECKHMH (CM.
pUCYHOK |) Ha npoTameHHH He MeHee seM 20 mm.

I pHoMEdIdaNHE Ecmu E.EITHPELLHDE!IIMﬂ KATETERP, I!MB]H].LI]IH Ha !'[].'!I]-{ﬂl'.l].ﬂ][ﬂh{ Kane
BEY TPRER I J.‘.lﬂ'ihﬁ:f. npeanazna4en A4 HETNNTLEOEARTTA c HETOMITHEOM B KW M,
FAKAHYHBAIONINMCE BHYTPeNHe peirdoil, To neodxoaum azantep ¢ napyxnoid pesnioil na obonx
Kammax. MlrannE M b6 I!][_‘g."T[JEE!HHﬂ' AUAMETR adanmTepa J0ken OLITE 1€ MEHELLE MHHHMAILHOTO
BHYTPEHIEID AAaMeTpa acilHPalHORnors KaTeTepd, 108 KOToporo ol [Opeliatinaqet. .-"h.:[ﬂl'ITI'.‘p
AOJEKEH MOAXOIRTE K BHYTPEHHEN MiacToMepioil TpyOKe, HMEmel By TPeHHHH quameTp 6 M.

6.3.3 [lpubopHEIE KOHUL, HMEIWHE HAPYAKHYID peibdy, J0JMHBE OHITE
WECTKHMH HIIH MOJYKECTKHMH H MOJAXOAHTE K BHYTPEHHEH 3MacTHYHOH TPpyOKe,
BHYTPEHHHH JHAMETP KOTOPOi pageH O MM (oM. pucyHok 1)

Mpumevanwne - Hamnore nyume, ecnd KoHel ¢ nwapy#noil peisdoil BXOOHT BHYTPE
MWIACTHY IO T[‘.I}’ﬁli'.]-{ ¢ HAROOMEITEM BEY TPEIHHM JHAMETPOM, KOTOPRAA MOKRET NPHMCHATLCA B
EPHTHHSCKHX CHTYALHAX 08 OUYHCTEH JLIXATENLIIOND Y TH.

6.3.4 Ha npubopHbli KoHel acnHpalHoHHODO  KaTeTepa, HMEeHIlero
HIOMHYTHIH pabounil KoHewl, J0N#KHA OBITE HAHEGCCHA METKA HIH JIPYTHM CrnocodoM

YEA3AHO HANPABICHHE YCTAHOBKH HAKOHEYHHEKA.
7 TpefopaHui K IKCILIVATALHOHHBIM XAPAKTEPHCTHRAM

7.1 HaaexHOCTE KOHCTPYKUHH
Yeunue 08 OTAeNeHHS  100r0  KOMIOHEHTA, HMEKIEro nocTOAHHOE
COEJIHHEHHE C KATETEPOM, ONPEIENAEMOE B COOTEETCTEBHH C NPHIOHEHHEM A, JOMHKHO

OBITE HE MEHEE YKA3ZAHHOTO B TabIMLe 3.
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KOMIMOHCHTA, NOCTOAHHO COCTHHCHHOD © RATETEPOM

Pazsmep (Hapy®HBIH JHaMETP), MM

MuuumansHoe yveunue, H

1,33-2.67 5
3-4.67 15
=5 20

7.2 OcCHOBHAA 4ACTE ACHHPAUHOHHOID KATETCpA

Ecnu npubopHbIi KOHEN acnHPallHOHHOIO KATETEPA NOACOSTHHEH K HCTOYHHKY
Bakyyma ¢ JgapneHdeM mMuHyc 40 glla (300 mm pr. cr.) B Tedenue 15 ¢ npu
Temnepatype (23 £ 2) °C ¢ nepekpeITeiM pabodiM KOHUOM, HE JOJKHO NPOH3I0HTH
CHKATHE KATETEpA.

7.3 OcraTodHBIH BAKYYM

[Tocne wenmITAaHHA ACOHPALHOHHONO KATETEpd. NOCTOAHHO COEAMHEHHOro C
VCTPOHCTBOM OClIadIeHHA BAKYVMA, Mo nNpuaoxeHuiy B, ocTaTouHBIR BakyyM HE

dosaed npepbiats 0,33 klla (2,5 MM p1. 1)),
8 TpeGopanHi K CTEePHJIBHBEIM ACMHPAUHOHHBIM KAaTeTepam

8.1 N'apadTHA CTEPHIALHOCTH

AcnupaunoHHeie katetepsl, uMmewmne Mapkiposry «CTEPHIIBHOY, nonmub
COOTBETCTROBATE TpeDosanuaM 4.1 EN 556,

8.2 ¥nagoBKA CTePHIALHBIX ACNHPALTHOHHBIX KATCTEPOR

.21 Kawawiiih  acnupaudMoHHBIE - KaTeTep, MMEHUIHA  MApKHPOBRKY
«CTEPHJIBHO®, nonwed OBITE NOMEIEH B HHAHBHAVAIEHYI) YIAKOBKY.

8.2.2 ¥YnakoBka AOIMHA CAYEHTE HAASKHOH 3aIHTOH OT NPOHHKHOBEHHA
MHKPOOPTAHHIMOB M HACTHMHOIO Martepuana B cooTeeTcTeHH ¢ [SO 11607,

8.2.3 VYinakoBka J0/HA MNO3BONATE HIBIEKATH KATETEp, HE 3arpa3Hffs ero;
eClIM VNaKOBKY 3aKPLIBAKT NOBTOPHO, J0MAKHO DRITE BH/IHO, 4TO PaHee oHa yike Owina

OTKPBITA.
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8.2.4 MUuauBuayankHEIE YNAKOBKH J0KHE OBITE  YIIAKOBAHEL B Tapy,

NpEAHATHAYMCHHY Y 1718 XPAHCHHA H TPAHCTIOPTHPOBRKH ACTTHPAUHOHHEIX KATCTEROB.

9 Mapkuposra

I pHoMEenanMe h-iupmlp:mxa ACTIHPALHONHLIX EATCTEM0R, YVIIAKOBOK, JOKYMENTALHHRH B
HHPOPMALHH, MTOCTABISEMEIX HITOTOBHTENEM, J0/IHHA cooTReTCTRORATE EN 1041 [4].

9.1 MaprkupoBKa ACNIHPALHOHHBIX KATETCPOR

9.1.1 Ha acnupauMoHHBIE KATETEPBl, HE HMEKIUHE HHIMBHIVATLHOMH
YIAKOBKH, JOI#HA OBITH HAHECEHA MAPKHPOBKA HOMHHAIBHOTO HAPYEHOIO JHaMeTpa
B cOOTBeTCTEMH ¢ 4. 1.

9.1.2 Ha acnupallHOoHHBIE KaTeTepkl, HMEHIUHE HHAHBHAYANLHYI YVIAKOBKY,
JOM#HA OBIThL HAHECEHA MAPKHPOBKA HOMHHAILHOTO HAPYAHOMO JHAMETpA B
muaauserpax uau no weane apwepa (cm. 4.1).

I pHMEYdANHC HCHETE:II-][D, yTo0E 114 ACITHPAMHOMHEY  KaTeTepax MeHLIOHX
AHAMETPOBR, OPEIHAZHEAYCHNLIX 008 MEAHATRHH, DL TAKME VEATANO PAcCTOANNE OT pﬂﬁﬂ'-ll_’l'ﬁ el
IIT!}{GDPI]I{HT?I EOHLA B CANTHMETPAN HIIH HX DOMTEX.

9.2 HenoasloBanue CHMBOJIOB

[Ipw maprupoBKe acnMpauHOHHBIX KaTeTepoe no 9.3, Y94 HenoaelywT
CHMBOJLL, YKa3aHHEIE B [5], [6].

9.3 MapkupoBKa HHIHBHAVAIBHLIX YIAKOBOK

MapkupoBKa HHAMEHAYAIBHEIX VIIAKOBOK JOMMKHA BKIOYATE!

4) HAHMEHOBAHME H3TEIHA,

b) pazmep acnUpallHOHHOTIO KATEeTepa B cOOTRETCTBMH ¢ 4.1.1, Hanpumep 6 MM
(L8F) = 500 mm van 6 s (LRCH) = 500 wm;

C) HAMMEHOBAHME W/HIH TOPTOBYID MAPKY NPEeINPHATHA-HITOTOBHTENNA;

d) HOoMep napTuH.
I puoMeEedsanne - PEEIL'I-.'ﬂC][,-'J,}'t!TEH YEAILIEATEL CPOK NOAHOCTH KaTETEP ]
¢) cnopo « CTEPHJABHO» — ana cTepHIEHBIX acnUpalHOHHEX KATETEPOR.

I puMESdNRE PEBZE'!MC][?J,}'E'I.’IEH YEAILIEATL METOL CTSPHIAIALHHL
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f} cnopa «OQHOKPATHOIO NOPHMEHEHHA» — 114 ACOHPAUHOHHEIX KATETEPOE,
HCTOIBIYEMEIX OJTHOKPATHO.

9.4 Maprupoeka Tapbl, npeiHATHAYMCHHOMH nan XpaHeHHH
ACNHPAUHOHHBIX KATETEPOR, H TPAHCNOPTHOH TAPLI

MapkupoBka Tapel, NpelHAIHAYEHHOH 718 XPAHEHHA H TPAHCHOPTHPOBKH,
JOAHA BKIKMATE:

a) HAMMEHOBAHME H3ICIHA,

b} paimep acnHpalHOHHOIO KaTeTepa B cooTBeTcTBHM ¢ 4.1.1, Hanpumep 6 MM

(18F) = 500 mm wnm 6 s (LBCH) = 300 mm;
C) HAHMEHOBAHHE WIH TOProBVIY MAPKY H aapec npeInpHATHA-H3MOTOBHTENA;

d) HoMep naprTuu.

I pHoMEdTdNHC PEEDMD][.—'J.}'ETCH YEAILIEATEL CPOR MOOHOCTH KATETERa

e) cnoeo « CTEPHMJIBHOY — nas cTepuabHBIX ACTHPALIHOHHEIX KATETEPOE.
I pPHMEYANHC E"L‘E-IDMC]I..-'],}'ETCH YEASLIEATL METOD CTCPREHIHSALMHH!

f) uMHCTpyKUHIO 0o O4YHCTKE M Je3HH(EKUMH  HIH  CTEPHIH3IALHH
ACTIHPALHOHHBIX  KATETEepOB, HCHOOIBIYEMBIX  MHOTOKpatHo. MHHCoTpykuHio  no
MNOJAFOTOBKE K IPHMEHEHHIO KATETEPOB, MOCTABIASMBIX HECTEPHILHBIME]

2) CHNOBA «OJHOKPATHOTO HPHMEHEHHA» — I8 ACHHPALMOHHEIX KATETEPOE,

HCMONB3VEMBIX OJAHOKPATHD.
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I[puaoskenne A

(obf3aTeILHOE)

HeneiTanue HATCKHOCTH KOHCTPYKIIHH

A.1 OcnoBHoe TpedoBanne

Hage#HOCTE KPENIEHHA KOMIIOHEHTOB, MOCTOAHHO MOPHKPENICHHBIX K
ACTHPAUHOHHOMY KATETEPY, [POBSPAIT NPHKIAILEBAA K HCOBITYEMOMY KOMIOHEHTY
OCEBYI0 OTACNAKLY D CHITY.

A.2 Obopyaoeanne

A2 1 Cpencrea KOHIHUHOHHPOBAHMA ACNHPAUMOHHOIO  KaTeTepa IpH
Temmeparype (23 + 2} “C wu orvHocurensHoll BaaxuoctH (50 £ 20} %%,
olecneMHBaIINEe TIPOBEACHNUE HCMBITAHMHA TIPH 3THX JKE YCIOBHAX.

A22 Cpeactea 414 OTACNEHHA KOMIIOHEHTOBR KATETEPa NPH HCMBITAHHAX CO

cKOpOCThIO (200 4 20 MM/MHH, 00ecHeuHBAKIINE ONpeIeIcHHE OCEBOH OTAenA LI

CHIIEL.

A3 Meroa neneiTaHug

A3 1 AcnHpauMOHHBIA KATETEp CHA4ana BeIACPHHBAKT NPH TeMOepatrype
Bozayxa (23 4+ 2) °C u oTHOCHTeNnbHOMH BaamHocTH (30 £ 20) % B Tewenne | 4, a 3aTem

[P ITHX KE YCIAOBHAX NPOBOIAT HCNILITAHHE.

A32 OraenaoT HCNBITYEMBIH KOMIIOHEHT OT KaTeTepa co ckopocTeio (200 &
20) MM/MHH B OTIPEASIAIOT, OTACIHICA M KOMIOOHEHT OT KaTeTepa 10 JOCTHKEHHA
COOTBETCTEYIOWETD MHHHMAIRHOTO YCHIIHA, YEKAIAHHOTO B TaDAHLE 3.

A4 PeavaeTarTbhl HCNBITAHHA

PerscTpHpyIOT 3HAYEHHE YCUIHA, NOPH KOTOPOM KOMIOHEHT OTCOSAHHACTCH OT

ACTTHPAEHOHHOTIO KATETEPA.
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[Mpuaowenne B

(obf3aTEIBLHOC)

“]-M'E]]EIIIIE CTATOYHOI'D BAKYYMA

B.1 OcuoeHoe TpeboBaHue

Dhhek THBHOCTE padoThl VCTPOHCTEA KOHTPOASA BAKYYMA, ABMAKILICTOCA TAKKE
CPEACTROM 1A CHHAEHHA BAKYYMA Ha paboveM KOHLE, MPOBEPAIDT NYVTEM HIMEPEHHA
OCTATOYHOIO BAKYYMA HA HAKOHCYHMKE ACMUPAlHOHHOIO KATETEpa NpH YCTAHOBKE
YCTPOHCTEE KOHTPOIA B NOJOMEHHE OCnadieHHA BaKyyMa [OpH ACTIHPALMH 4epes
NpHOOPHEII KOHEL KaTeTepa.

B.2 Obopvioranue

B.2.1 PacxoaoMep Co CKOPOCTEID M3MepcHuA notoka 30 I/MHH ¢ TOYHOCTBIO
HaMepeHua + 5 % 1 conpoTHeIcHHeM noToky MeHee yem 0,1 klla opu 30 n/mun.

B.2.2 BakyyMHBIH HAcOC ¢ PErYIHPYEMBIM BAKYYMOM.

B.2.3 Madosmetrp ¢ TouHoCTRi0 M3Mepenua = 0,01 klTa (0,1 cm poa. c1.).

B.3 Meroa Henwiranun

B.3.1 Cobupawr cxeMy HcneiTaHua corinacHo pucyHry B.l. Pacxopomep
MOACOEIMHAKT K BRIXOAY BAKYVYMHOIO Hacoca, oDecnedHean BO3IVXOHENPOHHIAeMoe
(repMeTHYHOE ) COeIHHEHHE KATeTEepa H MAHOMETpA.

B.3.2 VorpolcTED, KOHTPOIHPYHOIIEE BAKVYM, YVCTAHABIHBAKT B NOJOKEHHE
ocnatiIeHHA.

B.3.3 BrmouaT BAKYYMHBIH HACOC H PErvIHPYIOT NPHIATAEMEIH BAKYYM 110
TeX Mop, MOKa HA PAcXOJ0Mepe HE MOABHTCA HHAHKauua 30 1/ MuH.

B.4 PesyasTarsl HCNBITAHUA

OcTaTovHbLH BAEYYM BbIPAHAKT B KHIOMACKAIAX, Kdk YVEAZAHO Hd MaHOMCTPE.
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[ — pacxogomep; 2 — BAKYYMHBIH Hacoc, 3 — acnupauMoOHHBIH KaTeTep c

YCTPOHCTEOM, KOHTPOIHPYIOMIHM BAKYYM] 4 — MAHOMETP

Pucyunor B.1 — CxeMa HCOBITAHHA OCTATOMHOTO BAKYYMA
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Ipunoxenne C

{cnpaeovnoe)

PYKOBOACTEO 10 BRIDOPY KOHCTPYKUHH H MATCPHAJIOB

C.] DBHyTpecHHAA MOBEPXHOCTE ACHHPALMOHHOTO KATETepa JOIMHA OBITh
rIaaKoi, 0e3 KakHX-THD0 HEPOBHOCTEH.

C.2 BHemHAA MOBEPXHOCTE ACMHPAUHOHHOID KaTETEpa He J0/KHA HMETh
KaKHX-JTHOO OCOOEHHOCTEH, NPENATCTEYHOUWNX ero CRODOIHOMY IIPOXOAIACHHID Yepes
BCE THIBI MAACTHKOBEIX, PEIMHOBEIX M METAIHYECKHX Op0- H HAIOTPAXEAILHEIX
TpYOOK, TPAXEOCTOMUYECKHX TPYDOK H COOTBETCTEYHUIHX KOHHEKTOPOE.

BHewHAs NoBepXHOCTE KATETEPA J0MKHA OBITh 00pAdOTAHA TAKHM 00pazoM,
YTOOR! YMEHLIIHTE NOBEPXHOCTHOE CONPOTHRIICHHE.

C.3 Hakoneunuk padodero KOHUA ACTHPAUHOHHOTO KATETEpa JA0JMEH OBITh
FAKPYTIICH.

C.4 Kpaa ria3koE H KOHEYHOES OTBEPCTHE ACTIHPALMOHHOTO KATETepa [T01KHE
OBITE TIAAKHMHE H D3 OCTPRIX KPAgB.

C.5 Hcnonwssyesmele  MarepHansl  JOMMKHBL - [NO3BOJIATE  HIFOTOBJIEHHE
ACTTHPALHOHHEIX KATETEPOE C caMOii TOHKOI CTEHKOI, Kakasd BO3IMOKHA, HO KOTOpPAs
obnagaer yeToHMHBOCTEEY K NPOJI0ILHOMY HITHOY H OEPEKPYUHBAHHIO.

C.6 AcnHpauHOHHBIE KATETEpPLl B YCIOBHAX OOLIMHOTO NPUMEHEHHA [101KHEL
OBITE YCTOHYHBEL K pazpyllawiieMy ACHCTEBHIO NApoBE W ra3oB, HCNONLIVEMEIX B

EAMECTRE aHECTCTHEOR.
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[2]

[3]

[4]

[3]

[6]

[50) 5361

[SO/TR 11991:1995

IS0 4135:1995

EN 1041:1995

[SO T7000: 1989

Bubaunorpadun

Anaesthetic and respiratory equipment — Tracheal
tubes and connectors (Odopynoepanue a4
AHECTEIHH W MEIAHUMHCKHE  JBIXATEIbHEIC
ANMaparsl. TpaxeansHeie TPYOKH H
COEIHHHTENLHEIE ATEMEHTRI)

Guidance on airway management during laser
surgery of upper airway (PykKoBoacTeo no
KOHTPOIK  ABIXATENRHOrO NYTH  BO  BPEMSA
Na3epHOl NHPYPrHvecKoi OnepalHi BEPXHEro
JABIXATEIRHOTO NYTH)

Anaesthesiology — Vocabulary { Anecteznonorus.

Cnosaps)

Information supplied by the manufacturer with
medical devices { Mudopmanina,
NOArOTABIHBASMAA HITOTOBHTENEM,

COMPOBORIAMIAL MeTHUHHCKHE IPHOOPLL)

Graphical symbols for use on equipment: index and

SYnopsis ([ 'padmeckne CHMBOIbL,
npeaHatHadyeHHbIe 108 0DOPYI0RAHMA. ¥ Ka3laTelu

M KPATEHIH 04HepK)

EN980: 1996 Ciraphical symbols for use in the labelling of medical

devices (CumBoasl rpadideckse A08 MapKHPOBKH

MEAHLIMHCKHXY NPOIYKTOR)
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CeeleHHA 0 COOTBETCTEHH MEKTOCYTAPCTECHHEBIX CTAHIADTOE

CCBLOYMHBIM MEEIYHAPOIHEIM CTAHIAPTAM

Tatnuwupa JA.]

ODfosnaueiue n
HAHMEHOBAHNE
COBIIOMEOTD
MEH Y HAPOAHOTO
cTalIapTa

OOosaueime 1
HAHMEOBEATIHE
MER TV HAPOAHOTO
CTANAAPTA APYIaro rojia
Hraanm

Crenens
COOTRETCTRHA

Oidoinadenme u
HANMEHOBaIHE
MEERTOCY TAPCTREHHOD
CTANIapTa

Crepuansanna
METHLIMHCKHX N30,
Tpebopanus K
METHURICKEM WITENHAM C
MAPKHPOE KO

HCTEP LI

Crepunnsauus
MEIHLHICKIX H31eNHi.
Tpebosanus K
METHIHHCKAM A31eIHAM
KATErOpHi
"erepuasnnie”. Yacrs 1.
Tpebopanua K
CTEPHIN3ALHNA
YIAKOBAHIBIX
METHEHIECKHY HAEIHE

IS0 1099311997 Ouenxa | IS0 10993-1:2003 DT MoCT IS0

oHonorngeckoro aeicrena | Ouenka GHONOrHYeCKOT0 [O993-1 2011 Hagenun

METHIHICKHX W11, JMeHCTENA MeTHIHHCKHX mMenHuHickne. (nienka

acte |. Ouenka K prgemnil. Yacern L. GO HYSCKOr

HCCIEI0BAINA Cduenka H CcIedoBaIHA NEACTEAA METHIHHCKEY
manennil. Yacrs L.
Chienga 1 HocneaosaiHi
(150 1099312003,
IDT)

(S0 116071997 YVnakoska 10T FOCT IS0 1 Te07-2011

IUTH METHUINHCKHX Ynakopga 10

HAMETHH, MOJIEAL Y MEHUHICKHY ISR,

HHIHINHOH CTEPHINALNA 0TI LN,
A O
crepuanzann. Obnme
TpeboRaiHE

EM 5561994 EM 556-1:2001] 10T IOCT EM 356-1-2011

CrepHiMsalig
MEIHLUHICKHY H3Ie1HI.
Tpetosanns k
METHLUHICKHM H3IETHAM
KaTeropHH
wcTepuabiBes. Yacts 1.
Tpebosanna k
MEIHIHHCKHM
H3IENHAM, T01TeHal M
A O
CTEPHIIH3ALHH

(EN 556-1:2001, 1DT)

[lpumenanne

- 1DT

B nactoaimem

CTalLapTe
ofi0anaueine CTENeHH CONTRETCTRIE cramnaapra
HASHTHYNLIE CTalTaRThRL.

HCTRO RS Ba N

cleaymmes  YCIO0RHOE
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YK 615.472.5:006.354 MEKC 11.040.20 P22 1DT

Knwouepsle c10BA: KATETEP aCNHPALMOHHBLE, peCIHPATOPHBIH TPAKT
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