MEXIOCY/APCTBEHHbII COBET MO CTAHAAPTU3ALMN, METPOJIOTUN 1
CEPTU®UKALNN (MIC)

INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND
CERTIFICATION (ISC)

OCT ISO

) 10555. 3
MEXTOCYOAPCTBEHHDbIN 2011

CTAHOAPT

KATETEPbI BHYTPNCOCYAUCTbIE
CTEPU/IbHBIE OAHOKPATHOIO
NMPUMEHEHUNA

YacTtb 3
KaTeTepr BEHO3HbIE LEHTPa/IbHbIE
(ISO 10555-3:1996, IDT)

N3paHve opuymansHoe

MockBa
CraHgapTrHdopMm
2013


http://www.mosexp.ru/docs/pipeline.html

FOCT ISO 10555-3-2011

Mpegucnosune

Llenn, OCHOBHble MNPUHLMMBI U MNOPSAOK MPOBeAeHWs paboT M0 MeXrocyapCTBeHHOM
CTaHgapTusaumm yctaHosneHol TOCT 1.0—92 «MexrocyfapcTBeHHas cuUCcTeMa CTaHZapTu3aunu.
OcHoBHble nonoxeHusa» n TOCT 1.2—2009 «MexrocyapCcTBeHHas cucTema craHAapTu3auumin.
CTaHAapTbl  MeXrocyfapCTBeHHble, MpaBMaa M PeKOMeHAauum Mo MEeXrocyaapCTBEHHOM
cTaHjapTusaumu. Mpasuna paspaboTKu, NPUHATUSA, NPUMEHEHWS, 0OHOB/IEHWA U OTMEHbI»

CBefeHUs o cTaHaapTe

1 NOAIrOTOBJIEH ®efepa/ibHbIM  FOCYAapPCTBEHHbLIM  YHUTAPHbLIM  NPEeANPUATUEM
«BCepoCCUMCKMIA  HayUYHO-UCCeA0BATENIbCKUIA  UHCTUTYT CTaHZapTu3aumMm H cepTUudmkaumn B
MalurHocTpoeHUn» (BHUMHMALL)

2 BHECEH ®epgepanbHbIM areHTCTBOM MO TEXHUYECKOMY PerynmpoBaHUI0 M MeTPONornm
(FoccTaHpapT)

3 TMPUHAT MexrocynapCcTBeHHbLIM COBETOM HO CTaHAapTu3auuu, MeTponorum u
cepTudmKauumn no nepenmcke (npotokon Ne 48-2011 ot 22 gekabpsa 2011 r.)

3a NPUHATME CTaHAapTa NPOro/iIoCoBaIN:

KpaTtkoe HauMeHOoBaHWe cTpaHbl Mo Kopg cTpaHbl no CokpalleHHOe HaumeHoBaHWe
MK (MCO 3166) 004—97 MK (MCO 3166) HaLMOHaIbHOro opraHa
004—97 Mo cTaHZapTmsaLnmn
Benapycb BY FocctaHgapT Pecnybnnku benapych
KasaxctaH KZ locctaHpapT Pecny6nvkn KasaxcraH
KbiproisctaH KG KblpreisctaHgapT
Poccuiickas ®epepaums RU loccTaHpapT
TampKUKUCTaH TJ TapKunkcTaHgapT
Y36ekuncTaH uz Y3ctangapt

4 Mpukasom deflepa/ibHOr0 areHTCTBa MO TEXHUYECKOMY PerynvpoBaHuio 1 METPOSIOTUN OT
13 pekabpsi 2011 roga No 1286-CT MeXrocyfapCTBeHHbI ctaHfapT MTOCT ISO 10555-3-2011
BBEAEH B [ElCTBME B Ka4yecTBe HaLMOHabHOro cTaHgapTa Poccuiickon ®egepaummn ¢ 01 siHBaps
2013 roga.

5 Hacroswmii ctaH4apT naeHTUYeH MexayHapogHomy ctaHaapTy 1SO 10555-3:1996 Sterile,
single-use intravascular catheters - Pan 3: Central venous catheters (KateTepbl BHyTp1coCyanCTbIe
CTEPU/bHbIE OAHOKPATHOrO NpMeHeHUs. YacTb 3. KateTepbl BEHO3HbIe LiEHTPasbHbIE).

CTeneHb COOTBETCTBUA - naeHTUYHaa (IDT).
CsefieHns 0  COOTBETCTBUU MEXroCyJapCTBEHHbIX  CTaHAApPTOB  CCbIIOYHbLIM
MeXAyHapoaHbIM CTaHapTam NnpuseAeHbl B JONONHUTENbLHOM NpunoxkeHun JA.

CraHfapT noAroTos/ieH Ha ocHose npumMeHeHua TOCT P MCO 10555.3-99

6 BBEAEH BIEPBbIE

VHdhopmaumst o0 BBeAeHUN B AeincTBue (MpekpalleHnn AeiicTBMS) HacTOosLWEero craHgapTa
ny6/nKyeTCs BykasaTese «HaunoHabHble CTaHgapThi».

WHpopmauuss 06 U3MEHEHMsIX K HacToslWeMy CTaHaapTy nyb/ivkyeTcs B ykasaTesne
«HaunoHa/bHble CTaHAapPTbl», a TEeKCT W3MEHEHWA - B MH(OPMALMOHHBLIX YyKasaTensx
«HauuoHaslbHble CTaHAapTbi». B criyyae nepecMoTpa WM OTMEHbl HaCTOAWEro cTaHjapTa
COOTBETCTBYylOWAA WHJOopMmauuss 6yaeT onybnvkoBaHa B WHOPMAUMOHHOM yKasaTene
«HauuoHasbl)ble cTaHgapT bi»

C CraHpgapTuHdopm, 2013

B Poccuiickoii ®efepaummn HaCTOAWMIA CTaHAAPT He MOXET ObITb MOAHOCTLIO WM YaCTUYHO
BOCMPOM3BEAEH, TUPKMPOBAH M pacnpocTpaHeH B KauyecTBe OULMANbHOTO U3faHus 6e3
paspelleHmns defepaibHOro areHTCTBa Mo TEXHUYECKOMY PerynimpoBaHuUi0 1 METPONOTUA
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BBepeHune

Hactosawmini  ctaHgapT €ABAseTca  NpsAMbIM - NPUMEHEHUEM  MeXAYyHapoAHOro
ctaHgapTta ISO 10555-3:1996 «KaTeTepbl BHYTPUCOCYANCTLIE, CTEPUSIbHbIE, O4HOKPATHOro
npumMeHeHus. Yacte 3. KarteTepbl BEHO3Hble UeHTpasibHble», MOATOTOB/IEHHOIO
TexHnyeckum kommtetom MCOAK 84 «MeanUMHCKME LWNPULbI U UMbl A7 MHBEKLMWA».

Komnnekc cTaHfapToB nof o6uwum HasBaHueM «KaTeTepbl BHYTPUCOCYAMUCTbIE
CTepw/ibHble O4HOKPATHOIO MPUMEHEHUA» COCTOUT U3 NATU YacTeil:

- yvacTb 1- obwwme TexHnyeckme TpeboBaHus;

- YacTb 2 - KaTeTepbl aHrMorpaduyeckue;

- 4yacTb 3 - KareTepbl BEHO3Hble LEeHTpasibHble,;

- YyacTb 4 - karteTepsbl 414 6a//IOHHONO paclpeHns;

- yacTb 5- kaTeTepbl nepudepuyeckne ¢ BHyTPEHHEW WUION.
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MEXITOCYALAAPCTBEHHbBIN CTAHOAPT

KATETEPbI BHYTPNCOCYANCTBLIE CTEPU/IbHBIE
OOHOKPATHOIO MNMPUMEHEHUA

YacTtb 3

KaTeTepbl BEHO3Hble LeHTpasibHble

Sterile, single-use intravascular catheters.
Part 3. Central venous catheters

Jata BBegeHus - 2013- 01 - 01

1 O6nactb NpUMeHeHUs

HaCTOﬂLLI,I/IVI CTaHOapT yCTaHaB/1MBaeT 06u_w|e Tpe6OBaHI/I$'-| K CTepu/ibHbIM BEHO3HbIM

UeHTpa/ibHbIM KaTeTepam (,qanee - KaTeTepr), npeagHasHad4eHHbIM A4 OAHOKpaTHOro

NMPUMEHEHNA.

MpumeyaHune - TpeboBaHUS K [OMOSHUTESIbHLIM YCTPOCTBAM, WCMO/b3YEMbIM

COBMECTHO C BHYTPUCOCYAUCTbIMU KaTeTepamu, npuBefeHsl B ctaHaapTe 1ISO 11070 [1].

Tpe6oBaHMA HACTOSILLErO cTaHjapTa SB/SOTCSA PeKOMEHAYEMbIMU.

2 HopmaTuBHbIe CCbIJIKN

B HacTosiLeM cTaHAapTe UCNO/b30BaHbl CCbIIKM Ha CrieaytoLlmne ctaHaapThbl:

ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringes, needles and
certain other medical equipment - Part 1: General requirements (JeTanu coegnHuTeNbHbIE
C KOHYCHOCTbIO 6 % (/lto3pa) oNs Wnpules, U 1 APYroro MeguuuHCKoro obopyaoBaHums.
Yactb 1. Obwme TpeboBaHus)

ISO 10555-1:1995 Sterile, single-use intravascular catheters - Part 1. General

requirements (KateTepbl BHYTPUCOCYAWUCTblEe CTEPUSIbHbIE OAHOKPATHOTO MPUMEHEHNSI.

YacTb 1. O6ume TpeboBaHUs)

3 OnpepgeneHuns

B HacTosAWem cTaHAapTe UCMoJ/ib3yTCA TEPMUHBI U onpedeneHus, npusefeHHbIe B

ISO 10555-1, a Takxe cnegywouime:

M3paHne othmumanibHoe
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3.1 kaTeTep BEHO3Hblii LEeHTpanbHbI: BHyTpucocyaucTblii KaTeTep, OA4HO- WK
MHOTOKaHasbHbI, NpefHa3HaYeHHbI 4719 BBeAEHUS B COCYA NauveHTa uiv Ans yaaneHus
XWOKOCTW U3 CUCTEMbI LEHTPasbHO BeHbl, UWWAW AN 3MEPEHUs AaBreHust NIN6o Apyrux

nokasartesnei.

MpumeyaHune - Karetep MOXeT ObiTb OCHaLLEH CUCTEMOI dhmKcaumu.

4 TpeboBaHud

4.1 O6uWme NONOXKEHUSA

KaTteTepbl 4O/MKHbI COOTBETCTBOBATL TpeboBaHmam ISO 10555-1, uckioyas ycunve
Ha paspbiB (cM. 4.5 ISO 10555-1). TpeboBaHuUA K yCUNMIO Ha pas3pbiB NpuBefeHbl B 4.7
HacToslLLero ctaHgapTa.

4.2 PeHTreHOKOHTPaCTHOCTb

KaTeTepb! f0/KHbI 6bITb PEHTTEHOKOHTPACTHLIMU.

MpumeuaHue - K MOMEHTY My6/MKaLMU HACTOALWETO CTaHAapTa elle He yTBepXaeH
MeTo[, OnpefesieHnsl MnokasaTesisl PEHTTEHOKOHTPACTHOCTW. [lo yTBepXAeHus 3Toro MeToga
U3roTOBUTENb MOXET MapKupoBaTb U3Aenve HaAMUCbiIo  «PeHTreHOHenpo3pauHblii». Takas
MapkMpoBKa [fA0/KHa OblTb NOATBEPXAEHA WHGoOpMauMeii o CcOOTBETCTBYIOLWEM MeTofe

onpeneneHna peHTreHoOHenpo3pa4yHoCTHn.

4.3 KoHdurypauma HakoHeyHnKa

HakoHeUYHVWK [uCTanbHOro KOHUA [AO/MKEH OblTb  rNafkMM,  3akpyrneHHbIM,
KOHycoobpa3HbiM MM obpaboTaH Tak, 4TOObl CBECTU K MUHUMYMY BO3MOXHOCTb
TpaBMUPOBAHUSA COCYA0B MPU UCNONb30BaHUU KaTeTepa.

4.4 Pa3meTKa pacCcTosiHWiA

Ecnn katetep uMeeT pa3sMeTKy, TO pacCTOAHWE [O/IKHO ObiTb yKasaHo oOT

AVCTasIbHOTO KoHUA. PaccTosiHne mexay oTMeTKaMy He [0/IKHO MpeBbiaTh 5 cM.

MpumeuaHue - He pekomeHAyeTCs CTaBUTb OTMETKM Ha PaccTosiHUM 1 cM Apyr oT Apyra
Ha Toi yacTu kaTeTepa, KOoTopasi UMEeT BaXHOe 3HaueHWe [/1si No/sb30BaTesNs, Korga OH BBOAUT

KateTep 1 Hab/lo4aeT 3a ero NPoABMKEHNEM.

4.5 MapknpoBka KaHa/10B

Ha «kaxabli KaHan MHOrokaHasibHOro kateTepa [fo/bkHa OblTb HaHeceHa
COOTBETCTBYIOLLAA MapKMpoBKa A1 ob6ecrneyeHns nx naeHTudukaLmm.

4.6 CKOpOCTb MNOTOKa

Mpn McnbiTaHMM COr/IacHO MPUNOXEHUIO A CKOPOCTb NMOTOKa ANnA noboro KaHana

Ao/mkHa 6biTb OT 80 % A0 125 % CKOpPOCTM, yKasaHHOW W3roTOBMTENIEM AN1S1 KaTeTepos
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HOMMHA/IbHbIM HapyXHbIM guamMeTpomMm meHee 1,0 mm mam oT 90 % o 115 % ckopocTu,
yKasaHHOl M3roToBUTENIEM A1 KaTeTepOB HOMUHASIbHbIM HapyXHbIM AnameTpoM 1,0 MM n
6onee.

4.7 Ycwunue Ha paspbiB

4.7.1 Tlpn ucnblTaHUK cornacHo npunoxeHuto b ISO 10555-1 kaTeTepoB C MATKUM
HAaKOHEYHUKOM WAN C HAKOHEYHWKOM, WMEILUM APYIYI KOHCTPYKUMIO, AJIMHOR, He
npesbiwawwein 20 MM, MUWHUMANbHOE YCUANE Ha paspblB HaKOHEYHMKA [O0/DKHO
COOTBETCTBOBATh NpMBEeAEHHOMY B Tabauvue 1.

Ta6nuua 1- MuUHUMasIbHbIE YCUINSA HA Pa3pbiB MSAMKMX HAKOHEYHWKOB A/IMHON He 6onee 20 MM

HaumeHbLINiA BHYTPEHHWIA AnameTp MwuHuManbHoe ycunne Ha paspbiBs,
TpybKM KaTeTepa, Mm H
0,550 n< 0,75 3
r 0,75mn<1,85 4
& 1.85 5

MrHMManbHOE YyCcWAMe Ha paspbiB AN APYIMX YacTeli yka3aHHbIX KaTeTepoB
[OKHO COOTBETCTBOBATL Yka3aHHOMY B 4.5 ISO 10555-1.

4.7.2 MUHMMasbHbIE YCUNS Ha paspbiB YacTell KaTeTepoB, He yKalaHHbIX B 4.7.1,
[0/MDKHbI COOTBETCTBOBATL YKa3aHHbIM B 4.5 ISO 10555-1.

4.8 VIHbopmauma, npegocraBisemMas N3roToBuTenem

VHgopmauns, npegoctaBnsiemMas W3rotoButenem, [A[OSXKHA COOTBETCTBOBATb
TpeboBaHuaM ISO 10555-1, a Takke BKNWO4YaTb crnegytoLiee:

a) onucaHue cucTeMbl pasmeTKu, ecnn kaTeTep UMeeT pasMeTKy pacCTOSHNS;

b) CKOPOCTb NOTOKa A1A1 K&XA0ro KaHana,

C) MakcumanbHbIA AuameTp HanpaBuTens nNpum Heo6xo4MMOCTHY;

d) npegynpexgeHne 0 HefONyCTUMOCTW W3BNEYEHUS KaTeTepa yepe3 ury AN

BBEEHNA KaTeTepa.

MpumeyaHne - EAVHWUBI M3MEPEHWUSA, HE YKa3aHHble B HaCTofllLleM CTaHgapTe,

AonyckaeTcAa UCNnosib3oBaTb KakK AONO/THUTE IbHbIE.
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MpunoxeHne A

(ob6s13aTENnbHOE)

OnpepernieHe CKOPOCTU NOToKa BO/bl Yepes KaTteTep

A.1 OCHOBHOE MOJI0XKEeHNE

KonnuecTtso BOAbl, NpOTEKaloLLel Yepes kaTeTep B eANHULY BPeMeHu, onpeaenstoT
BOJIIOMETPUYECKAM WU TPABUMETPUYECKUM METOLOM.

A.2 PeakTtuns

AuctnnnupoBaHHaa nnam 4eMoHM3npoBaHHasa Boaa.

A.3 O6opypnoBaHue

A.3.1 Pe3epByap NOCTOSAHHOIO YPOBHS, OCHAaLLEeHHbI Tpybkoli ANns nogadv BoAbl U
PUTUHTOM C 6 %-HbIM KOHYCOM Jltloapa C Hapy»XHoW pe3bboii B cooTBeTCcTBMM C ISO 594-1,
CMOCO6HbIN 06ecneunBaTb CKOPOCTb NoToKa (525 = 25) MA/MUH, eCnn UCTILITYEMbIA KaTeTep
He noAcoefVHEeH K YCTPONCTBY AN onpejefneHvus noToka BOAbl 4epe3 kateTep, U
obnagarownin rmgpoctatTuyecknm gasnexHvem (1000 £ 5) mm.

Cxema ycTpolicTBa npuBefeHa Ha pucyHke A.1l.

1- pesepByap MOCTOAHHOIO YPOBHSA: 2 - AUCTU/IINPOBAHHAA WK AeNOHMU3MpoBaHHas soja: 3 -
Bryck; 4- cnue; 5 - Tpybka ons nogauun Bogbl; 6 - YUTUHT € 6 %-HbIM KOHYCOM JTto3pa ¢ HapyXHo
pe3b6oii: 7 - ncnbiTyeMblii kaTeTep; 8 -cocya ana cbopa/mamepeHns

PucyHok A.1 - Cxema ycTpoicTBa AN onpegeneHnsa CKopocTy NOTOKa BOAbl Hepes kaTeTep
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A.3.2 Ob6opygoBaHne ana cbopa n onpenesieHMa maccbl UaM ob6bema XUAKOCTH,
BblTEKaloLlen N3 kaTeTepa, C TOYHOCTLIO B npegenax + 1 %.

A.3.3 CekyHOoOMEp ANA U3MEepeHUss BpeMeHU cbopa XUAKOCTU.

A.4 MeTopa ncnbiTaHNA

A.4.1 Pe3epByap MOCTOSIHHOTO YPOBHS 3ano/fiHAIT BOAOW, MMeloLe TemMmnepartypy
(22 £ 2) °C. WNcnbiTyeMmblli kaTeTep BCTaB/AKT B (PUTUHT C 6 %-HbIM KOHycOoM Jloapa c
Hapy>XHOI pe3bboii.

A.4.2 TloToK BOAbl MyckawT 4yepe3 kateTep. CobupaloT BbiTekalLlyio BOAY B
TeyeHne UKCMPOBAHHOIO nepuoja BpemeHu (He meHee 30 c) B cocyn Ana céopa
XNOKOCTU 1 onpefensioT ee 06bEM C MOMOLLbID M3MEepUTesIbHOro cocyda wunau nyTem
B3BELUMBaHMWS, cunTasi, 4To NJOTHOCTb BoAbl paBHa 1000 Kkr/m3.

A.4.3 Ana kaxnoro kaHana katetepa ucnoitaHusa no A.4.1, A.4.2 npoBoAAT Tpu pasa.

A.5 Pe3ynbTaTbl UCMbITaHNA

[na kax[oro kaHana BbIYMCNAIOT CpefHee apudMeTMyeckoe 3HayeHme Tpex
M3MepeHnii M cuMTalT ero CKOpOoCTbK MOTOKa BOAbl 4Yepe3 KaTteTep, BbIPaKEHHON B
MUNIUANTPax B MUHYTY. TlonydeHHOe cpefHee apudmeTnyeckoe 3HayeHuWe CKOpPOoCTu
NnoToKa OKPYrAsAT A0 Lesoro ymucna.

A.6 OTueT 06 ncnbiTaHUn

OTyeT 06 MUCNbITaHUW OO/MHKEH BKAKOUATH CNefyoLWy MHOopMaLnio:

a) obo3HauyeHune kKaTeTepa,;

b) CpefHIOI CKOPOCTb MOTOKA XWAKOCTU ANSA KaXA0ro KaHana B MUNAUAUTPax B

MUHYTY.
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MpunnoxeHue OA

(cnpaBo4HOE)

CBe,quMﬂ O COOTBETCTBUN MEXTOCYOapCTBEHHbLIX CTaHOAPTOB CCbIJIOYHbIM

MeXAyHapoAHbIM cTaHAapTam

Ta6nuya OA.1

O603HaveHne 1 HanmeHoBaHue
CCbI/TOYHOTO MeXAyHapoaHOro
cTaHpapTa
ISO 594-1:1986 Jetanu
coeAuHUTENbHbIE c
KOHYCHOCTbO 6 % (Jltospa) ans
wnpuues, W WU Opyroro
MeAuLMHCKOro 060pyfoBaHus.

Yactb 1. O6wue TpeboBaHus

ISO 10555-1 KaTteTtepbl
BHYTPUCOCYAUCTbIE CTEPUIbHbIE
O0JHOKpaTHOro NpUMeHeHNs.
Uactb 1. O6wWme TexHuveckne

TpeboBaHMs

CTeneHb O603HayeHne U HaMMeHoBaHne
COOTBET- MEeXrocyapCTBEHHOIo cTaHgapTa
CTBUA

FTOCT ISO 10555-1-2011  KaTteTtepsl

BHYTpUCOCyauCTble CTepw/ibHble
T

OfHOKpaTHOro npumeHeHusa. Yactb 1

O6uue TexHnyeckne TpeboBaHUA

* COOTBETCTBYIOLLMIA MEXTOCYAAPCTBEHHbI CTaHAapT OTCyTCTBYeT. [0 ero yTBepaeHus

pEKOMeHAYeTCA MCNosIb30BaTh NEPEBOA, HA PYCCKUIA A3bIK AAHHOTO MEXAYHApOAHOro CTaHaapTa.

MepeBo AAHHOIO MEXAyHapo[AHOro cTaHgapTa Haxoautcs B defepasibHOM MH(IOPMALIMIOHHOM

(hoHAE TEXHUYECKVX PEr/TAMEHTOB 1 CTaH4ApTOB.

MpumeyvaHne - B HacTosilLleM CTaHAapTe WCNOMbL30BaHO Criefytollee YCroBHoOe

0603HaYeHNe CTENEHN COOTBETCTBYUS CTaHaapTa:

- HOT - naeHTnYHble CTaH4aPTLI.
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Bubnuorpadgus

[1] ISO 11070-98 WHTpogbloCcEPbl BHYTPUCOCYAWUCTbIE, CTEPWUSIbHbIE, OAHOKPATHOIO

nPMMeHeHuns
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