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IIpeancnosue

Ienu, OCHOBHBIE HPUHIMIBI U MOPSAOK MPOBENEHHS paboT MO MEKIoCyAapCTBEHHOM
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ceprudukaimu (nporokos Ne 41-2012 ot 24 mas 2012 r.)

3a MpUHATHE IPOroJIOCOBAIIH:

Kpatkoe HanmeHoBaHue cTpansl o | Kox crpanbl CokpalueHHOe HAaHMEHOBaHHE
MK (MCO 3166) 004-97 no MK (MCO HALHOHAJIbHOTO
3166) 004-97 OpraHa no CTaHAAPTU3ALUH
Asepbaiimxanckas Pecry6imka AZ Ascranmapr
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Pecny6nuka benapychb BY I'occranpapr Pecny6nuku benapyce
Pecny6nuka Kasaxcran KZ T'occranpapr Pecny 6k Kasaxcran
Kebiproizckas Pecry6nuka KG Keiprescranaapt
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5 Hacrosimuii cTaHAapT WISHTHYEH MEXIyHapopHomy craHmapty ISO 10555-4:1996
Sterile, single-use intravascular catheters — Part 4: Balloon dilatation catheters (Karerepsr
BHYTPUCOCYAUCTbIE CTEPUIIbHBIE OAHOKpAaTHOro mnpumeHenus. Yacte 4. Karerepsr mms
6a/IOHHOTO PacIIUpPEHNs).

Crenens cooTBeTcTBHS — uneHtuyHas (IDT).

Crangapt noarotosieH Ha ocHoBe npumenerns [OCT P ICO 10555-4-99.

CeemeHust O  COOTBETCTBHM  MEXKIOCYAApCTBEHHBIX  CTaHOAPTOB  CCBHUIOYHBIM

MEXKAYHAPOAHBIM CTaHAAPTaM NPUBEACHBI B JOMTOJHUTEIbBHOM IPUIIOKEHUN HA

6 BBEJIEH BIIEPBLIE

Hughopyayus o esedenuu 6 Oeiicmsue (npexpaujeruu Oelicmeus) HACMOAUE20 CMAHOAPMA
nybnuxyemes 6 ykasamene « Hayuonansroie cmanoapme ».

Hugpopmayus 06 usmenenusx k Hacmosiuyemy cmaunoapmy nyomuxyemcs 6 — ykasamene
«Hayuonansrvie cmanoapmol», a mexcm usmMeHeHuil — 8 uHQopmMayuoHHsix yrazamensx « Hayuonanshole
cmandapmoly. B cnyuae nepecmompa unu OMMEHbL HACMOAWE20 CMAHOAPMA COOMEEmCMmEYIouas

unopmayus 6yoem onybiuxosana 6 ungopmayuonnom ykasamene « Hayuonanshvie cmanoapmeol »

© Crangapturdopm, 2013
B Poccuiickoii @Denepaiii HACTOSIINI CTaHAAPT HEe MOXET ObITh MOJHOCTBIO MM

YaCTUYHO BOCIIPOM3BEICH, THPAKUPOBAH U PACHIPOCTPAHEH B KAUeCTBE OPUIMATILHOIO U31aHMS

6e3 paspererns DenepanbHOrO areHTCTBA IO TEXHUUECKOMY PEryJIMPOBAHHIO ¥ METPOJIOTHI

III
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BBenenue

Hacrosmuit cTanmapT sBISIETCS IPSIMbIM IPHMEHEHHEeM MEXKAyHapOOHOro CTaHaapTa
ISO 10555-4—96 «KarteTepbl BHYTPUCOCYINCTBIE CTEPHJIBHBIE ONHOKPATHOTO NPUMEHEHWS.
Yacte 4. Karerepsl 1 OaJUIOHHOTO pacUIMPEHHs», MOATOTOBJIEHHOTO TeXHUYECKMM
komuteroM MCO/TK 84 « MequuuHCKHE MIIPHULBI U UIJIbL AJIS HHBEKIIUI .

Kommnekc crangaprop nox obmum HasBaHueM «Karerepbl BHYTPHCOCYIMCTBIE
CTepWIbHBIE OMHOKPATHOTO NPHMEHEHISD» COCTOUT U3 ISITH YacTeil:

- 4dactb | — obiue TexHu4yeckyne TpeOOBaHuUS;

- 4acTh 2 — KaTeTepsl aHrnorpaduyeckue;

4acTh 3 — KaTCTCPbl BCHO3HBIE LICHTPAJIbHBIE,

- 4acTh 4 — KaTeTepbl AJist OAIIOHHOTO PaCIIUPEHNS,

YacTb 5 — KaTeTephl neprudepruueckue ¢ BHy TPEHHEH HUIIION.
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MEXTOCYJIXTAPCTBEHHBA CTAHIAPT

KATETEPBI BHYTPUCOCYAUCTBIE CTEPWIBHBIE
OJHOKPATHOI'O IPUMEHEHUA
Yactp 4
KaTtetepsb! as1s1 6a/JI0HHOT 0 pacLLIHPeHHs!

Sterile, single-use intravascular catheters.
Part 4. Balloon dilatation catheters

JaTa BBeaenus 2015-01-01

1 O6nacTb npuMeHeHUsI

Hacrosmuii cranmapr ycraHasiuBaeT oOuine TpeOOBaHHA K CTEPUJIbHBIM OaJUIOHHBIM

paCIIMPSIIOIIUM KaTeTepaM (manee — KaTeTephl), MpPEAHA3HAYEHHbIM IJIi OJXHOKPATHOIO
TIPUMEHEHUS.
IMIpumeuanue — TpeOoBaHut K JOMONHUTENBHBIM YCTPOKMCTBAM, HCIONB3YECMbIM

COBMECTHO C BHYTPHCOCYMCTBIMH KaTteTepamu, npuseaeHs! B crangapre ISO 11070 [1].

TpeboBaHus HACTOSILLIETO CTAHAPTA SBJISIOTCS PEKOMEHY EMBIMH.

2 HopmaTuBHBIE CCHLIIKH

B HacrodIeM CTaHOAPTE HCIONB30BAHBI CCHUIKH Ha CICAYOLINE CTAHIAPTHL

ISO 10555-1:1995 Sterile, single-use intravascular catheters — Part 1: General
requirements (KateTepbl cOCyAUCTBIE CTEPIIIbHBIE OMHOPA30BOrO npuMeHenus. Yacts 1. OGmue
TpeGoBaHus1)

ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringes, needles and certain
other medical equipment — Part 1: General requirements (JleTamu COEIMHHUTENBHBIE C
KOHYCHOCTBIO 6 % (JIrospa) asst mmpuLes, Uil ¥ APYTroro MeAMLIHCKOro o6opynoBanus. YacTsb

1. O6mue Tpebosanms)

3 Onpenenenus

M3panune opununanbHoe
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B HacTosALIEeM CTaHAapTe MCMOJB3YIOTCS TEPMHUHBI U ONpenesieHus, npuseneHHsie B [ISO
10555-1, a Taxke cieayoMuil TEPMUH:

KaTeTep AJs1 0aJUIOHHOro pacmmpenusi: BHyTprcOCyquCThIii KaTeTep, OCHAIEHHBIA
0aJJIOHOM Y IUCTAIbHOT'O KOHIIA, KOTOPBIH BBOZIST B apTEPHIO WITM BEHY JUIS PACUIMPEHUS YACTH

WJTM 9aCTE€H COCYIUCTON CUCTEMBIL.

4 TpeGoaHus

4.1 OOmue noJioxKeHUsI

Ecnu B HacToslleM CTaHAapTe HE YyKa3aHbl HHbIC TPeOOBaHMSA, KATETEPbl HOJIKHBI
COOTBETCTBOBATh TPECOOBAHUSAM, YCTAaHOBJIEHHbIM B ISO 10555-1.

4.2 PeHTreHOKOHTPACTHOCTH

Kareteps! 10KHBI OBITH PEHTTEHOKOHTPACTHBIMH.

ITpumeuanune — K MomeHTYy myOnaMKalM HACTOSINCTO CTAHZAPTA CIIC HC YTBEPXKIACH
METOJ OTIPEAEIICHHS MTOKa3aTeNsl PEHTTCHOKOHTPACTHOCTH. JI0 yTBEPIKACHHMS 3TOTO METOAA H3TOTOBUTEID
MOXET MapKHUpPOBATh U3CIHC HAAIMHCHIO «PCHTTCHOHCHPO3payHbiily. Takas MapKupOBKa JOIKHA OBITH

MIOATBEPKACHA HH(POPMAIHCH O COOTBETCTBYIOLIEM METOAE OTPCACICHHS PEHTICHOHCTIPO3PAYHOCTH.

4.3 O0o3HayeHHE HOMHHAJBHOLO pa3Mepa

OO0o3HaueHHe HOMHHAJIBHOIO pa3Mepa Karerepa NOJUKHO COIEPKaTb CIEHyIOIIHe
MOKa3aTeNH:

a)IriaMeTp HAITOJIHEHHOTO BO3yXOM OajutoHa; 7yt OaJioHa ¢ HECKOJIBKUMH THaMeTPaMH
— IUaMeTp KaKOOW 4acTu;

6) sdbdexruBHyrO mMHY OanIoHa,

B) 3(QeKTUBHYIO JUIMHY KaTeTepa,

r) OMaMeTrp caMoro OOJBbIIOrO HAaNpaBHUTENs, HCIONB3YyeMOro C KaTeTepoM Ipu
HEOOXOIUMOCTH.

4.4 ®duznuyeckue TpedOBaAHHUS

441 KoHburypamnus HaKOHEUYHHKA

HakoHeUHMK  AWCTaJBHOTO KOHLIA JOJDKeH ObITh  [IAAKHM,  3aKPyTJIEHHBIM,
KOHyCcOOOpa3HbIM, 4TOObI CBECTM K MHMHHMYyMy BO3MOXKHOCTb TPaBMHPOBAHHS COCYZOB MNpH
HCIIOJIb30BAHUU KaTeTepa.

442 IlpoTexkaHue M TOBPEXJAEHHS NpPU HANMOJHEHHUH KaTeTepa

BO3IYXOM
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Iocie ucnbITaHUs KaTeTepa Mo NPUIOKEHUIO A He TOJDKHO OBITh TPOTEKAHMs XKUAKOCTU
WK BUUMBIX [TPU3HAKOB TIOBPEXIEHHsI KaTeTepa, HapuMep B BUIE BCIyYMBaHUs UM Pa3phbiBa
KaTeTepa Wi OaJIoHa.

443 BOKOBBIE OTBEPCTHUSA

@®opma, KOJHUYECTBO U PACIOJOKEHHE OOKOBBIX OTBEPCTHH IOJDKHBI OBITH TAKUMH,
4TOOBI HEXENAaTeJbHble BO3ACHCTBUS Ha Karerep W TPaBMHPOBaHME COCYIOB ObLiM
MHUHUMAJIbHBIMU.

4.5 MHWudopmanus, npegocTap/isieMas H3T0OTOBUTEIEM

Wudopmanuus, mnpenocTaBiseMas — U3TOTOBUTENEM,  JOJKHa  COOTBETCTBOBATh
tpeboBanusM ISO 10555-1, a Takke BKIFOYATH CIEAYIOILEE:

a) HOMMUHAJbHBIN pa3Mep KaTeTepa B COOTBETCTBHH C 4.3;

0) mnonoxeHue(s1) PEHTT€HOKOHTPACTHOrO(bIX) Mapkepa(oB);

B) MAaKCHUMaJIbHOE J0IyCKaeMoe AaBieHue B Oa/IOHe, B KIIONACKaX;

r) 7OaBJeHME HAINOJHEHMS 0ajulOHA, B KUJIOMACKAJSIX, HEOOXOOMMOE ISl JOCTHKEHHSI

HOMUHAJIPHOTO auaMeTpa OannoHa(oB).

IIpumeuanue — Eauaunel H3MepeHMI, HE VYKa3aHHBIE B HACTOSINEM CTaHAAPTE,

AOIIyCKACTCA UCIIOIb30BATh KAK JOIIOTHUTCI/IBHBIC.
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Ipunoxkenne A

(o0s3aTeNbHOE)
HcnbiTanue HA IPOTEKAHHE H NOBPEKACHHS NPH HANOJIHEHHH KATETEPA BO3AYXOM

A.1 OcHoOBHBIE MOJIOKEHHS
Karerep HeckoNBKO pa3 HANONHAIOT BO3LYXOM M 3aT€M CIYCKalOT €ro, UMHTHPYS
npuMeHeHre in vivo. Karerep, HamonHeHHbI BO3myxoM (pucyHoK A.1), OCMaTpHBAIOT,

onpeneirsisa, €CTh JIK IPOTEKAHUE, Pa3PBIBLI UIIU BCITy YMBAHUA.

TN
(\g\)l‘_”l 3

Fa Y
N vy

d— muamertp Oa/ioHa, HANIOJIHEHHOTO BO3AYXOM; /— s¢dekTuBHas AuHa OanioHa; L—
sbdexruBHas anMHA KaTeTepa; | — NpOoTHBOACGOPMALIMOHHOE apMHUPOBAHHE KATCTEPa,

2— COEAVHHUTENBHBIH y3el; 3— KaHIOIA KaTeTepa
Pucynok A. 1 — Cxema karetepa Juist OaJUIOHHOTO PACUIMPEHUS

IMpumeuanue — PHCYHOK mpHBEACH A yKa3aHMS pa3MepoB KareTepa (HM300paxeHHE

KOMIIOHCHTOB — CXGMaTI/I‘IHOC) .

A.2 O6opynosanne

A.2.1 Banna ¢ BOnOH, nmerorneii temneparypy (37+2) °C.

A.22 IMmpun s BAyBaHUs BO3AyXa (MJIM aHAIOMMYHOE YCTPOICTBO), OCHAIIECHHBIH
U3MEPUTENIbHBIM YCTPOHCTBOM C JIOMyCKaeMOH HOTPEINHOCThI0 +5 %, noaAep KHBarOIIUM
naBjeHue BIyBaHWs, a Takke O %-HbiIM KoHycom Jliospa ¢ HapyxxHOW pe3bOoii,
coorsercryromuM ISO 594-1, s moxcoenMHEHNS K KaTeTepy.

A.3 Meroa ucnbITAHUS

A.3.1 YcTpoHCTBO ISl By BaHUS HAIIOJIHSIIOT BOJIOM

A.3.2 VYcTpoHCTBO AJA BAyBaHUS NMOACOCAUHAIOT K KaTeTepy M MOrPYKaloT BCE 4aCTH
GajioHa B BaHHY C BOZOM, UMEIOIIEH TeMIepaTypy, yka3aHuyio B A.2.1.

A.3.3 BriuepkuBalOT KaTeTep B BOJE /U YPAaBHOBEIINBAHHUS B TeUeHHE 2 MHH. 3aTeM

HAMOJIHAKT €ro BO3AYXOM MO0 AOCTHXKCHHS MAaKCHMAJbHOrO 3HA4YC€HUA NABJICHHS B 6ann0He,
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VKa3aHHOTO B 4.5, mepevncieHne B), BbIICPKUBAIOT 3TO JaBjieHHe B TedeHne 30 C U CIyCKaloT
BO3/yX W3 OaJUIOHa. DTy mpoLenypy HOBTOPSIIOT BOCEMB Pas.

A.3.4 3arem Gamnon(bl) CHOBa (HeCATHIN pa3) HAMONHSIOT BO3AYXOM [0 IOCTHXKEHUS
MAaKCUMAJIBHOIO [MaBJICHWs W BBIHUMAKOT KaTETEP U3 BAaHHBI, HOHHep)KI/IBaﬂ 6aJ'IJ'IOH(bI) B
HAaKa4Y€HHOM COCTOsIHHUH.

A35 OcmatpuBarOT KaTeTep, ONpenensis, €cTb JU INPOTeKAaHHE, pa3phIBHI,
BCIyYMBAHUS, M, €CJAHM PaspblB IPOH3OLIENT, ONPEAENAIOT HAMpaBjieHue paspbiBa OannoHa u
HaJu4ue 06pI)IBKOB.

A.4 OTuer 00 HCIIBITAHUH

Ortuer 00 UCIIBITAHUH AOJDKEH BKIIOYATh CISAYIOMY0 HHGOPMALHIO:

a) uneHTH(UKALMIO KaTeTepa,

6) HUCMONB30BaHHOE JaBJICHHE BAYBaHNA, B KWJIONACKAIX,

B) HaOJIFOAJIOCh JI MPOTEKAHHE U3 KaTeTepa,

r) HMeNO JIM MECTO MOBpPEXAeHHe KaTeTepa Win OajuioHa(OB) B BHAE pa3pblBa HIH
BCOYYHUBAHUA, U, €CJIIKM Pa3pbiB MPOU3OLIECI, HAIPABICHUE pa3pbiBa 6aJ'IJ'[OHa U HaJIUu4ue

OOpPBIBKOB.
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IIpunoxenne b

(cipaBouHoe)

Bui6op MaTepHAIOB 1131 0AJIOHA KaTeTepa
Ilpu moBpexAeHMH BO BpeMs NPUMEHEHWsi OAlUIOH JOJKEH pasopBaThcsi BAONIb, 0Oe3
obpazoBanuss oOpbiBKOB. Ilpu BbIOOpe Marepuana s GamioHa ¥ crocoba HaAeKHOTO

COCAUHEHUA OaJuioHa © KaTeTepom HCO6XO,HI/IMO YYUTBIBATE 3TO Tpe6OBaHI/Ie‘
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Ipunoxenne B

(cmpaBo4Hoe)

Budauorpadus
[1]1ISO 11070:1998 Sterile single-use intravascular catheter introducers (MuTpoaprOCEpBI

BHYTPHUCOCYAUCTbIE, CTEPHIIbHbIE, ONHOKPATHOTO MPUMEHEHHS)
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Ipuno:xkenne I.A
(cnpaBouHoe)

CBenemm 0 COOTBETCTBHHU MEKIOCYAAPCTBCHHBIX CTAHAAPTOB

CCHLIOYHBIM MEKAYHAPOAHBIM CTAHAAPTAM

Tabnuma J1A.1

O6o3Havenne u HanMeHoBaHue | CteneHb 0603HaueHHE U HANMEHOBAHKE
MEKIy HAPOJIHOTO CTaHAapTa COOTBETCTBUS | MEKIOCYZAPCIBEHHOTO CTaHAapTa

ISO 10555-1:1995 Kateteps IDT I'OCT ISO 10555-1-2011 Karerepst
COCYIICTBIC CTepHUITbHBIE COCYIMCTbIE CTEPUIIbHBIE OHOPA30BOro
ONHOPA30BOTO  MPHUMEHEHUS. npuMeHeHus. Yacts 1. O6mue TpeGoBanus
Yacte 1. O6mme TpeGoBaHUs

ISO 594-1:1986 Hderamu — *

COCOUHHUTEIIbHBIC C
KOHYCHOCTBIO 6 % (JIroapa)
IUJIs1 LITTPULIEB, UTJT U JPYTOro
MEIULMHCKOTrO 000pyIOBaHUA.
Yactp 1. O6mue TpeboBaHusa

* COOTBETCTBYIOIIMI MEXIOCyJapCTBEHHBIH CTAHAAPT OTCYTCTBYeT. JI0 €ro yTBep:KaeHHs
PEKOMEHTy€TCS HCTIOIb30BaTh NEPEBOA Ha PYCCKHUM SI3bIK JAHHOIO MEXKAYHAPOIHOIO CTaHAAPTA.

Ilepeson naHHOTO MEXIyHapOJHOIo CTaHAapTa Haxomutcs B PenepalbHOM HHPOPMALHOHHOM
(oHIe TEXHUIECKUX PErITaMEHTOB U CTAHIAPTOB.

Mpuveuanue — B HacToAmMEM CTaHZAPTE HCHONB30BAHO CICAYIOLICE YCIOBHOC 0DO3ZHAYCHHE
CTCTICHU COOTBCTCTBUA CTaHAApPTA:

- IDT — uneHTHYHBIC CTAHAPTHI.
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YK 615.472.5:006.354 MKC 11.040.20 IDT
KirodeBble CliOBa: KaTeTep BHYTPUCOCYIUCTBIN, OaJNIOHHBIH, pacUIMpPeHUe, CTEPUIIbHBIN,

TpeboBaHusI
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