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[Tpemicnosue

1 PASPABOTAH BcepocCHIICKUM Hay4HO-HCCIEN0BATENECKAM U HCITBITATENBHBIM MHCTHTYTOM
MenuuuHckol Texuuku (BHUUUMT)

BHECEH Texuuyeckum xoMuteroM mo crangaprusauus TK 11 «MeauuuHckue npubopsl U
anmnaparsl»

2 TIPUHAT U BBEJAEH B JEVCTBUE IocraHoBteHueM T'occranpapra Poccun ot 29 nekabps
1999 r. Ne 800-ct

3 Hacrosiumi cTaHAapT NpeNCTaBIseT coOOM ayTeHTUMYHbLIM TEKCT MEXIYHAPOLHOIO CTaHAapTa
HCO 10555-4—96 «KareTepsl BHYTPMCOCYAMCTBIE CTEPWIIBHBIE OJHOKDATHOro MpHMMeHeHMs. YacTb 4.
Kareteps! anst GAUIOHHOTO paciIMpeHHUs

4 BBEIEH BITEPBBIE

© HUIIK HsparenscTBo craHzapros, 2000

HacTosluuil CTaHAAPT HE MOXET OBITH TIONIHOCTHIO WM YACTUYHO BOCIPOU3BEIECH, TUPAKUPOBAH N
pacripoctpaHeH B KayecTBe obHIManbHOro aganus Ge3 paspewenus I'occrannapra Poccun
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Beeaenue

Hacrosimmit craHoapT sBjsieTcsl MpsIMbIM IPUMEHEHUEM MeXIyHapoaHoro cranaapra MCO 10555-
4—96 «KateTepsl BHYTPHCOCYIVICTHIE CTEPHBHBIE ONHOKparHoro mpuMeneHus. Yacrts 4. Karerepsl mwis
6a/UTOHHOTO pacIUHpeHHs», moarorosireHHoro Texunueckum komuretoM MCO/TK 84 «Memunmnckue
LLUTTPULIBI ¥ MIJIBI JUISE MHBEKLIUI».

Komrureke cranpaproB noz oM HazpaHWeM «KateTeph! BHYTPHCOCYAMCTBIE CTCPHJIBHBIE OIHO-
KpaTHOI'O TIpUMEHEHHUsI» COCTOUT U3 MSITH YacTei:

- yacth 1 — obuLrue TexHuyeckue TpeGoBaHHUs;

- 4acTh 2 — KaTetepbl aHruorpaduyeckue;

- YacTb 3 — KaTeTephl BEHO3HbIE LIEHTPAIbHBIC;

- YacTb 4 — KaTterepbl sl OAUIOHHOTO PACLIMPEHUS;

- YacTh 5 — KaTterephl nepudepHyecKue ¢ BHYTPECHHE UIJION.
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TOCYJXAPCTBEHHBIH CTAHIAPT POCCHMCKON ®EJEPALIUMN

KATETEPBI BHYTPUCOCYAUCTBIE CTEPHIIbHBIE
OJHOKPATHOTO IIPUMEHEHMA

YJacTtb 4
Karetepbl 1)1 GajsIOHHOTO paCIIMpEHHs

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

Jara ssegenna 2001—01—01

1 ObGnacts npuMeHeHusi

Hacrosuyii cTangapT ycTaHaBiuBaeT oOIIue TpebGoBaHMS K CTEPWIBHBIM OAJJIOHHBIM PACIIUPSIO-
UM KareTepaM (ajiee — KaTeTepsl), NpeIHA3HAYEHHBIM IS OMHOKPATHOTO NpUMEHEHMUS.

MpuMeuanye — TpeGoBanus K JONONHUTENBHBIM YCTPOUCTBAM, MCHIONB3YEMBIM COBMECTHO € BHYTPHCO-
CYAMCTBIMH KaTeTepamu, IpuBeneHsl B cranaapre MCO 11070 [1].

Tpe6GoBaHKs HACTOSIIETO CTAHAAPTA SIBSIIOTCS PEKOMEHIYEMBIMH,

2 HopMaTupHble CCHUIKH

B HacTOALIEM CTaHIAPTE HCIOJH30BAaHbI CCHUIKM HA CACAYIOIKE CTAaHAAPThI:

T'OCT P UCO 105551.1—99 Karerepbl BHYTPUCOCYAUCTHIE CTEPHJIbHBIE OJHOKPATHOIO MpHMEHE-
Hus. Yacte 1. Obume TpeGoBaHust

HUCO 594-1—86* [eranu coeOuHHMTENbHBIE C KOHYCHOCTBIO 6 % (Jlro3pa) mns 1unpHIes, uril u
JIpyroro MeguIMHcKoro o6opynosanust. Yacts 1. O6ume tpeGoBaHuUs

3 Onpenenenus

B HacrosmeM craHmapTe MCHONL3YIOTCS TEPMHMHBI M ONpeNeJieHWs], MpUBEACHHbIE B
TOCT P UCO 10555.1, a Taxke CAeaylOnmii TepMUH:

Karerep s OawtonHoro pacumpenns: BHyTpucocyaucTslil KateTep, OCHAILEHHBI Ga/UI0HOM Y IUCTaIb-
HOT'O KOHIIA, KOTOPBII BBOIST B apTePUIO WM BEHY JUIS PACIUMPEHUS YaCTH WM YacTeil COCyIHUCTOM CHCTEMBIL.

4 TpeGopanus

4.1 OGuHe moJoXeHus

Ecny B HAaCTOSILLIEM CTaHIApTe He YKa3aHbl HHbIE TPeOOBaHMS, KaTeTephl ZOJKHBI COOTBETCTBOBATh
tpeboBaHusM, ycraHoBiaeHHHM B TOCT P UCO 10555.1.

4.2 PeHTreHOKOHTPACTHOCTD

Karerephi LOKHEL 6BITh PEHTTEHOKOHTPACTHRIMHU.

IIpuMeyaHne — K MOMEHTY NyGANKaUMK HACTOSIEro CTAHAAPTA €llle He YTBePXIEH METO], onpeleeHH
TIOKA3aTeNsi PCHITCHOKOHTPACTHOCTH, 110 YTBEPXKICHMA 3TOTO METOJA M3TOTOBUTEIDb MOXET MapKMpoBaTb H3acine
HAJIIHCHIO «PEHTTCHOHETIPO3pauHblii». Takas MapKHUpoBKa JOMIKHA OhITh NOATBEPXKACHA HHOOPMALIMEH O COOTBETCT-
BYIOIEM METO/ie OTIPENEIEHUs] peHTTEHOHENPO3payHOCTH.

4.3 O6o3nayenHe HOMMHAJILHOIO pa3mepa

OGo3HayeHWe HOMUHAJIBHOTO pa3Mepa KaTeTepa JAOJKHO COIepXaTh CNEIYIOIME [T0Ka3aTeln:

a) JAMaMeTp HAIIOJHEHHOTO BO3IYXOM Oa/loHa; Aisl Ga/UIOHA ¢ HECKOJIBKMMHM JIMaMeTpaMu —
JAaMeTp KaXIoil YacTu;

0) 3(hdeKTHBHYIO IUTHHY OAUIOHA;

B) 3GhdeKTUBHYIO IIMHY KaTeTepa;

) OuaMeTp caMoro GOJbLIOro HAaIpaBUTENS, UCIIOIb3YEMOTO ¢ KaTeTepoM MPU HEOOXOXUMOCTH.

* Mexaynapoanbi#t crangapt — Bo BHUMKMH T'occrannapra Poccun.

Wsnanme opnumnansHoe
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4.4 Puawyeckue TpedOBaHUA

441 Kondurypauug HAaKOHEUYHHUKA

HaxoHeYHHK AMCTaIBHOrO KOHLA JOJDKEH ObITh IIAJIKMM, 3aKpYTJIEHHBIM, KOHYCOOGPa3HEIM, YTOOI
CBECTH K MUHMMYMY BO3MOXHOCTb TPaBMUPOBAHHSI COCYAOB IPH MCITOJNb30BAaHMM KaTeTepa.

442 IIpoTexaHWe U NMOBPEXJAEHUS NMPH HANOJNHEHHH KaTeTepa BO3ZAYXOM

ITocne ucmprTaHus Karetepa IO MPHMJIOKEHHIO A HE HOKHO GBbITh NMPOTEKAHUS XHUAKOCTH WIH
BUJMMBIX IIPU3HAKOB [IOBPEXICHUS KaTteTepa, HallpUMep B BUJIe BCITyYHMBAaHUSA WIM pa3pbiBa KaTeTepa Wik
GajutoHa.

443 BokoBbie OTBEpPCTHUA

®opma, KOJIMYECTBO U PACTIONOXKEHME GOKOBBIX OTBEPCTHIA JIOJLKHEI OBITh TAKMMM, YTOObI HEXENa-
TeJIbHbIE BO3AEHMCTBUSA HA KaTeTep U TPaBMMPOBAHME COCYIOB ObUIM MHHMMAIBHBIMH.

4.5 NndopManns, NpeOCTABIAEMAsA H3TOTOBUTEIEM

Hudopmanus, npenoctaBisgeMas HM3TOTOBUTENEM, JMHOMKHA COOTBETCTBOBATH TPeOOBAHMAM
T'OCT P UCO 10555.1, a Taxke BKJIIOYATD CIEIYIOLLEE:

a) HOMMHAJIBHBIN pazMep KaTetepa B COOTBETCTBHU C 4.3;

6) mosioXeHuUe(sI) PeHTTeHOKOHTPACTHOro(bIX) Mapkepa(os);

B) MaKCHUMAaJIbHOE JOIYCKaeMOe AaBIeHHE B OaJUIOHE, B KWIOMACKAIISIX;

r) AapjeHHUe HaroNMHEeHUs GaUioHa, B KWIONACKAISIX, HeoOOXoMuMoe IS JOCTHXEHUSI HOMHUHANLHOTO
nHaMerpa 6aJUToHa(0B).

MMpuMeyaHue — EnMHUNb U3MEPEHHS, HE YKa3aHHbIE B HACTOSALIEM CTaHAApTE, AOIYCKAeTCA HCNOAb30BaTh
KaK JOTIOJIHUTENbHLIE,

MPUIOXEHUE A
(obs3arennHoe)

HcnbiTanne Ha NPOTEKARME W NOBPEKAEHASA NPU HANIOJHEHHH KATETEpa BO3XYXOM

A.1 OcHoBHBIE NONOKEHUS
Karerep HECKONBKO pa3 HAMOIHAIOT BO3AYXOM W 3aTeM CIYCKAIOT ero, HMMTHPYA TIpUMeHeHHe in vivo. Karerep,
HarnoJIHEHHBIA BO3AYXOM (pUCYHOK A. 1), ocMaTpuBaloT, ONpeaesss, €CTb U NPOTEKaHUE, Pa3phiBhl WIH BCIyYHBaHHA.
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d — nuameTp GayuioHa, HalOMHEHHOTO BO3ayxoM; 1 — 3dhdekTHBHaA AMHa GavtoHa; h — 3dbdeKTMBHAA LMHA KaTeTepa;
I — nporuBosedopMalMOHHOE apMMPOBaHHE KaTeTepa; 2 — COCIMHHMTENBHEIN y3es; 3 — KaHIoJsl KaTeTepa

PucyHok A.1 — Cxema xarerepa mns 6a/sioHHOrO pacliMpeHHs

TIpuMevanne — PucyHoK NpuBeAeH Jyid yKa3aHMs pa3sMepoB KarteTepa (M3o6GpakeHHe KOMITOHEHTOB —
CXeMaTHYHOE).

A.2 OGopynosanne

A.2.1 BaHHa c Bonoii, uMerowei temneparypy (37+2) °C.

A.2.2 Hnpui juid BayBanys Bo3ayxa (WM aHAJIOTHYHOE YCTPOHCTBO), OCHALICHHELIA U3MEPHTENBHBIM YCTPOH-
CTBOM C [OMYCKaeMOJ MOTPEIHOCTDIO 5 %, NONNEpXUBAIOIIYM JABNEHNE BAYBaHUA, a TakKe 6 %-HBIM KOHYCOM
Jhospa ¢ HapyXHoii pe3bboii, cootBercrByiommM MCO 594—1, ana nopcoeAMHEHHs K KaTerepy.
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A.3 Meron ucnbiTanus

A.3.1 YcrpoiicTBO 1U1s BOyBaHUS HaNlONHSIOT BOJIOH

A.3.2 YcTpolHcTBO Iist BIyBaHUS TIOACOCTMHAIOT K KaTeTepy M ITOTpyxXaloT Bce YacTH HauioHa B BAHHY C BOJOM,
MMeIolLeH TeMIlepaTypy, YKa3aHHy1O B A.2.1.

A.3.3 BoimepXWBaloT KareTep B BOAE MU YPABHOBEIIMBAHMUS B TeueHMe 2 MUH. 3aTeM HAMOJHAIOT €10 BO3AYXOM
JI0 TOCTHKEHMs] MAKCHMAIbHOTO 3HAYEHUA JaB/ieHUd B Oa/UtoHe, yKa3aHHOTO B 4.5, niepeyrciieHHe B), BLICPXUBAIOT
3T0 JaBleHMe B TeyeHMe 30 c U CrycKaloT Bo3yX U3 6auioHa. DTy npoleaypy ITOBTOPSIOT BOCEMb pa3.

A.3.4 3areM GawToH(BI) CHOBA (AECATHIM Pa3) HANOMHSIOT BO3YXOM [0 JOCTHXEHHS MAKCHMATLHOTO NABIEHUS
M BbIHUMAIOT KAaTeTep M3 BaHHEI, NOANEPXUBas OG/UIOH(bI) B HAKAYEHHOM COCTOSHMH.

A35 OcMaTpuBalOT KarTeTep, ONpeNeNsis, eCTb JIM TPOTEKAHME, pa3phiBbl, BCIyYMBAHWSA, M, €CAM Pa3phiB
TIpoM3ouIes, ONpPEeNISIOT HalpapieHUe pa3phiBa Oa/UI0Ha ¥ HATMYUe OGPBIBKOB.

A.4 Otyer 00 HCNBLITAHMH

OtyeT 06 MCIIBITAHUY JOJDKEH BKIIIOYATh CIEAYIOWYI0 MHGOPMALIUIO:

a) MIeHTMPUKALMIO KaTeTepa;

6) ucrionb3oBaHHOE JaBlicHNE BAYBaHHS, B KMIOMACKAIAX;

B) HabJI0OAaNock JIM TIPOTeKaHWe U3 KareTepa,

) MMeEJOo JIM MeCTO NMOBpeXAcHUE KaTeTepa WK OaI0Ha(0B) B BHIE pa3phiBa WIH BCIIYYUBAHUS, H, €CITU Pa3pLIB
IIpoM301lie], HallpaBJieHUe pa3phiBa 6AVIOHA ¥ HATMYHE OOpPLEIBKOB.

MMPWIOXEHHWE b
(cnipaBOUYHOE)

BriGop MaTepuasioB jiia 6a/LIOHA KaTerepa

Ilpn noBpexaeHnn Bo Bpemsi IpUMeHeHNs GAIOH JOIXEeH pa3opBaThes BOONb, Ge3 oGpa3oBaHusi OBPEIBKOB.
Ipu BriGope MaTepuana s GaiaoHa W criocofa HaleXHOro COefMHEHMs OalioHa C KareTepoM HeoOXOXHMO
VYUTBIBATh 3TO TpeGOBaHUE.

TTPWIOXEHWE B
(crpaBoyHoOE)

Butmmorpagus

(1] UCO 11070—98 HHTpoabiocepbl BHYTPHCOCYAMCTLIE, CTEPWIbHABIE, OTHOKPATHOTO NPUMEHEHMS
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