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MNpeguncnosune

1 PA3SPABEOTAH BcepocCUiiCKUM Hay4YHO-UCCNeA0BaTe/IbCKMM W UCMbITATE/IbHbIM UHCTUTYTOM
MeaULMHCKON TexHnkn (BHUNNMT)

BHECEH TexHu4yeckum KomuTeTOM Mo cTaHgapTm3aumm TK 11 «MeguuvHcKkve npubopbl K
annaparbl®

2 MPUHAT W BBEAEH BAEWCIBUE MocTaHoBneHnem [occTaHaapTa Poccumn 0T 29 fekabps
1999 r. Ne 800-cT

3 HacTtoawwuii cTtaHfapT npeAcTaBnsieT COO0M ayTEHTUUHbIA TEKCT MeXAYHapO4HOro craHpapTta
NCO 10555-4—9% «KateTepbl BHYTPUCOCYAWUCTbIE CTEPWU/IbHBLIE OLHOKPATHOrO NpuMeHeHus. Yactb 4.
KateTepbl 415 6a/1/10HHOr0 PacLUpeHns»

4 BBEJEH BIEPBbIE

£ UMK Wspatensctso ctaHgaptos. 2000

HacToswmii cTaHAapT He MOXeT 6biTb MOMHOCTLI0 WM YaCTUYHO BOCMPOM3BEEH, TUPaXXMPOBaH U
pacnpocTpaHeH B KayecTBe 0(hMLMaNbHOIO M3faHus 6e3 paspelueHuss FoccTaHgapTa Poccun
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BsegeHue

HacToswwmin cTaHgapT ABAAETCA NPAMbIM NPUMEHEHMEM MeXAYHapoAHoro ctaHgapta MCO 10555-
4—96 «KarteTepbl BHYTPUCOCYLMUCTbIE CTEPU/IbHbIE OAHOKPATHOrO NpumeHeHuda. YacTb 4. Kartetepb! .Ta
6a/MOHHOI0 PacLLUMpPEHNs», NOAroToBeHHOro TexHuyeckum komutetoM NCO/TK K4 «MefuumHcKune
WWPWHBI WU Wbl 418 UHBEKLUIA».

Komnnekc ctaHgapToB nof o6WwmM Ha3BaHWeM «KaTeTepbl BHYTPUCOCYAUCTbIE CTEPU/IbHbIE OfHO-
KPaTHOro MPUMEHeHUs» COCTOUT M3 MATU YacTeit:

- YacTb 1—o6Lwue TexHuueckne TpeboBaHus:

- 4acTb 2 —KareTepbl aHr1orpapuyeckue;

- 4acTb 3 —KarteTepbl BEHO3HbIE LIEHTPa/IbHbIE;

- YacTb 4 - KarteTepbl AN 6aNN0OHHOI0 paclunpeHus;

- YacTb 5 —kKaTeTepbl Nepuepnyeckne ¢ BHYTPEHHER MO
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FOCYALAPCTBEHHBLI W CTAHOAPT POCCUMCKOMN PELEPALUMN

KATETEPbI BHYTPUCOCYANCTBLIE CTEPUJIBHBIE
OJHOKPATHOIO MPUMEHEHWNA

YacTtb 4
KateTepb! .7/191 6a1/10HHOr0 pacLUMpeHus

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

[Oara sBeneHns 2001—01—01

1 O6nacTb NpUMeHeHWs

HacToswuii cTaHfapT ycTaHaBNMBaeT 06Lme TpeboBaHNUA K CTePUIbHLIM GanNOHHbIM paclunpsto-
LWMM KaTeTepaM (Janee —kKaTeTepbl), NpegHa3HaYeHHbIM AN OLHOKPATHOr0 NPUMEHeHUs.

MpumeyaHune—TpeboBaHNA K AOMONHUTENbHBIM YCTPOACTBAM, UCMO/b3YEMbIM COBMECTHO C BHYTPUCO-
CyauCTTbIMY KaTeTepamu, NpUBC/eHbl B cTaHgapTe MCO 11070 |1].

TpeﬁoBava HacToAWero ctaHgapTa AaTAl0TCA PEKOMEHAYEMbIMU.

2 HopmaTuBHbIe CCbINKM

B HacToALeM CTaHfapTe MCMO/b30BaHbI CCbINIKW Ha Crefytolime cTaHaapTbl:

FOCT P NCO 105551.1—99 KarteTepbl BHYTPUCOCYAMCTbIE CTEPU/IbHbIE O4HOKPATHOrO NMpUMeEHe-
Hus. Yacte 1 O6wumc TpeboBaHus

NCO 594-1—S64 [OeTtann coefMHUTENIbHbIE C KOHYCHOCTbIO 6 % (Jltoapa) AN Lnpuues, Urn u
[pyroro mMeanumMHcKoro obopygoBaHus. Yacte 1 O6uwme TpeboBaHMs

3 OnpeaeneHus

B HacToAWweMm CTaHfapTe MCMONb3YHOTCA TEPMWHbI W OMpeAeneHus, NpuBedeHHble B
FOCT P MCO 10555.1, a Takxe CrefytoLuin TepMUH:

KaTeTep 414 6artoHHOro pacLUMpeHns: BHYTPMCOCYAUCTBIN KaTeTep, OCHALLEHHbIA 6a10HOM Y fucTab-
HOrO KOHLa, KOTOPbI BBOAAT BapTePUIO UV BEHY /1 PACLUMPEHWS YaCTU WX YacTei COCYyAMCTON CUCTEMBI.

4 TpeboBaHuWs

4.1 O6wwue NonoXxeHNs

Ecnu B HacToAWeM CTaHAapTe He YKa3aHbl UHble TPe60BaHMA, KaTeTEPb! JO/MKHbI COOTBETCTBOBATbL
TpeboBaHWAM, ycTaHOBNEHHbIM B TOCT P CO 10555.1.

4.2 PeHrreHOKOHTPaCTHOETb

KateTepbl fO/MKHBI 6bITb PEHTTEHOKOHTPACTHBLIMMU.

M pnmedyaHune — K MOMEHTY r|y6n|/|Kau,vm HacTosALLero CtaHAapTa ewWwc HC YyTBepXKaeH MeToa onpeaeneHna
nokasartena PCHNCHOKOHTPAaCNUKTH. Ll,o YTBEPXKAEHNA 3TOr0 MeToda U3rotoBuUTe/lb MOXET MapKupoBaTb wusgenve

HaAMMCbIO «PEHTTEHOHENPO3paYHbIiA*. Takas MapKUpoBKa A0MKHA GbiTb NOATBEPXAEHA MHopmauyeli 0 COOTBETCT-
BYIOLLIEM MeTOfe OnpeAeNneHns PCHTTCHOHCHPO3PAUHOCTH.

4.3 O603HaYeHne HOMMHANLHOIO pasmepa

O603HayYeHne HOMMHABHOTO pasMepa KaTteTepa JO/KHO COZAepXKaTb CriefytoLime nokasarenm:

a) AMamMeTp HamoSIHEHHOro BO3AYXOM 0annoHa; Ana 6anfioHa C HECKONbKUMU AuvameTpamy —
[MameTp Kaxaon yactu;

6) 3th(eKTUBHYIO ANUHY 6aNNoHa;

B) 3(PMEKTUBHYIO [A/IMHY KaTeTepa;

r) 4nameTp camoro 60/bLLIOro HanpaBHTENS, UCMO/b3YEMOro C KaTeTepoM Mpu Heo6X04MMOCTH.

* MexgayHapogHblii ctaHgapT — Bo BHUWKW occtaHgapta Pocecuu.

M3paHre odmupmansHoe
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4.4 dwnsnyeckne TpeboBaHUA

441 KoHpurypaums HaKOHeUYHWUKa

HaKOHEYHUK AVCTaNbHOr0 KOHLA A0/MKeH ObiTb FNafKnM, 3aKpyreHHbIM, KOHYCO06pasHbIM, YTOObI
CBECTV K MUHVMMYMY BO3MOXXHOCTb TPaBMUPOBAHWUSA COCYL0B MPU UCNO/b30BaHUMN KaTeTepa.

442 TlpoTeKaHWe W NOBPEXAEHUA MNPU HAMNONHEHMUM KaTeTepa BO3QYXOM

Mocne wcnbiTaHWA KateTepa MO MPUIOXEHWIO A He [O/DKHO ObiTb MPOTEKaHUs XWAKOCTU Wn
BUAVMMbIX NPU3HAKOB MOBPEX/EHUA KaTeTepa, Hanpumep B BUAe BCMyYMBaHUA UM pa3pbliBa KateTepa unu
6annoHa.

443 BoKOBble 0TBepCTUSA

dopmMa, KONNYECTBO U PacnofioxkeHne GOKOBbIX OTBEPCTUIA JO/MKHbI ObITb TakKMMU, 4TOObI Hexena-
TeNbHble BO3JEVICTBMA Ha KaTeTep ¥ TPaBMMUpOBaHWe COCYL0B OblI MUHUMATIbHBIMMU.

4.5 WNHopmaums, npefoctasnseMas U3roToBuTeNieM

WHdopmaunsa, npepocTaaTsemMas WM3roToBWUTeNeM, [JO/MKHa COOTBETCTBOBaTb TPe6OBaHWAM
FOCT P MCO 10555.1. a TaKxXe BKNtOYaThb CrefytoLuee:

a) HOMWHaNbHbIV pa3Mep KaTeTepa B COOTBETCTBUM C 4.3;

6) nonoxkeHue(s) peHTreHoKoHTpacTHoro{bIx) mapkepa(oB);

B) MaKCVMManbHOe [onyckaeMoe fiaBfieHne B 6an/oHe, B KUnonackansx;

r) AaBfieHue HanonHeHWs 6anoHa, B KUionackansx, Heo6xoanmoe ans JOCTUXKEHUS HOMUHAIbHOTO
AnameTpa 6annoHa(oB).

M pnmevyaHune —E,D,I/IHVIleI M3MepeHusa, HC YKasaHHble B HaCTOALLEM CTaHAapTe, AOMNYCKAeTCA UCNOb30BaTb
KaK A0NO/IHUTE/IbHbIE.

MPUNOXEHWNE A
(obs3aTenbHOE)

VcnbiTaHne Ha NpoTeKaHWe U MOBPEXAEHWNA MPU HamnaTrneHUn KaTeTepa BO34yXOM

A.l OCHOBHbIE MOMOXEHA
KaTETep HECKO/IbKO pa3 Hano/MHAKT BO3yXOM U 3aTeM CNYCKakT ero, UMUTUPYA NPUMEHEHNE in vivo. KaTETep,
HarMoNHEHHbI BO3AYXOM (PUCYHOK A. 1), ocMaTpMBatoT, ONpPeAenss, eCTb 1M NPOTEKaHUE, PaspbiBbl WU BCMYYMBAHNS.

if —pananeTtp 6annoHa, HanonHeHHO Bo3ayxoMm: fi —addekTuBHaa gnnHa 6annoHa: h — 3 dekTnBHAa fNNHaA KaTeTepa:
| — MpowHoAehOPMaHUOHHOE apMuponarHue KaTeTepa; 2 - COEAUHW TeNbHbIA yTen. 3 - KaHlONA KaTeTepa

PucyHok A.l —Cxema KaTeTepa 418 6an/I0HHOK pacluupeHns

MpumeyaHune —PUCYHOK MNpWBefeH ANA yKasaHUA pa3mepoB KateTep;! (M306paxeHWe KOMMOHEHTOB —
CXEMATUYHOE).

A.2 O6opypoBaHue

A.2.1 BaHHa c BofoM, umetouleli Temnepatypy (37+2) *C.

A.2.2 LWnpwuy ans BAyBaHWS BO3gyxa (MW aHaNOrMyHoe YCTPOICTBO), OCHALLEHHbIV U3MepUTENbHbIX! yCTpOii-
CTBOM C [JOMYCKaeMOii MOrPeLUHOCTbIO +5 %, NOAAEPXMBAIOLMM [jaBNeHNe BAyBaHWSA, a Takke 6 %-HbIM KOHYCOM
J1i03pa ¢ Hapy>XHOW pe3b6oit, cooTBeTcTBYOWMM VMCO 594—1. Ans NOACOEAMHEHUA K KaTeTepy.

>
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A.3 MeToA ncnbiTaHms

A.3.1 YcTpoiicTBO Ans BLYBaHMSA HaMoOMHAT BOAOW

A.3.2 YcTpoiicTBO ANA BAYBaHWA MOACOEAVHAIOT K KaTeTepy 1 MOrpyXaroT Bce 4acTu 6annoHa B BaHHY C BOAOWA,
MMetoLL el Temnepatypy, ykasaHHyto B A.2.1.

A.3.3 BblaepXuBaloT KaTeTep B BOJe /i1 YPaBHOBELLVBAHUA B TeUeHMe 2 MUH. 3aTeM HamnoHAOT CO BO3ZYXOM
[0 BOCTVXKEHUA MaKCHManbHOro 3Ha4YeHWs faBneHns B 6anioHe, yKkasaHHOro B 4.5, nepeuncneHune B), BblAepXuBaoT
3T0 fjaBneHmne B TeyeHue 30 ¢ 1 CNycKaloT BO3AyX U3 6annoHa. STy npouedypy NOBTOPSIOT BOCEMb pas.

A.3.4 3atem 6annoH(bl) cHOBa (BeCATbIN pa3) HAMOMHAIOT BO34YXOM [0 AOCTUXKEHWNS MaKCMManbHOTO AaBieHUN
1 BbIHMMAIOT KaTeTep 13 BaHHbI, NogAepxunsas 6annoH(bl) B HAKAYEHHOM COCTOSHUW.

A.3.S OcmatpuBaloT KaTeTep, Onpejensas, ecTb N MPOTEKaHWe, paspbiBbl, BCMY4YMBaHWUSA, W. €CNU PaspbiB
Npoun3oLLen, onpeaenstoT HarnpasieHe paspbisa 6an10Ha U Hanmume 06pbIBKOB.

A.4 OTyeT 06 1cnbITaHN

OTYeT 06 MUCNbITAHUY [O/DKEH BKOYaTb CNEAYIOLLY0 UH(OPMAaLIWIO:

a) MAEeHTUUKaLMIO KaTeTepa;

6) vcnonb3oBaHHOE AaBTCHUE BAYBaHWA, B KUIOMacKansx;

B) Habnofanoch M nNpoTekaHuWe U3 KateTepa;

r) VMenonn MecTo NOBpPeXAeHue KaTeTepa uan 6annoHa(oB) B BUe pa3pblBa WU BCYUWNBaHUSA, U. €CIN Pa3pblB
npoun3oLLen, HanpasneHne paspbiea 6annoHa u Hanmume o6PbIBKOB.

MPUNOXEHWE B
(cnpaBoyHoe)

BbiGop MaTepuBLLM T/ GansioHa KaTeTepa

Mpy NoBpeXAeHUN BO Bpemsi NMpPUMeHeHUs GannoH [O/MKEH pasopBaThbCs BAO/Mb, 6e3 06pa3oBaHNs 0GPLIBKOB.
Mpn BblGOpe MaTepvana gns 6GannoHa U cnocoba HaneXHoro coeAuMHeHus 6GannoHa C KaTeTepoM Heo6XO0AMMO
YUMTbIBATL 370 TPe6GoBaHwMe.

MPNNOXEHWNE B
(cnpaBoyHoOe)

Bubnuorpadgus

[1) NCO 11070—98 WIHTpOAbIOCCPbI BHYTPUCOCYAUCTbIE, CTEPU/IbHBIE, OAHOKPATHOIO MPUMEHEHMS
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