rocTt

MEXIOCYOQAPCTBEHHbLIA COBET NO CTAHOAPTHU3ALWK, METPONOTMKA M
CEPTHOPHKALWMK (MIC)

INTERSTATE COUNCIL FOR STANDARTIZATION, METROLOGY AND
CERTIFICATION (ISC)

MOCT ISO
MEXIOCYOAPCTBEHHbI  10935-4-
CTAHAAPT 2012

KATETEPbI BHYTPUCOCYOUCTLIE
CTEPWUINbHbLIE OOHOKPATHOIO
NMPUMEHEHWA

YacTte 4

KaTeTepskl AnA 6annoHHOro pacwMpeHusn

(IS0 10555-4:1996, IDT)

U3pnavue othrunansHoOe

Mockea
CranpaptuHdopm

2013
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[Ipeancaosne

Henu, ociopnme NPHILHNLL B OOPAIOK NPOBEICHUE PaboT N0 MEErocylapcTBenoi
cranaapriianny  yeranosnenst  [OCT 1L0—92 «Mewrocvaapcreennas  cHCTEMA
cranaapriianny. Ocuosnsie nonowennss w FOCT 1.2—2009 «MewrocyaapeTelnas cHCTEMA
cranapriianny.  CTapiapTel  MERTrocyJapcTBENNLIE, OPaBHIa M PEKOMEHIAUME [0
MERTOCYlapeTBedHol  crapnapresanny.  [Ipasuna  paipaGoTiy, OpPHUSTHA, [PHMENSHHA,

GOHOBIEHNA H OTMEIILIN

Creaenus o crangapre

I TOANOTOBRJIEH  desepanuiiniy rocyIapeTBEHHLIM  YHHTAPHLIM  OpeInpHaTHEM
«BeepoccHACKHI HAVYHO-HCCTSA0BATENLCKHA HECTHTYT CTARAAPTAIANMH H cepruduranny B

satnnpocTpoeiniy (BHHHHMALLLY

2 BHECEH ®enepantipiy areNTcTEOM 110 TEXHHYECKOMY PErVIHPOBAHNIO H METPOIOTHA

{Poccrannapt)

3 MPHHAT MewrocyJapcTReHHBM  COBESTOM N0 CTANJAPTHIALHH, METPOJIOIHE R
ceprifmrainy (npotokon Ne 412012 o1 24 mas 2012 1)

Ja [IPHIATHE OpOrQIocORalIH:

Kparkoe nanmenosanne crpans no | Koa crpai Cokpamenioe nauMeHoBalHE

MK (FICO 3 166) 004297 o ME (HCO WAL O TLTOr

3166) 004-97 opraia no CTalJapTHIanHH

AsepOaiinaanckan Pecnyinnga AZ AscTanaapr
Pecnybanka Apmenns AM MuRTOPrIEOHOMpaIBHTHA
Pecnytauka benapyen BY Mocerangapr Peenyfnukn benapyck
Pecnybanka Kazaxceran KZ loceranaapr Pecnyfmarn Kasaxeran
Keprisckas Pecnybanka KG Kuprurscranaapt
Pecnybanka Monaosa MD Monaosa-Crangapr
Poceniickas Qegepauns RU Poccrannapr
Pecnytauka Tapsukneran T TagmukcTanaapr
Pecnytnuxa Yibexkneran Lz Yactanmapr
Mipauna UA NocnoTtpeberanaapr Yipanim

4 [Mpukazom drenepansiore aredTCTEA IO TEXHHHECKOMY PErYIHPOBANHID B METPOIOIHI
ot « |9 » gexaGps 2012 r. Mo 191 B-ct mewrocy mapersennniii cranaapr NOCT [S0 10555-4
2012 meenen B JeHCTEME B KadecTBe HAHOHaILHOTO crangapra Poccuiickoi deaepanun c

I susaps 2015 r.

[
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5 Hacrommwmmil cranjapr HisHTHYEH Mexaynapoauosmy crapaapry 150 10555-4:1996
Sterile, single-use intravascular catheters - Part 4: Balloon dilatation catheters (Karerepm
BHYTPHCOCYIHCTLIE  CTEPHIALNLIE  oauokpatiore npusenenns. Yacre 4. Karterepnt ana
DRIIOHHOTD PACIIHPEHRA).

Crenens cooTeercTeud — waentiwunas ([DT).

Crawaaprt noarotosien na ocuose npusenenus NOCT P HCO 10555-4-99.

Ceefenna 0 COOTBETCTEMH  MEKTOCYJAPCTEEHNLIX  CTANJAPTOR  COLUTOUHLIM

MEMIVHAPOANLIM CTARIAPTIM OPHBSICHE B QONOMHATETLIIOM [P0 SIHTHA ,u._.u'"n

& BBEJTEH BIMEPBLIE

Huchoprayur o seedenun & Oviosmene (RPERPUOUIENEE  OERCMSNE] NEUMARESD  CRnaRamma
wviLimyemen @ vezamese < Hayuonaisnse cmandapmss.

Huopvayur  off  wivenenusyx & RQEMORAWENY  criandapmy  nwlInKVYemcR & VRddamene
sffauonieinre cOadRpRTa e, 8 IERCI WIS ERIT — ¢ BEapanio el veasamenay « Hagnosaomne
coratidagminie, B Civige REPECHRED WM ONUMER  HOCMORGESD  cmaiOgpma CommeeiCiE Vo

iHn'I:IIr.I‘I'.JIfJ.'I[Hifin'H [j_]-'ﬂ}{'iﬂ 2] EAU KO i in'i!n'"l.n'-l'.i‘lf..'.'l-[[|'i|!i|'|!'J.'H'i'l!’.|‘.-'Il VRdme e I'I'HE.I'I{HI!'HI'{.I'.THHN-E" L'ﬂ?n:!.'!f}ti}'.l'ni‘llf#

i Crawaaprandgopa, 2013

B Poccnitckoit thegepaunn HACTOAWINA CTANIAPT He MOXET OBITL NONHOCTLIO HIKW
YACTHHIG BOCTPOMIBEISH, THPAKHPOBAN H PACTIPOCTPANEH B KavecTBE OPHLUHANLIONO HIJa11HA

Get PaspeciHE dlenepanmmm ATEHTCTE MO TEXHHYMECKOMY PErYIHPORANHIO B METPROTOIHH

11
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Conepaxanne

I O0NacTh NPHMEBEHEM. ...t et e e e e
2 HOPMETHBHEIE COBLTREL. . oottt et et et it e et st et be et e e ie e e einaas
T g T PP P
G TPEOOBATIEE . . ittt et e et e
Mpuneswenne A (obgzatensioe) Henoranue na npoTekanue o NOBPE#1SHHA NP

HATIOUTHEHMHH KATETEPE BOBIYXOM. ..ottt it ettt n e
[Tprnosenne b (copasounoe) Bubop Matepnanos ans 0anmona KaTeTePa. . ....oooiiniiieonnns
Mprnewenne B (cnpasounoe) bubGamorpathia. . e

J.-IP]-'I.'ID}EEEI[HE- ﬂ.a‘\ I:CJI]JE.EE‘IHEIE} CpegenHa o CoOTEETCTEHH MEKTOCYIAPCTECHIBIN CTAILIApTOR

COLUIOYEIEIM MERTYHAPOANBIM CTARTAPTAM . o o ittt aas
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Brenenune

Hactomimil cranaapr ABIAeTCH NPAMLIM NPHMEHEHHEM MERIYHAPOANOre CTaapTa
[S0) 10555-4—9% «Katerepul BHYTPHCOCYIHCThIE CTEPRILHLIE OAHOKPATHOND NPHMEHESHHA.
Yacte 4. Karerepu ana  Sannonioroe  pacilHpenHss», NOArOTOBICHHOrO  TeXHHYECKHM
komupteTon HOO/TE 84 «Meanunuuckue WmpHuLD B HIILL 178 HEREKIHIS,

Komnaexe crangapros noa  obmusm  wassaniem  «KaTeTepu  BHYTPHCOCYIHCTEE
CTEPHILILIE OINOKPATHOTO MPHMENSHHAR COCTONT W3 MATH vacTeil:

- 4acTk | — oblune Texnnueckne TpedoBaiua;

- HACTE 2 — KaTeTephl anrHorpahuyeckne;

« YACTE 3 — KATETEPLI BEHOIHLIE UENTPAILHLIE,

« ACTE 4 — KATETEPL! QM8 OaMI0HHOrD PaciIHpeiiHa;

- YacThk 5 — KaTeTepnl nepuipepiyeckHe ¢ BHYTPenieH Hrioi.

'1,"?
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MEKIOCY 1JAPCTBEHHBH CTAHIAPT

KATETEPHI BHYTPHCOCYIHCTHIE CTEPHIEHEIE
OJHOKPATHOIO NPHMEHEHHS
Hacre 4
Katerephi 118 Ga110HROT0 PACHIHPEHEA

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

Jara spegenna 2005-01-01

I OdaacTe NpUMeHeH s

HacTosmmnil crannapt yoTanasnHeaeT oOlHEe TPeDOBANHA K CTEPHALHLIM OalIoHLIM
PACLIMPAIOIINM  KaTeTepas  {aanee KATETEPL ), NPEIHATHAYEHUBIM 108 OJHOKPATHOIO

MPFHACHCITHA.

Mpumeganne Tpebopatue & A0NOIHHTEIEHEM  VOTPOIICTBAM,  HCOOMBIYEMEIM

COBMECTHO C BHYTPHCOCK IHCTRIMH KATETEPAMH, NPpHECHeHE B crantapre IS0 TTOTO[1].

T|.‘.IL‘EI-I.'.IEI-HIIII:I{ HACTOALETO CTATLTaAPTa ABAAIOTCH PEKOMENIYVEMLIME.

2 HopMarHBHBIE CCLIKH

B pactosiem cTannapre MCNOIL30BANLL COLIIKH 1A CIEAYIDIHE CTANIAPTE:

IS0 10555-1:1995 Stenle, single-use intravascular catheters Part 1: General
requirements (Katerepn cocyaHcTee CTEPHABNLE oaHopazosoro npumeneia. Yacte 1. Obne
TpeboBalHg)

150 594-1: 1986 Conical fittings with a & % {Luer) taper for syringes, needles and certain
other medical eguipment Part 1: General reguirements ([letanw coequuuTenbHBle ©
KOHycHOCTRIO 6 %0 (Jliospa) ang mnpuues, Hra o Jpyroro MeauunHckoro odopynosanns. Yacte

I. Obume Tpebosanng)

3 Onpenenenns

Hananne odainansnoe

|
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B macTosies CTAHAAPTE HCNOALIYIOTCE TEPMUHLL H ONpeleteins, npueetenise B 150
10555-1, a Taxie cneayIOnIHil TEPMHIL

KaTeTep 18 SULIoHHOre pacimupenns: BuyTpucocy AHCTRI KaTeTep, OcHallenibii
DaNMOHOM Y IRCTATLHONO KOHLA, KOTOPLIT BBOAAT B APTEPHI0 HIH BEHY 18 PACIIHPEIHA YacTH

HIIH 4aCTEN COCYIHCTON CHETEMLL.

4 Tpedosanun

4.1 Obmme moa0KeNHA

Eciv B HacToSmEM CTRHIAPTE HE YEA3aHE HULle TPeOOBANHA, KATETEPR 1OJHKHEL
COOTRETCTROBATE TPEOOBANKAM, YCTanosnenntn B 150 105551,

4.2 PenTreHoKOHTPACTHOCTL

HBTI.!-‘TI'.‘FII:[ JIOGENLL DLITL PENTICHOKONTPACTHLIMH.

Mpusmesanne — K sosmenry nmyDUIHEILNH HACTOAWETD CTAHOAPTA £U@ HE YTBEPHISH
METON OIPeIeleHHA NOKATATENE PeHTIeHOKOHTPACTHOCTH. JI0 YTBEPEIeHHA FTOMD MeTOAd BITOTOBHTE Ik
MOSKET MAPKHPOBATE HEICAHE HATNHCEH «peHTIeHOHeNpospadHbiie. Takas MapkipoBgs o0 GhiTs

noarsepaiena unhiopmaniell o CoNTReTCTEYIOWEM METOIE ONPeIeeHHE FERTICHOHENAPAMHOCTIL.

4.3 Odoznauenne NOMHHAIBHOID PaMepa

Ofoanadenne HOMHHANLHOTO  PasMepa  KaTeTepa  Jo#HO  COJSpaTh  CIeIyIolumne
MOKATATEH:

a)AHaMeTp HANMIHEHHOrO BO3AYXOM Danaona; 104 Dan1oua ¢ HECKOIBKHMHE AHaMeTpaMi

JHAMETP KAH IO 9acTH;

6) adupexTHBRYI DaHby Ganmona;

B) ShHeKTHRHYI0 UIHNY KaTeTEpa;

rj amaMeTp camoro GoALOoro HanpasHTeNs, HCNONLIYEMOro ©  KaTeTepoM  [pH
HEODXOINMOCTH,

4.4 Duznwueckne Tpefosanun

441 Kownmpurypaumns HAKOHEYMHHES

Hakoneunuk  QHCTansHOre  KoHoa  OooKed  OLITE  TOaiKeM,  3aKpYTAIeHHBIM,
KONy COooDpatneM, 4To0R CBECTH K MHHHMYMY BOIMOKHOCTL TPABMHPOBANHA COCYIOB MpPH
HCIOIRIOBAHMH KATCTEpA.

442 llpoTtexkanue H NOBPEeWIEHMA NPH HANONHEHHH KaTeTepa

BO3IAYXOM

2
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[Mocae neneITanns KaTeTePa MO NPHIOKENHIO A HE A0MHAO OBITL IPOTEKANNA HKHAKOCTH
HIIH BHANMBIX NPHIHAKOR NOBPE#ISHNA KATETEPa, HANPHMED B BHIC BCOYUHBAHHA HIH PaiphiBa
KaTeTepa HiIH DaUTona.

443 bokKoBWE OTBEPCTHA

Popma, KONHHMECTEC W pacnolokedHe DOKOBLX OTBEPCTHI AOMHHL OLITL TAKHMH,
YTOOL  HEKENATENLILIE BOLICHCTEMS Ha  KaTeTep o TPaBMHPOBAHHE COCYA0E  OLUIH
MHHAMATBHLIMH.

4.5 Hudopmanus, npelocTaBIdeMas HITDTOBHTENEM

Hudopmanns,  opegocTapnseMas  HITOTOBMTENEM,  JI0MKNA  COOTBETCTBOBATE
Tpedoeannam 150 10555-1, a Tasmke BEIOYATE CledyIOLIEE:

a) HOMHBANLHLIH PaiMep KaTeTepa B COOTBETCTRHN ¢ 4.3;

0] nonoxende(s) peNTreROROHTPACTHOMY LX) MapKepaos);

B) MAKCHMANLHOE IOMYCKAEMOE JABNEHNE B DALN0OHE, B KHIONACKLIAX,

rj) JaBleHde HANMIHENHA GanIoHa, B KHIOMACKATAX, HeodXoIHMOe ON8 JOCTHMEHHS

HOMHIANLIOND THAMETL Ganmonal -l'!l]3]-.

I1 PHMLYAHHE Enmpnie HAMEPCHHA, HE  YEASAQHHBIC B HACTOAIIEM  CTaHapie,

JONYCKALTEA HCMOIEMBATE KAK JOMOIHETEEREE.

3
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Npuaosenne A

(0DHIATEILII0E)
Henpiranmne na npoTeKanie H NOBPeXIeHHA NPH HANMINEHH KaTeTepa BO3IyXoM

Al OcHoBHLIE NOIDEENHA
KaTterep HeckonnEO pat HANONHAIOT BOIAYMOM M 33TeM COYCKAKT €ro, UMHTHpYS
npuMenee in vivo., Karerep, wnanonuennnii sosgyxosm (pucynox A l), ocmatpueaor,

CGpegenas, eCTh I NOTERAlHe, Paipiiihl HIH BCNY 4HBAN.

2

.-”',.r"'\,,\

=~ 1
“\}l“——'j —\l
il Y 1 -

L A —

5

d— Auamerp Guilona, HanoIHEHHOTe Bo1ayxoa, §— MpuflekTHEHAA AIHEa Gaiioda; b
wfuperTiEnaL LI karerepa; { — NpOoTHEOISPOPMALHOHHOR APMHPORAHNE KATETEPA:

J— CORMMHATEIBHBI V3200, 3 KOHKUH KATeTepd
Pueynor A. | — Cxema kaTerepa ana 0anioiioro paciiHpenHa

Mpuvmevanne PucyHOK NpHBEICH QI8 VEOIAHHA PaiMepoB karerepa (Hiodpasenie

KOMIKHEHTOR I..'?li.l.".'!.li.'l."llrl':ll-il.'lll}.

A.l Odopyaosanne

A2 1 Banna ¢ Boaoi, umeromeil Temneparypy (37+£2) °C.

A22 Unpuu ans BayBaiHg BOIIYXA (WIH AHANOMHYHOS YCTPORCTEO), OCHAlEHILI
HIMEPHTEALHLIM YCTPOHCTEOM € JOonyCKaeMoil morpemnpoctuio £3 %, noJieps#iBaininmg
Aaejienne  BayBanuA, a Takke O Ye-nmm  womycom  Jlwopa o mapywnoil  pesnboii,
COOTRETCTEYIOWHM [SO 594-1 ) ana nogcoeIHHEHNA K KaTeTepy.

A3 Meroa neneiTanns

A3l Verpoiterso 108 BAYVBAHKA HATIONHAIOT BOAOI

A32 VYerpolicTso 008 BAYBAHEA NOJACOSIMHAIGT K KATETERY W NOTPYHAOT BCS HacTh
DanioHa B BaHuy ¢ BOZoE, MMeInel TeMneparypy. yrasaunyw 8 A2 1.

A3 Buaep#HBalT KaTeTep B BOIE T8 YPAaBHOBEINHBANHA B Tedenne I Mui. 3atem

HAMOIHANT Srde BOIAYVIOM J10 JOCTHACHHA MAaKCHMANLIHODS 30049CHAd JaniIciHE B Dannone,

4
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VEaiannoro B 4.5, nepeunciente B), BLICPHHEAIOT 3T0 Japlenne B Tedenue 30 ¢ ¥ cnyckaoT
BOIAYX M3 Dannona. ITv npoueaypy NOBTOPSKT BOCEME Pai.

A34 Sarem Oamnon{wl) cuosa (SCATLI Pat) HATIOOHAIOT BOIIYXOM 0 JOCTHACHHA
MAKCHMANELHOID JABIEHHA H BRIHMMAIOT KATETEp W3 Balliel, NOQAEp#&HBas Oannon(ul) B
HAKAUESHIIOM COCTOMHHH,

ALS OcwmarpueaoT  KaTeTep, onpelensafs, ecTh W NPOTEKAHHE,  PAIPLIBLL
BECTIVMHEANMA, M, €CIH PAipLIE NPOHIONIEN, ONPEASnioT HANPABIEHHE PAIPLIBA 0ANIONA ©
HATHYAE OGOPLIBKDE.

A4 Oruer ol HCNLITAHHH

Oraer 0D HCNBITAHHA JOMKEH BEIIOYATE CREAVIOUYIO HHDOPMAaHio:

a) HaeHTHpHEALHIO KaTeTepa;

0] HCNONRIOBAHHOE AABNEHNE BIYEANHA, B KHIONACKANAX,

B) HabAKJAN0CL 1M NPOTEKAHNE HI KATETEpa;

r) HMEN0 IH MECTO MOBPEXICHHE KATeTepa WiH 0annoda(os) B BHAE pa3puiBa MINH
BECTIVMHBAHUMA, M, ©€CNH PaipelE NPOHIOLIST, HANPABIEHHE patpeiBd §an1oHa B HAHYHE

OOPLIBKOE.

5
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Npnaoxenne b

{cnpasounoe)

Brifop MaTepraIoB 108 Ba/110Ha KATETEpa
[Mpr noppemxacunn Bo BpeMs NpHMEHSHAA DANNON JOUGKEH PalopBaTBCA BIONL, 03
oopaszosanng  oopuekon. [lpy mmbope wmatepuana ans fanioia Hoocnocoda  HAASEKHOTO

COeaIenns Banaona c EATETEPOM HEDDXOIHMD YUHTEIBATE 3TO 'I'[!EﬁDI]E.I]HE!.

&
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Mpuaowenne B

(CrpaBoHne )

bubdanorpadpna
[1]1SO 110T0:1998 Sterile single-use intravascular catheter introducers (Hurpoasiocepu

BHYTPHCOCYINCTRIZ, CTEPHIALHLIE, OJIOKPATIHOND ]lPHHE[!E[!Hﬂ]

.
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Npuraowenne 1A
(cnpaBoMHOE)

CReJIENHA O COOTRETCTRNH MERIMICYAAPCTRENHLIX CTANAAPTOB

COLLTOMINELIM MEARIYHAPOITHEM CTARIAPTAM

Tatdnuwuwa JIAI

Coosmaduenve 1 HaHMENORAHNE
MEEIVHAPOAHOND CTAHAAPTA

Crenen
COOTECTCTEHA

CI8oamaueiie i HAHMENORAHNE
AACATOCY ENCTIRCE IO TG CTAandapTa

[S0) 10555-1:1995 Karerepn
COCYIHCTRIE CTEPHILEHLIE
OAHOPAIOROIG  IPHMEHEHHE.
Yacte |. Ofmpe Tpebosans

(DT

FOCT IS0 105355-1-2011 Katerepw
COCYAHCTEE CTEPHIALILIE OIHOPAIOROTD
npusencuia. Yacrs | Obmue tpebonanna

[S00 5304-1: 1986 JdeTanu
COSAHHATENLHLIE ©
KOy cHoCTLIo 6 %o (Jlioapa)
OJIH WINPHIEE, HIT B APYIoro
MEIHUHHCKOrG 000pY 10BA1HE .
Hactn |. Ofmue tpebosainsg

* CoOTBRETCTBYIHUHA MEKTOCYIapeTReNNLli ctanaapt oteyrersver. [lo ero yreep#acins
PEKOMENIYETCE HCMOALIOBATL NEPERO HA PYCCKN ALK JaNHON0 MedIyHapoaHoro cTanIapTa.

|.-[1.'|.'.Il:liﬂﬂ, AANIoro MERIVHAPOINOrD CTAHIAPTA HaxOAHTCH B '-IJI'..‘-_.'],El‘.IH..']l-IIIi'r.'t{ illliht'.l]'ll}.lﬂll[li.?lllll'l'!l}.!

Iil:l{!lll:[ﬁ.‘, TEXHHYCCEHK PCrlaMEeNTOR H cTAn1apTOR.

I pHMEYIHR 4 B macrosuwes I:'J-i!H,J,iIE]JE HEN IO ELHO {“.:IIJ,'J,}-'H'!IJJJ'L"L" }"i:'.'Eli.IJHHH." QOOTHAYEH HE

CTENEHH COOTBETCTEHE \':'LELH,J,HFILEI..

= IDT — naentHusse cTanaapTLl.

rocTt

k]
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YK 615.472.5:006.354 MEC 11.040.20 DT
Knuessle cnoba: KATETEP BUYTPHCOCYIHCTLIH, Oanionuulii, pacuiMpenne, CTEpPHIBILI,

TpeboRaliHgE
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