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IIpennciaosue

Ileny, OCHOBHbIE MPHHLHUINBI M TOPSAOOK MpOBeAeHHA pPaboOT MO MEXIrocyAapCTBEHHOMN
cra"napruzaimu ycraHoBieHsl ' OCT 1.0—92 «MexrocyaapcTBeHHasi CUCTEMA CTaHAAPTU3aLUM.
OcHosuble nonoxkeHusn» U TOCT 1.2—2009 «MexrocyqapCTBeHHas CHCTEMAa CTAHJIAPTH3ALMH.
CTaHmapThl MEXroCylapCTBEHHbIC, TMpaBUjia W PEKOMEHIAIMM TIO MEXroCydapCTBEHHOM
cranmaprusarmu. [IpaBuna paspaboTku, IpUHATHS, TPUMEHEHHs], OOHOBJIEHHUS U OTMEHBDY

CaeneHus o cTaHgapre

1 TIOATOTOBJIEH <®enepanbHbiM TOCYyAapCTBEHHBIM YHHUTapHBIM MPEANPUATUEM
«Bcepoccuiickuii Hay4YHO-MCCIIEAOBATENbCKUI HMHCTATYT CTaHAapTh3anmd U cepTudukanmu B
MamuaocTpoennny (BHUMHMAIIT)

2 BHECEH ®enepaibHbIM ar€HTCTBOM 10 TEXHUYECKOMY PETYJUPOBAHUIO 1 METPOJIOTHH
(PoccranmapT)

3 TIPUHAT MexrocyqapcTBEHHBIM COBETOM IO CTAHJAPTHU3ALMH, METPOJIOTHH H
ceprudukaunu no nepenucke (mporokon Ne 48 or 22 nexabpst 2011 r.)

3a npHHATHE CTAHAAPTA MPOTOJIOCOBAIIH:

Kparkoe HanmeHoBaHue ctpansl no| Kop crpansl no CokpalleHHOe HaMEHOBaHHe
MK (UCO 3166) 004—97 MK (UCO 3166) HALHOHAJILHOIO OpraHa
004—97 MO CTaH/AAPTU3ALIHI
benapyco BY I'occrannapt Pecnyonnku benapyce
Kaszaxcran KZ I'occranpapt Pecrybnnku Kasaxcran
Koipreizcran KG Kbiprecranaapr
Poccutickas Penepanus RU Poccrannapr
TamKkuKHUCTaH TJ Tamxukcrangapt
V3bekucran Uz Yscrangapr

4 TIpukazom PenepabHOroO areHTCTBA M0 TEXHUYECKOMY PErYJIUPOBAHHIO U METPOJIOTHH OT
13 mexabps 2011 r. Ne 1298-ct meskrocyaapctsennbiii ctannapt TOCT ISO 10555-2-2011 BBeneH B
IelicTBYe B KaueCTBe HAIIMOHAIBHOTO CTaHAapTa Poccuiickoit @enepannu ¢ 1 auBaps 2013 r.

5 Hacrostmuii cTaHAApT HOSHTHYEH MeXaAyHapoaHoMy cranaapty ISO 10555-2:1996 Sterile,
single-use intravascular catheters — Part 2: Angiographic catheters (Katerepsr BHyTpHCOCY AHCTbIE
CTepWIbHBIE OMHOKpaTHOro npumeHenust. Yacts 2. Karereps! anruorpapudeckue).

Crenenb coorBeTcTBUs — uaeHTyHas (IDT).

CeemeHNsT O  COOTBETCTBHUM  MEKIOCYNAPCTBEHHBIX  CTAHNAPTOB  CCBHUIOYHBIM
MEKIyHapOOHBIM CTaHIapTaM MPHUBEAEHBI B AOMOIHUTEIbHOM IpHiioxkeHHH JJA.

Crangapt nogrorosneH Ha ocHoBe mpumenenus [ OCT P UCO 10555-2-99

6 BBEJIEH BITEPBLIE

Hudpopmayus o esedenuu 6 Oelicmeue (npexpaujenuu Oeiicmeiis) HACMOAe20 CMAHOAPMA
nybnuxyemes é ykasamene « Hayuonanvnsie cmanoapme y.

Undpopmayus 06 usmenenusix K HACMoOsuemMy cmManoapniy nyOIuKyemcs 6 ykasamene
«Hayuonanenvie cmanoapmery, a mexcm U3MeHeHUl — 8 UHPOPMAYUOHHBIX YKAAMENAX
«Hayuonanenvie cmandapmery. B ciyyae nepecvompa umu ommenst HACMOAWYe20 cmanoapma
coomeemcmeyrowas uH@opmayus Oyoem OnyoIUKOBAHA 6 UHPOPMAYUOHHOM  yKA3ame.ie
«Hayuonansnsie cmanoapmer»

© Cranpaptuagopm, 2013

B Poccwiickoti @enepannu HaCTOAIINI CTAHAAPT HE MOXKET OBbITh MOJHOCTBIO HITH YaCTHYHO
BOCIIPOU3BEJIEH, THPAXUPOBAaH M pACIPOCTPAHEH B KadeCTBe OQULMANIbHOTO H3faHus 0Oe3
paspemmenust PenepasbHOTO areHTCTBa 110 TEXHHYECKOMY PEryJIMPOBaHHIO U METPOJIOTUH



FOCT ISO 10555-2-2011

BBeneHue

Hacroslmid cTtaHpapT sBnseTtcs nNpsMbIM - MPUMEHEHUEM  MEXAYHapOLHOro
cranaapta ISO 10555-2:1996 «KaTteTepbl BHYTPUCOCYANCTbIE, CTEPUIBHBIE, OLHOKPATHOrO
npvmeHenns. Yactb 2. KateTepbl aHrvorpadguyeckues», NOAroTOBNEHHOTO TeXHUYECKUM
komuteTom NCO/TK 84 «MeaVLUMHCKME WNPULB! U UMbl ANS MHBEKLMN».

Komnnekc craHpaptoB nog obwwym HassaHueM «KaTeTepbl BHYTPUCOCYAMCTbIE
CTepuUnbHbIE OLHOKPATHOrO NPUMEHEHNA» COCTOUT U3 NATU YacTew:

YyacTb 1 — obwme TexHuueckue TpeboBaHuns;

- YacTb 2 — KaTeTepbl aHruorpam4eckue;

- YacTb 3 — KaTeTepbl BEHO3HbIE LeHTpanbHbIe;

- YacTb 4 — kateTepbl AN 6annNoHHOro pacLUMpeHns;

- 4acTb 5 — KaTeTepbl NepUdepnIeckne ¢ BHYTPEHHEW UIToN.
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MEXIFTOCYAAPCTBEHHbBIN CTAHAOAPT

KATETEPbI BHYTPUCOCYOUCTBLIE CTEPUITIbHBIE OQHOKPATHOIO NPUMEHEHUA
Yactb 2
KareTtepbl aHruorpacdunueckue

Sterile, single-use intravascular catheters. Part 2. Angiographic cetheters

Dara BBeaeHunsa — 2013 - 01 - 01

1 O6nacTb NpUMeHeHus

Hacroswwin craHpapt ycTaHaenueaeT oblue TpeGoBaHWA K CTEepUNbHbIM
aHrMorpapuyeckiMm  kateTepaM (ganee -— KaTeTepbl), NpefHa3HaYeHHbIM  Ans

OHOKPAaTHOro npumMeHeHua.

MpumeyaHue — TpeboBaHWS K [OMOMHUTENbBHLIM YCTPOWCTBAM, WCMOMb3yeMbiM

COBMECTHO C BHYTPUCOCYAMUCTbIMU KaTeTepamu, npuseaeHsl B ctaHaapte ISO 11070 [1].

TpeGoBaHUs HACTOSALLEro CTaHAapTa SBMAOTCH PEKOMEHAYEMbIMM.

2 HopmaTtuBHbIe CCbIIKN

B HacTosLLEeM cTaHaapTe UCMOoNb30BaHa CCbiNka Ha:
ISO 10555-1 Sterile, single-use intravascular catheters — Part 1. General
requirements (KaTteTepbl BHyTpPUCOCYAWUCTbIE CTEPUNbHBLIE OLHOKPATHOrO MNPUMEHEHUS.

Yacte 1. O6wme TexHuueckue TpeboBaHus)

3 OnpepeneHus

B HacTrosiLeM cTaHaapTe UCnonb3yoTCA TePMUHbI U OMNPEAENeHns, NpuseaeHHbIe B
ISO 10555-1, a Takke cnegytoyyme:

3.1 kareTep aHrnorpaduyeckuii: BHyTpUCOCYAMCTLIN KareTep, NPUMEHSEMbIN 4NA
BBEAEHUSA UNU UHY3NN KOHTPACTHbIX Cpea W/WNM XWAKOCTEN, KOTOPbIA Takke MOXHO

ncnonb3oBaTb A9 N3SMepEeHNda AaBneHna n 3a6opa KpOoBW.

N3paHune ocbmumansHoe
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3.2 koHtwurypauusa puctanbHoOro koHua: dopma kateTepa, noseonsAloLas
MPOM3BOLMTE MaHWUNYNSILMA B CEPAEYHO-COCYAUCTON CUCTEME NaLMeHTa U BBOAUTb KOHEL,

KaTeTepa B TOT y4aCTOK, KOTOPbIM BbIGpaH Ansi aHruorpadmyeckmx npoueayp.

4 TpebGoBaHusA

4.1 O6wume nonoxeHus

Ecnu B HacTosWwemM cTaHfapTe He yKasaHbl MHble TpeboBaHus, KaTteTepbl AOIMKHbI
cooTBeTcTBOBaTh TpebosaHmam ISO 10555-1.

4.2 PeHTreHOKOHTPacTHOCTb

KaTeTepbl AOMKHbI ObITb PEHTTEHOKOHTPACTHLIMM.

MpumevyaHne — K MOMEHTY nybnuKkaLmMu HacTOsILLEro cTaHjapTa elle He YTBEpPAEH
METOA OnpejerneHnsi rokasaTens PeHTreHOKOHTpacTHOCTU. [0 yTBepXAeHUst 3TOro MeToga
U3rOTOBUTENb MOMET MapKUpOBaTh W3JeNnMe HaAmnuchbio «PEHTrEeHOHenpo3pauHbliiy. Takas
MapKUpoBKa AorkHa ObiTb MNOATBEPXKAEHA WHMOPMaUMEN O COOTBETCTBYIOLLEM METOAE

ornpeaerneHns PEHTreHOHENPO3PAYHOCTM.

4.3 HomuHanbHbIe pa3mepbl

O603Ha4eHns HOMUHaNbHBLIX PasMepoB KaTeTepa AOoSMKHbI cooTBeTcTBOBaTh 1ISO
10555-1 1 cogepxaTb Takke gMameTp camoro 60nbLIOro HanpaBUTenNs, UCMONb3yeMOoro ¢
kateTepoM. Ecnn pgononHutensHo o003Ha4eH BHYTPEHHUA AuaMeTp kateTepa, TO OH
LOmKkeH ObITb BbLIPXEH B MUINIMMETPaxX WM OKPYrneH A0 OnwKamwero 3HauYeHus cC
TOYHOCTBLIO 0,1 MM.

4.4 dusnueckue TpedboBaHusA

4.41 KoHcurypaumsa HakoHeYHUKa

HakoHeYHWK gucTanbHOro KoHua Karertepa JormkeH Obmb rmagkvM, 3aKpyrieHHbIM,
KOHycoOOpasHbIM unn obpaboTaH Tak, 4TOObl CBECTM K MWUHMMYMY BO3MOXHOCTb
TpaBMUPOBaHWUSI COCYA0B MPWY UCMONb30BaHWMK KaTeTepa.

4.4.2 TlpoTekaHMe WU NOBPEXAEHUS B YCIIOBUSIX BbICOKOFO CTaTU4Ye€CKOro
JaBrieHns

B npouecce ncnbiTaHma kKaTeTepoB MO NPUNOXKEHNO A He OMMKHO ObITb NPOTEKaHWSA
XNOKOCTU UM BUAUMBIX MPU3HAKOB MOBPEXAeHUs kaTteTepa. He pomkHo ObiThb Takke
NOCTOSAHHOW aedopMaumn  KateTepa, NpPenATCTBYHOLWEN CBOOOLHOMY MEPEMELLEHNIO
COOTBETCTBYIOLLErO KOSbLUEBOro kanubpa Ans KOHTPOMNS HapyXHOro AuameTpa 4vepes
VCMbITAHHBIN y4acTOK kaTeTepa.

4.4.3 BoKoBble OTBEpPCTUSA
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Popma, KONMYECTBO 1 pacnonoxeHme BOKOBLIX OTBEPCTUN KaTETEPOB A0MMKHbI BbITb
Takummn, 4Tobbl HEexenaTenbHble BO3AENCTBUA Ha KaTteTep W TPaBMUPOBaHWE COCYAOB
ObIN MUHUMATBHBIMU.

4.5 Nudopmaums, npegocraBnsaseMas U3roToBuUTenem

WHdopmauus, npepocTaBnseMasi W3roTOBUTENEM, [AOJPKHA COOTBETCTBOBATb
Tpeboranmnam ISO 10555-1, a Takke BKNOYaTh CriegyoLLee:

a) HOMWHanbHbIA pasMep B COOTBETCTBUM C 4.3;

b) pucyHok wnn onucaHWe KoHUrypaumm OUCTanbHOro KOHUA, ecnv  ero
HEBO3MOXHO Pa3nuynTb Yepes YrnakoBKYy;,

C) MakcumanbHOe [Oornyckaemoe JaBfneHuMe npoTeKalwowen KuakocTn, B

Knnonackansax.

MpumeyaHus

1 Takke MoXeT ObITb ykazaHO BPEMS, B TEYEHME KOTOPOro KaTeTep MOXET BblaepKuBaTb
MaKCUMaribHOe AaBreHne NpoTeKatoLLen XUAKOCTH.

2 EavHUUbl M3MEpeHMsi, He YyKkasaHHble B HacTosiLeM CcTaHjapTte, [OonyckaeTcs

ncnonb3oBaTb Kak 4ONONTHUTENbHbIE.
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MNpunoxeHue A

(obsa3aTenbHoe)

McnbiTaHue kateTepa Ha YCTOMYUBOCTb K MPOTEKaHUIO U noBpexneHuro B ycrnoBuax

BbICOKOIo ctatu4ecKkoro aasrieHus

A.1 OCHOBHbI€ NOMOXEeHUs

KaTeTep MpuCOEAMHAIOT Yepe3 KaHiom UM NPOKCUMarbHbIA KOHeL, K MCTOYHWKY
rMapaBlMYECKOro LaBneHusl, KOTOpoe MOoAaltoT B TEYEeHUe YCTaHOBMEHHOro nepuoaa
BpeMeHu. [locne OKOHYaHUs BO3LENCTBMA [&BMEHUS KaTeTep OCMAaTpusaroT Ans
obHapy>XeHUst MECT U MPU3HAKOB NPOTEKaHWUS, NOBPEXAEHMA LN AedopmaLmn.

A.2 O6opynoBaHue

A.2.1 TngpaBnnyeckoe yCTPOWCTBO, B KOTOPOM B Ka4yecTBe cpefbl, co3paroen
LaBneHne, NCnonb3yeTcsa TOMbKO XUAKOCTL, Nogaepxusaroee temneparypy (37 £ 2) °C.

A.2.2 HenpoTtekaeMmbli y3ern.

A.2.3 3anupatoLee yCTPOUCTBO NS KPENNEHNs KaTeTepa K HENPOTEKAEMOMY y3any.

A.2.4 YCTpONCTBO AN NepeKkpbIiBaHUA KaHana kateTepa, Hanpumep 3aKum.

A.2.5 KonbueBble kanmbpbl C BHyTpeHHUMW aunameTpamm Ha 10 % 6Gonblue

HOMUHanbHbLIX HAPYXHbIX AMaMeTpOoB KarteTepa.

MpumedyaHue — UcnbiTaHus NpOBOAAT MO CxXeMe, NPeACTaBrEeHHON Ha pucyHke A.1.
YCTPOICTBO AN reHepauum 1 KOHTPONSA JaBMNEHNS NOKa3aHO CXeMaTWYHO, TaK Kak ero KOHCTPYKLUA,

CINOXHOCTb U CTeMeHb aBTOMAaTU3aLmm MoryT 6biTb ApYrvMU.
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1 — r’MAPaBNUYECKMM rEHEpaTop AaBMeHUa U CUCTEMa KOHTPONS; 2 — coefuHuTenb; 3 —

3anuparoLLee YCTPONCTBO; 4 — 3a)KUM UNK KpaH, 5 — UCnbITyeMbI katetep; 6 — npumep
ucnbITaTenbHOM Kamepbl; 7 — BO3BPaT UCMNOMNb30BaHHOWM XKUAKOCTU (4ONONHUTENBHBLINY; 8 —

pe3epByap LNS XUAKOCTK, CO3Aal0Len gaBneHmne; 9 — punbTpyoLwas cuctema (JononHUTensHas)

PucyHok A.1 — Cxema UCrbITaHWs KaTteTepa Ha YCTONYMBOCTE K MPOTEKaHUIO U1

noBpPEXAEHUI B YCNOBUAX BbICOKOIO CTatu4eCckoro gasneHna

A.3 Metoa ucnbitaHms

MpeaynpexaeHne — Heobxoammo cobniopaate Mepbl NPeaoCTOPOXHOCTU U TEXHUKN
6e30nacHOCTU AN 3aLMTbl UCMbITATeNs oT NOCNEACTBUN HEMOMNaAoK B CXEME UCMbITAHUS U
BbIBpOCa XMAKOCTU, HAXOAALENCS NOA AaBMNEHUEM.

A.3.1 BkniounTb GUNBLTPYIOLLYD CUCTEMY, €CnM OHa NOoACOeAMHEHa K CXeme
UCTbITaHUS.

A.3.2 >KngkocTb, cosparolwlyro AasBfieHVWe, BMeCTe C KaTeTepoM [JO0BeCcTU Ao
Temnepatypsbl (37 £ 2) °C v nogaepxmearth 3Ty TEMNEPaTypy B TEYEHNE UCTIbITAHUS.

A.3.3 CBoGOAHLIN KOHEL, KaHIONW KaTeTepa NOACOeANHUTL K HENpPOTEeKaemMomy yany,
3aKpenuB ero 3anMparoLmMm yCTPONCTBOM.

A.3.4 YBeantbCs, YTO BO3AYX BbITECHEH U3 KaTeTepa XXWAKOCTLIO, 3aTEM NePEKPbITh
KaHan kateTepa 3aKMMOM NPUONU3MTENBLHO Ha PAacCTOSHWKM, PaBHOM MOMOBUHE €ro
a3 heKTUBHON ANUHBI OT KaHKOMN.

A.3.5 MNpoeepuTb kaTeTep Ha LENOCTHOCTb N OTCYTCTBUE NPOTEKaHUS.
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A.3.6 OTperynvpoBarb rmapaBnuyeckoe YyCTPOWCTBO, rEHEpupyloLllee AaBneHue,
4yTOOLI OHO 0BecneynBano nogayvy MakCUMarbHOro aBneHus, ykazaHHOro M3roToBUTENemM
MCMbITYEMOrO KaTeTepa, B TeYeHMe 2 C WU B TEYeHWe BPEMEHW, YKa3aHHOro
U3roToBUTENEM.

A.3.7 YcTaHOoBNEHHOE AaBneHue nogaeark B TeYEHWE BpeMeHU, ykazaHHoro B A.3.6.

A.3.8 Bo Bpems nopauu AaBrieHWs OCMOTPETbL KareTep W onpefenuTb, eCTb N
paspbiBbl U NpoTekaHna (Hanpumep obpasoBaHWa oaHOM unu Bonee najarwmx Kanenb
xupkoctu). lMocne npekpalieHWs nojavn LaBneHUs KaTeTep OTCOEAUHUTbL OT CXEMbl
MCMbITaHUS, NPOBEPUTE Ha HanMuMe NoBpPEXAEHUA, PaspLIBOB UMW NPU3HaKOB MPOTEKaHWS
W onpeaennTb, cBOBOAHO MU NPOXOAUT UCTILITAHHLIN Y4aCTOK KaTeTepa Yepes KOSbLEBOM
Kanuop.

A.4 Otyet 06 ucnbiTaHUKN

OT1ueT 06 MCnbITaHWUM JOIMPKEH BKITIOYATL CNEAYHOLWYH nHopMaumio;

a

b

obo3Ha4eHWe kaTeTepa;

HOMWHanNbHOE AaBneHue n Bpemda nogadn gasneHuns;

o O

) ©bIfo N NPOTEKaHWE UCMbITYEeMO YacTy kaTteTepa;
) MPOM3OLLINO N NOBPEXKAEHME UMK Pa3pblB UCNLITYEMOW YacTu kaTeTepa;

e) npoLuna n1 ceoBoAHO Yepes KoMbLeBOoit kanubp UcnbITyeman YacTb kateTepa.
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MpunoxeHne OA

(cnpaBouHoe)

CBefgeHns 0 COOTBETCTBUMN MEXrocyaapCrBeHHbIX CTaHAAPTOB CCbUTO4YHbLIM

MeXAyHapoAHbLIM CTaHAapTam

Tabnuya JA1

O6o3HayeHne n HanmeHoBaHne CreneHb O6o3HaveHne n HanmeHoBaHne
CCbINOYHOrO MEXAYHapPOAHOTO COOTBET- MEXrocyapCTBEHHOro CTaHaapTa
cTaHgapTa cTBUSA
ISO 10555-1 KateTepsl rocTt ISO 10555-1-2011 KaTeTepsl
BHYTPUCOCYAMUCTbIE  CTEPUIbHbIE BHYTPUCOCYAMUCTbIE CTEPUIBbHBIE OAHOKPATHOMO
O[HOKPAaTHOro NpumeHeHuns. Yacrto ot npumeHeHuda. Yactb 1. Obwme TexHuuyeckme
1. Obwue TeXHu4eckmne TpeboBaHus
TpeboBaHus
MpumeyaHne — B HacTosWwem CTaHAAPTE MCMOMb3OBAHO Chejylollee YCroBHOE

0603Ha4YeHne CTeneHN COOTBETCTBUS cTaHgapTa:

- IDT — naeHTUYHbIE CTaHLapThbI.
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Bubnuorpadus

[1]11SO 11070-98 UHTpoablocepbl BHYTPUCOCYANUCTbIE, CTEPWNbHDBIE, OAHOKPaTHOrO

npYMeHeH s
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KntoueBble croBa: BHYTPUCOCYAMCTBIA KaTeTep, aHrvorpacouyeckuii, CTepunbHbIi,

TpeboBaHus
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