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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 NOAroToOBJIEH YupexpeHnem PAMH «HaydHbIM UeHTp cepaedYHOo-CoCYyaUCTOU  XUPYPrUu
Mm. A.H. bakynesa PAMH» («HLUCCX um. A.H. bakynesa PAMH») Ha ocHOBe CODCTBEHHOIo ayTeHTUYHOrO
nepeBoda Ha PYyCCKNUN A3bIK MeXOyHapoaHOro ctaHaapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHun4yeckumkomutetomno ctaHgaptTusaumm TK453 «MmnnaHtaTel B XUpypruny, Ynpasne-
HMeM TeXHUYEeCKOro perynmpoBaHusa 1 ctaHgaptTusaumm @egepanbHOro areHTcTBa No TeXHUYECKOMY peryrin-
POBaHUIO N METPONOT NN

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaeparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U MmeTtpoiorn ot 12 Hoabpsa 2010 1. Ne 387-cT

4 HacTtodawmm ctaHgapT naeHTudeH mexgyHapoaHomy ctaHgapTty MCO 11070:1998 «MHTpoabtocephl
BHYTPUCOCYAUCTLIX KATETEepPOB OAHOKpaTHOro npumeHeHusa ctepuneHble» (ISO 11070:1998 «Sterile single-use
intravascular catheter introducers»).

[Tpy NnpMMeHeHU HACTOALLEro ctTaHaapTa pekoMeHAaYyeTCs UCNONb30BaTh BMECTO CChINTOYHBLIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HalUMOoHanbHble cTaHgapTel Poccunckon @eaepaun, cBeaeHUa o
KOTOPbIX MpUBedeHbl B AOMONHUTENBbHOM npunoxeHun A.

HaunmeHoBaHMe HacTodAlero ctaHgapta MaMeHeHO OTHOCUTENTbHO HAaUMMEeHOBaHUA YKa3saHHOro MeXxay-
HapogHoro ctaHgapTa ana npusegeHnda B cootBeTcTBMe c OCT P 1.5—2004 (nyHKT 3.5)

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUlUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a meKkcm UaMeHeHUU U NMorpagoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPpMaUUOHHbLIX yKazamernsax « HayuoHanbHble cmaHOoapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmebil»y. Coomeemcemaey-
rowas UHopmMauus, yeeooMrieHuUe U meKcmsbi pa3Melwaromcs makxe 8 UH(popMayUoHHOU cucmeme oblyez2o
rofb308aHUsI — Ha opuuuarnbHoM calime @edepalslbHo20 azeHmcemea rno mexHU4YecKoMy pe2ynupo8aHuio U
MempoJsiozauu e cemu MIHmepHem

© CtaHgapTuHgopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

MHTPOObIOCEPblI OOHOKPATHOIO NPUMEHEHUA CTEPMUIIbHbIE

TexHn4eckue TpeboBaHMA U MeTOAbl UCNBLITAHUN

Sterile single-use intravascular catheter introducers.
Technical requirements and test methods

NaTta BBegeHnsa — 2011—11—01

1 O6nacTb NpUMeHeHunn

HacTtosawmnni ctTaHgapT ycTaHaBnMBaeT TpeboBaHWUS K UHTPOAbKCEPHBIM UrNTaM, UHTPOALICEPHBIM KaTe-
Tepam, UHTpodbloCcePHBLIM 0DON0YKaM, NPOBONOYHBIM NPOBCAHUKAM 1 pacLlUMPUTENSAM, MOCTaBNAEMbIM B CTe-
PUNBbHOM BMAe W npeaHasHauveHHbIM ANs OOHOKPATHOMO NPUMEHEHUA COBMECTHO C BHYTPUCOCYAUCTbIMU
KaTeTepamu, onpeaeneHHsIMU B NCO 10555.

[TpnmedaHne—PykoBoagcTBO NO Mmarepunanam n HasHaA4YeHNo OONONMHUTENbHbLIX YCTPOUCTB MNPUBELAEHO B
NPUNoOXeHun A.

2 HopMaTuBHbIE CCbINKN

B HacTosiLeM cTaHOapTe UCNOMNb30BaHbl HOPMAaTUBHLIE CCHINKLA Ha creayiollme ctaHaapThl:

NCO 594-1:1986 [Hetanun coegnHUTenbHbIE C KOHYCHOCTLIO 6 % «J1toapa» gnga wnpuues, Urn u apyroro
MeauunHckoro obopyaosaHus. Hacts 1. Obwne TpedboaHus (ISO 594-1:1986, Conical fittings witha 6 % (Luer)
taper for syringes, needles and certain other medical equipment — Part 1: General requirements)

NCO 594-2:1991 [eTtanu coegmnHuTenbHble ¢ KOHYCHOCTLIO 6 % «J1tospa» anga wnpuues, Urn u apyroro
MeaunumnHekoro obopyaoBaHua. HacTtb 2. JTioapockue HakoHeuyHUKU (ISO 594-2:1991, Conical fittings with 6 %
(Luer) taper for syringes, needles and certain other medical equipment — Part 2: Lock fittings)

NCO 7886-1:1993 LUnpuubl MHBEKUNOHHBIE OQHOKPaTHOMO NpUMeHeHns ctepunbHble. HacTts 1. Lnpu-
Ubl Ana  pydvHoro ucnonb3oBaHua (ISO  7886-1:1993, Sterile hypodermic syringes for single
use — Part1: Syringes for manual use)

3 TepMUHbI N onpeaeneHns

B HacTosAweM cTaHgapTe NpUMeHUMbI cneayroLlmne TeEpMNnHbI C COOTBETCTBYHOLW UMW onpeaeneHnusaMmn:

[TpnmedyaHne— Cxematndeckne nNnpuMepbl yCTPOUCTB, OTHOCALLMXCH K 3TOMY CTaHZ4apTy, C NpuMepamMmm Tep-
MWUHONOIMK, NpuBeaeHbl Ha pUcyHKax 1, 2 n 3 B UHAPOPMaUNOHHbIX LEnsX.

1 1
i2 \3 i4 i2 9) 6

&) NHTPOABLIOCEPHbIA KaTeTep b) HTpoabKOCEepHas Urna

1T — apdekTUBHaAA ANnHa; 2 — HAKOHEeYHUK; 3 — KaTeTep,; 4 — coeauHUTENbHasA BTyNKa Karetepa,; 9 — Tpybka UHTPOOBLHCEPHON
UrMbl; 6 — COEAUHUTENBHAA BTYJIKA UMb

PucyHok 1 — Bug MHTpOALIOCEPHOro KateTepa n UHTPOAbLIOCEPHON UTTb|

U3paHune odbmumanbHoe
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a) obonovka MHTpoablocepa

b) pacwimputenb (oyx) /

==
— —
I
ﬂ-\)ﬂ--

c) cobpaHHOe YyCTPOUCTBO (MHTpOAbIOCEpP)

1T — aucTanbHbIX KOHeL,, 2 — obonovka; 3 — KPpoOBeOCTaHaABNUBAKLLWMKU KnanaH; 4 — knanaH ¢ 3aMmkom tuna «Iosp»; 5 — bokoeoe
YCTPOUCTBO BBOAA; 6 — COeAUHUTENBHOE YCTPOUCTBO (ONuus), /7 — coeauHUTENbHaA BTyNKa

PUCYHOK 2 — Bua nHtpoabtocepa, 060104k N paclunpuTens

= = =)

------—- ““““““ = il S '

= e T e T

C) NOABWXHOE S4p0 NpoBoAHUKA J-TUNa ¢ npeaoxpaHnTeNbHON NPOBONOKON

1T — npeaoxpaHUTenbHAA NPOBONOKA; 2 — AAPO NPOBOAHUKA; 3 — 0B60N04YKa NPOBOAHUKA

PUCYHOK 3 — Bunabl NpoOBOAHNKOB
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3.1 obonou4ka(npoBonoyvHoro nposogHuka)(coil ofaguide wire): HapyxHasa cnupansHas odMoTKa
NPOBOAHMKA.

3.2 OCHOBHOM NpoBoOA, AApO npoBoAHUKa (corewire ofaguide wire): BHyTpeHHUM NPpOBOA, 0becne-
YMBAIOLLMIN XKECTKOCTb NPOBOAHMUKA.

3.3 pacwuputenb, oyXx (dilator): ['mbkoe ycTponcTBo Tpydb4yaTon POopMbI, UCNIONbL3YEMOE ANA pacLUmn-
PEHUSI HPECKOXKHOro NPoKoa B KPOBEHOCHLIN COCyA.

3.4 puctanbHbin KoHel (distal end, patient end): HakoHe4YHUK yCTPONCTBA, BBOAMMOIO B TEMO NaLU-
eHTa.

3.5 acppekTuBHaAa gnuHa (effective length): Yactb onuHbI yCTpONCTBA, HA KOTOPYHO OHO MOXET ObITh
BBEEHO B TENO NauneHTa.

3.6 NpoBOAHMUK NPYXUHHbIN (NpoBOAHUK) (guide wire, spring guide): ['mbkoe yCTPOUCTBO, BHYTPU
KOTOPOro nepemMellaeTcd katetep nnu pacwmputens. UcnonbaytoT And yaodbctea AOCTaBKA U NO3ULIMOHUPOBA-
HUASA KaTeTepa 1 pacluMpUTens B KPOBEHOCHOM cocyae.

[TpnmedaHwne—I1pOBOAHMK MOXET MMETL ONpPeaeneHHyo PpopmMy Kak, Hanpumep, NpoBOAgHVKN J-Tnna, noka-
3aHHbIE HA PUCYHKE 3, UMEICLLINE HENOABWXHOE UNN NOABWMXHOE S4P0; NPU STOM HA NOBEPXHOCTb NPOBOAHUKA MOXET ObITb
HaHeCEeHO crneunanbHOe NOKPbITUE.

3.7 coeanHutenbHaa BTynka (hub): CoeguHnTenbHoe YCTPOUCTBO B MPOKCUMAlIbHOM KOHLE
MHTPpOAbloCEPA, KOTOPOE MOXET ABNATLCS HEOTHLEMEMOMN YacTbio MHTpOoAbCepa UNU HaaeXXHo KpennuTbea K
MPOKCUMarbHOMY KOHLY MHTpoAblocepa.

3.8 uHTpoAablocepHbIn KaTeTep (introducer catheter): KopoTkas rubkaa Tpybka, BBOAMMASA B KpOBe-
HOCHbIW cocy, OOBIMHO HA UHTPOALICEPHOU UMMe, Yeped3 KOTOPYHo KaTeTep UM NPOBONOYHbLIN MPOBOAHNK BBO-
OAT nocne yaaneHna MHTPoAboCePHOWU UMb,

3.9 BHYTPUCOCYOUCTbLIN KaTeTepHbIN UHTpOAbIOCEpP, UHTpoablocep (intravascular catheter
introducer): YcTpoucTBo, NpeaHasHa4vyeHHoe Ans UCNoMb30BaHUA COBMECTHO C BHYTPUCOCYAUCTEIM KaTeTe-
poM, obnervyatollee BBeAeHNE B COCYQUCTOE PYChoO.

3.10 uHTpoablocepHan urna (introducer needle): >Xectkasa Tpybka ¢ oCTPpbIM HAKOHEYHNKOM, Yepes
KOTOPYHO NPOBOAHWNK UNU KaTeTep BBOAAT B KPOBEHOCHbLIN cocy.

3.11 npokcumanbHbIN KOHeL, ¢cBOoOOAHbLIN KOHel (proximal end, free end): KoHe4yHass 4acTb
YCTPOWUCTBA, NPOTUBOMNONOXKHANA ANCTAlNTbHOMY KOHLLY.

3.12 npepoxpaHuTenbHasa npoBonoka (safety wire of a guide wire): ononHUTenbHbIX NPOBOA,
MCMONb3yeMbIN AN MUHUMKU3 AL BO3MOXHOCTU OTCOeAMHEHUA KOHYMKA MPOBOAHUKA.

3.13 obonouka uHTpoabrocepa (sheath introducer): nMokas Tpybka, BBoAMMAS B KPOBEHOCHbLIN
COCy[, Kak NpaBUIo, Ha paclinupuTtene, Yyepes KOTOPYHo BBOAAT NPOBOAHUK UMW KaTeTep nocne yaaneHusa pac-
LUNPUTENS.

3.14 kKoHuMUK (tip): KpahHasa ToUka AUCTanbHOMO KOHLUA YCTPOMUCTRA.

4 OOLwWwme TpeOOBaHUA

4.1 Ctepunusauus

YCTPOWUCTBO crneayeT CTepunm3oBaTh YyTBEPXAEeHHBIM MeToaAoM. B CTepUnbHOM COCTOAHUU OHO AOITKHO
COOTBETCTBOBaATb NOoNoXeHnam 4.2—4 4.

[Tpumevanunme —Cm NCO 11134, NCO 11135 n MCO 11137 gns COOTBETCTBYIOWMX METOL4OB CTEPUNN3ALUW.

4.2 buonornyeckaa coBMeCTUMOCTDb
YCTPOUCTBO AOITKHO ObITh B1onorndeckn 6esocnacHbIM.

[MTpnmevanume—Cm NCO 10993-1 ana Boibopa COOTBETCTBYIOLWMNX METOA0B KOHTPOINS.

4.3 lNoBepXHOCTb

[lpon BM3yanbHOM OCMOTPEe HopMarlbHbIM UM CKOPPEKTUPOBaHHLIM A0 HOpMalnbHOro 3peHunemM npiu
2,5-KpaTHOM yBeIMYeHUN BHELWHAA NOBEPXHOCTb 3PPeKTUBHOW ANMMHBLI YCTPOUCTBA HE ACITKHA UMEeTb NOCTO-
POHHUX BKITHOUEHUMN.

[TpumevyaHwms

1 BHeLWHAA NOBEPXHOCTb 3PPEKTUBHOW ANTMHBI YCTPOUCTBA, BKIMIOYaA ANCTanbHbIW KOHYUK, A0N1XHA ObITb CBODO-
HA OT TEXHOMNMOMNMYECKMX N NOBEPXHOCTHbLIX AEMPEKTOB U MNPUYUNHATE MUHMMArbHOE TPaAaBMUPOBAHNE COCYA0B BO BPEMSA
NCMNONb30BaHUS.
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2 EcnnHaunHTpoablocep HaHeceHa cMasKa, TO OHa He AoMmKHa cobupaTbes B BUAE Kanenb Ha BHELWHEW MOBEPXHOC-
TV 3QPPEKTUBHON ONTMHBI YCTPOUCTBA MNPU OCMOTPE YCTPOUCTBA HOPMAalibHbIM UMY CKOPPEKTUPOBAHHBIM 40 HOPManbHOro
3pEHNEM.

4.4 Koppo3MOHHasaA CTOUKOCTb

[Mpn ncnbiTaHNAX Mo mMeToay, NPUBEAEHHOMY B NMPUIIOXeHun B, meTannuyeckne 4actn yCTpPONCTBA He
OOMKHBbI OOHAapPY)XMBaTb NPU3HAKOB KOPPO3nK, BRusitolen Ha dyHKLMOHNPOBaHWE U3aennn n 6Monornyeckyro
COBMECTUMOCTb.

4.5 PeHTreHKOHTpPaAcCTHOCTb
Bce BHyTpUCOCYyaQUCTbIE MHTPOALKOCEPHBIE KATETEPLI, KpOME paclunpuTenein, A0MKHbI ObITb BUAHBLI MPU
PEHTreHOBCKOM UCCneaoBaHUN.

[MTpumeyanwme—Illpunybnukaunmm MCO 11070 He cywecTBOBANoO NPUEMIIEMOrO METOAA UCTbITAHUW HA OLIEHKY
PEHTIEHKOHTPACTHOCTN. MeTo OUEHKM PEHTIEHKOHTPACTHOCTM ByaeT paspaboTtaH B byaywem. B HacTosLwee BpeMS N3ro-
TOBUTENN MOTYT NULLBb MAPKMPOBaTb CBOKO NPOAYKUUIO, KAK PEHTIEHKOHTPACTHYIO, MPU YCITOBUKX, YTO OHU 0BnagatoT MeTo-
OOM, CNOCODHbBIM NOATBEPANTL 3TY MAPKUPOBKY.

4.6 UHdpopmauua, npegoctaBnsaemMas UarotoBuTenem

N3roToBuTENb 00513aH NpeaocTaBUTb MHOPMALUIO B COOTBETCTBUM C nepevnucneHnamm a)—j). Bee
npeaocTtaBnsgemMble JaHHbIE A0MKHbI ObITb BbipaXkeHbl B eaAnHUUax nameperuin CIH.

[1TpwnmeyaHwue— EauHnubl Apyrimx CMCTEM 3MEPEHUIN MOTYT ObITb NCNONb30BaHbI AONONHUTENBHO.

a) onucaHue yCcTpoUCTBa;
L) HasBaHMe nnNu Toproeas Mapka n agpec N3roToBUTeN;
c) obos3HayeHue NapTuu;
d) CpOKroaHOCTU;
e) ntobble crneuunanbHble UHCTPYKLUN NO XPaHEHUIO U 0DpaLLeHUIO;
f) 3HAK CTePUNBHOCTH;
g) MeToa cTepunmnsaunn;
h) 3HaK 0AHOKPAaTHOro UCMONb30BaAHUA;
1) nobble N3BECTHble HEeCOBMEeCTUMOCTU C BellecTBaMW, KOTOpble MOTryT OblTb WCMNOMNb3OBaHbl C
YCTPOUCTBOM;
]} MHCTPYKLUWM NO MCNOSIb3OBaHUIO U COOTBETCTBYOWME NpeaynpeXaeHus.

[TpunmeyaHnune—VHDoOpMauns MOXET BKITtoYaTb B ceb5 3HAK PEHTIEHKOHTPACTHOCTW.

5 JononHutenbHble TPeOOBAHNA K UHTPOALIOCEPHBLIM Urnam

5.1 O6uwue nonoxeHus
NHTpoablocepHasa urna AoKHa COOTBETCTBOBAThL TpeboBaHuaM pasgena 4.

5.2 O603Ha4yeHUue pasmepoB

HoMuHanbHbIN pasmMmep NHTPOABHOCEPHON UMbl cneayeT 0603HavYaTh 3HAYEeHUSIMU BHELLIHero AnameTpa,
BHYTpeHHero gnametpa n addekTUBHOM AnuHbl (M. Tabnnuy 1).

Tabnwua 1 —HasHayeHne HOMUHANbHBIX Pa3MepoB MHTPOABIOCEPHBIX UMM U UHTPOAbIOCEPHbBIX KATETEPOB

B mnnnnmeTtpax

OuameTp ycTpoucTea

OKpyrneHue BHeLWHero

OKpyrneHue BHyTPEHHEro

OkpyrneHune spPheKTUBHON

anameTpa ao aMameTtpa ao ONAHBI
> 0,6 0,1 0,1 1,0
<06 0,05 0,05 1,0

5.3 OcTtpue urnoi

OcTpue UMbl He AOMKHO UMETb HEePOBHbIX KpaeB, KPOMOK, 3ayceHLeB U JOIMKHO ObiTb 3alUMLLEHO OT

noBpeXaeHuu.

4




[OCTP UCO 11070—2010

5.4 CoeaAVHUTeNbHaA BTYNKa Urnbl

5.4.1 KoHu4deckoe coegnuHeHuUe

EcnnnoctaBnaeTcda coeauHUTeNbHada BTYKa, TO BTYKa AoMKHa UMeTb NpUeMHbIN TUn paswema (J1io3p),
NPY 3TOM KOHYCHOCTb COeMHEHNS O0MKHa COCTaBNATL He MeHee 6 % cornacHo NCO 594-1.

5.4.2 Tpo4YHOCTb cOeANHEHUA TPYOKU UTNbl U COeQUHUTENBHOU BTYNKU UMb

CoegnHeHWe TpYyOKM UMbl C BTYNKOW OOMKHO BblaepXmneaTtb Harpysky 10 H ana urn ¢ HOMUHanNbHLIM
BHELWWHMM gnameTpomM MeHblle 0,6 mm 1 20 H — ang urn ¢ HOMMHaNbHLIM BHELWHUM anamMeTpom 0,6 MM

bonee.
5.4.3 UHdpopmauua, npegoctaBnaemMas U3arotoBuTenem
N3roToBUTENb AOIMKEH YKa3aTb HOMUHaNbHLIX pasMep UMbl MHTPOAbOCEPpa B COOTBETCTBUNC D.2.

6 [lononHutTenbHble TpeOOBaHUA K MHTPOALIOCEPHBLIM KaTeTepam

6.1 O6wue nonoxeHUN
NHTpoAbOCEpHBbIN KaTeTep A0/KEH COOTBETCTBOBATL TpeboBaHUAM pasaenad.
6.2 ucrtanbHbIN HAKOHEYHUK

[Tpn nocTaBke B KOMMMEKTe C WUIMON, Korga urna pasmMelleHa BHYTPU UHTPOAObHOCEPHOro KarteTtepa,
MnocrneaHnin He OOMMKeH BbICTyNaTh 3a npeaenbl OCTPUSA UMbl U HE AOIMKEH OTCTOSATb OT KPOMKUM CKOCa UrTbl
bonee yem Ha 1 MM (CM. pUCYHOK 4, pasmep a).

[MTpumeyaHwmne— PopmagncranbHOro HAKOHEYHMKA MHTPOAbIOCEPHOro KaTeTepa AomkHa obecnevmnBaTtb Nner-
KOCTb BBEAEHUS U MUHUMYM TPaBMUPOBAHUSA, a TaKXKe NMTOTHOCTb NPUMbIKAHUSA K UIMe.

/II'II)

"'IIII /)
1 2 3

T — KpOMKa CKOCa UMMbl;, 2 — UHTPOOBIOCEPHbIV KAaTEeTep; 3 — UHTPOAbICEpHAas urna

PucyHok 4 — Cxema B3anMHOro pacnonoXeHnsa OCTPUA MHTPOAbICEPHON UMbl U HAKOHEYHUKA
WHTPOObIOCEPHOro Katetepa

6.3 OnpepeneHue pa3pbIBHOIO yCUNUA

[Mpy ncnbiTaHUAX B COOTBETCTBUM C METOA0M, NPpUBeAeHHOM B nNpunioxeHun C, MUHUMarnbHoe 3Ha4YeHue
Pa3PbIBHOIO YCUIUA NMPKU OLEeHKEe NPOYHOCTU COegUHEeHNA MeXay WHTPOAbIOCEPHBIM KaTeTepoM U coeuHN-
TeNbHOW BTYKOW JOITKHO COOTBETCTBOBAaTb 3HAYEHUAM, NpMUBedeHHbIM B Tabnuue 2.

Tabnwuya 2— MuHUManbHbIE 3HAYEHUS PA3PbIBHOIO YCUIUS NMPU UCNbITAHUSX MHTPOABIOCEPHOro KaTeTepa, 060noy-
KN MHTPOAbocepa n Byxa

MuHUManNbHbIW HAPYXXHBIW AUAMETP, MM MuHuMmaneHas cuna pa3spbiBa, |
>0,550 n < 0,750 3
>0,750 n < 1,150 5
E1150M<1850 10
> 1,850 15

6.4 CoeguHUTenbHaA BTYNKa

Ecnn nHTpoablocepHLIN KaTeTep NOoCcTaBNAeTCA C CoeANHUTENBHOW BTYNKOW, TO BTYNKa AOMKHA UMETb
npuemMHbin TUN pasbema (J1losp), Npr 3STOM KOHYCHOCTb BHYTPEHHEN NOBEPXHOCTM BTYIKU AO/T)KHA COCTaBNATL
He MmeHee 6 % cornacHo NCQ 594-1.
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6.5 O603HauvYeHue pasmepoB

HOMUHaNbHbIN pasMep NHTPOALICEPHOrO KaTeTepa onpeaensoT BHELUHUM AUaMeTPOM, BHYTPEHHUM
anameTpom 1 adpdpeKTMBHOM AnNMHOM no Tabnuue 1.

6.6 UHcpopmauua, npegoctaBnaemMas U3aroToBuTenem

Ecnu nHTpoablocepHbI KaTeTep NOCTaBMAT C UTMON, TO N3roTOBUTEb AOIDKEH yKasaTb npeaynpexae-
HUE NPOTUB NOMbITOK MOBTOPHBLIX YACTUYHBLIX U NOMHbIX BBEAEHUIA MONTHOCTbIO U3BIEYEHHOW UM bI.

7 OononHuTenbHble TPeOOBaHUA K 000NI0OMKaAM MHTPOALIOCEPOB

7.1 O6wmne nonoxeHuUnA
OB0NoYKN MHTPOABIOCEPOB ACIMKHBI COOTBETCTBOBATL TpeboBaHUsSIM pasgena 4.
7.2 O603Ha4yeHUue pasmepoB

HoMUHanNbLHBIU pasMmep 000NOYKN MHTPOAbOCEPa oNpeaendatoT Mo CNeayLWmnM KpUTEPUAM:
a) MUHUMAanbHbLIA BHYTPEHHUN AMaMETP 0DONMOUKN, BbIpaXXeHHbIN B MUNNTMMETPAaX, OKPYIrNAeTCs B MEHb-

Lyto cTOopoHY A0 0,1 MM;
b) adpdeKkTUBHaA AnNnHa Belpa)kaeTcsl B MUNNUMeTpax N caHTUMEeTpax ¢ TOMHOCTLIO A0 £ 5 %.
7.3 KOHTpOnNb yTe4yek Yepe3 000NM04YKY UHTPOALIOCEpA

[Mpy ucnblITaHUAX cornacHo npunoxeHutro D — ucnonb3oBaHMM MCNbITATENbHOMO AaBMIEHUA 40
300 klNa — He AoMKHO ObITh yTevek B 06beme, AocTaToOuHOM AN hopMNUpPoBaHNA NadatoLWmX Kanesb.

7.4 KOHTpOnNb yTeuek Yyepes KpoBeocTaHaBNMMBaKLWMU KNnanaH

Ecnun obonovka nHTpoablocepa cHabXeHa BCTPOEHHbIM KpOBEOCTaHaBNMBAOLWMM KanaHoM, TO Npu
MCMbITAHUAX COracHO NPUNOXeHUo E He AomkHO ObITh yTeuek Yepes KpoBeoCcTaHaBMMBAOLLIUIA KilanaH.

7.5 CoeaAnHUTeNnbHas BTYIKa

[Tpn NnocTaBke 0AHOWN UMN HECKOMNBKUX coeaUHUTENbHBIX BTYNOK nocneaHue A0MMKHbI UMEeTb NPUeMHbIN
TN pasbema (J1iosp), Npn 3TOM KOHYCHOCTb COeAUHUTENBHOro YCTPOMUCTBA A0JIKHA COCTaBNATbL He MeHee 6 %
cornacHo NCQO 594-1.

7.6 OnpegeneHune pa3pbIBHOIo ycunus

[Mpu UcnbiTaHNAX cornacHo MeToay, NpuBedeHHOMY B npunoxeHun C, MMHUManbHoe 3Ha4eHne paspblB-
HOTO YCUITNSA NMPU OLLEHKE NPOYHOCTN coegMHEeHUs Mexay 0bono4YKkon nHTpoabocepa n coeaAnHNTENbHOW BTYI1-
KO AOMKHO COOTBETCTBOBATb 3HA4YeHUAM, NpuBeaeHHbIM B Tabnuue 2.

7.7 WHdopmauua, npegocraBnaeMan U3rotoButTenem
N3roToBUTENb AOMKEH YKa3aTb HOMUHAalbHbLIU pasmep 060NoYKM B COOTBETCTBUNC 7.2.

8 HOononHuTenbHble TPeOOBaHNA K NPOBONOYHOMY NPOBOAHUKY

8.1 O6wme nonoxeHun
[TpOBOAHUK OOMKEH COOTBETCTBOBaTL TpeboBaHMsAM paszaena4.

8.2 O6o3HauveHue pa3mepa

HoMunHanbHbIA pasmep NPoBoAHMKA ONpeaensoT no cneayrownum KpUTepuam:

a) MakcuMMarnbHbIA BHELWWHUN AnaMeTp, BblpaXKeHHbIM B MunnmMmeTpax, okpyrngetca ao 0,01 mm;
b) AnuvHa, BeipaXeHHada B MUNNTUMETPpaxX U caHTUMeTpax, OKpyrndeTcs ¢ TOMHOCTLIO A0 £ 5 %.
8.3 lNpepoxpaHutenbHasa NPoOBOJIOKaA

HDED,OXDE!HI/ITEJ'II:HE!FI NMPOBOJ10OKa JOJ1XKHA ObITb MO BCeW ASINHE NPOBOAHNKA, BIJ1OTb A0 KPEIJNeHUHd A4pa
NPOBOAHWNKA K HAKOHEYHUKY.

8.4 UcnbiTaHMA Ha pa3pyLueHue

[Mpn ncnbITaHUAX cornacHo NpPUoXKeHuto F NpoBoOAHUK, UCKoYasa 30HY puKcaum 1 NepBOro BUTKA, He
[OOJKEH UMETb NMPU3HaKoB paspyLUeHus. g noKpbITbIX MPOBOAHUKOB HE AOIMKHO ObITb NPU3HAKOB OTCNanBa-
HNS MOKPLITUSA.
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8.5 UcnbiTaHuA Ha n3rnd

[Mpn UcnbITaHMAX cornacHo NpUNoXeHnto G HXU AUCTanbHbIA KOHEL, NPOBOAHMKA, HA OCTaoLWAasaCcs YacTb
MPOBOAHMKA HE AOTKHBI UMETb NMPU3HaKoB AedeKTOB UM NOBPEXAEHUN, BbI3BaHHBIX N3rnbom. MoKpbITbie Npo-
BOAHWKN He AOMKHbI NMPOABNATbL MPU3HAKOB OTCNanBaHUA NOKPbITUS.

8.6 lNpoYHOCTL COeaAMHEHUA NPeAoXPaHUTENTbHON NPOBOJIOKU N 000NTOYKU NPOBOAHUKA

Mpu ncnblTaHUAX cornacHo NpunoXxeHuto H coeanHeHnsa npeaoxXpaHuTeNbHOW NMPOBOTIOKM ¢ 0O0NOYKON B
obnacTn AUCTanbHOIrO HaKOHEeYHUKa 1 B NPOKCUMAalibHOM oTAene He AOIKHbI ObiTb ocnabneHsl.

8.7 MNMpo4yHoOCTb coeaAuUHEeHUA Aapa NPOoBOOHUKA U ero 0060104YKN

[Tpn UcnbITAHUAX COrnacHo NPUNOXeHUo H coegnuHeHUa ssiapa NpoBoAHUKA M ero 000NMoYKM Kak B obnactu
ONCTaNbHOrO HakoHeYHUKa, Tak U B 0bnacTu NnpoKkcMManbHOro otaena npoBoAHUKa, He oCHaLWleHHble npe-
OXpaHUTENbHOW NPOBOMOKOW, HE ACMKHbI ObITb 0CnadneHsl.

8.8 UHdopmauua, npegocraBnsaeMas U3IrotoBuTenem

N3roToBUTENb AOIMKEH NPeaoCTaBUTb CrieayioLwWwyo MHpopMaLMo:

a) HOMWHaNbHLIN pasMep NPOBOAHUKA B COOTBETCTBUN C 8.2;

D) HOMWHaNbHLIA TUN ANCTaNbHOMO HAKOHEYHUKA, HanpuMep nNpsiMon, J-obpasHbii (BKNoYas 3HaueHme
pagunyca KpMsou) Unn apyron gopmbl;

C) yKasaHWe Ha NoABWMXKHOCTL Agpa NpoBOAHMKA, eCcnii 94p0 NPoBoAHMKA NOABUXKHO.

9 [dononHuTenbHble TpedbOBaHUA K pacwumpuTtensam (6yxam)

9.1 O6wme nonoxeHus
Pacwmnputenn 4omkHbl COOTBETCTBOBATL TpeboBaHUAM pa3aena 4.

9.2 O603HaYvYeHUe pazmMepoB

HoMunHanbHLIN pasMep paclwmpuTend onpeaensoT No cneaylowmnm KpUTepuam:

a) MakcuMarnbHbIABHELIHUA gnamMeTp, BblpaXXeHHbIN B MUNITMMETPax, OKpYrnaeTCcAa B MEeHbLLYHO CTOPOHY
0o 0,1 MM;

D) MUHUMANbBHLIN BHYTPEHHUU AMaMETP, BbIpaXKeHHbIM B MUNITMMETPaxX, OKPYriaeTcs B MeHbLUYHO CTO-
poHy o 0,1 MM;

C) apdeKkTUBHaAA ANUHA, BbIpaXKeHHad B CAHTUMeETpax, OKpYrnaeTca ¢ TOMHOCTLIo A0 £ 5 %.

9.3 CoeguHUTenbHasa BTYNKa

9.3.1 O6wue nonoxeHuUn

HakoHeYHUK paclumpuTens gomKeH BXOAUTb B KOMMNIEKT MOCTABKMN.

9.3.2 KoHu4yeckoe coeaguHeHUe

Ecnun coegmnHuTenbHast BTyKa paclwimputens UMeeT npuemMHblid Tun pasbema (J1to3p), To AonKeH ObITb
obecneyvyeH 6 %-Hbl CKOC KOHNYECKOWN YacTun coeanHeHuns, ncnonHeHHoro cornacHo NCO 594-1.

9.3.3 lpoYHOCTb cOeagUHEHUA COeAUHUTENBbHOU BTYNKU C pacllMpuTenem

[1pn ncneiTaHUAX cornacHo nNpunoXkeHuo C MMHUManbHoe 3HaveHne paspbIBHOMO yCUNUA coeaUHEHUS
MEXAy paclumpuTenem U BTYNKOW OOMKHO COOTBETCTBOBATL AaHHLIM, NPpUBEeAEHHBIM B TabnuLe 2.

9.3.4 UHbopMauua, npeaocTaBnaemMada U3arotoButTenem

N3roToBUTENb AOIMKEH YKa3aTb HOMUHAalNbHLIV pasMep pacluMpruTend B COOTBETCTBUMA C 9.2.

10 [JononHuTenbHbIe TPebOBaHUA ONA KOMIMJEKTOB, coAepXawwnx KoMOMHaLUnm
YCTPOUCTB, onpeaensaeMbiX B HACTOSALWEM cTaHaapTe

[1nsa KoMNnekToB U3 ABYX UK Bonee pasnnYHbIX YCTPOMUCTB, NPUBEAEHHbIX B HACTOALWEM cTaHaapTe,
N3roTOBUTESb AOMMKEH YKa3aTb COOTBETCTBYOLLME pa3Mephbl, NepedncneHHble B Tabnuue 3.
Pasmepbl cnegyeT onpeaensaTs B COOTBETCTBUM C HACTOSALLMM CTaHAapPTOM.

[TpumeyvyaHune—MHOMME N3 YyKa3aHHbIX B HACTOSILLEM CTaAHAAPTE YCTPOUCTB OBbIMHO NOCTABNSAIOTCH B KOM-
NNeKkrax, Takum ob6pasom, He BCE N3MEPEHUS, YKa3aHHbIE A5 OTAENbHbIX YCTPOUCTB B JAHHOM CTaHgapTe, MOryT NoHag0-
OUTLCS, NOCKONBKY W3rOTOBUTENb FAPAHTUPYET, UTO YCTPOWCTBA M3 KOMIMIEKTA COOTBETCTBYIOT APYr APYry AOIMKHbIM
obpasom.
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Tabnwuua 3 — Heobxognmble pazmeps! YCTPOUCTB NPU KOMMNIEKTOBAHUMN MOCTABKY

KoMmnnekryemble yCTPOUCTBA Heobxoaumble pasmepsbl
VMIHTpOabIOCEPHBLIN KaTeTep BHellH anameTtp KateTepa; AlvHa Katetepa
Obonoyka nHTpoablocepa BHyTpeHHUW gnameTtp 060onouky; AnmHa 0b6onoYkm
[TpOBONOYHBLIN MPOBOOHUK BHelWlHW anameTp MPOoBONOYHONO NPOBOAHMKA, ANMHA NPOBONIOYHOIO
NPOBOAHUKA
PaclLnpUTenb BHewHUn ganameTp paclwumputens; BHYTPEHHUN ANaMeTp pacllmnpuTens
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[MpnnoxeHwne A
(cnpaBo4HOe€)

PykoBoacTBO NO MatepuanamMm U KOHCTPYKUUN

A.1 Obono4ku nuTpoablocepa

dopma HAaKOHEYHMKA AUCTanbHOrO oTAaena obonoYkn HTPOAbICEPa AO0MKHA DbIThb pa3dpaboTtaHa Takum obpasom,
YTOOblI MUHUMN3VUPOBAaTb BO3MOXHOCTb KAKUX-NMB0 cmeLeHnn 060noYku npm BBe4eHUM B TENO YErnoBeKa.

HakoHe4HK 0060noYkmM MHTPpOAblocepa AOIMKEH NNOTHO NpUNeraTh K paclunpuTENO M NPU HOPManbHOM MCMNONb30Ba-
HMW HA HEM HE AOIXHO ObITb TPELLVH.
PagnanbHas XeCTKOCTb 000N04YKM MHTPOAblocepa AOIMKHA DbiTb TAKOW, YTOOBI MHTPOAbIOCEP OCTABaNCHA HEMNOBPEXK-
OEHHbIM nocne yaaneHus pacwuputens. Obonoyvka nHTpoabstocepa AomKHa bbiTb 4OCTATOYHO TMOKOW, ANsl TOro 4YTooLI
COBEpLAaTbh MAaHMNYNALMKU, HO HE AonyckaTb nepernbos npu cobniogeHnmn yCnoBUmM HOPManbHOW 3KCNNyaTauuu.

A.2 NpoBONOYHLIN NPOBOAOAHUK

B kauyecTBe NOKPbITUS NPOBOAHMKA MOXET DbITb NPUMEHEH renapuH n/mnu apyrue Bewecta. J1iobbie npoueccol
HaHEeCEeHU NOKPbITUA HE AOMKHbI BMUATb HA PU3NYECKME CBOMCTBA MPOBOAHMKA.

A.3 Pacwuvpuntennm

PaclumpuTenb Npu onpeaeneHHon rMbKocTr AoMKeH obnagaTbh 4OCTATOYHOW XKEeCTKOCTbIO, YTOObI paclLMpUTb OKHO
KPOBEHOCHOIO COCyAa, B KOTOPbIN OH BBOAUTCH YPECKOXKHO. POpMa HAaKOHEYHUKA A0ITKHA ObITh pa3paboTaHa Takum obpa-
30M, YTOObI MUHUMU3NPOBATb BO3MOXHOCTb KAaKUX-NMMOO CMELLEHMW NPU BBEAEHUUN B TENO YEMOBEKA.
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[MpnnoxeHwe B
(obsizaTenbHOE)

UcnbiTaHA Ha KOPPO3UOHHY KO CTOUKOCTL

B.1 MNpuHuun
YCTPpONCTBO NOrpyatT B pacTBOp Xnopuaa HaTpus, 3aTeM B KUNALWYIO AUCTUNNMPOBAHHYIO UMM AENOHU3NPOBaH-

HYIKD BOAY, MNMNOoclie 4ero Bu3yalibHO OCMaTtTpuUBaoT Ha ripegaMeT NModBI1EHUA KOPPO3IUMN.

B.2 PeareHThbl

B.2.1 ConeBown pacTtBop, NpeaAcTaBnsaiowmm cobon pacTBOp YMCTOroO peakTnBa Xnopuaa HaTpusl B CBEXENPUIo-

TOBNEHHOW ANCTUNNNPOBaHHON Unu aenoHnanposaHHon soge [¢ (NaCl) = 0,15 monb/n].

B.2.2 OuvctvnnupoBaHHada vnv JeMOHN3INpPoOBaHHAA BoAA

B.3 ObopyaoBaHune

B.3.1 MepHble cTakaHbl N3 DOPOCUIIMKATHOIO CTEKNna

B.4 lNpoueaypavcnbiTaHuA

[TorpyxatoT ycTpOnUCTBO B hnanonorndeckum pacteop (B.2.1), Haxoasawmncs B CTEKNAHHOM CTaKaHe Npu TemMnepa-

Type (22 £ 5) °C, Ha 5 4. 3aTeM BbIHMMAIOT N NOMELWAT B KUNALWYIO ANCTUNIIUPOBAHHYIO WU AEVNOHU3UPOBAHHYIO
Boay (B.2.2)Ha 30 MmuH, nocne 4ero 4arT OCTbiTb BOAE U YCTPOUCTBY B HEN A0 TemMnepaTtypbl (37 £ 2) °C nBblAEPXUBAIOT NX
Npwv 4aHHOW TemnepaType B TeveHne 484. [locne 3Toro BbIHMMatoT 06pa3subl M BbICYLLMBAKOT UX MPU KOMHATHOW TEMIMEPATY-

pe.

PasdupatoT 0bpasubl, nmewwme gsa n bonee KOMMOHEHTA, NOAPA3YMEBAOLWMX OTAENEHNE NPU UCNONMb30BaAHUW

ycTponcTBa. Ecnn Ha meTannnMyYecknx KOMNOHEHTaxX eCTb Kakoe-nmbo NOKPbITUE, OHO HE A0MKHO ObITb NOBPEXAEHO. Bu3y-
anbHO ocMaTpuBatoT 0bpasubl Ha NPeAMET BbISIBNEHUSA MPU3HAKOB KOPPO3UMN.

10

B.5 OtyeTno ncnbiTaHNAM

OT4UeT QOMNXKeH coaepKatb cnegyouwyro HopMaUunio:
1 napeHTmdPuKaumMoHHbIe AaHHble 0bpa3ua;
2 coobweHne 0 NOSBNEeHNU NPU3HAKOB KOPPO3UKN BO BPEMS UCTbITAHUNA.
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[MpunoxeHune C
(obsizaTenbHOE)

OnpegeneHne paspbIBHOIO YCUNUA NMPU UCNLITAHUAX UHTPOABLIOCEPHBLIX KaTeTepos,
00onouvYeKk UHTPOALKCEPOB U pacLlupUuTenen

C.A1 MpuHuMn

McnbiTyemble 06pasubl MHTPOABIOCEPHbBIX KAaTETEPOB BbIOMPAIOT TAaKUM 00pa3om, 4Tobbl NCNbITAHUAM NMOABEPra-
NUCb KakK Tpyb4aTasi 4YacTb, TaK U y3en COeAUHEHNS BTYNKM C TPyO4aTbiM y4acTKOM. PacTsarMBaoLwyo cuny npunararT K
Kaxxgomy obpasuy Ao TeEX Nop, NoKa He HACTYNUT Pa3pbIB TPYDYATON YaCTU UMW HE Pa3PYLUNTCS y3en COeANHEHUS.

C.2 lNMpnbopbl
C.2.1 Pa3spbiBHas MmallmMHa ¢ cunowv HarpyxxeHus bonee 15 H.

C.3 lNpoueaypa ncnbiTaHnm

C.3.1 Bblbupatot y4acToK MHTPOABLIOCEPHOro KareTepa ans ncnbitaHnn. Ecnmn y MHTPoOabIOCEPHOIo KateTepa nme-
eTCsl COeAMHNTENbHAS BTYIKA, HEOOXOAMMO BKITIOYNTL €ro B UCTMbITYEMbIN YHACTOK.

C.3.2 BbligepxuBatoTobpasel B yCrnoBusiX CTONPOLEHTHOW BNAXHOCTU Npu TemnepaTtype (37 + 2) °C B TeveHune 2 u.
Cpasy nocne aToro npoBoasitT UCMNbITAHWUS.

C.3.3 YcranaBnuBawT obpasel B paspbiBHYO mawunHy. Ecnn obpaseuy cHabXeH COeauHUTENBHOW BTYINKOW,
NCMONb3YIOT CreunanbHble KPenneHns BoO nsbexaHmne noBpexgeHum BTYINKN.

C.3.4 UamepsioT pabouyio anuniy obpasua (T.€. paccTossHMe MeXay 3axBaTtamum paspbiBHOW MALLWHbLI U (MNN) pac-
CTOSIHME OT BTYIIKM 0 3aXBaTa pa3pbiBHOW MALLWHbI, YOEPXUBAKOLWErO NPOTUBONONOXHYIO YacTb 0bpasua).

C.3.5 lNoasepratoT obpasey pacTsarmpatoLemy BO3AENCTBUIO CO CKOPOCTLIO 20 MM/MWH HA OANH MUINTTTUMETP ANMUHbI
obpasua (cm. Tabnuuy C.1) oo Tex nop, noka obpasel He NOpBETCs HA ABa Unn bonee parmMeHTOB.

PUKCUPYIOT yCUnune, nNpu KOTOPOM MNPOU30LLEN pa3pbiB, KAK yCUINWE pa3pbiBa U BbIPa)KakoT €ro B HbIOTOHAaX.

Tabnwuuya C.1— YcnoBus ucnoiTaHMn Ans cKopoctu paspbiea 20 MM/MUH/MM

Pabo4vasa anuvHa, Mm McneiTatenbHas CKOpoCcTb, MM/MWUH
10 200
20 400
25 500

C.4 OtyeTno ncnbiTaHNAM

OT4YeT QOMMKEH coaepKaTh Cnegyowyo MHpopmMmauunto:
1 naeHTMPUKaunoHHbIe AaHHble 0bpa3ua;
2 yCcuInune paspbiBa B HBIOTOHAX M BHELWHUN ANaMETP KaXA0ro UCnboITyemoro obpasua.
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[MpnnoxeHnwe D
(obsizaTenbHOE)

UcnbiTaHUA Ha Hanu4yue yTevykn B o60MnoyYKke UHTpoAblocepa nog AaBNneHuem

D.1 MNMpuHuUMn

O60onoYKy MHTPOAbIOCEPA YeEPE3 TEPMETUYHOE COEANHEHNE NOACOEAVHAIOT K WWNpuuy. [NogatoT AaBNEeHne N NCNbITY-
eMbl 0Opaszel OCMaTPUBAIOT HA HANMUYNE YTEYKM.

D.2 PeareHTnbl
D.2.1 HuctnnnnpoBaHHast nnin 4eNOHN3NPOBaHHas BoAa

D.3 ObopyanoBaHune

D.3.1 ['epmMeTnYHbIV pa3dbem ANA NOACOEANHEHNS HAKOHEYHUKA 0B0N0YKN MHTpoabtocepa K wnpuuy (D.3.2), nmeto-
LeMy HEDONbLWOW BHYTPEHHUN OOBEM N COEANHEHHOMY C MAHOMETPOM, paboTatowemy B ananasoHe o 350 kl1a;

D.3.2 Wnpuy obbemom 10 mn, BelaepXaBLwmMm NcnbiTaHns Ha yTedky no NCO 7886-1;

D.3.3 Cpeacrea ans nepexaTtns BbIXOAHbIX OTBEPCTUN UCTIBITYEMOro obpasua (Hanpumep, 3aXXUmMbl, BTYIIKW).

D.4 lNpoueaypancnbiTaHUN

D.4.1 MNMoacoeanHsA0T HAKOHEYHUK 060N0oYKM nHTpoabtocepa (pucyHok D. 1) K wnpuuy (D.3.2.) yepes3 repMmeTnyHbIN
pasbem (D.3.1).

I—IE—J- o

Lod
__

i
I 1

/ 6

727N

T — wnpuuy obbemom 10 mn (D.3.2.); 2 — MmaHomeTp; 3 — repmetudHoe coeauHernue (D.3.3); 4 — KpoBeoCTaHABTUBAIOLLMN KIlanaH

(BbIXOOHOE OTBEPCTUE NEPEKPLITO); & — obonoyka nHTpoabtocepa; 6 — DOKOBOE YCTPOUCTBO BBOAA, / — 3aNOPHbLIN KPpaH; 8 — 3aKpbil-
Tbi€ BbIXxoAHble oTBepcTUA (D.3.3)

PucyHok D.1 — YcTponcTBO Ans ncnbliTaHMm 060N04KN MHTPOABIOCEPA HA HANNYNE YTEYUKU

D.4.2 HanonusitotT wnpuy sogow (D.2) n yaansatoT n3 Hero so3ayx. loeoast 06bem XUAKOCTU B LWINpuLe 40 HOMMK-
HaNbHO rPagaynpoOBaHHON EMKOCTU. 3aKPbIBAKOT BCE BbIXOAHbIE OTBEPCTUSA 0Dpa3La, BKIo4Yas BbIXOAHOE OTBEPCTUNE KPOBE-
OCTaHaBNUBAKLWEro kKnanaHa, bokoBbIX BETBEW U MPO4UX BbIXOA 0B, €CNU TAKOBbIE UMELIOTCS B obpasue.

D.4.3 YcraHaBnuBawT npmbop Tak, 4Tobbl OCb COeAMHEHNSA WNPpMLUa n 000N0YKM MHTpoAblocepa Dbina B rOPU30H-
TanbHOM MONOXeHUW. [NpuKnagbiBaloT K WWNPULLY OCEBOE YCUINE Tak, YTOObI ABMXEHNEM MOPLLHS WNpuLa co3gaBanoch
nasnenHne 300—320 klla. MNopgaepxuBatwT gaHHoe gasnenmne B TedeHne 30 c. [locne atoro ocmartpuBarT obpasubl HA
HanM4une ytevku (bopmMmnpoBaHmne 0gQHOW UMM HECKONBbKUX Nagawmx kanenos). Hannume yteukmn pukcnpytor.

D.5 OtyeT no CcnNbITAHNAM

OT4HeT QOMKEH cogepXxaTth crnegyouyo MHPOpPMaUKIo:
1 napeHTMdrKaumMoHHbIe AaHHble 0bpa3ua;
2 3aKriYeHne 0 Hann4nm U OTCYTCTBUMN YTEYKW.
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[MpunoxeHune E
(obsizaTenbHOE)

UcnbiTaHUA Ha Hanu4vuue yTevku Yepes KpoBeoCTaHaBNUBaIOLWMM KNnanaH 060no4Ykn MHTpoablocepa

E.A1 MNMpvHunn

OB60NoYKy MHTPOAbIOCEPA YEPE3 TEPMETUYHOE COEANHEHNE NOAKNIOYAoT K Wnpuuy. [locne aToro noaatot gaBreHne
n obpasey oCcMaTPUBAIOT HA HANUYKNE YTEYKMN.

E.2 PeareHTbl

E.2.1 OunctunnnpoBaHHas nnm 4eNOHN3NPOBAHHAs BOAA
E.3 ObopynoBaHue

E.3.1 N'epmeTnyHbIN pasbem aAns noacoenHEHNA HaKOHEYHNKA 060NoYKN HTpoabtocepak wnpuuy (E.3.2), nmeto-
LeMY HEDONbLOW BHYTPEHHNN ODBEM N COEAMHEHHOMY C MAHOMETPOM, paboTatwemy B ananasoHe ao 350 kla;

E.3.2 Wnpuu obbemom 10 mn, BbiaepKaBwmn ncnbliTaHust Ha yTedky no NCO 7886-1;

E.3.3 Cpeacrea ans nepexartunsi BbIXOAHbIX OTBEPCTUN UCNBITYEMOro obpasua (Hanpumep, 3aXXumbl, BTYIKN).

E.4 lNMpouenypa ucnoiTaHna

E.4.1 lNoacoeanHsAI0T HAKOHEYHMK 060N0YKM nHTpoabtocepa (pUcyHoOK E. 1) k wnpuuy (E.3.2.) yepes repmeTnyHbIN
pasbem (E.3.1).

?
F

L

i
)| -

72N

/ 6

T — wnpuu obvemom 10 mn (E.3.2.); 2 — maHomeTp; 3 — repmetudHoe coeguHeHue (E.3.3); 4 — KpoBeocTaHaBNMBaoLWUK KnanaH
(BbIXOOHOE OTBEPCTUL NEePEKPbITO);, & — 0BoNoYKa UHTpoabCcepa; 6 — DOKOBOE YCTPOUCTBO BBOAA, / — 3anOpHbIX KpaH, 8 — nepe-
KpbIThl€ BbIXOAHbIE oTBepcTUA (E.3.3)

PucyHok E.1 — YcTponcTBO Anst ucnbiTaHUM 0O0NTOYKM MHTPOAbIOCEPA HA HANNYNE YTEYKU
yepes KpoBeOCTaHaBNMUBALWMKM KanaH

E.4.2 HanonusitoT wnpuy Bogon (E.2) n ygansaioT n3 Hero Bo3ayx. JoBogaT 0b6bem XMAkocTu B LUNpuLe 40 HOMU-
HarnbHO rPagynpoBaHHON €MKOCTU. [lepexnmaloT BCe BbIXOAHbIE OTBEPCTUS 0Dpa3sua, BKIIOYasa BbIXOAHbIE OTBEPCTUS
DOKOBbLIX BETBEW U NPOUNX BbIXOAOB, €CINU TAKOBbIE MMEIOTCA B 0bpa3sue. BbIXogHble OTBEPCTUA KPOBEOCTAHABIUBAKOLLLETO
KnanaHa He nepekpbiBaloT. [na KOMNPeCCUOHHOro KranaHa nogknio4vatoT COOTBETCTBYIOWMNA KAaTETEP U MPUBOOSAT B
OEVNCTBUE KNnanaH B COOTBETCTBUWN C €0 MHCTPYKLUMEWN.

E.4.3 Pacnonaratot npndop Tak, 4HTobbl 0Cb COEAMHEHUS LWNPULLA 1 060NOYKN MHTPOAbIOCEPA DblNa B rOpU3oHTarb-
HOM NMONOXeHuW. [pnKNnaabIBaloT K LUNPULY OCEBOE YCUINKME TakK, YTobbl ABMXKEHNEM NOPLUHSA WNpula co3aBanoch AaBre-
Hne 38—42 kl'la. NopgaepxmBatoT gaHHoe aaBrneHne B TedveHne 30 ¢. [locne sToro ocmaTpmBatoT BbIXOOHbIE OTBEPCTUS
KpOBEOCTaHABNMBAIOLWENO KnanaHa unn KOMNPEeCCUOHHOIo KrnanaHa Ha Hanu4due ytedkn (opMupoBaHmne O0gHON UMK
HECKOTbKMX NagatoLWwmx Kanens). Hann4umne yrevkn OUKCUpyLoT.

E.4 OryeTno ncnbiTaHaM

OT4yeT QOIMKEH coagepKaTbh Cnegyouyo MHopMaLuunto:
1 npeHTMdrKaumMoHHbIe AaHHble 0bpa3sua;
2 3aKrioYeHne 0 Hann4num N OTCYTCTBUM YTEYKU B KPOBEOCTaAHABNMBAKOLWEM KnanaHe.
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MpunnoxeHnwne F
(obsizaTenbHOE)

UcnbiTaHNA NPOBONOYHOIo NPOBOAHUKA Ha pa3pyLleHue

F.1 NprnHumn

[TpOBOAHMKHaMAaTbLIBAIOT HA LMMMMHAPUYECKUN BalNuK, 3aTeM PpasMmaTbiBatoT U NPOBEPSAIOT HA HANNYNE Pa3pyLLEHNIA.

F.2 ObopynoBaHue

F.2.1 UunnuHapuuecknun Banuk, anameTp KOTOPOro paBeH 4eCATUKPaATHOMY MakCUMarnbHOMY HAPY>XXHOMY ANaMET-

Py NpoBoAHUKa (CM. 8.2);
F.2.2 Onopbl Ans 060MX KOHUOB Banuka;
F.2.3 3axwum ans orpaHnyeHmns n domkcaumm guctanbHOro KoHua npoBOAHUKA.

[MTpumeyaHnune— Tunoson npnbop nokasaH Ha pucyHke F.1.

1 2

- ,
-
,I - .
O

| N\~
L\
3 1D 4

T — yMnNUHOPUHECKUN Banuk; 2 — NPoBOOHUK, 3 — ONOPbI; 4 — 3aXXKUM

PucyHok F.1 — YcTponcTeo 4ns ncnbitTaHUm NpoBOAHUKA HA pa3pyLleHne

F.3 lNpoueaypa ncnbiTaHUN

OukenpyroT kKoHUbl Banuka (F.2.1)Ha onopax (F.2.2). PukcnpyoT KOHeL NPOBOAHUKA B 3aXXMMe Ha paccTossHUM 10 Mm

OT Banuka. [1nMoTHO HamaTbIBalOT NPOBOAHUK BOKPYr Banvka, genasi He meHee 8 o60opoToB.
OCMAaTPUBAIOT €ro Ha HanM4Me paspyweHnn. He yunTbiBaloT paspyLlEHUsi B 30HE MeXAY KOF
BUTKOM. Ecnn y npoBOAHMKA €CTb NOKPbITUE, AONONHUTENBbHO OCMAaTPMBAIOT €ro Ha Hann4vue
OTCNanBaHUS B 30HE MEXAY KpenneHnem npoBOAHNKA U €ro NEPBLIM BUTKOM.

F.4 OryeTno cnbiTaHUAM

OTYET QOMKEH coaepKaTb Cneayowyo MHpopMauunto:
1 npeHTMdrKaumoHHbIe AaHHble 0bpa3ua;

PasaMaTbiBaloOT NMNPpOBOAHUK U

HOM MNMPOBOAHUKA U MNEPBbLIM
OTCINanBaHUA, HE YHUTbIBAA

2 3aKkfi4veHne 0 Hanudmm paspyeHnn npoBOAHUKA UNKU OTCNOEHUN TMOKPLITUA MNPOBOAHUKA B TECTUPYEMOWU

obnacTu.

14



[OCTP UCO 11070—2010

MpunoxeHvne G
(obsizaTenbHOE)

UcnbiTaHUA NpoBOAHUKA Ha CONPOTUBIIeHUe NOBpeXaeHUAM npu u3rmbe

G.1 MpuHUMN

McnbiTyemMyto 4acTb NPOBOAHMKA NOABEPratoT MHOIMOKPAaTHbIM N3rmbam v BuINMPSMITEHUIO N 3aTEM OCMaTPUBAIOT HA
Hanu4ne NoBpPEXIEHUMN.

G.2 ObopyanoBaHune

G.2.1 UcnbiTaTenbHbIN CTEeHA, COCTOALWMNN N3 ABYX XECTKUX BANMMKOB, ANAMETP KaXaoro u3 KoOTopbiX paBeH aBaj-
LaTUKPaATHOMY MakCUMarbHOMY HAPYXHOMY AnaMeTpy NPOBOAHUKA (CM. 8.2), pacnonoXeHHbIX TakK, YTObbl MeXxay HUMK
OCTaBarics 3a30p, paBHbIN 1 — 3 MakCUMarnbHbIM HAPYXHbIM AnamMmeTpam NpoBogHUKa (CM. pucyHoK G.1).

1 21D — 23D

U

7T — NPOBONOYHLIX NPOBOAHUK, 2 — LUNNUHOPUHECKUN BASTUK

PucyHok G.1 — CteHa Anst ucnbiTaHUM NPOBOAHUKA Ha N3rnb

G.3 lpoueaypancnbiTaHnNn

G.3.1 AcnbiTaHnAa aucTanbHOro KOHUa NpoBOAHMKA

G.3.1.1 Bbibupatot vactb gUCTanbHOro otaena npoBoAHUKA, BKIHOYAoLWYo B Cebs1 54p0 NPOBOAHMKA HA PACCTOS-
HUW HE MeHee 5 MM OT Havana sapa npoBoagHUKA.

G.3.1.2 Ob6BuBalOT BbIDpaHHYI0 YacTb NPOBOAHMKA BOKPYT BanukoB (G.2) B Buae 6ykebl S.

G.3.1.3 CHumaTnpoBOAHUK CO CTEHAA, BINMPAMIAIRTEro nnoBTopAlnT npoueaypy ao 20-tupaa. ['locne atoro npo-
BEPSIOT NMPOBOAHUK HA HANWYME NOBPEXAEHUN UM AeEKTOB. TaKKe OCMaTPUBAIOT NOKPbITUE NPOBOAHNKA HA HANU4Yne
OTCNOEHUS.

G.3.2 UcnbiTaHmna npoBoAHMKA Oe3 yveTa guCTanbHOro otaena

BoibnpatloT 4acte NPOBOAHMKA, UCKNOYas ANCTalbHbIM U NPOKCUManbHbIN OTAENbl. BeINONHAIOT npoueaypy, onu-
caHHyto B G.3.1.2mn G.3.1.3.

G.4 OTyeT NOo CNbLITAHNAM

OT4yeT QOIMKEH coagepKaTh Cnegyowyo NHpoOpMauunto:

1 npeHTMdrKaumMoHHbIe AaHHble 0bpa3sua;

Z onucaHune BceX BbIABNEHHbLIX NOCINe NCMNbITaHNA AedheKTOB 1 NOBPEXAEHNN HA BCEX YACTHAX NMPOBOAHUKA,;
3 3aKn4eHmne o Hann4um oTcrnamBaHus NOKPLITUA NMPOBOAHUKA.
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Mpnnoxenve H
(obsizaTenbHOE)

UcnbiTaHMA Ha NPOYHOCTL Y3NOB COeaUHeHUA Aapa NpoBOoAHUKA ¢ 000TOUYKOU
N coeaAuMHEeHUA 0O60NOUYKN € NpeaoXpaHUTENbHON NPOBOJIOKOU

H.1 MNMpuHuun

Kyanam coegnHeHns 060n04ku n sapa npoBOAHMKA, a Takke 0060Mo4Kn n NnpeaoxXpaHnTenbHOM NPOBONOKU Npunara-
IOT pacTArMBatoLlLee yCunme n OLeHMBAaT HanNnn4ne NPU3HaKkoB X ocrnadneHus.

H.2 ObopyaoBaHune

H.2.1 Pa3pbiBHaa mawwHa C paspbiBHbIM yeunmnem He meHee 10 H.
H.2.2 KoHycoobOpa3HO paclwMpAaoWMUCA 3aXXNM, BHELWLHUI BUA KOTOPOro NokasaH Ha pucyHke H.1, nnu noboe
NHOE YCTPOUCTBO.

A-A
4

. N

_miw
.
19

33
7z, 1R

N

M5

L
NN

N

a) 3axumm

0.5*

b) MecTo KpenneHus NnpoBoAHMKA (YBENNYEHO)
1T —M3,0x 8,0, 2— M5,0 cHakaTHOM ronoBkKou; 3 — pasmep a (Ha 0,02 MM meHee, YeM AnamMeTp UCNbITYEMOro NPOBOAHUKA)

[TpnmeyaHwmne— 3auncCKno4eHnemM pasmepa a, KOTopbin cnegyeT CTPoro cobnoaats, BCe oCcTanbHbie pa3me-
Pbl HOCAT UNMNIOCTPUPOBAHHbLIV XapakTep, NPU 3TOM HE UCKITIoYaeTCH NCNONb30BaHUE gpyrmx pasmepoB UNU KOHCTPYKLUUIA
3a>KMMOB.

PUCYHOK H.1 — Tpumep KOHYyCco0Dbpa3HO paclLNPAICLLETOCH 3aXXnMa (pasmMmepbl 4aHbl B MUITTIMMETPAaXx)
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H.2.3 NMHeBmMaTn4ecKune 3axBaTthbl C MPOKNaaKamMmn N3 pe3nHbl NNn nodble aHanorn4vHblie NPUenocobnenus.

H.3 lNpoueaypa ncnbiTaHuns

H.3.1 MNpukpennswoTt 3axum (H.2.2) Kk agByrarowiumcs 3axpaTtam paspbiBHOW MawunHbl (H.2.1), nHeBMaTu4veckue

3axBaTtbl (H.2.3) npukpennsatoT K 3adMKCUPOBAHHOW MONOBKE.

H.3.2 PukcnpytoT KOHEL NPOBOAHUKA B KOHYCOODPAa3HO paclLIMpPSOWEMCSH 3aXXnme, yoeauBLLINC, YTO 3aXXUM yaEpP-
XXMBaET TONbKO KOHUEBYIO YaCTb MPOBOAHMKA, U 3aXBaTbIBAOT NPOBOAHUK MHEBMATUYECKUMIN 3aXBaTaMU NMPUMEPHO B LIEH-
TParnbHOM YacTn, yoeanBLNCL, YTO MEXAY MHEBMATUYECKUM 3aXBAaTOM U KOHYCHO PaCLUMPAIOLWLMMCH 3aXXMMOM HE MEHee
150 mm.

H.3.3 [NpunaratoT pactarmBatowee ycunme co ckopocteto 10 Mm/MUH 40O TEX NOP, NOKa B OCEBOM HanpaslIEHNUN HE
byaeT 4OCTUIHYTO yeunue, npuBeaeHHoe B Tabnuue H.1, unmn o tex nop, noka He HacTynNuT pa3pblB NPEeaoXPaHNTENBHON
NPOBOJIOKU UMK S1iapa NPOBOAHNKA, B 3aBUCUMOCTU OT TOrO, YTO NPON3ONAET paHblLLe.

Tabnwnya H.1— Yecunusa ansa ncnblitTaHna NPOYHOCTU COEANHEHUN

OuameTp NpoBOOHUKA, MM Yeunue npu ucnsitaHuu, H
< (0,55 He ncnbiTbiBAKOT
>0,55n<0,75 5
> 0,75 10

H.3.4 N3BnekaoT npoBOAHUK N3 PA3PbIBHOW MAaLLWMHbI M ONPeaensatoT Hann4vme npu3HakoBs ocnadbneHns coegnHe-
HUI 0BONOYKU C AAPOM NPOBOAHMKA M ODONOYKU MPOBOAHUKA C NpeoXpaHUTENbHOW MPOBONOKOW.

H.4 OTyeTno cnbITaHNAM

OT4eT QOIMKEH coaepKaTh Cnegyowyo NHpopMaLuunto:

1 napeHTmdrKaumoHHbIe AaHHble 0bpa3sua;

Z2 3aKrnio4veHue o paspbiBe siapa npoBOoAHUKA UNKU NpeaoxXpaHuTeNbHOW NPOBOIOKU;

3 3akn4veHne 0 HaNn4YMmM NPU3HAKOB OcnabneHns B MecTax coeguHeHmnn 0D0NoYKku ¢ AA4poM NPOBOAHUKA, a TAKXKE
060noYKM NPOBOAHUKA C NPEeAOXPaHUTENBHON NPOBONOKOW;

4 ycunwue, npm KOTOPOM NMpon3oLlern paspbiB.
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Mpunoxenwne A
(cnpaBo4HoOe€)

CBefeHMA 0 COOTBETCTBUM CCbINMTOYHBLIX MeXAYHapPOoAHbIX CTaHOAapTOB
HauuoHanbHbIM cTaHgapTaMm Poccunckoum ®@epgepauum

Tabnwnua OA.1

OB03Ha4vYeHne CCbINoYHOro CreneHb
O0o3HaYeHNnEe U HAUMEHOBAHUE CooTBeTCTBYROLWEro HauMoOHaJNIbHOro CTaHAaapTa
MEXAYHAPOOHOro ctaHaapTa | COOTBETCTBUA

NCO 594-1:1986 — *

NCO 7864:1993 — *

NCO 9626-1:1991 — *

NCO 10555-1.1996 IDT [OCT P NCO 10555.1—99 «KarteTepbl BHYTPUCOCYOAUCTbIE CTEPUIIbHBLIE
oaHOKpaTHoro npumeHenust. Yactb 1. Obwpe texHnyeckmne TpeboBaHns»

NCO 10555-2:1996 IDT [OCT P VCO 10555.2—99 «KaTtetepbl BHYTPUCOCYOQUCTLIE CTEPUTIbHbIE
OHOKpaTHOro NnpumMmeHeHus. Hactb 2. Katetepbl aHrimorpamn4eckme»

NCO 10555-3:1996 IDT [OCT P VCO 10555.3—99 «KaTtetepbl BHYTPNCOCYOANCTLIE CTEPUIIbHbIE
OOHOKpaTHOro npumeHeHms. Yactb 3. Katetepbl BEHO3HbIE LEHTPAanb-
HblE»

NCO 10555-4:1996 IDT [OCT P NNCO 10555.4—99 «KarteTepbl BHYTPUCOCYANCTbIE CTEPUTIBHbIE
OAHOKpaTHOro npumeHenus. Yactb 4. Katetepbl ans 6annoHHOro pacLum-
PEHUSA»

NCO 10555-5:1996 IDT [OCT P VCO 10555.5—99 «KaTtetepbl BHYyTPUCOCYOUCTLIE CTEPUTIBbHbIE
OAHOKpaTHOro npumMmeHeHus. Yactb 5. Katetepbl nepnepnyeckme ¢ BHYT-
PEHHEN UTNON»

NCO 10993-1:1997 IDT [OCT P MCO 10993.1—99 «WMapenusa meanumHckne. OueHka bnonoru-
YECKOro aencTense meanumHcknx nagenumn. HYactoe 1. OueHka n nccneno-
BaHUA»

NCO 11134:1994 IDT [OCT P MCO 11134—2000 «Ctepunusaymsa meguunHCKON NPoayKuuu.
TpeboBaHusa K Bannaaumm n TEKyLLEMY KOHTPOMO. [pOMbILWLNEHHANA CTe-
PUNMU3aUns BNAXHbIM TEMITOM»

NCO 11135:1994 IDT [OCT P NCO 11135—2000 «MeaununHckune nagenua. Bannpaumsa n te-
KyLWWUN KOHTPONb CTEpUNN3aUnum OKCnMaom aTuneHa»

NCO 11137:1995** IDT [OCT P CO 11137—2000 «Ctepununsaymsa meguunHCKON NPoayKLnu.
TpeboBaHus K Banngaunm 1N TEKYLLEMY KOHTPON0. PagnaunoHHas CTepu-
nn3auusi»

NCO 594-2:1991 — *

NCO 7886-1:1993 — *

* COOTBETCTBYOLWMN HAUMOHAmNbHbIN cTaHgapT oTcyTCcTBYET. o ero yrBepxgeHus pekoMmeHayeTcs NCnonb3oBaTh

nepeBod Ha PYCCKMN S3bIK JAHHOIO MeXayHapoaHoro ctaHgapra. Nepesoa A4aHHOIO MeXayHapogHOro craHaapTa Ha-
xoautcs B PegepansHOM MHDOPMaLUMOHHOM (DOHOE TEXHUYECKMX PEMMaMEHTOB U CTaHAapPTOB.

[Tpunmedanune—B HacToawen Tabnuue NCNonNb3oBaHO cneaylee yecnoBHoe 0603Ha4YeHne CTENEHN COOT-

BETCTBUSA:
IDT — naeHTu4HbIE CTAHOAPThI.
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** 3ameHeH Ha NCO 11137-1:2006, MCO 11137-2:2006, NCO 11137-3:2006.
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bubnuorpadpua
[1] 1SO 7864:1993 Specification for sterile hypodermic needles for single use
[2] 1SO 9626:1991 Stainless steel needle tubing for the manufacture of medical devices
[3] ISO 10555-1:1995 Sterile single-use intravascular catheters. Part 1. General requirements
[4] SO 10555-2:1996 Sterile single-use intravascular catheters. Part 2. Angiographic catheters
[5] ISO 10555-3:1996 Sterile single-use intravascular catheters. Part 3. Central venous catheters
[6] ISO 10555-4:1996 Sterile single-use intravascular catheters. Part 4. Balloon dilatation catheters
[7] 1SO 10555-5:1996 Sterile single-use intravascular catheters. Part 5. Over-needle peripheral catheters
[8] ISO 10993-1:1997 Biological evaluation of medical devices. Part 1. Evaluation and testing
[9] ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterilization
[10] 1SO 11135:1994 Medical devices. Validation and routine control of ethylene oxide sterilization
[11] 1SO 11137:1995 Sterilization of health care products. Methods for validation and routine control. Gamma and

electron beam radiation sterilization
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