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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bps 2002 r. N» 184-d3 «O TeXHUYECKOM perynvpoBaHuu», a npasuia NpUMEHEeHNs HauuoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®egepavuu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NMOATOTOBJ/IEH YupexaeHnem PAMH «HayuHblii ULEHTP cepAeyYHO-COCYyAUCTOl  Xupyprum
um. A H. bakynesa PAMH» («HL,CCX um. A.H. bakynesa PAMH») Ha 0CHOBE COGCTBEHHOIO ayTEHTUYHOrO
nepesofa Ha PyCCKUii A3bIK MeXAyHapo4HOro cTaHaapTa, ykasaHHoro B nyHkTe 4

2 BHECEH TexHunuyecknm komuTteToM no ctaHgaptmsauunn TK453 «/imnnaHTartsl B Xupyprumn», Ynpasse-
H/EeM TeXHUYECKOro perysinpoBaHna u ctaHgaptusauum degepasbHOro areHTcTea no TeXHMYeckoMy perysm-
pOBaHWNO N METPOIOTNK

3 YTBEPXAEH W BBEEH B [JEWCTBWE Mpukasom ®eaepansHOro areHTCTea no TeXHUUYECKoMy
perynupoBaHuio u MeTponorum oT 12 Hos6ps 2010 r. Ne 387-cT

4 HacTosiwuniA cTaHAapT UAEHTUYEH MeXayHapoaHoMy ctaHaapTy MCO 11070:1998 «/HTpoabtocepsl
BHYTPUCOCYANCTbIX KATETEPOB O4HOKPATHOrO NpUMeHeHns cTepunbHblie» (1S011070:1998 «Sterile single-use
intravascular catheter introducers»).

Mpv NpUMeHeHN HacToSLLLEro cTaHAapTa PeKOMeHAyeTCsA UCMNO/b30BaTbh BMECTO CChITOYHbIX MEXAyHa-
POAHbIX CTaHAapPTOB COOTBETCTBYHOLLME UM HaLMOHa/bHbIE CTaHAapThl Poccuiickoil Pepepaunm, cBefeHns o
KOTOPbIX NpUBE/EeHbl B OMNOTHUTENIBHOM NPUIoXKeHUn JA.

HanmeHoBaHve HacToALero ctaHgapTa U3MEHEHO OTHOCUTE/IbHO HauMeHOBaHWA yKa3aHHOro Mexay-
HapoAHOro cTaHgapTa 418 npusefeHuns B cootBeTcTBme ¢ FOCT P 1.5—2004 (nyHKT 3.5)

5 BBEJEH BINEPBbIE

MHopmMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6ankyeTCsl B eXerofHo n3gaBaemMom
MH(OPMaLMOHHOM YKasaTe e «HaunoHanbHble CTaHAapThi», a TEKCT U3MEHEHWIi 1 NoNpPaBoK — B eXemMe-
CSIUHO M3aBaEMblX UH(DOPMALMOHHBIX YKazaTensax «HaunoHanbHble cTaHgapThi». B ciyyas nepecmMoTpa
(3aMeHBbI) MM 0T MEeHbl HACT OSILLETO CTaHAapTa cooTBeTCTBYOLLee yBeJoM/eHne 6ygeT ony6/MKoBaHo
B ©XXEMEeCsYHO M34aBaeMoM MH(POPMALMOHHOM yKa3aTene «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLas MHdhopMaLvsl, yBeJOMIEHNE N TeKCT bl pa3Mellalo T csa Takxe B MH(opMaLMoHHO cucTeme o6Lero
Mo/ib30BaHMUs - Ha ohuuManbilom caiTe defepanbHOro areHTCTBa N0 TEeXHUYECKOMY PerysiMpoBaHuio u
MeTponorun B ceTu HTepHeT

© CraHgapTuHgopm. 2011

HacTosiuii cTaHfapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUUHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKauecTBe 0huLManbHOro nsganus 6es3 paspelleHns ®efepasbHOrO areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

MHTPOABLIKOCEPbI OJHOKPATHOIO NMPUMEHEHWA CTEPW/IbHbLIE
TexHun4yeckme Tpeb6oOBaHNA U MeTOAbl UCMbITaHWI

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

fata BBegeHus — 2011 —11—01

1 O6nacTb NpUMeHeHUA

HacTosawwuii ctaHgapT ycTaHaBnnBaeT Tpe60oBaHUsA K MHTPOALIOCEPHBLIM UrNam, MHTPOALIOCEPHbIM KaTe-
TepaMm, NHTPOAbIOCEPHBIM 060/104KaM, NPOBOIOYHBLIM NPOBOAHVKAM W PacLUIMpUTENAM, NOCTaB/IAEMbIM B CTe-
punbLHOM BuAE U nNpefHasHayeHHbIM A8 O4HOKPATHOro MPUMMEHEHUSs COBMECTHO C BHYTPUCOCYAUCTbLIMU
KaTeTepamu, onpegeneHHbimu B /1 C 0 10555.

MpumeyaHne — PykoBOACTBO NO MaTepuanam W HasHAYEHUIO JOMOSHUTE NbHbIX YCTPOWCTB NpUBEAEHO B
npunoxeHun A.

2 HopwmaTtuBHbIE CCbIIKU

B HacTosilem cTaHgapTe Ucnosib30BaHbl HOPMaTUBHbIE CCbISIKU HA cneayoLme cTaHaapThbl:

MCO 594-1:1986 [eTanu coefuHUTE bHbIE C KOHYCHOCTbLIO 6 % «JTto3pax» ANA Wnpuues, Ura u gpyroro
MeauunHCKkoro obopygosaHus. Yacts 1. O6wme Tpeb6oBaHus (ISO594-1:1986, Conical fittings with a 6 % (Luer)
taper for syringes, needles and certain other medical equipment — Part 1: General requirements)

NCO 594-2:1991 [eTanu coeAnHUTENbHbIE C KOHYCHOCTbLIO 6 % «JTloapa» Ana Wnpuues, U n Apyroro
MeAULMHCKOro o6opyaoBaHns. YacTb 2. JTloaposckrne HakoHeuHnku (ISO 594-2:1991, Conical fittings with 6 %
(Luer) taper for syringes, needles and certain other medical equipment— Part 2: Lock fittings)

MCO 7886-1:1993 LUNpuLbl MHbEKLNOHHbIE OAHOKPATHOrO NPUMEHeHNs cTepunbHele. YacTs 1. Wnpu-
Ubl AN pyyHoro wucnosnb3osBaHus (ISO  7886-1:1993. Sterile hypodermic syringes for single
use — Parti: Syringes for manual use)

3 TepMUWHbI 1 onpeaeneHns

B HacToALleM cTaHgapTe NPUMEHUMbI CeaytoLLne TepMUHbI C COOTBETCTBYIOLWUMY onpeaeneHnAMu:

MpumeuyaHune — Cxematuyeckme npumepbl yCTPOKCTB, OTHOCALLMXCS K 3TOMY CTaHAapTy, C npumepaMu Tep-
MWHO/OTMW. NPUBEAEHbI Ha pUCYHKax 1,2 1 3 B UHOPMAaLMOHHbIX LLeNsx.

B) VHPW/bWEHLA «UTep b) HHTPOSbIOCEPHBH 10T

1— adpekTMBHAsA 4NNHA, 2 — HAKOHEYHUK; 3 — KaTeTep, 4 — coefMHUTENbHAs BTy/IKa kKaTeTepa; 5 — Tpy6ka MHTPOAbLIOCEPHO
WINbl; 6 -- coefuHUTENbHAs BTy/Ka UT/bI

PucyHok 1— Bug MHTPOAbOCEPMOro KaTeTepa v MUHTPOAbIOCEPHO UMbl

M3paHne oduynanbHoe
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c) cobpaHHOe yCTPOWCTBO (MHTpOAbOCEP)

1— AucTasibHbIA KoHel; 2 —060/104ka, 3 — KpOBEOCTaVaB/MBAOLLMIA KTanaH; 4 — KianaH ¢ 3amMkom Tuna */1ioap»; 5 — 6okosoe
YCTPOIACTBO BBOAA, 6 — COeAMHUTENIbHOE YCTPOWCTBO (0MNuUms); 7 — coeanHUTENbHAs BTy KA

PucyHok 2 — Bug nHTpogbiocepa. 060/104KM U paclumpuTens

a) HemnoABWXHOE SIAPO NPOBOAHMKA C NPeAOXPAHUTENLHON NPOBOJIOKOA

P) nofBwXHOe AP0 NPOBOAHUKA C NPefOXPaHUTESIbHO NPOBOIOKOM

C) NoABWXHOE AAPO NPOBOAHMKA J-TNA C NPefoXpaHUTebHOW NPOBOIOKO

| — npegoxpaHnTe bHasA NPOBO/OKA, 2 — AP0 NPOBOAHMKA; 3 — 060/104Ka MPOBOAHIIKA

PucyHok 3 — Bugbl NpoBOAHUKOB
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3.1 o6osiouka (NPOBONOYHOrO NpoBOAHMKA) (coil ofaguide wire): HapyxHas cnvpanbHas 06MoTka
NpOBOAHMKA.

3.2 OCHOBHOI1 NpoBOA, A4P0 NpoBoAHMKa (core wire ofa guide wire): BHyTpeHHUiA npoBog, o6ecne-
YMBaKLL NI XECTKOCTb NPOBOAHMKA.

3.3 pacwuputens, 6yx (dilator): Tmbkoe ycTpoiicTBO TPyGUaTOi hopMbl, MCNOML3YEMOE A5 pacLuun-
PEHNA YPECKOXHOTO MPOKO/Ia B KDOBEHOCHbIN COCYA.

3.4 pgucTanbHbl KoHel (distal ond, patientend): HakoHeuHMKyCTpoOWCcTBa, BBOAMMOTO B TEN0 NaLu-
eHTa.

3.5 adppekTnBHaa anuHa (effective length): Yactb ANuHbI ycTpoCTBa, HA KOTOPYH OHO MOXET ObITb
BBE/EHO B TE€NO NaumeHTa.

3.6 MPOBOAHUK NPYXUHHBIV (NpoBOAHWMK) (guide wiro, spring guide): TMbkoe yCcTPOICTBO, BHYTPY
KOTOPOro nepemMelLaeTca kateTep uam paclumputens. icnonb3yoT Ans ygo6cTea 4oCTaBk/ M NO3ULMOHNPOBA-
HVA KaTeTepa 1 paclmpuTens B KPOBEHOCHOM cocyae.

NMpumeyaHue — MNPOBOAHNK MOXET UMETb OMpeAeNeHHY0 hopMy KakK. Hanpumep, NPOBOAHUKM J-Tuna. noka-
3aHHble HA PUCYHKE 3. UMEeloLL e HeMOABKHOE UKW MOABUXHOE SAPO; NPY 3TOM HA NOBEPXHOCTb NPOBOAHMKA MOXET 6biTh
HaHEeCEHO cnevunanbHOe NoKPbITHE.

3.7 coepguHntTenoHas BTynka (hub): CoeavHWTeNnbHoe YCTPOWCTBO B MNPOKCUMAsIbHOM  KOHLLEe
WHTPOZbloCepa. KOTOPOe MOXET ABNSATLCA HEOTbEM/IEMOI YaCTbIO MHTPOAbLIOCEPA WU HAZEXHO KPENUTLCA K
NpPoKCMManbHOMY KOHLY MHTpOAbloCepa.

3.8 MHTpoablocepHbIn kateTep (introducer catheter): KopoTkas rubkas Tpy6ka, BBOANMAas B KpoBe-
HOCHBI cocyf,, 06bIYHO HA UHTPOABLIOCEPHOW UINe, Yepes KOTOPYHO KaTeTep MU MPOBO/IOYHbIA NPOBOAHVK BBO-
[OAT nocne yaaneHus UHTPOAbICEPHOI NI bl.

3.9 BHyTpucoCyguCTblli KaTeTepHblli WMHTpoAblocop, UHTpoabtocep (intravascular catheter
introducer): YcTpolicTBO, NpegHasHa4YeHHoe A1 MCMNO0/Ib30BaHNs COBMECTHO C BHYTPUCOCYANCTbIM KaTeTe-
pom. obneryarwollee BBefeHVe B COCYAMNCTOE pyC/o.

3.10 uHTpoabtocepHas urna (introducer needle): >XecTkas Tpy6ka C OCTPbIM HAKOHEYHMKOM, Yepes
KOTOPYH0 NPOBOAHVK U/ KaTeTep BBOAAT B KDOBEHOCHbI cocyf.

3.11 npokcuManbHbIA KoHel, cBO60AHbIM KoHel (proximal end, free end): KoHeuHas uyacTb
YCTPOICTBA, MPOTUBOMONOXKHASA ANCTA/IbHOMY KOHLLY.

3.12 npepoxpaHuTenbHas npoBonoka (safety wire of a guide wire): [lononHWTENbHbIA NPOBOA,
MCMNONb3yeMbliil 471 MUHUMMW3ALMN BO3MOXHOCTM OTCOEANHEHNSA KOHYMKA NMPOBOAHMKA.

3.13 ob6onouka mHTpoabtocepa (sheath introducer): mbkas Tpy6ka, BBOAMMAs B KPOBEHOCHbIi
cocy/, Kak Npaswo, Ha paclumpuTese, yepes KOTOPYI0 BBOAAT NPOBOHUK UK KaTeTep noce yaasneHns pac-
LmpuTens.

3.14 KoHu4uK (tip): KpaliHsasa Touka 4MCTanbHOro KOHLA yCTPoiCcTBa.

4 O6ume TpeboBaHuA

4.1 Crepunmnsayma

YcTpoiicTBO criefyeT cCTeEpPUIN30BaTh YTBEPXAEHHLIM METOLOM. B CTEPU/IBHOM COCTOSIHUM OHO [O/KHO
COOTBETCTBOBATb NONIOXEHUAM 4.2—4.4,

MpumeyaHne — Cm. NCO 11134. ICO 111351 NCO 11137 fNsi COOTBETCTBYHOLUX METOA0B CTepUInN3aLmu.
4.2 buonornyeckass COBMeCTUMOCTb

YCTPOCTBO J0/HKHO BbITb GUONOTNYECKH 6Ee30MaCHbIM.

MpunmeyaHne — CM. MICO 10993-1 ansa BbiGopa COOTBETCTBYIOLLNX METOAOB KOHTPONS.

4.3 TloBEpPXHOCTb

Mpu BU3yaslbHOM OCMOTPE HOPMasibHbIM WU CKOPPEKTUPOBAHHLIM [0 HOPMaJIbHOTO 3pEHWEM npu
2.5-KpaTHOM yBEeNIMUYEHNM BHELLHSS NOBEPXHOCTL 3(DPEKTUBHOM A/IMHBI YCTPOMCTBA He A0/KHA UMETb NOCTO-
POHHMWX BK/THOUYEHMWIA.

MpumeyaHwnsa

1 BHeLHAs NOBEPXHOCTb 3P hEeKTUBHOW A/IMHBI YCTPONCTBA, BK/IKOUYAA ANCTaNbHbIA KOHUMK, JO/KHA GbliTb CBOGOS-
Ha OT TEXHONOTNYeCKNX N NOBEPXHOCTHbIX AeeKTOB U NPUUYNHATL MUHUMa/IbHOe TpaBMWpOBaHWE COCY/A0B BO Bpems
MCNO/b30BaHNA.
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2 ECNu Ha MUTPOAbIOCEP HAHECEHA CMas3Ka, TOOHA HEe A0/KHA COBMPATLCS a BUAE Kaneslb Ha BHELWHEN NOBEPXHOC-
M 3D DEKTUBHOM A/IMHBI YCTPOICTBA NPU OCMOTPE YCTPOICTBA HOPMasIbHBIM UM CKOPPEKTUPOBAHHLIM 0 HOPMAasbHOTO
3pEeHneM.

4.4 Koppo3nOHHasi CTOKOCTb

Mpy ncnbITaHMAX No MeToAy, NPUBEAEHHOMY B NPUIOXEHUM B. meTannuueckue yactu ycTpoliicTBa He
OOJTXHbI OﬁHapy)KI/IBaTb NPU3HaKoB KoOppo3unn, BnMHIOU.leﬁ Ha beHKLI,IAOHI/IpOBaHMe M3,qen|/||7| n 6I/I01'IOFI/ILIECKyr0
COBMECTUMOCTb.

4.5 PeHTreHKOHTPacTHOCTb

Bce BHyTpucocyamncTble MHTPOAbIOCEPHbIE KaTeTepsbl, KPOMe paclumpuTenei, 4OMKHbI 6bITb BUAHbLI NPY
PEHTreHOBCKOM uUccnegosaHun.

MpumeyaHune — MNpunybnukaunm NCO 11070 He cyw,eCTBOBAIO NPUEMIEMOTO METOAA UCMbITAHWI Ha OLLeHKY
PEHTreHKOHTPacTHOCTU. MeTo/ OLeHKN PeHTreHKOHTPAcTHOCTH ByaeT paspaboTaH B byayuiem. B HacTosLee Bpems n3ro-
TOBUTENN MOTYT /ML MapKMPOBaTb CBOK MPOAYKLUMIO, KAk PEHTTEHKOHTPACTHY0, NpU YC0BKM, YTO OHM 06n1ajalT MeTo-
[lOM. CMOCO6HbLIM NOATBEPANTL 3TY MapKUPOBKY.

4.6 VHdopmauus, npegoctaBasemMas n3rotoButesniemM

M3roToBuTeNb 0653aH NpefoCTaBUTb MHOPMaLUI0 B COOTBETCTBUM C MepedncneHuamm a)—j). Bee
npepocrtaBndemMble JaHHbI€ O0JTXHbI ObITb BblpaXeHbl B eanHnuax MSMGDGHVIVI CWh.

MpumeyaHue — ELUHULBI PYTUX CUCTEM M3MEPEHUIt MOTYT BbiTb UCNO/b30BaHbl AOMNOHUTENBHO.

a) onucaHue ycTpoiicTea.

b) Ha3BaHve 1M ToproBas Mapka u afpec M3rotToBuTens;

c) o603HayeHue napTuu:

d) cpokrogHocTwH;

e) nobble cneyunanbHble MHCTPYKLMM NO XpaHeHUo 1 obpatleHuto;

f) 3Hak cTepunbHOCTY;

0) MeToz cTepunusauuu,

h) 3Hak 0AHOKPATHOro NCNOMb30BaHNS;

i) nobble M3BECTHble HECOBMECTUMOCTU C BeuiectBamMmu, KOTOpble MOIyT ObITb UCMONb30BaHblI C

YCTPOCTBOM:
j) VHCTPYKLMM NO MCNOMb30BaHMUIO M COOTBETCTBYIOLME NPeaynpexaeHus.

MpumeyaHune — VHpopMaLWs MOXET BKlOUATb B Ce65l 3HAK PEHTTEHKOHTPACTHOCTY.

5 [onosiHuTeNbHble TPEe60BaHNA K MHTPOAbLHCEPHbLIM Uram

5.1 O6wue NonoXeHus

WHTpoablocepHas urna Ao/mkHa CoOOTBETCTBOBAThL TPeGOBaHMAM pasgena 4.

5.2 O603HavyeHne pa3mepoB

HoMVHanbHbI pazmep MHTPOAbLIOCEPHON UMbl criefyeT 0603HayYaTh 3HaUEeHUAMN BHELLHEro AnameTpa,
BHYTpPEHHero gnameTtpa v apekTnBHON AnnHbl (M. Tabnuyy 1).

Ta6nuua 1— HasHaueHWe HOMUHASbHbIX PA3MEPOB NHTPOALIOCEPHBIX UMM U MHTPOALIOCEPHBIX KATETEPOB

B munnumetpax

OKpyrneHve BHeLWHero OKpyrneHve BHyTPeHHero OkpyrneHue achhekTuBHOM
[unameTp ycTpoiicTBa
AnameTpa Ao AvameTpa Ao ANVHBI
n0.6 0.1 0.1 1.0
<0.6 0.05 0.05 1.0

5.3 OcTtpue urnbl

OcTpue UMbl He A0/IHKHO MMETb HEPOBHbIX KpaeB, KPOMOK, 3ayCeHLEB U JO/MKHO GbiTb 3aLUMLLEHO OT
noBpexaeHui.

4
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5.4 CoeauHuUTeNnbHasa BTY/IKa UT/bl

5.4.1 KoHu4yeckoe coegunHeHue

Ecnv noctaBnsietca coeguHuTeNnbHas BTyIKa, TO BTy KA O/HKHA UMETb NPUEeMHBIA Tun pasbema (/1to3ap),
npv 3TOM KOHYCHOCTb COeIHEHUSA A 0/KHA COCTaBNATb He MeHee 6 % cornacHo MICO 594-1.

5.4.2 MpPOYHOCTb COeANHEHUS TPYOKN UMbl U COEAUHUTENIbHOWM BTY/IKN UMbl

CoepviHeHne TPyOKu UMbl C BTYNKON AO/MKHO BblAepXuBaTb Harpysky 10 H ons vrn ¢ HOMUHaNbHbIM
BHELIHUM AvaMeTpoM MeHble 0.6 MM 1 20 H — 4518 uri ¢ HOMUHaIbHLIM BHELIHUM gnamMeTpom 0.6 Mm 1
6onee.

5.4.3 NHpopmaumsa, npegoctaBnasemMas UarotoButenem

M3roToBuTENb f0/MKEH yKa3aTb HOMUHASIbHbIV pa3mep Uribl MHTPOAbloCepa B COOTBETCTBUM € 5.2.

6 JononHuTeNnbHble TPe6OBaHUSA K MHTPOABLIOCEPHBLIM KaTeTepam

6.1 O6Lwue NosoxeHust
VHTpoAbloCEPHbIN KaTeTep AO/HKEH COOTBETCTBOBATL TpeboBaHNAM pasaenas.
6.2 AncTanbHbli HAKOHEYHUK

Mpy noctaBke B KOMMNEKTE C WINOW, KOrAa urna pasmelleHa BHYTPU MHTPOAbIOCEPHOro KateTtepa,
nocnefHnin Ho [OMKEH BbICTYNaTb 3a Npefesibl OCTPUSA UMbl U HE AO/DKEH OTCTOSATb OT KPOMKM CKOCa WUr/bl
60nee yem Ha 1 MM (CM. puCyHOK4. pasmep a).

NMpumeyaHne — dopmagucTanbHOrO HAKOHEYHKKA MHTPObIOCEPHOTO KaTeTepa A0/MKHA 06ecneynBaTh fer-
KOCTb BBEJEHUSA U MUHUMYM TPABMUPOBAHUS, @ TakKe NIO0THOCTb NPUMbIKAHUA K Urne.

C7Y N

1 — KpOMKa CKOCa UMbl: 2 — WHTPOALIOCEPHBIA KaTeTep: 3 — UMTPOAbIOCEpHas urna

PucyHok 4 — Cxema B3aMMHOT0 PacroioXeHUsi OCTPUSt MHTPOAbIOCEPHON UIbl N HAKOHEYHNKA
VHTPOAbLIOCEPHOTO KaTeTepa

6.3 OnpepgeneHne paspbIBHOIO ycunus

Mpu ncnbiTaHNAX B COOTBETCTBUM C METOAOM, NPUBEAEHHOM B NPUNOXEHUN C. MUHUMabHOE 3HaYeHne
Pas3pbIBHOIO ycunma npu oueHke npovyHOCTU coeaAnHeHNA MexXxay UHTPOAbICEPHbLIM KaTeTepoM N coenHu-
TesnbHOol BTyI'IKOI7I AO0J/1XHO COOTBETCTBOBATb 3HaA4YeHUAM, NpuBeA€HHbIM B Ta6n|/|u.e 2.

Ta6numya 2— MUHUMasbHbIE 3HAYEHUSI PA3PbLIBHOTO YCUIUS MPW UCTILITAHUAX WHTPOALIOCEPHOTO KaTeTepa, 060/104-
KM MHTpoAblocepa 1 Byxa

MUHWMaNbHbI HapyXHbIi AnaMeTp, MM MuHuManbHaa cuna paspbiBa. H
i 0.550 n <0.750 3
r 0.750 n < 1,150 5
a 1.150 n < 1.850 10
r 1.850 15

6.4 CoeaonHuTenbHas BTyNKa

Ecnu MHTpoAbIOCEPHbI KaTeTep NOCTaBAETCSA C COEANHUTENBHOW BTY/IKOW, TO BTY/IKA AO/DKHA UMETb
npvieMHbIii TUN pasbema (J/1103p), Npu 3TOM KOHYCHOCTb BHYTPEHHEW MOBEPXHOCTU BTYJIKM JO/IKHA COCTaBNATb
He MeHee 6 % cornacHo MCO 594-1.
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6.5 O603HavYeHne pa3mepoB

HoMuHanbHbIli pasmep MHTPOALIOCEPHOTO KaTeTepa onpeaensaioT BHELWHUM AnaMeTpPoM, BHYTPEHHUM
AvameTpoMm 1 3 heKTUBHON ANMHON no Tabnuue 1

6.6 VHdopMauus, npegocTaBrisieMas U3aroToBUTeNIeM

Ecnun VIHTpO,D,b}OCEprIVI KateTep noCcTtaBnAlT C U0, TO U3rOTOBUTEND A0J/DKEH yKasaTb npegynpexae-
HMe NPOTUB NONbITOK NOBTOPHbLIX YACTUYHbIX U NO/THbIX BBeAEHl/IVI NOSTHOCTbIO U3B/1IEYEHHOW UM /bI.

7 [ononHutenbHble TPe6OBaHMSA K 060/104KaM MHTPOALIOCEPOB

7.1 O6Lwme NoMoXeHus
0O60/104KN MHTPOLbIOCEPOB A0/KHbI COOTBETCTBOBATL TPeboBaHNAM pasaena 4.
7.2 O603HayeHVe pa3MmepoB

HoMuHanbHbIA paamep 060/104KM MHTPOALIOCEPA ONPeAeNsioT Mo CAeAyoWNUM KpUTepUsm:

a) MUHUMasbHBbI BHYTPEHHW AnaMeTp 060/104KU, BbIPAXEHHbIA B MANIMMETPAX, OKPYTNSieTCs B MEHb-
LYy CTOPOHY A0 0.1 MM;

b) a(phekTMBHAN AMHA BbipaXKaeTCs B MUIIMMETPaXx Un CAHTUMETPax C TOUHOCTLIO 40 + 5 %.

7.3 KoHTpoOsib yTeuek Hepe3 060/104Ky MHTPOAblOCEpa

ﬂpl/l NCNbITaHNAX COr1aCHO NPUTIOXEHUD D — ucnonb3oBaHMM UCNbITaTENIbHOIO AaBneHna Ao
300 klMa — He A0/MKHO 6bITb yTeuek B 06 beMe, ,0CTATOYHOM /15 (DOPMUPOBAHUA NafatoLLunX Kanesnb.

7.4 KOHTpONb yTeuek Hepes KpOBOOCTaHaBAMBaKOLWMiA KianaH

Ecnn o6onouka MHTPOAbIOCEPA cHabxeHa BCTPOEHHbIM KpOoBeOCTaHaB/iIMBakLWKMM KnanaHoOM, TO npu
NCMbITAHUAX COracHO NPUIOXKEHUo E He A0/TKHO 6bITb yTe4dek yepes KpOBeOCTaHaBI‘II/IBaPOLLI,I/IVI KnanaH.

7.5 CoefguHuTenbHasa BTy/Ka

Mpu nocTaBke O4HON N HECKO/IbKMX COEAVHUTENbHBIX BTY/I0K NOCNEAHUE AO/KHbI UMETb NPUEMHbIN
TMN pasbema (/1t03p). NPy 3TOM KOHYCHOCTb COEMHUTENIbHOTO YCTPOCTBA [O/I)KHA COCTaBNATb He MeHee 6 %
cornacHo ICO 594-1.

7.6 OnpepeneHve paspbIBHOro ycunusa

Mpu NCMbITAHUAX COTIACHO MeToAy, MPUBEAEHHOMY B MPUIOXeHUN C. MUHUMa/bHOE 3HAaUYeHVe pa3pbiB-
HOrO YCU/IA NP OLEHKE NPOYHOCTY COeAMHEHUS MexX Ay 060/104KO UHTpPOAbIOCEPA U COEAUHUTENBLHOW BTY /-
KO LO/XHO COOTBETCTBOBATb 3HAYEHUSIM, MPUBEAEHHBIM BTabuLe 2.

7.7 NHopmauuvsa, npegocTtaBnsemMas UsrotoButenem
MN3roToBuTENb AO/MKEH YKA3aTh HOMUHASIbHBIA pasmep 060/104KM B COOTBETCTBUM C 7.2.

8 [ononHutenbHble TpeboBaHMs K MPOBO/IOYHOMY MPOBOAHUKY

8.1 O6uwwue nonoxeHus

MpOBOAHUK [LO/MKEH COOTBETCTBOBATL TpeboBaHMAM pasfena 4.

8.2 O603HauveHMe pa3mepa

HomuHanbHbI pasmep NPOBOAHUKA ONpeaensaoT No CeAyoWwnM KpUTEPUSAM:

a) MakCUMasibHbIf BHELLHWUI gnamMeTp, BbIpaXXeHHbI B MuaavmeTpax, okpyrnsetcsa fo 0.01 mwm;

b) ANVHA, BbipaXeHHas B MUAANMETPaX AN caHTUMeTpax, OKpPYrnseTcs ¢ TOYHOCTbio Ao i 5 %.

8.3 lMpepoxpaHuTenibHasi NPOBOJIOKA

MpefoxpaHuTenbHan NPoBO/OKa f0/KHA ObITb N0 BCEW A/IMHE NPOBOJHNMKA, BNIOTb A0 KpenieHns agpa
NPOBOAHMKA K HAKOHEYHWKY .

8.4 lMcnblTaHUsA Ha pa3pyLueHue

MpwW UCNbITAHUAX COTNACHO MPUIOXEHUIO F NPOBOAHUK, UCKTHOYasA 30HY hmKcaLmMu 1 NePBOro BUTKA, He
[O/MKEH MMETb MPU3HAKOB paspyLleHns. s NoKpbITbIX NPOBOAHWKOB HE [O/IXHO ObITh NPU3HAKOB OTCNanBa-
HUSI NOKPbLITUS.

6



roCT PMCO 11070—2010

8.5 WcnbiTaHMA Ha U3rn6

Mpu MCNbITAHUAX COrMTacHO MPUIOXEHNIO G HU AMUCTasbHbIA KOHEL, NPOBOAHMKA, HM OCTalLascsa yacTb
NPOBOAHMKA HE A0IKHbI UMETb NPU3HAKOB AeDEKTOB UM NOBPEXAEHWI, BbI3BAHHbLIX M3rM60OM. MOKpPbLIThIE NPO-
BOJHUKM He AO/MKHbI MPOABAATHL MPU3HAKOB OTC1auBaHNsS NOKPbITUS.

8.6 MpoYHOCTb COeANHEHUS NPeaOXPaHNTEIbHOV NPOBOIOKN U 060/104KN NPOBOAHNKA

Mpu UCTNBITAHKSIX COTIACHO NPUNOXEHUIO H coeMHEHNSI NpefoXpaHnTeIbHO NPOBO/OKM CO60/10UKOI B
061acTv AUCTaNbHOrO HAKOHEUYHUKA U B MPOKCMMAa/IbHOM OTAEse He OMXHbI 6bITb 0cnabneHsb!.

8.7 lMpoyHOCTbL CoeAuHEHNA Afpa NPOBOAHNKA U ero 060104KN

Mpu ncnbITaHMAX COrnacHo NPUIoXKeHNo HcoeanHeHns sgpa NnpoBoAHMKa U ero 060/104KN Kak B 061acTu
ANCTaNbHOr0 HaKOHeYHMKa, Tak 1 B 061acTu MPOKCMManbHOro oTAena NpoBOAHVKA, He OCHAaLLeHHble npej-
OXpaHUTesIbHOV NPOBOJIOKOW, HE A0/MKHbI 6bITb 0C/1a6/1eHbI.

8.8 NHdopmauma, npegocTaBnsemasl U3arotoButesiem

MN3roToBuTeNb AOMKEH NPeAoCTaBnTb C/IeAyoLLyo MHOpMaLMIO:

a) HOMMWHasbHbIV pa3mep NPOBOAHMKA B COOTBETCTBUM C 8.2;

b) HOMUWHa/bHbIV TUN AUCTaNIbHOTO HAKOHEYHVKA, HanpyMep Npamoii. J-06pasHblii (BKoYas 3HaveHne
paguyca KpuBoii) nnv apyroi hopmbl:

C) ykasaHue Ha MoABWXHOCTb AApa NPOBOAHVKA, €C/IM AAPO0 NPOBOAHMKA MOABUXHO.

9 JononHuTesibHble TpeboBaHUA K paclumputenam (6yxam)

9.1 O6wwue NosoxeHus
Paclumnputenu gomkHbl COOTBETCTBOBATL TpebOBaHMAM pasgena 4.

9.2 O603Ha4vYeHMe pa3mepoB

HoMunHanbHbIV pasmep paclumputens onpeaenstoT No CnefyLwmnm KpuTepusaMm:

a) MakCcMMasbHbI BHELLIHWUIA AnameTp, BbIpaXXEHHbI B MUNMMETPaXx, OKPYrISeTCA BMEHbLLYI CTOPOHY
00 0,1 mMm;

b) MWHUManbHbI BHYTPEHHWI nameTp, BbIPaXKEHHbIVE B MUI/IMMETPaX, OKPYINsSeTCs B MEHbLUYIO CTO-
poHy A0 0.1 mm;

c) aphekTMBHAA ANINHA, BblpaXXeHHas B CaHTUMeTpax, OKPYInaeTcs ¢ TOYHOCTbI0 [0 1 5 %.

9.3 CoepguHuTenbHas BTy/iKa

9.3.1 O6wwme NonoxeHUs

HakoHeUHVK paclumpuTens fo/mKeH BXOAUTb B KOMIMIEKT NOCTaBKU.

9.3.2 KoHunyeckoe coeguHeHue

Ecnu coeguHnTenbHasa BTy/iKa paclumputens uMeeT NpYeMHblli Tun pasbema (J/11oap). To foMmKeH ObITb
obecneyeH 6 %-Hblil CKOC KOHNMYECKOW YacTu COeAMHEHUS, NCMOIHEHHOTO cornacHo NCO 594-1.

9.3.3 MpPOYHOCTb COEANHEHUA COeANHUTENBHOW BTY/IKA C paclumpuTenem

Mpu ncnbITaHMAX cornacHo NpuaoxeHnio C MUHUMaNbHOE 3HaYeHne paspbIBHOIO YCUINA CoeNHEHNS
MexXfy paclumputenemM v BTY/IKOI AO/HKHO COOTBETCTBOBATL fjJaHHbIM, NPUBeAeHHbIM B Tabnuue 2.

9.3.4 NHopmaumsa, npegoctasasieMas U3rotToBuTenem

MN3roToBuUTENb A0/MKEH YKa3aTb HOMUHANbHbIN pasMep pacluMputens B COOTBETCTBUM C 9.2.

10 [onosiHnTesibHble TpeboBaHMA /19 KOMMIEKTOB, COAepXalumx KoMbuHaumm
YCTPOWCTB, ONpeaensieMbixX B HACTOSILLEM CTaHAapTe

[Nns KOMNNeKToB 13 ABYX Unn 605€ee pas/InyHbIX YCTPOICTB, NPUBEAeHHbIX B HAcTosALeM cTaHaapTe,
U3roTOBUTENb JOJIKEH YKa3aTb COOTBETCTBYHOLLME pa3Mepbl, NepeyncnieHHble B Tabnuue 3.
Pasmepbl cnegyeT onpeaensitb BCOOTBETCTBUM C HACTOSILLUM CTaHAAPTOM.

MpumeyaHune — MHOTME U3 yKa3aHHbIX B HACTOSILLEM CTaHAapTe YCTPOWCTB OObIYHO MOCTaBASOTCA @ KOM-
naektax. Takum o6pa3om, He ace U3MepeHNs, ykaszaHHble 418 OTAe/bHbIX YCTPONCTB B fJaHHOM CcTaHjapTe, MOryT noHazo-
6UTLCA. MOCKOJIbKY W3roTOBUTE/b FapaHTUpyeT, 4TO yCTpoiicTBa M3 KOMMAeKTa COOTBETCTBYIOT APYr APYry AO/MKHbIM
o6pasom.
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Ta6nuya 3 — Heobxoaumbie pa3mepbl YCTPOWCTB NpU KOMMNIEKTOBAHWUM NOCTaBKM

KomnnekTyemble ycTpoiicTea

MHTpoabloCepHbIl kKaTeTep
0O6ono4ka MHTpoAblocepa

MpOBOMNOYHBIA NPOBOAHUK

Pacwwuputens

Heobxogumble pazMepbl

BHeluHWii fuameTp kaTteTepa; ANMHA kaTeTepa
BHYTpeHHUI anameTp 060104KKM; ANNHA 060104KM

BHeWHWi AnamMeTp NPOBOJIOYHOTO MPOBOAHUKA; AJIMHA MPOBOJIOYHOMO
npoBOAHMKA

BHeLHWIi fuameTp pacluMpuTens; BHyTPEHHWUA guaMeTp paclumpuTens
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MpunoxeHune A
(cnpaBo4HOE)

PykoBoAcCcTBO No mMatepuanam v KOHCTPYKLUKN

A.1 O60M104KMN MHTPOAbIOCEPA

dopma HaKOHeYHUKa AUCTanbHOro 0TAena 060/104KN MHTPOAbloCepa A0/KHA BbITh paspaboTaHa Takum o6pasom,
4YTO6bI MMHUMN3NPOBATL BO3MOXHOCTb KAKUX-TM60 CMeLLLeHNi i 060/104KM NPV BBEAEHUW B TEN0 YesoBeka.

HakoHeuHNKO6010UKN NHTPOAbIOCEPa AOKEH MNIOTHO NpUeraTh «pacluMpuTeNio U Npyu HOPMasbHOM UCMO/b30Ba-
HWUW Ha HEM He JO/KHO BbIThb TPELLYMH.

PafmnanbHas XecTKoCTb 060/104KN MHTPOAblOCEPa A0/KHA ObITb TaKol, YTOBbI MHTPOAbIOCEP OCTaBaICA HEMOBPEX-
[eHHbIM nocne yfanenus pacwunputensa. O6onouka NHTpPoAbloCcepa J0/HKHA GbiTb AOCTATOYHO FMOKOW, ANSt TOTO YTOGbI
coBeplaTtb MaHUNYAALUN, HO He AonycKaTb Nepernbos Npu cob60AEHNN YCI0BUIA HOPMabHONM aKcnayaTauuu.

A.2 TpOBOJIOYHbIi NPOBOAHUK

B kauyecTBe NOKPbITWUSA MPOBOAHUKA MOXET 6biTb NPUMEHEH renapuH n/vnu apyrve BelwecTsa. J/llo6ble npoueccsl
HaHeCceHUs NOKPLITUSA He AO/MKHbI BAUATL HA (hU3MYEeCcKMe CBOMCTBA NPOBOAHMKA.

A.3 Pacwwupurtenun
Pacwwuputens npu onpeAesieHHOR rmbkocTy Ao/xeH 06n1afaTh 0CTATOYHOM XECTKOCTbI0, YTOGbI paclunpuTb OKHO

KPOBEHOCHOrIOo cocyga, B KOTOprVI OH BBOAMUTCA YPECKOXHO. POpMa HAKOHEYHMKA [O/HKHA ObITb pa3pa60TaHa Takum 06pa—
30M. YTO6bI MUHUMU3NPOBATb BO3MOXHOCTb Kaknx-nnm6o CMeU.leHMIZ npv BBeeHnn B Tesi0 YenoBeka.
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MpunoxeHne B
(o6a3aTenbHoe)

McnbITaHWsA Ha KOPPO3MOHHYHO CTOMKOCTb

8.1 MpuHuMn

YCTpOICTBO NOrpyxatT B pacTBOP X/I0pMAa HaTPUsi, 3aTEM B KUNSLLYIO AUCTUASIMPOBAHHYIO UM e MOHN3UPOBaH-
Hyl0 BOZAY, MOC/e Yero BU3yasibHO OCMaTpuBaloT Ha NpegMeT NosBAIEHUA KOPPO3nK.

B.2 PeareHTbl

B.2.1 ConeBoil pacTBOp, NpeAcTasBnsAioLWnii co6oli pacTBOp YACTOrO peakTuBa Xxa0puja HaTpus B CBEXEenpuro-
TOB/IEHHOI ANCTUNIMPOBAHHOW UNK AenoHnsuposaHHoii Boge (c (NaCl) = 0.15 monb/n].

B.2.2 AucTunnupoBaHHas Wi 4enoHn3npoBaHHas Boaa

B.3 O6opypoBaHue

B.3.1 MepHble cTakaHbl 13 60POCUINKATHOTO CTekNa

B.4 Mpoueaypa ncnbiTaHUs

MorpyxatoT yCTpoiCcTBO B hnuanonornyeckuii pactesop (B.2.1), Haxogawmiica B CTEKISAHHOM CTakaHe npu Temnepa-
Type (22 £5) ‘C. Ha 5 4. 3arem BbIHMMAKT U NOMELAOT B KANALLYIO AUCTUI/IMPOBAHHYIO UM AENOHWU3UPOBAaHHYIO
BoAy (B.2.2)Ha 30 MVH. Noc/ie Yero AatloT OCTbITb BOAE M YCTPOICTBY B Held A0 Temnepatypbl (37 1 2) ‘C U BbiAEPXMBAIOT UX
npu jaHHoN Temnepatype B TedeHue 48 4. Mocne 3aToro BbIHUMAOT 06pasLbl U BbICYLIMBAKOT UX NPU KOMHATHO Temnepary-
pe. PasbupaloT obpasubl, umelowe asa u 6oaee KOMNOHeEHTa, NojpasymMeBaloWmnx oTAeNeHne nNpu UCNosb30BaHUK
ycTpoiicTBa. ECM Ha MeTanIiMyecknx KOMNOHeHTax ecTb Kakoe-1M60 NOKPbITUE, OHO HE [O0/KHO 6bITb NOBPEXAEHO. BUsy-
anbHO ocMaTpuBatoT 06pasLbl Ha NpeAMeT BblBMIEHNSA NPU3HAKOB KOPPO3NK.

B.5 OT4yeT No ucnbITaHUAM

OTueT AO/MKEH cofepxaTb credytoLlyo nHpopmaumio:
1 ngeHTUdMKaLMOHHbIEe flaHHble o6pasLa.
2 cooblyeHne 0 NoABAEHUN NPU3HAKOB KOPPO3WN BO BPEMS UCTbITAHWIA.
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Mpunoxexne C
(o6sA3aTenbHoe)

OnpefeneHne paspbIBHOTO YCUANA NMPU UCNBITAHUAX MHTPOAbLIOCEPHbIX KaTeTepos,
060/104EK UHTPOAbIOCEPOB U pacmputeneii

C.1 MpuHuun

McnbiTyemble 06pasLbl MHTPOALIOCEPHbIX KaTeTepoB BbiGMPaoT TakuM 06pasoM, uTo6bl UCMbITAHUAM NogBepra-
JIMCb KaK TpyGuaTas 4acTb, TaK U y3e/1 COeANHEHUs BTY/IKU C TPyGUaTLIM YYaCTKOM. PacTarveaiowyo cuiy npunarawT K
Kaxk4oMy 06paslly 0 Tex Nop. noka He HaCTYNUT paspbiB TPY6UATO YACTH WU HE Pa3pPyLUUTCS Y3en COefUHEHUs.

C.2 Mpub6opbl
C.2.1 Pa3pblBHas MalluHa c cuoii HarpyxeHus 6onee 15 H.
C.3 Mpouegypa ucnbiTaHuii

C.3.1 BblGUpatoT y4acToK MHTPOAbIOCEPHOro kateTepa ANna UcnbiTaHnii. ECAn y nHTpoAbloCepHOTO kateTepa ume-
eTcs coefAuHNTENbHAsA BTY/1Ka, HE06XOANMO BKIOUYNTL €0 B UCMbITYEMbIli y4acToK.

C.3.2 BbigepxuBatoT o6paseL, B yC/I0BUAX CTONPOLEHTHON BaxHOCTH Npu Temnepatype (37 * 2) ‘C B TeueHune 2u.
Cpa3y nocne aToro npoBoAAT UCMbITAHNSA.

C.3.3 YcraHaBnuBaloT obpasel, B paspbiBHYI0 MawwuHy. Ecnn obpasel cHabxeH cCoeAUHWUTENbHOI BTY/KOW,
MCNob3yOT cneunanbHble KpenieHns Bo nsbexaHne noBpexaeHunii BTyIKN.

C.3.4 N3mepsioT pabouyio AnuHy obpasua (T.e. pacCTosiHMe Mexay 3axBaTtamu paspbiBHOW MalluWHbl U (M1n) pac-
CTOSIHVEe OT BTY/IKM 0 3axBaTa pa3pbIBHOW MallWHbI, YAepX1BatoLLero NpoTMBONOIOKHYI0 YacTb 06pasua).

C.3.5 MopasepratoTobpasel, pacTarvsatoLeMy Bo3AeCTBMIO CO CKOPOCTbIO 20 MM,'MUH HA O4UH MUNAUMETP ASUHbI
o6pasua (cM. Tabnuyy C.1) fo Tex nop. noka obpaseL, He MopBeTCs Ha ABa v 6onee oparMeHTOB.

duKCUpyIOT ycunme, Npyu KOTOPOM NPOU3OLLEN Pa3pblB, Kak yCUane paspbiBa 1 BbipaXxaloT ero B HbloTOHaX.

Ta6nuuya C.1 — YcnoBusi UCMbITAHUA ANSi CKOPOCTM paspbiBa 20 MM/MUH/MM

Pa6ouast g/mHa, Mv McnbiTatesibHas ckopocTb, MMYMAH
10 200
20 400
25 500

C.4 OT4eT NO UCNbITAHUAM

OTueT JO/MKEeH CoAepXaTb CeayioLLyio NH(opMaLmio:
1 nAeHTUMUKALMOHHbIE AaHHble 06pa3ya:
2 ycwunuve paspbiBa B HbIOTOHAX U BHELUHUI AUaMEeTP KaX4oro UCNbITyemMoro o6pasua.
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Mpunoxenne D
(o6sA3aTenbHoe)

McnblTaHUA Ha Hannume yTeukn B 060/104UKe UHTPOAblOCEpPA NOJ AaBEHUEM

D.1 MpuHuun

0O60/104Ky UHTPOAbOCEPA Yepe3 repMeTUYHOEe CoeJMHEHNE NOACOeANHAIOT «LWnpuLly. MogaloT faBneHne nncnbiTy-
eMblii o6pasel, oOcMaTPUBAIOT Ha HA/TMUMNE YTEUKU.

D.2 PeareHTbl
D.2.1 [AucTtunnupoBaHHas unn AenoHn3npoBaHHas Boaa

D.3 O6opyaoBaHue

0.3.1 FepMeTu4HbIli pa3beM A1 NoACOeANHEHNSI HAKOHEYHMKA 060104k MHTpoAblocepa K wnpuuy (0.3.2), umeto-
Lemy He60/bLL Ol BHYTPEHHUI 06bEM U COEANHEHHOMY C MaHOMETpoOM, paboTatLemy B ananasoHe ao 350 k/a;

0.3.2 Wnpuy o6bemom 10 MA. BbigepXKaBLUWii CNbITaHNS Ha yTeuky no ICO 7886-1.

0.3.3 CpefcTBa A4Nsi nepexaTtuns BbIXO4HbIX OTBEPCTUI NCNbITYyeMoro obpasua (Hanpumep, 3aXumsbl, BTYJIKN).

D.4 TMpoueaypa ucnbiTaHuit

0.4.1 MoacoeAnHAOT HAKOHEYHUK 060/104KM HTpoAbtocepa (pucyHok D.1) k wnpuyy (0.3.2.) yepes repMeTnYHbIl
pasbem (D.3.1).

J — wnpuy o6bemom 10 mn (0.3.2.). 2 — mMaHOMeTp, 3 — repmeTuyHoe coeguHerne (D.3.3); J1— KpoBooCTaHaBNMBalOLWMI knanaH
(BbIXO/iHOE OTBEPCTME NEPeKpbITO), 5 — 060M04Ka MHTPOAblocepa. B — GOKOBOE YCTPOCTBO BBOJA. 7 — 3anopHbIi KpaH; 8 — 3akpbl-
Tble BbIXOAHble oTBepcTus (0.3.3)

PucyHok D.1 — YCTpoiicTBO A/151 UCMbITAHWU 060104KN MHTPOAbIOCEPA HA HANMMYUE YTEUKM

0.4.2 HanonHsawT wnpuy Bogoii (D.2) n yaansitoT U3 Hero Bo3ayx. JoBoaAaT 06bem XUAKOCTU B LINpULLe 40 HOMU-
Ha/IbHO rpalyMpoBaHHON eMKOCTH. 3aKpbiBalOT BCE BbIXOAHbIEOTBEPCTUA 06pasLa, BKoUYasa BbIXOAHOE OTBEPCTUE KPOBE-
oCTaHaB/MBalLero knanaHa, 60KoBbIX BETBEN M NPOUNX BbIXOA0B, EC/IN TaKOBble MMEKTCSA B 06pasLe.

0.4.3 YcTaHaBnuBawT NpU6GOP Tak, 4TOObl OCb COEAMHEHMA WNpuLa 1 060104KN MHTPOAblocepa Gblna B rOPU30H-
TaslbHOM NoIoXeHUU. MpuknagbiBaloT K WNPULY 0CeBOe ycuame Tak. 4Tobbl ABMKEHMEM MOPLLUHS WNpULA CO34aBanoch
nasneHne 300—320 kMa. MogaepxuBalT faHHoe aaBneHne B TedeHne 30 c. Mocne 3Toro ocmaTpmBarT o6pasubl Ha
Hanuune yteukn (hopmumpoBaHme OfHON UM HECKONbKUX NajarLmx kanenb) Hanuuue yteukn rkcupytoT.

0.5 OT4eT No UcnNbITaHUAM

OTueT AOMKEH cofepxaTb credytoLyo nHopmaymio.
1 naeHTUUKaLNOHHbIE faHHble obpasua:
2 3ak/loy4eHve 0 Ha/IMunuKn NN OTCYTCTBUM YTeuKu.
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MpunoxeHne E
(o6sA3aTenbHoe)

McnbiTaHWa Ha HaIMuMO YTeUYKM Yyepes KpOBOOCTaHaBMBaLW Wi knanaH 060/104KM MHTPOAblocepa

E.1 MpuHunn

O60N04KY MHTPOAbIOCEPA YEPE3 TEPMETUYHOE COEAMHEHNE NOAKMNOYAIDT KLNpULy. Mocne 3Toro nogatoT fasBneHne
no6pasel ocMaTPUBAIOT HA HAJTMUMNE YTEUKM.

E.2 PeareHTbl

E.2.1 [AuctunnupoBaHHasa unu enoHusnpoBaHHas soga

E.3 O6opyposaHue

E.3.1 [epMeTu4HbIli pa3bem AN NOACOeANHEHNSI HAKOHEYHMKA 060/104KM MHTpoAblocepa kwnpuyy (E.3.2). nmeto-
Lemy He60bLUIOV BHYTPEHHUII 06BbeM 1 CoeAMHEHHOMY C MaHOMETpoM, paboTatolemy B uanasoHe go 350 kMa,

E.3.2 Wnpuy o6bemom 10 MA. BbifepXaBLUWii UCNbITaHNS Ha yTeuky no ICO 7886-1;

E.3.3 CpepacTBa AN1a nepexaTtuns BbIXOAHbIX OTBEPCTWI NCNbITYyeMOro o6pasua (HanpumMep, 3aXuMmbl, BTYKKM).

E.4 TMpoueaypa ncneiTaHns

E.4.1 MoacoeAnHAOT HAKOHEYHMK 060104KN MHTpoablocepa (pucyHok E.1) k wnpuyy (E.3.2.) yepes repMeTUYHbIl
pasbem (E.3.1).

| — wnpuy o6bemom 10 mn (E.3.2.); 2 — maHomeTp; 3 — repmeTuyHoe coeaunHeHune (E.3.3). 4 — kpoBeocTaHaBNMBatowWMii knanaH
(BBIXOAHOE OTBEPCTUE NepekpbITo). 5 — 060/104Ka MHTpoAblocepa; 6 — 60KOBOe yCTPOCTBO BBOAA. 7 — 3aMNOPHbINA kKpaH; 8 — nepe-

KpbITble BbIXOAHble oTBepcTusa (E.3.3)

PucyHok E.1 — YcTpolicTBO AN UCNbITaHWii 060/104KM MHTPOAbIOCEPA HA HANUUME YTEUKN
yepes KpoBeoCTaHaB/MBAOLWMIA knanaH

E.4.2 HanonusioT wnpuy Bogoi (E.2) n yaansitoT U3 Hero Bo3ayx. JoBoaAaT 06bEM XUAKOCTU B LUNPULE A0 HOMU-
HaflbHO rpajgynMpoBaHHON eMKocTu. MepexnumaloT BCe BbiXOAHble 0TBepcTus obpasua, BkIOYas BbIXOAHble OTBEPCTUSA
60KOBbIX BETBEI M NPOYMX BbIXO0B, €C/IN TaKOBble UMetoTCs Bo6pa3sLie. BbIxofHble 0TBEPCTUS KPOBOOCTAHAB/VBAIOLLET0
KnanaHa He nepekpbiBaloT. [18 KOMNPECCUMOHHOro knamaHa NoAKIoYaloT COOTBETCTBYIOWMIA KaTeTep U NPUBOAAT B
fAeiicTBME KnanaH B COOTBETCTBUM C €70 UHCTPYKUNEN.

E.4.3 PacnonaratoTnpnbop Tak. 4To6bl 0Cb COEANHEHNA WNpULa N 060104KN MHTPOAbIOCEPa BblNa aropn3oHTab-
HOM nosioxeHun. MNpuknagbiBaloT K LWNPULY OCEBOEe yCuane Tak. 4To6bl ABMKEHMEM MOPLUHA LWNpMLa co3faBanoch gase-
Hue 38—42 kMa. MogaepxusaloT gaHHoe faBneHne B TedeHnne 30 c. Mocne aToro ocmaTpuBatoT BbIXOAHblE OTBEPCTUSA
KPOBOOCTaHaB/IMBAOLLEro KnanaHa WaM KOMNPEeCCMOHHOIO knanaHa Ha Hanuuve yteuku (hopmupoBaHue OfHOW Waun
HECKOJIbKUX NajaroLmx kanesb). Hannune yreukn ukcupyor.

E.4 OT4yeT noO UCNbITAHUAM

OTUeT JO/MKEeH COAEPXaTb C/IeAy0LLyo MH(opMaLmio:
1 uaeHTUdMKaLMOHHbIE AaHHble 06pasua:
2 3aK/1I0YEHNE O HAMIMUYMM UM OTCYTCTBUM YTEUKM B KDOBEOCTAHAB/IMBAKOLLEM KNanaHe.
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MpunoxeHune F
(o6sa3aTenbHoe)

VicnbiTaHMA NPOBO/IOYHOIO NPOBOAHMNKA Ha paspylleHne

F.1 MpuHuun
MpoBOAHVK HaMaTbIBAIOT Ha LWIVHAPUYECKUIA BaNTMK, 3aTeM pa3maTbiBaloT M NPOBEPSIOT Ha HAMUNe paspyLLeHui.

F.2 O6opypoBaHue

F.2.1 UnnuHapuyecknin Banvk, AnaMeTp KOTOPOro paBeH AeCATUKPATHOMY MakCMMaibHOMY Hapy)XHOMY AnameT-
py npoBoAHuKa (CM. 8.2).

F.2.2 Onopsbl 4ns 0601X KOHL,0B Banvka.

F.2.3 3axum gna orpaHnyeHmns n oukcaymm qucTanbHOro KoHua npoBogHMKa.

MpumeyaHune — Tunosoii NpuGop nokasaH Ha pucyHke F.1.

1— UMANHAPUYECKNI BaSTUK; 2 — NPOBOAHUK: 3 — ONOpPbI: 4 — 38KUM

PucyHok F.1 — YCTpoOWCTBO /19 UCMbITAHUI MPOBOAHMKA HAa paspyLueHne

F.3 Mpoueaypa ncnbiTaHWit

®ukenpytoT koHubl Banuka (F.2.1 )Ha onopax (F.2.2). DuKCUpyoT KOHEL, NPOBOAHUKA B 3aXMMe Ha paccTossHun 10 mm
oT Banuka. MN0THO HamaTblBaOT NPOBOAHUK BOKPYr Banuka. genas He meHee 8 060poToB. Pa3marbiBaloT MPOBOAHNK U
ocMaTpuBalOT €70 Ha Hanuune paspylieHuii. He yunTbiBaloT paspylueHns B 30He MeX/AYy KOHLLOM MPOBOAHMKA U NePBbIM
BWTKOM. ECnu y NnpoBoAHMKa eCTb NOKPbITUE, AONOMHUTENIbHO OCMATPUBAIOT €ro Ha Hasnyne oTCnanBaHuUs, He yunTbiBas
oTCc/NavBaHUA a 30He Mexay KpenseHnem NpoBOAHMKA U ero NepBbIM BUTKOM.

F.4 OTyeT NoO UcnbliTaHNAM

OTuYeT AO/KEH COAEepXaTb C/IeAyoLLYy0 MHpopMaLmio.

1 naeHTU(UKaLNOHHbIe faHHble o6pasLa.

2 3ak/loyeHve 0 Hanuuun paspylweHunii NPoBOAHMKA WM OTC/MIOEHWU MOKPLITUS MPOBOAHMKA B TECTUPYEMOI
obnacTtu.
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Mpunoxexne G
(o6a3aTenbHoe)

McnbiTaHna npoBOAHUKaA Ha CONPOTUB/IEHNE NOBpeXaAeHNUAM npu nrnoe

G.1 MpuHuun
VcnbiTyeMylo 4acTb NPOBOJHMKA NOABEPralT MHOTOKpaTHbIM U3rMbamM 1 BbINMPAMIEHUIO U 3aTEM OCMAaTpMBatOT Ha
Hanmume noBpeXAeHWii.

G.2 O6opypoBaHue

G.2.1 WcnblTaTeNbHbIl CTEHA, COCTOALMIA U3 fBYXXKECTKNX BAJIMKOB, ANAMETP KaX0ro U3 KOTOPbIX paBeH ABaj-
LLaTUKPaTHOMY MaKCMManbHOMY HapyXHOMY fUaMeTpy NPoBOAHMKA (CM. 8.2). pacnofioXeHHbIX Tak. YTO6bl MeXAy HUMM
ocTaBaJicsl 3a30p, paBHblii 1 — 3 MakcMMasibHbIM HapYXHbIM AnaMeTpam npPoBoAHUKA (CM. PUCYHOK G.1).

1 — NPOBO/OYHLIM NPOBOANH», 2 — LUANHAPWUYECKUI BANNK

PucyHok G.1 — CTeHA 415 UCMbITaHUii NPOBOAHMKA Ha U3r16

G.3 MMpoueaypa ncnbiTaHuin

G.3.1 WcnbiTaHnA gucTanbHOro KOHUa NPoBOAHMKA

G.3.1.1 BbibupaloT 4acTb AUCTanNbHOro oTAena NpoBOAHMKA, BKAOYaKLWY0 B ce6a S4p0 NPpOBOAHMKA HA paccTos-
HUW He MeHee 5 MM OT Hayasa Afpa NPoBOAHMKA.

G.3.1.2 O6BMBaIOT BbiGPaHHYI YacTb NPOBOAHMKA BOKPYr Banukos (G.2) B Buae 6yksbl S.

G.3.1.3 CH/MaTNpoaofHNKCOCTEHAA. BLINPAM/IAIOT €ro U NOBTOPAT npoueaypy Ao 20-Tv pas. MNocne atoro npo-
BEpPSIOT NPOBOAHMK HA HaNNYMe NOBpPeXAeHUd unu fedektos. Takke ocMaTpuBalOT NOKPbITUE NMPOBOAHMKA HA HaMMune
OTC/NI0EHUA.

G.3.2 VcnblTaHMs NPOBOAHMKa 6e3 yyeTa ANCTa/IbHOTO oTAena

Bbl6upaloT yacTb NPOBOAHMKA, UCKNOYAA ANCTaNbHbIA N MPOKCUMabHbI OTAENbl. BbINONHAKT npoueaypy, onu-
caHHy b G.3.1.210.3.1.3.

G.4 OTYeT NO UCNbITAHUAM

OTYeT AO/IKEH COAEPXATb CMeAyoLLY NH(opMaLmio:
1 naeHTUMMKaLMOHHbIE AaHHble 06pasya:
2 onucaHue BCEX BbISIB/IEHHbIX MOCNE UCNbITaHWS 4eDEKTOB 1 NOBPEXAEHNI HA BCEX YACTSAX NPOBOAHMKA,;

3 3ak/loyeHne 0 Ha/Mymmn oTcnamBaHnsa NOKPbITUA NPOBOAHMKA.
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MpunoxeHne H
(o6sa3aTenbHoe)

MicnbiTaHUA Ha NTPOYHOCTb Y3/10B COEANHEHUSA AApa NPOBOAHMKA C 060/10UKOM
N coefuHeHNss 060/104YKM C NPeAOXPaHUTEIbHO NPOBOJ/IOKOA

H.1 MpuHyun

Kysnam coefuHeHnsi 060104KN U 4pa NPOBOAHUKA, a Takke 060/104KN U NpeoXpaHuTenbHO NPoBOIOKM Npunara-
10T PACTATMBAIOLLEE YCUIIE U OLEHUBAIOT HA/IMUYNE NPU3HAKOB UX 0CN1A61EHNS.

H.2 O6opypoBaHue

H.2.1 Pa3pbliBHasA malluHa Cc pa3pbiBHbIM ycuinem He meHee FOH.
H.2.2 KoHycoo6pa3HO paclumnpstowmiica 3axnm, BHeLHWA BUA KOTOPOro nokasaH Ha pucyHke H.1. nau nio6oe
NHOE YCTPOWCTBO.

a) 3axum

b) MecTo KpensieHna NpoBoaHMKa (yBeNNYeHo)
| — M3,0x 8,0:2 — M5.0 c HakaTHOI1 rofI0o0Koi. 3 — pa3mepa (Ha 0.02 MM MeHO0O0.4eM AuameTp UCMbITYEeMOro NPOBOAHUKA)

MpumeyvyaHue — 3auckloyeHneM pa3mepa a. KoTopblii cneayeT cTporo cobntofaTth, BCe OCTasbHble pas3me-
pbl HOCST U/TIOCTPUPOBAHHBIN XapakTep, Npy 3TOM HE UCK/I0YAETCs UCTO/b30BaHNEe APYTNX PA3MEPOB UM KOHCTPYKL NI
32XKMMOB.

PucyHok H.1 — MNpumMep kOHYyco06pa3Ho pacllimpsatoLLeroca saxmnma (pasMmepbl AaHbl B MUAAMMeETpax)
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H.2.3 MueBMaTUueckne 3axsaTbl CNPOKNAAKaMN U3 PE3UHbI NN N06ble aHaNorMYHbIe NPUCNOCO6IEHUS.
H.3 Mpoueaypa ucnbitaHnsa

H.3.1 MpukpennsaoT 3axum (H.2.2) K gBUralowumcs 3axsatam paspbiBHOV MawwuHbl (H.2.1). nHeBmMaTuyeckne
3axsarthl (H.2.3) npukpennsioT K 3athKCUpoBaHHOI rosoBkKe.

H.3.2 ®ukcupyloT KoHel NPOBOAHVKA B KOHYCOOOpa3HO paclunpsoLeMcsa 3axume, y6eanBLinch, 4To 3axum yaep-
XWNBAET TO/IbKO KOHLLEBYIO H4aCTb MPOBO/HMKA, N 3axBaTblBAOT NPOBOJHUK MHEBMATUYECKUMU 3aXxBaTtamyi NPUMEpPHO B LieH-
TPanbHO YacTu, y6eanBLINCH, YTO MEXAY NHEBMAaTUYECKNM 3aXBATOM U KOHYCHO PacLUMpPSOLWLMMCS 3aXKUMOM He MeHee
150Mm

H.3.3 MMpwunaratloT pacTarnsalowee ycuane co CKopocTbio 10 MM.'MUH [0 TeX Mop. Noka a 0CEBOM Hanpas/fEHUN He
6yfeT AOCTUTHYTO ycunue, npueegeHHoe B Tabauue H.1. nan Ao Tex nop. noka He HaCTyNuUT pa3pbiB NPefoXpaHnTeNbHO
NPOBOIOKN UMK AApa NPOBOAHMUKA, B 3aBMCUMOCTW OT TOrO, 4TO NPON30WeT paHblue.

Ta6nuuya H.1— Ycunua gna ucnbiTaHWa NPOYHOCTW COeUHEHNN

[vameTp NpoBOAHUKA, MM Ycunve npu ucnbitaHuu. H
<0.55 He vcnbiTbiBalT
i 0,55 mn<0.75 5
r0.75 10

H 3.4 M3BnekalT NPOBOAHMK U3 Pa3pbiBHOW MalUMHbI 1 ONpeAensioT Hanuume NPM3HakoB ocnabneHns coeanHe-
HWiA 060/10UKM C A4POM MPOBOAHMKA U 060/104KM NPOBOAHMKA C NPEeA0XPAHUTENBHON NPOBOIOKOIA.

H.4 OT4yeTno UcnbelTaHUAM

OTYeT A0/KEH COAEPXaTb CeAyioLy0 nHdopMaLmio:

1 naeHTUUKaLNOHHbIE AaHHble obpa3ua:

2 3akfyveHue o paspbiBe A4pa NPOBOAHUKA WAV NPefOXPAHUTE bHOW NPOBOJIOKK;

3 3aK/l4YeHne 0 HaNNYMKU NPU3HaKOB 0cNabneHnsa B MecTax cCoeiMHeHN 060104KN C AA4POM NPOBOAHMKA, a Takke
060/104KV NPOBOAHMKA C NPEAOXPAHUTE TbHOW NPOBOOKOIA;

4 ycunwue, Nnpu KOTOPOM NPOU3OLLEN Pa3pbIB.
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Mpunoxexnne OA
(cnpaBo4HOE)

CBef0HNS 0 COOTBETCTBMM CCbIZTOYHBIX MEXAYHAPO4HbIX CTaH4apTOB
HauuoHanbHbIM CcTaHfapTam Poccuiickoih ®egepaunn

Tab6nuya JAL

BeTCTBUA

18

OB6O3HaYEHE CCbIIOYHOTO
MEX1yHapOAHOro CTaHaapTa

nco
nco

594-1:1986
7864:1993

NCO 9626-1:1991

nco

nco

nco

nco

nco

nco

nco

nco

nco

nco
nco

10555-1:1996

10555-2:1996

10555-3.1996

10555-4:1996

10555-5:1996

10993-1:1997
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O603Ha4YeHVe 1 HaVMEHOBaHNE COOTBETCTBYIOLLETO HALMOHA/IbHOrO CTaHdapTa
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FOCT P UCO 10555.1—99 «KaTeTepbl BHYTPUCOCYAUCTbIE CTEPUNbHbIE
OfJHOKpaTHOro npvMeHeHus. YacTtb 1. O6Lne TexHnyeckne TpeboBaHns»

FOCT P NCO 10555.2—99 «KaTeTepbl BHYTPUCOCYAUCTbIE CTEPUSIbHBIE
0 HOKpPaTHOro NpuMeHeHus. YacTb 2. KaTeTepbl aHrnorpaduyeckme®

FOCT P UCO 10555.3—99 «KaTeTepbl BHYTPUCOCYAUCTbIE CTEPUNbHbIE
OfIHOKpaTHOro npumeHeHus. YacTtb 3. KaTeTepbl BEHO3Hble LEHTpasb-
Hble»

FOCT P NCO 10555.4—99 «KateTepbl BHYTPUCOCYAUCTbIE CTEPUSIbHbIE
OfJHOKpaTHOro npumeHeHus. YacTtb 4. KateTepbl Ana 6a110HHOIO pacluu-
peHna»

FOCT P CO 10555.5—99 «KateTepbl BHYTPUCOCYAUCTbIE CTEPUSIbHBIE
OJHOKpaTHOro npMMeHeHuns. Yactb 5. Katetepbl nepudgepnyeckue ¢ BHyT-
peHHel urnoi»

FOCT P NCO 10993.1—99 «W3penua meguuuHckue. OueHka 6uonoru-
YeckKoro AeincTBma MeanuMHCKnX n3genuin. Yactoe 1. OueHka n uccnepno-
BaHNA»

FOCT P CO 11134—2000 «CTepunusauns MeguLMHCKON NPOAYKLUN.
TpeboBaHMA K BanugaLun n Tekywemy KOHTPost. MpombilfieHHas cTe-
punusaums BAaXHbIM TEMIOM»

FOCT P NCO 11135—2000 «MeauuuHckne nsgenusa. Banngauua n te-
KyLWIi KOHTPO/Ib CTEPUAN3ALMN OKCULOM 3TU/IeHa»

FOCT P MCO 11137—2000 «CTepunusauyns MeguLuHCKOW NPoAYKLMN.
Tpe60oBaHusA K BanMgaumn v TekyLlemMy KOHTPO0. PaguaumoHHas cTepu-
nmsaums»

*

* COOTBETCTBYIOLMIA HALMOHANbBHbINA CTaH4APT OTCyTCcTBYeT. [0 ero yTBepXAeHusi peKoMeHAyeTcs UCNoNb30BaTh
NnepeBos Ha PYCCKUA A3bIK AAHHOTO MEXAYHApOAHOTo cTaHgapTa. MepeBo 4aHHOTO0 MEXAYHapoAHOro cTaHgapTa Ha-
xoauTea B defiepasibHOM UHGOPMALMOHHOM (DOH/E TEXHWUYECKUX PErfiaMeHTOB U CTaHAapToB

Mpnmeyanune —B HacToslWwen Tabnuue Mcnoab3oBaHo cneagywuiee ycnosHoe o0603HayeHne cTeneHn cooT-

IOT — naeHTuYHbIe cTaHdapThl.

3ameHeH Ha NCO 11137-1:2006. MCO 11137-2:2006. NCO 11137-3:2006.
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FOCT PNCO 11070—2010

Specification for sterile hypodermic needles for single use
Stainless steel needle tubing for the manufacture of medical devices

Sterile single-use intravascular catheters.
Sterile single-use intravascular catheters.
Sterile single-use intravascular catheters.
Sterile single-use intravascular catheters.
Stenle single-use intravascular catheters.

Part 1. General requirements

Part 2. Angiographic catheters

Part 3. Central venous catheters

Part 4. Balloon dilatation catheters

Part 5. Over-needle penpheral catheters

Biological evaluation of medical devices. Part 1. Evaluation and testing
Sterilization of health care products. Requirements for validation and routine control.

Industrial moist heat sterilization

Medical devices. Validation and routine control of ethylene oxide sterilization
Stenllzation of health care products. Methods for validation and routine control. Gamma and

electron beam radiation sterilization
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