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Mpeancnoeue

1 MOOIOTOBIEH O6LwecTBOM € orpaHUyYeHHon oTBReTcTBeHHOCThO «MeatexcraHgapt» (OO0 «Meg-
TexcTaHgapT») Ha ocHoBe cOBCTBEHHOrO NepeBoda Ha PYCCKUIA A3bIK aHFNOA3LIYHOW BEPCUM CTaHgapTa, yka-
3aHHOrO B NyHKTE 4

2 BHECEH TexHu4yeckum KomuTeToM no ctaHaapTtusaumm TK 011 «MeanuuHckue npubopsl, annaparbl
1 obopynoBaHue »

3 YTBEPX/EH W BBEJEH B IENCTBWE Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio u metponoruu ot 30 aerycta 2024 r. Ne 1150-cT

4 HacToswmi ctanaapT sSBnaeTcd MoguuLMpoBaHHbIM MO OTHOLLEHWUIO K MEXAyHapoaHOMY cTaHgap-
Ty MCO 20698:2018 «Habopbl Ana ycTaHOBKM HelpoaKcuanbHbIX kateTepoB. CTepunbHble KaTeTepbl OOHO-
KpaTHOro NMpMMEHEHWUS U BCNOMOraTenbHble npuHaanexXHoctu K HAM» (1ISO 20698:2018 «Catheter systems for
neuraxial application — Sterile and single-use catheters and accessories», MOD) nyTem BKMHOYEHUSA gOMOI-
HUTEMNbHBLIX NONOXEHUA K 3aMeHbl HOPMATUBHBIX CCbINOK OpUrMHana, KoTopble BblAeNeHbl B TEKCTE KYPCUBOM.

CeefeHus 0 COOTBETCTBUM CChINOYHbIX HALMOHAMbHbBIX M MEXroCy4apCTBEHHbIX CTAHA4ApPTOB MeXayHa-
pPOOHLIM CTaHd4apTaM, UCNONb30BAHHLIM B KAYECTBE CCbINOYHbLIX B MPUMEHEHHOM MeXAYHapo4HOM cTaHgap-
Te, NpUBEAEHBI B JONONHUTENBHOM NpunoxeHnn OA

5 BBE[OEH BINEPBBIE

MNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHosneHbl 8 cmamse 26 @edepanbHO20 3aKOHAa
om 29 uwoHsa 2015 2. Ne 162-®3 «O cmaHdapmu3sayuu 8 Pocculickol ®@edepauyuu». MHgpopmayus ob us-
MEHEeHUSX K HacmosilemMy cmaHdapmy rnybrnukyemcs  exe200HOM (M0 COCMOSHUK Ha 1 sHeaps mekyuweao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanbHble cmaHlapmei», a oguyuanbHbil MeKkcm usMeHeHul
U ronpasoKk — 8 exXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHlapma coomeemcemeyroujee ysedomieHue bydem
onybnukoeaHo 8 bruxaliweMm ebINyCcKe eXeMecsyHo20 UHGOPMAUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsl». Coomeemcemayouw,as UHGhopmayus, yeedoMIeHUe U MeKCmbl pa3Mewaimcs makxe 8 UH-
ghopmayuoHHol cucmeme obuiezo nonk30eaHus — Ha oguuuansHoM calime @edepanbHo20 azeHmcemea rno
MexHUYecKoMy peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© 1S0, 2018
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayuny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

HacTosilymin ctaHgapT ABnseTcd MogudULUMPOBaHHBIM MO OTHOLUEHWID K MEXAYHapooHOMY CTaHAapTy
MCO 20698:2018, pazpaboTtaHHOMYy TexHUYEeCKMM KOMUTETOM no cTaHgapTtuzauumn TK 84 «YcTpoictea ans
BBEJEHWS feKapCcTBEeHHbIX NpenapaToB W BHyTpUcOCyauUCTbIe KaTeTepbl» MexayHapogHon opraHuM3aunun no
ctangaptusauum (MCO).

MexayHapoHblX CTaHOAPTOB, OXBaTbIBAKOLLUX KaTeTepHble CUCTEMbI ANS HeMpoaKcUanbHOro nNpuMe-
HEeHWA, He CyLLeCcTBOBANo, Npu 3TOM COOTBETCTBYHOLLMWIA KNAcC MeOULIMHCKUX U3OENUA OYeHb LUMPOK U HACU K-
ThIBAET HECKOMbKO MWUMNIMIMOHOB BBOOUMBIX UMW UMMMAHTUPYEMbIX KAaTeTepPOB B rof. ns MHOMMX NpUMeHEeHUN
(HanpumMep, Korga uenbio ABNSAITCH FOMOBHOW MO3T UMW NO3BOHOYHMWK) CYLLIECTBYHT 3HAYUTENbLHBIE KMUHUYE-
CKUE PUCKMW.

MMoBbIlWEHWe OCBEAOMIMEHHOCTIN O MOTEHUWANLHON POMKM HECOBMECTUMbBIX COEANMHUTENEN NPUBENO K CO-
KpalleHWo Yyucna Takux MHUMOEHTOB, KaK HeMnpaBuIibHbIA NyTh JOCTABKU NEKApPCTBEHHbLIX NpenapaToB U Apy-
rme HenpaBuWMbHbIE COEOVMHEHUA MEXAy MeguuMHCKUMWU nanenusmu. CoequMHMTENn ANs HEMpoaKkCcUansHoro
npuMMeHeHus onucanbl B FTOCT P MCO 80369-6.

HacTosiwmin ctaHgapT pa3paboTaH cneunansHo Ans HEMPOakcUansHOro NPUMEHEHUS.

PyKOBOACTBO MO NepexogHbiM nepuogamM BHeApeHus TpeboBaHuiA HacTosILWero ctaHgapTa npuBegeHo

B [1].
v
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rOCT P 71580—2024
(MCO 20698:2018)

HAULUWOHANBbHBIWA CTAHOAPT POCCUMNCKOWN PEOQOEPALULWUMK

HABOPbI ANA YCTAHOBKW HEMPOAKCUATbHbIX KATETEPOB

CTepHﬂbele KaTeTepbl OAHOKPAaTHOIO NpyuMeHeHUA M BCnomMmorartelnbHble NPUHaANeXHOCTU K HUM

Catheter systems for neuraxial application. Sterile and single-use catheters and accessories

Data BeepeHua — 2025—05—01

1 O6nacTb NnpuMeHeHunA

HacTtoawumin CTaHOapT yCTaHaeBnBaeT 06u.w|e TpEGOBaHMH W MeTobl UCMbITaHWIA Ons KaTeTepHbIX CU-
cTem ansa Heﬁpoakcmaanoro npuMeHeHuA.

HacTtoauwumi CTaHaapT onpegensaet Tp96OBaHMﬂ KnpegycMoTpeHHbBIM prHKLIVIOHaJ'II:HbIM XapakTepucTtun-
Kam, KOHCTPYKTUBHbIM ocobeHHOCTAM, MaTepnanam, OoueHKe MNMpoekTa, W3rotoBneHunw, crepunnmaauum, yna-
KOBKE U VIHCbOpMaLI,MM, HpE,EIDCTaBJ'IHEMOPI narotosuTenem, a Takke UcnbiTaHna anda gemMoHcTpaukn cCoOOoTBeT-
CTBUA 3TUM TpeﬁOBaHVEFIM.

KaTETepb[ ansa Heﬁpoakcmaanoro npuMmeHeHWA npegHa3HadveHbl O BBeAeHUA NeKapCTBEHHBLIX npe-
napartoB HenocpedCTBEHHO B HE.‘I:’IpOBKCVIal'IbeIE obnacTtu, ana obesbonuBaHua npu VIHCbMJ'IpraLI,MM paHbl 1
ona opyrux npouenyp perMOHapHoﬁ aHecTe3un unn ona MOHUTOPUHIra Unn yoaneHua XUWaKkoCcTtm 13 HEI;IDOBK-
cnanbHbIX obnacten B TepaneBTU4YeCKMX U aMarHoCTU4eCKux Uenax.

MpumedyaHuna

1 OBnacTv Ana HelpoaKcHansHOro NPUMEHEHMWS BKNIOYAKOT NO3BOHOYHWUK, MHTpaTeKanbHoe UM cybapaxHongans-
HOE MPOCTPAHCTBO W 3NK-, 3KCTpa- UNK NepuaypanbHoe NPOCTPaHCTBO (YKasaHHble 0BnacTy aBnsTCa MWL NpUMepamMi,
a He UcyepnbIBaloLWMM nepedHem). Mpn HelpoakcuanbHOM NPUMEHEHUM aHeCcTETUKU/aHanbreTukn MoryT BbiTb BBEAEHbI
peroHapHo, BO3AelCTBYA Ha GOMbLUYID 4YacTb Tena, Takyl Kak KOHEYHOCTb, W BKMo4aTh Gnokadbl CnneTeHwi, Takve
kak Briokagbl NnNeYeBoro cnneTeHusa 1N Gnokadbl OTAenbHbIX HepBoB. Npoueaypbl NpW HellpoakcuansHOM NPUMEHEHUN
BKJO4AIOT HEMPEPLIBHOE BIIMBaHWE B PaHbl MECTHBIX aHECTETUKOB.

2 MecTHas aHecTe3ns/o6e3bonmBaHne ¢ BBeOEHUEM aHeCTETUKA NOAKOXKHO W CUCTEMHOE BBEAEHME aHECTETMKOB
He CYMTAaINTCA HelpoakcManbHbIMU NPUMEHEHUSAMM.

HacToswui cTaHgapT pacnpocTpaHAeTcs Ha U3OEenus cnegyrLuLMX TUMOB!

- CNWHanbHbIE/anMaypanbHbie KaTeTepHble CUCTEMbI;

- CNMHanbHble/anMaypanbHbie KaTeTepHble NopT-CUCTEMbI;

- KaTeTepHble cucTeMbl Ana Gnokalbl nepudepuyeckmx HepBOB;

- KaTeTepHble CUCTEMbI AN BNUBAHWA B paHy (TakKe W3BeCTHbIe Kak KaTeTepkl ANs HeNpepbIBHOW aHe-
CTE3UU B MecTe onepauum).

HacTosilui cTaHgapT He pacnpocTpaHsaeTcs:

- Ha Hacockl U gpyrve Uagenus, npegHasHadeHHble AN JOCTaBKM NekapCcTBEHHLIX NpenapaToB Yepes
KaTeTepHble CUCTEMBbI;

- KaTeTepbl, 06bIMHO NpedHasHaYeHHble AN BBEAEHWS B OpraHuaM BeLecTB, KOTOpble He npegHasHa-
YeHbl ANS HEeMocpeaCcTBEHHOrO B3aUMOEWCTBMA C HEPBHOW CUCTEMOW, HO KOTOPbIE OKa3blBalT KOCBEHHOE
BO3AENCTBME HA HEPBHYHD CUCTEMY (HanpuMep, UIMbi-KaHonu);

- OpeHaxHble KaTeTepbl ANs Mo6oro Apyroro NpUMEHeEHUs, KpOMe HelpoaKcUanbsHoro.

MapaHune ochbuumnansHoe
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2 HopmaTuBHBIE CCbISIKK

B HacTosAweM cTaHgapTe MCNoNb30BaHbl HOPMAaTUBHbLIE CChINKW HAa crefylolme cTaH4apThl:

FOCT ISO 7886-1 lnpuubl UHBEKUUOHHbIE OOHOKpPamHo20 MpuMeHeHUss cmepunsHeie. Yacms 1
Unpuuye! 8ns py4HO20 UCMONb308aHUS

FOCT ISO 10555-1 Kamemepbl eHympucocyducmbie OOHOKpamHdo20 MNPUMEHEHUST CMepUbHbIE.
Yacme 1. Obujue mpebosanHus

MOCT I1ISO 10993-1 Mapgenus megunumHckue. OueHka buonorudyeckoro 0elcTBUA MeOULWHCKUX WU3ge-
nun. Yacte 1. OueHka 1 nccnefoBaHMsa B NMpoLecce MeHeKMeHTa pucka

FOCT ISO 10993-7 M3denus meduyuHckue. OuyeHka 6buonozuyeckozo delicmeusa MeduyUHCKUX u3de-
nuli. Yacme 7. OcmamoyHoe codepxaHue amuneHokcuda nocrne cmepunuayuu

FOCT ISO 11607-1 YnakoBka ANA MeAWLUWHCKUX W3Oenuid, noanexawmnx UHWULLHOW cTepunmnsauuu.
YacTtb 1. TpeboBaHus k matepuanam, 6apbepHbIM cMcTEMaM AMA CTEPUNM3aLMM U YNAKOBOYHLIM CUCTEMaM

FOCT P UCO 9626 Tpybku uz0rbHbie U3 Hepxxagetouwjel cmarnu 0ns u32omosneHuss MeduyuUuHCKUX U3-
denud. TpebosaHus u Memoob! ucrbimaHut

FOCT P NCO 14155 KnuHuuyeckve nccnefoBaHUa MeOUUWHCKUX M3AEenWid, NpoBOOUMBIE C YYacTUEM
yernoBeka B kayecTBe cybbekTa. Hagnexallas knuHUuYeckas npakTuka

rOCT P MCO 80369-6 CoeguHUTENM Manoro gvamerpa Lns XUOKOCTeW W ras’os, UCMOMb3yeMble B
3gpaBooxpaHeHnn. YacTs 6. YacTHele TpeboBaHUA K cOeaMHUTENSAM HepoakcuanbHOro NPUMeHeHMs

MpumedaHue — [pK NONb30BAHUM HACTOALLMM CTaHZAPTOM LenecoobpasHo NpoBepUTL AeiCTBME CCbINou-
HbIX CTAHOAPTOB B MHMOPMAaLMOHHOW CUCTEME OBLLEro Nonb30BaHUA — Ha ouuMansHOM caiiTe PegepanbHOro areHT-
CTBa N0 TEXHWUYECKOMY PEryrnupoBaHnio U METPONOTMA B CETU MIHTEPHET UINK MO eXerogHoMy MHOPMaLMOHHOMY yKasa-
Tenw «HaunoHanbHble CTaHaapThl», KOTOPLIA ONYGMUKOBAH MO COCTOSIHWIO Ha 1 AHBaPA TeKyLLero roga, M no BbiMyckam
EXeMeCs4YHOro MHhoPMAaLMOHHOTO yKasaTens «HaluuoHanbHble cTaHaapTel» 3a TeKyLWid rof. ECnu saMeHeH CCbINOYHbIN
CTaHAapT, Ha KOTOPLI OaHa HeaaTMpPOBaHHAA CCbINKa, TO PEKOMEHOYETCS UCMOMNb30BaTe ASMCTBYIOLLYK BEPCUHD 3TOTO
CTaHAapTa C YYETOM BCEX BHECEHHLIX B AaHHYH BEPCUI0 U3MEHeHWI. Ecnn 3aMeHeH CCbINOYHbIA CTaHOapT, Ha KOTopbli
[aHa OaTupoBaHHas CChiNKa, TO PEKOMEeHAYeTCA UCMoNb30BaTe BEPCUKD 3TOTO CTaHAapTa C yKasaHHLIM Bhilie roAoM yT-
BepKOeHWs (NpWHATKS). Ecnn nocne yTBepXOeHWs HacTOSLIEro CTaHAapTa B CChINTOMHBLIA CTAHAapT, Ha KOTOpLIA AaHa
[aTUpoBaHHas CChINKA, BHECEHO M3MEHeHVe, 3aTparMBaloLLee rnonoxeHne, Ha KOTopoe JaHa CChbinka, TO 3TO MONOXKEeHNe
pekoMeHOyeTcA NpUMeHATL 6e3 yyeTa OaHHOTO uaMeHeHus. Ecnu cobiNnoYHbId cTaHgapT oTMEHEH 6e3 3aMeHbl, To Nono-
»KeHuWe, B KOTOPOM [aHa CChIfKa Ha Hero, PEKOMEHAYETCA NPUMEHATL B YaCTK, HE 3aTparnBaloLLen aTy CCbImKYy.

3 TepmuHbI M onpepeneHusa

B HacTosWeM cTaHgapTe NpUMEHEHbI Creaylowwe TePMKUHbI C COOTBETCTRYHOLLMMU ONpeaeneHusMu:

3.1 kartetep (catheter): TpyGuaToe uagenue, npegHa3HavyeHHOE AN YACTUYHOMO MU MOMHOro BBEOE-
HWS UMW UMNNAHTUPOBAHKUS B OPraHn3M AN BBeASHWA W/WNW yaaneHus KULKOCTEeN.

3.2 puctanbHbIW KoHel (distal end): KoHey kateTepa (3.1), KOTOpEIA BBOAUTCA Kak MOXHO Janblue B
OpraHuam nauueHTa.

3.3 kaHwona (hub): CoegunHuTens(n) Ha NpokcMManbHOM KoHUe kateTepa (3.1), KOTopbIi ABNAETCH He-
OTbEMIEMOW YacTbio KaTeTepa (3.1) Nubo HagexkHo NPUKPENNSETCS K MPOKCUMAanbHOMY KOHUY kateTepa (3.1).

MpumeyvyaHue — lNpokcumanbHbli KoHel, (proximal end) — aTo kKoHel kaTeTepa, K KOTOPOMY MOXET BbITb npo-
M3BeAEeHO NOAKMIYEHVE.

3.4 adchdbekTBHaA anuHa (effective length): OnwvHa katetepa (3.1), kKoTopas moxeT ObiTh BBeAeHa B
Teno.

MpumevyaHmne — CM. pucyHKn 1 m 2.

3.5 doyHkumoHanbHaa gnuHa (functional length): OnuHa katetepa (3.1) mexay HaKOHEYHUKOM 1 Hau-
Bonee NpoKcMManbHbIM OTBEPCTHUEM.

MpumeyvyaHuns
1 MNpumeHAeTcA K KaTeTepam ¢ HOKOBLIMKW OTBEPCTUAMMU.
2 CM. pycyHkn 1 1 2.

3.6 nonHasa gnuHa (total length): O6was anuHa katetepa (3.1), BkMYaa coeguHUTENb KaTeTepa.

MpumeyaHume — CM. pucyHkn 1 n 2.
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3.7 HapyxHbI¥ guameTp (outside diameter): Hanbonbwnin guametp karetepa (3.1) no addekTuBHOR

anuHe (3.4).
3.8 coeauHuTenbHLIA y3en (junction): CoeguHeHue OOHOW UMW HECKONbLKUX TpyDBOK C ocTanbHOWR

yacTbio kaTeTepa (3.1)/M3genus, B KOTopbix cbopka Tpybok obecnedynBaeT MexaHUIEeCKyo ONopy B pacTsaxe-

HUW/CXaTUU BO BPEMS KMUHWUECKOTO UCTONb30BaHWS.
3.9 ctuner (stylet): Mi6koe nsgenue BHyTpwW kateTepa (3.1) ona obnerdyeHuns BBeaeHws katetepa (3.1).

3.10

oLeHKa pucka (risk assessment): MonHbIiA NpoLecc aHannaa pucka v OLeHWBaHUA pucka
[FOCT ISO 14971—2021, nyHkm 3.20]

Ly

i

NN
NN

L,

Ly — adbchektueHas anuka (3.4); L, — nonHas anuka (3.6); L, — dyHkumoHansHas anvka (3.5)

PucyHok 1 — Mpumep kaTteTepa AnNs HelpoaKCUanbHOTO NPUMEHEHUS C YKasaHWeM ONWH W pa3MEeTKU — CHAaNbHbIN/
anuaypansHbLIA NopT

L,

A
Y

[

L,

Y

A

L, — athchextrBHas anuHa (3.4); L, — nonHas anuHa (3.6); L, — dyHKuMoHansHas anvHa (3.5)

PucyHok 2 — lMNMpumep kaTteTepa AnA HelpoakcuanbHOro NPUMEHEHUA C YKa3aHWeM AJIMH U pa3MeTKU — KaTeTep
ONs BNUBAHWUA B paHy

4 lNMpegycMoTpeHHbIe XapaKTepPUCTUKN

ﬂpeﬂ,yCMOTpeHHble XapaKkTepUCTUKKN KaTeTepa ans HEﬁpOEKCMHJ’IbHDFO NMPUMeHEeHUA OOIMKHbI BbITE OnK-
CaHbl 1 3a00KYMEHTUPOBAHLI C 0cob6LIM BHUMaHUeM K Be30nacHOCTH. JomkHo BbITb YHTEHO Cnedywuiee:

a) npegycMoTpeHHas uenb(u).

B 4acTHOCTW, OOMKHO ObITh NPOSCHEHO:

- KakoBO LeneBoe Ha3Ha4eHue KaTetepa 1

- TWM KOHTaKTa € NaLMeHToM (Hanpumep, MOMHOCTbIO/YACTUYHO WMNIIAHTUPYEMbIN, MHBA3UBHBIR);
b) dhyHKUMOHANbHBIE XapaKTEPUCTMKM;
C) MpeaycMOTPEHHbIE YCMOBUS UCMONb30BAHUS;
d) NpefycCMOTPEHHbIA CPOK CNYXBbl U/MNKU BPeMS UMMNaHTaLunu, ecny 3T0 HeoBXoAUMO.
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HomxHo BbITE NpMBEAEHO OnpefeneHe XxapakTepUcTUK CKOPOCTM noToka (cM. Takke 7.2.5).

5 KOHCTpYKTMBHbIE OCODEHHOCTH

5.1 HoMMHanbHbLIA pa3Mep KaTeTepa

5.1.1 O6wwme NonoxeHus

HomuHanbHbIR pasMep KateTepa JomKeH ObiTb 0603Ha4YeH B COOTBETCTBMM ¢ 5.1.2 1 5.1.3.

5.1.2 HapyxHbli guameTp

Ecnv nHoe He yKkasaHo B OOHOM M3 OPYrUX pasfenoB HAcTosILLero ctaHgapTta O4Ms KOHKPeTHOro Tuna
Katetepa, TO HapyXHblil AMaMeTp OOMKeH BbiTh BhIPAXEH KaKk HOMWHAaNbHbLIA pasmep B munnumertpax. [do-
MOMHUTENbLHO MOTYT BbITb NCNOMNB30BaHblI €AWHWLBI CUCTEM M3MEPEHWUIA, OTMMYHBIE OT YKa3aHHbIX (HanpuMep,
KanvbpoBoyHasn Wkana, onpeaeneHHas B npunoxeHun k).

I pupmedHaHne — O6o3Ha4YeHne HOMUHANBLHOTO pasamMmepa 1M Konn4ecTea 3Havdallmx Lllv‘ICbp rnocrne 3ansaTon MOXeT
ObITb YKa3aHO B COOTBETCTBMUM C OHEHKOﬁ PWUCKOB U NMpOKM3BOACTBEHHBLIMW O0MYCKaMM.

Onsa nagenui, koTopble He ABNAIOTCH KPYIMbIMU COMMAaCcHO KOHCTPYKUWK, pasMep AOMKeH onpeaensaTsca
pasmepoM Haubonbluen ocu. B ymecTHOM crnyvae M3roTOBMTENW MOTYT yKasaTbk AOMONHUTENBHYO MHdOpMa-
LMI0, KacatoLwylocs Npoduna naaenua, HanpuMmep pasMmep BTOPOW ocu Ans 0BanbHOW PopMbl.

5.1.3 [OnuHa kaTeTepa

Bcs gnuHa kateTepa (kak onpegeneHo B 3.4—3.6) gomkHa BbiTh BbipaXKeHa B MUMNNUMETPaxX UNu caH-
TUMeTpax.

M pumMmeyaHmne — B HacToswem CTaHgapTe He yKa3aHbl A0NYCKWU AnA BCeX ONNH.

5.2 OTBepcTUA KaTeTepa

KOHCprKLI,MFI, KONMM4YeCTBO U pacnonoxeHune OTBepCTVH?I KateTepa OOIMKHbI ObITb TAKUMK, YTOOLI CBECTH
K MUHUMYMY He6naroanﬂTHoe BO3JEWNCTBUE Ha KateTep u TpaBM1poBaHue TKaHen.

5.3 OucTanbHbLIA KOHel,

,D,MCTaJ'IbeII?I KOHeU OOJTKeH ObITb rmagknum, 3aKpyrineHHbIM, KOHyCOOGpaSHbIM nnn 06p360TaHHbIM aHa-
JNOTUYHBIM OGDaSOM, 4YTODbLI CBECTU K MWHUMYMY TpaBMUpOBaHWe TKaHel BO BpemMA BBeAeHUA U UCNOJb30Ba-
HWA KaTeTepa.

5.4 MNoBepxHOCTb

HapyMHaﬂ NMOBEPXHOCTb BCbeEKTMBHOH ONWHBI KaTeTepa, BKMN4ad OMCTanbHbIA KOHEeL, He O0IMKHa
MMEeTb TEXHONMOITMYeCKMNX U NMOBEPXHOCTHLIX ,EIECbEKTOB. Onpe,quEHme JJ,ECbEKTOB AO0IXHO OCHOBBLIBATBLCA Ha
TpeﬁOBaHMﬂX npegycMoTpeHHOro NpUMeHeHA U OLUEHKE PUCKa.

5.5 KaHtons

Ecnu kateTep yKOMMNNEKTOBaH BCTPOEHHON NGO OTAENbHOM KaHonen, To 3To AomkHa ObiTe rHe3noBas
KaHwnsA, kotopasa cooteetctByeT [OCT P MCO 80369-6.

CooteeTcTBME KaHwnb MTOCT P MCO 80369-6 Taikke NPUMEHUMO K NMOBLIM NPUHaANEXHOCTAM, BXO-
OSLMM B KOMMNJIEKT NOCTABKW M3OENWs, KOTOPblE MPefHa3Ha4YeHbl Anst NPsAMOro UMM KOCBEHHOro AocTyna B
HelpoaKkcuanbHy obnacTb.

5.6 PazmeTKa

Ha katetep gomxkHa BbiTb HaHECEeHa COOTBETCTBYKLLAA pasMeTKa, OCHOBAHHAs Ha OLEeHKe pucka u
npegycMoTPeHHOM NPUMEHEHWUN.

MpuMepbl COOTBETCTBYIOLEN pa3METKN KaTeTepoB ANA pasnuyHbIX NpUMEHeHU NpuBeaeHbl Ha PUCYH-
kax 1 u 2.

5.7 ®unbTp

Ecnn B KOMMNEKT BXOAUT QUNLTP, TO A0MKHbI BblTh YKa3aHbl €r0 TEXHUYECKME XapaKTepUCTUKN (Hanpu-
Mep, HOMWHanNbHBIA pasmep nop).
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5.8 Ctuner

Ecnn npegycMoTpeH CTUINeT, OH He OOIMKeH BbICTYNaTh U3 AUCTAlIbHOINO KOHUa UIn BGOKOBbIX OTBepCTMF'I
KaTteTtepa. Ecnn npegnonaraeTcAd, 4YTo CTUNET OOIMKeH ObITb CbeMHbLIM, OH OOMKeH BblTb cHabXeH pyKOﬂTKOP’I,
NO3BOSIAOLLEN De3onacHo M3BnekaTb CTUNET U3 Katerepa.

M3BneyeHne cTtuneTta M3 KateTepa He OOIKHO MPUBOLWTE K Aedopmauunun npyu Cxatnum unm pa3pbiBy
KaTteTepa.

5.9 CnocoBbHocTb o6HapyKeHuUA

KaTeTep unu, no kpaiiHein Mepe, ero ageKkTMBHas ANWMHA OMKHE 0BHAPYKWBATLCS C NMOMOLLLID PEHT-
reHOBCKOro CHUMKa MM Apyrux cpencTs (ynbtpassyk, MPT u T. 4.), ecnv atoro TpebyeT oueHka pucka.

5.10 ®ukcupyrowme nigenus

(DVIKCMpyI-DIJJ,eE nanenue (I'IpM Haanum) HE OOIMKHO CHWXAaTb CKOPOCTb NOTOKA BGonee yem Ha 10 % no
CpaBHEHWKO CO CKOPOCTbID NOTOKa Npu OTCYTCTBUK EbI/IKCVIpy}OLU,EFO nanennsa.

6 Martepuansbl

6.1 O6wue nonoxeHus

MaTepuansl uagenus BbLIGUPaOT C y4eTOM CBOWCTB, TpebyeMbiX ANns NpeaycMOTPEHHOro NpUMEeHeHHUs.
Mpu BbIBOpe Takxe OOMKHbI BGblTh NPUHATLI BO BHUMaHWE NOCNeaCcTBUSA U3roToBNeHus, obpalleHns, cTepunm-
3auUumM 1 XpaHeHus, a Takke Nobas 06paboTka (XMMUYecKas, arMeKTPOXUMUYEcKas, TepMUYEcKas, MexaHuye-
cKasl U T. A4.), NpMMeHsieMasi K NTOBEPXHOCTU UMK YacTW NMOBEPXHOCTW Matepuana U3aenus ¢ Lenbio M3MeHeHus
ero cBoicTB. [lom¥Hbl 6bITb PACCMOTPEHBI BO3MOXHbIE PeaKLUU UMW B3aUMOOeNCTBUS.

Ecnu nagenue cogepxuT kakve-nnbo MeTannuMyeckue eTanu, KOTopble MOryT NoABepratLCsl BO3aei-
CTBMIO TKaHel UNW NekapcTBEHHLIX NpenapaToB, OHU A0MKHbI BbiTh YCTOMYUBLI K KOppoaun (cM. 7.2.4).

Ecnun nekapcTBeHHbIN npenapart ABMAETCS HEOTHLEMMEMON YacThio U3Aenus, TO 3TOT NeKapCTBEeHHbIN
npenapaT OLeHWBaKT B COOTEBETCTBUM C hapMaLEeBTUYECKUMKN NMPUHLMNAMU.

6.2 BuocoBMecTUMOCTb

BuocoBmecTuMmocTb n3genusa Heobxoanmo oLeHUBaTh B cooTBeTcTBumM ¢ FOCT SO 10993-1.

6.3 CoBMecTUMOCTb NeKapCTBeHHLIX NpenapaTtoB U MaTepuanoB

MaTepMaJ’[bl, ncnonb3yemble ONA M3rOTOBMEHUA KaTeTepHbIX CUCTEM, OOIKHbI CBOOWTb K MUHUMYMY
PUCK B3aUMOLENCTBUA U3Oenuns ¢ ApYyriMun mMatepuanamu, usgenmaMmun nnu seellecteamMm 1M rasamMu, KOTopble
6y,EI,yT BBEOEHbI Yepe3 nagenne nnnm HaxogunTbCA C HUM B KOHTAKTe.

7 OueHka npoekTa

7.1 O6wume nonoxeHun

OLI,EHKB NnpoeKTa OO0IAXHa ornpenendTb OGLLLI/IG TpeﬁOBaHMﬂ Oe3onacHoOCTU U Tpe@OBaHMﬂ K beHKLI,VIO-
HalnbHbIM XapakTepucTtukam MeguumMHCKOro n3geruna.

Cne,qoaaTeano, OLUEHKa MNnpoeKkTa OOIMKHa BKINH4YaTh MEHEOXMEHT PUCKa Ha MPOTAXEHWUU XKU3HEHHOTO
UWKna, KnuHn4eckoe npuMeHeHune, akcnnyartauMoHHYH NpUrogHoOCTb U NOCnenpoaaXxHoe HabnogeHne. OueH-
Ka NpoeKTa OOJMKHa onpegendTtb MeTodbl U KpUTepun OnA OUeHKM COOTHOLUEHWA I'IOJ'Ib3af|DVICI{ MegnUMHCKOro
n3gennda, HaxogAauerocs Ha ctagum paspaGOTKm, B npouecce npon3soacTtea 1 Nocne BbiXoga Ha PbIHOK.

7.2 NoKnMHu4YecKas oLeHKa

7.2.1 O6LWMe nonoxeHus

Ha ocHoBe 061X METOA0B OLEHKM NPoeKTa AN KaXA0ro u3aenus AomkHbl BbiTh NpoBeaeHbl KNMHWYe-
CKasa 1 OOKMMHMYEeCcKasn OLEeHKW, OCHOBaHHbIE HA NpoBepke W Banuaauuun. [JoknMHUYeckan OLeHKa O0oMKHa B
[OCTaTO4YHOM Mepe COOTBETCTBOBATL KPMTEPUSM, NepedncrneHHbiM B HAcTOALEM NyHkTe. [poBepky U Banu-
OalUnio BbIMOMHAKT C UCMONMb30BaHWEM rOTOBOIO K MPUMEHEHWUIO U3OENWS.
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MpumeyvyaHne — HacToawMiA MOANYHKT COAEPXKUT HEMOSMHLIA NepeyvyeHb MUHUMAaInbHLIX TpeboBaHWIA K uane-
NNSIM, OXBaTLIBAEMbIM HACTOSALLMM CTAHAAPTOM.

7.2.2 PeHTreHOKOHTPACTHOCTb
CootBeTcTBMEe TPeBOBaHWAM K PEHTFEHOKOHTPACTHOCTYW, ECIU 3TO NPUMEHUMO (CM. 5.9), OOMKHO BbITh
NPOAEMOHCTPMPOBAHO C NMOMOLLbIO COOTBETCTBYHLLIErO METOAA UCMbITAHMS.

MpumeyvyaHue — MoryT BbITe UCNOMNBL30BaHbLI METOAL! UCMLITAHWIA, ONUCaHHLbIE B [2] unu [3].

7.2.3 COBMecCTUMOCTb C MarHUTHbLIM Pe30HAHCOM
Ecnu npumeHumMo, onacHoOCTb U34enuin Ong HelpoakcuanbHOro NpUMEHEHKUS B YCNOBUAX MarHUTHOMO
pe3oHaHca JoMmKHA OUeHUBaTbCH COOTBETCTBYHLWMM METOAOM.

MpumeyvyaHme — MoryT BbITb MCMNONb30BaHblI METOABI UCMbITAHWA, ONUCaHHbIE B [4], [5], [6] vnn [7].

7.2.4 Koppo31OHHasA CTOMKOCThb

[Mpn UCnblITaHWM B COOTBETCTBMM C METOAOM, NPMBEOEHHbIM B MPUNOXEHUM A, HW Ha OOHOM W3 UM-
NNaHTUPYeMbIX/MHBA3WBHbIX METanmMYecknx KOMMOHEHTOB U3AENnusa He LOMKHO BbiTb BUOWMbLIX NMPU3HAKOB
KOppO3uNn.

Ecnu Ha OTKpLITbIX BHELIHUMX METannuMyYeckux KOMMOHEHTaX WM3Oenus MoryT NosBUTLCA BUAUMBbIE NpU-
3HaKW KOppPO3uK, YPOBEHbL KOPPO3UWM CriefyeT OUEHUTE C YYETOM NPedyCMOTPEHHOIO NMPUMEHEHUS U OLIEHKU
puUCcKa, NoOOBEPrHYB KaTeTep UCMNbITAHUKO Ha KOPPO3MIO, OMMCAHHOMY B NPUIOXKEHUN A.

B 3aBMCUMMOCTM OT OUEHKN pucka (Hanpumep, NpefycMOTPEHHOTO BPEMEHW KOHTaKTa) BMECTO MeToaa,
OMUCAaHHOTO B MPUMNOKEHUN A, MOXEeT BbiTb NpUMeHeH Gonee XecTKMA MeTo NCMbITaHWUS.

MpumevyanHne — [lpumepbl 6Gonee  KeCTKUX  METOOOB WCMbITAHMIA MPUBEAEHbI B NPUNOXEHUW A,
OCT ISO 10555-1 vnn [8].

7.2.5 CKopocTb NOTOKA

CKopocTb NOTOKa ONpedensaT B COOTBETCTBUM C NPUNOXeHWeM B.

[OnvHa ncneiTyemoro katetepa AomkHa BbiTe KMMHWYECKA 3HAYUMONA.

B cnyuae, ecnn opyrue xapakTepuUCTUKU NOTOKA MMEKT 3HAa4YeHUE U YKa3aHbl AN KaTeTepa, OHW JOMmK-
Hbl ObITb ONpegeneHbl C MOMOLLbI0 COOTBETCTBYOLLEr0 METOAa UCMbITaHus.

I pupMmedHaHne — 310 McnbITaHWE Takke npeagHasHa4eHo anA NnpoBepKy NpoxXognMocTi CUCTEMbI.

7.2.6 NepmMeTUYHOCTbL (KOHCTPYKLUNA)

KaHona wnun ysen coegrHeHnsa UTUHIOB unwn nwbas gpyras YyacTb KaTeTepa He AOMKHbI JoMycKaTb
YyTE4KY XWAKOCTW NpPU UCMbITAHWUA B COOTBETCTBUM C METOAOM, NPUBELAEHHBLIM B NpunoxeHuu C.

7.2.7 Ycnnue Ha pa3pbiB

Ycunue Ha paspbiB OOMKHO OblTb MCMLITAHO B COOTBETCTBMWM C METOA4OM, NPUBEAEHHLIM B MPUINOXe-
Hum D. OueHKa MMHUMAaNbHOTO JONYCTUMOrO YCUITMA Ha paspblB AOSBKHA ObITe onpedeneHa Npu oueHKe pycka
nsgenus.

VcnbiTaHne Ha ycunue Ha pas3pbiB He0OXo4MMO MPOBOAUTE AN BCeW KaTeTepHOW CUCTEMBI, BKO4Yas,
ecnu NpUMEeHUMO, KaHKr. B kayecTBe anbTepHATUMBLI KaX4aa oTAeNbHaa CekLWs KaTeTepHON CUCTEMbI MO-
ET BbITb UCMbITAHA He3aBUCMMO. JomkHa BbiTh NpoBeAeHa NpoBepKa kak Tpyb4aTbiX SIEMEHTOB, Tak U MecT
COeMHEHNs KaTeTepa.

Ecnv B KOMNNEKT BXOAUT CLEMHbLIN CTUMET, TO NPU CKOPOCTU NEPEMELLEHUS 3aXKMMOB UCMbITATENEHOMO
annapara 200 Mm/MWH ycunve Ha paspbiB ANs oTAeneHWa PyKOATKY OT cTureTa AOMKHO COCTaBnAThk He MeHee
15 H.

7.2.8 WUcnbiTaHMe Ha NpoAonbHLIA M3rMb KateTepa

XapakTepucTMkn npodonbHoro narnba katerepa QOMKHbI BbITh onpegeneHbl B COOTBETCTBUM C OLE@HKON
pUCKa U UCNbITaHbl B COOTBETCTBUW C MPUMEHUMbIM METOLOM UCMNbITAHWA.

MpumeyvyaHue — MoryT BbITe UCNOMNBL30BaHLI METOAEI UCMLITAHWUIA, ONUCaHHLbIE B [9)].

7.2.9 lNoBepxHOCTb

lMpn ocMoTpe HOpMAarbHbIM WK CKOPPEKTMPOBaHHLIM A0 HOPManbHOrO 3peHUEM C yBeriM4eHUeM He
MeHee 2,5% BHELIHAS NOBEepPXHOCTb 3cheKTUBHOM ONMHbI KaTeTepa OoMmKHa BbIMALeTs cBOBOOHOM OT no-
CTOPOHHUX YacTul,.
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7.3 KnnHu4yeckasa oueHka

KnuHuyeckoe nccriegoBaHue OOMKHO MpOBOOAWTLCH B COOTBETCTBMM G TpebosaHmAMMK
FOCT P MICO 14155.

8 Crepunusauusn

8.1 O6wue nonoxeHuA

CTepunbHble KaTeTepHblE CUCTEMbI [N51 HEMPOAKCHANbHOMO NPUMEHEHWS AOMKHbI UMEThL YpoBeHb obe-
cneyeHns ctepunbHocT (SAL) 1078, B kauecTse gononHeHNAa/M3MeHeHns kK HeMy criefyeT paccMoTpeTh crie-
aywolee:

- KaTeTepHas cucTeMa [oMmkHa BbiTb CTepUnM3oBaHa COOTBETCTBYHOLWMM BanuauMpoBaHHEIM METOLOM
M gonkHa BbiTb NpoBepeHa Ha 6e3onacHoOCTb U (hYHKUMOHANLBHBIE XapaKTepUCTUKKM MOocre cTepunuiauuu
(cm. Takke pasgen 7).

8.2 OcTaTou4HbIe cogepxXxaHuA nocne ctepunuiaumnmn

McnelTaHMe Ha HanuuMe oCTaTOYHLIX COOAEepXaHUM nocne cTepunuM3aunu NpoBOAAT B COOTBETCTBUM C
NpyvHUUNaMu, nanoxeHHsimn B FOCT /SO 10993-1. Ecnn npuMeHWMO, ypoBeHb OCTaTOYHOTO COAepXaHus
3TUNEHOKCUAA He OOIKEH NpeBbIlLaTh Npeaenos, ykasaHHeix B fOCT ISO 10993-7.

Hanuumne MukpoBHbIX OCTaTKOB NOCMe cTepunusaumu (Hanpumep, NMPOreHoB) AOMKHO BbiTh Hagnexa-
WM 0bpasom NpoBepeHo, B YaCTHOCTU, HA NPeaMET NonagaHWs XMAKOCTU B MO3BOHOYHMK.

MpumeyaHune — 3aKkoHOAATENLCTBO HEKOTOPLIX PEMMOHOB PEKOMEHOYET MaKCUManbHO ONYCTUMBIA YPOBEHb
nuporeHa, Hanpumep EUPH n USP.

9 YnakoBka

YnakoBka gomkHa cootBetcTBoBaTth [OCT SO 11607-1.

10 UHdpopmauums, npegocTaBnsieMmas U3rotoBuTenem

10.1 MapkupoBKa Ha usgenum

Ons oBecnevyeHnss NpoCnex}MBaeMoCcT, ecrniv uagenve npeaHasHa4eHo ANs NofHOM MMMNNaHTauumy, Ha
HeM gomkHa ObiTk yKasaHa cnepytolas nHgopmauns:

- HauMeHOoBaHWe UMK ToproBas MapKa UaroToBUTENS;

- Kop (HOMep) NapTUW UMW CepUMHbIA HOMep.

Ecnu mapkupoBka MOXET MOBMNUATL Ha MpPedyCMOTPeHHble (YHKUMOHAmNbHbIE XapakTepUCTUKKU, WK
€Cnu UMNNaHTaT CIULWKOM Mar, Unn buandeckie CBOINCTBA UMMMaHTaTa NPensTCTBYT PasnuYuMOCT Map-
KMPOBKM, Heobxoavmas nHgopmauna AomkHa DbiTk YKaszaHa Ha aTUKeTKe UK apyrumu cnocobamu ans obe-
creyeHuns NpoCcexMBaemMocTy.

10.2 UHchopmauma B MHCTPYKLMM NO 3KCNNyaTayuM uunum Ha ynakoBke

YnakoBka WWUIW MHCTPYKLUA MO 3KCNyaTauun OOMKHbI COAepXaTb, MO KpalHeh Mepe, cnefyoLlyo
WHhopMaLunio:

a) cBedeHus, cTporo Heobxogumble ANA naeHTUMUKaAUUK M3nenus (BKMYas COOTBETCTBYHOLUME KOH-
CTPYKTMBHbIE OCOBEHHOCTH, ONpefeneHHble B pasgene 5, M cogeprMmoe ynakoBKY;

b) npegycmoTpeHHble xapakTepucTUKKA (CM. pasgen 4);

C) Tam, roe 3TO YMEeCTHO WUnu TpebyeTca Ha MeCTHOM YPOBHE, YHUKANbHYK WOeHTUdUKAL UK U3genus;

d) onucaHue nobbix [ODABOK UMM MATEPMAanoB AMNs NOKPLITUS, €CNU NPUMEHKMO;

e) Korga npeabARnaTcsa ocobble TpeboBaHWMA U3-3a Hanuuusa 0o0DaBKM UMW NMOKPLITUSA, ecnu nNpume-
HUMO, yKa3bIBaloT cnegyoLlee:

- onucaHue gobaekn unu matepuana ons NoKpbITHS;
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- MPOAOIMKUTENBbHOCTb 3(PPEKTUBHOCTMU NPK IKCNyaTaLuuy;
- nobble NPOTMBONOKA3aHUs, NPEaYNPEXAeHU U Mepbl NPefOCTOPOXKHOCTM, OCHOBAaHHbIE Ha [0-
©aBke nnu matepuane(ax) NOKPbITUS;
f) uHcbopmMauus 06 oTBepCTUAX (KONUYECTBE U NONOXKEHWUU), PYHKUMOHAMNBHOW ANUHE WU KOH(UrypaLmm
HaKOHeYHWKa, eCnNi MPUMEHUMO;
g) obbacHeHWe NboN MapKMPOBKN KaTeTepa, ecnu NPUMEHUMO;
h) uHopmaLmio OTHOCUTENBHO CKOPOCTM NOTOKA (CM. 7.2.5), BKIKOYAA UCMbITYEMYIO ANUHY KaTeTepa;
i) ntobble orpaHUYeHNs B pasMepe LWnpuua unm Apyrom cnocobe BBeOEHWS XKUMOKOCTN, KOTOPbIE HE cre-
AyeT UCMoSb30BaTh C U3AENNEM;
j) nobele cneunanbHble pekoMeHAaUNW, KacakoWwMecs UCNonb3oBaHua hUNETPOB UNU NpeaBapuTenb-
HOW hMnLTpaLuKM NekapcTBEHHLIX NpenapaTos, ecrnv NpUMeHUMO.
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rOCT P 71580—2024

MpunoxeHune A
(obsAzaTensHoe)

MeToa ucneiTaHUA Ha KOPPO3NOHHYHKO CTOWKOCTb

A.1 NMpuHumn

M3genune NorpyxakT B pacTBOp Xnopuaa HaTpu4d, 3ateM B KUNAWYK OUCTUNNMUPOBAHHYIO UM OEVNOHW3NPOBAHHYHO
BOA4Y, Nocne 4Yero oCMaTprBakT Ha Hannyne NpU3HakoB KOPPO3nn.

A.2 PeareHThl

A.2.1 ConeBsoK pacTBOp, codepXalnil Xnopug HaTpua aHanMTUYeckoro Ka4yecTea B CBEXENPUIoTOBMNEHHOW AMC-
TUMNMpPOBaHHOW N genoHnavporaHHon Boge [c(NaCl) = 0,15 mone/n).
A.2.2 OuctunnupoBaHHasa unv AeMoHU3NpoBaHHan Boaa.

A.3 ObopyaoBaHue
A.3.1 Cocyn 13 bopocunukaTHOro CTekna.

A.4 Mpoueaypa

A.4.1 MorpyxkawT wm3genue B cTeknaHHbI cocyd (A.3.1) c coneBbiM pacTtBopom (A.2.1) npu Temnepatype
(22 £ 5)°CHab5u.

A.4.2 V3enekaloT ncnbiTyeMblid oBpasel, ¥ NorpyarT ero B KUMALLY UCTUNNMPOBAHHYIO N AEMOHU3MPOBaH-
Hyto Bogy (A.2.2) Ha 30 MUH.

A.4.3 [awoT Boge W ucnbiTyemomy obpasuy ocTeiTe A0 (37 + 2) °C 1 noggepxuMBaroT 1X rnpu aTorM TeMmnepaType B
TeueHue 48 y.

A.4.4 WM3enekaloT ucnbiTyemMeii obpasey 1 4aroT eMy BbICOXHYTE NPY KOMHaTHOW TeMneparype.

A.4.5 Pasbupalot obpasukl, uMmelolive ABa Unv bonee KOMNOHEHTA, ECNU NpegnonaraeTcs, YTo NpY 3KcnnyaTauum
OHW MOTYT pPasbeauHATLCH. He CHUMAalOT 1 HE Cpe3aloT HUKaKuX NOKPLITUIA Ha METANMMYECKUX KOMNoHeHTax. [posepstoT
obpasubl NyTeM OCMOTpa Ha HanvyMe NpPU3HaKoB KOPPO3UK.

I punmMmedyaHne — ,uDI'IOJ'lHMTEJ'IbHOE MCMbITaHUE MOXKET BbITb npoeeaeHo C MCNofb30BaHWUEM alnbTePHATUBHbBIX
CPOKOB W TEMNeparyp B 3@aBUCUMMOCTW OT COOTBETCTBYHLWWEIO KNMMHUYECKOTro oBocHoBaHWA, OCHOBAHHOTO Ha PUCKe.

A.5 NpoTokon ucnbiTaHuA

MpoToKON UCMbITaHUA LOMKEH COOEPXaTb CNeayoLyo MHOpMaLunio:
a) CCbIMKY Ha HACTOALMIA CTaHOapT,;

b) noeHTUMkauno nagenus;,

C) 3aKkroyYeHre o TOM, MPOMU30LLINA N KOPPO3WUsi BO BPEMS UCMbITAHUS;
d) ntoBble OTKNOHEHWS OT NpoLUeaypbl;

e) kakve-nnbo Habniogaemble HeobblYHbIE 0COBEHHOCTH;

f) maty npoBegeHWs UCMbITAHWS.
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FOCT P 71580—2024

MpunoxeHune B
(o6azaTtensHoe)

Onpep,enEHMe CKOPOCTKU NOTOKa Yepel KaTteTep

B.1 MpuHuun
Uepes kaTeTepHyo CUCTEMY NPOMYCcKaKT BOAY M U3MEPSAIOT BENUYUHY NOTOKA No 06bLeMYy 1N Mo BECY.
B.2 PeareHT

B.2.1 OuctunnupoBaHHasa unv 4eUOHU3MPOBaHHasa BoAa UMK Apyrne KINMHUYECKN 3HaYMMble cpeabl.

JonyckaeTca WUCNONb30BaTb MUTLEBYID AerasvupoBaHHYH BOAY, NPUrOAHYH ONA NoTpebrneHus YenoBEKOM, WIK
06bI4HBIA 0,9 %-HbIA coneBoi pacTeop.

B.3 O6opynoBaHue

B.3.1 PesepByap NoCTOAHHOIO YPOBHS, OCHaLLeHHbIA TpyBKoi nogaym n coeanHuTenem, cnocobHbIM, Korga uchbl-
TyeMbli KaTeTep He NpucoeavHeH, obecneynBaTe CKOPOCTL NOTOKA (525 £ 25) MN/MUH, U UMEIOLLWIA BBICOTY rapocTaru-
yeckoro Hanopa (1000 + 5) mm.

Mpumep nogxogawero obopynoeaHua nokasaH Ha pucyHke B.1.

Paamepbl B MUNIMmeTpax

i

JNRAMLLLLLI | ALALLIITG

e,

AN

wy
S .
8 \
R S 5
4 e
6
7
- A ——T T, 1

1 — pesepByap NOCTOAHHOIO YPOBHS; 2 — AUCTUNNMPOBaHHAA MNW AeUMOHN3MpOBaHHas Boda; 3 — Bxof; 4 — nepenonHeHue; 5 — Tpyba
nogayu; 6 — coefuHUTeEnNb; 7 — UCMbITYEMAanA kaTeTepHas cucTema; 8 — cocya Anst cbopa v uamepeHns

PucyHok B.1 — lMNMpumep oBopyaoBaHusa Ans onpefeneHisi CKOPOCTK MNOTOKa BOAbI
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rOCT P 71580—2024

B.3.2 ObopynoeaHue ons cbopa 1 onpegeneHna Macchbl Unn odbema KUOKoCcTH, BbiTeKarLWen M3 KaTeTepHOW Cu-
CTEMbI C TOYHOCTLIO 21 %, UK Apyrue COOTBETCTBYKOLIME CPEACTBA U3MEPEHWS CKOPOCTW MNOTOKA.

Mpnmeyanue — CoBpemeHHbIM TpeboBaHWAM K TOYHOCTW YOOBNETBOPAET nocyaa, cooTeeTcTBytowan [10]
(knacc A ansa Bcex obbemor K knacc B ana obbemor He meHee 100 mn) 1 [171] (knacc A ons Bcex obbemoB 1 knacc B gns
o6bemoB He MeHee 100 mn).

B.3.3 Cnocob namepeHua BpeMeHW TECTOBOrO nepuoda, HanpyMMmep, ¢ NoMOLEI0 Tanmepa.

B.4 Mpoueaypa

B.4.1 HanonHsoT pesepByap noctoaHHoro yposHA (B.3.1) cpenoi npu Temnepatype (22 + 2) °C. lNpukpennawoT
UCTMbITYEMYIO KAaTETEPHY CUCTEMY K COEQUHUTENHO.

B.4.2 3anyckaloT noTok cpedpbl Yepes KateTepHyto cucteMy. CobupaloT BbiTEKaKLWMIA NOTOK B TEHeHWe onpeaeneH-
Horo nepuoga Bpemenun (He mexHee 30 c) v onpenensT ero 06bLEM C MOMOLLLID U3MEPUTENBHOMO LMNMUHAPA UMW NyTEM

B3BELUMBaHWS C y4eTOM NNOTHOCTW Cpedbl, UK HeNocpe4CTBEHHO U3MEepAT CKOPOCTh MOTOKA.
B.4.3 BhINOMHAKT TpU U3MepeHus 4518 Kaxaon NpUMeHMMON KaTeTepHON CUCTEMBI.

B.5 BoipaxeHue pe3ynsTaToB

Beluncnsior cpeagHee EPMCIJMETW-IECKDE TpeEX M3Mep8HVIFI 1 BblPpa@XakoT 3Ty BENNYNHY KaK CpEOHIOK CKOPOCTE NOTOKa
HYepes KaTeTep B MUININUINATPax B MUHYTY. OprFJ'IFll'DT pPacHeTHyY CpEHIOK CKOPOCTb NOTOKa 40 LEenoro 41ucna ana aHa4de-
HWA Bonee OAHOro MUNNMNUTPAa B MUHYTY U 00 OECATbIX OANA 3HAYEHUIN MeHee OOHOro MUNNMNUTPAa B MUHYTY.

B.6 lMpoTokon ucnbiTaHKA

MpoTokon vcnblITaHus AOMKEH COOEPXATb CreayoLy nHopMaLunio:

a) CCbIMKY Ha HACTOALLMIA CTaHOapT,;

b) noeHTMUKaLKMIO KAaTETEPHON CUCTEMbI M OMWHY UCNBITYEMOrO KaTeTepa;

C) CpeOHHoH CKOPOCTbL NOTOKA, BLIPAXKEHHYHO B MUNNMNUTPaxX B MUHYTY (cMm. B.5);

d) ecnv NpUMEHUMO, MOEHTU(MKALMIO KOMMOHEHTOB, MCNONb3yeMbIX ANA coeavHeHUs obopyooBaHUA C KaTeTep-
HOW CUCTEMOM;

e) nobble OTKNOHEHWA OT NpoLenypsl;

f) kakue-nnbo HabnogaeMbie HeobblUYHbIE OCOBEHHOCTH;

g) AaTty NpoBeaeHUs UCMbITaHWS.
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FOCT P 71580—2024

MpunoxeHwne C
(o6azaTtensHoe)

MeTon ucnbiTaHWA Ha YTe4Ky XKMOKOCTU nog gaBrneHuem

C.1 MpuHUMn

KaTeTepHylo cucteMy NOACOEOMHSIOT Yepes repMeTUYHOE COedWHEHME K UNPULY UMK annapaTty nog AasrneHueM.
K kaTeTepHoOW cUCTEME WM COEOWHWUTENLHOMY Y3ny, NMpU HanM4yuW, NPYKNagbIBaT rMapaBnyeckoe OaBNeHWe 1 TpyoKy
KaTtetepa NpoBEPSAIOT HA YTEUKY.

C.2 PeareHTbl
C.2.1 OuctunnupoBaHHasa Unu enoHU3npoBaHHas Boga, Unu NMTbeBas Boda, npurogHas ana notpebneHus Yeno-
BEKOM.

C.3 OGopynoBaHue

C.3.1 lepMeTWYHbIA COeQUHUTENL ANS NOACOEAVHEHWS KAaTETEPHOW CUCTEMBI K LLUMPULY MW annapaTty noa AaBne-
Huem (C.3.3), KoTopbI OCHaLLEH MAaHOMETPOM, crnocobHbIM n3mepaTe AaBneHue He meHee 300 klMa, u nmeeT HebonbLLon
BHYTPEHHUI 0BBbEM.

C.3.2 CoegvHuTens ana obecnevyeHWa repMeTUYHONO COEQMHEHUA MeXay LUNPULEM UMW annapatom nog Aaene-
Huem (C.3.3) 1 kaTeTepaMu, KOTOPbIE HE UMEKOT KaHHIb.

C.3.3 Wnpuy nnu annapat no4 daBneHneM, KOTOpbIA MOXET nofaBaTth AasneHune He meHee 300 kla B TeyeHue He
MeHee 30 c Ha UCTBITYeMOe U3fgenue (HanpuMep, WNPUL, UCMLITAaHHbIA Ha OTCYTCTBUE YTEYKM YEpes MOPLUEHL, U HAKOHEY-
HWK B cooTtBeTcTBMM ¢ FOCT ISO 7886-1).

C.3.4 CpencTtBO ANA NepekpbiBaHMA UCNbiTyeMoro obpasua, HanpyuMep 3a)uMm.

C.4 Npouenypa

C.4.1 MNpw ncnelTaHUy KAaTETEPOB, UMEKLNX KAHIONIO (MNy KaHonv), npu HeobxogumocTu cobuparT pasbeMHbIe
COe[MHEHWA B COOTBETCTBUM C UHCTPYKUMAMMK n3rotToeuTens. [logcoequHsAIOT KaHIonNo K repMeTudHoMy pasbemy (C.3.1),
yTO6bI 0BEecneYnTb repMeTMYHOE CoeUHEHNE.

C.4.2 Tpw ucnbITaHWW KaTeTepoB, KOTOPLIE He MMEIOT KaHonW, NOACOEAMHSIOT KaTeTep K LWNpuLy unu annapary
noa aaeneHwem (C.3.3) ¢ noMmoubo coeaumHutens (C.3.2).

C.4.3 3anonHawT wnpuy unv annapat nog gaenenvem (C.3.3) sogon (C.2.1) npu Temneparype (22 £ 5) °C un
yOansawT BO34yX U3 BCEro McneiTyemoro ugenus. MNepekpoiBaoT (C.3.4) ucnbiTyemMbld obpasel kak MoxHo Bnivke K guc-
TanbHOMY KOHLLY.

C.4.4 TMpuxknagsiBaoT gaeneHne He meHee 300 kla. MNogoepxuealoT gaeneHne B TedeHue 30 cekyHa. OcmaTtpu-
BaKOT COEAWHEHWME KaHKMW, Npu Hanu4uu, 1 TpyBbKy kateTepa Ha yTeuKy KWOKOCTU, T. €. 0bpa3oBaHWsa ogHOW unu bonee
napaloLwmx Kanens BoAk!, M 3anUCkIBaloT, UMENa N MECTO YyTeYKa WUnu HeT.

Mpumevyanune — [Ona obneryenHna uwaeHTUMKAUMKM YTEYKA B peareHT MoxeT BbiTe gobaeneH kpacuTenb
(Hanpumep, Patent blue V unv meTuneHoBLIN CUHWUIA).

C.5 MpoTtokon UcnbiTaHUA

[MpoToKon UcnbITaHWA AOMKEH coaepXaTh CrneayloLyo MHOPMaLni:

a) cCbIMNKy Ha HAcCTOALWIA CTaHAapT;

b) noeHTMdUrKaumo KaTeTEPHON CUCTEMBI;

C) 3aKMYeHUWe B OTHOLUEHWW HANWYUA MW OTCYTCTBMS YTEYKM M3 COEOMHUTENBHOMO y3na, Npu Hanmuyuu, Unm
Tpybku kaTeTepa;

d) nobkle 0TKNOHEHWs OT Npouenypsl;

e) kakue-nnbo HabniogaemMble HeoBbIYHBIE 0COBEHHOCTHY;

f) maTty npoBegeHust UCNbITaHUA.
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rOCT P 71580—2024

MpunoxeHune D
(obsAzaTensHoe)

MeTon onpeaeneHnAa yCUNUA Ha pa3pbiB

D.1 MpuHunn

McnbiTyeMble o6pasubl MMy NonHyo AnNUHY KaTeTepa BolBUpaloT Takum o6pa3om, 4Tobbl UCMBITaHWUI0 NogBepranacs
Kaxgas TpyGqaTasl 4acTb, KaOaoe MEeCcTO COEAUHEHUS MEXLY KaHonen UM coequHUTenem 1 TpyoKoi 1 Kaxgoe coeau-
HeHWe Mexay TpybuyaTteiMK YacTaMu. K kaxgomy ncnbiTyemomy obpasuy npyvknagbiBalT pacTarvBatollee yeunue oo Tex
nop, noka TpyGka 1N MecTo COeaMHEHNS He Pa30PBYTCH WK HEe OTAENATCA APYr OT Apyra.

D.2 O6opyaoBaHue
D.2.1 Annapat ons npoBedeHWsl UCNbITAHUA Ha pacTskeHue, cnocobHeln obecneunts Harpysky 6onee 15 H.

D.3 Mpoueaypa

D.3.1 CobuvpatoT KaTeTepHyH CUCTEMY B COOTBETCTBMM C MHCTPYKUMAMW U3roToBUTENN. BeibupaloT yyacTok kaTe-
TEPHOW CUCTEMBI ANS UCMBLITAHUA. BKNIOYaKOT B UCMbITATENBHLIA YYACTOK KAHIOMIO UMW COEAMHUTENDb, B 3aBUCUMOCTM OT
CUTYyauuK, a TaKke COEOVHEHWE MeXAY CerMeHTaMu1, HanpuMep Mexay TPYOKoW n AMCTanbHBIM KOHLOM.

D.3.2 loToBAT 06pa3ubl ANA UCMLITAHWIA B COOTBETCTBMM C HasdHayeHueM. NpogomKUTenbHOCTL NpeBapuTensHOM
NOArOTOBKWM AOM¥KHa COOTBETCTBOBATL KIMHUYECKM cTabuneHoi dpase. McnbiTeiBatoT B cooTBeTcTBUM ¢ D.3.3—D.3.6 cpasy
nocne KOHAWLMOHUPOBAHMWA.

D.3.3 ®uKcupyoT UCNBITYEMBIA Y4acToOK B annapate Ana NpoBeAeHWA UCTbITaHWA Ha pacTsekeHue. Ecnu npucyT-
CTBYET KaHIMNA UN COEOUHWNTENb, UCMOMb3YI0T COOTBETCTBYHOLLEE KpenneHue, YTobbl He AoNyCTUTE MX AedopmaLiiu.

D.3.4 WamepsoT KanmbpoBoYHYH AMWMHY UCTBITYEMOrO Y4acTKa, T. €. pacCTOsHUE Mexy 3aXumamMu annaparta ans
WCNBITAHWA Ha PacTsXKEHVe UMK PAcCTOsSHWE Mexdy KaHonen unu coeguHuTenem W 3aKMMoM, YOepXUBaoLWMWM ApYroi
KOHEL, MCNbITYEMOro y4acTka, B 3aBUCUMOCTH OT CUTYyaLuu.

D.3.5 lMNpuknagpiBatoT pacTsarMBaloLllee ycunme co CKOpoCcTbio pacTsixeHus 20 MM B MUHYTY HA MUMNIMMETP Kanu-
OpoBoyHoW anuHel (cM. Tabnuuy D.1) oo Tex nop, noka He Npov3oaeT pasgeneHue MCNbITYEMOro y4acTka Ha ABe Unu
Gonble YacTel. 3anucelBaloT NMUMKOBOE PacTAMMBAIOLLEE YCUMWE B HBIOTOHAX, AOCTUrHYTOE BO BPEMS WCMbITAHWMA Ha pac-
TSKEHMe UCNbITYEeMOro yqacTka kateTepa 40 MOMEHTa U B MOMEHT pa3feneHns Ha ABe YacTw.

D.3.6 He pgonyckaeTcsa npoBoAuTb Ooree OAHOMO WCMbITAHWS Afs OQHOMO M TOTO Ke MCNLITYEMOro y4acTka Ka-
TeTepa.

Tabnuya B.1—Npumepsl ycrnoBuid 4Ns cKOpocTy pacTsxeHus 20 MM/MUH/MM

Kanubpoeo4yHasa anvHa, mm CKOpOCTb Npw UCNbITAHWA, MM/MUH
10 200
20 400
25 500

D.4 lNMpoTokon ucnbiTaHU

MpoToKon UCMbITaHUS JOMKEH COAepXaTb CredyoLLyo MHGOopMaLMIo:
a) CCbIMKY Ha HacToAWMIA CTaHaapT;

b) naeHTucdukayuio nagenus;

C) MAeHTUUKALMUIO KATETEPHOW CUCTEMBI,

d) NWMKOBYIO CUMY PACTSKEHWUA B HbOTOHAX;

€) MEeCcTOMONOXeHNE pa3pbIBa;

f) ntoBble oTKNOHEeHWA OT NpoUeaypbl;

g) Kakve-nnbo Habniogaemble HeobblYHbIE 0COBEHHOCTH;

h) party npoBedeHWs UCMbITaHWS.
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FOCT P 71580—2024

MpunoxeHue E
(cnpaBo4Hoe)

Opyrve eguHuLbLI U3MEpPEHUs

E.1 O6wme nonoxeHus

Cnepyrowive eaMHULbl U3MEPEHWSA OTNIMHAKOTCH OT yYKasaHHbIX B HACTOALLEM CTaHO4apTe W MoryT BbITb MCNonb3oBa-
Hbl JONONHUTENBHO. VX ncnone3yoT Ans 0603Ha4yeHns HOMMHANBHOTO pa3mepa UM 1 KaTeTEPOB.

E.2 ®paHuy3ckas wkana, unu wkana Wapsepa

MaeHTndukaums no HOMUHaNBLHBIM pa3Mepam Hapy»XHOTO paamMepa KaTeTepa, BblYUCMNEHHan Kak TPexKpaTHbIA ana-
MeTp (B munnumetpax): Fr =3 - D (mm). CnoBo «hpaHLy3ckuiny MoXeT BbiTe cokpalleHo kak F, FR, Fr, Fg, CH unu Ch.

E.3 Kanubp vrnbl

Kanubp 1rnbl npegctaBnsaeT HapyxHbld guameTp urn. bonbluve yucna kanubpa oTHOCATCH K UIMe MeHbLUEro ana-
MeTpa, cMm. Tabnuuy E. 1.

MpumevyaHnue — [dononHutensHas uHopMmauus o kanubpax npusedeHa B [OCT P MCO 9626.

Tabnuua E.1— Pasmepbl kanubpos

O603Ha4YeHHbIN METPUYECKIA pasmMep, MM Kanubp

0,18 34
0,2 33
0,23 32
0,25 31
0,3 30
0,33 29
0,36 28
0.4 27
0,45 26
0,5 25
0,55 24
0,6 23
0,7 22
0,8 21
0,9 20
1.1 19
1,2 18
1.4 17
1,6 16
1,8 15
21 14
24 13
2,7 12

3 11
3.4 10

14

GostExpert.ru
https://GostExpert.ru/gost/gost-71580-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69179
https://gostexpert.ru/gost/gost-71580-2024?utm_source=pdf&utm_medium=69179&utm_term=page

rOCT P 71580—2024

MpunoxeHne OA
(cnpaBo4Hoe)

CBe,D,EHVlfI O COOTBETCTBMU CCbINOYHbIX HALUMOHAINbHbLIX U MeXrocyfgapCcTBeHHbIX CTaHOApPTOB
MeXOAyHapoOdHbIM CTaHOAapTaM, MCNONb30BaHHbBIM B Ka4eCTBe CChbINMOYHbIX B NTPUMEHEHHOM

Tabnuua OA.1

MeXxXOayHapoaHOM cTaHOapTe

OBo3HavYeHWe CCbiNOYHOro HaUKUoHanLHoro, CreneHsb OBo3Ha4veHue U HaMMeHOBaHKEe CChINOYHOro MeXayHapoaHOro
MEXrocyaapCTBEHHOIO CTaHgapTa COOTBETCTBUA cTaHaapTa
MOCT ISO 10993-1—2021 IDT ISO 10993-1:2018 «OueHka OWONOrMYecKoro OencTBuMA.
YacTte 1. OueHka 1 nccrnefoBaHus B NpPoLEecce MeHeKMeHTa
pucka»
[OCT ISO 10993-7—2016 IDT ISO 10993-7:2008 «OueHka OMONOrM4ecKoro AerMcTBus mMe-

OVUUHCKMX uagenuid. Yacte 7. OcTtaTouHOE cogepaHue aTu-
NeHoKcKuaa nocne cTepunuaauum»

MOCT ISO 11607-1—2018

IDT 1ISO 11607-1:2006 «YnakoBka MeOWUWHCKUX W3OENWA, noa-
nexawux puHUWHOW cTepunusaumn. Yacte 1. TpeboBaHus
K matepuanam, bapbepHbiM cucTeMam Ana cTepunusaumn m
YMakoBOYHBLIM CUCTEMaM»

MOCT P MCO 14155—2022

IDT 1SO 14155:2020 «KnuHu4eckne nccnenoBaHns MeaULMHCKUX
M3nenuidi, NpoBogMMbIE C y4acTMeM YernoBeka B KayecTse
cybbekTa. Hagnexalan KnvH1u4Yeckas npaktuka»

MOCT P MCO 80369-6—2023

IDT ISO 80369-6:2016 «CoeguHuTenu manoro AuameTpa Ans
KMOKOCTEM W rasoB, WCMNOMb3yeMble B 30paBOOXpPaHEHUM.
YacTte 6. CoeguHuTeny ONsA HeWpoakcUansHOro npuMeHe-

]

2

3]

A

ISO/TR 19244:2014

ACTM F640—23
(ASTM F640—23)

OWH 13273-7;2020
(DIN 13273-7;2020)

ACTM F2052—21
(ASTM F2052—21)

HUA»
MpumeyaHue — B HacToAweln Tabnuue WCNONbL30OBAHO Ccregylllee YCNOoBHOe 0003HaYeHWe CTeneHu
COOTBETCTBMA CTaHOApPTOB:
- IDT — ngeHTW4HbIE CTaHOapThI.
Bubnuorpadun

PykoBogcTBO MO nepexofgHbiM nepuogam OOKYMeHTOB, paspaboTanHbix ISO/TC 84.
YcTpolcTBa AnA BBeAeHWs MegyuLMHCKUX npenapartos u katetepsl (Guidance on transition
periods for standards developed by ISO/TC 84 — Devices for administration of medicinal
products and catheters)

CraHgapTHble MeTodbl UCMbITaHWA ANS onpederneHns PeHTreHOKOHTPacTHOCTW ANna Me-
avuuHckoro npumeHenusa (Standard Test Methods for Determining Radiopacity for Med-
ical Use)

KateTtepbl MeguunHckne. YacTtb 7. OnpegeneHue NormnoLeHWa peHTIEHOBCKOro Uanyye-
HWsA KaTeTepamu. TpeGosaHus 1 ucneiTaHma (Catheters for medical use — Part 7: Deter-
mination of the X-ray attenuation of catheters — Requirements and testing)

CTaHOapTHbI METOA WCMBITAHUA ANS W3MEPEHWS MarHUTHO-MHOYUWPOBAHHOW CUMbI
CMELLEHWA HEeaKTUBHbLIX WMMI1aHTaTOB B Cpede MarHWTHOro pesoHaHca (Standard Test
Method for Measurement of Magnetically Induced Displacement Force on Passive Im-
plants in the Magnetic Resonance Environment)
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FOCT P 71580—2024

[5]  ACTM F2213—17
(ASTM F2213—17)

[6] ACTM F2182—19e2
(ASTM F2182—19e2)

[7]  ACTM F2119—24
(ASTM F2119—24)

[8] ACTM F2129—19a
(ASTM F2129—19a)

[9] EH 13868:2002
(EN 13868:2002)

[10] WNCO 4788:2005
(ISO 4788:2005)

[11] ACTM E1272—02(2019)

CTaHgapTHbI MeToq, MCNbITAHWIA ANS U3MEePEHUA MarHUTHO-UMHAYLIMPOBAHHOMO KpYTSLLe-
ro MOMEHTAa Ha MEOWLMHCKUX U3OENWsx B cpede MarHATHoro pesoHaHca (Standard test
method for measurement of magnetically induced torque on medical devices in the mag-
netic resonance environment)

CTaHgapTHeIA METOL UCMBITAHUIA AN M3BMEPEHUs) PaguoYacTOTHOMO MHAYLMPOBAHHOMO
Harpeea Ha unu B6rM3n HeakTUBHLIX MMNNAHTATOR BO BpEMS MarHATHO-PE30HaHCHOM To-
morpadum (Standard Test Method for Measurement of Radio Frequency Induced Heating
On or Near Passive Implants During Magnetic Resonance Imaging)

CraHgapTHbIA METOA UCNBITAHUIA ANnA oueHkn aptedaktoB Ha MP-u3obpaxeHuax oT He-
akTuBHbIX MMnNnaHTaTos (Standard Test Method for Evaluation of MR Image Artifacts from
Passive Implants)

CraHgapTHbI METOA MCMbITaHWA OANS NPOBEAeHWUS LUMKMMYECKWX NoTeHUMoguHamuye-
CKMX W3MEpPEHWI NoNspu3aunn Ons onpeneneHvs nogBepKeHHOCTW KOPPOo3uW Marbix
umnnanTtaToB (Standard Test Method for Conducting Cyclic Potentiodynamic Polarization
Measurements to Determine the Corrosion Susceptibility of Small Implant Devices)

KateTepbl. MeTogbl MCNbITaHUIA Ha M3rMD OOHONPOCBETHLIX KAaTETePOB W MEedWLMHCKNX
Tpybok (Catheters — Test methods for kinking of single lumen catheters and medical
tubing)

[Mocyna cTeknsaHHas nabopatopHas. MepHble rpagyupoBaHHble umnuHapbl (Laboratory
glassware — Graduated measuring cylinders)

CTaH,ELapTHaﬂ CI'IELI,V]CbVIKaLI,V]ﬂ anAa naﬁopaToprlx CTEKIAHHbIX rpaayMpoBaHHbIX LWNMWH-

[ASTM E1272—02(2019)] gpos (Standard Specification for Laboratory Glass Graduated Cylinders)

YOK 615.472.5:006.354

OKC 11.040.20

KnioueBbie cnoea: KateTepHaa cuctema, Heﬁpoal{cwaanoe nprMeHeHune, XapaktepuCcTtukn, matepuanbl,
ncnblTaHWA, ynakoBKka, MapkKnpoBKa
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