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MNpepgncnoBne

1 NOATOTOBJ/IEH O6uWecTBOM C OTpaHMYEHHON OTBETCTBEHHOCTb «MepgTexctaHgapt» (OO0 «Meg-
TexcTaHfapT») Ha OCHOBE COOGCTBEHHOrO nMepeBoja Ha PYCCKUIA A3blK aHIN0A3bIYHON Bepcuu ctaHgapTta, yka-
3aHHOrO B NYHKTe 4

2 BHECEH TexHu4yeckum KOMUTETOM no cTaHgapTusauum TK 011 «MepuuuHckue npubopbl, annapartbl
n obopypoBaHune»

3 YTBEPXAEH VW BBEAEH B AEI7ICTBVIE Mpukazom denepanbHOro areHTCTBa MO TEXHUYECKOMY pe-
rynuposaHuio n metponorum ot 30 aBrycta 2024 r. Ne 1150-ct

4 HacTtofAwwnii ctaHgapT ABNAeTca MOAMMULNPOBAHHBIM MO OTHOLWEHUIO K MeXAYyHapogHOMY cTaHgap-
Ty MCO 20698:2018 «Habopbl gNnsi yCTaHOBKU HelipoakcuanbHbiX KaTeTepoB. CTepu/ibHble KaTeTepbl 0A4HO-
KPaTHOro NMpPMMEHEeHNa 1 BCnoMoraTtesibHble NPUHAaANEXHOCTU K HUM» (ISO 20698:2018 «Catheter systems for
neuraxial application — Sterile and single-use catheters and accessories», MOD) nyTtem BK/HO4YeHWUSA [ONOM-
HUTENbHbIX NMOMIOXEHUA N 3aMeHbl HOPMATUBHbIX CCbIJIOK OpUrMHana, KoTopble BblAeflIeHbl B TEKCTE KYPCUBOM.

CBefleHNs 0 COOTBETCTBUWN CCbITIOYHbIX HALMOHANbHbIX Y ME@XrocyfapCTBEHHbIX CTaHAAPTOB MeXAyHa-
poAHbIM CcTaHAapTaM, UCNOMb30BaHHbIM B KAYECTBE CCbIZIOYHbIX B MPUMEHEHHOM MeEXAYyHapoAHOM cTaHzap-
Te, NpMBeAEeHbl B AONONHUTENBHOM MNpUAOXeHUn LA

5 BBEJEH BIMEPBbIE

MpaBuna NpMMeHeHUss HACTOSILLEr0 CTaHgapTa YCTaHOB/IEHbl B cTaTbe 26 defepasbHOro 3akoHa
0T 29 uioHA 2015 r. Ne 162-®3 «O cTaHgapTwusauun B Poccuiickoli ®egepayumn». NHgdopmauus ob ums-
MEHEHUSIX K HacTOosILeMY CTaHaap Ty Ny6/AnKyeTCs B eXerofHoOM (N0 COCTOSIHUIO Ha 1 siHBaps TekKyllero
roga) MH(OPMAaLMOHHOM yKasaTene «HauuoHasbHble CTaHgapThi», a ouuMasibHblii TEKCT U3MeHeHwUl
M NOMpPaBOK — B €XEMECAYHOM MHOPMaLMOHHOM yKazaTesne «HauuoHanbHble CTaHAapThi». B cnydvae
nepecmoTpa (3ameHbl) WM OTMEHbl HACTOSILLErNO CTaHjapTa COOTBeTCTBYyLWee yBeAoMeHne GyaeT
ony6/IMKOBAHO B 6G/MXaiLLEM BbIMYCKE €XeMEeCSYHOro WMH(OPMAaLMOHHOIO yKasaTens «HauuoHabHble
cTaHgapTbi». CooTBeTCTBYyOLWAs MHopMaLMs, yBeAOMIEHNE N TEeKCTbl pasMellalnTCcs TaKke B WH-
dhopMaLMoHHOl cucTeme 06LLEr0 NOMNbL30BaHNA — Ha ohuymasbHOM caliTe defepasibHOro areHTcTBa no
TEXHNUYECKOMY PETY/IMPOBAHNIO Y METPOSIONMN B CETU MIHTEepHeT (WWw.Ist.gov.ru)

© IS0, 2018
© OdopmneHne. ®IrbY «MHCTUTYT cTaHpgapTusaunn», 2024

HacTosiwuii ctaHgapT He MOXeT GbiTb MOMIHOCTHLIO WM YaCTUYHO BOCMPOM3BEAEH, TUPAXUPOBaH M pac-
NpoCTpaHeH B KayecTBe o(pULMaNbHOIO U3gaHusa 6e3 paspeweHus defepasbHOro areHTCTBa No TEXHUYECKO-
My peryfimpoBaHuio 1 MeTposiorum
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BBepgeHne

HacTtoawwnin ctaHgapTt ABAseTca MOAUMULUPOBAHHLIM MO OTHOWEHWIO K MEXAYHapoAHOMY CTaHaapTy
MCO 20698:2018, paspaboTaHHOMY TeXHWYECKMM KOMMUTETOM MO cTaHgapTusaumm TK 84 «YcTpoiictBa gns
BBEJleHNA NeKkapCTBEHHbIX NpenapatoB M BHYTPUCOCYAUCTbIe KaTeTepbl» MexAyHapoAHOl opraHusauuu no
cTaHgaptusauyum (NCO).

MexAyHapoaHbIX CTaHA4apTOB, OXBaTbiBalLWMWX KaTeTepHble CUCTEeMbl AN HelpoakcuasnbHOro npume-
HEHUA, He cylw ecTBOBas0, NPM 3TOM COOTBETCTBYHOLWMNIA KNacc MeAULUHCKNX U3AENNA OYEeHb LWUPOK N HAcUn-
TbiBA€T HECKOJIbKO MWJ/IIMOHOB BBOAUMbBIX UAW MMNAAHTUPYEMbIX KATETEPOB B rod. 4ns MHOTrMX NpuMeHeHui
(Hanpumep, Korga Lenbl ABAAKTCA FO/IOBHON MO3T MM NO3BOHOYHMK) CYLLECTBYIOT 3HAUYUTENbHbIE KNUHUYE-
CKMe pUCKM.

MoBbiWeHNe 0CBEAOMIEHHOCTN O MOTEHUMaNbHOW POSIN HECOBMECTUMbIX COefuHuTeneli NpMBeno K co-
KpalweHnto yncnaa Takux MHUWAEHTOB, Kak HENPaBUAbHbIA NyTb A0CTAaBKW /IeKAPCTBEHHbIX NpenapaTosB U ApY-
rMe HenpaBW/ibHble COEAWHEHUA MeXAy MeAUUUHCKAMWU u3gennamu. CoeanHuTenn ANa HelipoakcuanbHOro
npumeHeHnns onucanbl B FTOCT P NCO 80369-6.

HacTtoawuii ctaHpapT paspaboTaH cneynanbHO A8 HeMpoakcManbHOro NPUMeEHeEHUS.

PykoBoACTBO NO nepexofHblM nepuofam BHefpeHus TpeboBaHWii HacTofAlWero crtaHgapTa NpuBeAeHO

B [A
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(UCO 20698:2018)

HALULWOHAINDBHEBINR CTAHAOAPT POCCUWMCKOW PEOLEPALUNMN

HABOPbI A/1A YCTAHOBKW HENPOAKCUANIbHbIX KATETEPOB

CTepunbHble KaTeTepbl OAHOKPATHOTO NMPUMEHEHMSA U BCNOMOTaTe/ibHble MPUHAANEXHOCTU K HUM

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

[ata BBegeHna — 2025—05—01

1 O6nacTtb NpUMeHeHUs

HacToswwuii ctaHgapT ycTaHaBnuBaeT o6uime Tpe6oBaHUsA M MeToAbl UCNbITAHUI ANSA KATeTepPHbIX CU-
CTeM ANnsa HelipoakKcuanbHOTo NPUMEHEHUS.

HacTtoswuii ctaHgapTt onpegensieT Tpe6oBaHns K NPeAyCMOTPEHHbIM (DYHKLMOHANIbHBIM XapaKTepucTu-
KaM, KOHCTPYKTUBHbIM OCOGEHHOCTSIM, MaTepuanam, OLeHKe MNpPOeKTa, M3rOTOBMEHU, CTepuansauum, yna-
KOBKE M UHC(hOpMaLuu, NpefoCcTaB/sieMOl U3roTOBUTENIEM, a Takke UCMbITaHUsA AN AeMOHCTpauuu cooTBeT-
CTBMSA 3TUM TpeGOoBaHUAM.

KaTeTepbl AN HelipoaKkcManbHOro NpMMeHeHUs npegHasHauyeHbl A/ BBeAEHUS /IeKapCTBEHHbLIX npe-
napaToB HeENocpefCTBEHHO B HelipoakcuasibHble o6nactu, Ana 06e3601UBaAHUS NPU MHPUAbTPALUU pPaHbl U
ANA Apyrux npouenyp pernoHapHoi aHecTesuu wav ANS MOHUTOPUHIA WAW yAaneHus XWAKOCTU U3 Helipoak-
cuanbHbIX 061acTeil B TepaneBTUUYECKUX WU AUATHOCTUUYECKUX LensaX.

MpumeyaHus

1 O6nactu gnsa HelipoakcManbHOro MPUMEHEHNS BK/OYAKT NO3BOHOYHWK, MHTpaTekanbHoe unm cybapaxHongasb-
HOe NPOCTPaHCTBO Y 3Nu-, 3KCTpa- UM NepuaypasnbHoe NPoCcTPaHCTBO (yKasaHHble 06/1acTu ABASIOTCA NNLb NpUMepami,
a He uncyepnbiBalLWMM nepeyHem). Mpy HellpoakcnabHOM MPUMEHEHUN aHecTeTuKu/aHanbreTukm MoryT 6biTb BBEAEHbI
permoHapHoO, BO3[eNCTBYS Ha 60/bLUYI0 YacTb Tena, Takyld Kak KOHEeYHOCTb, W Bk/IYaTb 6/0kafbl CnneTeHui, Takue
Kak 6710kagbl NAeYeBOro crnjieTeHns wan 6s1o0kafbl OTAENbHbIX HEPBOB. Mpoueaypbl Npu HeillpoakcnasibHOM NPUMEHEeHUU
BK/1I04AKOT HENpPepbIBHOE BAUBaHWE B paHbl MECTHbIX aHECTETUKOB.

2 MecTHas aHecTe3us/o6e36onnBaHve C BBeEHWEM aHecTeTuKa MOAKOXHO M CUCTEMHOE BBefeHWe aHeCcTeTVKOB
He cuMTalTCca HelipoakcuasibHbIMU MPUMEHEHUAMM.

HacToawuii ctTaHgapT pacnpocTpaHaeTcs Ha u3genus cnegywuwmx TUNoB:

- CNUHanbHble/anuaypanbHble KaTeTepHble CUCTEMBbI;

- CNMHanbHble/anuaypanbHble KaTeTepHble NOPT-CUCTEMbI;

- KaTeTepHble cucteMbl AnA 6n10kaabl nepudepnyeckux HepPBOB;

- KaTeTepHble CUCTEMbl AN BAIMBAHUSA B paHy (Takxe W3BECTHble Kak KaTeTepbl A/ HENPEePbIBHON aHe-
cTe3nn B MecTe onepauun).

HacToawmnii ctaHgapT He pacnpocTpaHaeTcs:

- Ha Hacocbl W Apyrue mn3genus, npefHasHauvyeHHble ANl 4OCTaBKM SleKapCTBEHHbIX NpenapaToB yepes
KaTeTepHble CUCTEMBI;

- KaTeTepbl, 06bIYHO MpefHa3HaYeHHble ANA BBEAEHUA B OpraHW3M BeLLecTB, KOTOpble He nMpefHa3Ha-
YeHbl ANS HENOCPEACTBEHHOTO B3auUMOAEWCTBUSA C HEPBHOW CUCTEMOW, HO KOTOpble OKa3blBalT KOCBEHHOE
BO3JeliCTBME HA HEPBHYI CUCTEMY (Hanmpumep, Ur/bl-KaHn);

- ApeHaxHble KkaTeTepbl AN N060ro APyroro NpUMEHeEHUs, KpOMe HellpoakcuanbHOro.

M3pgaHne odpuymnanbHoe
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2 HopmaTuBHbIE CCbIIKU

B HactToduWwemM CcTaHgapTe UCNOoJib30OBaHbl HOpMaTUBHbIE CCbIJIKN Ha cnegywuine ctaHaapThl:

FOCT ISO 7886-1 LUnpuubl MHBLEKUWOHHbIE OAHOKPATHOrO NpPUMEHEeHWA cTepunbHble. YacTb 1
Lnpuubl Ana py4Horo nUcnosib3oBaHus

FOCT ISO 10555-1 KaTeTepbl BHYTPUCOCYAUCTbIE OAHOKPATHOrO MNPUMEHEHUA CTEepWSbHbIE.
YacTb 1 O6uwue TpeboBaHuA

FOCT ISO 10993-1 W3penus meguuunHckne. OueHka 6MONOrMYecKoro AencTtBua MeaULUHCKUX u3ge-
nvin. Yactb 1. OueHka 1 nccnepoBaHnsa B Npouecce MeHegXXMeHTa pucka

FOCT ISO 10993-7 W3genusa meguumnHckue. OueHKa 6MONOrMYeckoro AeicTBUS MeQULMHCKUX n3ge-
nuii. YacTb 7. OcTaToO4YHOe codepXaHne 3aTWUAeHOKCuga nocne crepunnsauum

FOCT ISO 11607-1 YnakoBka ANs MeLUUMHCKMX W3Lenuii, nognexawmx UHUWHONK cTepunnsayum.
YacTb 1. TpeboBaHUs K maTtepuanam, 6apbepHbIM cucTemam ANs cTepumsaynum n ynakoBoOYHbIM cucTemMam

FOCT P VICO 9626 TpybKku UronbHble U3 HepXaselLwel cTanum a1 U3roToBNeHNs MeauLUHCKUX 13-
fenwii. TpeboBaHua 1 MeTOAbl UCMbITaHui

FTOCT P NCO 14155 KnuHuyeckue umccnepoBaHnsa MegUUUHCKUX U3gennii, NpoBOAUMbIE C ydYacTUeM
yesioBeka B KayecTBe cybbekTa. Hagnexawas knnHuyeckas npaktmka

FTOCT P NCO 80369-6 CoeguHutenn Manoro guametrpa AAs XWAKOCTelW W rasoB, MCNOJ/Ib3yeMble B
3gpaBooxpaHeHun. YacTtb 6. UacTHble Tpeb6oOBaHUS K COEANHUTENSAM HelpoaKCuaibHOro NPUMEHEeHUs

MpumeyaHne — lpy NOMb30BAHUM HACTOSILLMM CTaHAAPTOM LENecoo6pa3Ho NpoBepuTb LeicTBre CCbIoY-
HbIX CTAHAAPTOB B MH(POPMAaLMOHHOW cucTeMe 06LLero nosb3oBaHWs — Ha oULMasibHOM caiite ®efepasibHOro areHT-
CTBa N0 TEXHUYECKOMY PEerynivMpoBaHunio 1 MeTPOJSIorMn B CETU VIHTEPHET WK NO eXerogHoMy UH(opMaLMOHHOMY yKa3a-
Ten «HauuoHasbHble CTaHAAPTbI», KOTOPbLIA Ony6/IMKOBaH MO COCTOSIHUIO HA 1 stHBapsl TEKYL,ero roga, 1 no BbiNyckam
€XeMeCsIYHOro MHPOPMALMOHHOIO yKasaTens «HauuoHanbHble CTaHAAPThI» 3a TeKylWuid rog. Ecnv 3aMeHEH CCbISTOYHbINA
CTaHAapT, Ha KOTOpbIii faHa HefgaTMpoBaHHAs CCblfiKa, TO PEKOMEHAYeTCsl UCMOo/b30BaTh AENCTBYHOLYH BEPCUID 3TOr0
CTaHZapTa C y4eTOM BCEX BHECEHHbIX B AaHHYH BEPCUIO U3MEHEHWIA. ECAM 3aMEHEH CCbINMOYHbIN CTaHAapT, Ha KOTOPbIi
[laHa AaTupoBaHHasi CCblfika, TO PEKOMEHAYETCA UCMO/b30BaTh BEPCUID 3TOMO CTaHAapTa C yKas3aHHbIM Bbllle rofoM yT-
BepXaeHus (NpuHsaTMs). Ecnv nocne yTBEPXAEHUS HACTOALLEro CTaHA4apTa B CCbIJIOYHbIA CTaHAApT, Ha KOTOpbI faHa
[JaTupoBaHHas ccblfika, BHECEHO M3MEHEHWe, 3aTparmBaioLLee NosIOXKeHVEe, HA KOTOPOE faHa CCblska, TO 3TO NOJIOXKEHNE
pekoMeHAyeTCs NPUMeHATb 6e3 yyeTa JaHHOro U3MeHeHusi. Ecnn ceblfloyHbIl cTaHAapT OTMEHEH 6e3 3aMeHbl, TO Moso-
XEHMe, B KOTOPOM faHa CCbl/Ika Ha HEro, pEKOMeHAYETCS NPUMEHSTb B YacTu, He 3aTparMBatoLLein 3Ty CCbiky.

3 TepMuHbI U onpeaeneHns

B HacTosiweM cTaHAapTe NPMMEHEHbl cneayloluiMe TePMUHbI C COOTBETCTBYWOLWMMU ONpeAeNeHUnaAMM:

3.1 kaTteTep (catheter): Tpy6uyatoe u3genve, npefHaszHayeHHOe ANA YAaCTUYHOTO WMAW MOJIHOTO BBeje-
HUA WU UMNIAHTUPOBAHUSA B OPraHu3Mm NS BBeAEHUS WU/MNW yaaneHus XUAKOCTEN.

3.2 guctanbHbIi KoHel, (distal end): KoHeu kaTeTepa (3.1), KOTOpbIA BBOAUTCS Kak MOXHO Aafiblwe B
opraHnsm nauneHTa.

3.3 kaHtona (hub): CoeguHntenb(n) Ha NPOKCUManNbHOM KoHUe kaTeTepa (3.1), KOTOpPbIN ABAAETCHA He-
oTbemMneMoi YyacTbto KaTeTepa (3.1) NMb60 HafeXHO NPUKPeNIAeTCca K NPOKCUMaibHOMY KOHLY kaTeTepa (3.1).

MpumeyvyaHne — MpokcumanbHbIn koHel, (proximal end) — 370 KOHew, kaTeTepa, K KOTOPOMY MOXET ObITb MPo-
N3BEEHO NOAK/OYEHME.

3.4 adbhbekTnBHaa anunHa (effective length): AnuHa katetepa (3.1), koTOpas MOXeT ObiTb BBEAEHa B
Teno.

MpnmeyaHue — CM. pUcCyHkn 1um 2.

3.5 cyHkymoHanbHaa gnuHa (functional length): OAnuHa kateTepa (3.1) Mexay HAKOHEYHWKOM W Hau-
60/1ee NpoKCUMasnbHbIM OTBEPCTUEM.

MpumeuvaHud
1 MNpumeHseTcsa K kaTeTepaM € 60KOBbIMU OTBEPCTUAMMU.
2 CM. pUCyHkn 1 un 2.

3.6 nonHas gnuHa (total length): O6wana gnuHa kateTtepa (3.1), BkIYaA coeaAMHUTENb KaTeTepa.

MpumeuvuaHne — CM. pUCyHkM 1un 2.
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3.7 HapyXHbli gnameTtp (outside diameter): Hambonbwuin guametp kateTepa (3.1) no apdeKTUBHOMN

onvHe (3.4).
3.8 coepguHnTenbHbIW y3en (junction): CoeguHeHne OAHOW WAW HECKONbKMX TPY6GOK C ocTasibHOM

yacTblo kaTeTepa (3.1)/m3aenus, B KOTOpbIX c60pka Tpy6ok o6ecneymBaeT MEXaHWYECKYIO ONOpYy B pacTsxe-

Hun/cXXaTn BO BPEMS KIMHWYECKOTrO MCNOSIb30BaHMWSA.
3.9 cTtunert (stylet): 'mbkoe usgenue BHyTpu katetepa (3.1) ona obneryeHna BBefeHmnsa katetepa (3.1).

3.10

oueHka pucka (risk assessment): MonHbI Npouecc aHanMsa pucka v oueHUBaHUSA pucka
[FTOCT ISO 14971—2021, nyHKT 3.20\

T1— adppekTnBHaA anuHa (3.4); / 2 — nonHas gnvHa (3.6); / 3— dyHKuMoHanbHaa gnuHa (3.5)

PucyHok 1— Mpumep kaTeTepa A5 HelipoakCcUManbHOro NPUMEHeHUs C ykasaHueM A/MH U pa3MeTKU — CMUHaNbHbIA/
anuaypanbHblii NopT

[ 1— apchekTuBHas gavHa (3.4); / 2— nonHasa gnavHa (3.6); / 3— dyHKkunoHanbHaa anuHa (3.5)

PucyHok 2 — Mpumep KaTeTepa A5 HeiipoakCcManbHOro NMPUMEHEHWs C yKaszaHuem A/IMH U pa3sMeTKn — kateTep
ONS BNVBAHUA B paHy

4 TlpeoyCMOTPEHHbIE XapaKTepucTukmn

MpeaycMOTpPEHHblEe XapakTepUCTUKWN KaTeTepa ANS HelipoaKcuasbHOro NPUMEHEHUS A0XHblI 6bITb ONK-
CaHbl 1 3a40KYMEHTUPOBaHbl C 0COO6bIM BHUMaHWEM K 6e3onacHoOCTU. JoNXHO ObiTb YYTEHO criegylolee:
a) npepycmoTpeHHas uenb(un).
B yacTHOCTM, A0/KHO ObITb NPOACHEHO:
- KaKoBO LeneBoe Ha3HayeHue kartetepa u
- TWN KOHTaKTa C nauMeHToM (Hanpumep, MOSIHOCTbK/Y4AaCTUYHO MUMNIAHTUPYEMbIA, NHBA3WUBHbLIN);
b) YHKUMOHaNbHbIE XapaKTepPUCTUKN;
C) NpefycMOTPEHHbIE YCNOBUA UCNOJIb30BaHUS;
d) npeaycMOTpPEHHbI CPOK CAYXObl U/MNnM BpeMsa UMNaaHTayunm, ecnm 310 HE06XoAUMO.
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[ONXHO 6bITb NPUBEAEHO ONpefeneHne xapakTepuCcTUK CKOPOCTM noToka (CM. Takxe 7.2.5).

5 KOHCTPYKTUBHbIE OCOBGEHHOCTN

5.1 HomMmmnHanbHbLIA pa3Mep KaTeTepa

5.1.1 O6uwmne NoNoxeHuns

HoMuHanbHbIN pasmep KkateTepa AO/DKEH 6bITb 0603HavyeH B cooTBeTcTBUM € 5.1.2 n 5.1.3.

5.1.2 HapyXHbIi gnameTp

Ecnn nHoe He ykas3aHO B O4HOM M3 APYIMX pasfesioB HacTOAWero craHgapra A1 KOHKPETHOro tuna
KaTeTepa, TO HapyXHbli gnameTp AO/DKEeH 6blTb BblpaXeH Kak HOMWHaNbHbIA pasmep B munaumetpax. [o-
NOMTHUTENIBHO MOTYT ObITb UCMNO/b30BaHbl €4AUHNLbI CUCTEM U3MEPEHUW, OT/IMYHbIE OT yKa3aHHbIX (Hanpumep,
KannbpoBoyHas LWkKana, onpegesieHHas B npunoxeHun E).

MpumevyaHne — O603HAYEHNE HOMUHABHOMO pa3Mepa W KOJIMYecTBa 3Havallmx umMdgp nocne 3ansitoin MoxeT
6bITb YKA3aHO B COOTBETCTBUM C OLIEHKOM PUCKOB M NPOWU3BOACTBEHHBLIMU [0OMNYCKaAMU.

Ans n3genuin, KOTopble He ABASIIOTCA KPYrAbIMU COFN1aCHO KOHCTPYKLMK, pasMep AO/DKEeH onpefenatbes
pasmepom Haubonblel ocu. B ymecTHOM cryyae U3rotoBUTENIM MOTYT yka3aTb AOMOSIHUTENbHYIO MHJOpMa-
Lm0, Kacarwlulywca npouna nsgenus, Hanpumep pasmep BTOPO ocu ANA O0BaNbHOW DOPMbI.

5.1.3 AnunHa KateTepa

Bca pnuHa katetepa (kak onpegesnieHo B 3.4—3.6) gonxHa OblTb BblpaXeHa B MUAUMeETPax WM CaH-
TumeTpax.

MpumevyaHne — B HacToAWEM CTaHAAPTE HE yKa3aHbl AONYCKW A5 BCEX [/NH.

5.2 OTBepcTua KateTepa

KOHCTPYKUMS, KONMUYECTBO U pacnosioXeHne OTBEPCTUIl kaTeTepa A0/KHbl GbiTb TakUMU, YTOGbI CBECTM
K MUHUMYMY HeGnaronpusaTHoe BO34eliCTBME HAa kaTeTep U TpaBMUPOBAHWE TKaHEeN.

5.3 AncTanbHbli KOHeL,

OucTanbHblii KOHEL AO/KeH 6blTb FNagkuM, 3aKpPYr/IeHHbIM, KOHYCO0O6pasHbIM AN 06paboTaHHbIM aHa-
NOTUYHLIM 06pa3oM, YTOGbl CBECTU K MMHUMYMY TpaBMUpOBaHMe TKaHell BO BpeMs BBeJEHUS W UCNosb3oBa-
HUsi KaTeTepa.

5.4 TloBepXHOCTb

HapyxHas noBepxHOCTb 3(p(heKTUBHOW ANUHbLI KaTeTepa, BkaUYas AUCTaNibHblii KOHeLl, He A0JXHa
MMeTb TEeXHONIOTMYEeCKUX U NMOBEPXHOCTHbIX AedekToB. OnpefeneHue AedeKTOB AO/HKHO OCHOBbLIBATbLCA Ha
Tpe6oBaHUAX NPEAYCMOTPEHHOTO NMPUMEHEHMNSA U OLEHKE puUCKa.

5.5 KaHwonsa

Ecnn kateTep YyKOMNAeKTOBaH BCTPOEHHON NGO OoTAeNbHOW KaHlnel, To 3To A0/KHA 6biTb THe3f0Bas
kaHona, kotopaa cooTBetcteyeT TOCT P MCO 80369-6.

CootBetctBue kaHtonb FTOCT P MCO 80369-6 Takxe NpuMMeHMMO K N06bIM NPUHAANIEXHOCTSM, BXO-
ASWUM B KOMMAIEKT NOCTaBkM U3Aenus, KoTopble NpeAHasHauvyeHbl AN NPSAMOro WAW KOCBEHHOro gocTyna B
HelpoaKkcnanbHy 06nacTb.

5.6 PasmeTka

Ha kateTep Ao/mxHa ObiTb HaHeceHa COOTBETCTBYHLU,ass pa3MeTka, OCHOBaHHas Ha OLUEHKe pucka u
npesycMoOTPEHHOM NPUMEHEHUMN.

Mprvmepbl COOTBETCTBYHWLWEW pa3sMeTKn KaTeTepoB A1 pa3/IMYHbIX NPUMEHEHUA NpuBELEHbl HA PUCYH-
Kax 1u 2.

5.7 dunnbTp

Ecnu B KOMNEKT BXOAUT PUALTP, TO AO/DKHbI ObiTh YKa3aHbl €ro TeXHUUYeckme xapakTepucTukn (Hanpu-
Mep, HOMUHabHbIA pasmep nop).
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5.8 Ctuner

Ecnu npefycMoTpeH CTWIET, OH He AOJIXXEeH BbiCTynaTb U3 AUCTANIbHOTO KOHUA MM GOKOBbIX OTBEPCTUNA
kateTepa. Ecnu npeanonaraetcs, YTo CTUNET AO/MKEH 6biTb CbEMHbLIM, OH A0/XeH 6biTb CHAa6XeH PYKOATKOMW,
nossonsiouieii 6e3onacHo M3BnekaTb CTUNET U3 KaTeTepa.

N3BneueHne ctuneTa M3 kateTepa He AO/DKHO MPUBOAUTHL K AedpopmManuyu Mpu CKXaTUW WUAU paspbiBY
KateTepa.

5.9 Cnoco6bHOCTb OGHapyXeHus

KaTteTep unu, no kpaiHei mepe, ero apeKTUBHASA ANMHA A0/MKHbI 0GHAPYXMBATLCA C NOMOLLbID PEHT-
reHOBCKOro CHUMKa WAW APYTUX cpeacTs (ynbTpassyk, MPT U T. 4.), ecnv aToro TpebyeT oLeHka pucka.

5.10 ®dukcupyrouwmne nsgennsa

dukcupyloulee usgenue (NpyM HanMumm) He AOMXKHO CHUXATb CKOPOCTbL noToka 6osiee yem Ha 10 % no
CpPaBHEHWID CO CKOPOCTbIO MOTOKA NPU OTCYTCTBUU (DUKCUPYIOLLETO U3AENUSs.

6 Martepuanbl

6.1 O6wure nonoxeHnsa

MaTepuanbl n3genua BblGMpalT C y4eTOM CBOICTB, TpebyeMblX A1 NPpefyCMOTPEHHOTO NPUMEHEHUS.
Mpu BbIGOpE TaKXe AO/MKHbI 6blTb MPUHATHI BO BHUMaHWE NocnefCcTBUA U3TOTOBMEHUA, ob6palleHus, cTepunmn-
3auum n XxpaHeHus, a Takke nwbas ob6paboTka (XMMMyeckas, aNnekKTpoxXxmmuyeckas, TepMmmyeckas, MmexaHuye-
ckasi M T. 4.), NPUMMeHseMas K NOBEPXHOCTW UM 4acTu MOBEPXHOCTU MaTepuana usgenus c Lenbio U3MeHeHus
ero cBOMNCTB. [LO/MXHbl 6bITb PACCMOTPEHbI BO3MOXHbI€ peakuun uaM B3anMoneicTBuS.

Ecnu n3pgenue coaepxuT kakue-nmbo meTannuyeckue getanu, KOTopble MOTyT noaBepraTbCcs BO3jei-
CTBUK TKaHeN Unm nekapcTBEHHbIX NpenapaTtoB, OHW AOJ/DKHbI GbITb YCTOWUYNBBLI K KOppo3uu (cm. 7.2.4).

Ecnu nekapcTBeHHbIi npenapaT ABNSeTCA HEOTbeM/IEMON 4YacTbio U34enus, TO 3TOT NeKapCTBEHHbIN
npenapart OUEeHMBAIOT B COOTBETCTBUM C hapMaLeBTUYECKUMU MPUHLMUTAMU.

6.2 BuocoBmMecTUMOCTb

BuocoBMecTUMOCTb U3agenua Heobxoanmo oueHuBaTtb B cootBetcTBumM ¢ FTOCT ISO 10993-1.

6.3 CoBMEeCTUMOCTb JIeKapCTBEHHbIX NpenapaTtoB N MmaTtepunanos

MaTepuasbl, UCMOSIb3yeMble ANA W3FOTOB/IEHUA KaTeTepHbIX CUCTEM, AOJ/DKHbI CBOAUTb K MUHUMYMY
pucK B3auMoAeicTBuUS U3genus ¢ APYrMMu Matepuanamu, U3Lenmamu Wan BellecTBamu W rasamMmu, KotTopble
6yayT BBEAEHbl Yepes n3genne WM HaxXoAUTbCS C HUM B KOHTaKTe.

7 OueHka npoekTa

7.1 O6wWwune NosoxeHus

OueHka npoekTa AO/HKHa onpefenAatb obwume TpeboBaHMA 6e3onacHOCTUM M TpeboBaHUA K PYHKUMO-
Ha/llbHbIM XapaKTepucTukam MeLULUHCKOro nsgenus.

CnepoBaTtesibHO, OLEHKa NpoeKkTa A0J/HKHA BKAOYaTb MEHEeAXMEHT pucka Ha NPOTAXEHUU XU3HEHHOTOo
LMKna, KIMHNYecKoe NMpPUMeEHeHMe, IKCNayaTalnoHHY0 NMPUIoOAHOCTb M nocsenpogaxHoe Habnwgenne. OueH-
Ka npoekTa A0/XHa onpefenAaTb MeToAbl W KPUTEpPUU AN OLEHKW COOTHOLWEHUS NOoNb3a/pucK MeauLUHCKOro
n3genusa, HaxoaawWweroca Ha cragum pas3paboTku, B NpoLecce NPoM3BOACTBA M NOC/E BbIXO4A Ha PbIHOK.

7.2 JoknnHmnyeckas oLeHKa

7.2.1 O6wmne nosoxeHnsa

Ha ocHoBe 06WNX METOA0B OLEHKM NPOEKTa AN KaXAO0ro U3genns AO/MKHbl ObiTb NPOBEAEHbI KIMHUYE-
ckasi U JOK/MHMYEecKasi OLEeHKN, OCHOBAHHbIe Ha NpoBepke M Banugaumun. JoKIMHUYECKAs OLEeHKa [O0/IXHa B
[O0CTAaTOYHON Mepe COOTBETCTBOBATb KPUTEPUSIM, MEPEUYUC/IEHHbIM B HacToAWweM NyHKkTe. NpoBepKy U Banu-
Aaunto BbINONHAKT C NCNOJIb30OBaHMEM TOTOBOIO K NpUMEeHeHN nsgenns.
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MpumeyaHune - HacToswMii NOANYHKT COAEPXWUT HEMOSHbIA NepevyeHb MUHUMaNbHbIX Tpe6oBaHuil K m3ge-
NIMSIM, OXBaTblBAEMbIM HACTOSILMM CTAHAAPTOM.

7.2.2 PEeHTreHOKOHTPacTHOCTb
CooTBeTcTBME TPe6OBaAHMAM K PEHTTEHOKOHTPACTHOCTM, €C/n 3TO nNpuMeHumo (cM. 5.9), [O/MKHO 6bITb
nNpoAEMOHCTPUPOBAHO C NOMOLLbID COOTBETCTBYOLWLEr0 METOAa UCNbITAHUA.

MpumeyaHue — MoryT 6bITb UCMONBL30BaHbI METOABI UCMbITaHWIA, onucaHHble B [2] nam [3].

7.2.3 COBMECTMMOCTb C MarHUTHbIM pe30HaHCOM
Ecnn npumeHuMo, OmacHOCTb M3genuii AnA HelipoakCcuanbHOro NPUMMEHEHUS B YC/OBUSAX MarHUTHOrO
pe3oHaHca [0J/KHA OLeHMBaTbCA COOTBETCTBYHLW MM METOLOM.

MpumeyaHne — MoryT 6bITb UCMONBL30BaHbI METOABI UCMbITaHWIA, onucaHHble B [4], [5], [6] wm [7].

7.2.4 KOppO3NOHHasA CTOWNKOCTb

Mpy ucnbiTaHUM B COOTBETCTBUM C METOAOM, MPUBEAEHHLIM B MPUNOXEHUN A, HU HaA OLHOM U3 UM-
NAaHTUPYyeMbIX/MHBA3UBHbIX MeTan/IM4eCcKnX KOMMNOHEHTOB U3AeNInA He [O0/1XKHO OblTb BUAMUMBLIX NPU3HAKOB
KOppO3un.

Ecnn Ha OTKPbITbIX BHELWHUX MeTan/MyeCcknx KOMMNOHEHTax 13fenums MoryT NosBUTbLCA BUAWMbIE NPU-
3HaKM KOppoO3uKn, ypoBeHb KOPPO3UWU cnefyeT OUEHUTb C y4eTOM NpefyCMOTPEHHOro NMPUMEHEHUS U OLeHKM
pucka, NoABepPrHyB KaTteTep UCMbITAHUIO HAa KOPPO3WKO, ONUCAHHOMY B MPUMOXEHUN A.

B 3aBUCUMOCTM OT OLEHKM pucka (Hanpumep, NPefyCcCMOTPEHHOIO BPEMEHW KOHTaKTa) BMeCcTo MeToja,
ONWCaHHOro B NPUIOXeHUN A, MOXeT ObITb NPpUMeHeH 6onee XecTKNit MeTof UCNbITaHUA.

MpumeyaHue — Tlpumepbl 6Gonee  XECTKUX  METOAOB WCMbITAHWIA NpuUBELEHbl B MPUIOXKEHUN A,
FOCT ISO 10555-1 nnm [8].

7.2.5 CKoOpoOCTb NOTOKa

CKOpOCTb NOTOKa OnpefensAlnT B COOTBETCTBUM C NpUNoxeHnem B.

ANnuHa ncnbiTyeMoro katetepa A0/XHa 6biTb KIMHUYECKN 3HAYNMOIA.

B cnyuyae, ecnu gpyrve xapakTepucTuku nNoTOKa MMEKT 3Ha4YeHne U ykasaHbl AN KaTeTepa, OHU [01X-
Hbl O6bITb ONpeAeneHbl C MOMOLWbIO COOTBETCTBYILLETO MeToAa UCMbITAHUS.

MpnmMeyaHne — DTO UCNbITAHME TaKXe NpefHasHa4yeHo A8 NPOBEPKM NMPOXOAUMOCTU CUCTEMBbI.

7.2.6 TepMeTUYHOCTb (KOHCTPYKLWNS)

KaHiona unu ysen coeguHeHns UTUHIOB MNM nwbaa gpyras yacTb kaTeTepa He [O/KHbI gonyckaTb
yTeuky XUAKOCTU Npu UCNbITAHUW B COOTBETCTBUMU C METOAOM, NPUBEAEHHbIM B NpunoxeHun C.

7.2.7 Ycunne Ha paspbiB

Ycunue Ha paspbiB AO/DKHO OblTb WCMbITAHO B COOTBETCTBMW C METOLOM, MPUBELEHHbIM B NpUIOXe-
HuM D. OueHKka MUHUMANbLHOTO AONYCTUMOTO YyCUANUA Ha pas3pbliB A0/KHA 6biTb ONpegeneHa npu oueHkKe pucka
n3genus.

McnbiTaHne Ha ycunue Ha pas3pblB HEOOXOAMMO NPOBOAWUTL ANS BCEN KaTeTepHOW CUCTEMbl, BK/Yas,
ecn NpUMeHuMo, KaHlon. B kayecTBe anbTepHaTUBbl Kaxjas oTAaeNbHas CeKuMa kaTeTepHOW CUCTEMbl MO-
XeT 6bITb ucnbiTaHa He3aBucUMO. [lo/mKHa O6blITb NPOBEeAEHa NPOBEPKa Kak Tpyb6yaTblX 3/IEMEHTOB, Tak U MecT
coeanHeHNs KaTeTepa.

Ecnm B KOMNAEKT BXOAUT CbEMHbI CTUNET, TO NPU CKOPOCTU NepeMel,eHns 3aXUMOB UCNbiTaTeIbHOIo
annaparta 200 MM/MUH ycunne Ha paspbiB A1 OTAENEHUSA PYKOATKN OT cTUeTa LOJIXXHO COCTaB/NATb HE MeHee
15 H.

7.2.8 VcnbiTaHMe Ha NPOAO/bHbLIA N3rM6 KaTeTepa

XapakTepucTukn NpoAosibHOrO M3rnba karetepa AOMKHbI ObiTb onpeAesieHbl B COOTBETCTBUU C OLLEHKOW
pucka v UcnbiTaHbl B COOTBETCTBUM C NPUMEHVMbIM METOAOM WCMbITAHWNA.

MpumeuyaHune — MoryT 6bITb UCNOMBL30BaHbI METOABI UCMbITaHWIA, onvucaHHble B [9)].

7.2.9 MNMoBepXHOCTb

Mpn ocmoTpe HOpMa/ibHbIM W/IN CKOPPEKTUPOBAHHbIM [0 HOPMAaslbHOIO 3peHUEM C yBe/IMYeHWEeM He
MeHee 2,5X BHELWHAA MOBEPXHOCTb 3P (peKTUBHOW ANWHbI KaTeTepa LOJ/DKHA BbirnageTb cBo60AHONM OT no-
CTOPOHHUX YacTul,.
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7.3 KnunHun4deckas ouLeHKa

KnuHnueckoe nccnepoBaHne LO/XHO TNPOBOAUTLCS B COOTBETCTBMM C TpeboBaHUSAMM
FTOCTPNCO 14155.

8 Crepunusayusa

8.1 O6uwmne NonoxeHnsa

CTepuibHble KaTeTepHble CUCTEMbl AN HEWlpOaKCUaibHOTO MPUMEHEHUSA AO/DKHbI UMETb YPOBEHb 06e-
cnevyeHuss ctepunbHocTn (SAL) 10~6. B kauecTBe fONONHEHNA/M3MEHEHUA K HEMY crlefyeT paccMoTpeTh cre-
aywouee:

- KaTeTepHas cuctema AO/HKHA 6bITb CTepunnM3oBaHa COOTBETCTBYHLWMM BanugnpoOBaHHbIM MeTOAOM
W OoNXHa O6bITb NMpoBepeHa Ha 6e30nacHOCTb WM (PYHKLMOHANbHble XapakTepucTUKM nocie cTepunusauunu
(cm. Takxe pasgen 7).

8.2 OcTaToO4YHble coAepXXaHUd nocsie crepuansayumn

McnbiTaHWe Ha HanuuMe ocTaTOUHbIX COAEpXaHWii nocne crtepuausauumym nNpoBoAAT B COOTBETCTBUM C
npuHuymunammn, nsnoxeHHoimm B FOCT ISO 10993-1. Ecnm npuMeHMMO, YpOBEHb OCTATOYHOrO cofepXxaHusa
3TWNeHOKCMAa He AOJIXEH npeBblWwaTh npegesnos, ykasaHHbix B TOCT ISO 10993-7.

Hanuune MUKPOGHbLIX OCTATKOB Mocne cTepunusauum (Hanpumep, NMPOreHoB) AO/KHO 6biThb Hagnexa-
WMM o6pa3oM MPOBEPEHO, B YACTHOCTU, HA NMpeAMeT nonagaHus XWAKOCTA B MO3BOHOUYHUK.

MpumeuyaHne — 3akoHOZATE/NbLCTBO HEKOTOPbIX PETMOHOB peKOMeHAyeT MakCMasibHO A0NYCTUMbI YPOBEHb
nuporeHa, Hanpumep EUPH u USP.

9 YnakoBKa

Ynakoeka gomxkHa cooTtBetctBoBath FOCT ISO 11607-1.

10 NHpopmauyua, npegoctaBnsemasl N3rotoBmuTesniemM

10.1 MapkmpoBKa Ha nsgenuu

[na obecneyeHns NpocrexvwBaemMoCcTu, eCNn m3fgenue npefHasHavyeHo 408 NOMHOW MMNAaHTauuu, Ha
HeMm Jos/hkHa 6biTb ykasaHa cnegywouwas nHopmayms:

- HauMeHOoBaHMWe WAy ToproBas mMapka U3roToBUTens;

- kog (HomMep) mapTun WMAW CepUitHbIA HOMep.

Ecnn MapkupoBKka MOXeT MNOBAUATbL Ha NpeAyCMOTpPeHHble (YHKUWOHAaNbHble XapakTepucTuku, wuau
ecnn MmnaaHTatT CAMWKOM Man, uan usnyeckme cBoOiCTBa MMNAaHTaTa NPenAaTCTBYT pas3/iMyMMocT map-
KMPOBKM, Heobxoammas nHdopMauua AoMKHA ObliTb ykazaHa Ha 3TUKeTKe unm gpyrumu cnocobamm ans obe-
CrMeyeHnss NpocrexmBaemMocTu.

10.2 VMIHopmMauma B MHCTPYKLMW MO 3KCnayaTayum u/vam Ha ynakoBke

YnakoBka W/MAM MHCTPYKUMS MO 3KCnayaTauuu [OMKHbI coAepxaTb, MO KpailHelh Mepe, cneaylouiyto
nHopmMmayuto:

a) cBejeHus, CTpPOro HeobGxoaumMble AN UMAeHTUdUKauum unsgenus (BkAw4Yas COOTBETCTBYHLLME KOH-
CTPYKTUBHble 0COGEHHOCTM, onpefenieHHble B pasgene 5, 1 cogepXumoe ynakoBKH;

b) NpefyCMOTpPEeHHble XxapakTepucTtukn (cm. pasgen 4);

C) Tam, rge 3T0 YMeCTHO uam TpebyeTca Ha MECTHOM YPOBHE, YHUKaNbHYIO UAEHTU(UKALUIO M34enus;

d) onucaHue nwbbIXx 406ABOK UK MaTepuanos A/ NOKPbITUSA, eC/I MPUMEHUMO;

e) Korga npegbABNATCA 0co6ble TpeboBaHMA U3-3a HaNWuuMa fob6aBKM WM NOKPbLITUA, €cAn npume-
HUMO, YKa3blBalT cneaywliee:

- onucaHue go6GaBKM WU MaTepuana A5 NOKPbITUSN;
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- NPOAO/MKNTENbHOCTb 3D (PEKTUBHOCTU NpK 3KCNyaTauuu;
- nwobble NpoTMBONOKa3aHusA, NpeaynpexaeHns U Mepbl NPefoCTOPOXHOCTW, OCHOBAHHbIe Ha [0-
6aBke unu matepuane(ax) NOKpbITUSA;
f) nHdopMmayns o6 oTBepcTmax (KONMYeCcTBE M NONOXEHUN), PDYHKLUMOHANbHOW ANIMHE WU KOHUrypauum
HaKOHeYHWKa, ecnm NPYUMEHNMO;
A) 006bsACHEHMe N60N MapKMPOBKU KaTeTepa, eCc/i MPUMEHNMO;
h) MHdopmaunio OTHOCUTENbHO CKOPOCTM NoToka (CM. 7.2.5), BKOYas UCNbITYEMYIO A/MHY KaTeTepa;
i) niob6ble orpaHMYeHna B pasMepe Wwnpuuya uanm gpyrom cnocobe BBeAEHUA XUAKOCTU, KOTOPbIE He cre-
AyeT ncnonb3oBaTb C U3genunem;
j) nw6ble cneynanbHble pekoMeHAauuMn, Kacawlmecss MCNONb30BaHUSA (GUNLTPOB WU NpefBapuTesb-
HOW hnNbTpauuun NekapcTBEHHbIX NpenapaToB, €Canu NPUMEHUMO.
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MpunoxeHne A
(o6sa3aTtenbHoOE)

MeTofa MCNbITAHUA HA KOPPO3MOHHYI CTOWKOCTb

Al MpuHumn

M3penue norpyxatoT B pacTBOp X10pua HaTpus, 3aTeM B KAMALLYIO AUCTUNNVPOBAHHYIO WU AENOHU3NPOBaHHYIO
BOZY, NOC/Ie Yero OCMaTPUBAKOT Ha Ha/MuMe NPU3HAKOB KOPPO3WN.

A.2 PeareHTbl

A.2.1 ConeBoii pacTBOp, cofepxaliuii X10pu HaTpuUs aHaIMTUYeCKOro KayecTBa B CBEXENPUroTOBIEHHON Auc-
TUNNNPOBAHHON Unn aenoHnsmpoBaHHoi Boge [c(NaCl) = 0,15 monb/n].
A.2.2 ncTunnuposaHHasa W AEeVOHU3MpOBaHHasA BoAa.

A.3 Ob6opyaoBaHue
A.3.1 Cocypg 13 60poCcuMaINKaTHOro cTekna.

A.4 Tpouenypa

A.4.1 TMMorpyxaloT wusgenne B CTekNsAHHbIA cocyn (A.3.1) c coneBbiM pactBopom (A.2.1) npu Temneparype
(22 + 5) °C Ha 5u.

A.4.2 3BnekarT ucnbiTyeMblii obpasel, 1 NorpyxawT ero B KUNALWY AUCTUANIMPOBAHHYIO WUAN AENOHU3NPOBAH-
Hyto Boay (A.2.2) Ha 30 MUH.

A.4.3 [awT Boge M UcCnbITyeMoMy 06pasuy ocTbiTb A0 (37 + 2) °C 1 noagepXuBalT UX Npu 3TON Temnepartype B
TeyeHue 48 u.

A.4.4 V3BnekawT UCMbITyeMblA 06pasel, 1 Aal0T eMy BbICOXHYTb NMPU KOMHATHOI Temnepartype.

A.4.5 PasbupatoT 06pasubl, MelLwwre aBa v 6onee KOMNOHEHTa, eCv npegnonaraeTcs, YTo Npy aKcnayataumm
OHW MOTYT pasbefuHATLCA. He CHUMAlOT 1 He cpe3atoT HMKaKMX MOKPLITUIA Ha MeTanIMyeckux KommnoHeHTax. MposepsioT
o6pasubl NyTeEM OCMOTPa Ha Ha/Myne NPU3HakoB KOPPO3UMK.

MpumMmeuyaHne — [ONONHUTENBLHOE WUCMbITAHNE MOXET 6biTb NPOBEAEHO C UCMO/b30BAHNEM a/IbTEPHATUBHbIX
CPOKOB 1 TemnepaTyp B 3aBUCMMOCTU OT COOTBETCTBYIOLLETO K/IMHUYECKOTO 060CHOBAHWUS, OCHOBAHHOIO Ha pUCKe.

A.5 T1pOTOKO/T UCNbITaHNA

MPOTOKON MCNbITAHUSI JO/KEH COAepXaTb CNeayoLy nHopMauumio:
a) CCblJIKY Ha HaCTOALWMIA cTaHdapT;

b) naeHTUdUKaLMO N3nenus;

C) 3ak/loyeHre o TOM, NPoM3oLLIa M KOPPO3ns BO BPEMS UCMbITAHMUS;
d) ntobble OTKIOHEHUA OT NpoLeaypbl;

€) Kakune-nnmbo Habnwgaemble HEOObIYHbIE OCOOEHHOCTMY;

f) maTy npoBeAeHUs UCnbITaHUSA.
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MpunoxeHve B
(o6sa3aTenibHoOeE)

OnpeaeneHne CKOPOCTM NOTOKa yepes KateTep

B.1 MpuHuun
Yepes kaTeTepHylo cUCTEMY NPOMycKalT BOAY U U3MEPSIOT BEIMUYMHY NOTOKA N0 06beMy WK Mo Becy.

B.2 PeareHT

B.2.1 AuctnnanpoBaHHaa wnv 4eNOHU3VUpPOBaHHAas BOAA WK Apyrve KNVHUYECKN 3HayYMMble cpefbl.
Jonyckaetcs ucnonb3oBaTb NUTHLEBYK [erasvMpoBaHHYl BoAy, MPUrOAHYK ANS NoTpebsieHus 4YenoBekoM, Wn
06bI4YHbIl 0,9 %-HbIli CONEBOIN pacTBop.

B.3 O6opyaoBaHue

B.3.1 Pe3epByap NOCTOSIHHOTO YPOBHS, OCHaLLEHHbIi TPYOKOW Nogayn 1 coeguHuTenem, Cnoco6HbIM, Korga Ucnbl-
TyeMmblli kKaTeTep He NpucoeamnHeH, obecneumBatb CKOPOCTb noToka (525 * 25) MA/MUH, 1 UMEIOLWMIA BbICOTY rmapocTaTu-
yeckoro Hanopa (1000 + 5) mm.

Mpumep nogxogsiiero o6opyfoBaHNA nokasaH Ha pucyHke B.1.

Pa3smepbl B MmunnmmeTpax

1— pesepByap MOCTOSHHOIO YPOBHS; 2 — AUCTUIMPOBAHHASA UM AENOHU3NPOBaHHAn BoAa; 3 — BXof4, 4 — nepenonHexue; 5— Tpy6a
nogaun; 6 — coeaunHUTeNb; 7 — UCMbITyeMas kaTeTepHas cuctema; 8 — cocya s c6opa U usmepeHus

PucyHok B.1 — Mpumep o60pyaoBaHus A5 onpeaesieHnss CKopoCTW NoToka BOAbl
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B.3.2 O6opyaoBaHue ans c6opa v onpefenieHns maccbl UM o6bema XUAKOCTW, BbiTeKalolleid 13 kaTeTepHoi cu-
CTE€Mbl C TOYHOCTbIO +1 %, WK ApyrMe COOTBETCTBYIOLLME CPEACTBA M3MEPEHUst CKOPOCTM MOTOKA.

MpumeuaHune — CoBpPeMEHHbLIM TPe6OBaHWSAM K TOUYHOCTM yAOBMEeTBOPSieT nocyfa, cootseTcTByowasn [10]
(knacc A nsi Bcex 06bEMOB UM knacc B ana o6bemMoB He meHee 100 mn) u [11] (knacc A gnsi Bcex 06bEMOB UM Knacc B ans
06bemoB He meHee 100 mn).

B.3.3 Cnoco6 uM3MepeHusi BpeMeH) TECTOBOIO Nepuoaa, Hanpumep, ¢ NoMolLblo TaiiMmepa.

B.4 Mpoueaypa

B.4.1 HanonHsAwT pe3epByap NOCTOSAHHOrO ypoBHS (B.3.1) cpefoii npu Temnepatype (22 + 2) °C. MpukpennswT
NCMbITYEMYIO KaTETEPHY CUCTEMY K COeAVHUTENO.

B.4.2 3anyckaloT NOTOK cpefbl Yepe3 kaTeTepHytlo cuctemy. CobupaloT BbiTEKAOLUA NOTOK B TEUEHME OnpeaeneH-
HOro nepuoga BpemeHu (He meHee 30 c) 1 onpeAenstoT ero 06beM C MOMOLLbI0 U3MEPUTENBHOMO LMAUHAPA UK NyTem
B3BELLUMBAHNA C y4eTOM MIOTHOCTU Cpefdbl, WX HENOCPEACTBEHHO M3MEPSIOT CKOPOCTb MOTOKA.

BA3 BbINONHAKT TPY M3MEpPEeHUs 415 KaXKA0N NPUMEHMMO KaTeTepHOl CUCTEMBI.

B.5 BblpaxeHue pe3ynbTatoB

BbluMcNaoT cpeaHee apudMeTMUeckoe Tpex U3MepeHuii 1 BbIpaxatoT 3Ty BE/IMUMHY Kak CPE/IHIO CKOPOCTb NOToKa
uepes KaTeTep B MUIIUAUTPAX B MUHYTY. OKPYIAISOT pacyeTHy CPeAHIO CKOPOCTL MOToKa [0 Liesioro uncna A4ns 3Hade-
HUIA 6onee 0AHOr0 MUMNUAUTPA B MUHYTY M A0 AECATLIX 47151 3HAUEHU MeHee OHOTO MUSIMINTPA B MUHYTY.

B.6 lMpoTokos ucnbiTaHUA

MPOTOKON MCNbITAHUSI O/KEH COAEepXaTb CNeayoLyo nHopMaLuumio:

a) CCbIJIKY Ha HaCTOSALNIA CTaHAapT;

b) naeHTUMKaLMI0 KaTeTepHO CMCTEMbI U ANNHY UCMLITYEMOTO KaTteTepa;

C) CpefHII CKOPOCTb NOTOKA, BbIPaXEHHYID B MUNIUANTPAX B MUHYTY (cM. B.5);

d) ecnu npuMeHMMO, MAEHTUUKALMI0 KOMNOHEHTOB, UCMNO/b3yEeMbIX ANA COeANHEeHNs 060pyAOBaHUsS C kaTeTep-
HOW cncTemol;

e) nobble OTKNOHEHNS OT Npoueaypbl;

f) kakne-nn6o Habnwgaemble HEOObIYHbIE OCOGEHHOCTH;

0) AaTy NpoBefeHNst UCNbITaHus.
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MpunoxeHne C
(o6sa3aTenibHoOeE)

MeTof UCNbITAHUSA Ha YTEUKY XWUAKOCTM Noj AaB/ieHuem

C.1 MpuHuun

KaTeTepHylo cucTemy MofICOeAVHSIIOT yepe3 repMeTUYHOe COeMHeHMe K WNpuLy uau annapaTy noj AaB/ieHUeM.
K KkaTeTepHoli cucTeMe W COeANHWUTENLHOMY Y37y, MPU HaNWuuW, NpUKNaAbIBaloT TMAPABIMYECKOE AaB/EeHUe U TPyGKy
KaTeTepa NPOBEPSIIOT Ha yTeuky.

C.2 PeareHThbl
C.2.1 AuncTunnumpoBaHHas Win AeVNOHU3NPOBaHHasa BoAa, WM NUTbeBasi BoAa, NpurogHas ans notpebneHuns yeno-
BEKOM.

C.3 O6opypoBaHue

C.3.1 lepmeTWYHbIA coeanHUTENb ANA NOACOEANHEHUS KAaTETEPHOl CMCTeMbl K LUNPpULY WavM annapaTty nog gasne-
Huem (C.3.3), KOTOpbI OCHalLeEH MAHOMETPOM, CNOCOGHbLIM M3MepsTb gaBneHne He MmeHee 300 klMa, n umeeT He6O/bLLON
BHYTPEHHUI 06BEM.

C.3.2 CoeguHutenb pna obecrneyeHnss repMeTUYHOIo COefMHEeHUA Mexagy LWnpuueMm wav annapatoMm noj Aasne-
Huem (C.3.3) n kateTepamu, KOTOpPble HE MMEIOT KaH/b.

C.3.3 Wnpuy nnn annapat nog AaBneHneM, KOTOPbIA MOXET nogasaTth gaBrieHne He meHee 300 klMa B TeyeHne He
MeHee 30 C Ha ncnbiTyemoe usgenue (Hanpumep, LWNpuL, UCMbITaHHBIA Ha OTCYTCTBME YTEUKM Yepes MOpLUEHb, U HaKOHeu-
Huk B cooTBeTcTBUM ¢ TOCT ISO 7886-1).

C.3.4 CpefcTBO 471 NepeKpbIBaHUA UCMbITYEMOro o6pasLa, HanpuMmep 3axuMm.

C.4 Mpoueaypa

C.4.1 Tpv ucnblTaHUN KaTeTePOoB, UMEKLNX KaHI/ (UNN KaHon), NpyM HEO6X0AMMOCTU COOBMPalT pasbeMHble
COeIMHEHNS B COOTBETCTBUWN C UHCTPYKUUAMU MU3roToBuTEeNA. MOACOEMHAIT KaH0 K repMeTuyHomMy pasbemy (C.3.1),
4yTo6bI 06ECNEeYnNTb repMeTUYHOe coefuHeHne.

C.4.2 TNpy ucnbiTaHUM KaTeTepoB, KOTOPble HE UMENT KaHAW, NOACOeAMHAIOT KaTeTep K Wnpuuy unv annaparty
nog pasnexHvem (C.3.3) ¢ nomouwbio coeguHutensa (C.3.2).

CA3 3anonHAwT wnpvy wam annapaT nog gasnexdvem (C.3.3) Bogoli (C.2.1) npu Temnepatype (22 £ 5) °C n
yOansoT BO3A4yX M3 BCEro UCNbITyemoro nsgenus. MepekpoisatoT (C.3.4) ncnbiTyemblii obpasel, Kak MOXHO 6amxe K auc-
Ta/lbHOMY KOHLLy.

C.4.4 TpuknagbiBatoT gasneHne He meHee 300 kMa. MNoapepxusalot gasneHve B TeyeHne 30 cekyH. Ocmartpu-
BalOT COEAVHEHME KaHIM, NPU HaMumMu, U TPYOKY kaTteTepa Ha yTeuky XUAKOCTU, T. e. 06pa3oBaHnsa ofHOW unu 6onee
nagatoLwmx Kanesb BOAbl, Y 3aNMCbIBAOT, UMeNa /I MECTO yTeuka WIN HeT.

MpumevaHne — Ona ob6neryeHns wunaeHTUUKaLMM YTEUYKM B peareHT MOXeT ObiTb AoOaBneH Kpacutesnb
(Hanpumep, Patent blue V unm MeTUNEHOBbLIA CUHWIA).

C.5 lpoTokon ucnbitTaHusd

MpoTokoN ucnbiTaHUa AOMKEH coAepXaTb CrefyLwyl MHopMaLmio:

a) CCblJIKY Ha HaCTOALWNIA cTaHaapT;

b) MAEHTUdMKALNIO KaTeTepPHON CUCTEMbI;

C) 3ak/loyeHne B OTHOLEHUW HaIMYUSA WU OTCYTCTBUSI YTEUYKU U3 COEAVHWUTENbHOrO y3na, Mpu Haamuuun, uam
TpybKkun KaTeTepa;

d) nto6ble OTKIOHEHNS OT NpoLueaypsbl;

e) kakme-nmbo Habnwgaemble HeOObIYHbIE 0COOEHHOCTY;

f) gaTty npoBegeHWs ucnbiTaHus.
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MpunnoxeHue D
(o6sa3aTenbHoOE)

MeTofn onpeAeneHns ycunms Ha paspbiB

D.1 MpwuHumn

McnbiTyemble 06pasiibl UKW NOMHYI0 A/IMHY KaTeTepa BbiGMpPaoT Takum 06pa3oMm, YTo6bl UCMbITAHWUIO NoABepranach
Kaxgas TpybuaTas yacTb, KaX4oe MecTo COeAMHEHUS MexXAy KaHwnell uu coeguHuTenem u Tpy6Koii v Kaxaoe coepu-
HEHVe Mexay TpybuaTbiMu yacTaMU. K KaxAoMy UCMbITYeEMOMY 06pasLy NpukiafblBaloT pacTarusaloLlee ycuame go tex
nop, noka Tpy6ka WM MecTo COeAUHEHUS He Pa3opBYTCA WK He OTAeNATCs Apyr OT Apyra.

D.2 O6opypoBaHue
D.2.1 Annapat 4na nNpoBeAeHUss UCNbITAHUS Ha pacTshkeHune, cnocobHbIli obecneuntb Harpysky 6onee 15 H.

D.3 Mpoueaypa

D.3.1 Cob6upaloT kaTeTepHyl CUCTEMY B COOTBETCTBUWU C MHCTPYKLMAMU U3roTOBMTENA. BbiOMpalOT y4acToOK kaTe-
TEepHOW cucTembl ANA UCNbITAHUA. BKNOYaloT B UCMbITATENbHbIA YHACTOK KaHIOMN0 WKW coeguHuUTeNb, B 3aBUCMMOCTU OT
cuMTyaluu, a Takke CoefMHEeHNe Mexay cermeHTamu, Hanpumep mMexay TpyOKon u AncTanbHbIM KOHLOM.

D.3.2 ToToBAT 06pasLbl A5 UCMbITAHUIA B COOTBETCTBUM C HaszHavyeHueM. Mpoao/mKNTEeNbHOCTL NpeaBapuTenbHo
NOAroTOBKM A0/XHA COOTBETCTBOBATb K/IMHUYECKN cTabunbHON hase. McnbiTbiBaloT B cooTBeTcTBMM ¢ D.3.3—D.3.6 cpasy
nocne KOHAULMOHMPOBAHUA.

D.3.3 DuKCMpYOT MCMbITYEMbIA y4acToK B annapare A/ NpoOBEAEHUS WUCMbITaHUS Ha pacTsxeHue. Ecnm npucyT-
CTBYET KaHI0NA WIN COeANHUTENb, UCMO/b3YI0T COOTBETCTBYIOLEe KpenseHne, 4Tobbl He AoMyCTUTbL UX gedopmaunu.

D.3.4 N3mepsoT kKaiMbpoBOYHYH AJIMHY UCNbITYEMOrO yyacTka, T. €. pacCTosHMe MexXay 3axumamu annaparta gns
UCMbITAHUA Ha pacTsHKeHWe WKW PacCTOSHWE MeXAY KaHINen Wan CoefuHUTENEM U 3aXMMOM, YAEepXUBatoWwmM Apyroi
KOHeL, NCNbITYyeMOro yyacTka, B 3aBUCUMOCTWN OT CUTyaLuu.

D.3.5 lMpuknagbiBaloT pacTarnsaloLlee ycuive co CKOPOCTbI pacTskeHnsa 20 MM B MUHYTY Ha MUIJIMMETP Kasun-
6pOBOYHON A/IMHbI (cM. Tabnuuy D.1) oo Tex nop, noka He NpPou3OKAET pasfefnieHne UCMbITYeMOro yyacTka Ha ABe Win
60sblUe yacTeli. 3anucbiBalOT NMKOBOE pacTArMBaloLlee yCuame B HblOTOHaX, [OCTUTHYTOe BO BPeMsi UCMbITaHUS Ha pac-
TS)KEHWE UCMbITYeMOro yyacTka Katetepa 40 MOMEHTa WM B MOMEHT pa3fesieHnsa Ha [Be YacTu.

D.3.6 He pgonyckaetca npoBoAMTb 60/iee OAHOIO UCNbITAHUSA A5 OAHOrO WM TOrO Xe UCMbITYeMOro yyacTka Ka-
TeTepa.

Ta6nunuya B.1 — lMpumepbl YCNOBUA ANA CKOPOCTU pacTskeHnss 20 MM/MUH/MM

KanmbpoBoyHas f/imHa, MM CKOpOCTb MpU MCTbITaHUM, MM/MUWH
10 200
20 400
25 500

D.4 MNpoToKON nUcnbiTaHU

MpOTOKON UCMbITAHUA JO/MKEH COAepXaTb CAeAyoLYy0 UHopMaLnio:
a) CCblJIKY Ha HaCTOAWMIA cTaHaapT;

b) naeHTUUKaLMIO U3genus;

C) MAEHTUMMKALNIO KaTETEPHON CUCTEMbI;

d) nNukoByl Cuy PacTsXEHWs B HbIOTOHAX;

€) MecTOnosI0XKeHne paspbiBa;

f) nobble OTKIOHEHNS OT Npoueaypsbl;

0) Kakne-nnbo Habnwgaemble HeOObIYHbIE OCOOEHHOCTH;

h) paTty npoBefeHusa ucnbiTaHus.
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MpunoxeHne E
(cnpaBo4yHOE)

Apyrvne eanHULbl U3MeEpPeHUs

E.1 O6wwe nonoxeHus

Cnegyrowve eguHiLbl N3MEPEHUS OT/IMYAIOTCA OT YKa3aHHbIX B HACTOSILLEM CTaHAapTe U MOTyT 6biTb UCMO/b30Ba-
Hbl AONOMHUTE/BHO. VX UCMONL3YIOT AN 0603HAYEHUS HOMUHAIBHOTO pas3Mepa WM 1 KaTeTepos.

E.2 ®paHuy3ckas lkana, nau wkana LWapbepa

MaeHTudmkaumns no HOMUHaIbHLIM pa3MepaM HapyXHOro pasMepa karetepa, BblYMCIEHHAA Kak TpexKpaTHbIA gua-
MeTp (B Munnmmetpax): Fr =3 ¢ D (Mm). CnoBo «hpaHLy3CKuit» MOXeT 6biTb cokpawieHo kak F, FR, Fr, Fg, CH uan Ch.

E.3 Kannbp wvrnbl

Kanm6p vrnbl npeacTaBnsieT HapyXHblli anaMmeTp uri. Bonbluve yncia Kambpa OTHOCSTCA K Ure MeHbLUero auna-
MeTpa, cm. Tabnuuy E.1.

NMpumeyaHne — JononHutensHas nHopmaumsa o kanubpax npusegeHa B FOCT P NCO 9626.

Tabnuua E.1— Pasmepbl kannbpos

O603HaueHHbIi METPUYECKUA pasvep, MM Kanmép
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
11 19
1,2 18
1,4 17
1,6 16
1,8 15
21 14
2,4 13
2,7 12

3 n
3,4 10
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MpunoxeHue A
(cnpaBo4HOE)

CBefeHnda 0 COOTBETCTBUM CCbIJTIOYHbIX HaLMOHaIbHbIX U MeXrocygapCtTBeHHbIX CTaHOapPTOB
MeXxayHapoaHbIM CTaHAapTaM, MCNOJ/Ib30OBaHHbIM B Ka4YeCTB€e€ CCbIJ/IOYHbIX B NTPMUMEHEHHOM

Tabnuya [OA 1

MeXAyHapoaHOM cTaHaapTe

O603HayYeHre CCbISIOYHOTO HauMOoHabHOro, CTteneHb O603Ha4YeHne N HaMMeHoBaHWe CCbIJTIOYHOIO MeXAyHapo4HOro
MeXrocyaapCTtBeHHOro ctaHgapra COOTBETCTBUA CTaHaapTa
FOCT ISO 10993-1—2021 IDT ISO 10993-1:2018 «OueHka 6MOMOTNYECKOTO [AeNCTBUS.
Yactb 1. OueHka 1 nccnefoBaHus B nNpoLecce MeHempKMeHTa
PUcka»
FOCT ISO 10993-7—2016 IDT ISO 10993-7:2008 «OueHKa 6MOMOrMYECKOr0 AENCTBUSA Me-

FOCT ISO 11607-1—2018

FOCT P NCO 14155—2022

FOCT P NCO 80369-6—2023

COOTBETCTBUA CTaHOapPTOB:

(1]

(2]

(3]

(4]

MpnmeyaHne —

ANUMHCKMX n3genuii. Yacte 7. OcTaTo4HOE coaepxaHue aTtu-
NeHokcuaa nocrne ctepuamnsaunm»

IDT ISO 11607-1:2006 «YnakoBka MeAWLMHCKUX W3AenniA, nog-
nexawmx uHUWHON cTepunmsauun. Yactb 1. TpeboBaHus
K MaTepuanam, 6apbepHbiM cuctemam Aas CTepuamsaumm un
yNakoBOYHbIM cucTemam»

IDT ISO 14155:2020 «KnuHunuyeckme nuccnefoBaHna MeauLunHCKNX
u3genuin, NpoBoAMMblE C ydyacTMem YesioBeka B kadyecTBe
cybbekTa. Hagnexawian kanHuyeckas npaxktuka»

IDT ISO 80369-6:2016 «CoeguHuTeNnn manoro guamertpa gns
XWAKOCTEA W ras3oB, WCMOMb3yemble B 34pPaBOOXPaHEHUW.
YacTb 6. CoeguHutenn ans HelipoakcuanbHOro npuMeHe-
HUA»

B HacToswei Tabnuue MCNofb30BaHO crieayiollee YCN0BHOE 0603HaYeHune cTeneHu

- IDT — npeHTU4YHble cTaH4apThI.

ISO/TR 19244:2014

ACTM F640—23
(ASTM F640—23)

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

ACTM F2052—21
(ASTM F2052—21)

Bunénunorpaduna

PykoBOACTBO MO nepexofHbiM nepuogam [OKYMEHTOB, pa3paboTaHHbix ISO/TC 84.
YcTpolicTBa 19 BBEAEHUS MeANLUMHCKMX NpenapaTtoB v kaTeTepbl (Guidance on transition
periods for standards developed by ISO/TC 84 — Devices for administration of medicinal
products and catheters)

CTtaHgapTHble MeToAbl UCMbITAHUS A1 OonpeAesieHNss PeHTTeHOKOHTPACTHOCTM Ans Me-
OuumHckoro npumeHeHns (Standard Test Methods for Determining Radiopacity for Med-
ical Use)

KaTteTepbl MeguunHckne. HYacTe 7. OnpegeneHne NornoleHnss peHTreHOBCKOro n3nyde-
HUA KaTeTepamu. Tpe6oBaHuA n ucnbiTaHua (Catheters for medical use — Part 7: Deter-
mination of the X-ray attenuation of catheters — Requirements and testing)

CTaHAapTHbIA MeToh UCMbITaHuiA ANsi U3MEepPeHUst MarHUTHO-WHAYLMPOBAHHON CUMbI
CMelLeHNs1 HeakKTMBHbIX UMM/aHTaTOB B cpefe 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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[5] ACTM F2213—17 CTaHfapTHbI MeToA UCMbITaHWi A1 N3MEPEHUS MarHMTHO-UHAYLMPOBAHHOIO KpyTsLLe-
(ASTM F2213—17) r0 MOMEHTa Ha MefUUMHCKUX U3AeNusix B cpefe MarHMTHoro pesoHaHca (Standard test
method for measurement of magnetically induced torque on medical devices in the mag-

netic resonance environment)

[6] ACTM F2182—19e2 CTaHgapTHbIi MeTof, UCMbITaHui AN U3MEPeHUs PaguodyacToTHOrO VMHAYLMPOBAHHOIO
(ASTM F2182—19e2) HarpeBa Ha Wan B6/IM3M HeaKTUBHbIX UMMN/IAHTATOB BO BPEMS MarHMTHO-Pe30HAHCHO TO-
Morpadgun (Standard Test Method for Measurement of Radio Frequency Induced Heating

On or Near Passive Implants During Magnetic Resonance Imaging)

[7] ACTM F2119—24 CTaHfapTHbI MeToZ, UCNbITaHWA 419 OUEeHKN apTedakToB Ha MP-1306paXeHunsax oT He-

(ASTM F2119—24) akTUBHbIX nmnnaHTaToB (Standard Test Method for Evaluation of MR Image Artifacts from
Passive Implants)

[8] ACTM F2129—19a CTtaHgapTHbIl MeToA, MCNbITaHWA AN NPOBEAEHVS LUMKIMYeCKUX NoTeHuuogmHamuye-

(ASTM F2129—19a) CKMX M3MepeHuit nonspusauun Ans onpefeneHvs noABEPXEHHOCTWM KOppo3uu MasbixX

mmnnaHtatos (Standard Test Method for Conducting Cyclic Potentiodynamic Polarization
Measurements to Determine the Corrosion Susceptibility of Small Implant Devices)

[9] EH 13868:2002 KateTepbl. MeTogbl UCMbITAHUA Ha M3rM6 O4HOMPOCBETHbLIX KATETEPOB U MEAULMHCKUX
(EN 13868:2002) Tpy6ok (Catheters — Test methods for kinking of single lumen catheters and medical
tubing)
[10] nCO 4788:2005 Mocypa cTeknsaHHaa nabopaTtopHas. MepHble rpagyupoBaHHble unnuHgpbl (Laboratory
(ISO 4788:2005) glassware — Graduated measuring cylinders)

[11] ACTM E1272—02(2019) CrtaHgapTHaa cneuudmkaums gns nabopaTopHbIX CTEKASAHHBIX TPafyNpOBaHHbIX LUINH-
[ASTM E1272—02(2019)] apos (Standard Specification for Laboratory Glass Graduated Cylinders)

YOK 615.472.5:006.354 OKC 11.040.20

KnwuyeBble cnoBa: kKkateTepHasa cucrtema, Heﬁpoaxcmaanoe npMMeHeHne, XapaktepucTtuku, mMmartepuansl,
ncnblTaHMA, ynakoBka, MapKnpoBka
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