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MNMpeancnoBue

Llenn, ocCHOBHble nMpuHUMNBLI K o0bwue npaBuna npoBedeHns paboT no
MeXrocyaapcTBeHHOM cTaHgaptusauumn yctaHosrieHbl [OCT 1.0 «MexrocygapcTBeHHas
cuctema ctaHgaptusaumn. OcHoBHble nonoxeHusi» n FOCT 1.2 «MexrocyaapctBeHHas
cucteMa ctaHgaptusaumn. CtaHgapTbl MEXrocydapCTBEHHbIE, NpaBuna n pekoMmeHaaumm
Nno MeXrocyaapCTBeHHOW cTaHaapTudaumun. MNpasuna paspaboTkun, NPUHATUS, OOHOBMEHUSA
N OTMEHbI».

CBepeHus o cTaHpgapTe

1 NOAIrOTOBJIEH ®depeparnbHbIM rocygapCTBEHHbIM YHUTAPHbLIM  NpeanpusaTuem
«Poccnncknin Hay4Ho-TEXHUYECKUIW LeHTP MHOopMauum nNo ctaHgapTmsaumm, MeTponorum
n oueHke cootBeTcTBUA» (PIYI « CTAHOAPTUH®OPM») n O6wecTtBoM C OrpaHN4yeHHON
oTBeTcTBeHHOCTblO  «MepgTtexcranHgapt»  (OOO «MeartexcTtaHgapT») Ha  OCHoBe
cOBCTBEHHOrO NepeBoJa Ha PYCCKUA SA3bIK aHMMOA3bIYHOM BEPCUM CTaHgapTa, YKadaHHOro
B NyHKTE 5

2 BHECEH ®epeparnbHbiM  areHTCTBOM MO TEXHUYECKOMY pPerynumpoBaHui W
meTtponoruun (TK011)

3 MNMPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHAapTu3auuun, MeTpornornm u
cepTudmkaummn (NPOToKON OT 202 _r. Ne )

3a NPpUHATNE CTaHOapTa nporosiocoBanu:

KpaTtkoe HaumeHoBaHne | Kog ctpanbl no MK CokpalleHHoe HaMMeHoBaHMe
ctpanbl no MK (MCO 3166) |(UCO 3166) 004-97 HauWoHanbHOro opraHa no
004-97 cTaHgapTusaumm

4 MMpukazom depepanbHOro areHTcTBa MO  TEXHUYECKOMY PErynMpoBaHMIO W
MeTpornoruu ot 202 1. Ne MexrocyaapctBeHHbl ctaHgapT FOCT -
202_ BBe[€eH B AeNUCTBME B Ka4eCTBE HaLMoOHarnbHOro craHgapta Poccuickon ®epepaumm
C 202 .

5 Hactosawmn craHgapT WOeHTUYeH MexayHapogHomy crtangapTy ISO 10555-
5:2013 «KaTteTepbl BHyTPUCOCYAUCTbIE OQHOKPATHOrO NPUMEHEHNsa cTepunbHble. YacTb 5.
Mepudepuryeckne kaTeTepbl C BHyTpeHHEN urnon» («Intravascular catheters — Sterile and
single-use catheters — Part 5: Over-needle peripheral catheters», IDT).

MexayHapogHbln ~ CcTaHgapT  paspaboTaH  TEXHWYECKMM  KOMUTETOM MO
ctangapTtusaummn ISO/TC 84 «YcTponcTBa Ans BBEAEHUSI NEKapCTBEHHbIX NpenapaTtoB U
BHYTPMCOCYANCTbIE KaTeTepbl» MexayHapoaHou opraHu3auumn no ctangaptusauum (1ISO).

Mpn NpuMeHeHNn HacTosIWEero ctaHgapTa PeKOMeHOYyeTCs MUCNofb30BaTb BMECTO
CCbINTOYHBIX MEeXOYHapOOHbIX CTaHOAPTOB COOTBETCTBYHOLIME UM MEXIoCydapCTBEHHbIe
cTaHOapTbl, CBEAEHNSA O KOTOPbIX NpUBeAEHbl B 4OMOSIHUTENbHOM NpunoxeHnn JA

6 BSBAMEH NOCT ISO 10555-5-2012
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UHpopmayus o esedeHuu e delicmeue (npekpaweHuu Oelicmeusi) Hacmosiueao
cmaHOapma U U3MEeHeHUlU K HeMy Ha meppumopuu yKal3aHHbIX 8bllie 20cydapcme
nybrukyemcsi 8 ykasamesisix HayuoHarbHbIX cmaHdapmos, u3dasaembiXx 6 3mux
eocyfapcmeax, a makxe 6 cemu WHmMepHem Ha calmax coomeemcmeyruwux
HayuoHarsbHbIX opa2aHo8 rno cmaHdapmu3ayuu.

B cnyyae nepecmompa, U3MEHEHUS Uuu OmMeHbl Hacmosuw,e2o cmaHdlapma
coomeemcmeyrow,asi uHgpopmauyusi bydem onybriukoeaHa Ha ogbuyuaribHOM UHMepHem-
catime MexaocydapcmeeHHo20 cogema [0 cmaHOapmu3ayuu, Memporsoauu U
cepmucbukayuu e kamarsioze «MexeocydapcmeeHHble cmaHdapmbiy»

© IS0, 2013 — Bce npaBa coxpaHstoTCs
© CtaHgapTuHpopMm, odopmineHue, 202

B Poccunckon depepaumm HaCTOAWMA CTaHOAPT HE MOXeT

OblTb MOMHOCTLID UM YaCTUYHO BOCMPOU3BEOEH, TUPAXMPOBAH U

T pacnpocTpaHeH B KadecTtBe oduvumanbHOro wusgaHma 6es

paspeweHus dPegepanbHOro  areHTCTBa MO TEXHUYECKOMY
perynmpoBaHuio 1 MeTposiormm
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BBeneHue

Hactoawun ctaHgapt naeHTuyeH mexayHapogHomy ctangapTy 1SO 10555-5:2013
«KaTeTepbl BHYTpMCOCYAUCTblE OLHOKPATHOrO MPUMEHEHNSA CTepunbHble. Yactb 5.
Mepudepudeckne katetepbl C BHYTPEHHEW WrNON», pa3paboTaHHOIMO TEeXHUYECKUM
KOMMTETOM Nno ctaHgaptmsaummn ISO/TC 84 «YcTponctea Ans BBEAEHUS NEKapCTBEHHbIX
npenapaTtoB W BHyTpUCOCYaUCTble KaTeTepbl» MexayHapoaHow opraHuMsauun no
ctaHgaptusauumm (1SO).

BTopoe wusgaHve oTMeHAeT u 3aMeHdeT nepsoe wusgaHune (ISO 10555-5:1996),
KOTOpoe BbINIo TeXHNYECKN nepecMoTpeHo. OHO Takke BKIoYaeT nameHeHume 1SO 10555-
5:1996/Amd 1:1999 n nonpaeky ISO 10555-5:1996/Cor 1:2002.

Cepua ISO 10555 nog obwum 3aronoBkom «KateTepbl BHYyTpUCOCYyaUCTbIE
OLHOKPaTHOro NPMMEHEHUSI CTEPUSIbHbIE» COCTOUT M3 CNeayloLwWwmnx YacTen:

- Yactb 1. O6wme TpeboBaHus

- Yactb 3. LleHTpanbHble BEHO3HbIE KaTeTepbl

- Yactb 4. KateTepbl 4nga 6annoHHon gunartayum

- Yactb 5. lNepudpepunyeckne kateTepbl C BHYTPEHHEN UTTTON

PaspabatbiBaeTca cnegyowas 4yacTb:

- Yactb 6. [NogKoxXHble MNIaHTUpYeMble NOPThI

Cneaytowas 4acTtb Obina OTMEHEHA, a ee coaepxumoe BkntoveHo B ISO 10555-1:

- Yactb 2. AHrnorpaduyeckmne katetepsbl

Heobxognmo yumtbiBath ISO 11070, B KOTOpOM onpegeneHbl TpeboBaHusa K
OOMNOMNHUTENBbHLIM YCTPOUCTBAM, MUCMNOMb3yEMbIM C BHYTPUCOCYAUCTbIMU KateTepamu, u
ISO 14972, B KOTOpOM onpegeneHbl TpeboBaHWA K CTepurnbHbIM 06TypaTopam,

ncnoJjib3yemMbiMm C nepmcbepmquKMMM KaTteTepamMmum C BHyTpeHHeVI Urnomn.
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V)

MEXIOCYODACTBEHHBIUWC CTAHAOAPT

KATETEPbI BHYTPUCOCYAUCTbIE OOAHOKPATHOIO MPUMEHEHUA
CTEPWUJIbHbIE

YHactb 5

Mepudepunyueckmne Katetepbl C BHYTPEHHEN UINON

Intravascular catheters — Sterile and single-use catheters — Part 5: Over-needle

peripheral catheters

Hata BBegeHnsa — 20 — -

1 ObnacTtb NpUMeHeHUsA

HacTtoswmii  ctaHgapT  ycTaHaBnuBaeT  TpeboBaHMS K BHYTPUCOCYAUCTbLIM
nepudepnyeckum katetepam C BHYTPEHHEeM WrMoWn, npegHasHaydeHHbIM Ans gocTyna K
nepudepunyeckon CoCyamcTon cucteme, NOCTaBnsieMbiM CTEPUNBbHBIMU U NpeAHa3HaYeHHbIM

Ana OgHOKpaTHOro NpuMeHeHn4.

2 HopmaTuBHbIe CCbISIKN

B HacTodlweM CTaHOapTe WCnoJsib3oBaHbl HOPMATUBHbLIE CCbIJIKM Ha cnegytloluine
CTaHAapThbl. ﬂ,]‘lﬂ OJaTUPOBaAHHbIX CCbIJIOK NPUMEHAIOT TOJIbKO YKa3aHHOe wu3gaHue
CCbIJIOYHOIo CTaHAgapTa, And HegaTUupoBaHHbIX — MNocliegHee wu3gaHume (BKJ'IPO‘-IaFI BCe
N3MEHEHNS).

ISO 594-1, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain

lpoekm, RU, nepeas pedakuyusi
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other medical equipment — Part 1: General requirements?) [[eTanu coeauHUTENbHblE C
KOHYCHOCTbIO 6 % (Jltospa) ona wnpuues, Urn 1 Apyroro MeauuuHcKoro obopyaoBaHuS.
YacTtb 1. Obwme TpeboBaHus]

ISO 9626, Stainless steel needle tubing for the manufacture of medical devices (Tpy6ku
NronbHbIE N3 HEPXXaBELLEN cTanu Ans N3roToBNEHUS MEOULMHCKMX U3OeNni)

ISO 10555-1, Intravascular catheters — Sterile and single-use catheters — Part 1:
General requirements (KateTepbl BHYTPMCOCYAUCTblE  OOHOKPATHOrO  MPUMEHEHMS

ctepunbHble. YacTb 1. Obuwme TpeboBaHus)

3 TepMmuHbI U onpeaeneHns

B HacTosdwem ctangapTte npumeHeHbl TepMuHbl no ISO 10555-1, a Takke cneayrowme
TEPMWHbI C COOTBETCTBYHOLLMMN ONpeaeneHnaMu:

3.1 nepucepuyeckMm BHYTPUCOCYAUCTbIN KaTeTep C BHYTpeHHeW urnou (over-
needle peripheral intravascular catheter): KateTtep, paspaboTtaHHbii ana BBegeHus (Mnm
BblBEOEHUS) XXUAKOCTEN UM YCTPOMCTB B (NN 13) nepudepmnyeckyto CoCyancTyto CUCTEMY.

3.2 urna (needle): Ysen, cocrtoswun, NO KpamHenm mMepe, U3 UrosibHonM TPyOoKy,
noacoeaNHEHHOW N COObLLIAOLWLENCS C KaHIONEN Urnbl.

CwMm. pucyHok 1.

3.3 wronbHaa Tpyo6ka (needle tube): XXecTtkasa Tpybka C 0O4HMM 3a0CTPEHHBLIM KOHLIOM
ans obneryeHnst 4OCTyna B TKaHb Tena.

3.4 kaHona wurnbl (needle hub): Hacagka, nogcoeguHsiemas K uroribHom Tpyoke,
obecneunBatoLlasn coobLLeHne C ee OTBEPCTUEM.

3.5 Hacapgka ¢ knanaHom (vent fitting): ®ukcupoBaHHasi MMM CbeMHasl Hacagka,
no3BonsWas BbiNyckaTb BO34yX, OAHOBPEMEHHO OrpaHvyMBas W NpPeanoyvTUTENbHO
npeaoTBpaLlas TevKy KPOBW.

3.6 6nok katetepa (catheter unit): Cbopka, cocTodawlas U3 Tpyobkn KateTepa, KaHm
KateTepa u nobon HECbEMHON HacaaKu.

CwMm. pucyHok 1.

3.7 obpatHbIn noTok (flashback): MNMoTok KpoBK B roNoBKY UrMbl.

1) BameHeH Ha ISO 80369-7:2016, Small-bore connectors for liquids and gases in healthcare applications -
- Part 7: Connectors for intravascular or hypodermic applications (CoeanHutenu ¢ He6onbLUIUM BHYTPEHHUM
AnamMeTpoMm Ans XUAOKOCTEN M ras3os, NpUMeHsemble B MeanunHe. Yacts 7. CoeguHUTENU BHYTPUCOCYQUCTOrO U

NOAKOXXHOIo I'IpMMeHeHMH).
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h

a—-0<a<1mm(cm. 4.3.2); lh — acpdbekTmBHag anuHa; 1 — Tpybka katetepa; 2 —
KaHoNa kateTepa; 3 — uronibHasa Tpyobka; 4 — kaHns urnbl; 5 — Hacagka ¢ KnanaHowm; 6 —

NATKa cKoca; 7 — aneMeHT KateTepa

MpumeyaHune — [Ipyrne ocOBEHHOCTN KOHCTPYKLUM MOTYT BKIOYaTb KPbifibs, MHBEKLNOHHbIE
nopTbl, ABMSIOLIMECS YacTblo KaHKMW KaTeTepa, Apyrve cpeacTBa, COeAVMHEHUsI C KaHanom Ans
XKMOKOCTW, CpeacTBa 3aluTbl OT CryYalHOro rnoBpexaeHust Urnomn, u T. 4. Tpybka katetepa MoxeT

UMeTb OAMH UIN HECKOSBbKO NPOCBETOB (KaHaros).

PucyHok 1 — Tunn4yHbin nepudepnyeckmnin BHyTPUCOCYOUCTbIN KaTeTep C BHYTPEHHEN UTTION

4 TpeboBaHuA

4.1 O6wue NnonoxeHus
Ecnn B HacTtosiwem cTaHOapTe He ykasaHo MWHOe, nepudepuyeckne kartetepbl C

BHYTPEHHEN UIrMon A0MKHbI cooTBeTCcTBOBaTh ISO 10555-1.

4.2 MHoronpocBeTHble (MHOrokaHarnbHble) KaTeTepbl
[ns kaTteTepoB C HECKONbKMMW MpocBeTaMu WAeHTUUKaUUS Kaxaoro npocBeTa

AO0ImKHa BbITb OYeBMAHA ANs NONb3oBaTens.

4.3 Pusunyeckue TpedboBaHusA

4.3.1 LiBeToBOE KOAMPOBaAHME
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Ha 6nok kateTtepa gomkeH ObiTb HAHECEH LIBETOBOW KO B COOTBETCTBMM C Tabnuuen 1
Ans 0603HaYeHMA HOMUHANBHOIO HaApPY>KHOIO AnameTpa Tpyoku kaTeTepa.

4.3.2 bnok kateTepa

AunctanbHbI KOHeL OOMmKeH BbiTb KOHYCOObpasHbiM Ans obnerdyeHns ero BBeAEHUS U
OOJTKEH NNOTHO npuneraTb K urne. Koraa urna nonHocTbio BBeAeHa B OMok kateTtepa, Tpybka
KaTteTepa He AOSMKHA HN BbIXOAUTb 3a NATKY CKOCa UrMbl, HU pacnonaratbCs ganblle, YeM Ha
pacCcTossHUN 1 MM OT Hero (CM. pa3Mep a Ha pUCyHkKe 1).

4.3.3 Urna

4.3.3.1 Matepwnan

Ecnu ncnonbayotca ctansHble TpyOku, OHM JOMKHbBI cooTBeTcTBOBaThL 1ISO 9626.

Ta6bnuuya 1 — LiBeToBOE KOANPOBaHME U COOTBETCTBYHOLLME pasmepbl kaTeTepa

HomMrHanbHbIN [nanasoH peanbHbIX LipeT?® Kannbp®
BHELUHUN anameTp BHeLWHNX OnamMmeTposB,
TpybKn KaTeTepa, MM MM

0,6 o1 0,550 go 0,649 dunoneToBbIN 26
0,7 o1 0,650 oo 0,749 XKentbin 24
0,8: 0,9 ot 0,750 oo 0,949 TeMHO-CUHUI 22
1,0;1,1 o1 0,950 oo 1,149 Po3soBbin 20
1,2;1,3 ot 1,150 oo 1,349 TemMHo-3eneHbIn 18
1,4;:15 ot 1,350 oo 1,549 Benbin 17
1,6;1,7;1,8 ot 1,550 oo 1,849 Cepbin 16
1,9;2,0;2,1; 2,2 o1 1,850 go 2,249 OpaHxeBbin 14
2,3:2,4:25 oT 2,250 go 2,549 KpacHbin 13
2,6;2,7; 2,8 oT 2,550 no 2,849 BneaHo-ronybon 12
3,3;3,4 ot 3,250 go 3,549 CBeTNno-KOpUYHEBDLIN 10

a LiBeT MoxeT OblTb Henpo3payHbiM MUK Nofynpo3payHbIM. LiBeToBble 0603HaYEHMS HENPO3PaYHbIX
mMaTtepuvarnoB NpuBeaeHb! B NpunoxeHum B.
b |lseToBOE KOAMPOBAHVE OBLIYHO MPUMEHSIETCS K KaHIONe KaTeTepa UM HECbeMHOWN HacaKe.

¢ Mcnonb3oBaHne HoMepa kanubpa saBnsieTcs Heobsi3aTenNbHbIM.

4.3.3.2 OcTtpue nrnbl
Mpn ocmMoTpe HOpManbHbIM UM CKOPPEKTUPOBAHHBIM 4O HOPMAaribHOro 3peHuem ¢ 2,5-
KpaTHbIM yBenuM4yeHueM, OCTpUe WrMbl OOMKHO ObiTb 3a0CTPEHHbIM, 6e3 BbICTyNaroLmMX

KpaeB, 3ayCEHLIEB U KPHOUKOB.
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MpnmevyaHne — OcTpve OOMKHO ObITb paspaboTaHO Takum obGpasoM, 4ToObl M3beratb
HenpeayCMOTPEHHOrO yaaneHus Yyactu TkaHen. B npunoxeHun C npvBefeHbl NpUMepbl TUMMYHON

reomeTpun oCcTpua Urnbl.

4.3.3.3 KaHtonga nrnel

KaHtonsa urmnbl unu gpyrue npucnocobneHms AoMmKHbI NO3BONATbL onpeaensTb obpaTHbIN
NOTOK M A0SMKHbl ObiTb paspaboTaHbl TakuMm obpa3om, 4YToObl coobLliaTbCs C BXOAHbLIM
oTBepcTMeM B uronbHon Tpybke. Ecnn BBOgMMasi urna cHabxeHa CbeMHOW Hacagkon C
KnanaHoMm, rofloBka Mrmbl OMKHA 3akaH4YMBaTbCA Hacagkon Tuna female ¢ 6 %-HbIM KOHYCOM
(IMyepa), cootBeTcTBYtOWMM ISO 594-1.

4.3.3.4 TTpOYHOCTb COEANHEHNS KaHIONM UMbl N UTOSTbHON TPYOKM

Mpy ncnbiTaHMM B COOTBETCTBUM C NPUIIOXEHMEM A coefuHEeHUe UrofnbHOW Tpybku C
KaHIoNen nrnbl He AOMKHO ocnabeBaTb.

4.3.4 Hacapgka c knanaHom

HormkHa BbITb NpegycMoTpeHa Hacaaka ¢ knanaHom. [pu ucnblTaHnn B COOTBETCTBUN C

npunoxeHnem D, XMAOKOCTb HEe OOIMKHA BblTEKATb M3 HAcadKM C KrnanaHoM B TeyeHue 15 c.

4.4 Undopmaums, npeaocraBrsieMas U3arotoBuTernem

MHpopmauma, npepoctaBnsiemas  M3rotoBuTenem, OOfPKHAa  COOTBETCTBOBATb
TpeboBaHnam ISO 10555-1, a Takke AOSHKHA BKAOYATb CReayoLLyo NHopMaLnio:

a) CKOPOCTb MOTOKAa AN KaXKAoro npocBeTa;

b) npepynpexpeHve O HegomyCTUMOCTM MNOBTOPHOIMO BBEAEHMSI YaCTUYHO MU
NOSMHOCTbIO U3BNEYEHHON UMb,

C) Ha Kaxayl NepBUYHYH YNakoBKY AOSMKEH OblTb HAHECEH LIBETOBOW KO, €Crniv uBeT
Ha NPOAYKTe He BUAEH Yyepes NepBUYHYI0 YNaKOBKY, U HAPYXHbIN OMaMeTp, Kak onpeneneHo

B Tabnuue 1.

M pnMmedyaHune -— EanHnubl n3MepeHund, OTIIn4Hble OT onpegeneHHblX B HacTodAlleM

CTaHOgapTe, MoryT ObITb NCNONb30BaHbI AOMONHUTENBHO.
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MpunoxeHue A

(ob6s3aTenbHoOE)

OnpegeneHve NPOYHOCTU COEAUHEHUS KaHIONMU U UTOSIbHOW TPYOKKH

A.1 MpuHUMN
K nronbHom TpyGKe M KaHlone urnbl NPUKnaabiBatoT cuny (NocnegoBaTenibHO Cua pacTsKeHUs

n C)KaTVIFl), a 3aTeM npoBepAroT, He ocnabno nn coegmMHeHne pr6KVI N KaHKOIN.

A.2 O6opypoBaHue
Annapart gna npoBeAeHUsi UCNbITAaHUSA Ha pacTsXeHue, CnocobHbI obecneunBaTtb Harpysky

0o 20 H ¢ TouyHocTbio £1 %.

A.3 lMpouenypa ucnbiTaHus

A.3.1 BblgepxuBatoT urny B atmocdepe ¢ OTHOCUTENbHOW BnaxHocTbio oT 40 % o 60 % wm
Temnepartypon (22 + 2) °C B TedeHne 2 4 HENOCPEACTBEHHO Nepes UCTbITaHUEM.

A.3.2 OUKCUPYIOT UronbHy0 TPYOKY W KaHIOMN UMbl B 3aXXumax annaparta Ans npoBeaeHus
UCNbITaHNSA Ha pacTshKeHne 1 nocneaoBaTeNbHO NPUKNaabIBaOT MO OQHOMY pa3y CUy pacTsXKEHUS U
Cuny cXaTusi CO CKOPOCTbIO NepeasuxeHns 3axmnmon 100 MM/MUH:

- 10 H npu ncnblTaHnm Urn ¢ HOMUHarbHbLIM HapyXXHbIM AnameTpom meHee 0,6 Mm;

- 20 H npn ncnbitaHum nrn ¢ HOMYHaNbHbIM Hapy>XHbIM AnameTpom 0,6 mm unu Gonee.

A.3.3 TpoBepsaAtoT coeanHEHNEe UrorbHOM TPYOKN U KaHIONW UMbl U (OUKCUPYIOT, MPOM3O0LLIIO NN

ocnabneHne coeuHEHUS.

A.4 TlpoTokon ucnbiTaHUA

lMpoTokon UcNbITaHUs AOMMKEH BKOYaTb CreayoLLyo nHopMauuio:
a) naeHTUduKaUnIio nrnbl;

b) HapyXHbI guameTp Urnbl, BblpaXXeHHbIM B MUNIIMMETPaX;

C) npunoxeHHas Harpyska (7. e. 10 H unn 20 H);

d) npousowno nu ocnabneHne coeanHeHNsa UrofbHOM TPYOKM 1 KaHIOMW.
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MpunoxeHue B

(cnpaBo4HoOe)

LiBeTa Ans Henpo3pa4HbIX KaHKMb KaTeTepoB

B tabnuue B.1. ans nHdopmaumm npuBeaeHsl Nnpeanonaraemble LBeTa.

Tabnwunuya B.1 — lNpegnonaraemble LBeTa A5 HENPO3PaYHbIX KAHIOMb KaTeTepoB

HoMUHAMBHbIN LiBeToBow ko Atnac ®enepanbHbIn DIN 6164 1 [5] | NF X 08 002 [6]
BHELLIHUA Mancenna [7] craHpapt CLUA
AnamMeTp Tpyoku 595a [8]
kaTeTepa, MM
0,6 duroneToBbIN 5P 6.5/6 — — A 2790
0,7 Kentbin 3.75Y 8/14 23 655 1.9;6.8;0.7 A 330
0,8;0,9 TemHo-cnHUn 2.5PB 3/8 15090 16.6; 6.5; 4.2 A 540
10;11 PosoBbin 25R7/6 11 630 8.5;1.4;1.5 A 870
12,13 TemHo- 25G 4/8 14 090 22.6;6.9;5.0 A 455
3eneHbIn
14,15 Benbin N 9.5 27 875 1.0;0.4,;0.3 A 665
1,6;1,7;1,8 Cepbin N7 26 231 24.4;0.2; 3.9 A 630
1,9;2,0;2,1; 2,2 | OparxeBbin | 3.75 YT 6/12 12 473 4.5;6.6; 1.7 A 130
2,3;2,4;25 KpacHbin 75R 4/14 — 7.4;,7.9; 2.7 A 801
2,6;2,7;2,8 BneaHo- 25PB7/8 35190 17.5;4.4,2.0 A 590
ronybon
33,34 CseTro- 7.5 YR 4.5/6 — — A 2030
KOPUYHEBbLIN
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MpunoxeHue C

(cnpaBo4HoOe)

FeomeTpua octpus urnol

Ha pucyHke C.1 gns nHcpopmaumm npveegeHa TUNMYHAsS reoMeTpusi OCTPUS UrMb.

do — HapyXHbIN gnameTp UronbHOM TPYOKK; di — BHYTPEHHUI AnameTp UronbHom Tpyoku; | — gnvHa
ocTpus; |1 — nepBoHavanbHasg HOMUHarnbHasa AnuHa ckoca; |, — BTopMyHasa HOMUHanbHasa anmMHa
CKOCa; O — NePBUYHbLIN Yron CKOCa; B — yron HakoHeYHuKa; 8, — BTOPUYHbLIN Yron BpalleHus ckoca; y —

KOMBWHMPOBAHHbLIN BTOPUYHbIN Yron ckoca

PucyHok C.1 — lNpumepbl TUNWUYHOW reoMeTpUn OCTPUS UMb
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MpunoxeHue D

(obsa3aTenbHoOe)
OnpepgeneHne yTeuyku XXMAKOCTU Yepe3 HacaaKy

D.1 MpuHumn
KaTeTep coeauHAT C UICTOYHMKOM, MOOENUPYIOLWNM KPOBb MNOA rMapoCcTaTUYECKUM AaBreHneM.
YKnagkoctn gatoT BO3MOXHOCTb TeYb Yepes Urny 1 namepsaT Bpems, Heobxogumoe ansa Toro, 4tobbl

XNOKOCTb NpoTeKna 4yepe3 HacadKy C KrnanaHoMm.

D.2 UcnbiTaTenbHasa XUAKoCTb

D.2.1 lotoBaT pactBop xnopuaa Hatpusa [0,9 % (M/V)] nytem passegeHus 9T XUMUYECKU
4YUCTOro Xropuaa HaTpus B AUCTUNNIMPOBAHHOW MW OEUOHU3MPOBAHHOW BOAE ANs nonyyveHus 1 n
pacTsopa.

D.2.2 ToTOBAT UCNbITaTENBHYIO XWOKOCTb, NyTeM cMewmBaHua 550 mn pacteBopa xnopuaa

HaTpusa (D.2.1) n 450 mn rmmuepuHa kadvecTtBa, cooTBeTcTBytowero USP, nnm nyduwe.

M punmevdyaHne - Ons ynydquweHna BMaMMOCTU pacTBopa, MOXHO BKIHYUTb Kpacutenb, Hanpumep

KpacCHbIN MY CUHUI NULLEBON KpacuTESb.

D.3 O6opynoBaHue

D.3.1 Pe3epByap NOCTOSIHHOrO YpPOBHS A5 obecneyeHuss rmapocTaTUyecKoro naBfneHus
(400 = 20) MM, OCHaLLEHHbIN TPpyBKOWM Ans nogayvv BoAbl C BHYTPEHHUM AMaMETPOM HE MeHee 3 MM,
UMEIOLLEN 3aKMM MW Knanad, ¢ Nogaalowencs npokanbiBaHuio MembpaHon Ha KoHue (Hanpumep,
nartekcHas Kpblwka). Ha pucyHke D.1 npmBeaeH npumep Takoro obopygoBaHus.

D.3.2 CeKyHAOMep UMK aHanornyHoe yCTponcTeo.

D.4 Mpoueaypa

D.4.1 3anonHsatT pe3epByap NOCTOSAHHOro ypoBHs (D.3.1) mncnbitatensHow xuakoctbio (D.2)
npu Temnepartype (23 + 2) °C.

D.4.2 YpansioT BeCb BO3AyX U3 TPYOKU AN nogayvn BOAbI U 3aKPbIBAKOT 3aXKUM UMK KnanaH.

D.4.3 BcTaBnstoT KOHeL, WronbHOW Tpybku 4Yeped membpaHy, ybeauBLUUCb, YTO WrorbHas
TpybKa pacnonoxeHa ropusoHTarnbHO C YrioM OTKIOHEHUS £5 rpagycos.

D.4.4 OTKpaBalOT 3aXUM WM KnanaH Takum obpa3om, YTOObl XMAKOCTb Monana B UrofbHYH

TPYOKy. MI3mMepstoT BpemMsa 40 MOMEHTa nageHusa nepBowv Kannm n3 Hacagku ¢ KnanaHom

D.5 MpoTokon ucnbiTaHUA

MpoTokon ncnbiTaHWs AOMKEH BKIOYATL CrieytoLlyo MHopMaumio:
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a) maeHTUdUKaLMIO UCMbITYEMOro KaTeTepa;

b) BpeM4d, B CeKyHOax, A0 nageHus ﬂepBOVI Kanmv ncnblTaTenbHON XXUAKOCTH.

~ S
/

F

L00 =20

o3

1 — pe3epByap NOCTOSIHHOTO YPOBHS; 2 — CNMB; 3 — BX0O4; 4 — UCNbITaTeNbHas XNOKOCTb; 5 — 3aXum
unu knanax; 6 — uronbHasi Tpybka; 7 — MmembpaHa; 8 — Hacagka ¢ knanaHom; 9 —Tpybka angd nogaym

BOAbl;  — BHYTPEHHUI AMaMeTP

PucyHok D.1 — Mpumep ycTaHOBKM NS ONpeAeneHmnst yTeUKM XXUOKOCTU Yepes3 Hacaaky
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Mpunoxexnne A

(cnpaBo4HoOE)

CBefneHns 0 COOTBETCTBUN CCbINMOYHbIX MeXAayHapoAHbIX CTaHOapTOoB

Tabnunuya OAA

MeXrocygapcrBeéHHbIM CTaHOAapTam

O603Ha4eHne CCbINIOYHOro CteneHb O603HavyeHre 1 HauMeHoBaHMe COOTBETCTBYIOLLENO
MeXAyHapoOHOro cTaHaapTa | COOTBETCTBUS MeXrocyaapCcTBeHHOro ctaHaapTa
ISO 594-1 - *
ISO 9626 - **
ISO 10555-1 IDT FOCT ISO 10555-1-202_ «KaTteTtepsbl

BHYTpuUcoCcyancCtbie 0OaHOKpaTHOro npuMeHeHus

ctepunbHble. YacTtb 1. Obwme TpeboBaHna»

* COOTBETCTBYHOLLUNA MEXIOCY4apCTBEHHbIN CTaHAApT OTCYTCTBYET.

** COOTBETCTBYIOLLNA MEXIOCY4apCTBEHHbIA CTaHA4apT oTcyTcTBYeT. [JO ero npuHATUS
pekoMeHOyeTCA WUCMonb3oBaTb MepeBOd Ha PYCCKUA A3blK OAaHHOrO  MeXayHapoLHOro
ctaHgapta. OdwuuymanbHbIn NepeBo4 LaHHOrO MeXAyHapoOHOro CTaHgapTa HaxoguTcs B
denepanbHOM MHOPMaLMOHHOM ooHAE CTaHOapTOB.

MpumeyaHue — B HacTosAwen Tabnvue MCNonb30BaHO criegyroliee ycnosHoe o603HayveHns
CTeneHn cooTBeTCTBUA CTaHOapTa:

- IDT — naeHTU4YHbIA CTaHgapT.

11
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[1]
[2]

[3]
[4]

[5]

[6]

[7]

[8]

Bubnuorpadun

ISO 11070, Sterile, single-use intravascular catheter introducers

ISO 14972, Sterile obturators for single use with over-needle peripheral intravascular
catheters

ISO 7864, Sterile hypodermic needles for single use

IEC 80369-6, Small bore connectors for liquids and gases in healthcare applications —
Part 6: Connectors for neuraxial applications

DIN 6164-1, DIN Farbenkarte; System der DIN Farbenkarte fir den 2°-
Normalbeobachter. Available from Beuth Verlag GmbH, Burggrafenstrasse 6, D-10787
Berlin, Germany

NF X 08-002, Collection réduite des couleurs — Désignation et catalogue des couleurs
CCR - Etalons secondaires. (Limited collection of colours. Designation and catalogue
of CCR colours. Secondary standards.) Available from AFNOR, Tour Europe, Cedex 7,
F-92080 Paris La Défense, France

Munsell Book of Color. Available from Munsell Color, 2441 N. Calvert Street, Baltimore,
MD 21218 USA

US Federal Standard 595a: Colors, Volume 1. Available from Superintendent of
Documents, US Government Printing Office, Washington DC, 20402 USA
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YOK 615.472.5:006.354
KnioueBble cnosa: KateTep BHYTPUCOCYAUCTbIN,

CTepusibHbl n, Tpe6o BaHUA

nepudepunyeckui,

MKC 11.040.20

BHYTPEHHAA WUIMMa,
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