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[Mpeauciopne

I PAZPABOTARH BeepoccHiickus HaydHo-HCCAEI0BATENRCKHM M HCMEATATENEHLIM HHCTHTYTOM Me-
AHUHHCKOH Texukd (BHHHUHWMT)

BHECEH Texuuyeckus KOMHUTETOM No cTadaapTiiaiuy TR 11 «Megnunnckie npiops # anna-
PATLl»

2 [IPHHAT W BBEAEH B JEWCTBHE MoctaHoRmeHHEM lMccrannapra Poccun ot 29 gexabps
1999 r. Ne B0M-c7

3 Hactomwuil cTappapT npeicrasider coboil ayTeHTHYHBIH TEKCT MesIvHAPoIHOre CTallIapTa
HOCO 10555-5-96 «Katetepsl BHYTPHCOCYIRCTRIE CTERHILHLE OINOKPATHOMO npuMenend. Yacte 5. Ka-
Tetepkl NepufepiYeck e © BHYTPeHHEN UTaoie

4 BBEAEH BINEFBLIE

@ UMK HMamaren.ctno cranpapron, 2000

Hacroamwmil crangapr e MoseT DLIT: NOIHOCTEID MM YaCTHYHO BOCHPOHIREIEN, THPGMHPORIN W
PACTIPOCTRAHEHN B KAMeCTRe odiMupansiero nizanus bes paspewerdnsa Docerannapra Poccuu
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Boegenue

Hacroawmii CTAHIAPT ARTAETCH MPAMBIL ApHMEHEHHEM MedUIVHAROOHOrD CTANIaAPTa
MOy M0535-53--99 «KaTtetephl BHYTPHCOCYIACTEIS CTEPHIEHLIE OIHOKPETHOMD OpHMeHerds. YacTe 5.
Katerepn nepudepHueckie ¢ BHyTpeHHed Hraois, noarotomnennors Texnmyeckin komuTeTom HOO 84
a MeIHUHHCKHE WIPHLEL B WL 408 HHLEKIEHH=.

KoMiaeke cTadiapronr nog ofmsM Hassaiies « KareTephl BUyTRHCOCYIHCTRE CTEPHIAENLIE OIHO-
KPaTHOM NPAMeHeHHA: COCTOMT HI MATH YacTei:

= YacTlh | = olune TexHHYeckHe TReDoRaHHs

- YACTL 2 - KATeTepnl aHrHOrpaHuecKHe;

< YACTE 3 -~ KATETephl BEHOIHEE HeHTRAkLIEE,

= YACTh 4 — KATEeTepsl 108 DaTI0HHOTO [FECIIHDE ]

- YACTh 3 -~ KaTeTepr nepudepiueckie ¢ DHYTPe el urnoil.

v
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FTOCYAAPCTBEHHB H CTAHJAPT POCCHHCKOW ®EIEPALLMH

KATETEPBI BHYTPHCOCY/IHCTBIE CTEPH/ILHBIE
OJHOKPATHOI'O IPMMEHEHHA

Yacre §
KaTeTepn nepaepHecine ¢ BHYTPEHNECE Hraok

Sterile, single-use intravisculir catheters. Part 5.
(Wer-needle penpheral catheters

Jara ppegerns 01—01—2001

1 ObaacTe npuMeHeHAA

Hacroammit cTalapT yeTaHaRIMBAET ofuie TpeboBatHA K CTeprABHLIM BHYTPHCOCYIHCTEM Tepn-
EpPHUYECKHM KaTeTepaM © GHYTpeHnel urnoll (danee — KaTeTepi) OAHOKPATHOMD NPHMEHEHH, Ipema-
FHAYEHHEIM 1A I0CTYNA K NEPHepHueckoil cocyIncTol CHOTEME.

Mpusedanne— TpebomHue K A0N0THETEIEHERM YOTPORCTIAM, HCIOIEIVEMBIM COBMECTHD © BHYTPHCD-
CVANCTRIME KSTCTEREMI, NpHesieds B cranaapre HOO 11070 (1], a mpefoBasns K CTeprisHOCTH oD TIpaTopos,
HCTHUIEIVEMBIY © NEPHIPCpIMECKHME KITCTEDEME © BHYTPEHHCH araoil — ¢ crangapre HOO 18972 [2).

TpeGonaia HACTONIMEND CTAILIAPTA ARTAINTCH PeKOMeHIVEMLIMA.

2 HopmaTHBHBIE CCBLIKH

B nactoaumes cTAHAAPTE HCTOALIOBAHE! COBIAKH HA CAEAVIOILIHE CTAHIANTEL

IOCT P OO 10355199 KaTeteprt BHYTPHCOCYAMCTRLE CTEPHALHLIE OIHOKPATHOTO IPMMeHEHHA.
Yacre 1. Obwwe mpedonaring

HMOCO 394- 1 =86 Jetand coenHHHTEARHEE C KouveHocTeio @ % (Jloapa) Ana wnpuoen, dri W

APYTOre MeTHUHHCKoro obopyronanus. Yacts 1. Obwue Tpebopadna
HCO 926910 Tpvbra L MO W3 Hepaane e CTaas LA HIroTORTE HHA MEeQHLIHHCKHX HA1eTHiH

3 Ounpenenenns

B wactoAwesM  CTAMIAPTE  HMCTONLIVIOTCHA  TEPMHHI M OOpejsieddds, NpHBeIeHHBEIE B
MOCT P HCO H555.1, a raxse cledyiouine:

3.1 KarTerep BHVTPHCOCYIMCTRIR nepudepuuecknin: Katerep. NpeanasHase HALH 108 BEEISHHA ([I9
BREEOSHH) KHIKOCTEH AN VCTPOHCTE B {HAK W3) Nepide pPRYSCEYID COCYIHCTVID CHCTEMY.

3.2 Hraa: ¥oen, COCTOAWME M3 TpVOKH, ModcoedHHeHHoH H coobUlaoimedcsd © Kaminmed HIiw
{pHcyiok 1.

3.3 rpybka wrass  KecTeas TpYOKA, OOHH KOHEL KOTOPOoH 3a0CTpel A0 odecnedeHid BReIeHHs B
TKAHL MALHEHTA.

3.4 Kamoas wras: Hacagka, noscoegvusesad € TpyOke WLl obecnedBaiomas cooblle e ¢ ee
OTHEPCTHEM.

I Mesayrapoarmi crangapr — a0 BHHHKHW loccranaapra Poccns.

Hagumme odmumansmnoe
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D<g=<]wm

I = whipexTnesman sanma; F— tpyfsa warerepa; 2 — kanwad karerepa; § — rpyGen wenn;  — KaHHOTH RETKL

5 — Hocaikd © KazpaHoM; & — NETRl CEOCE, 7 — 3IEMEHT Ki1Te Tepa

Puoynox | — Tunmuswil neprepiiecknil BHYTRHCOCYIMCTHI KATETEP © BHYTPEHHCH HET06H

Mpw s e s s ne — Cpean Apyrix ocobEHHOCTEN KOHCTPYEINH KATETENE TAKKS MOIVT BLITh KPRUILA, OTREpC-
THH QA MHBEEUHE, SBIHOWHECH SECTHRD KEHIH KaTeTeps, IpYTHe CPeacTBd NOICOSIMHEHNE K Iy TEMPoR0IEs
AHUIKOCTH, CPEICTRE BUUNTEL OT CAOVREHOE MOUI0MEH MW BT, 0. Karterep MoseT HMETE OMHH WIH HECKOIRED
WAHIOE.

35 pAcAIKa © KIATANOM: 3AKPETUTEHHET HAH CLEMHAA HACAOKS, MOMBOTAI0NAR BLNVCKATE BOIYY W
CEHOBPEMEHHO OrPaMHYHEATE M, MEeNATSALHO, NPeIOTRPAIIATE YTEHKY KPORH.

3.6 HneMeRT EaTerepa: ¥oTpoHcTRD, COCTOALEE H3 TPYOKM M KaHiIM KaTeTepa W 1nbol Hechemuol
HACAOKM (pHCYHOR 1)

3.7 obpaTumi zadpoc: [ToTOK KPOoBH B FOJIOBKY ML

4 Tpeboeanus

4.1 (MuHe noa0senHa

Ecan o gactoduwes crannapme He VEAalLL Hike TReDoBaHNA, KOTeTepld JoiMHL COOTReTCTROBATE
TRpeDoBAHMAM, veTaHoReHHLM B TOCT P OO 1053551,

4.2 PesTrendKonTpacTHOCTh

Katetepsl D04 HE GLITE PEHTIEHOHEAPO3PAY HEIMH.

Il PRMCHAHMWE — K MOMIHTY [E}'E\:IHEHLII!H HACUTOHLIHST D CTAHEAPTH IS HE MY TRCPSIIEH METOO ONPpEIciacHitE
NORISETENH PCHITCHOKOHTPACTHOITH. .-],1] VTHCPAUICHHHE ITOM MOTOAD HINOTORHTC/IE - MOMKET MAPKHPIEATE HRICIHS
HAILTTHC LM #Fh’!Hﬂ'EHl'IJ-IEIlj:lﬂ:!-r.l!:l‘ll[hlhll. Tukan MAPKHPEERR JOUTHHA DBITh [EOGITHE POEC HEl H!H[.III!IFI‘HFJLI_IH.L‘IFI O COOTEETCT-
HYHFCSH MOTOAS CITRCACICHAH PEHTICHDHECAROAPRMHOCTH.

4.3 MHAOrokanaIbise KaTeTepkl

Ha kamnef xapal MEOrOEAHAILHODS KaTeTepa JofHd OuTh HAHECEHA COOTRETCTRYIOWAN MapKH-
POBKA, XOPOLIO PATTHYAEMAT MONLIOBATETEM.

4.4 Opapveckne TpedoBanNA

441 Upetopoll Koo

Kasnufl kareTep AOMEEH HMETL UBETORON KOO B COOTBETCTBAM ¢ Tabnuueil 1, vrasuisaowini
HOMHHAIENEH HApY UL QHaMeTp TpyOKH KaTerepa.
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Tatnumwa 1 — Userosoe KOAUPOBEHNE B COOTBETCTEVHHIME PA3MEPLD KETETEpI
B stwuumetpax

Hosmunasae i wapys ns i Ananasun peiisHorn U peronnd sontk 1 Kamibph
SHAMET '||:l'|EKII KiTETepa HAP YR M ETRI
{6 0, 550—{, 649 PuoneToaii i)
0.7 0, 650—{0,74%9 Aearwmib 24
0.8, 0,9 0,750,949 Tesmuo-crnuil 22
1, 1.1 0,950—1,149 Posouii 20
1.2 1.3 1,150—1,349 Temuo-seneHmi 13
1.4: 1,5 [,350—1,549 Beani 17
1.6 1.7; 1.8 1.5350—1. 549 Cepnai 16
1% 240; 2.1: 22 1. 850—2_ 344 Opanaennil 14
242425 2 350—2 549 KpacHrii 13
26:27:28 2 550—2 849 Baenro-ronybot 12
1334 3. 250—3 549 CaeTio-opas He R L [
U Hper momer OpTh He0pospatiHeiy HEM poaynpospassEsis. B npuoosenwn B ykasans noers aia
HENPOAPEHH X MATEHILIOH,
2 Mperopoil kKo 0BW4HO HIROCAT HE FOTOBKY WIH HA HECLEMHYH HBCLIKY KETETEpA.
A HenoassosHHe HOMEPa KANHODE SERTRETSH HeoBREITE LHb M.

442 DneMenT KaTteTepa

JAueTaneleifl KoHel KaTteTepa JoUEeH OLITh KOHyCOODPainbiM 1A 00Jerv4eHUA ero GBRedcHHA |
JOUIAEH TUOTHO NPUNEraTk K WrMe. Koraa Hrid NoaHocTeo BXO0HT B JeMeHT KaTeTepa, TpyDka kaTerepa
HE I0M4HA BRINGOHTL 33 MATKY CHOCA HITE H HE IOJIEHa DL fanee | sy oT Hero (puoyioe 1.

443 Hrna

4.4.3.1 Mamepuaa

Hrna momsua ObITE WIFOTORIEHA H3 KECTKOMD MATEPHATA, MMETL NPAMYID PopMy, CTAHIIPTHLLE
MOTIEPEYHOE CEYEHHE H TONUHAY CTeHEH. Ecan HenonbivioT MeTalTHYeckylo TRYVOKY, OHa T0EHA cooT-
pereTeoBaTe HOO 9626, [Tyrenponon KHIKOCTH B HIE J0MCEeH DIWTE CRoDOIeH OT CYXeHHH, He npeayc-
MOTPEHHEX B2 KOHCTRYEUHER, 408 NpeloTapame i obparioro abpoca.

4.4.3.2 Ocmpide toan

[pi ocMOTPE OCTRHA WL HEBGOPYAHEHHEIM IMATOM HIH ¢ YReAHUeHHeM B 2.5 pata OCTRHE J0/LEHO
BETMAIETE 3A0CTPEHHEM, G2l BLICTYMAIOIIHY KPAsh, JaVeeHUen H EPIOUKOn.

11 PHMCHAHHED — :.-jl'.'Trl'Iﬂ.' W JAUTECHO MMETE TREYRD EOHCTRYELHED, WO NMPOKATHBGCMAE TEIHRE HO
HELRESUAACE W HE FREOIEAAND B I:'FI'_I.'EIK.} wrsa Fl PHMEPRE THIEH RO MCOMOTPHE OCTPHE HIAL NPHBEACHE B NPHI0GEEHRF I

£.4.3.3 Kanws weis

Kanwna Hrael (WM IpyToe VCTPOHCTRBO) TOUDEHS NOSBOAATL ONPelendaTs ohpaTHbii 1bbpad KPpoRH |
AOEHA cooDIATECA © DXNOOHBIM OTBEpCTHEeM TPVOKH Uras. Ecnin BBoguMad Mria ocHalleHs chLesHodl
HACAOKOH ¢ Kiananoy, FOA0BKa WOl JOUDKHA EKAHYHBATECH HACAZKOH ¢ & %-um konycom Jlioapa c
HapvaHol peasbol, cooTeeTeToviIomHsM OO 304- 1.

2434 [Tpowiocms coedueiiled Kaiioai & sy Beasr

INocne MenpTaH M0 TPHTOEEHHN A COeHMHeHHe TPYOKH ¢ KaHIomel ULl He T HO oCnabe RaTh.

444 Hacagka ¢ KnanaHoM

Katerep aomsen GMTL OcHAlled Hacadkoid o knanados. [loche Monwmapms no npuiomeddn
HHIKOCTE HE DOMAHL BRHTEKATE HI HACAIKH ¢ KIanaHoM B Tedenne 15 c.

445 CKopocCcTL NOTOKA

[Tpi HCNEITAHHH COLTACHO NPHUAOKEHHID B cROpOCTE noToKa Jomxua GuTe oT 80 go 125 % cropocts,
VEATIHHOH HINOTOBWTENEM 008 KATETEROE © HOMHHANENLIM HAPYAHEIM JHaMerpos Menes 1,0 My i ot

3
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90 a0 115 % CKopOCTH, YEARAHHOH HIrOTORHTEAEM LA KATETEPOR ¢ HOMMWHATLHLM HAPYEHEIM JHAMETPOM,
papdiiy 1.0 Ma B Gomee.

4.5 Hndwopmanui, OpelocTARAAEMAS HINOTOBATEIEM

Huhopuauma, nperocTanidaeMas  WIrOTORHTENEM, J0MAHA  COOTEETCTEOBATE  TPedOnarHaM
MOCT P HCO 103531, a takse BEIOUATE CReaviollee:

) CKOPOCTE OOTOKR 174 KARI0T0 KAHATL,

0) npeaynpesIeHHe O HEZOIYCTHMOCTH NOBTORHOTO: BRSOSHMA MACTHYUHO WIH MOITHOCTER Bhilel-
et HEILL;

B) UBETOROH KOO Hd YNAKOBKE KAXIOM0 JeMeHTAa KATeTepa. eCciAM HX LBET HepaimHYUHM uyepes
YOAKOBKY.

n PHMCHAOHMWHE — EI_I-I[—]}IHH HAMCPCHEHS, HE VEAHHEBIS B HACTOS ELSM CTAHIEPTE, A0NVOERETCH HONOUTESBATE
KOK QOMNMGIHATENBHLIE.
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NMPHTOKREHHE A
{nbsareasHoe)

Oupeneneine NPOUNOCTH COEIHBETHE KANWIE H TRYOKN Wi

Al OcaoERDE NOIMERRE

K rpyiice o Kosmie Bribl oCieaoBEaTe LG DPRKTNALBANT CHLL PLOTHMEHIA W CEETHA, JTEM OCMITPREIINT,
HE G TN COSIMHEHIE TPVOKH M BKLHRUTH.

A2 Obopynosanne

A2 ¥erpoilcTeo 08 HOHITAHWA HE PECTEREHME HoxaTHe ¢ yowiwes 40 M H ¢ rousocreo samepenna = 1 5

A3 Meton mensrrasmas
ALl HenocpencrseuHo mepel  MENBTAHHEM WY BREUOSPEHBNOT TPH Tesmpeparype sosavia (12 3 °Con

OTHOCHTE MO muaHocTs or 40 10 60 % 5 reveane 2w

ALY Tpybky o Kasinmid HITE JAXKHUMAKT B THCKAX YCTPOCTEL A MCHETAHMA HA PACTRACHME H oG a08sE-
TEARHO TP EIAILIBAIOT CHNE PACTARCHNS M CKATHE NPH CKOPOCTH DEPEMeLle HMA Hukuvon THekos D00 v/ sees:

) H — opm scnsanm Ml HOMPIHLTEH BN HAPYRHEM IHaMeTpos sMeHee (00 su:

Ml H — npy wensrrass il HoMBHLIEEEM HAROEHEM groasetpos 006 swm way Bonee.

ALY OcMarpaBaiom MeCTO CORANHeHNA TPYOKE M KAHEIH Wb o PRECHPYIOT 0CTnhneHse TpyikH Hibi.

Acd Orrder o BenMTARNEA

Chret 08 MO TIHAN J0UGKEH COTSPAETE CACIVIOIIYIG sHfopMam:

A) ofOIHEMCH NS HEIIbL

O) HEPYEHL QHAMETD HINEL B MIULTHMETPOX,

B) DpUIEEEHHLE Harpyaxa {sanpamep, 100w 20 H):

I} YEQIREHNT, NPONAOLIIG 10 0e1abaeH e coSnmHeHE TRYDKH HIkL B FOGIoEsE.
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MNPHIOKEHHE B
{nbsIareasHoe)

Onpenenense CEOPOCTH NOTOK BOLLL YEPEl KATETER

b.1 Ocnonnoe nomoesmne

Bonmomerpstieck iy Mt (PEIBHMETPHSECKHM METOIOM ORPETEGHET 00BEM BOIE, HPOTCELELIE SEPes KmeTep
H ELHHHUY BPEMEHH,

b.2 Peaktue

JpcTiANMpOBAHHAS MW TEHOH HINPOBAHHAR BOL

B.3 Obopyaseanme

b.3.1 Pesepavap noctosMHOTo ypOBHA, OC-
HAWCHHEA TPyDEol LiE momasy 8006 W B THH-
rom ¢ 6 F-pnm kodycom oops o wapysHoi
peasboll B cooreereTarn © HCOD 5941, cnocod-
HEBE ofecne M ETh CROPOCTE OTOKE
(525 + 25) mnfupH, CCIN HCHRITYEMBLE KaTerop
HE NIOECOSIRHEH K YCTPORCTEY 18 OnpeaeieHns
MOTOKA BOOBL 4EPEd KATETSp, W OhMmaEsmie
FHAPOCTATHMECKHM Eneaness | 1000 £ 5 aan.

Cxema MCTRETRHAR NPABSICHL HA PHCYH-
4 = we bl

B.3.2 Ofopynosanne s chopa i onpene-

AEHHA MACCHE MM OTBEME RHAKOCTH, BRITERLI-

W LELELI U LT

E LEEH M3 KAFETERIL, © TOMEOCTRID MaMeperin = 1 %,
? B.3.3 CexyHaoMep a8 HiMepe s Bpese-
HM chopa.
! B4 Meton mensranes
= = B.4.1 Peicpevap nmoCTOSHHOMD YPOBRHA Si-

MOAHAKT — BOO0E,  BMCHNUSH  TesMnepaTypy
(22 = 2 "C. Menwimyessiil kafeTep BCTARIAKIT B
E durrinr ¢ & S -meim kowveos Toopa ¢ EapysHoi
preanboil.
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