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IIpeancnosue

Llenu, OCHOBHBIE MPUHLMITBI U MOPANOK MPOBENEHUs! pabOT MO0 MEKrocyaapCTBEHHOM
crangaprusaimu  ycranosieHel TOCT  1.0—92  «MexrocyfapcTBeHHass — CHCTEMaA
craupapruzaimu. OcHoBHble monokeHmws» U [OCT 1.2—2009 «Mexrocy1apCTBEHHas! CHCTEMA
cragaprizaimy.  CTaHmapThl MEXTOCYyJapCTBEHHblE, IpaBIia U  PEKOMEHJALUM IO
MEXIOCYyNApCTBEHHON craHmapTusauuy. IIpaBunma pa3palCoTky, MPUHATHS, IIPUMEHEHMUS,

OOHOBJIEHHMST H OTMEHBD)
CaeneHus 0 cTaHaapre

1 TIOAI'OTOBJIEH ®enepadbHbIM TOCYNAPCTBEHHBIM YHHUTAPHBIM IIPENNPUATHEM
«Bcepoccuiickuii Hay4YHO-HCCIETOBATENbCKUN MHCTUTYT CTAHAAPTH3ALUU U CePTU(UKALUM B

mamnrHocTpoernny (BHUMHMALII)

2 BHECEH ®enepanbHbIM areHTCTBOM 0[O TEXHMYECKOMY pEryJHPOBAHMIO H

Metposoruu (Poccrannapr)

3 MPUHAT MexrocynapCTBEHHBIM COBETOM [0 CTaHAAPTU3ALMH, METPOJIOTMH M
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Pecniybnuika ApmeHus AM MUHTOPIr3KOHOMPA3BUTHS
Pecny6auka benapycs BY T'occrannapt Pecry6mmku Benapyce
Pecny6nuka Kasaxcran KZ T'occrannapt Pecny6muku Kasaxcran
Keipremsckas Pecrybinka KG Keiprencrasnapr
Pecnybnuika Mosnmoga MD Monposa-Crannapt
Poccuiickas Penepauus RU Poccranpapt
Pecny6nuka TamKkukucTan TJ TamxukcrannapT
Pecnybnuka Vabexucran Uz VacraHgapt
Vkpanna UA T'ocnorpeberannapt YKpauHel
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MeTpoJioruu ot « 19 » nexabpst 2012 r. Ne 1917-ct meskrocy napersennsiii cranaapt 'OCT ISO
10555-5-2012 BBemeH B neiicTBHE B KaueCTBE HAI[HOHANBLHOTO CTaHmapTa Poccuiickoi

®enepauuu c 1 ssHBaps 2015 .
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5 Hacrosmuii CTaHAapT MAEHTUYEH MeXAyHaporaHoMmy crtaHpapty ISO 10555-5:1996
Sterile, single-use intravascular catheters — Part 5: Over-needle peripheral catheters (Karerepst
BHYTPUCOCYZICTbIE  CTEPUJIbHBIE ONHOKpaTHOro npumeHenus. Yacte 5. Karerepsl
nepudepuueckie ¢ BHyTPEHHEH UIJIOi).

Crenenb cootBercTBus — uaentuynas (IDT).

Crangapt noarorosieH Ha ocHoBe nnpumeneHnss [OCT P ICO 10555-5-99.

CBeneHHsT O COOTBETCTBHM  MEXKTOCYIAPCTBEHHBIX  CTAaHAAPTOB  CCHUIOYHBIM

MEXKIOYHAPOAHBIM CTaHAAPTAM MPHUBEACHBI B NONIOJTHUTECIIBHOM NPHUITIOKECHUN I[A

6 BBEJIEH BIIEPBLIE

Hugpopmayus o eeedenuu 6 Oeticmeue (npexpaugenu Oeficmeus) Hacmosmwezo cmanoapma
nybauxyemes 6 ykasamene «HayuonanvHvie cmanoapmbiy

Hugpopyayus 06 usmenenusx x Hacmosujemy cmaunoapmy nyonuxyemcs 6 — ykasamene
«Hayuonanenvie cmanoapmoly, a mexcm USMEHEHUNi — 8 UHQOPMAYUOHHBIX — YKA3AMENsx
«Hayuonanenvie cmandapmery. B ciyuae nepecmMompa uiu OmMMeHbl HACMOAWe20 cmanoapma
coomeememeyowas — unopmayus ~ 6yoem  OnyOIUKOAHA 8  UHPOPMAYUOHHOM  YyKazameie

«Hayuonansrvie cmanoapmot »

© Crangaprunadopm, 2013
B Poccuiickoii ®enepaunyi HACTOSIIMIA CTAHAAPT HE MOXET OBITh MOJHOCTBIO HJIU

YaCTHYHO BOCIIPOH3BEAEH, THPA)KHUPOBAH U PACIPOCTPAHEH B KAYECTBE OQHUIMATLHOTO U3NaHUS

6e3 paspeurennst PenepanbHOro areHTCTBA MO TEXHNYECKOMY PETyJIMPOBaHHIO U METPOJIIOTHH
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BBeaenue

Hacrostmmii craHmapT siBisieTcs NpsIMBIM NPUMEHEHHEM MEXIYHapOOHOrO CTaHAApTa
ISO 10555-5—99 «Katerepsl BHYTPUCOCYAUCTbIE CTEPHIIBHBIE OTHOKPATHOTO MPUMEHEHHS.
Yactp 5. Karereps! nepudepudeckue ¢ BHyTPEHHEH UTJION», TOATOTOBIEHHOTO TEXHUYECKUM
komureroM CO 84 «MenuimHCK1e INPHIBI U UIJIBI AJIS HHbEK L.

Komnnexc craupnaprop mnoj obOmuM HasBaHHeM «KarTerepbl BHyTpUCOCYIHCThIE
CTepWIbHBIE OTHOKPATHOTO MPHMEHEHISD» COCTOUT U3 MATH YacTeil:

- gactp 1 — o0uue TexHUuIeCKne TPeOOBaHuUS,

- 4acTb 2 — KaTeTephl aHruorpaduaeckue;

- 49acCTh 3 — KaTeTepbl BEHO3HBIC LICHTPAJIbHbIE,

- 4acTh 4 — KaTerepsl 11 OATIOHHOTO PaCIINPEHNS;

4acTh 5 — KkareTepsl nepudepudeckre ¢ BHyTpeHHEH UIIIOi.
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MEXTITOCYJIAPCTBEHHBIH CTAHIAPT

KATETEPBI BHYTPUCOCYAUCTBIE CTEPUJIBHBIE
OJHOKPATHOI'O IPUMEHEHUWA
Yacrtp 5
Kartereps! nepudepuueckue ¢ BHyTpeHHeH Mo
Sterile, single-use intravascular catheters. Part 5.

Over-needle peripheral catheters

Jlata BBegenns 2015-01-01

1 O6aacTb NpUMEHeHHsI

Hacrosmuii  crammapt  ycraHaBiauBaeT o0wmue TpeOOBaHMA K CTEPHIbHBIM
BHYTPUCOCYIUCTHIM IepudepuueckuM KateTepaM ¢ BHyTPEHHEH MIVION (majiee — Karerepsbl)
OIHOKPATHOTO MPUMEHEHHs], MPeIHA3HAYEHHBIM JUISl IOCTYNA K MepUpEPHUECKOi COCYIUCTOM

CUCTEME.

IMpumeuanune — TpeGoBaHHI K JONOIHUTCIBHBIM YCTPOICTBAM, HCMOIb3yEMBIM
COBMECTHO C BHYTPHUCOCYHCTBIMH kaTteTepamu, mpuseaeHsl B cranzapre [SO 11070 [1], a peGoBanus k
CTEPHUIBHOCTH OOTIOPATOPOB, HCIOIB3YEMBIX C NMepHpEPHUECKHMH KaTeTepaMi ¢ BHYTPSHHEH HIIIONH —

B cragzaapte [SO 14972 [2].

TpeOoBaHMsT HACTOSIIETO CTAHIAPTA SABJIAIOTCS PEKOMEHIY EMBIMH.

2 HopMaTHuBHbIE CCbLIIIKH

B HacToslIeM CTaHOapTe HCIOJIb30BAHBI CCHUTKY Ha CIIEAYIOIIME CTAHAAPTHI:

ISO 10555-1:1995 Sterile, single-use intravascular catheters — Part 1. General
requirements (KaTerepsl cocymucThle CTepHIbHbIE OXHOPA3OBOrO mnpuMmeHeHus. Yacts 1.
OO6mue TpeboBaHusA)

ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringes, needles and certain
other medical equipment — Part 1. General requirements (Jletaqu COEIUHUTENbHBIE C
KOHyCHOCTBIO 6 % (JIrospa) mmst MIMPHULEB, U U APYTOro METULIMHCKOro 060py noBanus. YacTb

1. O6wue TpebGoBanus)

Mspanne opunuanbHoe
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ISO 9626:1991 Stainless steel needle tubing for the manufacture of medical devices

(TpyOka mist UTT U3 HEPXKABEIOIIEH CTAH /Ul H3TOTOBIEHUA MEIMITHHCKIX H3/ICIIHiA)

3 Onpenenenns

B HacTosmem craHzapTe HCHONMB3YIOTCS TCPMHUHBI H ONpeAC/ICHus, npuBeAcHHbIE B [SO
10555-1, a Taxoke cleAyromue:

3.1 kaTeTep BHyTpHCcOCyaHCTRIH nepupepmaecknii: Karetep, npeanasHadcHHBIH 11
BBeACHUA (MIH BBHIBCACHHSA) JKHAKOCTCH HIM YCIPOHCTB B (WIH H3) TNepHPEPHIESCKYIO
COCYAHCTYIO CHCTEMY.

3.2 mraa: Ysen, cocToampi u3 Tpy Oku, MOACOCAMHCHHON H COOBIIAOICHCS ¢ KAHIONCH
M (pucyHOK 1).

3.3 Tpyoxa urasi: XKectkas TpyOKa, OHMH KOHEL KOTOPO# 3a0CTPeH AA 00ccneueHHsA
BBC/ICHHA B TKaHb MALMCHTA.

3.4 xamronm wrasl: Hacaaka, noacoequnsiemas k TpyOke wriml, obecneumBaroinas

c000IIEHHE C €€ OTBCPCTHCM.

O<a<1imm

h— oddexrrBuas muna; [— TpyOKka KareTepa, 2— KaHIONs KateTepa; 3—TpyOKa HIIILL,

4—KaHIONS HITIBL, 5— Haca/Ka ¢ KJIalaHoM, 6— msiTKA CKOca; 7 — 3JIEMEHT Karerepa

Pucynok 1 — Turmrassiit nepugepHaeCKui BHY TPHCOCY AMCTHIH KaTeTEP ¢ BHY TPSHHCH HTIION

[IpuMevsanme — Cpeld APYyrHX ocoGeHHOCTEl KOHCTPYKIMH KATETEpa TAKXKe MOIYT OLITh

KpELIbs, OTBCPCTHA I MNBCKIHY, SBIBHOIMAECS 9YacThIO KaHIOJNU KarcTcpa, APYIHC CpCACTBa
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MOACOCAMHEHUS K MYTEIPOBOAAM JKUAKOCTH, CPEACTBA 3AIMUTHI OT CIIy4YaWHOI MOJOMKH HIJBI U T. 1.

Karer CP MOKCT UMCTh OAUH UWJIKH HCCKOJIBKO KaHAJIOB.

3.5 macaaka ¢ KJanaHom: 3akpelUieHHas WIM CbeMHas Hacalka, IO3BOJISIOMAs
BBIMTyCKaTh BO3AYX U OAHOBPEMEHHO OIpAaHUYUBATHL U, XKEJIATCJIbHO, NPEAOTBPAINATL YTCUKY
KpPOBH.

3.6 aeMeHT KaTeTepa: YCTPOMCTBO, COCTOsLIee W3 TPYOKHM M KaHIONIM KaTeTepa H
mo0oii HeChbeMHON HacajkH (PUCYHOK 1).

3.7 obparHbIii 3a0poc: I1oTOK KPOBH B FOJIOBKY HIJIBL.

4 TpeboBaHus

4.1 OO0mue NOJOKEHHS

Eciu B HacTosIEM CTaHZapTe HE yKa3aHbl WHbIE TPeOOBaHHs, KaTeTepbl JOJIKHBI
COOTBETCTBOBATh TPEOOBAHUAM, ycTaHOBNIeHHbIM B ISO 10555-1.

4.2 PeHTreHOKOHTPACTHOCTD

Karerepn! momkHb1 ObITh PEHTTEHOHEIPO3PAYHBIMH.

IIpumeganne — K MOMEHTY myOnmkamum HAcTOALIETO CTaHAAPTA CINC HE YTBEPXKICH
METOA ONPEOCTCHHS [OKa3aTelsl PEHITEHOKOHTpacTHOocTH. JIo  yTBEpXaeHHMsS 3TOro METOoAA
H3rOTOBUTEIb MOXKET MAPKUPOBATh U3AEIHE HANHCHIO «PEHTTCHOHENpO3pauHsiii». Takas MapKupoBKa
JokHa OBITH HOATBEepKICHA HMHGbOpMAamueH O  COOTBETCTBYIOIIEM  METOAC — OTPEACIICHHS

PEHTTCHOHEPO3PAYHOCTH.

4.3 MHorokaHa/IbHbIe KATE€TEPbI

Ha xaxgpli KkaHal MHOIOKAHAJBHOTO KaTeTepa MOOJKHA OBbITh  HaHECEeHa
COOTBETCTBYIOILAs] MAPKUPOBKA, XOPOIIO Pa3IndaeMast IIOJb30BaTEIEM.

4.4 ®dOuznueckue TpedGOBAHUSA

441 IlBeToBOW KOOI

Kaxnprit xaterep MOMkeH HMeTh LBETOBOH KOI B COOTBETCTBUM C TaOmuueh 1,

YKa3bIBalOLINI HOMUHAJIBLHBIA HAPYKHBIN JuaMeTp TpyOKHU KaTerepa.
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Ta6auma | — I[BeTOBOE KOAUPOBAHUE U COOTBETCTBYOIIHE PA3MEPHI KATETEPA
B Munmanverpax
HomunanpHbIi
amas3oH PeaibHO N
HAPYKHBII THAMETP Jlanasos peamstoro | - ygeropof kon'>? Kanu6p”
HAPY>KHOT'O TUAMETpPa
TpyOKH KaTerepa
0,6 0,550—0,649 DuoneToBeIit 26
0,7 0,650—0,749 Kenrorii 24
0,8;0,9 0,750—0,949 TemHO-CcHHUI 22
1,0; 1,1 0,950—1,149 Po3oBbIit 20
1,2; 1,3 1,150—1,349 TemHO -3eNeHbIi 18
1,4, 1,5 1,350—1,549 Benbrii 17
1,6;1,7; 1,8 1,550—1,849 Cepuiit 16
1,9;2,0;2,1;2,2 1,850—2,249 OpanskeBblit 14
2,3,2,4;,2,5 2,250—2,549 KpacHbiit 13
2,6,2,7;,2,8 2,550—2,849 BaienHo-romy6oi 12
3,3;3,4 3,250—3,549 CaertJio - 10
KOPUYHEBBIIT

D 1IBer MOsKeT GBITh HEMPO3PAUHBIM KM MOy IPO3PauHBIM. B mpHioxkeniu B ykazanb!
L(BETA JJIsl HEIPO3PAUHBIX MaTEPHAIOB.

? [1BeToBOIt KON OOBIMHO HAHOCAT Ha TOJIOBKY MJIH HA HECHEMHYIO HAaCaIKy KaTeTepa.

*) Mcnonb3oBaHue HOMepa Kamubpa SBIseTcs HeoOA3aTeNbHBIM.

44230 n1eMeHT KaTeTepa

JlucTanbHBI KOHELl KaTeTepa HOJKeH ObITh KOHYCOOOpasHeIM i OOJErieHds ero
BBeZICHHS U JOJDKEH IUIOTHO mpuierath k urie. Korga uria momHOCTLIO BXOAMT B DJIEMEHT
karerepa, TpyOka Karerepa He MOJUKHA BBIXOAUTb 3a MSATKY CKOCA WMIVIBI H HE JOJDKHA OBITH
nanee 1 MM OT Hero (pucyHok 1).

443 HUrna

4.4.3.1 Mamepuan

Urna momkHa ObITh W3TOTOBJEHA W3 JKECTKOTO MaTepHana, MMeThb NPsIMyIo (GopMmy,
CTaHAApTHBIE MOMEPEYHOEe CeUeHHe M TONIIUHY CTeHKH. Ecnu MCHoNb3yroT MeTalM4ecKylo
TpyOKy, OHa IOJKHA coOoTBeTCTBOBATh ISO 9626. ITyTenpoBon JKUAKOCTH B UIJIE AOJDKEH ObITh
cBOOOZIEH OT CyXXEHWii, He MpPeNyCMOTPEHHbIX €€ KOHCTPYKLMEH, Ui NpenoTBPaILeHHs
obpatHoro 3abpoca.

4.4.3.2 Ocmpue uenv

Ilpu ocMoTpe OCTpHS WIJIbl HEBOOPYKEHHBIM IJIa30M WIIH C yBeIWdeHWeM B 2,5 pasa

OCTPUE AOJIPKHO BBINTIACTD 3a0CTPCHHBIM, Oe3 BBICTYAKOLIUX KPACB, 3aYCCHLEB U KPIOYKOB.

4
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IMpumegsanue — OcTpue HrIBI JODKHO HMETh TaKyl0 KOHCTPYKUHIO, YTOOBI
OpoKanbiBacMas TKaHb HE BHIPE3aach M HE NONAJana B TPYOKy uriiel. [IpuMephl THIIHYHON I€OMETPHH

OCTpHS UTJIbl IPHUBCACHBI B MPUIOKEHHH .

4.4.3.3 Kanwons uenvt

Kantomns uriel (Mg Apyroe yCTPOHCTBO) JOJKHA TMO3BOJISITH ONPEAENSATh OOpaTHBIN
3a0pOC KPOBH M JOJKHA COOOIIATHCS C BXOAHBIM OTBepcTHEM TPyOKu wribl. Ecinm BBOgUMAast
UIJla OCHAIeHa ChEeMHOM HACaAKOM ¢ KJANIAHOM, TOJOBKA MIJIBI JIOJDKHA 3aKaHYUBATHCS
Hacaakoi ¢ 6 %-HeIM KOHYCOM JIro3pa ¢ HapykHO# pe3pboii, coorBercTByromuM ISO 594-1.

4.4.3.4 [Ipounocms coeOuHeHUs KAHIONU U MPYOKU u2ivl

ITocne ncnpITaHys MO NPUIOXKEHUIO A COSIUHEHNE TPYOKH ¢ KaHIOJIEH UIJIbI HE TOJIKHO
ocabeBars.

444 Hacapgka c KIamaHOM

Karetep nmomkeH ObITh OCHaIleH Hacaakod ¢ kianmanoMm. Ilocne wucmbraHusi Mo
MIPUIIOKEHHIO [ JKUAKOCTD HE NOMKHA BBITEKATh U3 HACAJKU C KJIallaHOM B Te4eHue 15 c.

445 CxopocCcTh MOTOKA

Ilpu ucnbiTaHUM COTNIACHO MPUIIOXKEHUIO b ckopocTe moToka pomkHa 6biTh oT 80 % 110
125 % cKOpOCTH, YKa3aHHOW H3rOTOBUTENIEM MJIi KAaTETEPOB C HOMHUHAJBHBIM Hapy>KHbIM
nuamerpom mernee 1,0 MM uiu ot 90 % mo 115 % ckopocTn, yka3aHHON HM3rOTOBUTENIEM JJIst
KaTeTepOB C HOMHHAJIBHBIM HaPy KHBIM THaMeTpOM, paBHbIM 1,0 MM u Gonee.

4.5 Hudopmanus, NpeaoCcTaBasieMas H3TOTOBHTEIEM

Wndopmauns, mnpenocraBisieMas  M3rOTOBUTENEM, JOJKHA  COOTBETCTBOBAThb
tpeboBanusam ISO 10555-1, a Takke BKIIOYATD CIEAyIOLIEE:

a) CKOPOCTBH IMOTOKA IS KaXKIOTo KaHaa,

0) npenynpexaeHWe O HEOOMyCTUMOCTH TIOBTOPHOTO BBEJIEHHMS YaCTHYHO WU
TTOJIHOCTBIO BBIMIEAINEH HUIJIbL,

B) ILIBETOBOHM KOJ Ha YIMAKOBKE KaKAOTO 3JIEMEHTA KaTe€Tepa, €CJIM MX LBET HEPA3IMIUM

Yepe3 YIaKkoBKY.

lIpumcuanue — Eauaunpl H3MCPCHHS, HE YKa3aHHBIC B HACTOALIEM CTaHJApTe,

AOITYyCKACTCA UCIIOJIb30BaTh KAK JOIOJIHUTCI/IBHBIC.
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Ipunoxenne A

(obs3aTesibHOE)

OnpeneneHne NpoYHOCTH COCAHHEHHS KAHIOIH H TPYOKH HIJIbI

A.1 OcHoBHOe noJjioxKeHHe

K T1pyOke M KkaHIONe Wbl HOCIEAOBATENbHO MPUKJIAJBIBAIOT CHJIbI PACTSDKEHHS H
C)KaTHs, 3aTeM OCMATPUBAIOT, He 0cadJIo JIM cCoeNUHEeHHe TPYOKH M KaHIOJIH.

A.2 OGopynoBanue

A.2.1 VYCTpoONHCTBO AJs1 UCHBITAHUS HA pacTshKeHHe U ckathe ¢ ycuwiaueM 10 20 H ¢
TOYHOCTBIO u3MepeHus + 1 %.

A.3 Meroa HCNIBITAHUA

A.3.1 HenocpencTBeHHO Mepen HCNBITAHUEM WINYy BBIACPIKHBAIOT IPH TEMIIEPaType
Bo3nyxa (22 + 2) °C u orHOCHUTEIBbHOM BiaskHOCTH OT 40 % 10 60 % B Teuenue 2 u.

A.3.2 TpyOKy ¥ KaHIOJIO WIJIbI 3a)KMMAIOT B TUCKaX YCTPOHCTBA AJISI MCIBITAHHS HA
pacTsDKEHHE ¥ TIOCTIEeNOBATENbHO NPUKIAIBIBAIOT CHIIBI PACTSDKEHMSA U CXKATHA MPH CKOPOCTH
nepeMeINeH s 3aKUMOB THCKOB 100 MM/MUH:

10 H — npu ucnbITaHWy U1 HOMUHANBHBIM HAPYXHBIM AnaMeTpoM MeHee 0,6 M,

20 H — mpu UCTIBITAHUU MIJT HOMUHAJBHBIM Hapy KHbIM quamerpom 0,6 MM mnu 6onee.

A.33 OcMaTpuBalOT MECTO COCOMHEHUs TPYOKH W KaHIONH HIJIBI U (PUKCHPYIOT
ociabnenue TpyOKH UTJIbL.

A.4 Ortuer 00 HCIBITAHHH

OTueT 00 UCTIBITAHUH JOJDKEH CONEPIKATh CIEAYIOIYI0 HHPOPMALHIO:

a) 00O03HAaYCHHE WIJIBI,

0) Hapy>KHBIH TUaMETp UIJIbl B MUJUIUMETPAX;

B) mnpuiokeHHas Harpy3ka (Hampumep, 10 wim 20 H);

r) YKasplBAIOT, MPOU3OLLIO JIH OCJA0JICHHE COCAMHEHNS TPYOKH UIIIbI B FOJIOBKE.
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Ipunoxenne b

(o0s13aTeIbHOE)

OnpenesieHne CKOPOCTH NMOTOKA BOABI Yepe3 KATETep

B.1 OcHoBHOE MO10:KEHHE

BonroMeTpuueckuM WM TPaBUMETPUYECKMM METONOM ONMPENENSIOT OObEM BOIbI,

MpOTeKaroLIeli Yyepe3 KaTeTep B €AUHUIy BPEMEHH.

Bb.2 Peaxktus

I[l/ICTI/IJ'lJ'Il/IpOBaHHaSI WIN JCUOHU3UPOBAHHAS BOJA.

1000+5

1— pe3epByap HOCTOSIHHOTO YPOBHSI;
2— AUCTHITHPOBAHHAS WK ACHOHHU3UPOBAHHAS BOJQ,
3— Bryck; 4— cnuB; 5 — TpyOKa A1 OAAYH BOABL,
6— ¢urunr ¢ 6 %-HpM KoHYCOM JIK03pa C HAPY>KHOM
Pe3600ii; 7 -HCIBITYEMBIH KaTeTep; §— COCYA AL
c6opa/uzmepeHust

Pucynok b.1 — Cxema onpernenenysi CKopocTu

MOTOKA BOJIBI Uepe3 KaTeTep

B.4 Meroa ucnbITAHUSA

B.3 O6opynoBanune

B.3.1 PesepByap mIOCTOSIHHOIO
VPOBHS, OCHAINEHHBIA TPYOKOH s
nozfa4uu Boxsl U GUTHHrOM ¢ 6 Y%-HbIM
koHycoM JIroapa ¢ HapykHOIi pe3pboii B
coorBercTBuM ¢ ISO 594-1, crocoGHbIi
obecneynBaTh CKOPOCTh MOTOKA (525 +
25) ™u/MHH, €CIH  HCIIBITYyEMBIH
KaTeTep He MOACOENUHEH K yCTPOHCTBY
IUI ONpEeAeNIeHHs1 MOTOKa BOJbI Yepes
Karerep, " obnamarouii
THAPOCTaTHYECKUM AaBnenueM (1000 +
5) Mm.

CxeMa WHCHBITaHHS MpUBEIEHA
Ha pucyHke b.1.

b.3.2 Obopynosanue st coopa
W ONpeneNeHUs] Macchl WM o0bema
JKUIKOCTH, BBITEKAIOUIEH U3 KaTeTepa, ¢
TOYHOCTBIO M3MepeHus + 1 %.

B33 CexyHzmomep TUTA

HU3MepeHus BpeMeHu coopa.

b.4.1 PesepByap mMOCTOSHHOTO YPOBHS 3aMOJIHAIOT BOJOH, HMetolleii TeMnepatypy (22

+ 2) °C. UcnbiTyeMblii karerep BCTaBISIIOT B puTHHT ¢ 6 Y%-HbIM KOHyCOM JIroopa ¢ Hapy KHOH

pe3booii.
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B.4.2 Tlorok Boxbl myckatoT yepe3 katerep. CoOOMPAIOT BHITEKAIOLIYIO BOAY B TEUCHHE
¢uxcuposanHoro meprona BpemeHu (He MeHee 30 c) B cocyn st cOopa SKMAKOCTH H
OTIPEeneNstoT ee 00beM C IOMOLIBI H3MEPUTEBHOIO COCYAA IIIH MyTeM B3BEIINBAHMUS, CUUTas,
YTO TUIOTHOCTB BOABI paBHa 1000 Kr/M.

b.43 [na xaxnoro kaHajua karerepa ucrneltanus no b.4.1, b.4.2 nposoaAar tpu pasa.

B.5 Pe3yabtartsbl

JUisi K&KIOOTO KaHaja BHIYUCISIOT CpefHee apu(pMeTHIeckoe 3HAUCHHE TPEX U3MEPEHMIT
Y CYMTAIOT €r0 CKOPOCTHIO MOTOKA BOMBI Uepe3 KaTeTep B MIJLUTMINTpax B MuHyTy. [lony4enHoe
cpenuee apr(pMEeTHIECKOE 3HAYEHHE CKOPOCTH TMIOTOKA OKPYTJIAIOT O LEIOro YHCIA.

B.6 Ortuer 00 HCILITAHHHU

Otuer 00 UCTIBITAHIH JOJKEH BKIIFOYATh CIEAYIOLY0 HHPOPMALIUIO:

a) obo3HaueHHe KaTeTepa,

6) CpemHIOK CKOPOCTh MOTOKA UAKOCTH AJIs KayK/I0ro KaHala B MIJUIMIHTPAxX B

MUHYTY.
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punoxenue B

(cmpaBouHoOe)

IIBeTa HENPO3PAYHBIX KAHKJIb KATETEPA

L{BeTa HEMPO3pavHbIX KAHIONb KaTeTepa npuBeneHs! B Tabauue B.1.

Tadbnuma B.1 —Ilera HeMpO3pa4YHbIX KaHIONb
HomunansHbrit
HAPYKHBIH § ATiac wBeTos ®enepanbHBIH TVH Opannysckuit
muavetp TpyGiu | LlseTosoii xox Munsell” crauaapr 2 6164—17 CTam[apT4)
CIIA 5952 X 08—002
KaTeTepa, MM

0,6 DuoneToBbIi 5P6.5/6 — — A 2790

0,7 Kearerit 3.75Y 8/14 23655 1.9;68.0.7 | A330

0,8, 0,9 Temuo-cunnit | 2.5 PB 3/8 15090 16.6;65.42 | A540

1,0; 1,1 Po30BBIi 25R7/6 11630 85.14;15 A 870

1,2;1,3 TemHo - 25G4/8 14090 226,69,50 | Ad455
3€JICHBIH

14:15 Bensiit N9.5 27875 1.0,04,03 A 665

1,6;1,7: 1.8 Cepsiit N7 26231 244,02:39 | A630

1,9,2,0;2,1;2,2 | Opanxkesbiii 3.75YT6/12 12473 45.66;1.7 A 130

2,3,2,4,25 KpacHprit 75 R 4/14 — 74,779,217 A 801

2,6,2,7,2,8 Baexuo- 2.5PB7/8 35190 175;4.4;2.0 | A590
ronyGoii

33:34 Ceetio - 75YR45/6 — — A 2030
KOPUYHEBHIi

Y Arnac msetos Munsell. Moxso mpro6pecta B Munsell Color, 2441N. Kaneept crpur, banrumop,
wrrar Meprmnz, 21218, CIIIA.

2 e gepanbHbI cragmapt CIHIA 595a; Ilsera, Tom 1. MoxkHO mpuoOpecTH y yNpaBIsSOMICrO
otaenom jgoxkymenranun Mszmareneckoro oraena mpu mpasurenbctse CIIA, BamuHrroH, oxpyr
Komym6us, 20402, CIIIA.

 Crammapr Tepmammu JIUH 6164-1, DIN Farbenkarte; System der Farbenkarte fur den 2°-
Normalbeobachter. Moxuo mpuoGpectu B Beuth Verlag GmbH, Burggrafenstrasse 6, D-10787, Bepnum,
I'epmanns.

» Cranmapt @pammmn X 08-002; OrpasuucHHAs KOUICKIHS HBETOB. HasHaueHuE U Katanor uBeTos
CCA. Crangapt BemomoratensHeiii. Mokao npuoGpectn 8 AFNOR, Tour Europe, Cedex 7, F-92080
Paris, La Defense, @panums.
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Hpunoxenue I'

(cnpaBo4uHOe)

I'eomeTpus ocTpust HIJIbI

IIpumeps! reoMeTprn OCTPHSI UTIIBI YKa3aHbl Ha pucynke I'. 1.

A-A
od,
@d,

LA
0 m

Y
A b
1
B-B
Sdy
Jd, Iq—

B
—~
7

b

B

dy— HAPYKHBIM JUAMETP TPYOKH; dy— BHYTPCHHMI AUaMeTp TPyOkw; / — anHHA OCTpHS,
/| — mepBoHaYaIbHAA HOMHHANIBHAS JJIMHA CKOCA, h— BTOPHYHAY HOMHHAIIBHAS JUIMHA CKOCA;
0 — MCPBHYHBIHN YTojl CKOCA; B — Yroji HAKOHCYHHKA; 0, — BTOPHYHBINA Yyrol BpAmCHH CKOCa;

Y — XOMOHHHPOBAHHBIN BTOPHIHBIN YrOJ CKOCA

Pucynok I'.1 — IlpumMepsl reOMeTpHUA OCTPHS MIJIbI
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Ipanoxenne [
(o0n3aTenbHOE)
Onpenenenne NPOTEKAHA XKHAKOCTH H3 3aIJTYHIKH € KJIAAHOM
J.1 OcHoBHBbIE MOJIOXKEHHS
Karerep 1o0/icOeAMHAIOT K WCTOYHMKY JKHAKOCTH, HWMHTHPYIOHMICH KpOBb, IO/
TH/POCTATHMECKUM J[aBJIcHHEM. JKHIKOCTD IyCKAIOT B MIJly W H3MEPSIOT BpeMi, Tpedyromeecs
HA TO, YTOOBI JKUIKOCTD IPOTEKIIA Yepe3 3aIVIYIIKY C KIamaHOM.
JA.2 KuakocTb AjiA HCTILITAHASA
JI.2.1 TotoBst pacreop xjopuaa Harpus [0,9 % (M/V)] nyrem pacrBopenmst 9 r
XJIOpHIa HATPHS AHATHTHYECKOTO KIacca B MUCTHUTMPOBAHHON HIIH JCHOHW3MPOBAHHOMN BOJIC
JUISA oJTydeHus 1 11 pacTBopa.
J.2.2 ToTOBAT XHMIOKOCTh U1 HCIBITAHWA IyTeM cmemmBanus 550 M pactBopa

xyopuaa Hatpus 1 450 M1 DMIepuHa.

Ilpumeuanue - Urobel pactBop OBUI Goliee APKHM, MOXHO HCIIOJNL30BATh NHINEBOH

KPacUTEIb KPACHOT'O WA CHHETO [BETA.

A.3 Oo6opynosanmne

J.3.1 PezepByap IOCTOSHHOTO YpOBHA, OOECIEUHBAIOMHNA THAPOCTATHIECKOE
nasnenue, papHoe (400 = 20) MM, ocHamICHHBIH TPYOKO#M JUI1 MOJAYN BOABI ¢ BHYTPCHHHM
JUAMETPOM MeHee 3 MM, 3aXKHMOM WITH KIIAITAHOM, Ha KOHIE TPYyOKH HoJbKHA OBITh MeMOpaHa,
KOTOpas NOJAAETCS IIPOKATIBIBAHMIO, HAIIPHMED JIATCKCHBIH KOJIITAYOK.

CxeMa ucIbITaH|s IpuBeAeHa Ha pucynke J1. 1

~ r

I||'|
||'|'
I

|
|

1

|-

i
| HURNENN) 'l‘l'IJJ|I|||A|l|||l|l||lll|"
Qﬁ
|y
ko > [ "
{o=]

40020

I— pe3epByap MOCTOSHHOTO yPOBHA, 2— CIIHB, 3— BITYCK, 4— XHIAKOCTD ISl HCITBITAHHIH;
5— 3aKUM WK K1anaH, 6— TpyOka uriel, 7— mMeMOpaHa; § — Hacajka ¢ KJIanaHoM,

9 — TpyOka A mogavy BOABI

Pucynox 1. 1 — Cxema onpeencHAs MPOTEKAHMS XKHIKOCTH M3 HACANKH C KIIAITAHOM

11
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.32 CekyHmomep ¢ OCTAHOBOM WJIH aHAJIOTHYHOE YCTPOHCTBO.

.4 Mertoa ucnbITaHus

4.1 B pesepByap NOCTOSHHOTO YPOBHSI HAJMBAKOT >KHIKOCTb, Yka3aHHYHO B J1.2,
UMeroIIyo Temneparypy (23 +2) °C.

H.4.2 YpanaioT Bechb BO3AyX W3 TPYyOKH AJIsl MOAAYW BOIBI U 3aKPbIBAIOT 3aKUM WU
KJIAMaH.

.43 KoHunkoM TPyOKH WIJIbl MPOKAJBIBAIOT MeMOpaHy, MpU 3TOM TpyOka HIJIbI
JOJDKHA 3aHUMATh TOPU30HTAIbHOE TIOJIOXKEHHE C IOy CKAaeMbIM OTKJIOHEHHeM + 5°.

4.4 OTKpbIBAIOT 3a)KAM HJIH KJIaaH TakK, YTOOBI *KHAKOCTb BOLIA B TPYOKY HIJIBL.
H3mepsiroT BpeMs 1O MOMEHTA MaeHUs IEPBOM KaIlIM U3 HACAJKH C KJIATIAHOM.

A.5 OTtuer 00 HCMBLITAHHHA

Otder 00 HCTIBITAHUAX JAOJDKEH COAEPKATh CIACAYIOITY 0 HHPOPMALIHIO:

a) 00O03HaYeHHE UCIIBITYEMOrO KaTeTepa;

0) Bpewms, mpoiesaIIee 10 MOMEHTA MaAeHUs] IEPBOH KaIuIHA KUIKOCTH JJIs1 UCIIBITAHUI,

B CEKyHHax.

12
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Tlpuaoxenne E

(cpaBouHoe)

Bubaunorpadus

[1]1ISO 11070:1998 Sterile single-use  intravascular ~ catheter  introducers
(UHTpOOBIOCEPbl BHY TPUCOCY IUCTDIE, CTEPHIIbHBIE, ONHOKPATHOTO IPHMEHEHHS)

[2]1ISO 14972:1998 Sterile obturators for single use with over-needle peripheral
intravascular catheters (OOTIOpaTOpbl CTEpWIbHBIE I OJHOKPATHOrO MPUMEHEHHS,

HCIIOJIB3y €MBIE C KaTeTepaMu nepudepruieckumMu ¢ BHyTPEHHEH UIJIoit)

13
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Mpunoxenune J.A
(cnpaBouHoe)

CBC}IC]‘[I/IH 0 COOTBETCTBHHU MEKIOCYAAPCTBEHHBIX CTAHAAPTOB

CCBUIOYHBIM MEKAYHAPOAHBIM CTAHAAPTaAM

Tabnuua JA.1

Obo3Hauenne 1 HanmeHoBaHne | CTeneHb O6o3HaueHne ¥ HaMEHOBaHHNE
MeX Iy HAPOJHOrO CTaHaapTa COOTBETCTBUS | MEKTOCYIAPCTBEHHOT'O CTaHIapTa

ISO 10555-1:1995 Karerepsr IDT TOCT ISO 10555-1-2011 Karereps
COCYIHCTBIC CTEPUJILHBIC COCYAUCTBIE CTEPHIIbHBIE OHOPA30BOIO
ONHOPAa30BOTO  NPHMCHEHHS. mpumvenenns. Yacts 1. Obuive tpeGosanus
Yactpb 1. O6ume TpeGoBanus

ISO 594-1:1986  [leramu — *

COeMMHUTENbHbIE C  KOHYyC-
HOCTRIO 6 % (JIrospa) st
IIMPUIEB, WL W JIPYyroro
MEAULHUHCKOTO 000py IOBAHMSL.
Yacte 1. O6wmume TpeboBanums

ISO 9626:1991 TpyOka must — ®
WIJl U3 HepXaBerolleld CcTraiu
IUIsL W3TOTOBJICHUSI MEAMIIVH-
CKHUX M3[eIHNH

* COOTBETCTBYIOIIUII MEXTOCYJapCTBEHHBIN CTAHAAPT OTCYTCTBYeT. JIo ero yTBep:KaeHuUs
PEKOMEH/IyeTCsl HCIONb30BaTh MEPEeBOA HAa PYCCKHI A3bIK JAHHOTO MEXKIYHApOTHOTO
CTaHaapra.

Ilepesoa maHHOrO MEXKAYHAPOAHOTO CTaHAapTa HaxoxuTcsa B PenepanbHOM HHGOPMALIHOHHOM
(oHIE TEXHUUECKHUX PErJIAMEHTOB U CTAHAAPTOB.

IIpumeuanue - B HacTosmeM CTaHZapTe HCIOJb30OBAHO ClENyIOLIee YCIOBHOE

obo3HaueHHE CTENEHH COOTBETCTBUS CTAHAAPTA:

- IDT — upeHTUYHBIEC CTAHOAPTHIL.

14
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VIK 615.472.5:006.354 MKC 11.040.20 IDT
KuroueBpie CJiOBa: KaTeTep BHYTPHUCOCYIUCTBIN, mnepu(pepuyecknii, BHYTPEHHsA HIJIA,

CTepHHBHLIﬁ, Tpe6OBaHI/I$[
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