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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 perynmpoBaHuio  wn
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 AeUCTBME B Ka4eCTBE HaLMoOHarnbHOro craHgapta Poccuinckon ®epepaumm
C 202 .

5 Hactosawmn craHgapT WOEHTUYeH MexayHapogHoMy ctanHgapTy ISO 10555-
3:2013 «KaTteTepbl BHyTPUCOCYAUCTbIE OQHOKPATHOrO NPUMEHEHNsa cTepunbHble. YacTb 3.
LleHTpanbHble BeHO3Hble KaTeTepbl» («Intravascular catheters — Sterile and single-use
catheters — Part 3: Central venous 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 HacTosILEero ctaHgapta pekoMeHAyeTCsl UCNoSib3oBaTb BMECTO
CCbINTOYHBIX MEeXOYHapOOHbIX CTaHOAPTOB COOTBETCTBYHOLIME UM MEXIoCydapCTBEHHbIe
cTaHOapTbl, CBEAEHNSA O KOTOPbIX NpUBeAEHbl B 4OMOSIHUTENbHOM NpunoxeHnn JA

6 BSBAMEH OCT ISO 10555-3-2011
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UHgpopmauyus o esedeHuu 8 delicmeue (npekpaweHuu delicmeusi) Hacmosiueao
cmaHOapma U U3MEeHeHUlU K HeMy Ha meppumopuu yKal3aHHbIX 8bllie 20cydapcme
nybrukyemcsi 8 ykasamesisix HayuoHarbHbIX cmaHdapmos, u3dasaembiXx 6 3mux
eocyfapcmeax, a makxke 6 cemu WHmMepHem Ha calmax Cco0meemcmeayuux
HayuoHarsbHbIX op2aHo8 Mo 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 kamarozae «MexeocydapcmeeHHble cmaHdapmbiy»

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

B Poccunckon depepaumm HaCTOAWMA CTaHOAPT HE MOXeT

OblTb MOMHOCTLID UM YaCTMYHO BOCMNPOU3BELEH, TUPAXMPOBAH U

T pacnpocTpaHeH B KadecTtBe oduumanbHOro wusgaHmsa 6es

paspeweHus dPegepanbHOro  areHTCTBa MO TEXHUYECKOMY
perynmpoBaHuio 1 MeTposiormm
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CopepxaHue
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BBeneHue

Hactoawmn ctaHgapt naeHTudeH mexayHapogHomy ctangapTy 1SO 10555-3:2013
«KaTteTepbl BHyTpuUCOCYAUCTblE OLHOKPATHOrO MNPUMEHEHUS CcTepunbHble. Yactb 3.
LleHTpanbHble BeHO3Hble KaTeTepbl», pa3paboTaHHOro TEXHUYECKMM KOMUTETOM MO
ctangaptmsaumm ISO/TC 84 «YcTponcTBa Ansi BBEAEHUSA NEKapCTBEHHbIX NpenapaTtoB U
BHyTpUcocyaucTtble katetepbl» MexayHapogHon opraHusauum no crangaptmsaumm (1ISO).

BTopoe wusgaHve oTMeHAeT u 3aMeHdeT nepsoe wudgaHne (ISO 10555-3:1996),
koTopoe ObIno  TexHudeckn nepecmoTpeHo. OHO Takke BKAOYAeT  MOMpaBKy
ISO 10555-3:1996/Cor 1:2002.

Cepusa ISO 10555 nog obwumm 3aronoBkom «KateTtepbl BHYTpMCOCYOAUCTbIE
OLHOKPaTHOro NPMMEHEHUSI CTEPUSIbHbIE» COCTOUT M3 CreayHrLnX YacTeun:

- Yactb 1. O0wme TpeboBaHus

- Yactb 3. LleHTpanbHble BEHO3HbIe KaTeTepbl

- YacTtb 4. KaTteTepbl ns 6annoHHon gunartauyum

- Yactb 5. lNepudpepunyeckne kateTepbl C BHYTPEHHEN UTTTON

PaspabatbiBaeTca crneayrowiasi 4acTb:

- YacTtb 6. [NoakoXHbIe MMNAHTUPYEMbIE NOPThI

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

- Yactb 2. AHrnorpadguyeckmne katetepsbl

Heobxognumo yumtbiBath ISO 11070, B KOTOpOM onpegeneHbl TpeboBaHusa K

OOMNMOJTHUTETNbHbIM yCTpOﬁCTBaM, Mcnosib3yemMbliM C BHYTPUCOCYOAUCTbIMU KaTeTepaMu.
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(V)

MEXIOCYODAPCTBEHHB UWCTAHAOAPT

KATETEPbI BHYTPUCOCYAUCTbIE OOAHOKPATHOIO MPUMEHEHUA
CTEPWUJIbHbIE

YHactb 3

LleHTpan bHble BEHO3HbIe KaTeTepbl

Intravascular catheters — Sterile and single-use catheters — Part 3: Central

venous catheters

Hata BBegeHnsa — 20 — -

1 ObnacTtb NpUMeHeHUsA

HacToswmin  craHgoapT ycTtaHaBnvBaeT TpeboBaHMS K LEHTpanbHbIM  BEHO3HbLIM
KaTeTepam, MOCTaBMNsieMbIM CTEPUIIbHLIMW W MNpefHa3HaYeHHbIM Ans  Of4HOKPAaTHOro

npUMeHeHNnA.

2 HopmaTuBHbIE CCbISIKU

B HacToswem cTraHgapTe WCrnonb3oBaHbl HOPMAaTMBHbIE CCbINIKM Ha criegylowine
ctaHgapTbl. [na AaTMpOBaHHbLIX CCbIFIOK MPUMEHSAOT TOMbKO yKa3aHHOEe wusfaHue
CCbINIOYHOrO CTaHgapTa, AN HedaTUpOBaHHbIX — nocnefHee wusgaHve (BKMwYas Bce
N3MeHeHns).

ISO 10555-1:2013, Intravascular catheters — Sterile and single-use catheters — Part 1.:
General requirements (KateTepbl BHYTPMCOCYOUCTbIE  OAHOKPATHOrO  NMPUMEHEHUS

cTtepunbHble. YacTb 1. Obwwme TpeboBaHmsA)

lpoekm, RU, okoHYamenbHas pedakyusi
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3 TepMuHBI U onpeaeneHus

B HacTosdwem ctanHgapTte npumeHeHbl TepMuHbl no ISO 10555-1, a Takke cneaytowme
TEPMUHbI C COOTBETCTBYIOLNMU OnpeaeneHnamu:

3.1 ueHTpanbHbIA BEHO3HbIN KaTeTep (central venous catheter): BHyTpncocyamcTbin
KaTteTep, O4HO- WU MHOrOMNPOCBETHbLIN (OAHO- UITM MHOrOKaHasbHbIN), pa3paboTaHHbIM Ang
BBELEHUSA UMW yaaneHus XUAKOCTEN U3 CUCTEMbI LLEeHTPanbHOW BEHbI U/UIn ANg namepeHns

gasneHuna nnnm gpyrux I/I3MepeHI/II7I.

I'Ipmmet-laHme 1- KaTeTep MOXeT UMETb CUCTEMY d)vu(cau,vn/l, KOTOpaAa 4aBlAeTcda 4acCTtbio

nsgenuvs.

4 TpeboBaHusA

4.1 OO6Lwue NoNoXxeHus
KaTeTepbl OOMKHbI COOTBETCTBOBATbL TpeboBaHusaM ISO 10555-1, 3a uMCKNYeHUem
ycunmsa Ha paspbiB (cM. 4.6 I1ISO 10555-1:2013), onst KOTOPOro AOSMKHbl MPUMEHSTLCS

TpeboBaHus 4.4 HaACTOSALLEro cTaHaapTa.

4.2 MapKupoBKa pacCTosiHUA

Ecnn kateTep cHabXeH MapKMpPOBKOW PacCTOSHUSA, TO CUCTEMa MapKMPOBKU AOSHKHA
oTobpaxaTb paccTtosiHMe OT AUCTarnbHOro KoHua. HaynHas ¢ nepBon OTMETKM, pacCTOsSHME
MeXxay OTMeTKaMu He JOSKHO npeBblwaTth 5 cMm.

PekomeHagyeTcsi, 4TOObl OTMETKM pPacCTOSHUA Ha TOM YacTu KaTeTepa, KoTopas
Hanbonee BaxHa [ns MNoONb3oBaTeNs MpUM YCTAaHOBKE KaTeTepa M KOHTpPOMe 3a ero

npogBvxeHmnem, pacnosarajinCb Ha pacCTtoAHNN 1cm Apyr oT apyra.

4.3 MapknpoBKa NpocBeTOB (KaHanoB)
[na MHOronpocBeTHbIX (MHOroOKaHanbHbIX) KaTeTEPOB NOEHTUDUKALMS KaXO0ro KaHana

OOMmKHa bbITb OMeBMAHA ANs NoNb3oBaTens.

4.4 Ycunue Ha pa3spbiB
[na kaTeTepoB, MWMEKLWMX HAKOHEYHUKM Wn3 OBonee MArkMx maTepuanos unm

HaAKOHEYHUKN C OPYrOon KOHCTPYKUMEN, ONNHON He Bonee 20 MM, MUHMMarnbHOE ycunune Ha
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paspblB HAKOHEYHUKA JOSMKHO COOTBETCTBOBATL NpUBEAEHHOMY B Tabnvue 1 npu ucnbitaHnm
B COOTBETCTBMM C METOAO0M, yKa3aHHbIM B rnpunoxeHun B ISO 10555-1:2013.

MuHumanbHble ycunuss Ha paspbiB  APYrMX YacTen TakuX KaTeTepoB [OOSDKHbI
cootBeTcTBOBaTH 4.6 ISO 10555-1:2013.

Tabnunya 1 — MuHUManNbHbIE YCUNUSA HA pa3pbiB MATKMX HAKOHEYHUKOB AMMHOM, He NpeBbiwatoLen 20 Mm

HavmeHbLniA HapyXHbIN AMamMeTp Kopryca MwuHumansHoe ycunue Ha paspbis, H
KateTepa, MM

20,550 <0,75

20,751n<1,85 4

21,85 5

4.5 UHdopmauus, npeaocraBnsemMas UarotoButenem

MHdopmaunsa, npegoctaBnsemasl  M3rotoBuTenem, OoOfbkHa  COOTBETCTBOBATb
ISO 10555-1, a Takke JOMmKHaA coaepxaTb cneayoLLyo NHpopMaLuuio:

a) ecnu katetep cHabXeH MapKMPOBKOM PacCTOSAHUSA, TO ONMCaHMe MapPKUPOBKMU;

b) ckopocTb NnoToka Ang Kaxaoro npoceeTa (kaHana);

C) MakcuMarnbHbI JuaMeTp HanpasuTerns, ecriv NPUMEHUMO;

d) ecnn npumeHuMoO, TO nNpeaynpexgeHneMm o HeaonyCTUMOCTU U3BIEYEHUS KaTeTepa
yepes Urny Ans BBeEAEHUs KaTeTepa;

€) Mo KpamHen mepe, 0OHO PEKOMEHOOBAHHOE YMCTSLLLEE CPEACTBO.

EonHMUBI n3aMepeHns, OTNIMYHbIE OT yKas3aHHbIX B HAcTosIWEeM CTaHAapTe gonyckaeTca

MCMNOoJ1b30BaTb KakK AOMOJIHUTENbHbIE.
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Mpunoxenne OJA

(cnpaBo4HoOe)

CBeaeHMA 0 COOTBETCTBUN CCbINTOYHbIX MexayHapoAHbIX CTaHAApTOB

MeXrocygapcrtBeéHHbIM CTaHOAapTamMm

Tabnunuya OA1

O603Ha4eHne CCbINIOYHOro CteneHb O603Ha4eHre 1 HauMeHoBaHMe COOTBETCTBYIOLLErO
MeXAyHapOoaHOro craHaapTa | COOTBETCTBUS MEXrocyapCTBEHHOro cTaHaapTa
ISO 10555-1:2013 IDT FOCT ISO 10555-1-202_ «KaTteTtepsbl

BHYTpuUcoCcyancCtbie 0OaHOKpaTHOro npuMeHeHus

ctepunbHble. YacTtb 1. Obwme TpeboBaHna»

M punmeyaHune — B HacTosiwen Tabnuue Mcnonb3oBaHo cneaywllee ycnoBHoe 0003Ha4veHus
CTeneHn cooTBeTCTBUA CTaHaapTa:

- IDT — ngeHTWYHbIN cTaHgapT.
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Bubnuorpadusn

[1] ISO 11070, Sterile, single-use intravascular catheter introducers
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YOK 615.472.5:006.354 MKC 11.040.20
KnioyeBble crosa: kareTep BHYTPUCOCYAUCTbIN, LEHTParnbHbIA, CTepunbHbIn, TpeboBaHus,

MapKUpOBKa




