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MpeguncnoBne

Llenn, OCHOBHble NpUHLUMMBLI M NOPAJOK MPOBeAeHUs PaboT Mo MEXrocyAapCTBEHHON
CcTaHfaptmsaumMm  ycrtaHoeneHsl TOCT  1.0—92  «MexrocyfapcTBeHHas  cucTema
cTaHgapTu3aumn. OcHoBHble nonoxeHusa» 1 FOCT 1.2—2009 «MexrocyfapcTeeHHas cuctema
cTaHgapTvsaumy. CraHgapTbl  MeXrocyfapCTBeHHble, MNpasuna W pekoMeHgaumn  no
MEXrocyapCTBeHHOM cTaHfapTu3aumu. [pasBuna pas3paboTky, MPUHATUSA, MPUMEHEHUS,

06HOB/NEHNS 11 OTMEHbI»
CBefieHUn 0 CTaHfapTe

1 MOArOTOBJIEH ®epfepa/ibHbIM rOCYAAPCTBEHHLIM  YHUTAPHBLIM  NPEeAnpPUATUEM
«BCepoccuinckmnii- HayuHo-MCCNeaoBaTeNbCKMA VHCTUTYT CTaHAapTU3auumM W cepTudmkaumn B
maLlmHocTpoeHun» (BHUNHMALLI)

2 BHECEH ®epfepasibHbiM  areHTCTBOM MO TEXHUYECKOMY  PeryvpoBaHuio  ©

meTponorum (FroccTaHgapT)

3 MPUHAT MexrocyfapCTBeHHbIM COBETOM MO CTaHAapTM3auuu, MeTposiorui wu
cepTugmkanum (npotokon Ne 41-2012 o1 24 mas 2012 r.)

3a NpuvHATE MPOrosioCcoBaIN:

KpaTkoe HavimeHoBaHwue cTpaHbl no  Kop CTpaHsbl CokpalleHHOoe HaMMeHOoBaHMe
MK(UCO3!166) 004-97 no MK (MCO HaLMoHaIbHOro
3166)004-97 opraHa no ctaHZapTusaumm
AsepbaiigkaHckas Pecnybinka AZ AscTaHgapT
Pecny6mka ApMeHus AM MHHTOPr3KOHOMPa3BHTHSA
Pecny6nuka Benapycb BY occTangapt Pecnybnvkn benapycb
Pecny6nuka KasaxctaH Kz occTaHgapT Pecny6ivnkn KasaxctaH
Kblprbiackas Pecny6nmka KG KblproisctaHgapT
Pecny6nvka Mongosa MD Mongosa-CtaHgapT
Poccuiickas ®efepaums RU "occTaHgapT
Pecny6nvka TampKUKMUCTaH TJ TamknkcTaHgapT
Pecny6nmka Y36ekncTaH uz Y3cTaHgapT
YKpavHa UA ocnoTpebeTaHAapT YKpauHsl
4 Mpukasom PefepanbHOrO areHTcTsBa MO TEXHUYECKOMY  PerynvpoBaHuio U

meTponorum ot « 19 » gekabpsa 2012 r. Ne 1917-CT MeXrocyaapCTBeHHbI ctaHaapT FOCT ISO
10555-5-2012 BBefieH B [eliCTBME B KadeCTBe HaLMOHa/IbHOMO CTaHAapTa Poccuitckoli
depepaunm ¢ 1aneapsa 2015 r.
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5 HacTtoawwmin ctaHAapT UAEHTUYEH MexayHapogHoMy cTaHfapty ISO 10555-5:1996
Sterile, single-use intravascular catheters - Part 5: Over-needle peripheral catheters (KaTeTepsl
BHYTPUCOCYANCTble  CTEPWUMbHblE  OLHOKPATHOrO  MpuMeHeHus. Yactb 5. KateTepsl
nepugepnyeckme ¢ BHYTPEHHER UrMo).

CreneHb COOTBETCTBUA - naeHTUYHas (IDT).

CraHgapT noArotossieH Ha ocHose npumMeHeHns TOCT P ICO 10555-5-99.

CBefieHMss 0  COOTBETCTBMM  MEXFOCYAapCTBEHHbIX  CTaHAapTOB  CCbIOYHbLIM

MEXyHapOoAHbIM CTaHAapTaM NpUBEAEHbI B AONO/HNTENLHOM NpUAoXeHUn [./1

6 BBEJEH BITEPBbIE

WHopmauus o BBefieHUM B [elicTBMe (MpekpalleHnn AelicTBMS) HACTOSLLEro cTaHgapTa
ny6anKyeTCs ByKasaTene «HauyuoHanbHble CTaHAapTbi»

MHopmauus 06 M3MEHEHUsX K HacTosleMy CTaHapTy ny6aukyeTcs B ykasaTene
«HaumoHanbHble  CTaHAapTbi», & TeKCT U3MeHeHUi - B MH(OPMALMOHHBLIX YKa3aTensx
«HaumoHanbHble CTaHAapThi». B Clyyae nepecMoTpa WM OTMEHbl HACTOALWEro cTaHgapTa
COOTBETCTBYlOWAsA uWHopmauus GydeT  Ony6AMKoBaHA B MH(OPMALMOHHOM  yKasaTese

«HauuoHasbHble CTaHAapThbi»

© CtaHgapTHH(opM, 2013

B Poccuiickoii degepaumy HaCcTOALWMIA CTaHAAPT HE MOXET ObITb MOSIHOCTBIO WM
4acTWYHO BOCMPOW3BEAEH, TUPKMPOBAH 1 PacnpPOCTPaHeH B Ka4ecTBe OMLMANBHOIO M3gaHms

6e3 paspelLieHnst defepanbHOro areHTCTBa Mo TEXHUYECKOMY PErYNMPOBAHMIO U METPOSIONAN
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BeegeHune

HacToAwwmin ctaHgapT sABAAeTCA NPAMbIM NPYMEHEHWEM MEXAYHapOAHOro CTaHAapTa
ISO 10555-5- 99 «KateTepbl BHYTPUCOCYAUCTbIE CTEPUSibHbIE OAHOKPATHOIO MPUMEHEHNUS.
YacTb 5. KateTepbl nepudepnyeckme ¢ BHyTPEHHe Urnoi», NOArOTOBNEHHOrO TeXHWYeCKnm
komuTeToM VICO 84 «MefuumHCKUe LWNPULLI Y UFAbI ANS MHBEKLWAY.

Komnnekc cTaHgapToB noj o6WwuM  HasBaHuWeM «KaTeTepbl BHYTPUCOCYAMCTbIE
CTepu/ibHble OAHOKPATHOrO MPUMEHEHWS» COCTOUT U3 NATU YacTeil:

- yacTb 1— 06LuUMe TEXHNYECKME Tpe6oBaHUS;

- 4aCTb 2 — KaTeTepbl aHrorpamnyeckue;

- YacTb 3 — KaTeTepbl BEHO3HblE LEHTPa/IbHBIE;

- YacTb 4 — KaTeTepbl A/19 6aINIOHHOIO PacLUMPEHNS;

- YacTb 5 — KaTeTepbl NEPUPEPUUECKIE C BHYTPEHHE UTONA.
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MEXTOCYAOAPCTBEHHT BN CTAHOAPT

KATETEPbI BHYTPNCOCYANCTbIE CTEPUJIbHbLIE
OOJHOKPATHOIO NMPUMEHEHWA
YacTb 5
KaTeTepbl nepuepuyeckne ¢ umy Tpeumnein w .TuH
Sterile, single-use intravascular catheters. Part 5.

Over-needle peripheral catheters

Jata BBegeHns 2015-01-01

1 O6nacTb NPUMEHEHUN

HacTosiumii ~ cTaHpapT — ycTaHaBnMBaeT — o6WMe  TpeGOBaHWS K CTEPU/IbHBIM
BHYTPMCOCYAMCTBIM Nepudepuyecknm KateTepam C BHYTPeHHel urnoii (oanee — KaTeTepbl)

OIHOKPaTHOrO MPUMEHEHWS, NpeHasHauYeHHbIM AN JocTyna K nepudepuyeckoli cocyancToi
CUCTEME.

MpumeuaHue — TpeGoBaHUs K [AOMONHWTENbHLIM  YCTPOWCTBAM, MCMOMb3YEMbIM
COBMECTHO C BHYTPUCOCYAUCTLIMI KaTeTepamu, npuseeHsl B cTaHgapTe 1SO 11070 11], a TpeboBaHus K
CTEPUNLHOCTM 06THOPATOPOB, MUCMO/b3YEMbIX C NEPU(EPUYECKMMI KaTeTepaMy C BHYTPEHHER Urnoi
B CcTaHgapTe 1SO 14972 [2].

TpeboBaHMs HACTOALLErO CTaHAapTa SABMSAIOTCS PEKOMEHYEMbIMM.

2 HopmaTunBHbIe CCbINKK

B HacTosiLeM CTaHAapTe MCNO/b30BaHbl CChITKM Ha CNefyoLLMe CTaHAapThI:

ISO 10555-1:1995 Sterile, single-use intravascular catheters - Part 1. General
requirements (KateTepbl COCyAMCTble CTEPUSibHblIE O4HOPA30BOro MpuUMeHeHus. Yactb 1
O6Lwye TpeboBaHUA)

1ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringes, needles and certain
other medical equipment - Part 1 General requirements (JeTannm cOeAUHWTENbHbIE C

KOHYCHOCTbH0 6 % (JTt03pa) 4N1s1 WNPULEB, UIN U APYTOro MeAMLMHCKOro 060pyaoBaHms. YacTb
1 O6Lume TpeboBaHNA)

V3naHve ourumanbHoe
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1ISO 9626:1991 Stainless steel needle tubing for the manufacture of medical devices

(Tpy6Ka /151 UIN 13 HEPXKABEIOLLIEM CTaNM A4S U3rOTOB/EHUS MEAVLIMHCKUX U3AENNiA)

3 OnpegeneHnmn

B HacToALleM cTaHAapTe UCNO/b3YHTCA TEPMUHBI U OnpeseneHus, npuseaeHHble B 1SO
10555-1, a TakXke cnegytoLume:

31 KaTeTep BHYTPUCOCYAUCTLIN nepudeprnyeckunii: KateTep, npegHasHaueHHbIA Ans
BBeAeHMA (UM BbIBEAEHWS) >KUAKOCTEW WM YCTPOMCTB B (MM M3) nNepudepryeckyto
COCYMCTYIO CUCTEMY.

3.2 wrna: Y3en, cocToswmiA 13 Tpy6Ku, NoACOeAMHEHHO 1 COOBLLAOLLENCS C KaHIoMei

Urnbl (pUcyHok 1).
3.3 TpybKa mrnbl: YXecTkas TpyoKa, OAMH KOHEL, KOTOpOIA 3a0CTpeH A1 obecrneyeHus

BBEAEHMA B TKaHb MaulWeHTa.

3.4 KaHons urnbl: Hacagka, noacoefvHsiemMass K Tpy6GKe WIfbl, 06ecneyrBaroLas

coo6u.|,eH|/|e C ee oTBepcTmem.

O<a<lmm

fi— athheKTVBHaA A/MHa; 1— TPyOKa KaTeTepa; 2— KaHHNS KaTeTepa; 3—TpyoKa Urfbl;
4—KaHHonA UMbl 5— Hacaka ¢ KlanaHoM; 6— MATKa CKoca; 7— 3/IEMeHT KaTeTepa

PucyHOK 1— TUNMYHBbIA NepUGEPUYECKNIA BHYTPUCOCYANCTLIN KaTeTep ¢ BHYTPEHHEN 1Mol

MpumeyaHune — Cpeay Apyrx 0COBEHHOCTEN KOHCTPYKLMM KATETEpa TakoKe MOTYT BbiTb
KpbUbSi, OTBEPCTUS [/ WHBLEKUWIA, SBMAIOLUMECS YaCTblO KaHHOMM KaTeTepa, Apyrve cpeacTea
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MOACOEAMHEHWS K MyTENpOBOAaM XWAKOCTY, CPEACTBA 3allThbl OT C/lyYaiiHOl MOMOMKU UMbl U T. I,
KareTep MOXET UMETb OZH W HECKO/IbKO KaHaoB.

3.5 Hacafka C KnanaHoM: 3akpenneHHas WM CbeMHas Hacajka, Mo3Bo/stoLas
BbIMyCKaTb BO34yX W OAHOBPEMEHHO OFpaHUYMBATb W, XKeNaTeNbHO, MpefoTBpaLlaTh YTeuKy
KpOBU.

3.6 aneMeHT KaTeTepa: YCTPOICTBO, COCTOALLee U3 TPYOKM W KaHIONM KaTeTepa U
Nt06OIA HECHEMHO HacagKmn (PUCYHOK 1).

3.7 0bpaTHbIii 3a6poc: MOTOK KPOBU B FOMIOBKY Wbl

4 TpeboBaHUn

4.1 OG6LLUMe NONOXKEHNMN

Ecnn B HacTosleM cTaHfapTe He yKas3aHbl WHble TpeGoBaHWs, KaTeTepbl LO/DKHbI
COOTBETCTBOBATb TPeO6OBaHMAM, YCTaHOBMEHHbIM B 1SO 10555-1.

4.2 PeHMNeHOKOHTPacTHOCTb

KaTETepr 00JDKHbI ObITb PEHTreHOHENPO3paYHbIMA.

MpumeyvaHne — K MOMEHTY MyOMMKaLMM HaCTOSILLETO CTaHAApTa ELe He YTBEpKIeH
METOfL OnpedeneHnsl MOKasaTens PeHrreHOKOHTpacTHocrn. [l0  YTBEPXKAEHWS 3TOro  MeTofa
M3roTOBUTENb MOMET MapKMPOBaTb M3AeNMe HAAMMCHIO0 «PEHTIEHOHEMNPO3PaYHbI». Takas MapKUPOBKa
[OMKHA ObITb  MOATBEPXKAEHA  WH(OpMalmMei O  COOTBETCTBYHOLIEM  METOAE  OnpeaenieHus
PEHTTeHOHEMPO3PaYHOCTH.

4.3 MHorokaHa/bHble KaTeTepbl

Ha kaxgpll KaHan MHOrOKaHanbHOro KaTeTepa [O/KHa OblTb  HaHeceHa
COOTBETCTBYIOLLAA MapKMPOBKA, XOPOLLO pa3/inyaemMas nosb30BaTesIeM.

4.4  ®dusnyeckme TpeboBaHNS

441 LiBeToBON KOfA

Kaxabli KaTeTep [O/DKEH MMeTb LBETOBOM KOA B COOTBETCTBMM C Tabnuuein 1,

YKa3blBatOLLMIA HOMVUHa/bHBIV HApY>XHBINA AraMeTp TPy6KM KaTeTepa.
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Tabnwnuya 1— LiBeToBOE KOAMPOBaHWE 1 COOTBETCTBYIOLLME pasmepbl KaTeTepa
B Mmunnnmetpax

HoMUWHanbHbIi
[nanasoH peanbHOro

HapyXXHbIil AuameTp LiseToBoli Kof, K> Kann6p'l
TpyGKY KaTeTepa Hapy>XHOTo AnameTpa
0,6 0,550-0,649 ®1oneToBbIA 26
0,7 0,650-0,749 XKentblid 24
0,8; 09 0,750—0,949 TeMHO-CHHUIA 22
10; 11 0,950—1,149 Po3oBblii 20
12: 13 1,150—1,349 TeMHO -3eneHbll 18
14; 15 1,350-1,549 Benblii 17
16; 1,7; 1,8 1,550-1,849 Cepblii 16
19 2,0;2,1; 2,2 1,850-2,249 OpaHxkeBbli 14
2,3:24,25 2,250-2,549 KpacHblli 13
2,6;2,7;2,8 2,550-2,849 BnegHo-rony6oii 12
3,3, 34 3,250-3,549 CseTtno - 5 10
KOpWYHEBbI

" LlBeT MOXeT BbITb HENPO3pPaYHbIM MK NOTYNpo3payHbix!. B npunoxeHun B ykasaHbl
LiBeTa 4/19 HEeMpo3payHbIX MaTepuaios.

* LIBeToBOli KOf 00bIYHO HAHOCAT Ha roMIOBKY WM Ha HECHEMHYIO HacaflKy KateTepa.

" Mcnonb3oBaHne HOMepa Kanubpa SBASeTCS Heobs3aTebHbIM.

442 3nemMeHT KaTeTepa

[uncTanbHblli KOHeL, KaTeTepa AO/MKeH ObiTb KOHYCOO6pasHbiM Anf 06/eryeHns ero
BBEEHMA W [LOMKEH MMOTHO npuneratb K urne. Korga vrna nosiHOCTHO BXOAWUT B 3/1EMEHT
KateTepa, TPybKa kaTeTepa He JO/DKHA BbIXOAUTb 3a MATKY CKOCA Wbl U He JO/MKHA OblTb
fanee 1 MM OT Hero (pUCYHOK 1).

443 Nrna

4.43.1 MaTepuan

Wrna pomkHa 6biTb M3rOTOBNEHA W3 XKECTKOTO MaTepvana, UMeTb Mpsmyto opmy,
CTaHAAPTHbIE MOMEPEYHOE CEYeHWe U TOMLWMHY CTEHKW. ECiM mcnonb3ytoT MeTaIMyeckyto
TPy6Ky, OHa fo/MKHa COOTBETCTBOBaThL I1SO 9626. MyTenpoBof XXMAKOCTA B Ure AO/MKEH ObiTh
CBOOGOJEH OT CYXEHUW, He NPeayCMOTPEHHbIX €e KOHCTPYKUMeR, Ans npeaoTspalleHms
obpaTHOro 3abpoca.

4.4.3.2 OcTpmre nibl

Mpy ocMOTpe OCTPUS WI/bl HEBOOPYXKEHHBLIM /1a30M WA C yBeNMYyeHneMm B 2,5 pasa

OCTpVie OMKHO BbIFSAETb 320CTPEHHBIM, 63 BbICTYNAOLLMX KPAeB, 3ayCEHLIEB 11 KPHOUKOB.

4
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MpumeyvaHune — Octpue urnbl  [O/MKHO WMETb TaKyl  KOHCTPYKLMIO, YTOOBI
npokasbiBaéMas TKaHb HE Bblpe3asiaCb W He Mnonafania B pr6Ky urnbl. Mpyumepsl TUMWUYHOM reomeTpun

OCTPVS UIbl MPUBEAEHbI B MPUIOXeHUN I

4.4.3.3 KaHtonsa urrbl

KaHons wrael (nmn gpyroe ycTpoicTBO) AO/DKHA MO3BO/MATH OMPEAensiTb 0OpaTHbIiA
3abpoC KpoBM N JO/MKHA COOOLATLCA C BXOAHLIM OTBEpCTUEM TPY6KM urnbl. Ecnm BBOAMMAs
Urna ocHalleHa CbeMHON Hacafkoi C KnanaHoM, rofoBKa WrMbl [JOMKHA 3aKaH4MBaTbCA
HacafKoi ¢ 6 %-HbIM KOHYCOM JTt03pa C Hapy>XHOW pe3bb0ii, cooTBeTCTBYHOLMM 1SO 594-1.

4.4.3.4 TIpOYHOCTb COEAMHEHMSA KAHIONMM N TPY6KN UMbl

Mocne ncnbiTaHWA Mo NPUAOXKEHNIO A COefyHEHWE TPYOKM C KaHKoNel Wbl He JO/HKHO
ocnabeBatb.

444 Hacafjka Cc KnanaHom

KaTeTep [fo/mkeH ObITb OCHalleH Hacagkoi ¢ knamaHom. [locne wvchbiTaHus Mo
NpUIoXKeHNHo [l XXMAKOCTL He JO/MKHA BbITEKaTb U3 HaCafKu C KnanaHom B TedeHmne 15 c.

445 CKoOpoCTb NMOTOKa

Mpn UCNbITaHUM COTNacHO MPUNOXKEHMIO B CKOPOCTb MOTOKa A0/MKHa 6biTb 0T 80 % A0
125 % CcKOpOCTW, YKa3aHHOW W3roTOBUTENIEM [ANA KATETEPOB C HOMUH&IbHBIM HAPYXXHbIM
Anavetpom MmeHee 1.0 Mm mam oT 90 % go 115 % cKOpOCTW, YKa3aHHON M3roTOBUTENEM A
KaTeTepoB C HOMUHA/bHBIM HAPYXKHBIM MaMeTpoM, paBHbIM 1,0 MM 1 6onee.

45 WNudopmayumsa, npefocTaBnseMas U3roToBUTeNeM

VHopmaums,  npegocTaBnsieMass  U3rOTOBWTENEM,  AO/MKHA  COOTBETCTBOBATb
TpeboBaHuAM 1SO 10555-1, a TaKkxKe BKNOYATb CneaytoLLee:

a) CKOpOCTb NOTOKA 415 KAXKAOro KaHana;

6) npegynpeXxaeHWe O HeLOMYCTUMOCTU MOBTOPHOIO BBEAEHUS YAaCTUYHO WK
MOSIHOCTBIO BbILLEALLIER UMbl

B) LBETOBOM KOA Ha YNaKOBKe KaXX4Oro 3/eMeHTa KaTeTepa, ec/iv UX LBET Hepas/imumnm

uepes ynaKoBKy.

MpunmeyvyaHne — EAVHMUbLI W3MEPEHUs, He YKa3aHHble B HacTodAWem CcTaHgapTe,

[onycKaeTca UCNo/sb3oBaTh KakK AOMONHUTENbHbIE.
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MpunoxeHve A

(obsa3aTenbHoe)

OnpepeneHve NPOYHOCTU COEAMHEHNS KaHIONW H TPYOKW UMbl

AJT OcCHOBHOE MOJIOXKEHME

K TpybKe W KaHiofe Wrfbl MocfefoBaTe/ibHO MNPUKIALbIBAIOT CU/bl PACTSHKEHUA W
CXKaTug, 3aTeM 0CMaTPUBAIOT, He 0CNabno N CoeIMHEHNE TPYOKN U KaHIONN.

A.2 O6opyaoBaHue

A.2J1 YCTpOIACTBO ANS WUCMbITAHMSI HA PacTHKEHWE U oxkaTue ¢ ycunmem o 20 H ¢
TOYHOCTbIO M3MepeHns = 1%.

A3 MeTog ncnblTaHuA

A3.1 HenocpefCTBeHHO Mepef WCNbITaHWEM WIy BbILEPXWBAKOT Mpu Temneparype
BO3ayxa (22 + 2) °C 1 0THOCUTeNbHOI BnaxKHOCTK oT 40 % Ao 60 % B TeueHue 2 u.

A.3.2 TpybKy N KaHIOM0 UMbl 3KUMalOT B TUCKaxX YCTPOICTBA ANA WCMbITaHWs Ha
pacTsXKeHWe M MocnefoBaTe/lbHO MPUKIAALIBAIOT CUMbl PACTSXEHWUA W CXaTUA NPU CKOPOCTK
nepemMeLLeHns 3aKUMOB TUCKOB 100 MM/MUH:

FOH — npu ncnbITaHUM UrN HOMUHa/IBHBIM Hapy)XXHbIM A1ameTpom meHee 0,6 MM;

20 H — npy ucnbITaHUM NI HOMUHAIbHBIM Hapy)XXHbIM guameTpom 0,6 MM unu Gonee.

A.3.3 OcmaTpmBalOT MECTO COefUHEHMA TPYO6KM W KaHM UMbl U OUKCUPYIOT
ocnabneHne Tpy6KN UMbl

A.4 OTueT 06 McAbITaHWK

OTueT 06 UCMbITAHUW JOMDKEH COAEPXaTb CefyHOLLYO NHAOPMALIMIO:

a) 0603HayYeHUe UIbl;

6) Hapy>XHbli1 AMaMeTp Urfbl B MUIIMMETPAX;

B) NpWoXeHHas Harpyska (Hanpumvep, 10 umm 20 H);

I YKasbiBalOT, MPOM30LLIO SN OCfaG/eHNE COBAMHEHNS TPYBKN Wbl B FOSIOBKE.



MOCT I1SO 10555-5-2012

MpunoxeHne b

(obszaTenibHOE)

OnpepeneHvie CKOPOCTY NMOTOKA BOAbl Uepes KaTteTep

B.1 OcHoOBHOe NoNOXeHUE

BO/IlOMETPUYECKUM UM TPAaBUMETPUYECKUM METOZIOM OMpeaenstoT o6beM  Bofpl,

NpOTeKatoLLEn yepes KaTeTep B eAUHULLY BPEMEHN.
B.2 PeakTtuB

AuctnnnnposaHHasa Unn LeMOHU3NPOBaHHaA BOa.

| — pe3epByap MOCTOSHHOIO YPOBHS;
2— QUCTUNNNPOBAHHAA UK AeNOHU3NPOBaHHAsA BOAG;
3— Bnyck; 4— cnmB; 5 — Tpy6Ka AN nofayu Bofbl;
6— (OUTUHT C 6 %-HbIM KOHYCOM J1t03pa C HapyXHO
pe3b60ii; 7 -UCMbITYeMbINA KaTeTep; 8 —cocyg, Ans
cbopa'mmepeHms

PucyHok b.1— Cxema onpefiesieHUs CKOpocTu

NoTOKa BO/Ibl Yepes KaTeTep

b.4 MeTog ucnbiTaHns

B.3 ObopynoBaHue

B.3.1 PesepByap NOCTOSHHOIO
YPOBHSl, OCHALLEHHbIi TpyobKol Aans
nogayv BoAbl U (YUTUHIOM C 6 Y%-HbIM
KOHYcOM JTt03pa ¢ Hapy»XHoli pe3bboii B
cooteeTcTBuM C ISO 594-1, CnOCO6HbII
obecneymBatb CKOpPOCTb MoToka (525 +
25) MA/MWH, €CcnM  WUCMbITYEMbIi
KaTeTep He MOACOeAMHEH K YCTPOWCTBY
4Na onpefeneHus MOTOKa BOAbl Yepes
KareTep, " obnagatoLnii
rmapoctaTuyeckum gasneHnem (1000 +
5) mwm.

Cxema wucCnbITaHWA npuBeseHa
Ha pucyHke b.1.

B.3.2 O6opypoBaHve fis coopa
N onpegeneHVs Maccbl unM o6bema
XXMAKOCTH, BbITEKAKOLLEH U3 KaTeTepa, C
TOYHOCTbLI0 U3MepeHus £ 1%.

b.3.3 CekyHaomep ansa

N3MepPEeHNst BpeEMEHN coopa.

B.4.1 Pe3epByap NOCTOSIHHOIO YPOBHS 3aMO/IHSIOT BO/ON, MMetoLLEi TemnepaTypy (22

z 2) °C. VcnbITyeMblid KaTeTep BCTaBAAIOT B PUTUHT C 6 %-HbIM KOHYCOM J1H03pa C Hapy>kHOM

pe3bOoii.



MOCT ISO 10555-5-2012

B.4.2 ToToK BOAbl NMYCKalOT Yepe3 KaTeTep. Cob6MpatoT BbITEKAOLLYIO BOLY B TeUYeHMe
(bMKcMpoBaHHOro nepuoja BpeMeHn (He meHee 30 €) B cocyd Ana cbopa >KMAKOCTU H
onpefensaoT ee 06beM C MOMOLLbIO U3MEPUTENIBHOMO Cocya Un NyTeM B3BELUMBAHWSA, CUMTaA,
4TO M/IOTHOCTL BOAbI paBHa 1000 Kr/m3,

BA3 [na KaXgoro Kanana KareTtepa ucnbitaHua no b6.4.1, 6.4.2 npoBogAaT Tpu pasa.

B.5 PesynbTartbl

[NA KaX[oro kaHana BbIYMCAAIOT CPeAHee apuPMETUUECKOE 3HAYEHME TPEX U3MePEHMIA
N CYATAIOT €ro CKOPOCTbIO MOTOKA BOAbl Yepe3 KaTeTep B MAM/IMANTPAX B MUHYTY. [onyyeHHoe
cpegHee apnhMeTUYECKOE 3HAYEHME CKOPOCTM NOTOKA OKPYI/IAKOT A0 LENoro y1cna.

6.6 OTueT 06 UCNbITaHUK

OTYeT 06 WUCMbITaHUW JOMKEH BK/IHOYATH CMELYIOLLYH0 UH(OPMaLMIO:

a) 0003HaYeHNe KaTeTepa;

6) CpeAHK0 CKOPOCTb NOTOKa XNAKOCTU ANA KaXXAO0ro Kanana B MUNNTNNNUTPaxX B

MUHYTY.
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MpunoxkeHne B

(cnpaso4HOE)

LiBeTa Henpo3payHbIX KaH/b KaTeTepa

LiBeTa Henpo3payHbIX KaHi0/b KaTeTepa NpuBefeHbl B Tabnuye B.1.

Tabnuuya

HoMWHanbHBbIN

Hapy>XHbIA

B.1 — LiBeTa Henpo3payHbIX KaH/b

denepanbHbIin ®paHLy3cKuit

o ATnac uBeto VH

auameTp Tpy6kn  LiBETOBOW KOp, Tl\j;lun ;LeB”L ® cTaHgapT 61@4— 15 cTaHaapT

CLUA 595a:* X08-002%4
KaTeTepa, MM

0,6 droneToBbll 5P 6.5/6 - — 1 2790

0,7 XKenTblit 3.75Y 8/14 23655 1.9;6.8;0.7 A 330

0.8: 0.9 TeMHO-CUHNIA 2.5 PB 3/8 15090 16.6;6.5:4.2 N 540

1,0: 11 Po30BbIii 25 R7/6 11630 85; 14; 15 A 870

1,2; 1.3 TeMmHo - 2.5 64/8 14090 22.6;6.9; 5.0 N 455
3€/1eHbIi

14; 15 Benbliii N 9.5 27875 10;04;03 N 665

16: 1,7; 1.8 Cepblii N7 26231 24.4;0.2; 3.9 J1 630

1.9;2.0: 2.1:2.2  OpaHxeBblii 3.75YT6.12 12473 45:6.6: 1.7 A 130

2,3:2.4; 25 KpacHblii 75 R4/14 - 7.4:7.9: 2.7 N 801

2,6;2,7;2.8 BnegHo- 2.5 PB 7/8 35190 175;4.4: 2.0 1590
rony6oi

3,3; 3,4 CseT/o - 7.5 YR 4.5/6 — — 12030

KOPWYHEBBIN

" Atnac ugetos Munsell. MoxHo npuobpectn B Munsell Color, 244IN. Kansept cTput, Bantumop.
wTaT Mepun >Hg, 21218, CLUA.

depepanbHbiii cTaHgapT CLUA 595a; Lieta, Tom |. MOXHO npuo6pecT y ynpaBAstOLLEro
OTAeNOM [OKyMeHTaumu W3pgatenbckoro otgena npu npasutensctee CLUA. BawmHITOH, OKpyr
Konym6us. 20402, CLUA.

CraHpapt TepmaHun OWH 6164 -1, DIN Farbenkarte; System der Farbenkarte fur den 2°-
Normalbeobachter. MoxHo npno6pectn B Beuth Verlag GmbH. Burggrafenstrasse 6. D-10787, BepaunH.

epmaHms.

4 CraHgapt ®paHunm X 08-002; OrpaHuyeHHas Konnekumsa LBeTOB. HasHayeHue 1 Kataior LBETOoB
CC4A. CraHgapT BcnomoraTenbHblii. MoxHo npuobpectu B AFNOR, Tour Europe. Cedex 7. F-92080
Paris, La Defense, ®paHuus.
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MpunoxxerHve I

(cnpaso4HOE)

["eomeTpus ocTpuA UMbl

MpvIMepbI FEOMETPWM OCTPUS UFMbl YKa3aHbl Ha pucyHke . 1

4 ,— Hapy>XHblin AnameTp TPYOKW; I/,— BHYTPEHHWIA gnameTp Tpy6KU; / — AnnHa ocTpus;
/,— nepBOHaYa/ibHas HOMUHa/bHaA ANMHA CKoca; A— BTOpPMYHas HOMUHa/bHas [/IMHa CKOCa;
a — nepBUYHbIi yron ckoca; {)— yron HakoHeYHWKa; 02— BTOPUYHBIA Yron BpalleHns CKoca;

Y — KOMOWHMPOBAHHbIV BTOPUYHBIA Yron ckoca

PucyHok I". 1— lNpumepbl reoMeTpUN OCTPUA UI bl

10
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MpunoxkeHve [
(06513aTENBbHOE)
OnpegeneHve NPOTEKaHWA XXUAKOCTW 13 3ar/TyLLKWU C K/1anaHom
[.1 OcCHOBHbIe MOMOXXeHNA
KaTeTep MOACOEAMHAIOT K WCTOYHWMKY D>KMAKOCTM, WMUTUPYIOWEA KPOBb, MNOf
rMAPOCTaTUYECKUM faBneHnem. YXUAKOCTb MyCKatoT B UMY U U3MEPAIOT BPpeMsl, TpedyroLLeecs
Ha TO, YTO6bI XXMAKOCTb MPOTEK/A Yepes3 3arnyLUKy C KarnaHoM.
0.2 XKnakocTb Ana NcnbITaHuA
[.2.1 ToToBaT pactBop xnopuga Hatpus (0,9 % (M/V)] nyTtem pacTtBopeHus 9 r
X70pyga HaTpUs aHaIMTUYECKOro Kfiacca B AUCTUNIMPOBAHHON WU AeVOHW3VPOBaHHON BOAE
4518 nonyyeHns | n pacTeopa.
[.2.2 TOTOBAT >XMAKOCTb ANA WCMbITaHUA NyTeM CMewmBaHua 550 mn pacTsopa

Xnopuaa Hatpua n 450 Mn ravuepuHa.

MpumeyvaHune - UTo6bl pactBop 6bln Gonee APKMM, MOXHO MCMOMb30BATb MULLEBON

KpaCcuUTeNb KPacHOro uan CUHero uBeta.

0.3 Ob6opyaoBaHue

[.3.1 Pe3sepByap MNOCTOAHHOrO  YPOBHfA, O6GecneumsaloLinii  rMAPOCTATUYECKOE
faBneHue, pasHoe (400 + 20) MM, OCHalLeHHbIA TPY6KOIA Ans nofadn BoAbl C BHYTPEHHUM
OMamMeTpoM MeHee 3 MM, 3aKMMOM WM KanaHoM, Ha KOHLe TPY6KM Jo/mkHa 6bITb MeMbpaHa,
KOTOpas NOALAETCA MPOKaIbIBAHUIO, HAMPUMEP NaTEKCHbIA KOMMaYoK.

Cxema uCnbITaHNsA npuBeAeHa Ha pucyHke . 1

/— pe3epByap NOCTOSHHOTO YPOBHSI: 2— C/IMB; 3— BITYCK: 4— XAKOCTb /191 UCTIbITaHWIA,
5— 33K/M WM KnaraH: 6— TpyGKa Ubl: 7— MembpaHa: 8 — HacazKa C KianaHom;

9 —Tpy6Ka ANs noaaun Bofpl

PucyHok [l. 1— Cxema onpefeneHusa npoTekaHns >XMAKOCTU 13 HacagKu ¢ KnarnaHom

n
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[.3.2 CekyHLOMep C OCTaHOBOM WM aHaIOMMYHOE YCTPOIACTBO.

[.4  MeTtog ncnbitaHma

[.4.1 B pesepByap MOCTOAHHOIO YPOBHS Ha/MBatOT XWUAKOCTb, YKasaHHy B [.2,
nMetoLLYto Temnepatypy (23 £ 2) °C.

[.4.2 YpanaoT Becb BO3AyX M3 TPYOGKU Ans nofayn Bofbl W 3aKpbIBAOT 320KUM WK
Knana.

[.4.3 KOHUMKOM TpybKWM UMbl MPOKa/bIBAIOT MembpaHy, npy 3TOM TpybKa MIfbl
[lO/MKHa 3aHUMATb FOPU3OHTANIbHOE MOMOXKEHWE C JOMYCKaeEMbIM OTK/IOHEHUEM + 5°.

[.4.4 OTKpbIBAOT 3KMM WM KnanaH Tak, YTobbl XWAKOCTb BOwa B TPY6KY Wbl
V3mepsatoT Bpems O MOMEHTA NafieHnst NepBoli Karnav U3 HacafKu C KianaHom.

0.5 OTuyeT 06 UCNbITaHUK

OTYeT 06 UCMbITaHWUAX LO/HKEH COLEPXKaTb CMELYIOLLY0 MHOPMALMIO:

a) 0003HayeHMNe MCMbITYEMOro KaTeTepa;

6) Bpems, MpoLUeLLIee 4O MOMEHTA NaAeHUs MEPBOM Kanam XWAKOCTW 41 UCMbITaHWUA,

B CEKYHOaX.

12
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MpunoxkeHne E

(cnpasoyHoe)

Bubnuorpadus

[1J 1ISO 11070:1998 Sterile single-use intravascular ~ catheter introducers
(MHTpoAbtocepbl BHYTPUCOCYANCTbIE, CTEPUIIbHBIE, OAHOKPATHOrO MPUMEHEHUS!)

[2] 1SO 14972:1998 Sterile obturators for single use with over-needle peripheral
intravascular catheters (OG6TiOpaTOpbl CTepU/bHblIE AN OAHOKPATHOMO  MPUMEHEHMS,

UCMo/b3yeMble C KaTeTepamn NepugepuyeckKuMm ¢ BHYTPEHHER 1oi)
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MpunoxeHwne A.A
(cnpaBo4HOe)

CBefileHns 0 COOTBETCTBUM MEXTOoCyAapCTBEHHbIX CTaHAAPTOB

CCbI/IOYHbIM MEXAYHapOoAHbIM CTaHAapTam

Ta6nuuya A1

O603HaueHNe N HaumeHoBaHMe  CTeneHb O603HaueHVe 1 HaMeHOBaHWe
MeX/yHapoAHOro cTaHaapTa COOTBETCTBMS  MEXIOCY/APCTBEHHONO CTaHAapTa

ISO 10555-1:1995 KateTepel IDT FOCT 1SO 10555-1-2011 KateTepbi
cocyamcTble CTepU/ibHbIE COCYAMCTbIe CTEPU/IbHbIE OAHOPA30BOr0
0AHOPasoBOro  NPUMEHEHNS. npumeHeHus. Yactb 1 O6Lwume TpeboBaHNSA
Uactb 1 O6wwme TpeboBaHms

ISO 594-1:1986 [Oetanu *

COeAVHUTENbHbIE C  KOHYC-

HoCTbO 6 % (JTtospa) ans

Wwnpuues, wWrn  u Apyroro

MeAULMHCKOro 060pyA0BaHUS.

UacTb 1 O6uwpe TpeboBaHus

ISO 9626:1991 Tpyb6ka ans *

UM M3 HepXaBeloLlein CcTanm

NS W3rOTOBMEHUA  MeAULWH-

CKMX m3genuit

* COOTBETCTBYIOLLMIA MEXroCyapCTBEHHbI CTaHAApPT OTCYTCTBYET. [l0 ero yTBepXaeHNs
PEKOMEH/yeTCsl WCMO/b30BaTh MEPeBOf, Ha PYCCKUIA A3blK  [AaHHOTO  MEeXAyHapodHOro
CTaHAapTa.

MepeBoA JaHHOTO MeXAyHapOoAHOro CTaHAapTa HaxoauTcst B deaepabHOM MH(OPMALIMOHHOM
(hOH/Ie TEXHUYECKUX PErNamMeHTOB H CTaHAapToB.

MpumMmeyaHue - B HaCTOALLEM CTaHAAapTe WCMONMb30BAHO CredytoLLee YC/OBHOE
0603HaueHe CTeMeHN COOTBETCTBMA CTaHAapTa:

- IDT - naeHTUYHble CcTaHAaPThI.

14



MOCT I1SO 10555-5-2012

YK 615.472.5:006.354 MKC 11.040.20 1DT
KntoueBble cnoBa: KaTeTep BHYTPUCOCYAMCTLIA, NepUPepuyecknii, BHYTPEHHSS UINa,

CTEPW/bHbINA, TPe6OBaHUSA
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