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FOCT ISO 10555-1—2011

Mpegucnosune

Llenn, OCHOBHble MPWHLMMNLI WU MOPSAOK NPOBefeHWs paboT Mo MeXrocynapCTBEHHOW
cTaHpapTu3aumm yctaHosneHol TOCT 1.0 -92 «MexrocyfapcTBeHHas cuctema ctaHzapTu3auuu.
OcHoBHble nonoxeHus» n NOCT 1.2—2009 «MexrocyfapcTBeHHas cucTemMa CTaHAapTM3aLmn.
CTaHAapTbl  MEXrocyfapCTBeHHble, MpaBWia W PEKOMEeHJALUUKM MO MEeXrocyAapCTBeHHOM
cTaHgapTm3aumn. Mpasuia pa3paboTku, NPUHATUS, NPUMEHEHNSA, OOGHOBMIEHUS N OTMEHbI»

CeefieHUs 0 cTaHgapTe

1 TMOArOTOBJIEH ®efepajibHbIM TrOCYAAapPCTBEHHbIM  YHUTAPHbIM  MPEANPUATUEM
«BCEpPOCCUMCKUIA  HAYyYHO-WUCCNEef0BaTENbCKUA MHCTUTYT CTaHZapTM3auum n ceptugukaumm B
MaLLlMHOCTPOoeHUU» (BH UMHMJTLL)

2 BHECEH ®epepasibHbIM areHTCTBOM HO TEXHUYECKOMY PerynnpoBaHui0 1 METPOIOrUn
(FoccTaHgapT)

3 TMPUHAT MexrocynapCcTBeHHbLIM COBETOM HO CTaHAapTu3aunu, MeTponorum u
cepTudmKauumn no nepenncke (Mpotokon 48 ot 22 aekabps 2011 r.)

3a NpuHATKE CTaHAapTa NpPoros10coBasIu:

KpaTkoe HavmeHOBaHMe cTpaHbl N0 Kog cTpaHbl Mo CokpalleHHOe HaumeHoBaHWe
MK (MNCO 3166) 004—97 MK (MCO 3166) HaLUMOHaIbHOr0 OpraHa
004—97 Mno ctaHZapTmsaLnmn
Benapycb BY locctaHgapT Pecnybnnku benapycb
KazaxcTaH Kz FocctaHgapT Pecnybnnkn KasaxcTaH
KblproisctaH KG KbipreisctraHaapT
Poccwiickas ®egepaums RU locctaHpapT
TamKMKNCTaH TJ TamKuKcTaH4apT
Y36eKkucraH 1JZ Y3cTtaHgaoT
4 Mpukasom PefepasibHOro areHTCTBa Mo TEXHWUYECKOMY PErY/IMPOBAHUIO 1 METPOJIOTUM OT

13 pekabps 2011 roga JI1287-CT MexXrocyapcTBeHHbIn ctaHaapT FOCT ISO 10555-1-2011 BBeAeH
B [eliCTBME B Ka4yeCTBe HaUMOHanbHOro ctaHgapTa Poccuidckoii ®eaepauum ¢ 1aHBapsa 2013 roga.

5 Hacroswmii ctaH4apT MAeHTUYEH MeXAyHapogHoMmy cTaHaapTy ISO 10555-1:1995 Sterile,
single-use intravascular catheters - Part 1. General requirements (KaTeTepbl BHYTPUCOCYAUCTblE
CTepwu/bHbIE OLHOKPATHOrO NpuMeHeHus. Yactb 1L O6wwme TexHUYeCKne TpeboBaHWS).

CTeneHb COOTBETCTBUA - naeHTUYHaA (IDT).

CraHpapT nofrotoeneH Ha ocHose npumMeHeHns TOCT P CO 10555.1 99

CBefeHMss 0 COOTBETCTBMM  MEXKroCyAapCTBEHHbIX  CTaHAApTOB  CCbUIOYHbLIM
MeXAyHapoAHbIM CTaHAapTam npuBefeHbl B JONOMHUTEIbHOM NpUAokeHun 4.A

6 BBEAEH BIMEPBbIE

MHcopmauyms o BBegeHun B AelicTBue (MpekpalieHnn AeiicTBUS) HacTOosLEero craHgapTa
nybnukyeTcs B ykasaTene ((HaumoHanbHble cTaHfapThi».

NHpopmauuss 06 u3MeHeHUsix K HacTosWemy cTaHAapTy nybnukyeTcss B ykasaTene
((HaunoHanbHble cTaHZapTbl», a TEeKCT W3MEHEeHUA - B WH(OPMALMOHHBLIX YKasaTensax
((HaumoHanbHble cTaHgapTbi». B cnyyae nepecmoTpa WM OTMEHbl HAcTOALWEro cTaHgapTa
cooTBeTCTByWWaa WHpopmauna 6GyaeT onybsMkoBaHa B UWH(OPMALMOHHOM ykasaTene
«HaunoHaneHble cTaHjapT bi»

O CraHpgapTuHgopm, 2013

B Poccuiickoit ®eaepalnn HacTOALMIA CTaHAAPT He MOXKET ObITb NMOMHOCTbIO UM YaCTUYHO
BOCMPOM3BEAEH, TUPAXMPOBAH W pPacnpocTpaHeH B KadecTBe O(QMUMANbHOIO uM3gaHUa 6e3

paspelLeHnst defepanbHOro areHTCTBa Mo TEXHWYECKOMY PEry/IMpoBaHuI0 1 METPOOTUN
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BeBepeHve

HacTtoawmii  ctaHgapt ABAseTcs  NpsMbIM - MPUMEHEHVMEM  MEXOyHapO4HOro
craHgapta ISO 10555-1:1995 «KaTeTepbl BHYTPUCOCYAUCTbIE CTEPUSIbHBIE OAHOKPATHOIo
npumeHeHuss. Yactb 1. O6wpe TexHuyeckne TpeboBaHWSA», MNOATOTOBIEHHOMO
TexHuyeckum komutetom MCOAK 84 «MeamumHCKne Wnpuvupbl U UMbl 4718 MHBEKLMA».

Komnnekc craHgaptoB € obwyMm  HasBaHueM «KaTeTepbl BHYTpUCOCYAMUCTble
CTepW/IbHbIE OAHOKPATHOTO MPUMEHEHNS» COCTOUT M3 NATU YacTeil:

- YyacTb 1- 06Lme TeXHNYeCcKme TpeboBaHus:

yacTb 2 - KaTeTepbl aHrMorpauueckue;

yacTb 3 - KaTeTepbl BEHO3HbIE LIEHTPaSIbHbIE;

yacTb 4 - KaTeTepbl 4711 6a/I/IOHHOTO PaCLUMPEHUS;
- yacTb 5- KaTeTepbl Nepudepuyeckme ¢ BHyTPEHHEN WIOiA.
Tpe6GoBaHUst K [AOMOSHATENbHLIM YCTPOCTBAM, WCMO/b3YEMbIM COBMECTHO C

BHYTPUCOCYANCTLIMW KaTeTepamu, npueefeHsl B ctaHgapte 1ISO 11070-98 [1].
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MEXTFIOCYOLAPCTBEH!! bW CTAHAAPT

KATETEPbI BHYTPUCOCYAWCTbIE
CTEPW/IbHBIE OHOKPATHOIO NMPMEHEHUNA
Yactb 1

O6wue TexHUYeckue TpeboBaHUsA

Sterile, single-use intravascular catheters. Part 1 General requirements
Jac«a BeefieHns - 2013 -01 -01

1 O6nacTb NPUMEHEHNS

B HacTosllem cTaHgapTe YCTaHOB/eHbl o06lue TpeboBaHWs K CTepU/bHbIM
BHYTPUCOCYAUCTLIM  KaTeTepam (oanee -  KaTeTepbl), MpeAHa3HayeHHbIM  A5s
O[IHOKPATHOIO MPUMEHEHUSI.

Tpe6oBaHUA HACTOSILLEro CTaHAapTa SBMISTCA PEKOMEHAYEMbIMU.

HacTosiwwmii cTaHgapT He pacnpocTpaHsieTcsl Ha BCroMoraTtesibHble YCTPOICTBA,

MNCMnoJsib3yemMble C BHYTPUCOCYAUCTbIMU KaTeTepamn.

2 HopmartuBHbIe CCbhISIKA

B HacToALWEeM cTaHAapTe MCNo/Ib30BaHbl CCbUIKU Ha cnegyowme ctaHaapTbl:

ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringes, needles and
certain other medical equipment - Part 1. General requirements (JeTasim coeanHUTENbHbIE
C KOHYCHOCTbIO 6 % (/Tltoapa) An1A WNpULEB, UM 1 ApYroro MeguumMHCKoro o6opyaosaHus.
Uactb 1. O6Lme TpeboBaHus)

ISO 594-2:1991 Conical fittings with a 6% (Luer) taper for syringes, needles and
certain other medical equipment - Part 2: Lock fittings (deTasim coepuHUTEsIbHbIE C
KOHYCHOCTbIO 6 % (/Ttospa) AN Wnpuues, Ura 1 Apyroro MeamumMHCKoro o6opyaoBaHus.
YacTb 2. JT03pOBCKME HAKOHEYHMKN)

ISO 7886-1:1993 Sterile hypodermic syringes for single use - Part 1. Syringes for
manual use (LUnNpuubl cTepwabHble TUNOAEPMasibHble A1 MOAKOXHbIX  UHBLEKLMIA

OZIHOKpaTHOro npumeHeHus. YacTs 1. LUnpuupl Ais pyyHOro UCnosib30BaHus)

N3paHne oduumansHoe



FOCT ISO 10555-1-2011

ISO 10993-1:1992 Biological evaluation of medical devices - Part 1. Guidance on
selection of tests (Buonornyeckas oueHka MeauUMHCKMX n3genuin. Yactb 1. PykoBOACTBO

no BbIGOPY UCMbITAHUIA)

3  OnpepeneHuns

B HacTosilem cTaHgapTe NPUMEHSIOT criedytolme TEPMUHbI C COOTBETCTBYOLLMM
onpeaeneHnsMu:

3.1 BHyTpuUcocypucCTblli kaTeTep: Tpybuyatoe npucnocobneHne (0gHOKaHaslbHOe
WM MHOTOKaHaslbHOE),  NpefHa3HayYeHHoe AN 4YaCTUYHOro,  MOJIHOTO W
NUMMNaHTUPYEMOrO BBEAEHNS B CEPAEYHO-COCYAUCTYHO CUCTEMY C LEMbI0 ANArHOCTUKM U
(nnn) B TepaneBTMYECKUX LENSsIX.

3.2 gucTanbHbI KOHeLl: KoHeu, kaTeTepa, KOTOpbI BBOAUTCA B COCYA, NaLMeHTa.

3.3 nNpokcumasnibHbIi  KoHel: KoHel, kaTeTepa, K KOTOPOMY MOXET ObITb
Npov3BeAeHO NOAKTIOHEHNE.

3.4 KaHtons: CoeauHWTe b NPOKCMMasIbHOIO KOHLUA KaTeTepa, KOTOpblii siBNsieTcs
HEeOTbEM/IEMOIA YacTblo KaTeTepa /iM60 NPUCOEAMHSETCA K MPOKCUMAsIbHOMY KOHLY
KareTepa.

3.5 achpekTmBHasA annHa /- MakcuMasibHas A/ivHa Katetepa, KoTopasi MOXeT ObITb

BBEZleHa B COCY/] NauueHTa (PUCYHOK 1).
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/- appekTuBHAsA ANMHA; 1- KaHNSA; 2 - NePexofHUK-yCUIMTe b OT KaTeTepa K kaHwosne; 3 - MeTka

OJWMHbL; 4 - COeAUHUTENbHbIN y3en
PucyHok 1 - O6pasLbl 3¢htheKkTUBHON A/IMHbI KaTeTepa

3.6 HapyXHbIl gmnameTp; MakcumasibHbIi guameTp 4vacTu kateTepa, KOTOpYH
BBOJAT B COCY/, NnauueHTa.
3.7 coeguHUTEIbHbIN Y3en: Y3es, CoefUHAIWMIA OAHOKaHa/TbHYIO0 YacTb KaTteTepa

C MHOroKaHaJs1bHOIA.

4 TpeboBaHWA

4.1 O6wme TpeboBaHMA
KateTep B CTEPW/ILHOM COCTOSIHUM [O/DKEH COOTBETCTBOBaTb TpebosaHusm 4.2 -
4.7.

MpumeuvyaHne - MeTogbl cTepuin3auny Katetepos npusefeHbl B crtaHgapTax ISO

11134 [2], 1SO 11135 [3], ISO 11137 [4].
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4.2 bnonormnyeckast COBMeCTUMOCTb

KateTep go/mkeH 6bITb 6rMonormyeckn 6es3onaceH.

MpumeuvaHue - MeToAbl WUCMbITAHWI KaTETEPOB Ha GUOMOrMYECKYd) COBMECTUMOCTb

npusegeHbl B ISO 10993-1.

4.3 NoBEPXHOCTb

Mpy BU3yaslbHOM KOHTPOJIE HEBOOPYXEHHbIM nasom v (Npy HeobxoaAMMocTH) ¢
NpUMEHeHNeM yBesMyeHuss B 2.5 pasa MNOBEPXHOCTb KaTeTepa He [o/hkHa WUMETb
MOCTOPOHHWX BK/THOUYEHWIA.

Hapy>xHas noBepxHOCTb 3((PEKTUBHOW [A/IMHbI KaTeTepa, BK/OYas AUCTA/IbHbIN
KOHel, He [0/HKHA WMeTb TeXHOIOMMYEeCKUX W MOBEPXHOCTHbIX AedIeKTOB U [0/MKHA
obecneuvBaTb MYUHUMa/IBHOE TPABMMPOBaHMWE COCYA0B B MPOLLECCE ero UCMOMb30BaHus.

Ecnn katetep umeeT cmasKy, TO NpU BM3yaslbHOM OCMOTPE Ha MNOBEPXHOCTU
kaTeTepa He AO0/DKHO ObITb CMa3ku B BUAe kanesib 1 NoaTeKoB.

4.4 Koppo3noHHasi CTOMKOCTb

Mocne wucnbiTaHWA KaTeTepoB MO METOo4y, YKasaHHOMY B NPWIOXeHun A, Ha
MeTasI/IMYeCKUX YacTaxX KaTeTepa He JO/MKHO ObITb KOPPO3UN.

4.5 Ycunue Ha paspbiB

Mpn ucnbiTaHWM KaTeTepoB Mo METOAy, YkaszaHHOMY B NpUIoXeHun b, ycunue Ha
paspbiB  KaXOOro UCNbITYeMOro  yyacTka kaTteTepa [O/DKHO  COOTBETCTBOBATb

npuBeaeHHOMY B Tabnumue 1

Ta6nuua 1- Ycunue Ha paspbiB UCMbITYEMbIX YyH4ACTKOB KaTeTepa

MWHUManNbHbIA HAPYXHbIA gnameTp Tpy6yaToi YyacTtu

MuHumansHoe ycunve Ha paspbiB. H
KateTepa, Mm

2 0.55. <0.75 3
r 0,75,< 1,15 5
2 1.15.<1.85 10
& 1,85 15
MpumeyaHne - HacToswwuii ctaHaapT He ycTaHaBAMBaeT cneunasbHbIX TpeboBaHuii K

YCUNMIO Ha paspbiB AN Tpy6UaThbix YacTeil kaTeTepa, HapyXHbIii guameTp KoTopbix MeHee 0,55 Mm.

4.6 epMeTUYHOCTb
46.1 KaHtons,, y3en (QUTUHIOBbIX COEAMHEHWIA W OpPyrMe 4YacTu Katetepa He
[OOJ/DKHbI A0MyCcKaTh YTeUKY XUAKOCTU MpY UCTIbITaAHUW KaTeTepos Mo MeToy, yKa3aHHOMY B

npunoxeHun B.
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4.6.2 KaHtons, y3en (OUTUHIOBbIX COEQUHEHWA W Opyrne 4yacTu katetepa H
OOJDKHBI fonyckaTb YTeuKy BO3fyxa B MPOLIeCCe OTcacbiBaHWSA MPU UCTIbITAHUN KaTeTepos
no MeToAy, ykasaHHOMY B npunoxeHuu I,

4.7 KaHtonm

Ecnn kateTep YKOMM/IEKTOBAH LefIbHON MM COOPHOI KaHHed, TO OHa [0/HKHA
ObITb OXBaTbiBaloLLEl 1 coOTBETCTBOBaTL 1SO 594-1 1 ISO 594-2.

5 O603HavYeHne HOMUHA/IbHbLIX PasMepoB

HoMuHasbHble pa3Mepbl KaTeTepa A0/MKHbI BbITb 0603HaYeHbI cornacHo 5.1 n 5.2.

5.1 HapyxHblii gnameTp

HapyxHblli gvameTp kateTepoB AO/MKEH ObiTb BbIpaXeH B MuaauMeTpax c
TOYHOCTbIO A0 0,05 MM AniA KateTepoB C HapyXHbIM gMamMeTpoM MeHee 2 MM WUnn C
TOYHOCTbIO A0 0,1 MM A1 KATETEPOB C HAPYXXHbIM ANAaMeTPOM, paBHbIM Un 6osee 2 MM.

5.2 3dhchekTBHAA onHaA

OhhEKTUBHYIO AMHY KaTeTepoB 0603HAYatoT Le/bIM YUC/IOM B MWUIMMETPax
Ana kateTepoB AnvHON MeHee 99 mm. Ecnn adpchbekTvBHas AnvHa kateTepa paBHa Wm

6onee 99 MM, TO ee 0603Ha4arT uesibiMm 4ncsioMm B MUIJTIMMETPaxX nméo CaHTMeTpax.

6 NHdhopmauma, npegoctaBnigemMas U3rotToBUTeNem

WN3rotoBuTeNb AO/MKEH NPEefOCTaBnTb CneayloLLyo NHopMaLuo:

a) onucaHue KareTepa;

b) HapyXHbIA guameTp;

C) 9PeKTUBHYIO A/IUHY;

d) HaumeHOBaHWEe WM TOProBYK Mapky U agpec NpeanpusTUs-n3rotToBUTENS;

€) 0603HaYeHVe NapTuM KaTeTepos.;

f)  paTy n3rotoBneHnst 1 CPoK rogHOCTY;

0)  YCNoBUS XPAHEHUS U UHCTPYKLMIO MO XPaHEHWIO;

h) 0603Ha4YeHVe CTEPUIBHOCTY;

i)  MeTopg cTepunsaumu;

j) o603Ha4yeHWe 0AHOPA30BOro MCMNoNbL30BaHUS,

K} BCe Wu3BeCTHble XuMMUYeckMe uaM (U3NYeckue HecoBMEeCTUMOCTU C
MaTepuasiaMmy, KOHTaKTUPYOLWUMK C KaTETEPOM;

[) MHCTPYKUMW MO NPYMEHEHUIO 1 6E30MacHOCTU.

Bce yka3biBaeMble pa3Mepbl AO/MKHbI ObITb BbipadkeHbl B egnHuLax CA.

EAVHMLBI M3MepeHnst ApYrMx CUCTEM MOTYT GbITb yKasaHbl AONO/THATESBHO.
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MpunoxeHve A

(o6s13aTenbHoe)

/icnbITaHMe Ha KOPPO3NOHHYHO CTOKOCTb

Al MpuHUMN

KateTep norpyxalroT cHayasia B pacTBOp X/IOPUCTOr0 HaTpuA, a 3aTeM B KMNALLYHO
ONCTUNMPOBaHHY0 BoAy. Mocne 3Toro B13yasibHO ONpeaenisioT Hasimume Kopposuu.

A.2 PeareHTbl

A.2.1 ConeBoii pacTBOp BK/OYAET B Ce65 pacTBOp aHA/IMTUYECKUX peareHToB Tuna
XNIOPUCTOrO0 HaTpusi B CBEXENPUrOTOBNEHHOI AncTunnmposaHHoi Boge [NaCl = 0,15
Monb/n).

A.2.2 AncTunnupoBaHHasa Ui AevoHN3MpoBaHHasa Boaa

A.3060pyanoBaHue

A.3.1 Cocya 13 60pOoCU/IMKATHOro cTeka.

A.4 Topagok NpoBefeHns NCnbITaHUA

Morpy3nTb KateTep B cocyf u3 GOPOCWIMKATHOrO CTekna, B KOTOPOM HaxoAuTcs
COMISIHON pacTBOp, MPUrOTOBMEHHBIN No A.2.1, 1N BblaepXaTb B HEM B TeyeHue 5 4 npu
KOMHaTHOV Temneparype.

Mo ucrteyeHUn Tpebyemoro BpPEMEHM BblHYTb KaTeTep W3 CONSAHOro pacTtsopa U
NOrpy3nTb B KUMALLYIO AUCTUNNIMPOBaHHY0 Bogy Ha 30 MUH. [aTb OCTbITb BOAE U KateTepy
Jo Temnepatypbl 37 °C 1 BblAepXuBaTh kaTeTep npy 3Toi Temnepatype 48 u.

M3Bneub kateTep 13 BOAbl U AaTb €My BbICOXHYTb MNPV KOMHATHOI Temneparype.

3atem kateTep, MMEWOWMIA ABe WM 6ofiee COCTaBHble 4acTu, KOTOpble npu
MCNOJIb30BaHMN MOTYT pasbeavHATLCA, pasobparts.

OcMOTpeTb kaTeTep Ha Ha/mune NpusHakos Kopposun. He gonyckaeTcs ybupaTb U
cpesaTb /106ble KOPPO3NOHHBIE MOKPbLITUA HA META/I/IMYECKUX YACTAX KaTeTepa.

A.5 OTyeT 06 vcnbITaHUN

OTueT 06 MCNbITaHUN JO/HKEH BKIHOYATb CleayroLLyo HdopMaLuio:

a) ngeHtndmkaumo (NOSMHHOCTL) KaTeTepa;

b) odhrLMasibHOE 3aK/YEHNE O NPU3HAKAX U MECTAX MOSIB/IEHNS KOPPO3WN.



FOCT ISO 10555-1-2011

MpunnoxeHve b

(o6s13aTenbHoe)

OnpeaeneHvie yCunvs Ha paspbis

B.1 MpuHumn

VicnbiTaHWo moABepratT Kaxayto TpybuaTylo yacTb, KaxJoe MeCTO COefduHEeHUs
MEXy KaHIen nnn coeamHUTENbHbIM Y3/10M 1M TPYOUaTol YacTblo, a Takke Kakaoe Mecto
COeMHEHNA Mexay TpybuaTbiMy YaCTAMM yYacTka kaTeTepa, Bbl6paHHOro 4151 UCTbITaHUS.

Pa3pblBHOE ycunve nprkNaabiBaloT K KaoKAOMY UCMbITYEMOMY Y4YacTKy A0 TeX nop,
noka He pasopBeTcs Tpybyaras YacTb WM MECTO COeAMHEHUS.

Bb.2 O6opyaoBaHue

B.2.1 Pa3pbIBHOE YCTPOICTBO, CNOCO6HOE 06ecneunTb Harpysky 6onee 15 H.

6.3 Nopsagok npoBeneHnsa NcnbITaHUi

B.3.1 CobpaTb kaTeTep B COOTBETCTBUM C PYKOBOACTBOM M0 3KCM/lyaTaumm.

BblbpaTb y4acTOK kareTepa O/ WUCMbITaHWA. B UCMbITyeMbIA y4acTOK OO/KHbI
BXOAUTb: KAHIONSA WK COeAVMHUTENbHBIE Y3/bl MeXAy CerMeHTamu (Mpy Ux Haamumun), B TOM
yncne MecTo COefMHEHUs Mexay TpybuyaToil 4yacTbi) M HAKOHEYHWKOM (EC/IN OHWU ecCTb).
VckniounTb gUcTasibHble KOHLbl HAKOHEYHWKOB [J/IMHOA MeHee 3 MM U3 TecTUpyemoro
yyacTka karetepa.

B5.3.2 BbigepxaTb WCMbITYEMbIA Yy4acTOK KaTeTepa B TeyeHMe 2 4 npu
OTHOCUTEIbHON BNaXHOCTU BO3Ayxa 100 % wnm B Boge npu Temnepatype (37 + 2) °C.

Mocne BbIAEPXKKM B yKa3aHHbIX Bbille YCNOBUAX HEMeOJ/IEHHO NPOBECTN UCMbITaHWe
cornacHo b.3.3 - B.3.5.

B.3.3 3adhmkcnpoBaTb UCMLITYEMbIA Y4acTOK B paspbiBHOM ycTpoiictBe. Ecnu
MCMbITAHUIO  MOABEPraeTCsa  KaHNA WM COefMHUTENbHbIM  Y3e,  WCNo/b30BaTtb
COOTBETCTBYIOLLEE KPEMNSIEHNE BO M30EXaHne nx aedopmavun.

B.3.4 W3mepuTb [JIMHY WCMNbITYEMOIO Yy4yacTka, TO €eCTb PacCTOsSIHME MeXay
3aKMMaM1 paspbIBHOMO YCTPOWCTBA WM MeXAy KaHKel UM coeanHUTENbHbIM Y3/10M 1
32KMMOM, YAEPXMBAOLWMUM APYroi KOHeL, UCNbITYEMOro yyacTtka.

B6.3.5 lpunaratb K WCNbITyeMOMY Y4yacCTKy YCW/IME Ha pas3pbliB CO CKOPOCTLIO
pactskeHns 20 MM/MUH Ha MWIIMMeTp A/wuHbl (Tabnvua b.1) Ao Tex nop, noka

NCMbITYEeMbIli yU4aCcTOK He pa3opBeTCsl Ha fBe (Unn 6onee) yacTu.
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Ta6nuua B.1 - MpuMepbl CKOPOCTH PACTSXEHUS B 3aBUCUMOCTU OT ASINHbI UCMbITYEMOrO
yyacTka

LNvHa UCnbITyemMoro
yyacTka, Mm

CKOpOCTb PacTsXeHUs1, MM/MUH

10 200
20 400
25 500

B MOMEHT paspbiBa 3adiMKCMPOBaTb 3HAYEHME Mpunaraemoli paspbiBHOM CU/bl B
HbIOTOHAX.

B.3.6 Ecnn TecTMpyemsblli kaTeTep COCTOMT M3 OOHON TpybyaToli Yactu, MMetoLe
pasHble HapyxHble AnameTpbl, ucnoitaHne no b.3.2 - bB.3.5 noBTopsAldT 419 Kaxaoro
yyacTka ¢ pasnnyHbIMU grameTpamu.

B.3.7 Ecnu TecTupyemsblli KateTep nmeeT 60KoBoe (MM 6OKOBbIE) OTBETB/IEHME, TO:

a) ucnbitaHve no 6.3.2 - B.3.5 NoBTOPAOT 415 KaXKaoro 60KOBOro OTBETB/IEHUS;

b) ucnbiTaHve no 6.3.2 - B.3.5 NOBTOPSAOT AN8 KaKAO0ro yyactka, BK/IYatoLero
coeAVHUTENbHbIA  y3en Mexay OOKOBbiIM OTBETB/IEHMEM U MNPUMbIKAIOLWEN 4YacTbio
KaTeTepa, nNpeAHa3Ha4YeHHol 4N1s BBEAEHMS MauUeHTy;

C) WCMbITaHWe MO MEepednc/ieEHnto b) MOBTOPSAT 419 KaKAOro COeAUHUTENIbHOro
y3na.

b.3.8 He gonyckaeTcsa npoBoguTb 60/11€e 04HOro UCMNbITaHUA A/151 OAHOrO U TOro Xe
NCMbITYEMOro yyacTka kateTepa.

B.4 OT4yeT 06 UCnbITaHUN

OT4eT 06 UCnbITaHUY LOMKEH BKIOYATL CelyoLwyo MHhopMauumio:

a) uaeHTUdMKaumio (NOASIMHHOCTBL) KaTeTepa;

6) ycwime Ha paspbiB B HbIOTOHAX U HAPYXHbIA AVaMeTpP KakAoro TeCTMPYeMOro

yuacTtka B MWIIUMETPAX.
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MpunnoxeHve B

(o6s13aTenbHoe)

VicnbiTaHWe Ha YCTOMUMBOCTb K YTEUKE XXNAKOCTU NoA faB/ieHNEM

B.1 MpuHuun

KateTep coefuHalOT 4yepe3 HenpoTekaemblid y3en co wnpuueM. K katetepy u
coefUHUTENbHbIM y3n1aM (NMpu UX Hasmuumn) NpukiagbiBatoT rMapas/iMyeckoe AaB/ieHne u
3aremM TpyOKy 1 coeuHUTE NbHbIE Y3/lbl KaTeTepa UCCNeaytoT Ha YTeuky XUOKOCTU.

B.2 PeareHTbl

B.2.1 AnctunnnposaHHas uan AenoHUsnpoBaHHas Boga

B.3 O6opyaoBaHune

B.3.1 KOHTpO/bHbI CTa/IbHOW (PUTKHT € 6 %-HbIM KOHycoM Jltoapa, no 1SO 594-1.

B.3.2 HenpoTekaemblii y3en gns nofacoefmHeHns MTUHIa K WNpuULY, CHabXEHHbIR
YCTPOCTBOM ANs1 n3mepeHus gasnexus go 350 klMa n MMelowmini ManeHbKnii BHYTPEHHWIA
06BbEM.

B.3.3 YctpoiictBo, o0b6ecneunBarliee HenpoTeKkaemoe COeAMHEHME — MeXay
LUNpULIEM 1 KaTeTepamu, He NMEeLMMN KOHUYECKNX COeAMHEHWNIA (KaHIOMb).

B.3.4 LlWnpuy Ha 10 mn, npoweAwnii WUCMbITaHWE Ha MNpOoTeKaHMe MOopLIHA W
HakoHeYHuKa B cooTBeTCTBMU C ISO 7886-1.

B.3.5 CpecTBO A4N151 NEPEKPbITUSA UCNbITYeMOro obpasiia, Hanpumep 3akum.

B.4 lNMopagok npoBefeHUsa UCMbITaHUA

B.4.1 Ecnn uvcnbiTyeMblli KaTeTep MMEeT KaH/ (WM KaHNM) C pa3beMHbIM
coefMHeHneM, HeobXOoAUMO pas3beAWHUTb WX B COOTBETCTBMM C PYKOBOACTBOM O
akcnnyartauum katetepa. COeEOMHWUTL KaHIONK C KOHTPOJIbHbIM (OUTUMHIOM, npwuiaras
ycunme Ha paspbiB 27,5 H B TedeHue 5 ¢ n nosopaumBas nx He 6onee yem Ha 90° ¢
KPYTALMM MOMEHTOM, He npeBblwatowmm 0,1 H m. [lMpu ncnbiTaHunm oba KOMMOHEHTa
[O/MKHBI 6bITb CyXumu. MoACOeaUHUTD (PUTUHT Yepes HeMpPOTEKaeMbI y3es K LLNpuLy.

B.4.2 Ecnu ucnblTyeMble KaTeTepbl He MMENT KaHlMb, TO KaTteTep cOo Lnpuuem
COeAVHSOT Npy NOMOLLM coeanHUTENbHOro ycTpoiictea (B.3.3).

B.4.3 YcTaHOBUTbL ypoBeHb 06beMa BoAbl (B.2.1) B wnpuue (TemnepaTtypa BoAbl
JO/mkHa 6bITb (22 £ 2) °C) gO NVHMKU TPagyvpoBKW, 0603HaYalWERn HOMUHasIbHYIO
BMECTMMOCTb LWnpuua. MNepekpbiTb 3aKUMOM UCTLITYEMbIA 06pasel, Kak MOXHO 65mke K
OVCTasIbHOMY KOHLY KarteTepa.

B.4.4 OceBoe coefiHEHVE MeXaY LUNPULLEM U KATEeTEePOM - TOPU30OHTasTbHOE.
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MpuknagbiBas ycuave Ha paspbiB K Wwnpuly, gosectu gasnedne ot 300 go 320 klMa
N yaoepxusaTb 3TO fgaBrieHWe B TedeHue 30 c. BusyasibHO npoBepuTb MECTO CoeVHEeHUA
KaHI/I1, eCN OHa eCTb, C KaTeTepHOW TPyObKol Ha MpOTeuKy, T.e. Ha Ha/amuMe OfHOW n
6o0nee nagaloLWwmx Kanesb BoAbl, U 3aMKCMpoBaTb MECTO NPOTEYKN.

B.5 OT4yeT 06 McnblTaHWUn

OTueT 06 MCnbITaHUN AO/HKEH BKIHOYATb CriefyHoLLyo nHopMauuio:

a) umaeHTUdVKaumio (NOAIMHHOCTB) KaTeTepa:

b) oduumanbHOE 3akKYEHNE O HaIMUYMM WAW OTCYTCTBMU YTEYKU XXUIOKOCTU U3

coeAVHUTESbHLIX Y3/10B 1 TPYBOK KaTeTepa.
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MpunoxeHwne I

(o6s13aTenbHoe)

McnbiTaHve Ha YCTOMUMBOCTb K yTeUke BO3dyXa Yepes3 KaHo/io B NpoLecce

oTCcacCbiBaHUA

.1 MNpuHUMN

KaHtonio KateTepa COeuHAOT Yepe3 KOHTPOSIbHbIA KOHUYECKWI (PUTKHT C YaCTUYHO
HanosIHeHHbIM WwnpuueM. llepemelyeHnemM MOPLIHA B LUMPULIE MOHWXKAT [AaBleHve,
MPWIOXEHHOE K COEAVMHEHUI0 KaH/IM W KOHTPONIbHOrO (OUTWHIA, W BU3YaUTbHO
KOHTPONUPYIOT BO3MOXHOE MOCTYMN/IEHNE Ny3bIPbKOB BO3AyXa B LUMPULL.

.2 PeareHTbl

2.1 AuctunnmpoBaHHas nnm AeMoHn3npoBaHHas Bofda 6e3 Bo3ayxa.

.3 ObopynoBaHue

I".3.1 KOHTPO/IbHbIA CTasibHOW chuTuHr (B.3.1).

3.2 Henpotekaemblii y3en (B.3.2) 6e3 oTBepcTMs A8 BbiMycka >XWAKOCTU WU
yCTpolicTBa 4151 N3MEPEHUS AaB/EHUS.

.3.3 Wnpwuy, (B.3.4).

3.4 CpenctBo Ansi NepekpbITUS OTBEPCTUS UCMNbITYEMOro ob6pasua, Hanpumep
32KMM.

.4 MopsAfoK NpoBeAeHNS NCTbITaHWIA

4.1 CoefVHUTb CbEMHbIE KaHIONWN C KaTeTEpPOM B COOTBETCTBUM C PYKOBOACTBOM
no akcnnyarauuu karetepa. CoeMHUTb UCTbITYEMYIO KaHIOMO C KOHTPO/IbHbIM (DUTUHIOM,
npunaras ocesoe ycunue 27,5 H B TeueHue 5 ¢ 1 noBopaymBas nx He 6osnee yem Ha 90° ¢
KPYTALWMM MOMEHTOM, He npesbiwawowmum 0,1 H M. lNpu mucnbitaHum BCE KOMMOHEHTHI
LO/MKHBI BbITb CYyXUMM.

4.2 MNoacoeanHNTb KOHTPO/IbHbIA OUTUHT Yepe3 HenpoTeKaeMblii y3en K Lnpuuy.
3aKpbITb KNnanaHbl, OTKPbIBaEMble BO BPeMsi OTCACbIBaAHUA.

4.3 B wnpuy, 4epes UCbITyeMyt KaHH/I0 U KOHTPObHbIA (PUTUHT HabpaTk 06bEeM
Boabl (.2.1), nmetowmin Temnepatypy (22 + 2) °C, KOTOpbIii NPeBbILLAET HOMUHA/IbHYIO
BMECTMMOCTb wnpuua Ha 25 %. M3beraTb HamokaHuWs MecTa COeAMHEHUS KaHn 1
KOHTPOJ/ILHOTO (PUTUHrA.

4.4 Ypanutb BO3ayx M3 060PyA0BaHNs, 3a UCKTHOUYEHNEM MasIEHbKMX My3bIPbKOB
BO34yxa. YCTaHOBUTb 06bEM BO/bl B LUNPULE, paBHblii 25 % HOMUHa/IbHOV BMECTUMOCTH.

MepekpbITh 3AXMMOM OTBEPCTUE UCMLITYEeMOro obpasua.
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4.5 B nonoxeHun wnpvua HaKOHEYHWKOM BHW3 OTXaTb MOPLUEHb A0 JIHUMK,
0603HavalLLeli HOMVHANBHYIO BMECTMMOCTb. [lepXaTb LWNpuy, B TaKOM NosiokeHun 15 c.
Habnopatb 3a nosiBNeHNeM MNy3blpbKOB BO3fyxa B LUNpULE, He obpallas BHUMaHUA Ha
ny3bIPbKM BO34yxa, 06pa30oBblBAOLMECH B TeyeHne 5 ¢ C Hayaia UChbITaHUN.

.5 OT4yeT 06 ncnbITaHUN

OTueT 06 MCNbITaHUN JO/IKEH BKIHOYATL CNeayroLLyo NHdopMaLmio:

a) uaeHTUdVKaumio (NOA/IMHHOCTBL) KaTeTepa:

b) othmunancHoe 3ak/lyeHne O HauMuuMv UM OTCYTCTBMM YTEUKM BO3dyxa B

MecTax COeANHEHNS KaHK/b N0 UCTeyeHnn nepsbIxX 5 C.
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Bubnnorpadus

ISO 11070-98 Sterile single-use intravascular catheter introducers (MIHTpogbtocepsbl
BHYTPUCOCYANCTbIE, CTEPWU/IbHbIE, OAHOKPATHOrO NPUMEHEHWS)

ISO 11134-94 Sterilization of health care products. Requirements for validation and
routine control. Industrial moist heat sterization (Ctepununsaums
MEOVNUMHCKUX — u3penuii. TpeboBaHus K  cepTudmkaumm u
perynsipHoMy  KOHTpono.  [poMbIW/IEHHAs  ropsiye-BriaxkHas
cTepunmnsaums)

ISO 11135-94 Medical devices. Validation and routine control of ethylene oxide
sterilization  (MeguuuHckas  annapatypa. CepTudpmkaumsa wu
perynsipHbIii KOHTPO/Ib OKUCK 3TUIEHOBOI CTepuamsalmn)

ISO 11137-95 Sterilization of health care products. Requirements for validation and
routine control. Radiation sterilization (Ctepunusauma MeguUUHCKUX
n3penunii. TpeboBaHus K cepTUdUKaLMN U PErYNSAPHOMY KOHTPOSIO.

PaanaunoHHas ctepunmsauus)
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Mpunoxenne 4.A
(cnpaBo4yHOE)
CBefieHNs 0 COOTBETCTBUN MEXIOCYAAaPCTBEHHbIX CTaH4apPTOB CCbI/IOYHbIM

MEXAyHapOAHbIM CTaHAapTam

Tabnuua A.A.1

O603HauYeHne n HaumeHoBaHune O603HauyeHne n CTeneHb O60o3HauyeHne n
CCbI/IOYHOTO MeX/AyHapoAHOro HaumeHoBaHue cooTBeT- HauMeHoBaHue
cTaHpapTa MeXAyHapoaHOro cTBUSA MeXrocyapCTBEHHOro
cTaHgapTa gpyroro cTaHgapTa

roga nsgaHus

ISO 594-1:1986 feTanu

coefnHUTeNbHbIe C KOHYCHOCTbIO

6 % (/ltospa) ANS WnNpuues, Urn n *
ApYyroro MeauumMHCKOro

obopygoBaHusa. Yacte 1. O6uwume

TpeboBaHus

ISO 594-2:1991 fetanu

COeiUHNTE/IbHblE C KOHYCHOCTbIO

6 % (Jltospa) 4NS WNpULEB, UM n *
ApYroro MegunumMHCKOro

obopygoBaHus. YacTtb 2.

JTto3poBCKME HAKOHEYHUKN

ISO 7886-1:1993 LWnpuubl FOCT ISO 7886-1-2011
cTepusibHble TunogepmMalsibHbole LWnpuubl NHbEKLUNOHHbIE
ONS NOAKOXHbBIX MHBEKUNI i oT OHOKPaTHOro NPUMeHeHns
O/HOKPaTHOIo NpUMeEHeHus. cTepusnbHble. Yactb 1.
YacTb 1. Wnpuubl A py4yHOro LWnpuubl Ansa pyyHoro
MCnosib30BaHNsA NCcnosib30BaHns
ISO 10993-1:1992 ISO 10993:2003 FOCT ISO 10993-1-2011
Buonornyeckas oueHka OueHka M3penua meguunHekme.
MeANLUHCKNX n3genuii. Yacte 1. 6GMOI0rMY€CcKoro OueHka 610N0rMYeckoro
PykoBoACTBO no BbIGOPY feicTBua oT [eNcTBMA MeaNLMHCKNX
ncnbiTaHni MeaULMNHCKUX nsgenuin. Yactb 1. OueHka u

nagenvii. Yactb 1. ncecnegosaHus

OueHka u

ncnblTaHns

* COOTBETCTBYIOLMIA MEXIoCyapCTBEHHbI cTaHAapT OTCYTCTBYeT. [0 ero yTBepXAeHus
pekoMeHAyeTca MUCNoMb30BaTb NEPeBOj Ha PYCCKMiA S3blK 4aHHOTO MeXAyHapoAHOro ctaHgapra.
MepeBos AAaHHOTO MeX/[AyHapoAHOro ctaHjapTa HaxoauTcsi B deaepasbHOM MHPOPMALMOHHOM
(hoHAe TEXHUUECKNX PEramMeHTOB U CTaH4apTOB.

MpumeuyaHune - B HacTosiLleM cTaHAapTe WCNOMbL30BAHO Creaytoliee YCc/oBHOe

0603HayeHne cTeneHn COOTBETCTBUA cTaHdapTa:
- IDT - naeHTUYHbIE CTaHZAapThI.
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YK 615.472.5:006.354 MKC 11.040.20 P22 1OT

KntoueBble c/loBa: KateTep BHYTPUCOCYAMCTbIA, CTEPUbHBIN, Tpe6oBaHus
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