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Mpeancaosne

Henu, ocnopubie OPHHLHOE B NOPAIOK HPOBCACHAA paboT N0 MeRrocyaapeTEHoH
crappapruiansy yeranoenens [OCT 1L0—92 «MemrocysapoTeennas cHCTEMA CTANIAPTHIALHH.
Ocnopnsie nonomennay o FOCT 122009 «MesrocyaapcTseninan cHCTeMa CTallAapTHIALHH.
Crangaptsl  MEKrocyIapcTBEHHLIE, NPAEMIZ H  PEKOMEHIANNH N0 MERTOCVIAPCTESHHOH
cramnapruianuy. [pasuna paipaboTki, NPHIETHA, NPHMEHEHHA, 0DHOBICHHA H OTMEHE Y

Crerenus o cranjaapre

I MOATOTOBJIAEH  drenepaneiniv rocyIapcTBeniibi  YHHTAPHEIM  OPEANpHATHEM
sBeepoccilckiil  HAYMHO-HCCIEA0BATENLCKHH  MHCTHTYT CTANAAPTHIALHH M CepTHhHKALMH B
vamniocTpoenins ( BHHHHMAILLY

2 BHECEH Meaepaniiibiy ArenTCTEOM 10 TEXHHUYSCKOMY DErVIHPOBEAIHID H MEeTPOJIOTHH
{Poccranaapr)

3 TIPHHAT MewrocvnapcTEEHNBIM  COBETOM [0 CTANLJAPTHIANHH., METPOIOIHN |
cepridEausl no nepenucke (npotokon Ne 48 or 22 nekadps 2011 r.)

3a MPHHATHE CTANIAPTA MPOr0moe B TH:

K paTkoe nauMenosanye cTpansl no|  Koa eTpans no Cokpauenioe HauMenoBaine
MK (MO0 3166 004-—97 ME (HCO 3166) HALHOMILHOID oprana
004—97 N0 CTAHJapTHIaHA
benapyee BY lNocerannapt Pecnybnuen benapycn
Kazaxcran KZ ['ocerannapr Pecnyonuen Kasaxcran
Kuipruicran KG Kuipreizerangapr
Poceniickas depepanns RU Poccranaapr
Tammukneran T TanmukeTanaapt
YabexucTan UZ YacTanaapt

4 Mpuxazom PeepalLiOro areHTCTEA M0 TEXHHMECKOMY PEFYIHPOBANHIO 1 METPOIOTHH OT
13 aexatpa 201 | roga Nel298-c1 mewrocyaapereennsil crangapr FOCT S0 10555-2-201 | spenen
B ASHCTEHE B Ka4YecTRE HAUHOHANENOro cTanaapTa Pocowiickoit Peaepaunn ¢ | ausapa 2013 roaa.

5 Hactosauguil cTanaapT HIeHTHYSH MesdTyiapo oMy cranaapty 150 [0555-2: 1996 Sterile.
single-use intravascular catheters — Part 2: Angiographic catheters (Karterepw sRyTpRcoCcyIHCTRE
CTEPANILHEE OIHOKPATHOrO npHyenenna. Yacte 2. Katetepu anrmorpadiuyeckue).

Crenens cooTBercTind — naentunas ([DT).

Ceegenns o COOTBETCTBHH  MEKTOCYIAPCTBEHHMIX  CTAHAAPTOR  COBUTOMHBIM
MEBIYHAPOAHBIM CTAHAAPTAM NPHESACHL] B A0NOTHHTENLHOM NPHADHKeHHH JTA.

Crangapr nogrorosinen na ocuose npuMenends FOCT P HCO 10555-2-99

6 BEEJIEH BIIEPBLIE

Hudhopavayus o eeedenun 6 deliomene (Mpespayenill delicmens) nacmosiyeso cmandapma
NVRIURVEmCR 8 Viadamete wilayuonaisime cmandapm .

Hughopvayua of WiMeNenuax ¥ HACHOMGeny cmandapmy nViiukvemes & Veaigmene
#.f‘ffl’][!ﬂi'l'n'f.l’.!hl’n‘l‘:lf{" {'.I'J'i‘ién'r}fn'_ll'}!i'!hf.b-, a Mmekch RIArel e 5 E.'Il'u"_llr}vl'.i'l,!‘i'.h'ﬂ.l'!_in!.'ti'.'h'n'-!:-l‘.'t’ VRAIGMeATx
wHayuonathiime cmandapmers. B ciyuae nepecwompa wili OMMERN NACMOSWEsn cmandapia
COOMABEMCMAEYINas  undhopyayus  dvdem  onvirukosaua 8 whopuaguoiioy  VRaiamene
wHayuonatsime cmandapmmy

© Crantaprundgopy, 2013

B Poccuiickoil Megepali HACTOSUINI CTANAAPT HE MOMET OBITL MOMHOCTLIY HIH YACTHYHO
BOCTIPOMIBEACH, THPAKHPOEAH M PAcnpoCTPalen B KaYecTBE oHUHAILEOTD HIAaHHAE O3
paspemen s Pelepalbioro arenToTEL [0 TEXHHYECKOMY PENYIHPOBAHHIO H METPOIOTHI
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EBepeHue

HacToawuwi cTangapt SenseTcs  NPAMbBIM  NPUMEHEHWEM  MEWYHApPO4HOID
cTaHaapTa IS0 10555-2:1996 «KaTeTepbl BHYTPUCOCYQMCThIE, CTEPHNLHLIE, OOHOKPATHOMO
npumeHeHna. YacTte 2. KateTepe adrvorpadpuyeckmes, NOGroTOBNEHHOMD TeXHUYECKHMM
komutTeToM MICOITE 84 aMeguUunHCKWE WNDWULL W MINsl ANA WHBEKLWMA» .

Komnnexkc cravgaptoe nog obwwm Hazeadwem «KateTepbl BHYTPUCOCYOWCTHIE
CTEPWNEHBLIE OQHOKDPATHOMS NPUMEHEHWAY COCTOMT U3 NATH YacTen:

- yacTe 1 — ofWwwe TexHu4eckue TpeboBaHmA,

- 4acTkb 2 — KaTeTepel aHrmorpadguyeckme;

- 4acTb 3 — KaTeTepbl BEHO3HbIE UEHTpanbHLIe,;

- vacTe 4 — kaTeTepsl ANA DANN0OHHOMD PACLUMPEHMS,

- YACThL 5 — KaTeTepsl Nepudepryecrie C BHYTPEHHEN WIMOoN.
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MEXIOCYOAPCTBEHHBIA CTAHOAPT

KATETEPbI BHYTPUCOCYOMCTLIE CTEPMNBHLIE OOQHOKPATHOMO NPUMEHEHWA
YacTthe 2
KaTeTepbl aHrnorpadgpuyeckue

Sterile, single-use intravascular catheters. Part 2. Angic»g raphic cetheters

Oara eeenenwna — 2013 - 01 - 01

1 O6nacTe NPUMEHEHWA

HacToswmiA CTaHgapT YCTadasBnneacT obuwwe T[JEEGBEHHH K CTepHMnbHbIM

aHrorpadMyeckdm  kaTeTepaMm (ganee —  KaTeTepsl), NpegHazHaYeHHbIM  ONA

OOHOKPaTHOMD NpYMMeHeHWA.

Mpumevanwe - TpebosaHua K OONONHUTENBHBIM  YCTPOWCTBaM, MWCNONB3IYEMBIM

COBMECTHO C BHYTPUCOCYWCTHIMK KaTETEPAMM, NpWEENEHEl B cTadaapTe |SO 11070 [1).

TpeboBaHWA HACTOALWEND CTAHAAPTA ABNAKTCA PEKOMEHAYEMBIMK.

2 HopmaTHBEHLIE CCLINKK

B HacToAweM CTaHOAPTE MCNONbB30BAHA CChINKA Ha:
ISO 10555-1 Sterile, single-use intravascular catheters — Part 1: General
requirements (KateTepbl BHYTPMCOCYOMCTHIE CTEPWIbHBIE OOHOKDATHOMD NPHWMEHEHMA.

Yacts 1. Obwue TexHuweckme TpeboBaHuA)

3 OnpeaeneHusn

B HacToswem cTaHdapre MCNoONb3IYTCA TEPMUHL M ONpegeneHns, NnpusejeHHble B
ISO 105585-1, a Takwe cnegywme:

3.1 kaTeTep aHrdorpadmryecki: BHYTPUCOCYAUCTHIA KATETEPR, NPHUMEHAEMEIW ANA
BEEOEHWA MMM WMHPY3INKM KOHTPACTHRIX cpeld WWNK MWAOKOCTeW, KOTOPLIA Takwe MOMHO

MCNONBIOEATE 4MNA MAMEDEHWMA OdBNEHHA M SEEGDE KpOoBIA.

Hzpanue ouunansHoe
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3.2 KOH(MWrypauma OWCTaNbHOro KOHUWa: QopMa KaTeTepa, NO3BONAKLLAA
NPoKM3BO4NTE MAHWNYNALKA B CEpOBYHO-COCYOMCTOR CHCTEME NAUWMEHTa W BBOOMTE KOHEL

KaTeTepa B TOT YYacToK, KOTOPLIA BoIBpaH AnA aHrkorpaduyuecklus Npoueayp.
4 TpeboBaHunA

4.1 06wme nonoxeHuA

Ecnu B HACTOALWEM CTAHOAPTE HE YKa3aHbl WHble TpeboBaHWA, KaTeTepk! AOMAHLI
COOTEBETCTEORATE TpebosaHuam I1SO 10555-1.

4.2 PeHTreHOKOHTPacTHOCTL

H:ETETEFIt-I A0MHHB BbiTh CEHTMIEHOKOHTDACTHBIMIA.

MNMpumevanwe — K momedty nyBnukaynn HAECTOAWErD CTAH4APTa e HE YTBEepHEIeH
METON ONPedEneHWA NOK33aTENA pPEHTrEHOKoHTpacTHooTy. [lo yTeEepwAeHws 3TOro metona
WITOTOBMTENL  MOMET MEPKMDOBATE W3IASMWE HAONWCHID CPEHTTEHOHENpOIpadHelds. Taxan
MAPKMpOBKE  AonwHa  BbiTe NoATBEpHOEHA WHGOpPMAaUMER © COOTBETCTEYIILWEM MeToae

Ornpenenedydyd pEHTIEHOHENPOIDEYHOCTH.

4.3 HoMWHaNbHbIE paiMepkl

ODoz2HAYeHMA HOMWHANBHBIX PA3MEPOB KaTeTepa AOoM#Hb! cooTBeTcTBOBAaTE SO
10555-1 u cogepxaTe TawKe guameTp camoro Bonelore HaNpaeuTeNs, KCNONL3IYEMOro ¢
vatetepom. Ecnu gononuutensHo o003Ha4YeH BHYTPEHHWA OWaMeTp kaTeTepa, To OH
non#eH ObITe BoIpaMeH B MWUNNWMETPax W oKpyrneH 0o Dnuxadwero 2HaqYeHuA C
TOYMHOCTRKD 0,1 MM.

4.4 ®Ouzndeckue TpeboBaHKWA

4.4.1 KoHdwurypauma HaKoHEYHWKA

HakoHeuHWK OWCTankHOMo KoHUA KaTeTepa OoMmKeH BTk rMagkum, 3axkpyrneHHBIM,
KOHYCoODOpasHeiM  WNW  obpabotaH Tak, 4ToDbl CBECTH K MMHMMYMY BO3IMOMHOCTb
TPABMWPOBAHWA COCYOO0B NPKW MCNONBEIOBAHWKW KAaTeTepa.

4.4.2 lpoTtekaHHWe W NOBpeXAOEHWA B YCNOBWAX BbLICOKOro CTaTHYeCKOro
oaeneHuA

B npouecce MCNBITAHWA KATETEROE MO NPHUAGKEHWID A HE JON¥HO BeiTe NPOTEKaHWUA
HAOKOCTH WMNK BUOWMMEIX NPU3HAKOB NOBpexaeHWA KateTepa. He gonwHo BeiTh Takxe
nocTORHHOW OedopMauMu  KaTeTepa, NPENATCTBYHOLWEW CBODOOHOMY MEPEMELEHWHD
COOTEETCTEYHLWErD KONBUEBOrD Kanwbpa ANA KOHTPONA HAPY#HOrC aWaMeTpa qepes
WCNBITAHHBLIK YYaCcTOK KaTeTepa.

4.4.3 boKoBble OTBEPCTHA
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Dopma, KONMYECTBO W PACNONCHKEHWE DOKOBLIX OTEEPCTHI KATETEPOB AONMHEl DHITh
Takumu, 4TODB HEXenaTensHble BO3OEWCTBMA Ha KATeTep W TPaBMUDOBAHWME COCYO0B
ObINK MUHUMANbHbBIMMW.

4.5 Mudropmaums, NnpenocTaBnAeMan MIroToBUTENEM

WHpopMmauma, npefocTaenAseMans  W2AUOTOBMTENEM, O0MKHA COOTEBETCTEBOBATh
Tpeboeanuam ISO 10555-1, a Takke BKNOYATE CNeayLes:

a) HOMWHANLHLIA pa3Mep B COOTBETCTEBWMK C 4.3;

b} pucyHOK WNM oOnNWCaHWe KOoHQMrypaudW OUCTansHOro KOHUA, ecnd  ero
HEBO3MOMHO PA3INUYKUTE Yepes YyNaxkoBky,

C) MakcMMmankHoe Oonyckaemoe  OasneHWe MpoTekawlwen  wWUOKOCTWA, B

EMNONaceanAx.

MpumevyaHwuA

1 Tawwe MomeT ObiTh YKAIAHO BPEMS, B TEMEHWE KOTODOMO KATETEP MOKET BblAEPHWBATL
MAKCUMANBHOE OSBMNEHWE NPOTEKRFWEN MUOKOCTA.

2 EoMHAuB  MAMEDEHWA, HE YHEAZEHHBIE B HACTOAWEN CTaHgapTe, [OonyCHEeTCH

HCNOMNb30DEASTE KK JONONHATENBHBIE.
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MNpunoxeHue A

(oBAzaTtensHoe)

HMcnbiTaHWe KaTeTepa Ha YCTOHYMHMBOCTE K NPOTEKAHWD W NOBPeXOEHHI B YCNOBUAX

BLICOKOMD CTaTU4YeCKOro gasneHuA

A.1 OcHoBHLIE NONOXKEHHAA

KaTeTep nNpucoegWHAOT Yepesd KaHonw WNW NpoKCUMAanNbBHBIA KOHeU K WMCTOMHWKY
rMapaenyyeckore OaBneHWs, KOTOpOoe NodawT B TeuveHWe YCTAHOBMEHHOMD nepuoa
gpemeHy. [locne OKOHYAHWA BO3AEWCTBMA [JABNEeHWA EKaTeTep OCMATPWBAKOT ANA
obHapy#eHUA MECT W NPM3IHAKOE NPOTEKaHWA, NOBPEXOEHUA N AedopMaUmMiK.

A.2 ObopygoBaHue

A2 Nuppaenyyeckos YCTRPOWCTBO, B KOTOPOM B KavecTee cpelsl, CO3QaHiued
0aBneHWe, MCNoNB3yeTCA TONBKD MUOKOCTE, NOAAepHMBaDWee TemnepaTypy (37 + 2) *C.

A.2.2 HenpoTekaembli yaen.

A.2.3 3anvpawwee YyCTPOWCTED ONA KPENNEHWA KATETEPA K HENPOTEKAEMOMY Yany.

A2.4 YoTpoRcTeO ANA NepekpeiBaHA KAHANA KATETEPA, HANPHUMED J3HHM.

A.25 Konoueeole kanubBpbl C BHYTPEHHWMK auametpamu Ha 10 % Gonbwe

HOMWHaNbHbIX H3PYRHbIX OWaMeTpoB kaTeTepda.

NMpumevanwe - MoneITaHWA NPoOBOOAT NO CXEME, MNPESCTABNEHHOA HA pUcyHEs A1,
YCTpORCTBO ANA réHepald ¥ KOHTPONs QaBNeHMA NOKE33HO CXeMaTUYHO, TAK K3K 8r0 KOHCTPYELWS,

CNOXHOCTE M CTENEHE SBTOMaETHIEUWA MOryT BhITh AEYTHMA.
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1 = THOpPABNMYECKWM MEHEDATODR OSBMNEHNA ¥ CUCTEMAE KOHTPONRA, £ — COBOMHWUTENR, 3 —
3ANUPaLLES YCTPORCTED, 4 — 3aXUM UMK KpaH; 5 — NCNeITYEMBIR KateTep; 6 — npumep
MCNBITATENBHON KAMEDEI; 7 — BO3BPAT MCNONbIDBAHHON HUAKOCTH (QONONHUTENBHBIR), & —

pE3EpBYap ONA MWAKOCTH, Co3nanen fasnedus; 9 — hunbTPyOLER CHETEME (JONONHWTENBHAR )

PucyHok A1 — Cxema NCnbITaHKuA KaTeTepa Ha YCTOWYMBOCTE K MPOTEKAHKWKD K1

NoOEpeXdeHMD B YCNOBWAX BEICOKOMND CTaTHMECKOND OaBneHKA

A.3 MeToa MCNBITAHWA

MNpeaynpexaeHue — Heobxogumo cobniogaTe Mepbl NPEJOCTOPOMHOCTI U TEXHUKK
fieaonacHoOCTH ANA 33WKTEl UCNBITATENS OT NOCNEeACTBMA HENONAA0K B CXEME UCNLITAHUA U
eclDpoCca MMAKOCTH, HAXOAAWEACA NoO AaBNEHHEM.

A3 BENMOYKTE UNbTRYHWYH CHCTEMY, €CNK OHa No4CcoefdWHEeHa K CXeme
WCNBITAHWA.

A.3.2 MuwakocTh, CO3gawllyw AaenedHwe, BMEeCTe C KaTeTepoM OOBECTH OO0
TemnepaTtypei (37 £ 2) "C v nogaepsmMeats aty TEMNEPATYRY B TEYEHWE MCNBITAHWA.

A.3.3 CeoBoQHbIA KOHEL KaHIONKW KaTeTepa NoOCOedMHUTE K HENPOTEKAEMOMY Y3NY,
3aKpEenyE ero 3anuparlium yCTPORCTEOM.

A.3.4 ¥YbeguTbea, 4TO BO3AYX BLITECHEH M3 KATETEPA MWOKOCTLIO, 3aTEM NEPEKPLITh
KaHan KaTeTepa 3aMWMoM NPUEGNUIMTENSHO Ha PacCTOAHWMMW, PABHOM NONOBWHE ero
3 PeKTUBHOW ANWHEl OT KASHKDNKW.

A.3.5 MNpoBepWTe KATETED HA LENOCTHOCTL M OTCYTCTEME NPOTEKAHWA.
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A.3.6 OTperynupoBaTe MMOPABAWYECKDE YCTPOWCTBO, FeHepupylllee OaBneHue,
4ToOkel oHO obecnevyuBanco Nogadvy MakCUMansHOro AaBNeHUA, YKa2aHHOMO U3roTOBMTENEM
MCNBITYEMOrO KaTeTepa, B TeYeHME 2 C© WNW B TEYeHWEe BPEMEHM, YEA23HHOIMo
M3roTOBUTENEM.

A3.7 YCTaHOBNEHHOE NaBNeHWe NOOABATE B TEYSHWE BPEeMEeHH, YEA3AaHHOM B A.3.6.

A.3.8 Bo epems nogadvd JaBNeHWs OCMOTPEeTb KaTeTep W OnpegendTh, ecTe N
paspbiBbl W NpOTERaHWA (Hanpumep obpazoBaHua ogHoW Mnu Bonee nagarcwyMx Kanens
HUaKkocTu). MNocne npekpalleHWd nNofadv OasneHnA KaTeTep OTCOeOWHWTE OT CXeMbl
WCNLITAHWA, NPOBEPHTE HA HANWYKWE NOBPEXOSHWA, PA3PLIBOB WIMKW NPH3HAKoOB NPOTEeKaHWA
W onpefennTs, ceobogHo N NPOXOAMT MCNBITAHHLIA YYaCTOK KaTeTepa Yepes KoNbUeBon
xanubp.

A.4 OT4yeT 00 MCNBITAHWK

OTuet ob MCNBITaHHK OOMKEH BKNICYATE CNEdyioWw Y MHODMaLMID:

a) obozHaueHue kaTeTepa,

b) HOMWHAnNbHOE JABMNEHWE U BDEMA NOJAYW NABMNEHUSA,

c) DeINO NW NPOTEKAHWE UCNBITYEMOW YacTH KaTeTepa;

d) NpoMIOWNG NK NOBPEXOEHWE UNK PA3PLIE MCNLITYEMOR YacTK KaTeTepa;

£} npowna nw ceob0AHO Yepes KoNbUEBOR HEHHEP MCNBEATYEMaRA YacTe KaTeTepd.
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Mpunoxenne A

(cnpaBo4vHoe)

CeefleHWA 0 COOTBETCTEMM MEXIoCyQapcTEEeHHbIX CTAHAAPTOE CCLINOYHLIM

MexOgyHapoOHbIM CTAHOAPDTAM

Tabnwua OAA

OBO3IHEYEHME M HEMMEHOBaHWE CTENEHL OB03IHAYEHWE W HAMMEHOBaHWE
COBINOMHOM MEMOYHADOOHOMD COOTBET- MERIOCYIaDCTEEHHOID CTAHOAaPTE
cTaHpapTa CTEMA
150 10555-1 KateTeph rocT 150 10555-1-2011 Katetepk
BHYTPWCOCYOMCTRIE  CTEPUNBHBIE oT BHYTEMCOCYONCTHE CTEDUNEHBIE OOHDEPATHOND
OOHOKPATHOMD NpUMeHeHns. HacTe : npumeHerdn. Yacte 1. OBwme TEXHWYBCKWE
1. O Bwme TEXHUYECKME TpeDOBAHMA
TpebosaHWMA
NMpumevanwe - B HacTosllem craHgapTe WCNONb3IOBAHO CNEdyOWEs YCNoBHOE
DE0IHAYEHWE CTENEHW COOTERTCTEMA CTAHOAapTA:
- IDT = MOeHTUYHBIE CTaHAAPThI.
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Bubnuorpadua

[1] 150 11070-88 MHTpogLOCEDH BHYTPUCOCYQWMCTHIE, CTEDUINBHEIE, OAHOKDATHOIO

NnpWMeHeHKA
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YOK 615.472.5:006.354 MKC 11.040.20 P22 1IDT

Knwdeesie cnosa: BHYTDUCOCYAWCTBIA  KaTeTep, aHrvorpauyeckmi, CTEpUNbBHBIA,

TpebosaHWa
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