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EBpa3unckun coBeT No cTaHgapTU3auun, MeTpPororum u ceptudukauumm



FOCT ISO 8836-2012

Mpegucnosue

EBpasuiickuin coBeT no ctaHdapTusauuu, meTporornn U ceptudmkaumn (EACC) npeacrtaenset coboin
pervoHansHoe o06beduHEHWE HaUWOHANbHBLIX OPraHoB MO CTaHO4apTU3auuu rocydapcTB, BXOOsAWMX B
CogpyxectBo HesaBucumblx Mocydapcere. B ganbHeiwem BoamoxHo BeTynneHne B EACC HauMoHanbHbIX
OpraHoB Mo cTaHdapTU3auuu Opyrux rocyaapcrs.

Llernw, ocHOBHbIE MPUHUMMLI U MOPSAOK NPoBedeHUs paboT No MeXrocyqapCTBEHHON CTaHOapTU3auum
ycTaHoBneHbl NOCT 1.0—92 «MexrocynapcreeHHasa cuctema ctaHgapTuaaumn. OCHOBHLIE NONOXEHUSA» N
MMOCT 1.2—2009 «MexrocygapcTBeHHas cuctema cTaHgapTtuszaumn. CTaHgapTbl MeXrocyaapCTBEHHbIE,
npaeWna U pekoMeHdauun Mo MEKrocydapCTBEHHOW cTaHgapTusauuun. MNpaeuna paspaboTkn, NpUHATKA,
NpUMeHeHWs1, OGHOBNEHUSA N OTMEHBI»

CeefeHuA 0 cTaHOapTe

1 NOAroTOBMNEH ®degepanbHbiM rocygapcTBEHHbIM YHUTAPHLIM Npeanpuatuem «Bcepoccuickuin
Hay4YHo-UCccrneaoBaTenbCkUA  WHCTUTYT  CcTaHdapTv3auun W cepTuduvkauun B MaLMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®epneparnbHbiM areHTCTBOM MO TEXHUYECKOMY PEeryrnupoBaHuio u meTtpornorun Poccuiickoin
denepauun

3 NMPUHAT EspasuitickuMm cOBETOM MO CTaHZAapTu3auuu, MeTporiorum u ceptudmkaumn (npotokon Ne
41 ot 24 mana 2012 ropga)

3a npuHATUE cTaHgapTa NPorosiocoBarnu:

KpaTI{C)e HanMmeHoBaHWe CTpaHbl No Kon CTpaHbl Nno CogpameHHoe HanmeHoBaHune

MK (MCO 3166) 004-97 MK (MCO 3166) HaLMOHarbLHOro opraHa
004-97 no cTaHZapTu3auum

AzepbaingpkaH AZ AscTaHgapT

ApMeHus AM MuHakoHomukK Pecrybrivku ApmeHusi

KasaxcTaH KZ lNoccrannapt Pecnybnukn KasaxctaH

KblprelactaH KG KblprelacTaHOoapT

MonpgoBa MD Mongoea-Ctangapt

Poccuiickaa depepauus RU PoccraHpapt

TamknkucTaH TJ TamkukeTangapT

Y3bekucraH uz YactaHgapT

YkpanHa UA MuHaKoHOMpPasBUTUA YKpanHbl

4 HacToawwid ctaHgapT naeHTu4eH MexayHapogHoMy ctaHgapty 1SO 8836:1997 Suction catheters for
use in the respiratory tract (KateTepbl acnupaunoHHble Ana pecnupaTopHoro TpakTa).

CreneHb cooTBeTCTBUA — naeHTU4Haa (IDT).

CraHgapT noarotoBneH Ha ocHoBe NpuMeHeHus TOCT P MCO 8836—99.

CBefleHNss © COOTBETCTBMM MEXIOCYJapCTBEHHbIX CTaHOApPTOB  CChIMOYHBIM - MeXAyHapoaHbIM
cTaHgapTam NpuBeaeHbl B AOMOMNHUTENBEHOM NpunoxeHun O.A.

5 BBAMEH rOCT MCO 8836-2002

MHebopmauuss o eeedeHuu e Oelicmeue (npekpaweHuu Oelicmeusi) Hacmosuweao cmaHGapma Uu
U3MeHeHUlU K HeMy Ha meppumopuu yKasaHHbiX ebiwe eocydapcme nybrukyemcs 8 yKasamensx
HauuoHarbHbIX (eocydapcmeeHHbix) cmaHOapmos, uzdasaeMblx 8 amux 2ocydapcmeax, a makxe e cemu
HumepHem Ha calimax coomeemcmeyouUXx HauloHalbHbIX opeaHoe o cmaHdlapmu3ayuu

B cnyyae nepecMompa, U3MEHeHUs Unu OmMeHbl Hacmoswie2o cmaHOapma coomeemcmsytowas
uHghopmayus makxe 6ydem onybnukoeaHa e cemu UHmepHem Ha caume MexaocydapcmeeHHo20 cogema
o cmaHdapmu3sayuu, Memponosuu U cepmugukayuu 8 kamarnoze «MexeocydapcmeeHHsle cmaH8apmbl»

McknrountensHoe npaso od)mumaanoro OnyﬁﬂMI{OBaHMH HacTtodwero cradgaprta Ha TeppuTopun
yKa3aHHbIX BbllWle Trocydapcte nNpuHagnexuTt  HauWoHalbHbIM (FccyﬂapCTBeHHblM) opraHam no
CTaHOdapTu3aunn aTux rocynapctse
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MEXTOCYJIAPCTBEHHBINU CTAHJIAPT

KATETEPBI ACIIMPAIIMOHHBIE Ui PECITUPATOPHOT O TPAKTA

Suction catheters for use in the respiratory tract

/laTra BBe1eHHsI —

1 ObaacTs npuMeHEeHHSA

Hacrosimumii cTaHaapT paclpoCTpaHSIETCsl Ha KaTETEepbl, U3TOTOBJIEHHBIE W3
MOJIMMEPHBIX MaTE€pPUAJIOB U MpeAHAa3HAYEHHBIE JJIs aclUpallid B PECIIUpaTOPHOM
TpaKTe.

CrenpanbHble acUpallMOHHBIE KaTeTephl, HAMTPUMEDP UMeoIue Oojiee OTHOTO
KaHajla, HE PAacCMaTPUBAIOTCS B HACTOSILUEM CTaHOApTe, KPOME acIHUpPaI[MOHHBIX
KaTeTepoB ¢ YIJIOBBIM paboduM KoHIIOM (Hampumep, kareTepsl Coude), koTopbie He
CUMTAIOTCS CIIELNATIBbHBIMH.

TpeboBaHuUs HACTOSIIETO CTAHIapPTa SBIISFOTCS PEKOMEHTY EMBIMHU.
2 HopmaTuBHBIC CCBLIKH

B HacTosIIeM cTaHIapTe UCTIOIB3YIOTCS CCBUIKU Ha CIEMyOIINe CTaHIapThI:

ISO 10993-1:1997 Biological evaluation of medical devices — Part 1: Evaluation
and testing (OreHka OMOJOrHYECKOTO JEHCTBUS MEIUIMHCKUX u3aenunid. YacTs 1.
Ornenka u ucciieIoBaHus )

ISO 11607:1997 Packaging for terminally sterilized medical devices.
(YmakoBKa JUIst METUIIMHCKUX H3/CIU, MTOJISKAIIUX (PUHUITHON CTEPHIIN3aLIIN )

EN 556:1994 Sterilization of medical devices. Requirements for
terminally-sterilized devices to be labelled «Sterile» (Ctepunusamnus MeauIIMHCKUX

u3sienuid. TpebGoBaHUs K METUIIMHCKUAM U3ETUSM C MAPKUPOBKOU «CTEPUITBHOY)

N3nanme o(punuaabHoOE



