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Mpeancnoeue

1 NOOTOTOBIEH ObwecTBOM C OrpaHUYeHHON OTBETCTBEHHOCTLIO «Jlasepbl M ONTUYECKUE CUCTEMBI»
(OO0 «JTOC») n AkumoHepHbIM 0bwecTBoM «JIOMO» (AO «JTOMO») Ha ocHoBe coBCcTBEHHOrO NepeBoja Ha
PYCCKWIA A3bIK aHINOSA3bIYHOW BEPCUMM CTaHAapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHu4ecknM KOMUTETOM No cTaHaaptusauun TK 296 «OnTuka u hoToHUKa»

3 YTBEPX/EH W BBEJEH B IENCTBWE lMpukasom ®egepanbHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio u metponorum ot 12 ceHtsadps 2024 r. Ne 1218-cT

4 HacTosluMiA cTaHOapT ABNSAETCS MoAWUMULMPOBAHHLIM MO OTHOLLEHWUIO K MeXAyHapoaHOMY CTaH-
gapty WMCO 8600-7:2012 «3Hpockonbl. MeguUMHCKME SHOOCKOMbBl M YCTPOWCTBA, OTHOCSLWMECA K obnacTu
aHpoTepanuu. Yacts 7. OcHoBHble TpeboBaHus, NpeabsaBnsemMble K MegMUMHCKMM 3HO0CKONaM, CTOMKMM K
Bo3gercTeuo Boably (1ISO 8600-7:2012 «Endoscopes. Medical endoscopes and endotherapy devices. Part 7:
Basic requirements for medical endoscopes of water-resistant type», MOD) nytem gobaBneHns HOpMaTUBHBIX
CCbINOK, pas, KOTopble BblAeNeHbl B TEKCTE KYPCUBOM, a Takke NyTeM U3MEHEHWUS ero CTPYKTYpbl AN npu-
Be[eHWs1 B COOTBETCTBME C NpaBuiamu, yctaHoeneHHbimu B FOCT 1.5—2001 (nogpasgensl 4.2 n 4.3).

HavmeHOBaHWe HacTosWero cTaHgapTa MU3MeHeHO OTHOCUTENIbHO HaUMEHOBaHUA YKa3aHHOIo Mexay-
HapogHoro ctaHaapTta anga npuesegeHus B cooteetcteue ¢ FTOCT P 1.5—2012 (nyHkT 3.5).

ConocTaBneHye CTPYKTYpbl HACTOSALLENO CTAaHAApTa CoO CTPYKTYPOW NMPUMEHEHHOTO B HEM MEXAYyHapoa-
HOro cTaHgapTa NpMBeLeHO B AOMNONMHUTENEHOM NpunoxeHun OA

5 BBE[OEH BIEPBbIE

MNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHosneHbl 8 cmamse 26 @edepanbHO20 3aKOHA
om 29 uwoHsa 2015 a. Ne 162-03 «O cmandapmu3sayuu e Pocculickol ®edepayuu». VMHgopmayus ob us3-
MeHeHUSX K HacmosuwieMy cmaHd0apmy nybrukyemcs e exez00HOM (10 COCMOSHUK Ha 1 AHeaps meKyuwieao
e2o0a) uHghopMayuoOHHOM yKazamerne «HayuoHanbHble cmaHOapmebi», a oguyuanbHbil MeKcm usMeHeHul
U MONPasoKk — 8 eXeMeCcsyHOM UHGOPMaUUOHHOM ykazamene «HauyuoHanbHeie cmaHOapmel». B cnyyae
nepecMmompa (3aMeHbl) unu ommMeHbl Hacmosuje2o cmaH@apma coomeemcmayouwiee ygedomneHue bydem
onybnukogaHo 8 6ruxaliweM 6bINycke eXeMecsYHo20 UHGOoPMayUuOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsi». Coomsemcemaeyioujas UHGopMmayus, yeedoMeHUe U MeKcmbl pa3Mewalomcs makxe 6 UH-
hopmayuoHHOU cucmeme obueao nofib3o8aHus — Ha oguluansHoM calime QedepanbHo20 azeHmemea no
MexXHUYEeCKOMY peaynuposaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© 1S0, 2012
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayuny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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FOCT P 71609—2024
(MCO 8600-7:2012)

HAULUWOHANBbHBIWA CTAHOAPT POCCUMNCKOWN PEOQOEPALULWUMK

OnTuka U poToHMKa
9HOOCKONbl W NTPUBEOPbLI 3HOOTEPANEBTUYECKWUE MEANMUWHCKUE

YacTtb 7

OcCHOBHLIe TPEGOBEHHH K MegUUMHCKUM JHOOCKONamM repMmeTn4HoOro tmna

Optics and photonics. Endoscopes. Medical endoscopes and endotherapy devices. Part 7. Basic requirements
for medical endoscopes of hermetic type

DaTta BBegeHna — 2025—01—01

1 ObnacTtb NpUMeHeHunA

Hactosawmn CTaHaapT pacnpocTpaHAeTCcd Ha MeaJUUMHCKMe 3HO0CKONbl repMeTn4yHOro Tuna, Kak rmbkume,
TakK U XXeCTKue (,qanee — repMeTu4HbIe SH,D,OCKOI'II:I), 1 yCTaHaBNMBaeT OCHOBHbIE TDBSOBBHMH K HAM U MeTOO
X UCNbITAHUA.

2 HopmamuegHble cchiikKu

B Hacmoswem cma+Hdapme UCoNb308aHbl HOPMAaMUEHbIe CChIKU Ha criedyrowjue cmaHdapmel:

FOCT P 53469 Onmuka u onmudeckue npubopki. 3HOOCKONsLI U rnpubopsl 3HOOMepanesmu4yecKue
meduyuHckue. Hacmob 1. O6wue mpebosaHus

FOCT P MCO 8600-6 Onmuka u onmuyeckue npubopsl. 3Hdockonsl u npubopsl aHOomepanesmu4e-
ckue meduyuHckue. Yacme 6. TepMuHb! U onpedeneHus

MpumeuaHue — MNpy NONL30BAHUMA HACTOALLMM CTAaHAAPTOM LienecoobpasHo NpoBEpUTE OENCTBUE CCbINoY-
HbIX CTAHOApTOB B UH(OPMALIMOHHOW cUcTeMe 0BLIEro nonb3oBaHna — Ha oduumMansHOM caiTe ®eaepansHOro areHT-
CTBa Mo TEXHWYECKOMY PEryrnvpoBaHUI0 U METPONOTMM B CETHU VIHTEPHET MUNK NO eXerogHomMy MHhopMaLoHHOMY ykasa-
Ten «HauWoHanbHele cTaHOapThl», KOTOPLIA ONyBNWKOBaH MO COCTOAHMIO Ha 1 AHBapPA TEKYLLEro roga, v no Bbimyckam
eXeMecsAYHOro MHoPMaLIMOHHOIO yKkasaTensa «HauuoHanbHble cTaHaapThl» 3a TeKYLWiA rof. Ecnn saMeHeH CCbINOoYHBbIiA
CTaHZdapT, Ha KOTOpbLIA AaHa HeaaTWpOBaHHAA CChIMKa, TO PEKOMEHOYETCA WUCMONb30BaTh AEWUCTBYIOLLYI0 BEPCUID 3TOTO
cTaHgapTa ¢ y4eTOM BCEX BHECEHHBIX B QAHHYI0 BEPCUIO M3MEHEHWUI. ECnu 3aMeHeH CCbINOYHbIA CTAaHOAapT, Ha KOTOopbIN
[JaHa 0aTWPOBaHHAs CChINKA, TO PEKOMEHAYETCA UCMONb30BATL BEPCUIO 9TOM0 CTaHAAPTA C YKa3aHHbIM BbILE FO40M yT-
BepXOeHUs (MpuHATUA). ECnun nocne yTBep:KOeHUsl HACTOSILLEro cTaHAapTa B CCbINOYHbIA CTaHOapT, Ha KOTOpbIA AaHa
[OaTMPOBaHHAas CChINKa, BHECEHO U3MEHeHWe, 3aTparMearllee NonoXeHue, Ha KOTOPOE [JaHa CCbiNKa, TO 3TO NONOXeHne
pekoMeHayeTcs NpUMeHsATL Bea y4eTa JaHHOro MaMeHeHUs. ECnK CebiNMoYHbIN cTaHaAapT oTMeHeH 6e3 3amMeHbl, TO Nomno-
KEHUe, B KOTOPOM [aHa CChINIKa Ha Hero, peKoMeHayeTcA NPUMEHATL B YACTU, He 3aTparvBaloLLeil aTy CCbINKY.

3 TepMuHbI U onpeaeneHus

B Hacmosiwem cmaHdapme npumeHeHbi mepMuHbl no FOCT P MCO 8600-6, a makxke cnedynuwjue mep-
MUHbI C COOMBeMCcmayuUMU onpedeneHusmu;

MapaHune ochbuumnansHoe
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3.1 eepmemuyHbIl 3Hdockon (hermetic endoscope): 3HOockomn, cnocobHbIl ¢ MOMOULH 0B0MOoYKU
(kopnyca), omdenbHbix ee (e20) ameMeHmos NpPensmcmeos8ams XUGKOCMHOMY UITU 2a3080My 06MeHy Mexay
cpedamu, paszdeneHHbIMU 3mol(um) o6onoYkoll (Koprycom).

3.2 eHympeHHsiss nonocme 3Hdockona (inside of the endoscope enclosure): lpocmpaHcmeo 3HOO-
cKona, pacrosoxeHHoe 3a 00oroykol (Koprnycom) 3HOOCKoNa U He KoHmakmupyroujee ¢ gHeluHel cpedoli.

4 TpeboBaHuA

4.1 Obwue mpebosaHus, npedbssnseMble K MeOuUUUHCKUM 3HOOCKonamMm u aHOomepanesmuYyeckum
npubopam, JormKHbI coomeemcemaogames mpebogaHusaMm, usnoxeHHsim 6 FOCT P 53469.

4.2 TepMeTWYHbIE 3HOOCKOMbI AOMKHBLI OblTb YCTOAYMBBLIMK K yTEUYKE BO34yXa NMPW CO30aHWM BO BHY-
TPEeHHeN NonocTM 3HAOCKONA M3DLITOYHOTO gaBneHns He Huke 20 kla.

5 Memod ucnbimaHusi Ha 2epMemu4YHOCMb

5.1 WcnblTaHue aHAOCKOMNOB Ha repMeTUYHOCTE HeOBX0AMMO NPOBOANTE MPU CreAyLWMX YCIOBUAX:
a) Temnepatypa — ot nntoc 10 °C go nntoc 40 °C;

b) n3bbiTouHoe naBneHne — He Hmke 20 kla;

c) rmybuHa norpyeHns B BOAY — MOMHOE NOrpyXeHne aHA0CKoNa noa sogy;

d) npogomxMTenbHOCTE BO30ENCTBMA M3DBITOYHOMO AAaBeHNA — He MeHee 1 MuH.

lMpumevyaHue — B 3asucumocmu om OuamMempa u ONUHLI UHCMPYyMeHmMarbHo20 KaHara u KaHarna eo0a/eos-
Ayx MOXem 803HUKHYMb HEOBX00UMOCMb 8 y8enu4YeHUU npodormKkumensHoCmuU speMeHu, omeoduMo20 Ha noddepxaHue
u36bimoyHo20 dasneHus. Takasi npodomKUMensHOCME 0MeoduUMO20 Ha OCMOMpP 3HOOCKONa 8pEeMeHU ycmaHasnueaemcsi
8 HopMamugHoU JoKyMeHmauuu Ha KOHKpemHbIt mur aHAockKora.

5.2 Cobnitogas ycnosus, npueedeHHbie B 5.7, cO30al0T BO BHYTPEHHEN MOMOCTH 3HO0CKONA M3BbiTOY-
Hoe JaBneHne W NOMHOCTbI NOTrPYXKakT IHA0CKON B BOAY.

5.3 DHOOCKONM € CO3AaHHbIM 30bITOYHBIM OABNEHMEM BO BHYTPEHHEN NONOCTU, HAaX0AACk NOJ BOAOW He
MeHee 1 MWH, He JOomXeH BblTb MCTOYHWKOM BUOMMOTO HEBOOPYKEHHBIM [Ma30M HEMpPepbIBHOTO MOTOKa UK
NepUoaNYEcKN NMOABMAILMXCH NMY3bIPLKOB BO3AYXd, MCXOASALWMX U3 rePMETU3NPOBAHHOM NOMOCTH 3HA0CKOMNA
UMW U3 OTBEPCTMIA Er0 KaHamnoB (MHCTPYMEHTanbHOro, Boga/Bo3ayx).

My3blpbKK BO3OYXa, KOTOPbIE COXPAHUMUCH Ha BHELUHEA NOBEPXHOCTM 3HAOCKONA MO NPUHMUHE HaMNYMs
NMOBEPXHOCTHOMO HATSKEHWUS UMK KOTOPbIE HE OTHOCATCS K BbIXOAY BO3OyXa M3 repMeTU3MpOBaHHOR NMONoCTH
3HAOocKona, He NPUHMMAalT BO BHUMaHKUE.

5.4 WcnblTyeMbli repMeTUYHBIA 3HAOCKON OOMKEH BbITh pAcnonoXeH nog BOOOW TakuM oBpasom, npu
KOTOPOM BO3AYX, BbIXOAALMNA M3 MECTA HAPYLUEHWUS TEPMETUYHOW MOMOCTM 3HOOCKOMNA, HE MOXET Hakanmu-
BaTbCH B Npedenax M3orHyToro y4acTtka Tybyca v BbiTh MPUYMHON HEOBHAPYKEHWS YTEYKN BO3OYXA.

5.5 Ecnv Ha NoBepxHOCTW KOpMyca SHA0CKOMNa MMEKTCH MecTa NoACOEANHEHWA K MOCTOAHHON 3MeKTpo-
NPOBOAKE, K ANeMeHTaM COedWHMTENen, KoTopble He MOTyT MPenaTCTBOBAaTh BO3AEMCTBMIO BOAbI MPWU Mpo-
BeAEHUW UCNbITAHWIA 3HOOCKOMOB Ha repMeTUYHOCTb, TO JOMMKHbI ObiTh NPUHATHLI TakMe NpeaoxpaHUTenbHble
Mepbl, KaK yCTaHOBKa 3arnyLleK, CTOWKMX K BO3AEeNCTBUIO BOdbI.
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Mpunoxexune OA
(cnpaBo4Hoe)

ConocTtaBneHue CTPYKTYPbI HacToAllero ctaHgaprta co CTPYKTYPOﬁ npuMMeHeHHOro
B HeM MeXAayHapoaHoro ctaHgapTa

Tabnuua OA.1

CTpyKTypa HacToALero ctaHaapTa CtpykTtypa mexayHapogHoro ctaHgapta SO 8600-7:2012

1 O6nacTb NpUMeHeHus 1 O6bnacTb NpMMEHeHus

2 HopmaTuBHbIE CCINKA —

3 TepmuHbl M onpedeneHus —

4 TpeboeaHusa 2 TpebosaHusa

5 MeTog vcnbiTaHWA Ha repMeTUYHOCTb 3 WcnbiTaHue
4 Ycnoeus ncnbiTaHun

GostExpert.ru
https://GostExpert.ru/gost/gost-71609-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69089
https://gostexpert.ru/gost/gost-71609-2024?utm_source=pdf&utm_medium=69089&utm_term=page

FOCT P 71609—2024

YK 681.784.84:006.354 OKC 11.040.55

KrioueBble crnioBa: ONTUKA U CbOTOHVIKa, SHAOOCKONbI U HpMﬁOpb! 3HOoTepaneBT4YeCkue MeWUUHCKUE,
OCHOBHblE TpeﬁOBaHMﬂ, MeOUUMHCKMEe 3HOO0CKOMbI repMeTU4HOro Tuna
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Penaktop f1.C. Sumunoea
TexHudecku pegaktop M.E. Yepenkosa
Koppektop M.A. Koponeea
KomneioTepHas BepcTka A.H. 3onomapesoti

CpaHo B Habop 13.09.2024. [MognucaHo B nevate 16.09.2024. ®opmat 60x84%. TapHuTypa Apuan.
Yen. ney. n. 0,93. Yu.-u3g. n. 0,60.

[MoaroToBNEHO Ha OCHOBE 3NEeKTPOHHOW BEPCUK, NpeocTaBneHHoW paspaboTynkom cTaHaapTa

Co3gaHo B eOnHUYHOM UcnonHeHun B PIBY «MHCTUTYT cTaHgapTU3aumMu» Ons KomnnekToeaHma @egepansHoro MHQOPMaLWOHHOIO
thoHaa crangaproe, 117418 Mockea, Haxumosckuia np-T, 4. 31, k. 2.
www.gostinfo.ru info@gostinfo.ru
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