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Mpegucnosue

1 PASPABOTAH ®eaepanbHbiM rocyaapcTBeHHbIM YHUTapHbIM Npeanpustuem «HayuHo-uccnegosaresb-
CKUI UHCTUTYT (PU3NYECKON OMTMKM, ONTMKM Na3epoB U MHOPMALIMOHHBIX onTuueckux cuctem Beepoccuitckoro
Hay4Horo LeHTpa «locyaapcTBeHHbIN onTudecknii MHCTMTYT uM. C.U. Basunosa» (YN «HUN®OONNOC BHL|,
«OU nm. C.W. BaBunosay) u AkunoHepHbIM obLiecTBoM «JTOMO» (AO «JTOMO»)

2 BHECEH TexHuuyeckum komuteTom no ctaHgaptusauyum TK 296 «OnTtuka u dpotoHnka»

3 YTBEPXOEH W BBEOEH B [OEWCTBWME [MMpukasom denepanbHOro areHTCTBa MO TEXHNYECKOMY
perynupoBaHuto n metponorumn ot 23 uonsa 2020 r. Ne 396-cT

4 BBEJEH BMNEPBBLIE

lMpasuna npumeHeHuUs Hacmoswe2o cmarHfapma ycmaHoeneHb! 8 cmambe 26 ®edepanbHo20 3aKoHa
om 29 uioHs 2015 2. Ne 162-®3 «O cmaHOapmu3sayuu e Poccutickoli @edepayuuy. iHgopmayusa 06 usmeHe-
HUSX K Hacmoswemy cmaHdapmy rnybruKyemcs 8 exxe200HOM (10 cocmosHuUto Ha 1 aHeaps mekyweezo 2oda)
UHGhOpMaUUOHHOM yKa3zamene «HayuoHanbHbie cmanfapmely, a o¢huyuanbHbili mekem uameHeHul u nonpa-
80K — 8 €KeMEeCS4YHOM UHGhOPMaULUOHHOM yKazamene «HayuoHanbHbie cmaH0apmbi». B criiydae nepecmom-
pa (3ameHbl) unu OmMeHbl Hacmosaweao cmaHdapma coomeemcemeyiouiee yeedomneHue 6ydem onybnuko-
8aHO 6 briuxaliuiem ebiyCKe EXXEeMECAYHO20 UHOPMaUUOHHO20 yKkazamensa «HayuornarnbHble cmaHdapmbiy.
Coomeemcmeyrouias UHhopmayus, yeedoMNeHUE U MeKCMb! PasMewaromes makxke 8 UHGhOPMayUOHHOU
cucmeme 06uie20 Nob308aHUS — Ha oghuyuansHom calime dedeparnibHO20 azeHmemea rno MexHU4ecKoMy
peaynuposaHuio U Memposiozuu e cemu ViimepHem (www.gost.ru)

© CranpgaptuHdopm, opopmnenune, 2020

Hacrosimii ctaHaapT He MOXET GbITh NOMHOCTLIO MMM YAaCTUYHO BOCNPOU3BEAEH, TUPAKUPOBAH U pac-
NPOCTPaHEH B Ka4ecTBe 0hULManbHOro nsgaHua 6e3 paspelueHus deaepansHOro areHTCTBa no TEXHUYECKO-
MY PETYRMUPOBAHUIO U METPOMOTUN


https://mosexp.ru#

rOCT P 58936—2020

HALMWOHANBbHbBIA CTAHOAPT POCCUMCKOWN SGERJEPALUUMN

Ontuka n (hoToHUKa
3HOOCKONbI U NPUBOPLI 3HAOTEPANEBTUYECKUE MEOUUNHCKUE
061w Me TexHMYeckue Tpe6oBaHMA U MeTOAbI UCNLITAHUNA

Optics and photonics. Endoscope and endotherapeutic medical equipments.
Requirements and test methods

Dara BBeaeHua — 2021—03—01

1 ObnacTb NpUMeHeHusA

HacrosAwmit ctaHgapT pacnpoCTpaHAeTca Ha MeQULIMHCKUE SHAOCKOMbI (Aanee — 3HA0CKONbI) U 3HAO-
TepanesTudeckue npubopsl (SMM) u yctaHaBnmBaeT obLumne TexHUYeckue TpeboBaHNUA N METOAbLI UCMLITAHWIA.

HacTosAwuit cTaHaapT He pacnpoCTPaHAETCa Ha SHAOMUKPOCKONbI, @ TAKKE HA SHAOCKONUYECKME KOM-
NneKcbl U SHAO0TEparneBTUHECKUE YCTPOICTBA, Codepyallme SrIEKTPUYECKUE LIENU U UCTIONb3YeMble NPU SHAO-
CKOMMYECKOM UCCriefoBaHUM, U BUAEOSHAOCKOMbI.

2 HopMmaTtuBHbI€e CCbINKU

B HacToslLLeM cTaHaapTe MCMNOMb30BaHbLI HOPMATUBHBIE CCbIKM HA CreayioLme CTaHAapTbl:

[OCT 8.051 locyaapcTBeHHaa cucrema obecnevyeHusa eanHeTea usMmepeHuin. MorpewHocTu, aonyckae-
Mbl€ NMPU N3MEPEHNMN NUHENHBLIX padmepoB 40 500 mm

FOCT 9.301 EauHasa cuctema 3awmThbl OT KOppo3um u ctapeHust. MokpbuITUA MetTannuyeckue u HemeTarn-
nmyeckue HeopraHuyeckue. Obwme TpeboBaHus

FOCT 9.302 (MCO 1463—82, NCO 2064—80, UICO 2106—82, UCO 2128—76, NCO 2177—85,
nCco 2178—82, NCO 2360—82, NCO 2361—82, UCO 2819—80, NCO 3497—76, NCO 3543—81,
NCO 3613—80, NCO 3882—86, UCO 3892—80, NCO 4516—80, NCO 4518—80, NCO 4522-1—385,
NCO 4522-2—85, UCO 4524-1—85, UCO 4524-3—85, ICO 4524-5—85, NCO 8401—86) Eaunas cucrema
3aLuThbl OT KOPPO3UK U cTapeHuns. MNMoKpbITUA METaNIMYECKUE U HEMETANNMYECKue HeopraHudeckue. Metogbl
KOHTpOns

FOCT 9.303 EauHasa cuctema sawuTbl OT KOppo3umu u ctapeHust. MokpbITua Metannuyeckne u HeMmertan-
nuMyeckue HeopraHuyeckue. Obme TpeboBaHus K BbIGOPY

FOCT 9.401 Eaunas cuctema 3awmrtbl OT KOPPO3uKu u ctapeHust. MoKpbITUA nakokpacodHble. O6wue
TpeboBaHUs U METOAbI YCKOPEHHBIX UCTLITAHMIA HA CTOMKOCTb K BO3AECTBUIO KITUMATUYECKNX (DakToOpoB

FOCT 27.402 HapgexxHOCTb B TexHUKe. MnaHbl UCNbITaHWI ANSt KOHTPONS cpeaHel HapaboTku A0 OTkasa
(Ha oTka3s). YacTb 1. SKCNoHeHUnansHoe pacnpeaeneHme

FOCT 15150 MawwmHbl, npubopsl U Apyrue TexHu4eckue usgenus. IcCnonHeHnsa ana pasHbiX Knumaru-
YeCcKuUx panoHoB. Kateropuu, ycnoeus akcnnyarauuu, XxpaHeHust U TPAHCNOPTUPOBaHUA B 4aCcTW BO3AENCTBUSA
KnumaTuyeckmnx pakTopoB BHELLUHEN cpeabl

FOCT 20790/TOCT P 50444 TpuGopbl, annapatbl u 000pygoBaHue meguuuHckue. ObLue TexHu4yeckue
ycrnosus

FOCT 31508 Wspenua meguumnckme. Knaccudukaums B 3aBUCUMOCTH OT NOTEHLMANbLHOTO pUcka npu-
MeHeHus. Obwue TpebGoBaHusa

FOCT ISO 10993-1 Uspenua meauumHckne.OueHka BMONOrMyeckoro AenCTBUSA MeAULMHCKUX U3AENUIA.
YacTb 1. OueHka n uccnegosaHus

N3paHue oduuymansHoe
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FOCT ISO 14971 WUspenus meguumHckue. NpUMEHEHNEe MEHEMKMEHTA pUCKa K MEAULIMHCKUM U3aenu-
AM

FOCT P 27.403 HagexxHOCTb B TEXHUKE. MnaHbl UCNbITaHUIA ANA KOHTPONS BEPOATHOCTH 0e30TKa3HoON
paboTbl

MOCT P 51318.11 CoBMECTUMOCTb TEXHUYECKUX CPEACTB dNeKTpoMarHuTHaA. MNMpoMbIWneHHbIe, Ha-
YYHblE, MeguUUHCKue U BbiToBble (NMHMB) BbICOKOMACTOTHLIE YCTPOCTBA. PaguonoMexu MHAYCTpUarnbHbie.
Hopmbl 1 meTofbl U3MepeHnii

FOCT P 52770 WN3penua meauuuHckue. TpebGosaHua GesonacHocT. MeToabl CaHUTapHO-XMMUYECKNX
N TOKCUKOMOTMYECKUX UCNbITAHUN

FOCT P 53469 (MCO 8600-1:2005) OnTuka u ontudeckne npubopbl. SHAOCKONLI U NPUOOPLI dHAOTEPA-
neeTUyecKkne meguumHckue. Yacto 1. Obwme TpeboBaHus

[OCT P NCO 8600-6 Ontuka u ontuveckne npubopbl. SHAOCKOMbI M NpMOOPLI dHAOTEpaneBTU4eckue
MeauumHckue. Yactb 6. TepMuHbl U onpegeneHus

FOCT P NCO 15223-1 UN3penua meguuynHckne. CUMBOIbI, NPUMEHSIEMbIE NPU MapKUPOBaHUU HA Mean-
LMHCKUX N38ennusax, STUKETKaX U B CONPOBOAUTENBHON AOKyMeHTauuu. Yactb 1. OCHOBHbIE TpeGoBaHUA

FOCT P M3K 60601-1 N3genus meauuuHckue anektpudeckue. Yactb 1. Obyue Tpe6oBaHus 6esonac-
HOCTU C Y4ETOM OCHOBHbIX (PYHKLUMOHASBbHBIX XapakTepUCTUK

FOCT P M3K 60601-1-2 U3genusi MeguumHcKue anektpuyeckue. Yacte 1-2. Obuyue tpeboBaHuns 6es-
ONacHOCTW C YYETOM OCHOBHbIX (DYHKLUMOHANbHLIX XapakTepuctuk. MNMapannensHblit cTaHaapT. SnekrpomMar-
HWTHas COBMECTUMOCTb. TpeBGoBaHWA U UCMbITAHMA

MOCT P MOK 60601-2-2 Mapgenus meauumnHcKne anektTpuyeckue. Yactb 2-2. YacTHble TpeboBaHus 6es-
OMacCHOCTM C YY4ETOM OCHOBHBIX QYHKLMOHAMBHbBIX XapakTEPUCTUK K BbICOKOYACTOTHLIM 3NIEKTPOXUpYpruye-
CKUM annaparam 1 BbICOKOYACTOTHbLIM 3NEKTPOXUPYPIUHECKUM NPUHAANEXHOCTAM

MOCT P M3K 60601-2-18 U3agenus MeanuuHCKUe anektpuyeckue. Yacts 2-18. YactHble TpeboBaHus
6e30MacHOCTU C y4ETOM OCHOBHbIX (PYHKLIMOHASbHbIX XapakTePUCTUK K 9HA0CKOMMYECKON annaparype

MpumevyaHune — MNpu NoNb30BaHUM HACTOSLLMM CTaHAAPTOM Lieniecoobpa3sHo NpoBepuTb AeNCTBUE CCbINoY-
HbIX CTaH4apTOB B MHOPMALMOHHON cucTeMe obLero nonb3oBaHus — Ha oduLuansHoM cainTe defepanbHOro areHT-
CTBa NO TEXHUYECKOMY PEeryrnmpoBaHuto U METPONorun B CETU MIHTEPHET UMK Mo exerogHoMy UHOPMaLMOHHOMY yKasa-
Tento «HaumoHaneHble CTaHAapThi», KOTOPLIA onyBnuKoBaH No COCTOAHUIO Ha 1 SHBaps Tekyliero roaa, U no Bbinyckam
eXeMeca4HOro MHopMaLMOHHOro ykasaTensa «HauuoHanbHble cTaHfapThI» 3a TeKyLmnii rog. Ecnu 3aMeHeH cebinoyHbIi
CTaHAapT, Ha KOTOPLIA AaHa HefaTupoBaHHasa CCbifika, TO PEKOMEHAYETCA MCMoMb3oBaTh AEACTBYIOLLYI0 BEPCUIO 3TOTO
CTaHAapTa ¢ YH4ETOM BCEX BHECEHHbIX B JaHHYH0 BEpCUI0 U3MeHeHUN. Ecnu 3aMeHeH cchlnoYHbIl CTaHAapT, Ha KOTopbIi
flaHa AaTupoBaHHas ccblnka, TO peKOMeHAYeTCs UCMOoMb30BaTh BEPCUIO 3TOrO CTaHfapTa ¢ yKa3aHHbIM Bblllle FOAOM yT-
BepXAeHua (NpUHATKA). Ecnun nocne yTBepXAeHUs HacToALWEro cTaHfapTa B CCbINOYHBIA cTaH4apT, Ha KOTopbliA AaHa
fAaTupoBaHHas ccbifika, BHECEHO U3MEHEHUe, 3aTparuBaroLLiee NonoXeHne, Ha KOTopoe AaHa ccbifika, TO 3TO MoroXeHue
peKoMeHAyeTCs NPUMeHsITb Be3 yyeTa JaHHOro N3MeHeHUsA. Ecrnn cebinoYHblil cTaHaapT oTMeHeH 6e3 3aMeHbl, To nono-
XEeHWe, B KOTOPOM Ji@Ha CChINika Ha Hero, peKOMeHAYETCS MPUMEHSTL B YacTH, He 3aTparmsaroLieit 3Ty CCbinKy.

3 TepMuHbI, onpeaeneHusi U coKpaleHus

3.1 TepMuHbl U onpeaneneHnsn

B HacTosilem cTaHgapTe npuMeHeHsbl TepMuHbl no FOCT P NCO 8600-6.

3.2 CokpalweHus

B HacTosLeM cTaHaapTe NpYMeHeHb! CneaytoLwue CoKpaLLeHus:
MW — meguumnHckoe usgenue;

HI — HOopMaTUBHbIE AOKYMEHTDI;

OKP — onbITHO-KOHCTPYKTOpCKasi pabota;

T3 — TexHu4eckoe 3agaHue;

3N — sHaoTepaneBTUYECKkne Npubopsl.

4 Knaccudukauums

4.1 3HOOCKOMbI B 3aBMCMMOCTM OT CUCTEMbI Nepeaayun U3oGpaKeHUss NoapasaensaioT Ha CheayioLve
NOArpynnbl OAHOPOAHOM NPOAYKLUM:
- 9HAOCKOMbI C BOTOKOHHOM ONTUKOM;
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- 3HAOCKOMbI C JIMH30BOW OMTUKOM;

- 3HAOCKOMbI TyByCHbIE.

4.2 B 3aBUCMMOCTM OT KOHCTPYKLMK paboyen 4acTu 3HA0CKOMNbI C BOSIOKOHHOM ONTUKON NoApasaenaior
Ha cnepylowpme TUNbI:

- rmbkue aHAO0CKONbI C BONTOKOHHOW OMTUKOMW;

- JKECTKMe SHAOCKOMbI C BOJIOKOHHOMN OMTUKOMN.

5 Obwume TexHnyeckue TpedoBaHmsA

5.1 OOuwume nonoxeHnsa

5.1.1 3uaockonbl n 3 AOMKHBI COOTBETCTBOBATL TpeGOBaHMAM HACTOSALWEro ctaHgapta, H Ha 9Hao-
cKonbl U 3l KOHKPETHBIX TUNOB.

5.1.2 lNokasarenu, onpeaensiowme Ka4ecTBo 3HAOCKONOB U 3, NnpuBeaeHbl B NPUNOXEHUU A.

5.1.3 [u3aitH n KOHCTPyKUMS 3HAockonoB u 3 A0mKHbI COOTBETCTBOBATL TPEGOBAHUAM, YKA3aHHbIM
B 52—5.7.

5.1.4 B HJ Ha aHagockonbl U 3 KOHKPETHLIX TUNOB AOMKHBI ObITb YKa3aHbI:

- Knacc B 3aBUCUMOCTU OT BO3MOXHbLIX NOCNeACTBMI OTKasa npu akcnayatauyun no FOCT 20790/
FOCT P 50444,

- rpynna B 3aBUCMMOCTM OT BOCMPUHUMAEMbIX MEXaHW4YECKMX BO3AEWCTBMI NPWU 3KCnayatauuu no
FOCT 20790/TOCT P 50444;

- BUA Knumatuyeckoro ucrnonHenuns no MNOCT 15150 ¢ yuetom Tpe6Gosanuii FOCT 20790/FOCT P 50444;

- Knacc noteHymansHoro pucka no NOCT 31508.

5.1.5 Wsrotoeutenb 9HAOCKOMNOB U 3l JOMKEeH NPOBOAUTL NpoLeaypy MEHEeIKMEHTA pUcka B COOTBET-
cteuun ¢ FOCT ISO 14971.

5.1.6 B HO Ha MW, copepxallee anekTpudeckue uenn um ucnonbdyemoe ans pabotbl COBMECT-
HO € 9Hgockonamum u 31, gomkHbl ObITb yKasaHel TpeboBanus, obecnevnsawowme 6e30NacCHOCTbL MO
MOCT P M3K 60601-1, TOCT P M3K 60601-1-2, TOCT P M3K 60601-2-2, TOCT P M3K 60601-2-18,
MOCT P 51318.11.

Mo cTeneHu 3aLwmTbl OT NOPAXKEHUSA SNEKTPUUECKUM TOKOM npumeHsiemoe MU AomkHO GbiTb OTHECEHO K
nsgenusm ¢ paboyent wactoto TMna BF unu CF B cooteetctBun ¢ FTOCT P M3K 60601-1.

5.2 TpeGoBaHUA K U306paxeHno

5.2.1 Mone 3peHusi SHAOCKONOB M 3l AOMKHO UMETL YETKYIO rpaHuLy. B Hem He fomkHbI HabmoaaTbes
ceeTswmecs acku ONTUYECKUX AeTanen, OTpaxeHus, MeLlalowye HabnioAeHNIo U CHUXKAIOLME KavyecTBo
n3obpakeHus.

5.2.2 B none 3peHus aHaockonos 1 3l B npoxoasALLem CBETE HE AOIMKHbI HAOMIOAATLCS 3arpsA3HEHHUs,
NATHA, LapanuHbl, HaneTbl, CBUNMW, MeLuaoLmue HabnioaeHuto. Xapaktep U KONMYECTBO AONYCTUMBIX Aedek-
TOB B MON€ 3peHNUsi AOIMKHbI ObITb YCTaHOBNEHbI B HI Ha sHA0CKONbI U 3l KOHKPETHBLIX TUMOB.

5.2.3 Paszeopot n3obpaxeHus, Habnogaemoro B aHgockon unu 3, OTHOCUTENBLHO 0ObeKTa He AOMKEH
ObITb Gonee £15°.

5.3 TpeGoBaHMSA K KOHCTPYKLMU

5.3.1 TpeboBaHUA K OTKMOHEHMIO NONA 3PEHUS SHA0CKONOB U 31, coaepXKaLlero onTUYECKUe 3nemeH-
Tbl, OT HOMWHAaNbLHOIO 3HAYEHUA AOMKHbI COOTBETCTBOBAaTb TpeboBaHusam MOCT P 53469.

5.3.2 TpeboBaHua K OTKIIOHEHUIO HANpaBreHust HabnaeHusa aHaockonos u M1, cogepxaLmx onTuye-
CKue 3NEMEHTbI, OT HOMWUHANBHOIO 3HAYEHWA AOMKHbI COOTBETCTBOBATL TpeboBaHuam MOCT P 53469.

5.3.3 OuonTtpuitHasa noABmKKa OKynsapoB 3HA0CKonoB u 3l gomkHa obecneunBaTb NOyYeHUe Peskoro
nsobpaxkeHuss obbekTa, HaxoasALWerocs B npegenax paboyero paccrosiHus npu HabniogeHWU rNasoM ¢ ame-
Tponuen B npeaenax He mexHee +5 anTp.

5.3.4 Topubl CBETOBOAOB KaHarNoB Nepeaayun ceeta AorkHbl ObiTh NONMpPOBaHbLI. He gonyckaiorcs Tpe-
LLUMHbI U PACCNOEHUSA.

5.3.5 TpeboBaHusA K arieMeHTaM ynpaBneHus, B3auMoAeNCTBUIO Pasnu4HbIX YacTtein sHgockonos u 3N,
obecneunBaroLLMX UX IKCMMyaTauuio, AOSkHbI ObiTb ycTaHoBneHbl B HI Ha aHAocKoMNbl U 3 KOHKPETHbIX
TUMOB.

5.3.6 MNpucoeanHuTenbHble pasmepbl rHesga Ana NoACOEAMHEeHMs 3aluTHOro kabens npu pabote ¢
ANEKTPOXMPYPrM4E€CKUMU annaparamMm JOSDKHbI COOTBETCTBOBATL pa3Mepam, YKasaHHbIM B MUIINIUMETPAX Ha
pucyHke 1.
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5.3.7 MNpucoeauHuTENbHLIE Pa3Mepbl XKECTKMX HAarma3HUKOB AOMKHbI ObITb ykasaHbl B HJ] Ha aHA0CKO-

nbl 1 3N KOHKPETHBIX TUMOB.
5.3.8 TpeGoBaHusi kK HapYXXHbIM NOBEPXHOCTSIM U Kpasim 9HAOCKONOB U 3l AO0MKHBI COOTBETCTBOBATh

Tpebosanusim MOCT P 53469.

5.3.9 KoHcTtpykuusa aHgockonoB u 3l gomkHa ObiTb repMeTudHoON ana obecneveHns NpoBeeHus ae-
3MHMEKUMUN BLICOKOTO YPOBHA METOAOM MOSIHOMO MOIPY)XEHUS B pacTBop W/Mnu onpeaeneHHoro mMeroaa cre-
punusaumm, ykasaHHoro B HOPMaTUBHOW M IKCMIyaTaLMOHHOM AOKYMEHTaUUN 9HAOCKONOB U 3l KOHKPETHbIX

TUMOB.
MepeyeHb y3noB 1 SNeMEHTOB 3HAOCKOMOB M 31, TpebyloLmX repMEeTUYHOCTH, U CTENEHb FEPMETUYHO-

CTN AOMKHbI ObITh YKa3aHbl B HI Ha 3HAOCKOMbI U Ol KOHKPETHBIX TUNOB.

5.4 TpeGoBaHUA K MaTepuanam

5.4.1 3Hpockonbl M 3 B cooTBETCTBUU C TpebosaHuaMU [1]—[3] AOMKHbI BbITb YCTOMUYUBLI K LIMKNY
o6paboTku.

MepeyeHb MOKOLWMX, AE3UHULMUPYIOLNX CPEACTB U METOAOB CTEpUNM3auun A0MmkeH ObiTb ykasaH B
HOPMAaTUBHOM M 9KCNIyaTauMOHHOW AOKYMEHTaUMUKU Ha SHAOCKOMbI U 3l KOHKPETHLIX TUMNOB.

5.4.2 Paboune Yactu 9HA0CKONOB 1 O A0MKHbI BbITh YCTONYMBLI K BO3AEWUCTBUIO BUONOrMYeCcKom cpeasl
1 TemnepaTtypbl, B KOTOPbIX OHWU UCMNONb3YIOTCA, ANA U3AENUIA KNnuMaTu4deckoro ucnonHeHusa no FOCT 20790/

FOCT P 50444,
5.4.3 3alUMTHO-OEKOPATMBHLIE METANNMYECKUE U HEMETANIMYECKME HEOPTaHNYECKME NOKPLITUA AOSHK-

Hbl COOTBETCTBOBATL TpeboraHusam MOCT 9.301, FOCT 9.302 u FOCT 9.303.
3aWnTHO-AEKOPaTUBHbIE  MAaKOKPACOuHble MOKPLITUS  AOMDKHbI  COOTBETCTBOBATL TpeboBaHUAM

MOCT 9.401.

5.5 TpeGoBaHUA K YCIIOBUAM 3KCNsTyaTauumn

TpeGoBaHMA YyCTOWYMBOCTM K BO3AENCTBUIO KIIMMATUYECKUX U MEXaHUYECKUX (haKTOPOB, BO3HUKAIOLLIMX
npu aKCnnyarauumn, JOMKHbI COOTBETCTBOBATL Tpebosanusam MOCT 20790/TOCT P 50444.

5.6 Tpe6oBaHUA K TPAHCMOPTUPOBAHUIO U XPAHEHUIO

5.6.1 Tpe6oBaHMA NPOYHOCTU K BO3AEWCTBUIO KNMMATUYECKMX U MEXaHNYeCKuX ¢hakTopoB, BO3HUKAIO-
LLMX NPU TPAHCNOPTUPOBAHUN, JOIDKHBI COOTBETCTBOBATL TpeboBaHusam MOCT 20790/FTOCT P 50444,

5.6.2 TpeGoBaHuA K yCNOBUSIM TPAHCMOPTUPOBAHUS U XPAHEHUSA AOIDKHLI COOTBETCTBOBATL TpeGoBaHu-
am MOCT 20790/TOCT P 50444.

6.7 TpeboBaHua 6e30nacHOCTH

5.7.1 PexomeHagauum no 6e30MacHOMy UCMONb30OBAHMIO SHAOCKONOB U Ol KOHKPETHbLIX TUNOB AOSMKHbI
coaepXaTbCsl B 9KCNMyaTaunMOHHOW AOKYMEHTALMU HA 9HAOCKOMbI U Ol KOHKPETHbLIX TUNOB.

4
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5.7.2 B aHgockonax u 3, npeaHasHa4YeHHbIX Ans paboTbl C SNEKTPOXUPYPIUYECKUM UHCTPYMEHTOM,
NOMKHbI ObITb NPEAYCMOTPEHBI CeLnanbHbie Mepbl 3aLlMThbl Kak NauueHTa, Tak U MeAMLMHCKOro nepcoHana,
npuseaeHHble B 5.7.2.1—5.7.2 4.

5.7.2.1 B KOHCTPYKLUMU 3HAOCKONOB U 3IM A0MKHO ObiTb NPEAYCMOTPEHO rHe3a40 (CM. pucyHok 1) ana
NnoACcOeANHEHUA 3aLmUTHOro kabens npu paboTte C aNeKTPOXMPYPrUIeckMMn annaparamm.

5.7.2.2 3npockonbl u 3N AOMKHBI UMETH HArNAa3HUK, U30NUPOBAHHLIN OT KOpNyca NMMOO BbLINOMHEHHBbI
M3 U3OMALMOHHOTO Marepuana. dNekTpuyveckasn U3onauna Mexay Kopnycom U Hapy>kKHON NMOBEPXHOCTbIO Ha-
rnasHuka nomkHa Bblaepxusatb HanpsbkeHue 1500 B wacroton 50 'y B Te4eHne 1 MuH.

5.7.2.3 Teepaas anekTpuveckasa n3onauusa, KOHCTPYKTMBHO 0GecneymBaiowlan 3almTy 3NeMeHTOB pa-
6o4en YacTn OTHOCUTENBHO KOPNYCOB 3HAOCKONOB n 31, AoMmkHA BblaepxuBaTb HanpsbxkeHue 1500 B yacro-
ToMn 50 Ny B TEHUEHNE 1 MUH.

5.7.2.4 BbICOKOYACTOTHbIN €MKOCTHbIN TOK YTEUKU Yepes HarnasHuk (OKynap) u ¢ AOCTYMHbIX AN Npu-
KacaHusa MeTannu4eckux yacrel sHa40ckonos unu 3N, He coeAUHEHHbIX C THE3A0M ANA NOAKITIOYEHUS 3aLUMT-
Horo kabens, He gomkeH ObiTb Gonee 50 MA.

MpuMevyaHne — BbICOKOYACTOTHLIN €MKOCTHBIA TOK YTEYKN € AOCTYMNHBIX ANA NPUKAcaHUA MeTasnMyeckux
YyacTel NOBEPXHOCTU SHAOCKONOB UK 31, UMEIoLWNX KOHCTPYKTUBHO obecneveHHbIN KOHTaKT C FHe340M ANA NOAKIIoYe-
HUA 3alUUTHOro kabens, AonycKaeTcAa He KOHTpoNnupoBaTb, €CNU B pesynbraTe MeHeAXXMeHTa pUcka yCTaHOBNEHO, YTOo
OCTaTOUHbIA PUCK ABASIETCH AONYCTUMBIM.

5.7.3 Marepuanbl pgetanen 3HaockonoB u 3l, uMeOWMX HENOCPeACTBEHHbIM W/MnNu onocpeao-
BaHHbI KOHTAKT C MaLMEHTOM, AOMkHbI 06ecneunBaTb BbINONHEHME TpeGoBaHuWi, npeabasnseMbix k MU
N0 TOKCUKO-TMTMEHUYECKUM M CAHWUTAPHO-XMMUYECKUM nokasartensam, B cootsercteuu ¢ NOCT P 52770 u
FOCT ISO 10993-1.

6 NMokasarenu u Tpe6oBaHNA K HAOEXKHOCTU

6.1 HomeHknatypa nokasartenemn HaaexxHocTn anaockonos u 3l aomkHa cootsercreoBaTb FOCT 20790/
FOCT P 50444.

6.2 Tpe6GoBaHMs K HAAEXKHOCTU SHAOCKONOB U I AOMKHBI 6uits YKA3aHbl B HI Ha aHA0CKONbI ¥ 3N KOH-
KPETHbIX TUMOB C ydeTom Tpeboanun MOCT 27.402 w/unu MOCT P 27.403.

7 Tpeb6oBaHMA K MAPKUPOBKE

7.1 TpeGoBaHua K MapKMpOBKE AOIMKHbI COOTBETCTBOBaTh TpeboBaHusam TOCT P 53469, TOCT 20790/
FOCT P 50444, TOCT P NICO 15223-1.

7.2 MapkupoBka MWH(POPMALMOHHBLIX 3HAKOB Ha 3Hgockonax u 3l gomkHa COOTBETCTBOBATb
FOCT P UCO 15223-1.

8 Metoabl ucnbiTaHUn

8.1 WcnbitaHna aHaockonos u 3l criegyeT NPOBOAWTL B HOPManbHbIX KMMMaTUYeCKUuX YCNoBUAX No
FOCT 20790/TOCT P 50444 (3a UCKNIOYEHUEM UCMLITAHMIA HA COOTBETCTBME TpebosaHuam 5.5, 5.6) metoaa-
MW, YCTAHOBNEHHbIMU B HACTOsILLEM CTaHAapTe M TEXHWUYECKMX YCNOBUAX HA 9HAOCKOMbLI U S KOHKPETHBIX
TUNOB.

8.2 lMpoeepky nons 3peHus sHgockonos n A no 5.2.1, 5.2.2 cneayeT npoBoAnUTb HABMOAEHMEM Yepes
okynsip 6enoro oHa, yCTaHOBNEHHbI U OCBELLEHHbIA B COOTBETCTBUM ¢ HI, Ha aHA0CKONbI U Sl KOHKPETHBIX
TUNOB.

8.3 lMposepky passopoTa HabNAAEMOro N306paxeHnsa 0OTHOCMTENbHO 06bekTa no 5.2.3, TpeboBaHua K
OTKIOHEHMIO Nnorns 3peHusi no 5.3.1, TpeboBaHuA K OTKITOHEHUIO HanpaeneHus HabngeHus no 5.3.2 cneayet
npoBoauTb B cooTBeTCcTBUKM C HI Ha aHAockonbl U 3l KOHKPETHbLIX TUMOB.

8.4 TMposepKy AMONTPUIIHOW NOABMXKKKM OKynsApa no 5.3.3 B 93HAOCKONAX C BONIOKOHHON ONTUKOW crieayeT
NPOBOAUTL HabMNAeHUEM N300paKeHUss NPOKCUMAanbLHOIO TopuUa Xryta Ansi nepegayvn nsobpaxeHus yepes
ANONTPUIRHYIO TPYOKY C ceTkol B cooTBeTcTBUM ¢ HJ Ha aHZockonbl 1 Ol KOHKPETHbLIX TUMOB.

MpoBepKy AMONTPUAHON NOABWXKM OKyNnsipa 9HAOCKOMNOB C FIMH30BON ONTUKOW CrneayeT NPOBOAWUTL Npu
MOMOLLIM 3pUTENBbHON TPYDOKKM C CETKOW KPATHOCTbIO YBEMUYEHUSA OT 3 40 6 1 NKMH3 nntoc 5 U MuHyC 5 anTp B
cooTteeTcTBUM ¢ HI Ha aHAOCKONbI U 3l KOHKPETHBLIX TUNOB.
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8.5 lNposepky TOPLOB CBETOBOAOB KaHamnoB nepeaayn ceeta no 5.3.4 cregyer NpoBOAUTb BHELUHUM
OCMOTPOM Npu yBenuyeHuu ot 4 go 10.

8.6 lNpoBepky aNeMeHTOB ynpaBneHus, B3aMMOAENCTBUA PasnuYHbIX YacTen sHgockonos n 3N no 5.3.5
cneayet npoBoauTb B cooTBeTcTBUM ¢ HI Ha aHAO0CKOMbI U 3N KOHKPETHBLIX TUIMOB.

8.7 Mpoeepky pasmepoB rHesna Ansi N0ACOEAMHEHUA 3aLMTHOTO Kabens u pasmepoB XXeCTKMX Harnas-
HukoB no 5.3.6, 5.3.7 cnegyet npoBOAUTL CpeACTBAMU M3MEPEHUN C NpeaenamMmu JoNnyCKaeMbiX NOrpeLLHo-
cten no MOCT 8.051.

8.8 lMpoBepKy KayecTBa Hapy>XHbIX NOBEPXHOCTEN U Kpaes dHaockonoB u 3l no 5.3.8 cneayet npoBo-
auTtb B cooTeeTcTBumn ¢ FOCT P 53469.

8.9 Mposepky repmeTyHOCTM NO 5.3.9 cneayet NpoBoAUTL B COOTBETCTBMM ¢ HI Ha sHaockonbl u 3NN
KOHKPETHbIX TUMOB.

8.10 lMpoeepky ycronumsocTu aHAockonoB U 3l k ounctke, aeuHdekuum u ctepunusayum no 5.4.1
crnegyert nNpoBoAuTb B cooTBeTCTBUKU C HI Ha aHAoCcKoNbl U S KOHKPETHBLIX TUMOB C y4eTOM 06Lwmx TpeboBa-
Hui [11—3].

8.11 lMpoBepky ycToiunBoCcTH paboyen yactu anaockonos u 3M k Bo3aeincTeuto Guonormyeckoii cpeasbl
opraHusma no 5.4.2 cnegyet npoBOAUTL B COOTBETCTBUM € HJ] HA 3HAOCKONBI M 3l KOHKPETHLIX TUMOB C yJe-
TOM 06LWmx TpeGosanuit no MOCT 20790/TOCT P 50444.

CocraB 1 Temneparypa pacTBopa, BpeMs BblAEPXKM B HEM, a TaKke KpUTEPUM OLIEHKN pe3ynkLTaToB no-
cne BO34eiCTBUI JOSKHbI BbITb ykasaHbl B HI Ha aHaockonbl U 3N KOHKPETHLIX TUNOB.

8.12 lpoBepky ka4ecTBa 3aLUMTHO-AEKOPATUBHBIX NOKPLITUN NO 5.4.3 cneayeT npoBoauTb cornacHo HA
Ha 9HAO0CKOMbI U Sl KOHKPETHbIX TUMNOB.

8.13 lNpoBepky yCTONYMBOCTU K BO3ZAEWCTBUIO KITMMATUYECKUX (DAKTOPOB U MeXaHM4eckux chaktopos
npu akcnnyatauum no 5.5 cnegyer NpoBoAnTb B cOOTBETCTBUM ¢ HI Ha 3HAO0CKONbI U S KOHKPETHBLIX TUMOB C
yyeTom 061mx Tpebosanuii no TOCT 20790/TOCT P 50444.

8.14 Mpoeepky NPOYHOCTU K BO3AENCTBUIO KITMMATUYECKUX U MEXAHMYECKUX (PaKTOPOB Npu TpaHcnop-
TMpoBaHuu no 5.6.1 cneayet NpoBOAUTL B TPAHCNOPTHOM ynakoBke B cooTBeTcTBUM ¢ HI Ha aHaockonbl u 3l
KOHKPETHBIX TUMNOB € y4eToM 06Lwmnx Tpebosanuin no FOCT 20790/FOCT P 50444.

8.15 lpoBepky ycnoBuii TPAHCNOPTUPOBAHMUA U XpaHeHus no 5.6.2 cneayet NpoBoAuTbL cnudeHwem HL,
Ha aHaockonbl U 3 KOHKPETHbIX TUMNOB ¢ TpeboBaHuamu MOCT 20790/TOCT P 50444.

8.16 lNpoBepky HanM4uA rHesga Ans noacoeanHeHUs 3almuTHOro kabens no 5.7.2.1 cnegyer nposBoaAUTL
CNUYEHNEM C KOHCTPYKTOPCKON AOKYMEHTaLmMen Ha 3HAO0CKOMNbI U 3 KOHKPETHbIX TUMOB.

8.17 TpoBepKy SNEeKTPUYECKO NPOYHOCTN U3ONALMKU HarnasHuka no 5.7.2.2 cnegyer npoBOAUTbL B CO-
orBeTcTBuU ¢ HI Ha SHAOCKOMbI U AN KOHKPETHLIX TUNOB.

8.18 TNpoBepKy 3neKTpu4ecKon NPOYHOCTH TBEPAON SNEKTPUUECKON U30NALMKN dNeMeHTOB pabouei va-
cTu 3Hgockonos unun A no 5.7.2.3 cneayet npoBoauTb B cooTBETCTBUM ¢ HJ] HA aHAOCKONBbI M 3l KOHKPETHBIX
TUMOB.

8.19 lNpoBepKy BLICOKOYACTOTHOTO E€MKOCTHOrO TOKa yTeuyku no 5.7.2.4 cneayeT npoBOAuTbH NO
OCT P M3K 60601-2-18. Yacru angockonos u 3, ¢ KOTOPbIX HEO6X0AMMO NPOM3BOAUTL U3MEPEHUE BbICO-
KOYaCTOTHOIO €MKOCTHOIO TOKa YTEYKMW, AOMMKHbI ObiTb ykasaHbl B HIL HA 9HAOCKOMNbI U 3 KOHKPETHbIX TUMOB.

[poBepKy Ha COOTBETCTBME 5.7.2.4 B 4aCTU NPOBEPKU BbICOKOYACTOTHOIO €MKOCTHOIO TOKA YTEYKU C A0-
CTYMHbLIX ANA NPUKACaHUA MeTannMyYeckux Yacrei NoBepxXHOCTU 3HAO0CKONOB unu M, UMEIOLMUX KOHCT PYKTUB-
HO 00eCneyeHHbIV KOHTaKT C rTHe3/10M Aris NOAKMIoYEHUs1 3aLUMTHOrO kabensi, cneayer NPOBOAUTL CIIMYEHUEM
¢ chaiinoM MeHeaKMEHTa pucka.

8.20 Mpoeepky TpeboBaHuit HE30NACHOT0 NPUMEHEHUSI MaTEPUAarnoB AeTanei sHAockonos u Jl, ume-
IOLLMX HEMOCPEACTBEHHbIV M/MNKU ONOCPeAOBaHHbIN KOHTAKT C TENOM nauueHTa no 5.7.3, cneayeTt npoBOAUTb
CMMYeHneM AOKYMEHTOB, ykasaHHbix B H[l Ha sHaockonbl n 3l KOHKPETHbIX TUNOB, NOATBEpXaaloLmx bes-
onacHoe NpUMeHeHUe No pesynkTataM TOKCUKOMOTUYECKUX UCCIEA0BaHUIA UMM TOKCUKONOTMYECKMX UCTIbITa-
HUN.

8.21 Mposepky nokasarenemn HageXXHOCTU No 6.1, yctaHoBNEeHHbIX B HI, HA 3HAOCKONbI U 3l KOHKpeT-
HbIX TUMOB, CneayeT NPoOBOAUTL CAMYEHUEM C HOMEHKNATypoWn nokasarenen HagexHoctu no NOCT 20790/
FOCT P 50444 anA yCcTaHOBNEHHOIO KIlacca U3gaernuii no nocrneacreusiM 0TKasa npu aKCnyaTauuu.

8.22 McnbiTaHus Ha HAAEXHOCTbL No 6.2 cneagyeT NPoBOAUTL B cOoTBeTCTBMM ¢ HL Ha aHAoCKONbI u 3l
KOHKPETHbIX TUNOB C yueTom TpeboBanui FOCT 27.402 w/unu MOCT P 27.403.
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MepeyeHb NoKasaTenen kayecTsa 3HAOCKONOB M 31 U UX NPUMEHAEMOCTb

Tabnuya A1

MpumeHaeMocTb
HanmeHoBaHWe nokasarens, O6o3Ha- EavHuna HanmeHoBaHne nokasarens
eanHnua BeNNYnNHbI YeHue BeNMNYMHbI XapaKkTepusyemoro CBOWCTBa T3
H
Ha OKP A
1 MNokasaTenun HasHa4YeHus
1.1 Pa3Mmepbl MonepevyHoOro ce4veHus _ MM _ + +
paboueit YacTu
1.2 OnuHa paboueit YacTn Lp Yy MM - + +
1.3 BHyTpeHHMWIA nonepeyHbI pasmep
WHCTPYMeHTanbHoro  (6moncumitHoro) d, MM - * *
KaHana
1.4 Yron HanpaBneHus HabnogeHns o °unu rpag | OnTU4eckoe CBONCTBO + +
1.5 lNone 3peHusn 2m ° unu rpag To xe + +
1.6 Bugumoe yBenuyeHune - » + +
1.7 Pa3spelatoljas cnocobHoCTb N Mm~! » + +
1.8 Pac4yeTHoe paboyee paccTosiHue S MM » * *
1.9 OuanasoH pabounx paccTtoaHuii - MM - + +
Yao6cTBO HabnogeHns u uH-
1.10 YucroTa nong apeHus - - A A - +
HOpMaTUBHOCTb
BosmoxHoCTb perynupoBku
1.11 OuonTpuitHasa nogBuxKa okynsapa ) anTp ANs rrasa ¢ pasHoi cTeneHbio + +
ameTponuu
1.12 OcBelyeHHOCTE 0bbeKTa B LiEH- E K OnTumaneHble  YCroBUA  Ha- + +
Tpe nonsa 6ntogeHus -
1.13 Yrnosoi agunanasoH (yron usruba o
c unu rpag | CoBepLUEHCTBO KOHCTPYKLWK + +
AucTansHoro KoHua)
1.14 TepMEeTUYHOCTL 3HAOCKOMOB U
P ", A - - To xe + +
3N n/vnu nx JYactei
2 lNokasaTenun HafexXHoOCTH
2.1 CpepHas HapaboTka Ha oTkas3 To Llnkn BesoTkazHOCTb * +
2.2 CpepHuii cpok criyx0bl Ten r JonrosevHocTb + +
2.3 CpepfHee BpeMA BOCCTaHOBMNEHUS
pea P T, Y PeMoHTOMpUrogHoCTL * *
paboTocnocobHOro CocTosHUSA B
2.4 Cpok coxpaHsaeMOocCTH T, r CoxpaHseMocTb * *
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OkoHyYaHue mabnuust A.1

MpumeHAeMocTb
HaumeHOBaHWe nokasaTens, OGosHa- | EavHMua HaumeHoBaHWe nokasatens
eVHNLa BEMUYNHbI YeHue BeMNYUHBI XapakTepu3yeMoro cBoNCTBa T3
Ha OKP HA
3 lMokasaTenu yCTOMYMBOCTH K BHELLHUM BO34ENCTBUAM
3.1 YcTouMnBOCTL K BO3AEACTBUIO NPU _ ObecneveHne paboTocnocob- + +
sKcnnyaTauum HOCTU U TpaHcnopTabensLHOCTU
3.2 MNpoYHOCTE K BO3AENCTBUIO KNUMa-
TUYeCcKUx haKkTopoB Mpu TPaHCNopTh- - — To xe + +
poBaHWK 1 XpaHeHnu
3.3 YcToidmBocTe K Buonorumdeckow _ _ N + +
cpefe opraHuama YenoBeka
3.4 TpoYHOCTb K cpeacTBaM cTepunu- _ N + +
3aumm 1 (Mnu) peauHdekLun
3.5 YcToYMBOCTL K BO3AEACTBUIO Me- OBecneyeHne baBoTocnoco6
XaHU4YeCcKUX hakTopoB Npu akcnnyaTa- - - P + +
Lm HOCTW U TpaHcnopTabensLHoCTH
3.6 MpoyYHOCTb K BO3ASACTBUIO Mexa-
HUYECKUX haKTOPOB MpU TpaHCNOpPTU- - - To xe + +
poBaHuu
4 3SproHoMHUYecKne nokasaTenu
4.1 OBlyas AnnHa L MM ¥Ypo6cTBO NOSMB30BAHUSA W CO- + +
BEPLUEHCTBO KOHCTPYKLUK
4.2 Macca sHgockonoB n Ol M Kr To xe + +
5 Mokasatenu 6esonacHoOCTU

5.1 BnekTpuyeckas MpPOYHOCTb 3nek- U 3 6 + +
TpU4ECKON n3onsayum - nekrpobesonacHocTb * *
5.2 Bblcoko4acToTHbIe €MKOCTHbIe / A T + +
TOKM yTeuYKU M 0 xe - =

MpunmedaHune— B Tabnuue 3HaK «+» 03HaYaeT NPUMEHSIEMOCTb, 3HaK «<—» — HEMNPUMEHSIEMOCTb COOTBETCTBY-
FOLWKX NoKasaTenen Kad4ectTsa NpoAyKUUN, 3HaK «t» — orpaHUYeHHY0 NPUMEHAEMOCTb C y4eTOM TUNa 3HAOCKOMOB U

arl.




(1]

(2]

(3]

MY 287-113

MY 3.5.1937-04

CI13.1.3263-15
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Bubnuorpadusa

«MeToauYeckne ykasaHua no AesMHdeKUMK, NpeacTepunu3aLMoHHON O4UCTKe U CTepuninaauum
U3Aenuit MeauLMHCKOro HasHaveHus», yTBepXxaeHsbl AenapTameHToM MoccaHanuaHaasopa MuH-
3npaea Pocenn 30 gekabps 1998 r.

MeToanyeckue ykaszaHns «[JeanHdektonorns. OuncTka, LesuHpeKUUsa U cTepunnsalns SHAOCKo-
NOB U WHCTPYMEHTOB K HUM», yTBepX4eHbl 1 BBeeHbl B feACTBME MMaBHbIM rocyfapcTBeHHBIM
caHuUTapHbIM Bpadom PD 4 mapTta 2004 .

CaHuTapHo-snugemuornornyeckne npasuna «lpodunakTka MHPEKLMOHHBIX 3aBoneBaHnit npu
SHAOCKOMMYECKMX BMellaTenbCcTBax», YyTBEPXAeHbl NocTaHoBNeHeM oT 8 utoHsa 2015 . Ne 20
[MaBHOro rocygapcTBeHHOro caHUTapHoro Bpada Pd
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