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Mpeaucnosue

CBegeHua O ctaHgapre

1 PASPABOTAH OTKpbITbIM akuMoHepHbIM 06L1ecTBoM « TKC-onTuka» coBmecTHO ¢ noakomutetom MK 5
«MUKPOCKOMbI U S3HAOCKOMbI» TEXHUYeCKoro komuteta TK 296 «OnTuka n ontuyeckue npubopbi»

2BHECEH YnpaBneHueM TeXHMYECKOro PperynupoBaHua uW craHgaptusauuum deaepanbHOro
areHTCTBa N0 TEXHUYECKOMY PETYNUPOBAHUIO U METPONOrMu

3 YTBEPXOEH W BBEJEH B JEMCTBUE Mpukazom deaepansHOro areHTCTea no TEXHUYECKOMY
perynupoBaHuio n MeTponorumn ot 26 Hosi6ps 2014 r. Ne 1882-cr

4 BBE[IEH BINEPBbIE

lpasuna npumeHeHuss Hacmosweao cmaHd0apma ycmawoeneHs! 6 FTOCT P 1.0—2012 (pa3den 8).
UHgopmayus 06 usMeHeHUaX K Hacmoswemy cmaH0apmy nybnukyemcsi 8 exe200HOM (10 COCMOSAHUI0 Ha
1 sAHBaps mekyuieeo 200a) UHGOPMAaUUOHHOM ykasamene «HayuoHanbHble cmaHdapmbi», a ochuyuanbHbill
mekcm U3MeHEeHUU U rnonpasoK — 8 eXeMeCcsyHOM UHGOPMaUUOHHOM yKaszamene «HayuoHanbHble cmaH-
Oapmbi». B criyyae nepecmompa (3aMmeHbi) unu ommeHbl Hacmosaweao cmaHdapma coomeemcemeyiowee
yeedomneHue 6ydem onybnukoeaHo 8 bruxaliemM ebillycke UHhOPMaUuUOHHO20 yka3amensa «HayuoHarsb-
Hble cmanlapmbly. Coomeememeyrowas UHghopMayusi, yeeOoMIeHue U meKcmbl pasmelyaromes makxe e
UHGOpMaLUOHHOL cucmeme obujeeo rnonb3oeaHus — Ha oguyuarnbHoM calime ®edeparnbHo20 azeHmemea
10 MEXHUYECKOMY peaysiupo8aHuio U Memponoeuu e cemu MlimepHem (gost.ru)

© CraHgapruHdopm, 2015

Hacroswmii cTaHaapT He MOXET ObiTh MOMHOCTBLIO MMM YACTUYHO BOCNPOWU3BEAEH, TUPAXUPOBAH U
pacrnpocTpaHeH B kadyecTBe ocpuuManbHoro usgaHus 6es paspeluennn deaepansbHOro areHTCTBa Mo TEXHU-
YECKOMY PErynmpoBaHUIO U METPONOTMK
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BBeaeHune

Hacroawwuin ctaHgapT ycTaHaBnuBaeT OCHOBHbIE TpeboBaHMA, KOTOPbIE AOMKHbI COAEMKATLCH B TEX-
HU4YEeCKNX 3agaHudax And rocygapCrtBeHHbIX 3aKyrnokK Ha CTOWKK QHA0CKOMUYecKkune.

Mpu NpoBeAEHNN KOHKYPCHbIX TOPTOB B TEHAEPHbLIE 3aAaHWsA MO 3aKynke SHAOCKOMWYECKUX CTOeK B
page cnyvaes BKIIOYAlOT TEXHUYECKME TpeboBaHUs, He COOTBETCTBYIOLUME HA3HAYEHUIO 3aKynaemoro 060-
pPyaoBaHus: NMOO U3NULUHE KOHKPETU3UPOBAHHBLIE U M3BLITOYHbIE, NMMOO KOCBEHHO OTHOCSILLMECS K WX MO-
TpebuTensCkuM CBOWCTBAM.

Hacroawmin ctaHgapT MMeeT uUenbio ynopAaaovuTb CIIOXKMBLUYIO NPaKTUKY NOATOTOBKUM TEXHUYECKUX
TpeboBaHuii ANa rocyAapCTBEHHbIX 3aKyMOK.

MexxayHapoaHbIX aHasnoroB CTaHaapTy He cywlecTeyeT. CTaHAapT oTpaXkaeT cneLuduky oTe4ecTBeH-
HbIX hOPM rOCyAapPCTBEHHbIX 3aKyNOK BbICOKOTEXHONMOMMYECKON MEAULMHCKON TEXHUKM U MOXET ObITb TOMb-
KO HaUMOHasIbHbIM JOKYMEHTOM.
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HAUWOHANBHBIN CTAHOAPT POCCUNCKOWN ®EOEPALUMN

N3penua MeguUMHCKUE 3reKTpUYECcKue
CTOWKN 3HAOCKOMUYECKUE
TexHu4eckue TpeGOBaHUSA OIS rOCYOAPCTBEHHbIX 3aKyNOK

Medical electrical equipment. Endoscopic racks. Specifications for governmental purchase

Hara BBegeHusa — 2015—09—01

1 Obnactb NnpUMeHeHus

Hacrosawmi craHgapt ycraHasnusaeT obwue TpeboBaHus K NOArOTOBKE NPOBEAEHNUS rOCYAapCTBEH-
HbIX 3aKyrnok MeauuuHckoro obopyaoeanusa (MO): sHAOCKONMYeCcKnx cToek (aanee — 3C).

Hacrosawwmin ctrangapt ABnNAeTca YacTHbIM CTaHA4apToM no oTHoweHuto K FTOCT P 565719.

CraHgapT pacnpocTpaHsaeTcs Ha TOpru Mo rocyaapcTBeHHbIM U MyHuuMnanbHelM 3akynkam MO ans
okazaHusi MeauuMHCKON nomMoLumn. CTaHaapT He PacnpPOCTPaHAETCA Ha HEroCyaapCTBEHHbIe 3akynku MO.

HacTtoawmin ctaHgapT pacnpocTpaHsaeTcsl Ha 3HAOCKONUYECKME CTOWKKM, MpeAHasHayeHHble Ans
OCHALLEHUSI BHAOCKOMUYECKUX ANArHOCTUYECKUX OTAENEHWIA C LIeNnbi0 NpoBeAeHus nedvebHo/onepaTuBHbIX
BMeLLaTENbCTB Yepes3 SHAOCKOMN C MOMOLLbIKO CreuuanbHbiX MHCTPYMEHTOB, KOTOPbIE NMPOBOAATCA Yepes3 UH-
CTPYMeHTarnbHbIl KaHan. CTaHaapT ycraHaBnMBaeT TexHuYeckne TpeboBaHNusa K HUM A5 rocyaapCTBEHHbIX
3aKynok.

TpeboBaHMA HACTOALLIEro CTaHAapTa He PacrnpOCTPAHAIOTCS HA CTOWKU OMEepaulUuOHHbIE HENPOXMPYP-
rmyeckue ¢ Habopom 3HAOCKOMNOB.

2 HopmaTuBHbIE CCbISIKU

B HacToALeM cTaHAapTe UCMONb30BaHbl HOPMATUBHbLIE CCbISIKM Ha CreayoLwue CTaHaapThbl:

FOCT ISO 14971-2011 Usgenua meguuuHckue. NpumeHeHne MeHepKMeHTa pucka K MeauuuHCKUM
n3genusam

FOCT 15150-69 MawmHbl, NpubopLl U APYrUe TEXHUYECKUE n3genus. MICnonHeHnsa ana pasnuyHbix
KNnMMaTuyeckux panoHoB. Karteropuu, ycnoBus akcrnnyaTauuu, XpaHeHWs U TPaHCMOPTUPOBAHUA B 4acTu
BO3ENCTBUSA KNUMATUYECKUX (PaKTOPOB BHELLUHEN Cpeabl

FOCT P UCO 8600-6—2012 OnTtuka n ontuveckne npubopbl. SHAOCKONLI U NpUBOpPLI 3HAOTEPaNeBTH-
yeckue meauuuHckue. Yactb 6. TepMuHbl M onpegeneHust

FOCT P UCO 13485-2004 N3genua meguunHckme. CUCTEMbI MEHEIKMEHTA KadecTBa. CUCTEMHbIE
TpeboBaHua AnA uenen perynupoBaHus

FOCT P NCO 13683-2000 Ctepunusauusi MEAMLIMHCKON Npoaykumn. TpebGoBaHUs K Banuaaumm U TekyLle-
MY KOHTPOS0. CTEepUnu3aLms BNakHbIM TENMOM B MEANLIMHCKUX YUPEXOEHUSX

FOCT P NCO 15223-1-2010 UN3genua meguuymHckme. CUMBOSbI, NPUMEHSIEMbIE NPU MapPKUPOBaHMMU
Ha MeAULMHCKUX U3Jenusax, STUKeTKax U B COMPOBOAUTENLHOW AOKyMeHTauuu. Yactb 1. O6wme Tpebosa-
HUA

FOCT P 50267.0-92 (M3K 601-1-88) N3aenua MmeauumHckue anektpuyeckue. Yactb 1. Obwume tpebo-
BaHus 6e30nacHOCTH

FOCT P 50267.0.2-2005 (M3K 60601-1-2:2001) UN3genus MeguuMHCKUE anekTpudeckue. Yactb 1-2.
Ob6ume TpeboBaHnsi 6€30NaCHOCTU. SNEKTPOMArHMTHasi COBMECTMMOCTb. TpebGoBaHusa U MeToAbl UCMbITa-
HUI

FOCT P 50444-92 Mpu6Gopsbl, annapatsl 1 06opyaoBaHme meguumHckme. ObLime TeXHUYECKUe ycno-
BUSA

FOCT P 51318.11-99 (CUCIIP 11-97) COBMECTUMOCTb TEXHUYECKUX CPEACTB IMEKTPOMarHuTHas.
Pagnonomexm nHaycTtpuanbHble OT NPOMbILUNEHHbIX, HAYYHbIX, MEAUUMHCKNX U BbiTOBbIX (MHMB) BbICOKO-
YaCTOTHbIX YCTPONCTB. HOPMBI U METOAbI UCNbITaHWIA

FOCT P 51609-2000 Usgenus meauumHckue. Knaccudukaumsa B 3aBUCUMOCTU OT NOTEHLMANLHOMO
pucka npumeHeHus. Obme TpeboBaHus

FOCT P 53469-2009 (MCO 8600-1:2005) OnTuka U onTudecknue npubdopbl. SHAOCKOMbI U NPUGOPHI

M3paHue ocbuumansHoe
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3HAOTEpaneBTUYECKNE MeaguLmnHCKme. YacTtb 1. O0wume TpeboBaHua

FOCT P 55719-2013 TpeboBaHMA K COAEMKAHUIO U OPOPMNEHUIO TEXHUYECKUX 3a4aHUn ANSA KOH-
KYPCHON AOKYMEHTaUuU Npu NpOBEAEHUU FOCYAApPCTBEHHbIX 3aKYNOK BbICOKOTEXHOMOIMYECKOro MeauumH-
Ckoro o6opyaoBaHus

FOCT P M3K 60601-1-2010 M3genusa meauumuHckue anektpudeckue. Yactb 1. Obwme tpebGoBaHmus
6e30MacHOCTM C Y4ETOM OCHOBHbIX (DYHKLIMOHASbHbIX XapaKkTepUCTuK

FOCT P M3K 60601-2-18-2014 Usgenusa meauumnHckue anekrpuyeckue. Yacrte 2-18. YacTtHoble Tpe-
6oBaHusA 6€30NacHOCTM C Yy4E€TOM OCHOBHBIX PYHKLMOHAMbHbIX XapakTepPUCTUK K 9HAOCKONUYECKON annapa-

Type

MpuMeudaHue — lNpu NONb3OBaHUN HACTOALMM CTaHAapTOM LieNlecooGpasHo MpoBepuUTb AelicTBUe CChi-
TOYHbIX CTaHAapToB B MHDOPMALMOHHOW cucTeMe 0OLLEro nonb3oBaHus — Ha oduunansHoM caiite defepanbHOro
areHTCTBa NO TEXHWUYECKOMY PeryriupoBaHuio U MeTPOrorn B ceTu VIHTepHET UMK No eXerogHomy MHOpMaLMOHHOMY
yKasaTeno «HauMoHaneHele CTaHgapThl», KOTOpbIA onyGnuKoBaH No COCTOSHUIO Ha 1 SHBapA TeKyLero roga, u no Bbl-
nyckam eXeMecsHHOro MHGOpMaLMOHHOro ykasaTens «HauuoHankbHble cTaHAapThl» 3a Tekywui rog Ecnv 3ameHeH
CCLINOYHBIV CTaHAapT, Ha KOTOpLIM JaHa HeAaTWpoBaHHasi CChifika, TO PEKOMeHAYeTCH UCMONb3oBaTh [ edCTBYHOLLYIO
BEPCUIO 3TOrO CTaHAapTa C YY4ETOM BCEX BHECEHHBIX B AaHHyl0 BEPCUIO U3MEHEHWH. ECnu 3aMeHeH CChINOYHBIA CTaH-
JapT, Ha KOTOpbI AaHa faTWpoBaHHasA CChiflka, TO peKOMeHAYETCA UCMNONb30BaTe BEPCUIO 3TOMO CTaHAapTa C yKasaH-
HbIM Bbllle roAOM YTBEPXAEHUS (NPUHATUA). Ecnu nocne yTBEPXAEHWS HaCTOSLEro cTaHgapTa B CCLIFIOYHbIA CTaH-
[apT, Ha KOTOpbIM AaHa AaTMpOBaHHasi CChifika, BHECEHO M3MEHeHMe, 3aTparusaloliee MonoXeHue, Ha KOTopoe AaHa
CChbINKa, TO 3TO MOMOXKEHWe peKkoMeHAyeTcs NPUMEHATL 6e3 ydeTa AaHHOro U3MeHeHUs. Ecnu CChiNMovHbIi cTanaapT
OTMeHeH 6e3 3aMeHbl, TO MOMOXEHUE, B KOTOPOM AaHa Cchifika Ha Hero, peKoMeHAyeTC MPUMEHATL B YacTu, He 3aTpa-
TMBatoLLeit STy CChINKY.

3 TepMuHbI M onpeaeneHns

B HacTodAwem craHgapTe npumMeHeHbl TepMuHbl No FTOCT P NUCO 8600-6 u cnepyowme TepMUHbI C
COOTBETCTBYHOLUMMU ONpeaeneHnamu:

3.1 noctaBWwMK: PU3NYECKOE UMK IOPUANYECKOE NULIO, BbicTaBnsowee 3C Ha TOPru.

3.2

npeaycMOTPeHHOe NpMMeHeHue/npeaycMOTPEHHOE HasHaveHue: Mcnonb3osaHue n3aenus, npoLec-
Ca UMM YCMyrn B COOTBETCTBUM C TEXHWUYECKMMM XapaKTepUCTMKAMM, WHCTPYKUMAMM W WHGOpPMaUMen,
npeaocTaBnseMOl NOCTaBLUMKOM.

[FTOCT P M3K 60601-1-2010, ctatba 3.44]

3.3

MeHeMKMEeHT pucka: CucremMaTuyeckoe NpUMEHEHNE NPUHLMNOB MEHEAXMEHTA, NpoLeayp U MeTo-
[I0B K 3a/la4aM aHanu3oB, OLEHUBAHWE U YNPABNEHUS PUCKAMM.
[FTOCT P M3OK 60601-1-2010, ctatba 3.107]

3.4

danin meHemKMeHTa pucka: COBOKYNHOCTb 3anuCen U Apyrux AOKYMEHTOB (He 06a3aTtenbHo B3au-
MOCBSI3aHHbIX), CO3aBaEMbIX B MPOLIECCE MEHEMKMEHTA pUcka.
[FTOCT P M3K 60601-1-2010, cTatba 3.108]

3.5

SHAOCKOIM (ENDOSCOPE): MeauumHckuin npubop, umetowmii yCTpoiCTBO Ana HabniogeHus, coaep-
Xallee UM He coaepkallee onTUYeckue 3eMeHTbl, BBOAUMBIN BO BHYTPEHHWE MOSIOCTU U OpraHbl YenoBeka
Yyepe3 eCTeCTBEHHbIE MU CO3JaHHbIE XUPYPTUHECKMM CNOCOGOM KaHarnbl Ansi NpoBeAeHUs o6cneaoBaHus, ava-
FHOCTUKM UK NEYEHUS

MpumedvaHune 1—-3HOOCKOMNbI MOryT GbiTb XECTKUMU, TMOKMMU UNKU KANCYNBHOTO TUNA, KaXAbIA U3 KO-
TOpbIX MOXET WMETb pasnu4Hble CUCTEMbI CbeMa W306paxeHUss (HampuMep, C MNOMOLYBIO JIMH3 WAW 3NEKTPOH-
HbIX/yNbTPa3BYKOBbLIX AATHAKOB) W pasfiUYHble CUCTEMBbI Nepeaaqn u3obpaxeHus (Hanpumep, ONTUYECKUE C NOMOLLBIO
TIMH3 UM CBETOBOAOB, UMW 3MEKTPUYECKUNE/INEKTPOHHLIE).

[TOCT P NCO 60601-2-18—2014, cTatba 201.3.203 ].

3.6

AKTMBHbIXA S3HOOCKOMN (EHERGIZED ENDOSCOPE): 3HOOCKON, asnaowuiica COCTABHOW
YACTbIO 3M N3OENNA, ncnonbaylowuii SHEPTUID ANSA NONYYEHUSA M300paxeHus, HaNpumep, OCBeLLEHne
unu o06paboTKy curHana.

[FTOCT P NCO 60601-2-18—-2014, ctatba 201.3.206 ].




FOCT P 56279—2014

3.7

3HAOCKOMUYECKOE WU3AEJNIME (ENDOSCOPIC EQUIPMENT): AKTUBHBI 3HOOCKON coe-
MecTHO ¢ ero MCTOYHUKOM/MNCTOUYHMKAMU MUTAHUA, kak Heobxoaumo ansa ero UCMOJNb3OBAHUA
Mo HASHAYEHWIO.

[FOCT P UCO 60601-2-18—2014, cratba 201.3.204].

3.8 UCTOYHUK cBeTA: DNEKTPUYECKOoe U3genme, NPUMEeHseMoe ANsi OCBELLUEeHNS BHYTPEHHEN NosocTh
opraHu3Ma 4YenoBeka C Lienbto NONy4YeHns MakCMmanbHON NHPOPMAaTMBHOCTU UCCNEAYEMOT0 opraHa.

3.9 anpoBupeokamepa: MeanumHCkuin npudop, NpeaHasHaYEeHHbIN ANs BbIBOAA Ha 3KpaH BUAEOMO-
HUTOpPAa LIBETHOIO M300paXeHnsA onepaumoHHOro Nonsa OT PasfUYHbIX 9HA0CKONMUYECKUX annapaToB Npu nNpo-
BeAEHUW XMPYPruieckux onepauuin U AMarHoCTUHECKUX MaHUNynauui.

3.10 nHcydnaTop: SNeKTPOHHbIN Npubop, NpeaHa3HaYEeHHbIV ANS Co3AaHus U NoAJAEpPXKaHUs AaB-
NEeHWA 3a CHET HarHeTaHWs YrneKUCroro rasa BO BHYTPEHHIOIO NONOCTb NauMeHTa Npu pasfuyHbiX 3HAO0CKO-
NMYEeCKMX BMeLLaTenbCTBax.

3.11 wenBep (Mukpogedpmuaep): WMHCTPYMEHT ANs PUHOCKONWUM M apTPOCKOMUU CO CMEHHbIMU pe-
XKyLLMMM Hacagkamu,

3.12 acnupatop-uppuratop: MeauumMHCKuA SHAOCKONUYECKUIt Npubop, NpeaHas3Ha4YeHHbI Ana no-
Aaun Pu3nNonormMyeckoro pacteopa B ONEPUPYEMyHO NONOCTb NauMeHTa Ans NpoMbIBaHUA U 0Tcoca oTpabo-
TaHHOro pacTeopa Npu 9HAOCKONUYECKUX BMELLaTenbCTBax.

3.13 aHgocKkonuYeckui oTcoc: SHaockonuyeckoe obopyaoBaHue, NnpeaHasHaYeHHoe AN ycTpaHe-
HUS 13 NOBPEXAEHHBLIX TKAHEN PasfMYHOro poaa BblAENeHUn Npu XUPYPruyecknx BMELIaTeNbCTBax U SHA0-
CKOMMYECKUX npoLeaypax.

3.14

oXuaaembli CpoK cnyxObl: MakcumanbHoe Bpems nonesHon akcnnyatauun ME USOENUA, onpe-
fAenseMoe U3roToBUTENEM.
[FOCT P M3K 60601-1-2010, nyHkT 3.28]

4 TexHn4yeckue TpeboBaHus
4.1 O6wume TpedGoBaHus

4.1.1 Bce npuBeAEHHbIE B HACTOSILLEM CTaHAApTE TexHu4eckue TpeboBaHNA ABNSIIOTCS MUHUMANbHBIMK.
Mo cornacoBaHuio ¢ 3aKka3ynkoM B 3aBUCUMOCTU OT (PYHKLIMOHANBHOIO HasHayeHusi AC OHM MOTYT COAEpPXaTb
AOMNOMNHUTESbHbIE TPEOOBaHMS.

4.1.2 MocTaensemble Ha Topru OC AOMKHBI ObITb U3rOTOBAEHLI MO TEXHUYECKOMY 3aAaHuio, pa3pabo-
TaHHOMY B cooTteeTcTBUM ¢ TOCT P 55719-2013, cornacoBaHHOMY U YTBEPXAEHHOMY B YCTAHOBIIEHHOM
nopsiake. T3 paspabaTbiBaeTcs 3akaszumkom. T3 onpeaensert npeaMeT pasMeLLIeHUA 3aka3a Ha 3akynky MO.
OTBETCTBEHHOCTb 3a@ MOJSIHOTY M AOCTATOYHOCTb T3 NEXUT Ha 3akasuuke. KayecCTBEHHblE XapaKTePUCTUKM
3C, nocrasnsieMbIX Ha TOPru, AOIMKHbI NOMHOCTLIO COOTBETCTBOBATL XapakTEPUCTUKAM YCTAHOBIIEHHLIM B
TEXHUYECKOM 3afaHumn Ha 3C, NGO NPeBOCXOAUTb UX.

MocTaBnsieMble C AOIMKHBI ObITb HOBbIMU (HE ObIBLUMMM B 3KCNIyaTauuu), He BOCCTAHOBIIEHHLIMU U
U3roToBneHHbIMKU nocne 2011 roaa.

4.1.3 3C B 3aBNCMMOCTM OT MOTEHLMANBHOTO pUcKa NPUMEHEHUS AOMKHbI ObITh KnaccuhMuMpoBaHbl B
cooTBeTCTBUM C TPeboBaHusaMu FTOCT P 51609 u Mpukasa M3 PP Ne 41 ot 06.06.2012 r.!

Knaccudpukaumio no knaccam, Tunam v rpynnam npooast cornacHo MOCT P 50444-92 (pasaen 1).

HomeHknaTypy nokasatenei HageHOCTU MeAMULMHCKUX WU3AEnUii ONpeaenstoT B COOTBETCTBUM C
FOCT P 50444-92 (MpunoxeHue 2) B 3aBUCUMOCTM OT Knacca u3genusi no nocneacTeusiM oTkasa.

4.1.4 Bua KNUMAaTMYECKOrO UCMOMHEHWS N KATErOPUIO pasMeLLeHUs yCTaHaBNUBAKOT B COOTBETCTBUM C
FOCT 15150 ¢ yyeTom TpeboBaHuin FTOCT P 50444 B 3aBUCUMOCTU OT NPEAYCMOTPEHHOTO NpUMeHeHus 3C.

4.1.5 TpeboBaHUA Kk cuCTeMe MeHemxkMeHTa kadecTBa 3C A0MmkHbI cooTBeTcTBoBaTh MOCT P UCO
13485 ¢ y4eTOM Ux NpeaycMOTPEHHOTO NPUMEHEHUS.

4.1.6 MNocTaBLWMK 3C AOMKEH NOATBEPANTL NPOLEAYPY MEHEAXKMEHTa pucka B COOTBETCTBUU C Tpe-
G6osaHusamu FOCT P MOK 60601-1, FOCT ISO 14971 uenbto KOTOPOI ABMSAIOTCS:

- OLieHKa BEPOSATHOCTU BO3HUKHOBEHMWSA pUCKa AN NauneHTa;

- OLieHKa NOoCneACTBMI HaHeceHns Bpeaa (CTeneHb TAXXECTU HaHECEHUS).

4.1.7 O6wme TpeboBaHMA K 9HAOCKONAM W SHAOCKOMMYECKON annapaType AO0MKHbI COOTBETCTBOBATL
ycraHosrneHHbiM B FOCT P 53469.

' Mpukas M3 Pd Ne 4+ oT 06.06.2012 1. «O6 YTBEPXAEHUN HOMEHKNATYPHOW KrnaccudukaLumy
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4.2 TpeGoBaHUA K KOHCTPYKLUM

4.2.1 3C OOmKHbl ObITb CKOHCTPYMPOBAHBI TaK, YTOObI NPW BbINOMHEHUW NPEAYCMOTPEHHOIO Nnpume-
HEHWs1 B COOTBETCTBMMU C UHCTPYKUUSIMU, NPEAOCTABMAEMbIMA U3FOTOBUTENEM, PUCKU, CBA3AHHLIE C Npeay-
CMOTPEHHbIM NPUMEHEHUEM, BbINU MUHUMATLHBIMMN.

4.2.2 MNpuHUMNbI onpeaeneHus AoMyCTUMOrO pucka M AONyCTUMOCTb OCTaTOYMHOrO pucka (PUMCKOB)
AOMKHBI ObITh YCTAHOBMEHbI NOCTABLLMKOM U NOATBEPXKAEHBI PANINIOM MEHEIKMEHTA pUCKa.

4.2.3 Cpeacrsa nsmepeHus, ucnonb3yemole B 3C, OMKHbI ObITb MOBEPEHBLI B COOTBETCTBUM C TPEe6O-
BaHusMK P 50.2.006-94".

4.2.4 MNpuHUMN NoCcTpoeHnsa npubopHoro koMnnekca AC Ha OCHOBE (PYHKLMOHArNbHbLIX BNOKOB W CO-
cTaB POPMUPYIOT COrnMacHo npeanoyTeHnsaM 3akasymka.

Bce npnbopbl AOMKHbI ObITb OMTUMU3UPOBAHBLI AN COBMECTHOW paboTbl U A0MKHbI BbITb COBMECTU-
Mbl C Hanbonee pacnpoCTPaHEeHHbIMU TUNAMU OTEYECTBEHHBIX U UMMOPTHbLIX 9HAOCKOMOB.

4.3 Tpe6oBaHusA kK npu6opHOMYy cocTaBy 3C
4.3.1 3C pomKHbI METHL NMPUOOPHBINA COCTAB N XapaKkTePUCTUKKN 4115 BbINONHEHUSA NPeAyCMOTPEHHOIOo
MOCTaBLUMKOM HasHa4YeHusa U NPUMEHEHUS B HOPMarbHbIX YCNOBUAX UX SKCMyaTaLuu.

4.3.2 MNpumep coctasa AC u pekomeHayemble TpeboBaHus npuseaeHsl B Tabnuue 1.

Ta6nuya 1 -Tpumep cocraBa 3C
Mpwbopsl Pekomenayemoe TpeGoBaHue

McTovHuk ceeTa Tun

Perynuposka SpKocTu

DoKycMpoBKa CBETOBOIO ny4ka

MNokasatenu HaaEeXHOCTU

MoLHoCTb UCTOYHMKA cBETA, BT, HE MeHee

Bpemsa paboTbi, 4, HE MEHee

Tun oxnaxaexus

BugeomoHuTop Tun moHuTOpa

Ounaronanb, AlOWM, HE MEHee

CraHgapt usobpaxeHusn

Yron nons 3peHusi, N0 BEPTUKANW/rOPU3oHTanu, rpad, He MeHee
Cucrembl uBeTa

PaspelueHne maTpuubl, MUKCEN, HE MeHee

Buaeo Bxoabl

COBMECTUMOCTb C 3HAOCKONUYECKUM 00opyaoBaHnem 6e3 A0NOSHUTENbHbIX
afganTepos

AnnapaTtHas cToika Kondurypauus (nepeasuxHasn, craymoHapHas, pasbopHas)
Pa3mepbl nonok (mpuHaxrnyouHa), Mm

Pasmepbl CTOMKM (LULMPUHAXBBLICOTAXINyOUHA), MM
[vameTp ponukos, MM

Bec, kr, He bonee

CTONKOCTb NOKPLITUA CTONKU K A€3UHMDULMPYIOMM pacTBOpaM
Hanuuue: aHTUCTaTU4ECKMX PONNUKOB C chukcaTopamu,
Mnosnok,

Aepxarens Kamepbl,

aepxatena CO2 ,

Aepxarens Ans 9HAO0CKONUYECKMX U3enuii

OGroka NUTaHUs C MAHENbIO U PO3ETKaMM,

KabenbHbIX KaHanoB.,

KPOHLUTEWHA ANA MOHUTOPA,

BbIHOCHOTO iepXKaTens AOMONHMTENBHOTO MOHUTOPA.

' NP 50.2.006-94 «locynapcTBeHHas ccTeMa 0BecredeHnst eUHCTBa n3MepeHuiA. MopsRoK NpoBeAeHUA NOBEPKU
CPeACTB N3MepeHnin»
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OKoH4aHue mabnuubi 1

MpuGopsl PekomeHgyemMoe TpeGoBaHue

3HaoBuageokamepa Twvn

Tun maTpuLbl

Makc. paspeLueHue, nkc, He MeHee

CooTHoLueHue curHan/wym, ab, He MeHee

Buaeo Bbixoa

Bpemsi roTOBHOCTU k paGoTe nocne BKNIOYEHUS, CEK., HE MeHee
Bpewmsi paboTbl, yac, He MeHee

[abGaputbl, MM

Macca, kr

WHcydnsaTop AnanasoH noaaep>xmeaemMoro AaBneHus, MM. pT. CT., OT... A0...
CKopoCTb noAayu rasa, n/MuH, oT... Ao0...

MakcuManbHbIW NOTOK ra3a, n/MuH.

BxoaHoe paBsnenune, MMa

MoTpebnsemas MOWHOCTL, BT

FabapuTHbIe pa3mepel, MM

Macca, kr
LerBep Tun
(MuKkpoaebputop) Pexum BpaLuerusn

YacroTa BpalueHus, 06/MuH, OT...J0...
CraTn4eckuin Bpawawmn MOMEHT, MH* M
Acnuparop-uppuratop | Tun

MoTpebnsema MOWHOCTL, BT

[asneHue, MM. pT. CT.:

Ha BbIXo4e uppuratopa

PaspsbkeHue, Mm. pT. CT..

Ha BbIXoAe acnupartopa

[rana3oH noaaepxmsBaemMbiX PacxoAoB XMAKOCTMW, MIVMUH, OT... A0...
Bpems ycraHoBneHusi paboyero pexuma, cek
3HA0CKONUYECKUIA OT- Hopma pacxoaa Bo3ayxa, nN/MUH., He MeHee
coc Ob6bem, n

[MapamMeTpbl anekTponuTanus, B/Iy

Kabenu u ycTpoiictea Tun

4NA noacoeaAnHeHus COBMECTMMOCTb C 3HA0CKOMamu
9HA0CKONUYECKON an- HanpsikeHue ucrtouHuka nutanus, B
napartypsbl Yacrtora, 'y

Twun 3aWnTbI OT ANEKTPOLLIOKA, KNacc

CTeneHb 3auThl OT AMNEKTPOLLIOKA NPUCOEANHAEMbIX MHCTPYMEHTOB, TUN
OxugaeMblii CPOK cryxBbl, NIET, HE MEHEE

MpumMedaHus

1 dopmMupys TpeboBaHWUS TEHAEPHLIX 3aKYMOK, 3aKa3yuK AO/MKEH PYKOBOACTBOBATLCS 3ajayvyamu NpefycMOTPEHHOro
npuMeHeHns/ HasHa4yerns OC B MeWLMHCKOM YYpeXAeHWUH.

2 [onyckaeTcs BKNHOYEHUE UM UCKNIoUEeHUe pekoMeHayeMbIX TpeGoBaHuii B TeHaepe Ha 3akynky OC, npuBeaeH-

HbIX B TaGJ‘IML[e 1, No cornacoBaHmio ¢ 3aKa34ukoM B COOTBETCTBUU C npeaycMoTpeHHbIM NpUMEeHEHUEM B MeuLNH-
CKOM y4pexgeHuu.

4.3.3 MNepeyeHb HOPMATUBHLIX A4OKYMEHTOB, KOTOPbIM AOSMKHbI COOTBETCTBOBATL JC, NPUBEAEH B
npunoxeHum A.
4.3.4 MNMpumep 3C npuseaeH B NpunoXxxeHun 6.

4.4 Tpe6oBaHusA K MaTepuanam

4.4.1 KomnoHeHTbl 3C, KOTOpble NpeaHasHayeHbl ANA HENOCPEACTBEHHOr0 KOHTaKTa C NauMeHTOM
u/vnn onepaTtopoM, AOSKHbI ObITb M3rOTOBMEHbLI U3 HETOKCUYHBIX MaTEPUAnos, HE Bbi3bIBAIOLMX annepru-
YeCKUX peakuui Npu UCNoMb30BaHUM MO NPeAYCMOTPEHHOMY Ha3HA4YEHUIO U3rOTOBUTENEM, U ObITb pa3pe-
LEHHbIMW K MPUMEHEeHUto opraHamu PocnotpebHaasopa.
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4.5 TpeGoBaHMA K 3aWUTE OT 3arpA3HEHUN

4.5.1 3C pomkHbl ObITb YyCTOMYUBLI K cTepunu3agumn no FOCT P UCO 13683.
4.5.2 N3penusi, KOHTAKTUPYIOLLIME C PAHEBLIMU NMOBEPXHOCTAMM CAKU3UCTON 060NOUKMU, €CIIU OHU MOTYT
BbI3BaTb NOBPEXAEHNE NocnegHen, AOKHbI ObITb YCTONYMBLI K A€3UHAIEKLMN U CTEPUNIM3ALMN.

4.6 TpeGoBaHUA YCTOMYMBOCTU K BHELUHUM BO3AEeMCTBYHOWUM PakTopam

46.1 3C fnorKHbI yAOBNETBOPSATH OOLMM TpebOoBaHMSAM K BHELLUHUM BO3JEWCTBYIOLMM dhakTopam,
ycTaHoBneHHbIM B ctaHaapte MOCT P M3K 60601-1, yacTHbim TpeboBaHusm no FOCT P M3K 60601-2-18
n FOCT P 50444.

4.7 Tpe6oBaHuAa 6e30nacHOCTU

4.7.1 JomkHbl NpuMmeHaTbCA 06wme TpeboBanua 6esonacHoctn no NOCT P 50267.0, TOCT P MOK
60601-1 u yacTHble TpeboBaHus 6e3onacHOCTU K 3HAOCKoNU4eckon annaparype no MOCT P M3K 60601-2-
18.

4.7.2 TpeboBaHuA K aNeKTPOMarHUTHON copmectumoctn 3C — no NOCT P 50267.0.2.

4.7.3 TpeboBaHus k nomexoycronumsoctn 3C — no FOCT P 50267.0.2.

4.7.4 TpeboBaHUsi K COBMECTUMOCTM TEXHUYECKUX cpeacTB ycTaHasnueator no MOCT P 51318.11 u
roCT P MOK 60601-2-18.

4.8 Tpe6oBaHus K MAPKMPOBKE, YNAKOBKe, TPAHCMOPTUPOBAHUIO U XPAHEHUIO

481 Ha 3C pomkHa ObITb HaHeCeHa CTOMKas MapkupoBka ¢ o0o03HauyeHusmu no MOCT P
M3K 60601-1 co crneayloLum AOMNOSIHEHUEM:

CuMBONLI, NPUMEHSIEMbIE NPU MapKMPOBAHMU HA MEAULIMHCKNX U3aenuax B coctaBe 3C, HA aTUKET-
Kax u B conposoauTensHon aokyMmeHTauum —no FOCT P NCO 15223-1 u FTOCT P M3K 60601-2-18.

4.8.2 TpeGoBaHMs K YMAKOBKe, TPAHCMOPTUPOBAHUIO U xpaHeHuto — no FOCT P 50444-92 (pa3aen 8) u
FOCT P MOK 60601-1.
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MpunoxeHue A
(o6a3arenbHoe)

MepeyeHb HOPMATUBHBLIX AOKYMEHTOB, KOTOPbIM OOIMKHbI COOTBETCTBOBaTh IC

Tabnuuya A.1

Obo3HaveHne

HaunmeHoBaHue

FOCT I1SO 14971-2011

Magenus meanumHckue. NpUMeHeHWe MeHemXMeHTa pucka kK meau-
LIMHCKMM M3enusam

rOCT 15150-69

MalumnHbl, NpUBopbI U Apyrue TeXHUYECKUe nsgenus. McnonHenns ons
pasnMYHbIX KNMMaTUYECKNX paioHoB. KaTeropuu, ycrnosust akernyaTa-
LMK, XpaHEeH!s 1 TPaHCNOPTUPOBaHWUS B YacTW BO34ERCTBUA KUMaTy-
YecKkux hakTopoB BHELUHEN cpefbl

FOCT P UCO 8600-6-2012

OnTuKa u onTudeckne npubopbl. MeauLMHCKUe SHLOCKOMbBI W SHLOTe-
paneBTUYeckne npubopbl. YacTe 6. TepMUHBI 1 onpeaeneHus

FOCT P MCO 13485-2004

Magenua mMeguumHckue. CucTeMbl MeHeXMeHTa kadecTBa. CUCTEM-
Hble Tpe6oBaH1A ANA Lenen perynmpoBaHus

FOCT P UCO 13683—-2000

CTepunusaums MeauUMHCKo npogykumu. TpeGosaHWa K Banugauun u Te-
KyLLeMy KoOHTponto. CTepunusaumsi BriaXHbIM TenrnoM B MeAWLMHCKUX
YUpeXaeHNsAX

FOCT P UCO 15223-1-2010

Magenua meguumHckne. CUMBOIEI, NPpUMEHAEMbIE NPU MapKUpoBaHum
Ha MeAMLMHCKMX U3LENnsX, STUKETKaxX U B CONPOBOAUTENBHON AOKY-
MeHTauuun. Yacte 1. Obwune TpeboBaHus

[OCT P 50267.0-92
(M3K 601-1-88)

Magenus meauuymuHekve anekTpuyeckue. Yacts 1. O6wme TpebosaHus
6e3onacHocTy

FOCT P 50267.0.2-2005
(M3K 60601-1-2:2001)

Magenua MeauumHcKkue anekTpudeckue. YacTb 1-2. Obwue Tpebosa-
HWst 6e3onacHOCTW. SneKTpoMarHWTHast COBMeCTUMOCTb. TpeboBaHus
¥ MeToAbl UCTbITaHWA

FOCT P 50444-92

Mpubopsl, annapaTel 1 06opyaoBaHWe MeduUMHckue. Obujue TexHU-
Yeckne ycroBus

[OCT P 51318.11-99
(Cncrp 11-97)

COBMECTUMOCTb TEXHUYECKUX CPEACTB anekTpomarHutHas. Paguono-
MEXW MHAYCTpUArbHble OT MPOMBILMEHHBIX, HAYYHbIX, MEAULUHCKUX K1
6biToBbIX (MHMB) BbLICOKOYACTOTHLIX YCTPOWCTB. HOpMbI M MeToabl
ncnbITaHui

FOCT P 51609-2000

Magenua meguumHckne. Knaccudpmkayms B 3aBUCUMOCTU OT NOTEHLU-
anbHoOro pucka npumeHexus. Obwue TpebosaHuns

FOCT P 53469-2009
(MCO 8600-1:2005)

OnTuka U omTudeckne npubopbl. SHAOCKONBI M NpuGopbl 3HAOTEpa-
neBTUYecke MefMLMHckue. YacTb 1. O6wme TpeGoBaHus

[OCT P 65719-2013

TpeboBaHuA K coAepXaHUio U OPOPMNEHUID TEXHUHECKUX 3afaHuil
ANS KOHKYPCHOW [OKyMeHTauuum npu NpoBeAEHWW FOoCyfapCTBEHHbIX
3aKyNoK BLICOKO-TEXHOJIOTMYECKOr0 MeULMHeKoro o6opyaoBaHna

FOCT P M3K 60601-1-2010

M3pgenus MeauuyuHckue anektpudeckne. Yactb 1. Obwue tpebosanus
6€30NacHOCTU C Y4ETOM OCHOBHLIX PYHKLIMOHANbHLIX XapakTepUCTUK

rOCT P M3K 60601-2-18-2014

M3genua meguuuHckue anektpudeckne. Yacts 2-18. YacTHble Tpebo-
BaHWUA 6e30MacHOCTU C Y4ETOM OCHOBHBIX PYHKLIMOHAMBHBIX XapaKTe-
PUCTUK K 3HAOCKOMUYECKOW annapartype
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