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MpeaucnoBue

CeeaeHuA o craHpapre

1 PASPABOTAH OTKpbITbIM aKUMOHEPHbIM 00LecTBOM «TKC-onTukay COBMECTHO C NMOAKOMUTETOM
MK 5 «Mukpockonbl U 3HAOCKONbI» TexHuueckoro komureta TK 296 «OnTuka u ontudeckue npubopbi»

2BHECEH YnpaBneHueM TEeXHUMYECKOro perynupoBaHua W craHgaptusaumm deaepanbHOro
areHTcrea no TexHN4eCKomy perynmpoBaHuio 1 METPONOruun

3 YTBEPXIEH W BBEJEH B JENCTBUE MMpukazom deaepanbHOro areHTCTsa no TeXHUHECKOMy
perynmpoBaHmio U METPONorun ot 26 Hosibpst 2014 r. Ne 1883-ct

4 B Hacrosiluem CTaHaapTe peanu3oBaHbl HOpMbl depepanbHOro 3akoHa ot 27 aekabpsa 2002 r.
Ne 184-$3 «O TexHU4eCKOM perynupoBaHumn»

5 BBE[IEH BMNEPBbIE

lpasuna npumeHeHus1 HacmMosweao cmaH0apma ycmatosneHol 6 FTOCT P 1.0—2012 (pa3den 8).
Unpopmayus 06 uameHeHusIX K Hacmosuwemy cmaxHdéapmy nybnukyemcs 6 exxe200HOM (Mo COCMOSHUI0 Ha
1 aHeaps mekywe2o eoda) uHghopmayuoHHOM yKkazamene «HayuonarnbHble cmaH0apmbly», @ 0huyuanbHbIl
meKcm u3MeHeHUll U rnornpasoK — 8 eXeMeCcsIHHOM UHGhOPMAaUUOHHOM yKasamene «HayuoHarnbHble cmaH-
Oapmebi». B cnyyae nepecmompa (3ameHbl) uiu ommeHbl Hacmosuweeo cmaHdapma coomeemcemeyioujee
yeedomneHue 6ydem onybnukoeaHo & brnuxaliuem ebifnycke UuHpOPMayuoHHO20 ykasamensa «HayuoHarnb-
Hble cmaHOapmbly. Coomeememesyowas UHpopMayus, yeeO0oMIIeHUe U MeKcmbl PasMelyalomes maike 6
UHOPMaYUOHHOU cucmeme obujezo rnosb30eaHus — Ha oguyuarbHoMm calime dedepanbHo2o azeHmemesa
10 MEeXHUYECKOMY peayriuposaHuio U Mmemposoeuu 8 cemu MlHmepHem (gost.ru)

© CrangapruHdopm, 2015

Hacroswmii ctaHaapT He MOXET ObiTb MOSMIHOCTLIO MIIM YACTMYHO BOCTIPOWU3BEAEH, TUPAKUPOBAH U
pacrnpocTpaHeH B kayecTBe opuLManbHOro usaaHus 6es paspewenus deaepanbHOro areHTCTBa Nno TeXHU-
YECKOMY PEerynimpoBaHuio U METPONOTMK
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BBeaeHune

Hacroawwuin ctaHgapT ycTaHaBnuBaeT OCHOBHbIE TpeboBaHMA, KOTOPLIE AOIMKHLI COAEMKATLCH B TEX-
HUYECKUX 3aJaHUAX ANA rOCYyAapCTBEHHbLIX 3AKYMOK Ha OnepauuMOHHble HEWPOXUPYPrMYEcKUue CTOWKU C
HabopoOM 3HAOCKOMNOB.

[Mpu npoBegeHnn KOHKYPCHbIX TOPrOB B TEHAEPHbIE 3a4aHNA NO 3aKynke onepauMOHHbIX HERPOXUPY-
pu4ecKknx CToeKk B pAaae cnyydyaeB BKNMIOYaKT TE€XHUYEeCKne Tpe6OBaHI/IFI, HE COOTBETCTBYKOLLUNE HA3HAYEHUIO
3aKkynaemoro obopyaoBaHusi: MO U3NULLHE KOHKPETU3WPOBAHHbLIE U M3ObITOUHbIE, NGO KOCBEHHO OTHO-
cawmecs K ux noTpebutenbLCKkuMm CBONCTBaM.

HacToswmin craHaapT UMeeT uUenbio ynopsaaounTb CIOXMBLLYIO NPAKTUKY MOArOTOBKU TEXHUYECKUX
TpeboBaHWil AN rocyAapCTBEHHbIX 3aKyMOK.

MexxayHapoaHbIX aHanoros craHaapTy He cyuwectByeT. CTaHgapT oTpaxkaeT cneyuduky 0TeyecTBeH-
HbIX ()OPM FOCYAaPCTBEHHbIX 3aKYMNOK BbICOKOTEXHONOTNYECKON MEAULMHCKOW TEXHUKN U MOXKET OblTb TOMb-
KO HaUunoHarnbHbIM JOKYMEHTOM.
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HAUWOHANBHBIN CTAHOAPT POCCUNCKOWN ®EOEPALUMN

N3penua MeguUMHCKUE 3reKTpUYECcKue
CTOWKN OMEPALMOHHbIE HEMPOXUPYPIMMYECKUE C HABOPOM 3HAOCKOMOB
TexHuveckue TpeGoBaHUA ONIA rOCYAAPCTBEHHbIX 3aKynokK

Medical electrical equipment. Neurosurgical operating racks with a set of endoscopes.
Specifications for governmental purchase

Hara BBegeHusa — 2015—09—01

1 Obnactb NnpUMeHeHwus

Hactosawwmn ctangapt yctaHaesnueaeT obwime TpeboBaHUsl K NOArOTOBKE NPOBEAEHUS rOCYAapCTBEH-
HbIX 3aKynok meauuuHckoro obopyaosanusa (MO): onepaumoHHbIX HENPOXUPYPTUYECKUX CTOEK C HAOOpOM
3Hgockonos (ganee — OHCH3).

Hacrosawwmin ctrangapt ABnAeTca YacTHbIM CTaHAapToM no oTHoweHuto K FOCT P 565719.

CTtaHgapT pacnpocTpaHaeTcs Ha TOprk Mo rocyaapCTBEHHbIM U MyHUUMNAnNbHbIM 3akynkam MO ans
oKasaHus MeauumMHckon noMmowym. CtaHgapT He pacnpoCTpaHAETCca Ha HerocyaapcTBeHHble 3akynku MO.

Hacrosawmii ctaHaapTt pacnpocTpaHaeTcs Ha onepaLnOoHHbIE HEMPOXUPYPrMYecKke CTONKM ¢ HaBopom
3HAO0CKOMNOB, NpeAHa3Ha4YeHHble AN UHTPaonepaLnoHHOro KOHTPONA KNMNUPOBaHUa aHEBPU3MA, yaaneHus
U XUPYPrMYecKkoro neyeHus. CtaHaapT yCTaHaBNMBAET TeXHUYeckne TpeboBaHMA K HUM ANsi rOCyAapCTBEH-
HbIX 3aKYMOK.

TpeboBaHuA cTaHaapTa He pacrnpoCTPAHAITCA Ha Habopbl HEWPOXMPYPIUYECKUX UHCTPYMEHTOB U
NPUHAANEXHOCTU AN NPOBEAEHUSA XMPYPruyecKux onepauun.

Mpumep onepaLMoOHHON HENPOXUPYPrUYECKOW CTOWKM ¢ HABOPOM 3HAOCKOMOB NPUBEAEH B MPUIIOXKE-
HUKM A.

2 HopmaTtuBHbIE CCbITKU

B HacTosLeM cTaHAapTe UCMONb30BaHbl HOPMATUBHbLIE CCbINIKM HA CreayLwmue CTaHaapThbl:

FOCT ISO 14971-2011 Uspgenua meauuuHckue. NpuMeHeHne MeHemKMEHTa pucka K MeaULUUHCKUM
usgenuam

FOCT 15150-69 MawmHbl, Npubopbl U APYrUe TEXHUYECKUE udaenus. VICNonHeHus Ans pasnuyHbIX
KnMMaTu4eckux panoHoB. KaTteropuu, yCcrnoBus aKcnfyaTauuu, XpaHEeHUs U TPaHCMOPTUPOBAHMSA B YacTu
BO34ENCTBUSA KNMMATUYECKNX PaKTOPOB BHELLHEN cpebl

FOCT P UCO 8600-6—2012 OnTuka u ontudeckme npudopbl. MeanumHcKne SHAOCKOMbI U 3HAOTepa-
nesTuyeckue npubopsl. Yactb 6. TepMuHbl 1 onpeaeneHuns

FOCT P UCO 13485-2004 Usgenua meanunHckue. CucteMbl MeEHEMKMEHTa kayecTBa. CUCTEMHbIE
TpeboBaHua AN Uenei perynupoBaHus

FOCT P NCO 13683—2000 Ctepunusauma MEAMLMHCKOM nNpoaykumn. TpeboBaHUS K Banuaauum u TekyLle-
MY KOHTPOO. CTEPUNU3ALMA BNAKHLIM TENMOM B MEANLIMHCKUX YUPEXAEHUSIX

FOCT P UCO 15223-1-2010 UN3genua meanumHckne. CUMBOSbI, MPUMEHSEMbBIE NPU MapKUPOBaHUK Ha
MEAULMHCKUX N34eNnaxX, STUKETKaxX N B CONPOBOAUTENLHON AOKyMeHTauun. YacTe 1. Obwme TpeboBaHusa

FOCT P 50267.0-92 (M3K 601-1-88) N3aenua meauumMHckue anekTpuyeckue. Yacto 1. Obuwme tpebo-
BaHus 6e30nacHOCTH

FOCT P 50267.0.2—-2005 (M3K 60601-1-2:2001) Uspenua meauumHckue anektpudeckue. Yactb 1-2.
Obwue TpeboBaHua 6€30NacHOCTU. DNEeKTPOMAarHUTHas COBMeCTUMOCTb. TpeboBaHUA U METOAbI UCTIbITAHUI

FOCT P 50444-92 Mpubopel, annapatbl 1 060pyaoBaHue MeauumHckne. ObLwme TexHu4Yeckme ycnosus

FOCT P 51318.11-99 (CUCIIP 11-97) COBMECTUMOCTb TEXHUYECKUX CPEACTB INIEKTPOMArHUTHas.
Paanonomexu MHAYCTpUanbHbIE OT NPOMBILLNEHHBIX, HAYYHBIX, MEAULMHCKUX U BbITOBbIX (MHMB) BbICOKO-
YaCTOTHbIX YCTPONCTB. HOPMBI U METOAbI UCNLITaHWIA

FOCT P 51609-2000 Nsgenua meguyuHckme. Knaccudukaumsa B 3aBUCMMOCTM OT NOTEHUMAanbHOro
pucka npuMeHeHusi. O6uwme TpeboBaHus

FOCT P 53469-2009 (MCO 8600-1:2005) OnTuka U onTu4eckne npudopbl. SHAOCKOMbI U NPUGOPHI
3HAOTEepaneBTMYECKUEe meaunumHckmne. Yactb 1. O6wme TpeboBaHua

M3paHue ocbuumansHoe
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FOCT P 55719-2013 TpebGoBaHus K COAEPXAHUIO U OPOPMIEHUI0 TEXHUYECKUX 3a4aHUIA AN KOH-
KYPCHOW AOKYMEHTauuu Nnpu NPOBEAEHWM FOCYAApPCTBEHHbIX 3aKYMOK BbICOKO-TEXHOIOTMYECKOr0 MeAULMH-
ckoro o6opyanoBaHusi

FOCT P M3K 60601-1-2010 U3pgenusa meauuuHckue anekrpuyeckue. Yactb 1. O6wme TpeboBaHus
06e30MacHOCTU C y4ETOM OCHOBHbIX (DYHKLIMOHANbHbIX XapakTepUCTuK

FOCT P M3K 60601-2-2—2006 M3genusa meauuuHCKME anekTpuyeckue. Yactb 2. YacrtHble TpeboBaHus
6€e30MacHOCTU K BLICOKOYACTOTHBLIM SIEKTPOXUPYPIMYECKUM annaparam

FOCT P M3K 60601-2-18-2014 Uspenusa meauumHckue anektpudeckue. Yactb 2-18. YacrHble Tpebo-
BaHUs 6€30MacCHOCTN C y4ETOM OCHOBHbIX (DYHKLIMOHATBHBIX XapakTePUCTUK K S9HAOCKONMYECKOM annaparype

MpumMmedaHue — lNpu Nonb3oBaHWM HACTOSILLMM CTAHAAPTOM Lienecoobpa3sHo NpoBepUTb AeACTBUE CChi-
NOYHBIX CTaHAapToB B UHGOPMaLUOHHOW cucTeMe obLlero nonb3oBaHUs — Ha oduLManbHOM caiite defepanbHoro
areHTcTBa Mo TEXHUYECKOMY PEryriMpoBaHuio U METPOSIOMUU B CeTU MHTEPHET UMK Mo eXerofHoMy UHOpPMaLMOHHOMY
ykasarenio «HauvoHarnbHble cTaHgapThbli», KOTOPLIA ONyGrnMKoBaH No COCTOSIHUIO Ha 1 SHBaps TeKyLUEro roga, U no Bbi-
nyckam eXeMeCsiHHOTro MHMOpPMaLMOHHOMO ykasaTens «HauvoHanbHble cTaHAapThl» 3a Tekylwuid rog Ecnu 3ameHeH
CChIMOYHbIN CTaHAApT, Ha KOTOPLIA AaHa HejaTMpOBaHHas CChifika, TO PEKOMEHAYETCS UCNOofb3oBaTh A eiCTBYIOLLYIO
BEpCMIo 3TOro CTaHAapTa ¢ YYETOM BCEX BHECEHHbIX B JaHHYI0 BEpCUI0 U3MeHeHUA. Ecnu 3aMeHeH CChbINoYHbIA CTaH-
ZlapT, Ha KOTopblii AaHa faTUpoBaHHasA ccblflka, TO PEKOMEHAYETCA MCMoNb3oBaTk BEPCUIO 3TOTO CTaHAapTa C yKasaH-
HbIM BhILLE FOAOM YTBEPXAEHUS (NPUHATMA). Ecnu nocne yTBEpXAEHWUS HACTOSILLEro CTaHfapTa B CChINIOYHLIA CTaH-
[apT, Ha KOTOpblid faHa AaTMpoBaHHasi cchiflka, BHECEHO W3MEHEHUWe, 3aTparuBaroliee NofoXxeHue, Ha KOTopoe AaHa
CCbINKa, TO 3TO MONOXEHWe peKoMeHAyeTCs NpUMeHsTb Be3 ydeTa AaHHOro U3MeHeHUs. Ecnu CCbINMoYHbIA cTanaapT
OTMEHeH 6e3 3aMeHbl, TO MOMOXEHNe, B KOTOPOM JaHa CCbiflka Ha Hero, PeKOMEHAYETCA NPUMEHATL B YacTu, He 3aTpa-
rMBatoLLelt 3Ty CChINKY.

3 TepMuHbI M onpegeneHus

B HacToswweM cTaHgapTe npuMeHeHbl TepMuHbl no FOCT P NCO 8600-6, FTOCT P M3K 60601-2-18,
a TaKkKe cneaylowme TePMUHbLI C COOTBETCTBYIOLIMMU ONpeaeneHnsiMm;

3.1 nocTtaBwukK: Puanyeckoe unu puamyeckoe nuuo, soictasnsaoliee OHCHS Ha Topru.

3.2

npeaycMoOTpPeHHOe NpuMeHeHue/npeaycMOTPeHHOe Ha3HaYeHue: Mcnonb3oBaHue nsaenus, npo-
Lecca Unu ycrnyru B COOTBETCTBMU C TEXHUHMECKUMU XapaKTEPUCTUKAMM, UHCTPYKUMAMU U UHAOPMALMEN,
npeaocTaBnsAeMOli NOCTaBLUMKOM.

[FTOCT P M3OK 60601-1-2010, ctatba 3.44]

3.3

MEeHeMKMEHT pucka: CMcTeMaTUHECKOe NPUMEHEHNE NPUHLUMNOB MEHEMKMEHTA, NpoLeayp U MeTo-
[0B K 3ajla4aM aHanu3oB, OLEHUBAHWE U YNPABNEHUS PUCKAMM.
[FTOCT P M3OK 60601-1-2010, ctatba 3.107]

3.4

danin MeHemKMeHTa pucka: COBOKYNHOCTb 3anucen U Apyrux 4OKYMEHTOB (He 06s3aTenbHO B3au-
MOCBSI3aHHbIX), CO34aBaEMbIX B MPOLIECCE MEHEAKMEHTA pUCKa.
[FTOCT P M3K 60601-1-2010, ctatba 3.108]

3.5

SHAOCKOIM (ENDOSCOPE): MeauumHckuit npubop, UMeIoLWnin YCTPOWCTBO Anst HabnioaeHus:, co-
Jepxallee Unu He cogepxkallee OnTUYECcKUe 3NEeMeHTbl, BBOAUMbIN BO BHYTPEHHUE MOSIOCTU M OpraHbl Ye-
noBeka 4Yepe3 eCTEeCTBEHHbIE UMK CO3/1aHHbIe XUPYPrMYECKUM CrnocoBOM KaHanbl Ans npoBejaeHus obcne-
[OBaHMWSA, ANArHOCTUKU UNK NeYeHus.

MpumedaHue 1—3HOOCKOIMbLI MoryT 6biTh XECTKUMU, TMEKUMW UNKU KancyrnbHOrO TUNa, Kaxabli U3 Ko-
TOPLIX MOXET WMETb pasnuyHble CUCTEMbl CbeMa W30bpaxeHusi (HanpuMep, C MOMOLULIO FIMH3 UMW SMNEKTPOH-
HbIX/yNBTPa3BYKOBbLIX AaTUYMKOB) U pasfnUdHble CUCTEMbI Nepefiadn U3obpaxeHun (Hanpumep, onTUYECKUe C MOMOLLbLIO
TIVNH3 UU CBETOBOAOB, UMK areKTPUYEeCcKMe/aneKTPOHHbIe).

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

3.6 UICTOYHMK cBeTa: DnekTpuyeckoe usgenue, NpUMMeHeMoe Ans O0CBELLEHUS BHYTPEHHEN NOMNoCTU
opraHuama 4ernoBeka C Lenbto NonyvyeHuss MakCumanbHON MHOPMaTUBHOCTU UCCIEAYEMOTO OpraHa.

3.7 anpoBugeokamepa: MeauumHckuin npubop, NpeaHa3HaAYEeHHbIN ANS BbIBOAA HA 3KpaH BUAEOMO-
HUTOPA LBETHOrO M306paXkeHns onepaLMoHHOTO NOJIst OT PasfMYHbIX 3HAOCKOMMYECKMX annapaToB npu npo-
BEAESHUWN XUPYPrMYECKUX onepaumii 1 AMarHoCTUHECKUX MaHUNYNSLUA.
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3.8 uHCcydnaTop: ONEeKTPOHHbLIA NPUOOP, NpeaHasHa4YeHHbl ANS CO34aHMA U NOALEpPXKaHWA aaBne-
HWA 3@ CYET HarHeTaHWA YrNeKUCRoro rasa BO BHYTPEHHIO MOMOCTb NauueHTa npu pasnuyHblX 3HAOCKOMU-
YeCKWX BMeLLaTenbCTBax.

3.9 werisep (Mukpoaebpuaep): VHCTpyMEHT ANA PMHOCKOMWUM U apTPOCKONUU CO CMEHHbIMU PEXy-
MMM HacagKkamu.

3.10 acnuparop-uppurarop: MeauUMHCKWI 3HAOCKOMUYECKMiA Npubop, npefHasHadYeHHbI Ans nogayun
hM31ONOrM4ECKOro pacTeopa B ONepupyemMyto NosioCTb NaumeHTa AnsA NpoMbIBaHMsA 1 0TCOCa O0TPabOTaHHOro pac-
TBOpPA MpW SHAOCKOMMYECKNX BMELLATENbCTBAX.

3.11 aHgocKonNUYeCcKui oTcoc: SHZockonudeckoe obopyaoBaHue, npegHasHavyeHHoe Ans ycTpaHe-
HUA U3 NOBPEXAEHHbIX TKAHEN Pa3fIMYHOTO PoAAa BbIAEMNEHUIA NPU XUPYPIMYECKUX BMELLATENbCTBAX M SHAO-
CKOMUYECKUX NpoLieaypax.

3.12

BbICOKOYACTOTHLIN XMPpypruyecknmii annapar: MeauUMHCKOE SNEKTPUYECKOe u3genue, BKMo4as
COMYTCTBYIOLUME MPUHAATIEXHOCTM, NPEAHA3HAYEHHOE ANSA BbINOMHEHUA XUPYPrUYECKMX OnepaLuii, Takux
KaK pesaHue Unu KoarynupoeaHue GMOonornieckux TkaHei ¢ MOMOLLLIO TOKOB BbICOKOW YacToThl.

[FOCT P M3K 60601-2-2—-2006, cTatbs 2.1.101].

3.13

HeMTpanbHbIA 3MEKTPOA: JOnekTpoa OTHOCMTENbHO GOMbLUOK Nnowaan, HaknaibliBaeMblii HA TENO
nauueHTa, npeaHasHa4YeHHbI Ans co3gaHus 06paTHOro MyTW ANS TOKa BbICOKOW 4acTOThl C AOCTATOYHO
HW3KOM NIIOTHOCTLIO TOKAa B BUONOrMYECKNX TKaHAX, BO U3bexaHne Takux pusudecknx siIBMEHUN, KaK HEXe-
naTenbHbIE 0XOrK.

MpuMedvyaHue — HeldTpanbHbIA ANEKTpod TakKe U3BECTEH MNoj Ha3BaHWAMU NacTWHa, NnacTUHYaTHIA anek-
Tpod, NaccuBHLIW, BO3BPaTHLIA, UMW paccenBatoLLi, SNeKTpos.

[TOCT P M3K 60601-2-18-2014, ctatbs 201.3.213 |

3.14

OXugaeMmbli CPOK cnyx6bl; MakcumanbHoe Bpemst nonesHoi akcnnyatauun ME U3OENNA, onpe-
AensieMoe M3roToBUTENEM.
[FTOCT P M3K 60601-1-2010, nyHkT 3.28]

4 TexHn4yeckue TpedboBaHuA
4.1 O6wue TpeboBaHUA

4.1.1 Bce npuBefeHHble B HACTOSILLEM CTaHAApTe TexHuyeckue TpebGoBaHUA SABNSIOTCA MUHUMAanb-
HbIMK. Mo cornacoBaHuio ¢ 3aKa3YMKOM B 3aBUCUMOCTH OT (PYHKLUMOHANBLHOro HasHayeHnss OHCH3 oHu mo-
ryT coaepxarb AONOSHUTENbHbIE TPeOOBaHMUA.

4.1.2 BoicTaBnsiemblie Ha Topru OHCHO3 f0mmkHbI ObiTb U3rOTOBMEHbI MO TEXHUYECKOMY 3aAaHMIO, pas-
pabotaHHoMmy B cootBeTcTBUMMU ¢ TOCT P 55719, cornacoBaHHOMY U YTBEPXAEHHOMY B YCTAHOBINEHHOM MO-
paake. T3 paspabaTbiBaeTcs 3aka3unkoM. T3 onpeaensieT npeameT pa3MeLLieHus 3akasa Ha 3akynky MO. Ot-
BETCTBEHHOCTb 3a MOJSIHOTY M AOCTAaTOMHOCTL T3 NMeXUT Ha 3akasduke. BoictaBnaemble Ha Topru OHCHO
[OSDKHLI ObITb HOBbIMM (HE ObIBLUMMM B 9IKCMIlyaTauuu), He BOCCTAHOBJIEHHBIMW W U3TOTOBJIEHbI MOCIHE
2011 ropa. KayecTBeHHble XapakTepuCcTUKM 060py0BaHUA A0MKHLI MONMHOCTLIO COOTBETCTBOBATL T3 3akas-
yuka, NnMbo NPEBOCXOAUTb UX.

Mocrasnaemelie OHCH3 aormkHbl ObITb HOBbIMU (He ObIBLUMMM B 3KCMnyaTtauuu), He BOCCTaHOBIEH-
HbIMKW ¥ U3roToBNEHHbIMKU nocne 2011 roaa.

4.1.3 OHCHO3 B 3aBMCMMOCTU OT MOTEHLMANBHOIO PUCKA NPUMEHEHUS! AOMMKHbI BbITh KNaccuuLumpoBa-
Hbl B COOTBETCTBUM C TpeBoBaHusmn FOCT P 51609 u Mpukasa M3 Pd Ne 41 ot 06.06.2012r."

HomeHknatypa nokasarenen HageXHoCTu MEAULMHCKUX U3AENUI 10IDKHA onpeaensThCsl B COOTBET-
cteun ¢ FOCT P 50444-92 (MpunoxkeHue 2) B 3aBUCMMOCTHU OT Knacca U3enus no nocrneAcTBuMaM oTkasa.

4.1.4 Bua kNnUMaTu4ecKkoro MCNOSTHEHNS U KAaTETOPUIO pa3MeLLEHUs] yCTaHaBNMBAIOT B COOTBETCTBUU C
FOCT 15150 ¢ yyetom TpebGosaHuii FTOCT P 50444 B 3aBUCUMOCTU OT MPEAYCMOTPEHHOTO NPUMEHEHUs
OHCHS.

4.1.5 TpebosaHusa k cucteme meHemkMmeHTa kavyectea OHCHO3 gomiHbl cooTBeTcTBoBaTh FOCT P
NCO 13485 ¢ yueToM ux NpegyCMOTPEHHOTO NPUMEHEHUS.

4.1.6 Nocraswmk OHCH3 pgomkeH noATBEpAUTL NPOLEAYPY MEHeKMEHTa pUcka B COOTBETCTBUU C
TpebosaHuamu FOCT P MOK 60601-1, TOCT ISO 14971 uenblo KOTOPOK AABNSIIOTCA:

" Npukas M3 PO Ne 4H oT 06.06.2012 1. «O6 yTBEpXAESHUN HOMEHKNATYPHOI KIaccudukaLmn»
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- OUEHKa BEPOATHOCTU BO3HMKHOBEHUS PUCKA ANA NALMEHTa;
- OLeHKa NOCNeaCTBUI HaHeCeHUs Bpeaa (CTeneHb TSXEeCTU HAHECEHUs).

4.1.7 O6wme TpebOBaHUA K SHAOCKONAM U 3HAOCKONMYECKOW annapatype AOIDKHbI COOTBETCTBOBATb
yctaHoBneHHbiM B FTOCT P 53469.

4.2 Tpe60BaHUA K KOHCTPYKLUMN

4.2.1 OHCH3 pomimbl ObiTb CKOHCTPYMPOBAHbI Tak, YTOObLI MPY BbINOSIHEHUN NPEAYCMOTPEHHOIO NpUMe-
HEHUS B COOTBETCTBUM C UHCTPYKLIMSIMU, NPEAOCTABNSEMbIMU NOCTABLUMKOM, PUCKM, CBA3AHHbIE C NPEeAYCMOT-
PEHHBLIM NPUMEHEHUEM, ObiNU MUHUMATTLHBIMK.

4.2.2 MNpuvHUMnbl onpeaeneHus AONyCTUMOro pucka U AONYCTUMOCTb OCTATOMHOrO pucka (PUCKOB)
JOMKHbI ObiTb YCTAHOBMIEHbLI NOCTABLLMKOM U NOATBEPXAEHbI (haiNnoM MEHEeDKMEHTA puUcka.

4.2.3 Cpeactea uamepeHus, ucnonodyemole B OHCH3, aomkHbl GbiTb NOBEPEHbI B COOTBETCTBUU C
TpeGosannamm MP 50.2.006-94 .

4.2.4 MpuHuun nocTpoeHust npubopHoro komnnekca OHCHS Ha ocHoBe (hyHKLMOHATBHbLIX GIOKOB K
cocTae hopMUPYIOT COrMacHo NpeanoyTeHusM 3akasuuka.

Bce npu6opbl AOMKHLI ObITb ONTUMU3UPOBAHLI ANt COBMECTHON paboThbl U A0MMKHbI ObITh UCMIONbL30-
BaHbl ¢ Haubonee pacnpoCTPaHEHHLIMU TUNAMU OTEYECTBEHHBIX U UMMOPTHbIX 3H0CKOMOB.

4.3 Tpe6oBaHua k npu6opHomy coctay OHCH3

4.3.1 OHCH3 pomkHbl UMETb NPMOOPHLIN COCTaB U XapakTEPUCTUKW ANS BbINOSHEHUS NPeaycMOT-
PEHHOrO MNOCTABLUMKOM HA3HAYEHUSI U MPUMEHEHNS B HOPMATbHBIX YCIMOBUSIX UX 3KCMyaTauun.

4.3.2 Npumep coctrasa OHCHO u pekomeHayemble TpeGOBaHUS K XapakTepuUCTUKaM NPUBEAEHLI B
Tabnuue 1.

Ta6bnuya 1 -Npumep coctaa OHCHS

Mpu6opbl Pexkomengyemoe TpeboBaHune

WcTouHuk ceeTa Tun

PerynupoBka spkocTu, Hanuuue
doKycuMpoBKa CBETOBOIO ny4ka, Hanu4ue
[NokasaTenu HageXHoCTu

MoLyHOoCTE MCTOYHMKa CBeTa, BT, HE MeHee
Bpems paboThl, 4, HE MEHee

Tun oxnakgeHus

BuaeomoHutop Tun MOHUTOpA

[OuaroHans, A10NM, HE MeHee

CTtaHgapt nsobpaxeHus

Yron nons 3peHus, No BEPTUKaNU/ropusoHTanm, rpag, He MeHee
cuctemsl UBeTa

PaspelueHne maTpuubl, NUKCEN, HE MEHEE

Buaeo Bxoabl

COBMECTUMOCTb C 3HAOCKONUYECKUM 0BopyaoBaHneM 6e3 AONONHMTENbHbIX
aganTepos

3HaoBuaeokamepa Tun

Tun matpuupl

Makc. paspeLueHue, rnKkc, He meHee

CooTHoLwueHue curHan/wym, ab, He meHee

Bugeo Bbixoa

Bpewmsi roToBHOCTM K paboTe nocne BKMNIOYEHUS, CEK., HE MeHee
Bpemsa paboThbl, 4ac, He MeHee

Fabaputbl, MM

Macca, kr

Y 1P 50.2.006-94 «TocygapcTBeHHas cucTeMa oBecneqeHns equHCTBa uamepeHui. MopafoK NPoBeAEeHUS NOBEPKM
CPEACTB N3MEePEHNn»



lpodomxenue mabnuypi 1

FOCT P 56280—2014

MpunGopel

PekoMeHayemoe TpeGoBaHue

AnnaparHas cTovka

Kondurypaums (nepeaeuxHas, ctaumoHapHas, pastbopHas)
Pasmepbl NoNok (LWMpuHaxrnybuHa), Mm

Pasmepbl CTONKM (LLMPpMHAXBLICOTAXINYyOWHA), MM
OuameTp ponukos, Mm

Bec, kr, He Gonee

CTOMKOCTb NOKPbLITUSA CTONKM K Ae3UHDULUMPYIOLLIMM pacTBOpam
Hanuune: aHTUCTATMUYECKMX POMNMKOB C (puKkcaTopamm,
nonok,

Aepxarens kKamepbl,

aepxarensa CO,,

6noka NUTaHuA C NAHErbLI0 U po3eTKamu,

kaGernbHbIX KaHANoB,

KPOHLUTENHA ANA MOHUTOPA,

BbIHOCHOTO AepXaTens A40NONHUTENBHOIO MOHUTOpA.

3Haockonbl

Tunbl
Yrnbl N0ons 3peHus, rpag

3HA0CKONUYECKNI OTCOC

Hopma pacxoaa Bosgyxa, NI/MUH., HE MEHee
Ob6bem, n
MapameTph! anekTponutanus, B/My

WHcydnsTop

Ivana3soH noaaep>xMBaemMoro AaBrneHusl, MM. pT. CT., OT... A0...
CkopocCTb nogavu rasa, n/MuH, oT... Ao...

MakcumanbHbIi NOTOK ra3a, nN/MuH.

BxoaHoe pasneHue, MMa

MoTpebnsemas MOLWHOCTL, BT

FabaputHble pasMepbl, MM

Macca, kr

LLleriBep ansA ucnons3oea-
HUA B HENPOXUPYPTUK

Tun

Pexum BpaLueHus

YacroTa BpauleHusi, 06/MuH, OT...10...
CraTtuyeckuii Bpawawmm MOMEHT, MH-M

Acnupatop-uppuratop

Tun

MoTpebnaemas MOLHOCTL, BT

Lasnenue, MM. pT. CT.:

Ha Bbixode uppuraropa

Paspspkenune, MM. pT. CT.:

Ha BbIxoAe acnuparopa

IvanasoH noaaepXxvBaemMbiX PpacXofoB XUAKOCTU, MI/MUH, OT... A0...
Bpems ycraHoBneHuss paboyero pexxuma, cek

BbICOKOUACTOTHbIN XUPYP-
rmyeckuin annapar

MouwHocTb, BT, He Gonee

PexumMbl pezanus

HomuHanbHas 4acToTa pe3aHus NPy peXxxumax pesaHus u koarynsiuuu, Bt Ha
OM, He meHee

MakcumanbHoe HanpskeHue, B, He Gonee, (Npu pexxuMax KoarynsiLum u pesa-
HUA)

FaGaputbl, MM, He Gonee

Bec, kr, He Gonee

Hanuuwue: uucpposon nHAUKaLMN AMANa3OHOB PErynMpoBaHuUs U BbIXOAHbIX
napamMeTpos,

aBTOMAaTM4YECKOro KOHTPONA BbIXOAHOIO HaNpPsXKeHus,

KOHTPOIS HEWTPANbHOIO 3NEeKTPoAa,

peXxxuma caMoTeCTUPOBAHUSA C Bbigayen koaa owmbku,

aBTOMAaTMYECKON cMcTembl 6€30NacHOCTU, OTKMOYAIOLLEN KOarynaTop npu
npeBbiLeHMK NnapaMeTpos 6€30MacHOCTU C NPeAYNPEXAAIOLLMMU U 3BYKOBLIMM
curHanamm
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MpunGopbl PekomeHgyemoe TpeboBaHune

HeitpanbHbit anektpoa | Tun
NNOLWAAbL KOHTAKTA, CM°, HE MeHee

MotopHas cuctema ana | Hanuune MOTOpPHOro 6noka ¢ ueHTpanu3oBaHHbIM ynpaBneHuem
HENpPOXNPYpPrumn HanpsikeHue, B, oT... go...
YacroTa, 'Y, OT... A0 ...

Hepxatenb Ana Henpo- | Hanuumne dukcaumm u XecTkoro yaepivBaHusi JKECTKMX U TMOKMX 3H0CKONOB
Xupyprum

Hab6op Hewpoxupypru- Mo npeayCMOTPEHHOMY NPUMEHEHUIO U HA3HAYEHUIO NOTPEOHOCTEN 3aka3vuka
YECKUX MHCTPYMEHTOB

Cucrema ansa UHTpao- MuHuManbHbIA pacxoa, MUH. Ha 1. XUAKOCTU

nepauuoHHOro Npombl- | FabaputHble pasMepsbl, MM

BaHUS NMH3 3HAOCKONOB | Bec, kr, He Gonee

Hanuuue obecnevenus dasbl 0MUCTKM NMH3 Be3 NpepbiBaHUS onepaumn

Kabernun n yctpoincrea Tvn

Ana noacoeaAnHeHus COBMECTMMOCTb C 3HAOCKONaMu
9HAOCKONUYECKOW anna- | HanpspkeHuwe UCcTouHuka nutadus, B
paTtypsbl Yacrora, 'y,

Tun 3aWmThI OT BIEKTPOLLIOKA, KNnace
CTeneHb 3aLmThl OT 3NEKTPOLLOKA NPUCOEANHAEMBIX MHCTPYMEHTOB, TUN

Oxxmngaemblin CPOK CNYXObl, NET, HE MEHEE

MpumMmeyvaHusn

1 Popmupys TpebGoBaHWA TeHAEPHbIX 3aKyrnoK, 3aKa34vuK JOMKEH PYKOBOACTBOBATLCA 3afavaMu NPEAyCMOTPEHHOro Npu-
MeHeHus/HaszHa4eHnss OHCHO B MeJMUUHCKOM YUpeXaAeHUN.

2 [lonyckaeTcsa BKOYEHUE M/UMK UCKITIOYeHWe pekoMeHayeMblx TpeGoBaHuil B TeHaepe Ha 3akynky OHCHO, npuse-
AeHHbIX B Tabnuue 1, No cornacoBaHuto ¢ 3aKasvyMkoM B COOTBETCTBUM C NPEAYCMOTPEHHBIM NPUMEHEHUEM B MeaU-
LIMHCKOM Y4PEXAEHUMN.

MepevyeHb HOPMATUBHLIX AOKYMEHTOB, KOTOPbIM AOSDKHbI cooTrBeTcTBOBaTb OHCHO, npuBeaeH B
npunoxenun b.

4.4 TpeGoBaHUA K MaTepuanam

4.4.1 KomnoHeHTbl OHCHO, koTopbie npeaHa3HaYeHbl ANA HeNOCPEACTBEHHOrO KOHTaKTa ¢ nauueH-
TOM W/MNU ONepaTopoMm, AOMKHbI ObiTb U3rOTOBMNEHbI U3 HETOKCUYHLIX MaTEepUarnoB, HE Bbi3bIBAKOLMX an-
nepruyecknx peakuuii Npu MCNonb30BaHUU NO NPEeAYCMOTPEHHOMY HA3HAYeHUIO, U ObiTb pa3peLUeHHbIMU K
npuMeHeHuto opraHamu PocnoTpe6Haasopa.

4.5 Tpe6oBaHus K 3aliUTe OT 3arpA3HEHUN

4.5.1 OHCHO3 pomkHbl 6bITb YCTOWUMBLI K cTepunu3auuu no NOCT P NCO 13683.

4.5.2 KOMNOHEHTbI ONTUYECKOW CUCTEMbI NOCNE NPOBEAEHUSA Onepauun AOIDKHLI NoaBepraTbca 06-
paboTke C UCNoNb30BaHMEM aHTUCENTUYECKUX U MOIOLLMX PACTBOPOB C NOCNEAYIOLLEN CYLUKOW.

JMH3bI 3HAOCKONMOB AOIDKHLI 0OpabaTbiBaTLCA cneunanbHOM NacTon, PeKOMEHA0BAHHOW NOCTABLLMKOM,
ANA NpeaoTBpaLLeHns Ha HUX pa3BOAOB.

4.6 Tpe60oBaHusA YCTOMYMBOCTU K BHEWHUM BO3AEUCTBYIOWUM (PaKkTopam

4.6.1 OHCH3 pomkHbl yaoBneTBOpATL 00LWMM TPeOOBaHUAM K BHELUHUM BO3JAEMCTBYIOLUMM (DaKTO-
pam, ycTaHOBNeHHbIM B cTaHaapte FTOCT P M3OK 60601-1, yacTtHeim TpeboBanuam no MOCT P M3K 60601-
2-18 u'OCT P 50444.

4.7 Tpe6oBaHusi 6€30NaCHOCTH

4.7.1 JomkHbl npumeHaTbes obme Tpebosanua GeszonacHoctn no MOCT P 50267.0, TOCT P M3K
60601-1 1 yacTHble TpeboBaHus 6e3onacHOCTU K dHa0CKonM4Yeckon annaparype no FOCT P M3K 60601-2-18.
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4.7.2 YactHble TpeGoBaHus 6GesonacHocTu npu paboTe C 3SNEKTPOXMPYPruyecKMMM annapatamu
AOIDKHbI COOTBETCTBOBATL YCTAHOBMNEHHLIM B TOCT P MOK 60601-2-2.

4.7.3 TpeboBaHua K 3nekTpoOMarHUTHOW coBmecTumocth OHCHO3 ycranaenueawT no FOCT P
50267.0.2.

4.7.4 TpebosaHua k nomexoycronunsoctn OHCHS — no FOCT P 50267.0.2.

4.7.5 TpeboBaHUs kK COBMECTUMOCTM TEXHUYECKUX cpeacTB ycrtaHasnueaioT no MOCT P 51318.11 u
FOCT P M3K 60601-2-18.

4.8 Tpe6oBaHNA K MAPKUPOBKE, YNAKOBKE, TPAHCMOPTUPOBAHUIO U XPAHEHUIO

4.8.1 Ha cocraBHble yactu OHCHO gomkHa ObITb HAHECEHA CTOMKasA MapKMpoBKa ¢ 0003HaYeHnsIMuU
no FOCT P M3K 60601-1 co cneayowmmMm AONOSTHEHNEM:

CUMBOSbI, MPUMEHAEMbBIE MPU MAPKUPOBAHMU HA MEAULMHCKUX u3aenuax B coctase OHCHOS, Ha aTu-
KeTkax u B ConpoBoauTensHon gokymentayumn — no NOCT P UCO 15223-1 u TOCT P M3K 60601-2-18.

4.8.2 TpeboBaHMs K YMaKOBKE, TPAHCNOPTUMPOBAHUIO U XpaHeHuto — no NOCT P 50444-92 (pasaen 8) u
FOCT P M3K 60601-1.
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MpunoxeHve A
(cnpaBo4HoEe)

Mpumep onepaunoHHON HEMPOXNPYPTUYECKON CTONKM C HABOpPOM 3HAO0CKOMNOB
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Mpunoxexnue b
(o6sa3arenbHoe)

MepeyeHb HOPMATUBHLIX AOKYMEHTOB, KOTOPbIM AOMXHbI COOTBeTCTBOBaTL OHCHY

Tabnuya B.1

O6o3HayeHne

HaumeHoBaHWe

FOCT ISO 14971-2011

Usnenus meauumHckne. MpuMeHEHNe MeHeAKMeHTa pucka K MeauuvH-
CKUM uspgenudam

roCT 15150-69

MawwuHbl, NpuGopbl M ApyrMe TexHUdeckne usaenua. McnonHewua ans
pasnUUHbIX KNMMaTMYECKUX paiioHOB. KaTeropuu, ycnosus akcnnyaTauum,
XpaHeHUsi U TPaHCMOpTUPOBaHUA B 4YacTu BO3AEWNCTBUS KIMMaTUHECKUX
¢pakTOpOB BHELLHEW cpeabl

FOCT P UCO 8600-6-2012

OnTtuka u onTuyeckue npubopbl. MeanLUMHCKME 3HAOCKOMBI U 3HAOTepa-
nesTudeckne npubopel. Yactb 6. TepMuHbI U onpegeneHus

FOCT P UCO 13485-2004

Uspenua MepuuuHckue. CUCTeMbl MeHefkMeHTa kavecTBa. CUCTEMHble
TpeboBaHuUA ANA Leneil perynuposaHus

FOCT P UCO 13683-2000

CTepunusaumsi MeauLMHCKol npogykuun. TpeboBaHUs K BanuaaLmmn 1 Tekylle-
My KoHTponnto. CTepunusaLust BNaxHsIM TEMNOM B MEANLIMHCKUAX YYPEXAEHMUSIX

FOCT P UCO 15223-1-2010

Usgenua mepuumHckne. CMMBONLI, NPUMEHSAEMblE NPU MapKUpoOBaHUM Ha
MEAULMHCKUX M3[enusaX, STUKETKax U B COMPOBOAUTENLHON [OKYMeHTa-
umu. Yacte 1. Obwme TpeboBaHus

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

Napenua mepuuuHckue anektpudeckue. Yactb 1. Obwme TpebosaHus
6esonacHocTU

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

Napgenua mepuumHckue anektpudeckue. Yactb 1-2. Obwme TpeboaHus
6esonacHocTW. JnekTpoMarHUTHas COBMECTUMOCTb. TpeboBaHus U MeTo-
Obl UCMbITaHWIA

[OCT P 50444-92

MpuBopel, annapaTel U 06opyaoBaHue MeauLmnHckue. ObLLUe TeXHUYeckue
ycrnoBus

FOCT P 51318.11-99
(cmncenpe 11-97)

COBMECTUMOCTb TEXHUYECKUX CPEACTB 3NeKTpoMarHutHasa. PaguonoMmexu
MHAYCTpUasibHble OT MPOMBIWNEHHBIX, HaYYHbIX, MEAULMHCKUX N GBITOBBIX
(MHMB) BbICOKOYACTOTHbIX YCTPOUCTB. HOpMbI M METOA LI UCNBITAHWIA

[OCT P 51609-2000

M3penua MeguumHckue. Knaccudukaumsa B 3aBUCMMOCTU OT NOTeHLMarnb-
HOrO pUcka npuMeHeHusi. O6wme TpeboBaHUs

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

OrTuka 1 onTudeckue Npudopel. SHZOCKOMNLI M NpuBopbl SHAOTepaneBTUYe-
ckue MeauumHekue. YacTs 1. O6ume TpeboBaHus

TOCT P 55719-2013

TpeGoBaHus K cofepXaHuio U ohOPMIIEHNIO TEXHUYECKUX 3aAaHuil ans
KOHKYPCHOI [OKYMEHTaLun Npu NpoBef€HUU FOoCYAapCTBEHHLIX 3aKyNoK
BbICOKO-TEXHONOrMYECKOro MeguuuHcKoro o6opysoBaHust

FOCT P M3K 60601-1-2010

U3genua meauuuHckue anekTpudeckuwe. Yacte 1. Obwme TpebosaHuA
6e30NacHOCTU C YY4ETOM OCHOBHbLIX (PDYHKLIMOHANBbHLIX XapaKTepUCTUK

FOCT P M3K 60601-2-2—2006

U3genua MeauuuHckue snekTpudeckue. Yactb 2. YacTHble TpeboBaHus
6€30MacHOCTM K BbICOKOYACTOTHLIM 3NEKTPOXUPYPrUYEeckM annaparam

FOCT P M3K 60601-2-18-2014

Uspenua mepuuuHcKMe anekTpudeckue. YacTb 2-18. YacTtHble Tpebosa-
HMS 6e30NacHOCTU C y4ETOM OCHOBHBIX (PYHKLMOHANBHBIX XapaKTepucTuk K
3HAOCKOMMYECKO annapaType
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