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Mpegucnosne
CBefleHnsa o cTaHpapTe

1 PA3BPABOTAH OTKpbITbIM aKuMOHEpHbIM 06LWwecTBOM «TKC-0MTuka» COBMECTHO C NOAKOMUTETOM
MK 5 «Mukpockonbl 1 3HAO0CKOMbI» TexHnuyeckoro komuteTta TK 296 «OnTuka n ontuyeckme npnoéopbi»

2 BHECEH YnpaBneHueM TexXHWYecKOro peryivposaHus W cTaHgaptusauun ®denepanbHOro
areHTCcTBa Nno TeXHMYECKOMY perympoBaHuio U MeTposiorum

3 YTBEPX/EH VI BBEAEH B AENCTBWE [pukasom ®efepanHOr0 areHTCTBa N0 TEXHUYECKOMY
perynnpoBaHuio 1 MeTponorum ot 26 Hosbpsa 2014 r. Ne 1883-cT

4 B HacTOflLLeM CcTaHgapTe peasn3oBaHbl HOpMbl PefepanbHOro 3akoHa OT 27 gekabpsa 2002 r.
Ne 184-®3 «O TeXHUYECKOM perynnposaHum»

5 BBEJEH BIEPBbIE

MpaBuna nNpyMeHeHUs HacTosALWero craHgapTa ycTaHosnewol B FOCT P 1.0—2012 (pasgen 8).
WNHdopmauymsa 06 nameHeHusx K HacTosALWeMy CTaHAapTy Ny6nkyeTcs B eXXerogHom (Mo CoCTOAHMIO Ha
1aHBaps TeKyL,ero roga) MHhopMaLnoHHOM ykasaTene «HaunoHanbHble CTaH4apThi». a opuymnanbHblii
TEeKCT M3MEHeHW N NONpPaBOK - B €XeMeCA4YHOM MHAOPMAaLUVOHHOM yKkasaTesne «HaunoHanbHble CTaH-
fapTbi». B cnyyaB nepecmoTpa (3amMeHbl) MMM OTMEHbl HACTOSLLEr0 cTaHAapTa cooTBeTCTBYylLee
yBefiomneHne bygeT ony6/MKoBaHO B 6amxaiilem Bbinycke MHMOPMAaLMOHHOIO ykazaTens «HaunoHanb-
Hble cTaHfapTbi». COOTBeTCTBYWLWan nHhopmauus, ysefoMIeHne N TeKCTbl pasMmeLlarnTCcsa Takke B
MHhOpPMaLMOHHOI cucTeme 06Lero nNofb30BaHNa - Ha omunansHOM caiTe PefepasibHOro areHTCcTBa
N0 TEeXHNYECKOMY PerynmpoBaHuio n MoTposorum B ceTun NHTepHeT (gost.ru)

©CtaHgapTuHdopm, 2015

HacTosiymii ctaHfapT He MOXeT ObiTb NOSIHOCTbI0 UM YACTUYHO BOCMPOM3BEAEH, TUPAXMPOBaAH U
pacnpocTpaHeH B kayecTBe oguuManbHOro u3gaHus 6e3 paspelleHnss ®efepasibHOro areHTcTBa no TeXHU-
4YeCKoMy perysiMpoBaHuio U MeTPOIOrum
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BeepeHve

HacTosAwmii ctaHgapT ycTaHaB/MBaeT OCHOBHblE TPEGOBAHUS, KOTOPbIE AO/DKHbBI COAEPXATbCSA B TEX-
HUYECKUX 3afaHuaX A1s rOCYAApPCTBEHHbIX 3aKymok Ha onepauuoHHble Helpoxupypruyeckne CTOWKU C
HabopOM 3HOCKOMNOB.

Mpv NpoBeAEHUN KOHKYPCHbIX TOPrOB B TEHAEPHbIE 3afaHns N0 3aKynke onepalyoHHbIX HEeNpoxXmpy-
pUYeckux CToek B psige c/lydaeB BKIHOYAOT TeXHUYeckne TpeGoBaHWUsi, He COOTBETCTBYIOLME HA3HAYEHUIO
3aKynaemoro o6opyfoBaHusa: 1160 U3NNLWHE KOHKPETU3NPOBAHHbIE U M36bITOYHbIE, NN60 KOCBEHHO OTHO-
cAWMEcs: K X NoTpeduTeNnbCKUM CBOWCTBAM.

HacTosilwmii cTaHAapT MMeeT Lenblo YynopsfoyMTb CAOXKMBLUYIO NPaKTUKY MOATOTOBKU TEXHUYECKUX
TpeboBaHuWil AN roCy[apCTBEHHbIX 3aKyMoK.

MexayHapoAHbIX aHa/I0f0B CTaHAApTy He cyllecTByeT. CTaHAapT oTpaxaeT cneunuduky oTeyecTBeH-
HbIX (DOPM rOCY[apCTBEHHbIX 3aKyMOK BbICOKOTEXHOOMMUYECKON MEAULMHCKOW TEXHUKM N MOXET ObITb TOSb-
KO HaUMOHa/bHLIM OKYMEHTOM.
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HALUWOHA/NIbHbBIN CTAHOAPT POCCUMNCKOWN OGELEPALUMU

N3penus MefuumMHCKMe 3fekTpuyeckne
CTOWNKWN OMNEPALUNOHHbIE HEMPOXUPYPIMUECKUE C HABOPOM OHAOCKOMNOB

TexHuyeckue Tpe6OBaHVI9~I Anda rocyoapCTBeHHbIX 3aKynok

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

[ata BBegeHns — 2015—09—01

1 O6nacTb NPUMEHEHUS

HacTosiwwmii ctaHfapT yctaHaB/ivMBaeT obuime TpeboBaHMSA K NOATOTOBKE NPOBEAEHUSI rOCYAapCTBEH-
HbIX 3aKymnoK mMeAuuuHckoro o6opygoBaHusa (MO): onepaunoHHbIX HEepOoXMPYPruyeckux cToek ¢ Habopom
3Hpockonos (ganee - OHCHDY).

HacToswwii cTaHAapT SBNSETCA YacTHbIM CTaHA4apTOM no oTHoweHuto kK FTOCT P 55719.

CTtaHfapT pacnpocTpaHsaeTcsa Ha Topru no rocygapCcTBeHHbIM M MyHUUMNANbHbIM 3akynkam MO ans
oKasaHuss MeuLUUHCKO nomolyn. CTaHAapT He pacnpocTpaHsAeTcs Ha HerocyapcTBeHHble 3akynku MO.

HacToawmin ctaHgapT pacnpocTpaHaeTcs Ha onepauyoHHble HEMPOXMpPYpPruyeckme CToliku ¢ Habopom
3HA,0CKOMOB, NpefHasHayeHHble ANA NHTpaonepaLyoHHOro KOHTPOISA KIUNMUPOBaHUSA aHeBpU3Ma, yaaneHus
U Xnpypruyeckoro neyexHus. CtaHaapT ycTaHaBAMBaeT TEXHUYECKME TpeboBaHNS K HUM AN rocyfapCTBeEH-
HbIX 3aKymnoK.

Tpe6oBaHNsi cTaHAapTa He pacnpoCTPaHATCA Ha Habopbl HEpPOXUPYPrUYEecKMX WHCTPYMEHTOB U
NPUHAANEXHOCTM A8 NPOBEAEHNS XNPYPruyecknx onepauui.

Mpumep onepawunoHHOK HelpPOXMpPypruyeckoin cToliku ¢ HabopoM 3HAOCKOMOB NPUBELEH B NPUIOXKe-
Hun A.

2 HopmaTuBHbIe CCbIIKA

B HacToswem cTaHAapTe MCnosib30BaHbl HOPMATUBHBIE CChISIKM Ha criegylowme ctaHaapTbl:

FOCT ISO 14971-2011 W3penua MeguumHckue. NMpUMeHeHne MeHe)XMeHTa pucka K MeauunHCKUM
n3genuam

FOCT 15150-69 MawwuHbl, Nnpubopbl 1 Apyrve TexHuyeckme nsgenus. VicnonHeHus AN pasnnuHbIX
KTMMaTUYeCcknx paioHoB. Karteropum, ycnoBus aKcrayatauuu, XpaHeHus W TpaHCnopTUpOBaHWA B 4YacTu
BO3[eNCTBUA KNMMaTnyeckux hakTtopos BHELUHENR cpefpbl

FOCT P NCO 8600-6-2012 OnTuka 1 onTuyeckme npubopbl. MeauLMHCKMe 3HAOCKOMNbI U 3HAOTepa-
nesTnyeckvne npubopsl. YacTb 6. TepMuHbl 1 onpegenexns

FOCT P UCO 13485-2004 WN3penusa mepuuuHckme. CuUcteMbl MeHemKMeHTa KavectBa. CUCTEMHble
TpeboBaHua ANs Lenein perynmpoBaHus

FOCT P UCO 13683-2000 Ctepunusauus MegvuMHCKON npoaykuun. TpeboBaHus K Bangauuy n Tekylle-
My KOHTpOst0. CTepunusaums BnaxHbIM TENOM B MEANLIMHCKUX YUPEXAEHUSAX

FOCT P NCO 15223-1-2010 M3penus meguumHckme. CUMBO/IbI, MPUMEHSAEMbIE NMPU MapKMpoBaHUM Ha
MeULMHCKNX U3[EeNUsIX, 3TUKeTKaxX U B CONPOBOAMUTENbHOW AoKyMeHTauun. YacTb 1. O6Lume TpeboBaHms

FOCT P 50267.0-92 (M3K 601-1-88) N3penusa meanuuHckue anektpudeckue. YacTte 1. O6wue Tpebo-
BaHWsA 6e30nacHoCTH

FOCT P 50267.0.2-2005 (M3K 60601-1-2:2001) N3genusa meguumHckue anektpuyeckne. Yactb 1-2.
O6wue TpeboBaHns 6e30NacHOCTN. DNEKTPOMarHUTHast COBMECTUMOCTb. TpeboBaHNA U MeTo/bl UCMbITAHWIA

FOCT P 50444-92 Mpubopsl, annapaTbl 1 060pyfoBaHne MeguumHckue. O6LLne TeXHUYeckne ycioBus

FOCT P 51318.11-99 (CUCTIP 11-97) COBMEeCTUMOCTb TEXHUYECKMX CPEACTB 3/IEKTPOMAarH1THas.
Pagvnonomexn nHaycTprasbHble OT MPOMbILAEHHbIX, HAYYHbIX, MeAULMHCKUX U 6biToBbIX (MHMB) BbiCOKO-
4aCTOTHbIX YCTPOWCTB. HOPMbI 1 METOAb! UCTbITaHWIA

FOCT P 51609-2000 Wspgenuns meguumHckne. Knaccudmkaums B 3aBUCUMMOCTM OT NOTEHUManbHOro
pvicka npumeHeHus. O6Lme TpebosaHus

FOCT P 53469-2009 (MCO 8600-1:2005) OnTuka 1 onTuyeckue npubopbl. DHAOCKOMNbI M NMPUOGOPbI
3HgOoTepaneBTnYeckme MmeguumHckue. Yactb 1. O6wmne TpeboBaHmsa

M3paHne oguymansHoe
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FTOCT P 55719-2013 Tpeb6oBaHuA K COAEPXaHUI0 1 OPOPMIEHNIO TEXHUYECKUX 3afaHUi ANS KOH-
KYPCHOW [OKYMeHTauuu npu npoBefeHny rocyAapCTBEHHbIX 3aKyMOK BbICOKO-TEXHOIOTMYECKOr0 MeANLUH-
cKoro o6opyfoBaHus

FOCT P M3K 60601-1-2010 W3genus mepuumHckne anektpuyeckue. Yactb 1. O6uwme Tpe6oBaHus
6e30MacHOCTU C y4eTOM OCHOBHbIX (DYHKLMOHAbHBIX XapakTepucTuk

FOCT P M3K 60601-2-2-2006 W3genuns meauumHCKMe anekTpuuyeckue. Yactb 2. YacTHble TpeboBaHus
6€30MacHOCTU K BbICOKOYACTOTHBIM 3/1EKTPOXMPYPrMYeckuM annaparam

FOCT P M3K 60601-2-18-2014 W3penus MmeguumHckue anektTpuyeckue. Yactb 2-18. YacTHble Tpebo-
BaHNA 6€30MacHOCTY C Y4eTOM OCHOBHbIX (DYHKLIMOHA/IbHBIX XapakTepPUCTUK K 9HA0CKONNYECKON annapatype

MpumeyvaHne - lNpu NOMb30BaHUN HACTOALMM CTAHAAPTOM Le/ecoo6pasHo NpoBepuUTb AeicTBUE CCbli-
NOYHBIX CTAH4APTOB B MH(OPMALMOHHON cUCTeMe 06LLEero nosfib30BaHWsi — Ha ouuManbHOM caiite defepanbHoro
areHTCTBa Mo TEXHUYECKOMY PEry/IMpOBaHUI0 Y METPOJIOTUU B CETU VIHTEPHET WM/IM MO eXEeroAHOMY UH(OPMAaLMOHHOMY
yKasartenio «HaumoHasibHble CTaHAapTbl», KOTOPbIA ONy6AMKOBAH MO COCTOSIHWIO HA 1 iHBaps TEKYLLEro roga, v no Bbi-
nyckaMm eXeMecsiuHOro MH(DOPMALMOHHOTO yKasaTens «HauwoHanbHble CTaHAapTbi» 3a Tekywwid rog Ecnm 3aMeHeH
CCbI/IOYHBIV CTaHAapT, Ha KOTOpbI faHa HejaTMpOBaHHAs CCbifka, TO PEKOMEHAYeTCs WCMOoNb30BaTh AeiCTBYIOLLYIO
BEPCUI0 3TOr0 CTaHAapTa C YYeTOM BCEX BHECEHHbLIX B JaHHYK BEPCUI0 U3MEHEHWA. ECM 3aMeHeH CCbIIOUHbINA CTaH-
[apT. Ha KOTOpbIii faHa JaTUpOBaHHAsA CCblIKa, TO PEeKOMEHAYeTCsl UCMO/b30BaTh BEPCUID 3TOMO CTaHAapTa C ykasaH-
HbIM Bbllle TOLOM yTBEpXAeHUs (MpuHATUSA). Ecnn nocne yTBEPXAEHWUS HACTOSLWEro CTaHAapTa B CCbIIOYHbINA CTaH-
[apT. Ha KOTOpbI/i AaHa AaTMpOBaHHas CCblika, BHECEHO M3MEeHeHWe, 3aTparvBaloliee MoJIOKEHNE, Ha KOTOpoe faHa
CCblfiKa, TO 3TO MOJIOKEeHUe PeKOMEHAYeTcsl NPUMEHATL 6e3 yyeTa JaHHOT0 MU3MeHEeHWsi. ECNM CCbINIoYHbIA cTaHgapT
OTMEHEH 6e3 3aMeHbl, TO NMOJIOXEHNE, B KOTOPOM JaHa CCbl/IKa Ha HEro, PeKOMeHAyeTca NPUMEHSTL B YacTu, He 3aTpa-
rnBaoLLeii aTy CCbinky.

3 TepmuvHbI 1 onpeaeneHns

B HacToslem cTaHAapTe npumeHeHbl TepMuHbl no FTOCT P MUCO 8600-6. TOCT P M3K 60601-2-18,
a Takke cnegyloume TepMUHbI C COOTBETCTBYIOLWMMW onpeaeneHusamMu:

3.1 nocTaBLWuKK: PuU3nYeckoe NN Lpuanyeckoe Lo, BoictaBnsaowee OHCHD Ha Topru.

3.2

3.6 UICTOYHUK CBETA. DNEKTPUUECKOE U3aENNe, MPUMEHSIEMOE A1l OCBELLEHNS BHYTPEHHEW NOMOCTM
opraHu3Ma 4YesioBeKa C Lie/blo NoydYeHnst MakCMMarnbHON MHADOPMaTUBHOCTY UCC/IieyeMOro opraHa.

3.7 aHfoBuaeokamepa: MeguuMHCKMIA Npubop, NpegHasHauyeHHbI 415 BblBOgA HA 3KpaH BULEOMO-
HUTOpA LIBETHOTO M306pPaXeHNUs ONepaLyoHHOro Noss 0T PasIMYHbIX 3HAOCKOMUYECKMX annapaTos Npu npo-
BeeHUN XUPYPrMUECKUX onepauuii 1 AnarHoCTUYECKUX MaHUMYSLWIA.
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3.8 MHCY(hNATOP: DNEKTPOHHBI Npu6op, NpeagHasHauYeHHbI ANs CO3A4aHWst U NogAepXaHus fasne-
HUS1 3@ CYET HarHeTaHWsi YreKUC/Ioro rasa BO BHYTPEHHIOW MO/OCTb nauyyeHTa npy pasfimyHbiX 9HA4OCKOMU-
UECKMX BMELLATEe/IbCTBAX.

3.9 weliiBep (Mukpoaebpuaep): VHCTPYMEHT A5t PUHOCKOMUM U apTPOCKOMUM CO CMEHHBIMU Pexy-
LWMMN HacagKamu.

3.10 acnupaTop-uppuratop: MeauuvHCKUiA aHAOCKONUYeckuii Npubop, NpefHasHaueHHbIl 4Nt nojayun
(p13M0/I0MMUECKOro pacTBopa B ONeprpyemMyto NosocTb NaumeHTa 4/isi NPoOMbIBaHUS! U 0TCOca 0TPaB6OTaHHOTo pac-
TBOPA NPY 3HAOCKONUNUECKVX BMELLIATEeIbCTBAX.

3.11 aHgocKoNMYecknii oTcoc: DHAOCKONMYeckoe o6opyLoBaHUe, NpefHa3HavYeHHoe AM1A ycTpaHe-
HUS 13 NOBPEX/AEHHbIX TKaHel pasnnuHoro pofa BblAeNeHUi NpyU XUPYPruyecknx BMeLIaTebCTBax U 3HAO0-
CKOMUYecKUx npoLesypax.

3.12

4  TexHunyeckne TpeboBaHUA
4.1 O6wume TpeboBaHuUA

4.1.1 Bce npvBefeHHble B HacCTOSLLEM CTaHAapTe TeXHWYeckne TpeboBaHWUS ABMAAITCA MUHUMASb-
HbiMU. Mo cornacoBaHuio ¢ 3aKa3yMkoM B 3aBUCUMOCTU OT PYHKLMOHAILHOIO Has3HavyeHns OHCH3 oHu mo-
ryT cofepxatb [OMNofHUTENbHbIe TpeboBaHMS.

4.1.2 BbicTaBnsiemble Ha Topru OHCH3 fo/mKHbl 6bITb M3rOTOBMIEHbI NO TEXHUYECKOMY 3a[aHuio, pas-
paboTtaHHoMy B cooTBeTcTBMM ¢ TOCT P 55719. cornacoBaHHOMY W yTBEPXEAEHHOMY B YCTaHOB/IEHHOM MO-
psake. T3 paspabaTbiBaeTcs 3aka3umkom. T3 onpegensieT npeaMeT pasMelleHns 3akasa Ha 3akynky MO. OT-
BETCTBEHHOCTb 3a MOJIHOTY M [OCTATOYHOCTL T3 NeXUT Ha 3akasuuke. BbicTaBnsemble Ha Toprm OHCHO
[OMKHbI OblTb HOBbIMW (He O6bIBLUMMW B 3KCMjyaTtauuun), He BOCCTAHOBMEHHbIMW W W3rOTOBMIEHbI Nocne
2011 ropa. KauecTBeHHble XapakTepucTnkm 0b60opynoBaHus AO/MKHbI NOHOCTLIO COOTBETCTBOBATbL T3 3akas-
ynka. IM60 NPeBOCXOAUTb WX.

Moctasnsemble OHCHS A0/XHbI 6bITb HOBbIMU (HE GbIBLUMMMU B 3KCMyaTtauuu), He BOCCTAHOB/IEH-
HbIMU 1 U3roTOB/IEHHBIMYK nocne 2011 roga.

4.1.3 OHCHO3 B 3aBMCUMMOCTM OT NOTEHLUMA/ILHOTO pUCKa NPUMEHEHUst [O/MKHBI ObITh KaccudgmumpoBa-
Hbl B COOTBETCTBUM € TpebosaHuamu FOCT P 51609 u MNpukasza M3 PP No 4H o1 06.06.2012 r.”

HomeHknatypa nokasateneii Ha4exXHOCTN MeAVNLMHCKNX U3fenuii 4o/kHa onpefensTbCa B COOTBET-
cteum ¢ TOCT P 50444-92 (MpunoxeHue 2) B 3aBUCMMOCTY OT Kacca usgenus no nocnefctenam oTkasa.

4.1.4 Bua kIMMaTUYeCKOro UCMOJTHEHNA U KaTeropuio pasMeLleHns ycTaHas/imBaloT B COOTBETCTBUM C
FOCT 15150 ¢ yyetom Tpe6oBaHuii TOCT P 50444 B 3aBMCMMOCTM OT NPeayCMOTPEHHOI0 MPUMEHEHUs
OHCH?O.

4.1.5 TpeboBaHus k cucteme MeHemxmeHTa kayectBa OHCH3 pgomxHbl cootBeTcTBOBaTh TOCT P
MCO 13485 c yyeToM MX NpefyCMOTPEHHOro NpUMeHeHus.

4.1.6 NocTaswnk OHCHS fonxeH noATBEpAUTb Npouesypy MeHefKMeHTa pucka B COOTBETCTBUM C
Tpe6oBaHnamu FOCT P M3K 60601-1. TOCT ISO 14971 uenbio KOTOPOI SABNSAIOTCSA:

" Mpuka3z M3 P® Ne 4H oT 06.06.2012 r. «O6 yTBEPXAEHUN HOMEHKNATYPHOI knaccudukauum»
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- OLleHKa BepOATHOCTM BO3HUKHOBEHUS puUcka ANA nauveHTa:
- OUEeHKa NnocnefcTBuUii HaHeceHus Bpeda (CTeneHb TSHXKECTU HaHeceHus).

4.1.7 O6Lwue TpeboBaHNA K 3HAOCKOMAM M 3HAOCKONUYECKOW annapaTtype A0/KHbl COOTBETCTBOBATb
ycTaHoB/IeHHbIM B TOCT P 53469.

4.2 TpeboBaHWS K KOHCTPYKLUK

4.2.1 OHCH3 f0/mKHbI 6bITb CKOHCTPYMPOBaHbI Tak. YTO6bl NPU BbINOSHEHUW NPeayCMOTPEHHOro npuMe-
HEHVA B COOTBETCTBUM C UHCTPYKLMAMU, NPeAoCcTaBisAseMbIMU MOCTABLMUKOM, PUCKW, CBA3aHHbIE C MpeaycMoT-
PEHHBLIM NPUMEHEHNEM, 6bIIN MUHUMASTbHBIMUA.

4.2.2 TMpuHUMnbl onpefeneHns AONyCTUMOTO pucka M AOMYyCTUMOCTb OCTATOYHOrO pucka (PUCKOB)
[O/KHbI BbITb YCTAHOB/IEHbI MOCTABLUUKOM W NOATBEPXAEHbI (hali/loM MeHeAKMeHTa p1cKa.

4.2.3 CpefactBa usmepeHusi, ncnonbdyemble B OHCH3. f0/mMKHbI 6bITb NOBEPEHbI B COOTBETCTBUMU C
Tpeb6oBaHusamu MP 50.2.006-94 \

4.2.4 MpuHuMnN nocTpoeHns npubopHoro komnnekca OHCHS Ha ocHoBe (DYHKLMOHaANIbHbIX G/10KOB 1
coctaB (POPMUPYIOT COrNacHo NpeanovTeHAM 3akasuuka.

Bce npubopbl fO/MKHbI 6bITb ONTUMU3MPOBAaHbI A9 COBMECTHOW paboTbl U [0/MKHbI OblTb NCMOb30-
BaHbl C Hanbosiee pacnpocTpaHeHHbIMU TUMNaMN OTEYECTBEHHbLIX U UMMOPTHBIX 3HAO0CKOMNOB.

4.3 Tpeb6oBaHua kK npubéopHomy coctasy OHCH3

4.3.1 OHCH3 posmkHbl UMeTb NPUOOPHbLIV COCTaB M XapaKTePUCTMKM AN BbINOMNHEHUSA NpefycMoT-
PEHHOro NOCTaBLMKOM Ha3Ha4YeHUs 1 NPUMEHEHUS B HOPMaUTbHbIX YCIOBUSIX UX 3KCMyaTauun.

4.3.2 Mpumep coctaBa OHCH3 u pekomeHayeMble TPe6GOBaHUS K XapaKTepucTukam npuBefeHbl B
Tabnuue 1.

Ta6nuuya 1- Mpuvep coctaa OHCHD
Mprbopb! PekomeHgyemoe TpebosaHve
McTOYHUK cBeTa Twvn
Perynuposka sapkocTtu, Hanvune
doKycrpoBKa CBETOBOrO Nyyka, Hanmume
MokasaTtenn HagexHoCcTn
MoOLLHOCTb UCTOYHMKA cBeTa. BT. He MeHee

Bpems paboThbl, 4. He MeHee
Tun oxnaxgeHus

BugeomoHutop Tun moHuTOpa
[LnaroHans, aroiim, He MeHee
CTtaHpapT n3obpaxeHus
Yron nons 3peHusi, No BepTUKaIM/TOpu3oHTanun. rpag, He MeHee
Cucrtemsbl uBeTa
Pa3pelueHne matpuubl, NUKCesn, He MeHee
Buaeo sxogpl
CoBMEeCTUMOCTb C 3HAO0CKONNYeckuM obopygoBaHuem 6e3 fonosTHUTENbHbIX
ajanTtepos
OHpoBUAeoKkaMepa Tuvn
Tun matpuubl
Makc, pa3pelueHue, nkc, He MeHee
CooTHoLWeHne curHan/wym. ob. He MeHee
Buaeo Bbixop,
Bpemsi roToBHOCTM K paboTe nocne BKIYEHUS, CEK., He MeHee
Bpemsi paboThl, Yac. He MeHee
[abaputbl, MM
Macca, kr

N MNP 50.2.006-94 «locypapcTBeHHan cuctema obecneyeHns eguHCTBa UsmepeHuii. Mopsaok NpoBeeHNs NoBepPKU
CPeACTB N3MepeHuii»

4



MpogomkeHve Tabnuuybl 1
Mpr6ops!
AnnapaTHasi cToika

SHJ0CKOoNbI

JHAocKonuueckuii otcoc

WHcydnaTop

LeiiBep fnsi ncnonb3oBa-
HUA B Helipoxupyprum

Acnupatop-uppuratop

BbICOKOYACTOTHbIN XNpYp-
rnyeckuii annapar

FOCT P 56280—2014

PekomeHzyemoe TpeGoBaHve

KoHdpurypauus (nepefBuxHas, ctaumoHapHas, pasbopHas)
Pasmepbl Nnonok (WwnpuHa*rnybuHa), MM

Pa3mepbl cTOKM (LUMPUHA*BLICOTAXTybMHA), MM
[vameTp posvkoB, MM

Bec. kr. He 6onee

CTOWKOCTb NOKPbITUA CTOVKM K A€3UHMLMPYIOLLMM pacTBoOpam
Hanmune: aHTMCTAaTUYECKUX POSINKOB C hnKcaTtopamu.
nosoK.

AepxaTens kamepsl,

nepxatena C02,

6/710Ka NMUTaHUS C NaHeNblo U po3eTkamu,

kabenbHbIX KaHasoB.,

KPOHLUTEMHa ANa MoHMTOpa.

BbIHOCHOTO AepxXaTens A0N0/HUTENIbHOr0 MOHUTOPA.

Tunbl
Yrnbl Nons 3peHus, rpag

Hopma pacxofa Bo3fyxa, N/MVH., He MeHee
O6bem, n
MapameTpbl anekTponutanusa. B/l

[nana3oH nogaepxuBaemMoro gasfeHns, Mm. pT. €T, OT... A0...
CkopocTb nogauu rasa, 1/MuH, oT... [A0...

MakcumanbHbIi NOTOK rasa, /1/MuH.

BxogHoe naBneHue. MMa

MoTpebnsemas MOLWHOCTL, BT

[abapuTHblE pa3mepbl, MM

Macca, kr

Tun

Pexum BpaLleHus

YacToTa BpalyeHusi, 06/MuH, oT...40...
CraTuyeckuii BpalLarowmii MOMeHT. MH M

Twvn

MoTpebnsemas MOLWHOCTb. BT

[asnexve, Mm. pT. CT.:

Ha BbIxofe nppuratopa

PaspsixeHve, MM. pT. CT.:

Ha BblX0ofe acnupaTopa

[nanas3oH noggepxmsaeMbiX pacxofos XUAKOCTA, MA/MUH. OT... 40...
Bpemsa yctaHoBneHns paboyero pexuma, cek

MouwHocTb. BT. He 6onee

Pexumbl pesaHus

HomMmuyHanbHas yactoTa pesaHus npu pexnMax pesaHus v koarynauuun. BT Ha
OM. He MeHee

MakcumanbHoe HanpsbkeHve. B, He 6onee, (Npu pexunmax koarynauum u pesa-
HWSY)

[abapuTbl, MM, He 6onee

Bec. kr, He 6onee

Hanunume: undpoBoit MHANKaLMM AUana30HoB perysiMpoBaHust U BbIXOAHbIX
napameTpos.

aBTOMAaTUYEeCKOro KOHTPO/IA BbIXOLHOIO HanpshKeHus,

KOHTPOJISt HeliTpasIbHOro 3N1EeKTPOa,

pexuma camoTecTMpoBaHuWs C Bblgayei koga ownoKm.

aBTOMaTUYECKOIN cMCTeMbl 6€30MacHOCTK, OTKAoUatoLW el Koaryastop npu
npeBbILeHn napaMeTpoB 6e30MacHOCTY C npeaynpexaatowmMu 1 3ByKOBbIMU
curHanamu
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OkoHuyaHue Tabnuubl 1
Mpubops!

HelTpanbHblli anekTpog,

MoTopHas cuctema g
Helpoxmpypruu

[epxaTtenb Ans Henpo-
XUpyprum

Ha6op Helipoxupypru-
YeCKUX MHCTPYMEHTOB

Cuctema AN UHTpao-
nepawoHHOro NPoMmbi-
BaHWA NIMH3 3HA,0CKOMNOB

Ka6enn n yctpoiictBa
AnA noacoeAvHeHus
3HA0CKOMMYECKOW anna-

patypbl

PekomeHfyemoe TpeGoBaHme

Tun

nnowanb KOHTakra, cM2, He meHee

Hanuune moTopHoro 6s10ka € LieHTpasim3oBaHHbIM ynpasieHnem
HanpsxeHue, B. oT... A0...

YacToTa. 'y. oT ... Ao ...

Hanuune hrkcaumm v XecTkoro yaepXnBaHusi XXeCTKUX U TMOKMX 3HAOCKOMNOB
Mo nNpeaycMOTPEeHHOMY NPUMEHEHMIO N HAa3HAYEHUI0 NOTPeGHOCTel 3akasunka

MVHUManbHBIA pacxof, MUH. Ha /1. XUAKOCTU

[abapuTHble pasmepbl, MM

Bec. kr. He 6onee

Hanuune obecneueHns dasbl OUNCTKU NTMH3 6€3 NpepbiBaHNS onepauunu

Twvn

CoBMeCTMMOCTb C 3HA0CKONnamu
HanpsxeHne nctoyHnka nutaHusa. B
YacTtoTa. 'y

Twn 3aWuTbl OT 3/1EKTPOLLIOKA, K/lacc

CreneHb 3alinTbl OT 3/IEKTPOLLOKA NMPUCOEANHAEMbIX UHCTPYMEHTOB, TUMN
Oxugaemblii Cpok Cyxo6bl, NeT, He MeHee
MpumevaHnsa
1 dopmMrpys TpebGoBaHNA TEHAEPHbIX 3aKyMNOK, 3aKasuvK [O/MHKEH PYKOBOACTBOBATLCA 3aJaqamMu NpeasyCMOTPEHHOMO npu-
MeHeHws/HasHaueHss OHCHD B MeMLIMHCKOM YUpeXaeHnn.
2 [lonyckaeTcs BKIOYEHME WU UCK/THOYEHNE peKoMeHOyeMbIX TpebGoBaHuii B TeHaepe Ha 3akynky OHCH3. npuvse-
[OEeHHbIX B Tabnuue 1. Mo cornacoBaHuUIo C 3aKkas3ynkoM B COOTBETCTBUM C MPEeAyCMOTPEHHbIM MPYMEHEHUEM B Meay-
LIMHCKOM YUpeXaeHnu.

lMepeyeHb HOpPMATMBHBLIX OOKYMEHTOB, KOTOPbIM AO/MKHbI cooTBeTcTBOBarb OHCHO3, npusegeH B
npunoxexuun b.

4.4 TpeboBaHMNA K MaTepmanam

4.4.1 KomnoHeHTbl OHCHO3, koTopble npeAHasHayeHbl AN1A HEeNnoCpenCcTBEHHOro KOHTakTa C nauueH-
TOM W/Wnn onepaTopoM, AO/MKHbI OblTb N3rOTOB/IEHbI U3 HETOKCUYHBIX MaTepuasnos, He Bbi3blBatoLMX as-
Neprmyeckmx peakumini npyu Ucnofb3oBaHWM Mo NPeLyCMOTPEHHOMY Ha3HAYEHWI, U GbiTb paspeLleHHbIMU K
npuMeHeHunto opraHamn PocnoTpebHagsopa.

4.5 Tpeb6oBaHuA K 3alnUTe OT 3arpsA3HeHuni

4.5.1 OHCH3 ponxHbl 6bITb yCTOWUMBLI K cTepunm3auumn no FOCT P MICO 13683.

4.5.2 KOMMNOHeHTbl ONTMYecKol CUCTEMbI MOC/e NPOBeAEHUS onepauvn AO/MKHbI noABepratbca 06-
paboTke € NCNONb30BaHNEM @HTUCENTUYECKNX U MOKOLLUX PACTBOPOB C NMOCAEAYOLLEN CYLUKOW.

JIMH3bI 3HAOCKONOB A0/MKHLI 06pabaTbiBaTbCA CneuuanbHOV NacToi, peKoMeHA0BaHHON NOCTaBLUMKOM,
N5 NpefoTBpaLleHnsa Ha HUX Pa3BOOB.

4.6 Tpeb6oBaHNA YCTOWYMBOCTM K BHELWWHUM BO3feiCTByOWUM hakTopam

4.6.1 OHCHOS po/mkHbl yoOBIETBOPATL 06WMM TPeboBaHUAM K BHELUHUM BO34ENCTBYHOLUNM (haKTo-
paMm, ycTaHoBNeHHbIM B cTaHgapTe FTOCT P M3K 60601-1, yacTHbiM Tpeb6oBaHuam no FTOCT P M3K 60601-
2-18 n TOCT P 50444.

4.7 Tpe6oBaHua 6e3onacHoOCTH

4.7.1 NomkHbl NpuMeHATbCA o0bwue TpeboBaHns 6e3onacHoctn no FOCT P 50267.0. TOCT P M3K
60601-1 1 yacTHble TpeboBaHNs 6e30MACHOCTY K 3HAOCKONMYeckoli annapaType no FOCT P M3K 60601-2-18.
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4.7.2 YacTHble TpeboBaHMA 6e30macHOCTU Npu paboTe C 31eKTPOXMPYpruyeckuMn annaparamu
[O0/IKHbI COOTBETCTBOBATb yCTaHOB/IEHHbIM B TOCT P M3K 60601-2-2.

4.7.3 TpeboBaHuA K 3MEKTPOMArHUTHOW coBMecTuMocTu OHCHD3 yctaHasnueawT no FOCT P
50267.0.2.

4.7.4 TpeboBaHusi k nomexoyctoiiumsocT OHCHS - no TOCT P 50267.0.2.

4.7.5 TpeboBaHUSA K COBMECTUMOCTWN TEXHUYECKUX CpPeAcTB ycTaHaBnmsatT no FOCT P 51318.11 u
FOCT P M3K 60601-2-18.

4.8 Tpe6oBaHUsi K MapKMPOBKE, yNakoBKe, TPAHCNOPTUPOBAHUID U XPAHEHWIO

4.8.1 Ha coctaBHble yactn OHCH3 gomkHa 6bITb HaHeceHa CTolikaa MapkupoBka ¢ 0603HauYeHuAMU
no rOCT P M3K 60601-1 co cnefyroLwmm AONONTHEHNEM:

CuVMBO/IbI, MPUMEHSAEMbIE MPU MapKUpPOBaHUN Ha MegULUNHCKUX n3gennax B coctase OHCHO. Ha aTu-
KeTkax U B CONPOBOANTENbHOW fokymeHTauumn - no FOCT P NCO 15223-1 n TOCT P M3K 60601-2-18.

4.8.2 TpeboBaHNA K ynakoske, TPaHCMNOPTUPOBaHMIO N XpaHeHuto - no TOCT P 50444-92 (pa3gen 8) u
FOCT P M3K 60601-1.
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Mpunoxexne A
(cnpaBo4HOE)

MprvMep onepaLuoHHON HelipoXupypruyeckoit cToiiku ¢ HA60poM 3HA0CKONOB
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Mpunoxexve b
(o6s3aTensHoe)

lMepeyeHb HOPMATUBHbLIX 4OKYMEHTOB, KOTOPbIM A0/1XXHbl cooTBeTCcTBOBaTh OHCHO

Ta6nuuya bB.1
O603HaveHne
FOCT ISO 14971-2011

FOCT 15150-69

FOCT P NCO 8600-6-2012

FOCT P UCO 13485-2004
FOCT P MCO 13683-2000
FOCT P MCO 15223-1-2010
rOCT P 50267.0-92

(M3K 601-1-88)

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

FOCT P 50444-92

rocT P 51318.11-99
(cucnp 11-97)

rOCT P 51609-2000

rOCT P 53469-2009

(MCO 8600-1:2005)

rOCT P 55719-2013

rOCT P M3K 60601-1-2010
FOCT P M3K 60601-2-2-2006

FOCT P M3K 60601-2-18-2014

HanmeHoBaHue

N3genus MeguumHckme. NpUMEHeHWe MeHe)XMeHTa pucka K MeauLuH-
CKUM U3aenusm

MalluHbl, NpuGopbl 1 Apyrne TexHuyeckue usgenus. WcnonHewus ans
pasnUUHbIX KIMMaTUYeckux palioHoB. Kateropuu, ycnosus akcnayatauyuu,
XpaHeHUsi U TPaHCMNOPTUPOBAHWUSA B 4acTW BO3AEWCTBUS KAUMATUYECKUX
(haKTopoB BHeLLHeN cpeapl

OnTuka M onTudeckue npubopbl. MeguLMHCKME 3HLOCKOMbI U 3HAOTEpa-
neBTUYeckne npubopbl. YacTb 6. TepMUHBI U ONpeaeneHns

N3penua meauumHckne. CucTteMbl MeHeMKMeHTa kavectBa. CUCTeMHble
Tpe6oBaHuA ANA Leneil perynmpoBaHus

CTepunusaums MefuUMHCKOW npoaykumun. TpeboBaHua Kk Bamauum n Tekylue-
My KOHTpO/t0. CTepunmsauuns BAaxHbM TENIOM B MeAULIMHCKNX YUPeXAEeHNSX
N3penusa meanuymHckre. CUMBOIbLI, NPYMEHSAEMbIE NPU MapKUpoBaHMM Ha
MEeANLUUHCKUX U3AEeNUaX, 3TUKeTKax W B COMPOBOAUTENbHON AOKyMeHTa-
ummn. Yactb 1. Obuwue TpeboBaHns

V3penusa mepguuuHckme anektpuuyeckne. Yactbe 1. O6uwme TpeboBaHuUA
6esonacHoCTn

M3penus meguumHckme anektpuyeckue. Yactb 1-2. O6uwme TpeboBaHusa
6e30nacHOCT. DneKkTpomarHuTHas COBMEeCTUMOCTb. TpeboBaHua U mMeTo-
[Obl UCMbITAHWIA

Mpu6opbl, annapaTbl 1 060pyaoBaHue meguunHckme. O6Lyme TexHnyeckme
ycnosus

COBMECTUMOCTb TEXHUYECKUX CPefCTB 3/ieKTpoMarHuTHas. Pagnonomexu
MHAYCTPUabHble OT NPOMbILIEHHbIX, HAYYHbIX, MEANLUHCKNX U BbITOBbIX
(MHMB) BbICOKOYACTOTHbIX YCTPOACTB. HOPMbI 1 METOABI UCMbITaHWiA
M3penua mepnumHckne. Knaccudukauus B 3aBUCUMOCTW OT noTeHuuasb-
HOro pucka npumeHeHns. O6uwme TpeboBaHNs

OnTuka 1 oNTUYeckyld NpuGopbl. SHAOCKOMbI U NPMBOPLI 3HAOTEpanesTuye-
ckne meguumnHckme. Yactb 1. O6wme TpeboBaHna

TpeboBaHus K cofdepxaHuio 1 OPOPMIEHUNI0 TEXHUYECKUX 3ajaHuii Ans
KOHKYPCHOW AOKyMEHTauMuM npu npoBefeHWN rocyAapCTBEHHbIX 3aKynok
BbICOKO-TEXHO/I0TMYECKOro MeAnLMHCKOro 060pyaoBaHns

M3penusa megunumHckme anektpuyeckue. Yactb 1. Obwume TpeboBaHusa
6€30MacHOCTU C y4eTOM OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepucTuk
M3penusa meguumHckme anekTpuyeckme. YacTb 2. YacTHble TpeboBaHuA
6€30MacHOCTY K BbICOKOYACTOTHbLIM 3/1EKTPOXMPYPTMYECKUM annaparam
M3penusa mepuunHckue anektpuyeckne. Yactb 2-18. YacTHble TpeboBa-
HMS1 6€30NacHOCTN C YH4eTOM OCHOBHbIX (DYHKLMOHA/IbHbBIX XapakTepucTuK K
3HAO0CKONMYeCcKol annapaTtype
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