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Mpepncnosune

1 PABPABOTAH OG6LWWecTBOM C OFpaHUYeHHOW OTBETCTBEHHOCTbIO «Hay4YHO-TEXHUYECKUA LEHTP
«MEANT3KC» (000 «HTL, «MEANTIKC»)

2 BHECEH TexHunyeckuMm KomMuTeTOM Mo cTaHgaptusauum TK 011 «MeguumHckme npnbopbl, annapartb!
1 o6opyfoBaHune»

3 YTBEPX/EH VI BBEZIEH B JENCTBVIE Mprkasom defepanbHOro areHTCTBa No TeXHUYECKOMy pe-
ryIMpoBaHWI0 1 MeTposiornm ot 8 noHA 2017 . Ns 517-cT

4 BBEJEH BMNEPBbIE

MpaBuna NpMMeHeHs HacTOoALEro cTaHjapTa YyCTaHOB/EHbl B CTaTbe 26 ®efjepasibHOro 3akoHa
oT 29 moHa 2015 r. Ne 162-9#3 «O cTaHgapTwusauun B Poccuiickoii ®egepauumn.. WNHdopmaumna o6
N3MEHEeHNAX K HacTosALeMy cTaHgap Ty ny6nkyeTca B eXXerogHom (Mo CoOCTOAHMIO Ha 1aHBapa TekyLero
rofa) MHhopMauMoHHOM yKasaTene «HauvoHanbHble CTaHAapThi», a oUUMasbI<bIi TEKCT U3MEHEeHWi
M MONpaBoK - B eXeMeCA4YHOM WHAOPMAaLMOHHOM ykKasaTene «HauuoHanbHble cTaHfapThbi». B cnyvae
nepecmMoTpa (3ameHbl) AW OTMEHbl HACTOALWEro cTaHgapTa cCooTBeTCTBYyLee yBeJoM/eHe byaeT
ony6/nMKoBaHO B 6GnvKaliliem BbIMyCKe eXeMeCAYHOro WMHOPMaLMOHHOro ykasaTens «HauuoHabHble
cTaHgapTbi». CooTBeTCTBYyWWAasa UMHDOPMaLMA, YyBeLOMNEHNEe W TEeKCTbl pasmMellalnTCcsa Takke B
MHOPMAaLMOHHOW cucTeme 06LLero Nonb3oBaHna - Ha oduumanbHOM caliTe PefepasbHOro areHTcTBa
No TEeXHUYECKOMY perynvpoBaHunio n meTposnorun B ceTn NHTepHeT (www.gost.ru)

© CraHpgapTtuHdopm. 2017

HacToswuii ctTaHgapT He MOXET GbITb MOMIHOCTbIO UM YACTUYHO BOCNPOU3BELEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B KayecTBe O(hULMABbHOMO N3AaHNs 6e3 paspelleHus deaepanbHOro areHTCTBa No TEXHUYECKO-
My peryaMpoBaHuio U MeTposiorum
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BeeneHne

HacToswuii cTaHaapT ycTaHaBNMBaeT OCHOBHble TPeGOBaHUs!, KOTOPble JO/MKHbI COAEPXATbCS B TEXHU-
yeckux 3aganusx (T3) Ans rocyfapCTBEHHbIX 3aKyMNOK CUCTEM KOX/IeapHOi UMNaHTaumm.

MexAyHapOoAHbIX aHaIoroB HACTOSILLEMY CTaHA4APTy He CyliecTByeT. HacToswwii cTaHaapT oTpaxaeT
cneuuduKy 0TeYecTBEHHbLIX (DOPM FOCYAAPCTBEHHbLIX 3aKyMNoK MeAWLUHCKUX udgenwii (MU) u MoxeT GbiTb
TONbKO HALMOHAbHBIM AOKYMEHTOM.
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HALULWOHANBbHBIN CTAHOAPT POCCUWMCKOW OSEAEPALUNN

N3OEAUA MEONUMHCKUE

CucTeMbl KOX/ieapHoi MMnaaHTaymu.
TexHuyeckne TpeboBaHus AN ToCy[apCTBEHHbIX 3aKynokK

Medical devices. Cochlear implant systems. Technical requirements tor governmental purchases

[Nata BBefeHuns — 2018- 06— 01

1 O6nacTb NpUMEHEHNS

HacToswwmii ctaHgapT ycTaHaBnmBaeT TpeboBaHus K noarotoBke T3 1 ux ochopmieHno nNpu npoeege-
HVW rOCYAapCTBEHHbIX 3aKYNOK CUCTEM KOX/IeapHOI MMMiaHTauuu.

HacTosiwumii ctaHgapT pacnpocTpaHsieTcsl Ha CUCTEMbI KOX/1leapHOW nMnaaHTauumn (KOMNAeKTbI), npes-
Ha3HauYeHHble 4719 KOMMeHcaumn y nauueHToB ryboKux cTeneHeli HelipoceHcopuoli (CEHCOHEBPasbHOM) Ty-
royxocTu nyTeM 3/1eKTPOCTUMYALMM CAIYXOBbIX NyTEW.

HacTosiwumii cTaHAapT He pacnpoCcTpaHsAeTCs Ha CTBO/IOMO3rOBbIE C/lyXOBble UMMIAHTAThI.

HacToswwmii cTaHAapT ABNSETCS YaCTHbIM CTaHAAPTOM Mo oTHoweHuto kK FTOCT P 55719.

2 HopmaTuBHbIE CCbINIKU

B HacTosLeM cTaHAapTe UCMOb30BaHbl HOPMATUBHBIE CCbIIKW Ha criefylolme ctaHaapTbl:

FOCT 20790.TOCT P 50444 Mpubopskl, annapaTbl 1 060pygoBaHve mMeauunHckne. O6me TexHuye-
CKMe yCroBus

FOCT 30324.0 (M3K 601-1)/TOCT P 50267.0 (M3K 601-1) V3genvus mMegVLUHCKME 3MeKTPUYecKUe.
YacTtb 1. O6wme TpeboBaHMsA 6e30MacHOCTH

FOCT 30324.0.4 (M3K 60601-1-4) N3pgenuns meauumHcKue anektTpuyeckue. Yactb 1. O6Lme TpeboBaHUs
6e3onacHocTu. 4. Tpe6oBaHVA 6€30MacHOCTM K NporpaMmmMmupyeMbiM MeANLVHCKM 31eKTPOHHBIM cucTeMam

FOCT ISO 10993-1 W3genua mepuumHckue. OueHka GUONOTMYeCcKoro AencTBUs MeULMHCKUX n3ge-
nuit. Yactb 1. OueHka 1 uccnefoBaHus

FOCT ISO 10993-4 N3pgenua meauumHckne. OueHKa 6MO0n0rMyeckoro AeicTBua MeauLMHCKUX n3ge-
nnid. YacTb 4. WccnefoBaHnsa nsgenuii, B3anMoaeicTBYOLMX C KPOBbO

FOCT ISO 10993-5 U3genus meguunHckne. OueHka GUOIOTMYECKOro AeACTBUS MeAULMHCKUX U3ge-
numid. YacTb 5. ViccnefoBaHns Ha LIMTOTOKCUMYHOCTb, METOABI in Vitro

FOCT ISO 10993-6 V3genusa mepuumHckue. OueHka B6MON0TMYecKoro AencTBus MegULMHCKUX n3ge-
nunid. YacTb 6. ccnefoBaHnsa MeCTHOro AeicTBUS nocne umnaaHTauum

FOCT ISO 10993-7 N3pgenua meauuuHckue. OueHka 610n0rMyeckoro AeicTBua MeauLMHCKUX n3ge-
nunin. Yactb 7. OcTtaToyHOE cofepXXaHue aTuenokcmaa nocne crepuansaummn

FOCT ISO 10993-10 M3genua MeauumHckme. OueHKa 6M010rMyeckoro AeicTBMA MEAULMHCKUX U3ae-
numia. YacTb 10. ViccnefoBaHns pasgpaxatowero 1 CeHCUbunmanpyoLero geincrens

FOCT ISO 10993-11 W3penua meguumHckue. OueHka G1oNorMyeckoro AeicTBusS MeauLMHCKUX n3ae-
nuit. Yactb 11. ViccnefioBaHMs 06LLETOKCMYECKOrO AeNCcTBMSA

FOCT P 50267.0 (M3K 601-1) 3genua meanumHckne anektpuueckue. Yactb 1. Obwme TpeboBaHus
6e3onacHocTu

FOCT P 50444 Mpub6opbl, annapatbl 1 06opynoBaHne MmeaunumMHckme. ObLwme TeXxHMYeckne ycnosus

FOCT P 52770 VN3penua meavuuHckme. TpeboBaHus 6e3onacHocT. MeTofbl CaHUTApPHO-XMMUYECKMX
1 TOKCUKOJIOTMYECKMX UCMbITaHU

N3paHve ouymansHoe
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FOCT P 55719 U3pgenua meavumHCKue anekTpuyeckue. TpeboBaHUsA K COAepXKaHUio U 0ghopMIEHUI0
TEXHUYECKMX 3aaHuii AN KOHKYPCHON AOKYMEHTauMn npyu nNpoBefeHUn rocyAapCTBEHHbIX 3aKymnoK BbICOKO-
TEXHOIOTMYHOIr0 MEAMLIMHCKOro 060py0BaHNs

FOCT P UCO 14708-1 MmnnaHTaTbl XMpypruyeckue. AKTUBHbIE UMMAHTUPYEMble MeAULUHCKue U3-
fenvsa. Yactb 1. O6wme TpeboBaHuna K 6€30MacHOCTM, MapKupoBKe U MHdopmauuv, npefocTtaBnsemMoin us-
rotosutesiem

FOCT P NCO 14708-7 imnnaHTatbl ANA XUPYPrun. AKTUBHbIE UMMNNAHTUPyeMble MefAuLUHCKue usae-
nma. YacTb 7. YacTHble TpeboBaHWs K cucTemMaM KoxsieapHow nmnaaHtauum

FOCT P M3K 60601-1 N3pgenus meamuuHckue anektTpuyeckue. Yactb 1. O6uwme TpeboBaHusa 6e3onac-
HOCTU C YY4ETOM OCHOBHbIX PYHKLIMOHA/IbHBIX XapaKTepucTmK

FOCT P M3K 60601-1-2 V3gnenvua MmeguuuHckue anektpuyeckme. Yactb 1-2. O6wme TpeboBaHus 6e3-
OMacHOCTW C YY4eTOM OCHOBHbIX (DYHKLMOHA/bHBIX XapakTepucTuk. MapannenbHblii cTaHAapT. Snektpomar-
HWTHas COBMECTUMOCTb. TpeboBaHusa 1 UCNbITaHWA

FOCT P M3K/TO 60788 W3genus meguumHckne anektpuyeckme. Cnosapb

MpumeyaHue — [Ipy NONL30BAHUN HACTOALLMM CTAHLAPTOM LENECO06Pa3HO NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTaHAAPTOB B MH(POPMALMOHHOI cucTEME O6LLErO MOMb30BaHWSl — Ha ouumansHOM calite defepasibHOTO areHT-
CTBa NO TEXHUYECKOMY PEry/IMPOBAHMIO Y METPOJIOTUK B CETU VIHTEPHET UK MO eXEerogqHoMy MH(OPMaLMOHHOMY yKasa-
Ten «HauuoHanbHble CTaHAaPTbI», KOTOPbIA 0Ny6MKOBaH NO COCTOSHUIO Ha 1 siHBaps TekyLiero roga, v rno Bbinyckam
€XXeMeCsYHOro MH(OPMALMOHHOTO yKa3aTenst «HauyMoHabHble CTaHAapTbl» 3a TEKYLUIA rog. ECnM 3aMEHEH CCbINIOYHBbII
CTaHAapT, Ha KOTOpbI flaHa HefaTUpoBaHHAs CCbifika, TO PEKOMeHAYeTCs WCMob30BaTb AENCTBYIOLYI0 BEPCUIO 3TOrO
CTaHAapTa C YYETOM BCEX BHECEHHbIX B fJaHHYI0 BEPCUI0 U3MEHEHWIA. ECNM 3aMEHEH CCbINIOYHBbIN CTaHAAPT, HA KOTOPbIi
flaHa AaTMpoBaHHas CCblKa, TO PEKOMEHAYETCS NCNONb30BaTb BEPCUIO 3TOTO CTaHAapTa C yKa3aHHbIM BbIlle FOA0M YT-
BEPXAEHUs (MPUHATUS). ECNM Nocne yTBEPXAEHUS HACTOSILWEro cTaHhapTa B CCbIIOYHbIV CTaHAAPT, HA KOTOpPLIA faHa
faTupoBaHHas cCblfika, BHECEHO N3MeEHeHWe, 3aTpar1saillee NosioXeHne, Ha KOTOpoe faHa CcCblfka, TO 3TO NONOXEHNe
pPeKOMEHAYETCS NPUMEHATL 6e3 yuyeTa AaHHOTO U3MEHEHUS. ECNN CChINOYHBbIN cTaHAapT OTMEHeH 6e3 3aMeHbl, TO MoJo-
XeHne. B KOTOPOM flaHa CChiMKa Ha Hero, PEKOMeHAYeTCs MPUMEHATb B YacTu, He 3aTparusatoLleil 3Ty CCbifky.

3 TepmuHbI 1 onpefeneHns

B HacTosWeMm cTaHgapTe npumeHeHbl TepMuHbl no FOCT P MCO 14708-1. TOCT P MOK/TO 60788. a
TaKxe cnegyowme TepMUHblI C COOTBETCTBYOLLMMW OnNpefeneHnsMu:

3.1 cucTema KoxneapHoOW umnnaHTauun: AKTUBHOe mmnnaHtTupyemoe MW, Bknkouvarouiee, kak npa-
BU/I0. UMMNAHTUPYEMbIE W HEMMMIAHTUPYEeMble YacTu, NpefHasHayeHHoe ANA NeYeHUs YXy[LeHus criyxa
yepes 3/1eKTPOCTUMYIALMIO C/TYXOBbIX NyTei.

3.2 umnnaHTMpyemas 4yacTb: YacTb CUCTEMbI KOX/IeapHOW uMniaHTauuu, npegHasHavyeHHas 41sa Bee-
[EeHNA B OPraHn3mM YesioBeKa XMpypruyeckum nytem (Hanpumep, CTUMYIATOP U 3NeKTPOAbI).

3.3 HeMmMnNaHTUpyemasa 4acTb: BHELWHAS YacTb CMCTEMbI KOX/IeapHOW MMnaHTaumum (Hanpumep, pe-
4YeBOW NPOLECCcop M UCTOYHUK NUTAHKS).

4 O6uwwne TpeboBaHUSA K COAEPXAHNIO TEXHNYECKOTo 3afaHus ans
rocygapCTBEHHbIX 3aKYNOK MEeAULMHCKUX n3aenuii

4.1 T3 paspabaTbiBaeT 3akasuuk. T3 onpeaensieT npegMeT pa3MeLLeHmns 3aKasa Ha 3akynky MU.

4.2 O6wue TpeboBaHUs K noarotoBke T3 U UX ohopmMIEHUI0 NPV NPOBEAEHMN TOCYAAPCTBEHHbIX 3a-
Kynok onpegenexsl B FTOCT P 55719.

4.3 T3 Ha 3akynky MW gomkHO cofepxaTtb Tpeb6oBaHUs TOMbKO K TEM XapakTepucTnkam, KoTopble pe-
rnameHTUPOBaHbl HACTOALMM CTaHAapToOM. 3aka3uuK Bripase He BKIoYaTb B T3 HecylwecTBeHHbIe 41 Hero
TpeboBaHus.

4.4 3aka3uuk Brnpase BK/IOUUTL B T3 Ha 3akynky MW TpeboBaHWs, He pernaMeHTUpOBaHHble HacTo-
AWMM CTaH4apTOM, €C/IM OHW He NpoTMBOpeYaT AEelCTBYIOWMM HOPMAaTUBHO-MPABOBLIM akTam Poccuiickoi
depepaumu. MNpn 3TOM 3aKa3umk 0653aH 0AHO3HAYHO 060CHOBATL COOTBETCTBYIOLLME NOBbLILWEHHbIE NOTPE6U-
TeNbCKne, TEXHNYecKne 1 PyHKUMOHa IbHbIE XapaKTepUCTUKN.

4.5 TepmuHbI, NpeAcTaB/ieHHble B HACTOAWEM cTaHfapTe, He SABMSAITCA eAUHCTBEHHO BO3MOXHbIMU
AN NpUMEHeHUs, N03TOMy A1 06ecneyeHns UNm OLEeHKV COOTBETCTBUA TpeboBaHMNAM HaCcTOSALWEero cTaHaap-
Ta Heo6X0AMMO PYKOBOZCTBOBATLCA ONPefeneHnsaMy, a He HanMeHOBaHNSAMU TEPMUHOB, NpeAcTaBeHHbIMU
B pa3pgene 3.

2
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4.6 BenuuuHbl xapaktepuctuk MU. ykasbiBaeMble 3aka3uMkoM B T3. MOTryT UMeTb KOHKpEeTHble 3Haue-
HUA UK GbITb ONpefeneHbl 4719 UHTepBana: «B nana3oHe», «He 6o5ee», «He meHee». [lnana3oH N3MeHeHus
(HacTpoiKn, perysiMpoBKN 1 T. 4.) YKa3aHHOro napameTpa MOXeT 6biTb OnpefdeneH B TEPMUHAX: «He yXe» B
TOM cnyyaB, Korfja TpebyeMblil guanas3oH [O/HKEH BKIOYaTb YKasaHHbI MHTepBasl, WA «HE LMpe» B TOM
cnyyas, korga Tpebyemblil Anana3oH AO/HKEH HAaX0AMTbLCA BHYTPY YKa3aHHOro MHTepsasa.

NMpumMmeuaHnue — Tpu yKa3aHUM KOHKPETHbIX 3HAYEHMWI 3aKa3uMK AO/DKEH 06ecneunTs OTCYTCTBME OrpaHuye-
HUA KOHKYPEHLMH.

4.7 OTBETCTBEHHOCTb 3a MOJIHOTY U AOCTATOYHOCTb T3 /IEXUT Ha 3aKa3uuke.

5 TexHnyeckune xapakTepuCTUKN, yKa3blBaemMble B TEXHUYECKOM 3aaHumn

MepeyeHb HOPMATUBHbIX JOKYMEHTOB, ONpeaensowmnx TpeboBaHna K cuctemamM KoxsieapHol UMnnaH-
Tauuu, npeactaeneH B Tabnuue A.1 npunoxeHus A.

5.1 B T3 moryT 6bITb YKa3aHbl cnegytowme yHKUMOHabHbIe, TEXHUYECKMNE, KaueCTBEHHbIE N IKCNY-
aTauMOoHHble XapaKTepUCTUKN:

5.1.1 KOMNIEKTHOCTb CUCTEMbI KOX/1I€apHON UMNIaHTauuu:

- UMMNAHTaT KOX/1eapHblil C 31eKTPOAOM (MMNaHTMpyemMas 4acTb), LUT., He MeHee:

- peyeBoil Npoueccop, LWT.. He MEHEE;

- KPIOYKM 3ayLUHble, LT.. HE MeHee:

- nepegatyuk (Nepegarolan KaTylika), LT.. He MeHee;

- MarHuTbl oMKcauuy pasHoli CUMbl MPUTSHKEHWS, LIT.. HE MeHee:

- Kabenb coeAnHNTENbHBIN K NPOLEccopy, LUT., He MeHee;

- 610K NMTaHUs npoueccopa 6atapeiiHbli, WT., HE MEHee:

- 610K MMTaHUA npoueccopa akKyMynATOPHbINA, LT.. HE MEHee;

- KOMMNNEKT KpenseHus 6/10K0B NUTaHWsA Npu HOLLEHWUN Ha ofexAe, LWT.. He MeHee:

- NyNbT yNpaBneHns GUCTaHUNOHHbINA, WT., He MEHEeE;

- TecTep NpPoBepKn paboTocnocobHOCTN peyeBoro npoleccopa, Wr., He MeHee;

- 3apsiAHOe YCTPOICTBO A1 akKKyMYy/IATOPOB, LUT.. HE MEHee.

- 0HOPa30Bble 3NeMeHTbl NUTaHua (baTapeiiku), LWT.. He MeHee;

- aKKYMY/IATOPHbIE 3M1IEMEHTbI MUTaHUA, LT., HE MEHee;

- CyMKa A/1 npolieccopa, LT., He MeHee;

- CyMKa AN NpUHaANeXHOCTeN, WT.. He MeHee;

- Habop 4N1A NpoCyLWBaHUS peyeBoro npoweccopa, LT., He MeHee;

- nporpammarop A1 HaCTPONKMN CUCTEMbI KOX/IeapHO MMMNAaHTaumm, WT., He MeHee:

- NporpaMMHoe obecneyeHne A8 HaCTPOVKM CUCTEMbI KOX/IEAapPHOW MMMNaHTauumn, KOMuin, He MeHee.

5.1.2 NmnnaHTnpyemas 4yacTtb:

- MaTepuas Kopryca;

- TUN 3anekTpoga (CTaHAapTHbIA 3NeKTPoa AN CTUMYNALUN BCEX YACTOT YUTKW, 3NEKTPOL YMEHbLUIEH-
HOro guameTpa Ans rny6okoro BBeAeHWs Npu 06auTepauun yauTkun, YKOPOUEHHbI 3N1eKTPos, YMeHbLIEHHOro
AnameTpa C BO3MOXHOCTbIO 3/1EKTPOaKyCTUYECKON CTUMY/IALMMN COXPAHHbIX YaCTOT YIUTKN);

- TUN 3N1EKTPOAHON pelleTkn (Npsmas, nepuMmoavonsapHas, npeasapvTenibHO 3aKkpyyeHHas, ¢ adhheKTom
namsaTv opmbl);

- BO3MOXHOCTb COXpaHeHUsA 0OCTATOYHOIO C/iyxa (Hasmume):

- rNy6vHa BBeAEHWS 3M1eKTPOAOB B Y/IMTKY, C yKa3aHuem OTAe/NbHbIX 3HaYeHWli ANs 3NeKTpoaos, obe-
crneynBaoLWnX CTUMYNALUIO B 061aCTN BbICOKUX, CPEAHUX U HU3KUX YaCTOT, MM. HE MEHee.

- BO3MOXHOCTb NPOBEEHNSA MarHTHO-pe30HaHCHOM Tomorpaduy 6e3 XMpypruyeckoro U3BfeveHns um-
NNaHTMPyeMOoW 4acTu € yka3aHvem A0MNyCTUMON HanpsHKeHHOCTU MarHUTHOTO Moss (Hanuuue);

- YNC/O aKTUBHBIX 3/IEKTPOAOB, LWT., HE MEHee;

- BO3MOXHOCTb NocneAoBaTenbHON CTUMYAAUMKN (Hannyne);

- BO3MOXHOCTb napanfiiesibHoi CTUMYAuMN (Hanuune);

- MakcumasibHasa yactota ctumynsaumn. Ky, He MeHee;

- BO3MOXHOCTb OCYLLeCTB/IeHNSA TeneMeTpumn 3N1eKTPOAOB, 3NEeKTPOHUKMU UMniaHTara, HepBHOro oTeeTa
N T. 4. (Hanuuune):

- rapaHTUHbLIA CPOK 3KCnayaTauuu, NeT, He MeHee.
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5.1.3 HeumnnaHTupyemas 4acTb:

- TMN POMOBOrO MpoLeccopa (3ayLUHbliA, AN HOLEHUS Ha Nosice, Ha pyKe, Ha oAeXAe, Ha roNoBHOW No-
BA3KE U T. A4.):

- 4yucno cTparternii KOAUPOBaHUS CUTHaNa. WT, He MEHee;

- 4uCo Nporpamm, LWT.. HO MEHee;

- perynmpoBka rpoMKOCTU 1 YyBCTBUTENIbHOCTU (Hasimume);

- MHAMKauua paboTbl peyeBoro npoueccopa (Hannume);
MHAVKauus paspaga 6atapeit (akKkyMynaTopoB) (Hanuuue):
- BO3MOXHOCTb NOAK/TIOYEHUA BHELLHNX YCTPOICTB (Hanuune);
BO3MOXHOCTb 3/IEKTPONUTaHNSA OT O4HOPA30BbIX 3/IEMEHTOB NUTAHNA (Hauune):
BO3MOXHOCTb 3/IEKTPONUTAHNSA OT aKKyMYNATOPHbIX 3/IEMEHTOB NUTaHNA (Hanuune);
MakKcumasibHas yactota CTumMynsauum, K. He MeHee;
BO3MOXHOCTb NOCnefoBaTe/IbHoON CTuMynaumn (Hanuune);
BO3MOXHOCTb Mapasi/ieNIbHoON CTUMYNAUUKN (Hanuuue);
* rapaHTWIHbI CPOK 3KCNyaTauuu, NeT. He MeHee.

6 Tpeb6oBaHMA K 0DOPM/IEHUNIO TEXHUYECKOTO 3a4aHusl

6.1 Mpumep MeAMKO-TEXHUYECKUX XapaKTepPUCTUK CUCTEMbI KOX/TIeapHO MMNAaHTauun NpuBeaeH B Ta-
6nvue b.1 npunoxeHns b.

6.2 Uncnosble N HEUMCNOBbIE 3HAYEHUS XapaKTepucTuk (mapameTpoB), NpeacTaBneHHble Tabnuue B.1
NPUNOXEHUS B. HOCAT €MOHCTPALMOHHBIA XapaKTep U He MOTyT 6bITb UCNO/Ib30BaHbl Kak TUMOBbIE 3HAYEHUSI
npu coctassieHnmn T3.

6.3 [ononHutesibHble TpeboBaHUsA, 060CHOBAHHbIE 3aKA34YMKOM C MO3ULMIA KIMHWUKO-TEXHUYECKON He-
06X0AMMOCTU. 0OPOPMASAIOT B BUAE NPUIOXKEHNSA K T3.
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MpunoxeHune A
(o6a3aTenbHoOe)

MepeyeHb HOPMATHUBHbLIX JOKYMEHTOB,

KOTOpPbIM 00/1XHbI COOTBETCTBOBATb CUCTEMDbI KoxneapHon nMmnnaHTaynn

Ta6nunuya Al

O603HaveHVe

FOCT 20790/TOCT P 50444

FOCT 30324.0 (M3K 601-1)/
FOCT P 50267.0 (M3K 601-1)

FOCT 30324.0.4
(M3K 60601-1-4)
FOCT ISO 10993-1
FOCT ISO 10993-4
FOCT ISO 10993-5

FOCT ISO 10993-6

FOCT ISO 10993-7

FOCT ISO 10993-10

FOCT ISO 10993-11

FOCT P 50267.0 (MOK 601-1)
FOCT P 50444

FOCT P 52770

FOCT P NCO 14706-1

FOCT P NCO 14706-7

FOCT P M3K 60601-1

FOCT P M3K 60601-1-2

HanmeHosaHve

Mpu6opsbl, annapaTbl 1 060pygoBaHne MeanumHckue. ObLme TeXHMYeckue ycnosus

M3genus meguumHckme anekTpuueckue. Yacts 1. O6wume Tpe6oBaHus 6€30nacHoCcTy

N3penus meguuMHcKue anekTpudeckne. Yactb 1. O6lue TpeGoBaHus 6e30MacHo-
cTu. 4. Tpe6oBaHusi 6€30MacHOCTV K MPOrpaMMUPYEMbIM MEAMULMHCKUM 3/1EKTPOH-
HbIM CUCTEMAM

MN3genna mepnumHckve. OueHKa 61010TMYECKOro feliCTBUS MeAULMHCKUX U3aenuit.
YacTb 1. OueHKa 1 uccnefoBaHus

N3genusa meamumHckme. OugHKa 6100rMuYecKoro 4eiCTBMS MeanLMHCKIUX U3aenuii.
YacTb 4. ViccnenoBaHus n3genuii, B3auMogeiCcTBYOWNX C KPOBbIO

N3penus mMeguuuHckue. OueHKa 6100rMYecKoro AeNcTBus MeanUMHCKUX N3AENUiA.
YacTb 5. iccneoBaHusi Ha LMTOTOKCUUHOCTbL: METOoAbI in vitro

N3pgenusa megnumHckne. OueHKa 61Mon0rMyeckoro AecTBna MeaULNHCKNX U3Aennii.
YacTb 6. ViccnegoBaHna MeCTHOMO AelicTBUA Noc/ie UMMaHTaummn

MN3genus meguunHckue. OueHKa 61ON0TMYECcKOro AeiCTBUS MefULMHCKUX U3Lenuii.
YacTb 7. OcTaToyHOE CofepXaHue aTUeHOKCHAa NOC/e CTepUnn3annm

MN3penvs mepnumHckve. OueHKa 61M010TMYecKoro 4eiicTBUS MeauLMHCKUX U3aenuit.
YacTb 10. ViccnepoBaHus pasfpaxarolero n cCeHcMbunusnpyoulero geictaus

N3pennsa meguumHckne. OueHka 6MON0rNyeckoro f4eicTBus MeauUUHCKUX U3genui.
YacTb 11. ViccnefoBaHuUsi 06LL,ETOKCMYECKOro AeliCcTBUS

N3penus meguumHckue anektpuyeckne. Yactb 1. O6ume Tpe6oBaHns 6e3o0nacHoCTH
Mpu6opsl, annapatsl ¥ 060pyAoBaHNE MeANLMHCKME. OBLiMe TEXHUYECKIE YCIOBUS

N3genus meauumHckme. TpeGoBaHus 6e3onacHocTU. MeTofbl CaHWTapHO-XMMuue-
CKMX M TOKCUKOJIOTUYECKMX UCTIbITAHNIA

MMnnaHTaTbl Xupypruyeckme. AKTUBHbIE MMMNIAHTUPYeMble MeAULVHCKUE U3Aenus.
YacTtb 1. Obuime TpeboBaHna K 6e30MacHOCTM, MapkKMpoBKe 1 nHdopmMauun, npeao-
cTaBnseMoii nsrotosutenem

MmnnaHTaTbl 408 XUPYPruu. AKTUBHbIE UMMNAHTUPYEMbIE MELULUHCKWE W3AENus.
YacTb 7. YacTHble Tpe6oBaHWsi KCMCTEMAM KOX/1IeapHoi UMNaaHTauumn

MN3penus meguumHckne anekTpuyeckue. Yactb 1. O6une Tpe6oBaHus 6€30MacHoCTy
C Y4ETOM OCHOBHbIX (DYHKLMOHA/bHBIX XapaKTepUCTuK

V3penns meanumHckne anekTpuyeckue. Yactb 1-2. O6wme TpeboBaHusi Gesonac-
HOCTW C YyY4ETOM OCHOBHbIX (DYHKLMOHANbHbIX XapaKTepucTuk. MapannenbHblii cTaH-
[apT. AnekTpoMarHMTHass COBMeCTUMOCTb. TpeboBaHus 1 NCNbITaHUSA



FOCT P 57505— 2017

MpunoxeHune b
(cnpaBoyHoe)

Mpumep MeUKO-TEXHNYECKNX XapakTepUCTUK CUCTEMbI KOX/1IeapHOU uMniaaHTauum
Ta6nunuya b1

Mpume

XapakTepucTika (napameTp) 3HaueHre Game

1 KomnnekTHoCTb

- IMnnaHTaT Kox/neapHblii C 3MEKTPOAOM (MMMNAHTUpyemas 4acTb),

LUT.. He MeHee 1
- PeueBoii npoueccop, WT., He MeHee 1
- Kproukun 3ayliHble, Wr.. He MeHee 2
- MNepepaTunk (Nnepepatrolwian Katywka), ui., He MeHee 1
- MarHuTbl hrkcauum pasHoii Cubl NPUTSXKEHNS, LT., HEe MeHee 2
- Kabenb coeAnHUTENbHBI K NpoLieccopy, WT.. He MeHee 2
- Bnok nuTaHna npoueccopa 6atapeliHblii, WT.. He MeHee 1
- Bnok nuTaHna npoueccopa akKymynAaTOPHbIN, LWT., He MeHee 1

- Komnnekr KpenneHna 6/10KOB NUTaHMUSA npu HOoWeHUn Ha ogexae, WT.,

He MeHee 1
- 3apsfHoe yCTPOICTBO A1 aKKyMynsaTOpOB, WT.. He MeHee 1
- OfgHOpa3oBble 3N1eMeHTbl NUTaHus (baTapeliku), WT.. He MeHee 12
- CymKa ans npoueccopa, LWT.. He MeHee 1
- CyMKa Ana npuHaanexHocTel, Wr., He MeHee 1

2 MmnnaHtTupyemas vacTb
- Matepwvan kopnyca TutaH

- Tun anekTpoga CTaHfapTHbI Ans CTUMYNALMN
BCEX Y4aCTOT YNUTKU

- Tvn 3NeKTPOAHOI peLleTkn Mpsamas, ¢ adhhekTom namaATn
opmbl
- BO3MOXHOCTb COXpaHeHns 0CTaTOYHOro cayxa Hanunune

- Fny6uHa BBefEeHNs1 3NEeKTPOA0B B YIUTKY, o6GecneynBaioLlas cTumy-
NSILMI0 B 06/1aCTU BbICOKUX, CPEAHUX, HU3KUX YACTOT, MM. He MeHee 25

- BO3MOXHOCTb NpPOBEAEHNA MarHUTHO-pe30HaHCHOW Tomorpadun (8o Hannune
1.5 Tn) 6€3 XMpypruyeckoro n3BfeyeHns marHmra

- Yncno akTUBHBIX 3N1EKTPOAOB, WT.. HE MeHee 12
- BO3MOXHOCTb NocnefoBaTefibHoOl CTUMYNSALMN Hannune
- MakcumanbHas yactota cTumynsauuu. k. He meHee 50
- TenemeTpus 3NeKTpoL0B Hannune
- TenemeTpusa aNIeKTPOHUKM MMNaHTaTa Hanwnune
- TenemeTpusi HEPBHOTO OTBETA Hannune
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OkoH4aHve Tabnuybl b. 1

XapakTepuctrka (napametp) 3vaerve T{%ﬁ’ni*
- FapaHTWiiHbIN CPOK aKcnyaTauum, eT. He MeHee 5
3 HeumnnaHtupyemas 4actb
- Tvin pe4eBOro/3ByKOBOro npoteccopa: 3ayLUHbIii
- Uucno ctpaTernii KOAUPOBaHNA CUTHaNa, LT., He MeHee 2
- Yucno nporpamm, LWT.. He MeHee 3
- PerynmpoBka rpoMKOCTY W 4yBCTBUTE/IbLHOCTU Hannune
- Inavkaums paboTbl peyeBoro npoteccopa Hanunune
- MHankauma paspsiga 6atapeii (akKymynsiTopos)
- BO3MOXHOCTb NOAK/OYEHNA BHELIHNX YCTPOWCTB Hanunune
- BO3MOXHOCTb 91€KTPONUTaHNSA OT OHOPA30BbIX 3/IEMEHTOB NUTaHNA Hanunune
- BO3MOXHOCTbL 3/1€KTPONUTAHUA OT aKKYMY/IATOPHbLIX 3/1EMEHTOB Mu- Hanunune
TaHus
- MakcumanbHasa yactota ctumynauun. K. He MeHee 50
- BO3MOXHOCTb nocneAoBaTe ibHOW CTUMY ALK Hanunune
- MapaHTWiiHbI/ CPOK 3KCMyaTauuu, net. He MeHee 5
MpumeyvaHne — UYUCNOBbIE N HEUMC/IOBbIE 3HAYEHWUA XapaKTepucTuk (napameTpos), NpeAcTaB/ieHHble B

Tabnuue, HocAT ,U,eMOHCTpaLl,VIOHHbIVI XapakTtep



FOCT P 57505— 2017

YOK 616.28-76 OKC 11.040.40

KntoueBble cloBa: rocyAapCTBEHHAs 3aKyrnka, KoX/leapHblii MMNAaHTaT, cucteMa Kox/ieapHoii umnaaHTaumm,
peuveBoii Npoueccop

B3 7- 2017/110

Pepaktop A.B. XpycTanes
TexHuueckuii pegaktop B.H. MNpycakosa
Koppektop P.A MeHTOBa
KomnbloTepHas BepcTka J1.A. KpyroBoii

CpaHo B Hab6op 14.06.2017. MMopjnucaHo B neyaTb 20.06 2017. Popmat 60»64'/g. FapHuTypa Apuan.
Yen. nay. n. 1.40 Yy.-uspg. n. 1.12 Tupax 24 3K3 3ak. 989.

MoAroToBNEHO HA OCHOBE 3/1IEKTPOHHON BepcUN, NpefoCcTaBeHHO pa3paboTYnKoM cTaHaapTa

MN3paHo v otneyataHo Bo ®IYN «CTAHANPTUH®OPM*. 123995 MockBa lpaHaTHbI nep.. 4
www goslinfo.ru info@ gostinfo.ru


https://meganorm.ru/list2/64329-0.htm
https://meganorm.ru/mega_doc/fire/postanovlenie/26/postanovlenie_vosmogo_arbitrazhnogo_apellyatsionnogo_suda_ot_11.html

