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1 PABPABOTAH OO6wectBOM C OrpaHMYEHHOW OTBETCTBEHHOCTbIO «HayyHO-TEXHUYECKUN LEHTp
«MEJUT3KC» (OO0 «HTL, «xMEOUT3IKCx»)

2 BHECEH TexHuuyeckum KOMUTETOM No cTaHgaptu3auum TK 011 «MeauuuHckue npubopsl, annaparbl
n o6opynoBaHue»

3 YTBEPXOEH 1 BBEJEH B JEVCTBUE Mpukasom deaepanbHOro areHTCTsa No TEXHUYECKOMY pe-
rynmpoBaHuto u Metponorum ot 8 nwoHa 2017 r. Ne 517-ct

4 BBEJEH BMNEPBbIE

lMpasuna npumeHeHuss HAacMosWwe20 cma+Hfapma ycmaHoeneHb! 6 cmambee 26 ®edepanbHo20 3aKoHa
om 29 uwHs 2015 2. Ne 162-03 «O cmaHOapmu3sauuu e Pocculickoli ®edepayuu». Nngpopmayus o6
UBMEHEeHUSX K Hacmosuiemy cmaHdapmy nybnuxkyemcs 6 exe200HOM (110 COCMOAHUIO Ha 1 sHeapst meKyuwiezo
eo0a) uHopMayUOHHOM yKasamene «HayuoHanbHble cmaH0apmbly, a ohulyuaribHbIl MeKkem u3MeHeHUld
U ronpasok — 8 eXemMecs4HOM UHGOPMaUUOHHOM ykaszamene «HayuoHanbHble cmaHdapmbi». B cnydae
nepecmompa (3ameHbl) Ui OMMeHb! Hacmosuwieao cmaHO0apma coomeememeyrouiee yeedomneHue 6ydem
onybnukosaHo 6 6ruxalilueM 6bIMyCKe EXEeMEeCAYHO020 UHOPMAaYUOHHO20 ykazamensa «HauuoHanbHble
cmanfapmbiy. Coomeememeyiowas UHGoOpMayus, yeedoMneHue U MmeKkcmbl pasMewjaomcs makkxe e
UHhOpMaLUOHHOU cucmeme obuweeo nonb308aHUs — Ha oguyuanbHoM calime dedeparnbHoe0 azeHmemea
10 MEXHUYECKOMY peaynuposaHuio u memposoeauu 8 cemu iumepHem (www.gost.ru)
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BBeaeHue

Hacrosimin ctTaHaapT ycTaHaBnMBaEeT OCHOBHbIE TPEGOBaHUSA, KOTOPbIE AOMKHbLI COAEPKATLCA B TEXHU-
yecknx 3agaHuax (T3) Ana rocyaapCcTBEHHbIX 3aKyNOK CUCTEM KOXIeapHON MMNIIaHTaLmu.

MexayHapoaHbIX aHanoros HacTosILLEeMY CTaHAapTy He CyLUeCTBYET. HacToswmii cTaHaapT oTpaxaer
cneunduky OoTedeCTBEHHbIX (POPM roCyAapCTBEHHBLIX 3aKyMOK MeauuMHCKkuX muagenuin (MU) n moxeT ObiTb
TONbLKO HaUUOHANbHLIM JOKYMEHTOM.
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HAUUWOHANBHBIA CTAHJDAPT POCCUNCKON GERJEPALUUMN

N3QENNA MEAMLUMHCKUE

CucTemMbl KOXSIeapHON UMNMAHTALMN.
TexHMyeckue TpeGoOBaHMA AN rocyaapcTBEHHbIX 3aKyNOK

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

Hara BBegeHunsa — 2018—06—01

1 O6nacTb NpUMeHeHus

Hacroawumn ctaHgapT ycraHaBnmBaeT TpeboBaHus kK noarotoBke T3 u ux ohopmneHnto npu npoeeje-
HWUM rOCYAAPCTBEHHBIX 3aKYNOK CUCTEM KOXMEAPHOW MMNaHTauumm.

Hacroawwmn craHgapT pacnpocTpaHSaeTCa Ha CUCTEMbI KOXITIEapHON UMNaHTauumn (KOMNMAEKTbl), npea-
Ha3Ha4Y€eHHbIE ANsl KOMNEHCALUMW Y NAUUEHTOB rMyBoKnX cTeneHen HempoCeHCOPHON (CEHCOHEBPANbHON) Ty-
rOyxoCTU NyTEM 3MEKTPOCTUMYNALUN CYXOBbIX NyTEN.

Hactosiwuit ctaHAapT HEe pacnpoCTPaHAETCA HA CTBOMOMO3rOBbIE CMYX0BblE UMMAHTATLI.

Hacroawmin ctaHgapTt SBASETCHA YacTHbIM CTaHAAPTOM NO OTHOLEeHUto kK TOCT P 55719.

2 HopmartuBHbI€ CCbINIKU

B HacToqwem ctaHgapTe Cnonb3oBaHbl HOPMaTUBHBIE CChISIKM HA CReayloLime ctaHgapTbl:

FOCT 20790/TOCT P 50444 Mpubopel, annapatel 1 060pyaoBaHne meguumuHckue. O6Lme TexHuye-
CKune ycrnosus

FOCT 30324.0 (M3K 601-1)/TOCT P 50267.0 (MOK 601-1) N3genua meauuMHCKUE IneKTpUYeckune.
YacTb 1. O6wme TpeboaHus 6esonacHocTu

FOCT 30324.0.4 (M3OK 60601-1-4) N3penua meanumHckne anektpudeckue. Yacts 1. O6wme TpeboBaHus
GesonacHocTu. 4. TpeboBaHusi 6E30MaCHOCTU K NPOrpamMMUpPyEMbIM MEANLIMHCKUM SNEKTPOHHbIM CUCTEMaM

FOCT 1SO 10993-1 Uspenus meanumHckue. OueHka 6UMoNornyeckoro AenCTBUst MEAULIMHCKUX u3ae-
nui. Yactb 1. OueHka u uccnegosaHus

FOCT ISO 10993-4 UN3pgenua meanumHckme. OueHka BUONOrnyeckoro AeiCTBUS MeAULMHCKUX U3ae-
nuii. Yactb 4. NccnegosaHna nsgennii, B3auMo4EeNCTBYIOLLMX C KPOBLIO

FOCT ISO 10993-5 MN3pgenua meanumHckme. OueHka BUONOrnYeckoro AeiCTBUS MeAULMHCKUX u3ae-
nui. Yactb 5. MccnegoBaHna Ha LMTOTOKCUYHOCTb: METOAbI in vitro

[OCT I1SO 10993-6 Uspgenus megnumHckue. OueHka 6UMonornyeckoro AencTBust MeaUUMHCKMX usge-
nun. Yactb 6. MiccnegoBaHma MECTHOTO AEWCTBUA NOCNE uMnnaHTaymm

FOCT 1SO 10993-7 U3penus meanumHckue. OueHka 6UMoNornyeckoro AencTBUst MeAULMHCKUX u3ae-
nui. Yactb 7. OCTaTOMHOE COAepKaHUe 3TUNEHOKCUAa Nocrne cTepunusanmm

FOCT ISO 10993-10 N3genus meauuyuHckue. OueHka BUONOrnYeckoro 4encTBua MeaULMHCKMX usae-
numit. Yactb 10. NiccnenoBanus pasgpaxkatoLero U CEHCUOUNU3NpyoLLEero AencTeus

FOCT ISO 10993-11 Usgenusa meanumHckme. OueHka 6UONOrMyeckoro 4encTeBua MeaULUMHCKMX usae-
nuin. Yactb 11. UccnepgoBaHus 00LLETOKCUYECKOTO AEWCTBUS

FOCT P 50267.0 (M3K 601-1) N3genua meanumHckme anektTpudeckue. Yacto 1. OOwume TpeboBaHuns
B6e3onacHocTun

FOCT P 50444 MNpubopsl, annapaTbl 1 060pyaoBaHne MeauuuHckue. ObLme TeXHnYeckne ycroBust

FOCT P 52770 W3pgenust meauuuHckme. TpeboBaHusa 6e3onacHocTu. MeToabl CAHUTaPHO-XUMUYECKUX
N TOKCUKOMNOTUYECKUX UCTbITAHUN

M3paHue ocpuuymanbHoe
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MOCT P 55719 Uspenua meauuuHcKue anekTpuyeckme. TpebGoBaHMsA K COAEpXKaHUo U 0hOpPMIEHUIO
TEXHUYECKNX 3afaHnn ANA KOHKYPCHOW OOKYMEHTaLuW Npu NPOBEAEHUN rOCYL4apCTBEHHbIX 3aKyMNOK BbICOKO-
TEXHOMOMMYHOIO MEAMLMHCKOTO 060pya0BaHMA

FMOCT P NCO 14708-1 UMnnaHTatbl Xupypruyeckue. AKTUBHbIE UMNNAHTUPYEMblE MEAULUHCKUE U3-
aenus. Yacte 1. O6wme TpeboBaHus kK 6e30NacHOCTU, MapKUPOBKE M MHAOPMAaLMKU, NPESOCTABMNAEMON U3-
rotoBuUTENEM

FOCT P UCO 14708-7 NmnnaHTaTbl ANSA XMPYPrun. AKTUBHbIE UMIMITAHTUPYEMbIE MEAULMHCKUE u3ae-
nus. Yacrtb 7. YactHble TpeboBaHuA K cucTeMam KOXneapHOi uMnnaHTaumum

FOCT P M3K 60601-1 Uspenua megnumHckune anektpuyeckue. Yacts 1. O6wme Tpeboanua 6esonac-
HOCTU C YYETOM OCHOBHbIX (PYHKLMOHANbHbLIX XapaKTepPUCTMK

FOCT P M3K 60601-1-2 N3genua meauumnHckue anekTpudeckue. Yactb 1-2. O6wme TpeboBaHun 6es-
ONacHOCTU C YYETOM OCHOBHbIX (PYHKLMOHANbHLIX XapakrepucTuk. MapannenbHbili CTaHAapT. SnekTpomMar-
HWTHasi COBMECTUMOCTb. TpeBoBaHUA 1 UCNbITaHUA

FOCT P M3K/TO 60788 U3penua meanuuHckue anekTpuveckue. Cnosapb

MpuMmeyaHune — MNpu NONL3OBAHUN HACTOSILNM CTAHAAPTOM LienecoobpasHo NPoBEPUTL AENCTBUE CCbINOY-
HbIX CTaHAApTOB B MHPOPMaLMOHHON cUCTeMe OBLLEero NoNb3oBaHWA — Ha oduLnansHoM caiiTe defiepansHOro areHT-
CTBa MO TEXHUYECKOMY PETYNIUPOBAHUIO U METPOMOTUN B CETU UHTEPHET UK NO eXerogHOMY UHEOPMaLMOHHOMY yKa3sa-
Tento «HauuoHanbHble cTaHAapThI», KOTOpLIA ony6nukoBaH No COCTOAHUIO Ha 1 AHBaps TeKyLUero rofa, U no Beinyckam
eXeMeCcAYHOro MHOPMALMOHHOTO YKasaTena «HauuoHanbHble cTaHaapTbi» 3a TeKyLMIA rofl. ECrin 3aMeHeH CCbinoYHbIii
CTaHAapT, Ha KOTOPLIA faHa HefaTMPOBaHHAA CChINKa, TO PEKOMEHAYETCA UCNOMbL30BaTh [ENCTBYIOLLYI0 BEPCUIO 3TOMO
cTaHaapTa C yUYETOM BCEX BHECEHHBIX B JaHHYI0 BEPCUIO U3MEHEHWI. ECNU 3aMeHeH CCLINIOUHbIA CTaHAapT, Ha KOTopblii
AaHa AaTUpoBaHHas CCbirlka, TO PEKOMEHAYETCS UCNOMNb30BaTL BEPCUIO 3TOTO CTaHAapTa C yKasaHHbIM Bbilue roAoM yT-
BEPXKAEHNA (NpUHATUA). Ecnn nocne yTBepXAEHNA HACTOAWEro CTaHAapTa B CCbIIOYHLIA CTaHAapT, Ha KOTOpLIA gaHa
AaTupoBaHHasl CChirNka, BHECEHO M3MEHEHWe, 3aTparusatolee NONOXEHNe, Ha KOTOPOE jaHa CChirnka, TO STO NOSIOKEHNe
peKOMeHAYETCA NPUMeHsITL Ge3 yyeTa AaHHOMO U3MEHeHUA. ECnn CCbINOYHBIN CTaHAapT OTMeHeH 6e3 3aMeHbl, TO MNoso-
XeHwue, B KOTOPOM JlaHa CChIfIKa Ha Hero, PeKOMEHAYETCA NPUMEHSATL B YacTH, He 3aTparuBaloLLeil 3Ty CChIKY.

3 TepMuHbI U onpeaeneHusn

B HacTofilueM cTaHaapTe npuMmeHeHbl Tepmudbl no FTOCT P UCO 14708-1, TOCT P M3K/TO 60788, a
TaKkke cneayLye TepMUHbl C COOTBETCTBYIOLLUMMU ONpPEeaeneHUsIMU:

3.1 cuctema KoxneapHoOM UMNNaHTauum: AKTMBHOEe uMmnnaHtupyemoe MW, Bknioyalouwee, kak npa-
BMII0, UMMNMIAHTUPYEMbBIE U HEUMINAHTUPYEMbIE YacTu, NPeAHa3HAYEeHHOoe AN NeYEeHUs YXyALLIeHUs cryxa
Yyepes ANEKTPOCTUMYNALMIO CITYXOBbIX MYTEN.

3.2 uMnnaHTupyemas YacTb: YacTb CUCTEMbI KOXNIEAPHON UMNNaHTaLMmW, NpeaHa3HavYeHHasa Anga BBe-
JEHUs B OPraHn3M YenoBseka XMpypruyeckum nyteM (Hanpumep, CTUMYNATOP U SNEKTPOAbI).

3.3 HeMMnnaHTUPyeMasn YyacTb: BHeELLHAA YacTb CUCTEMbI KOXTIeapHOW MMNNaHTauuMmn (Hanpumep, pe-
4EeBOW NPOLECCOP U UCTOUHUK MUTAHMS).

4 O6wme TpebOBaHUA K coaepXKaHUIO TEXHUYECKOro 3agaHuA ans
rocyaapCTBeHHbIX 3aKyNoK MegULMHCKUX n3aenumn

4.1 T3 paspabatbiBaeT 3akasunk. T3 onpeaenser npeameT pasMeLleHns 3akasa Ha 3akynky MIA.

4.2 O6wue TpeboBaHUA K noarotoske T3 M UX OHOPMNEHUIO MPU NPOBEAEHUU rOCYAapPCTBEHHbIX 3a-
Kynok onpeaenexsl B FOCT P 55719.

4.3 T3 Ha 3akynky MU gomkHOo cogepkaTb TpeboBaHUA TONBKO K TEM XapakTepucTukam, KoTopble pe-
rmamMeHTUPOBaHblI HACTOALLMM CTaHAApTOM. 3aKasyuk BnpaBe He BKMoYaTb B T3 HECYLLECTBEHHbIE ANSA HErOo
TpeboBaHus.

4.4 3akasuuk Bnpase Bknountb B T3 Ha 3akynky MW TpeGoBaHus, He pernaMeHTUPOBAHHbIE HACTO-
ALUMM CTaHZapTOM, €CRU OHU He NPOTUBOPEYAaT AEWCTBYIOLLMM HOPMAaTMBHO-MPABOBLIM akTaM POCCMIiCKON
depnepauuu. Mpu STOM 3aka3ynk 06s13aH 04HO3HAYHO 0OOCHOBATH COOTBETCTBYIOLLME NOBbILLEHHbIE NOTPEOU-
TENbCKUE, TEXHUYECKNE U (DYHKLIMOHATIbHBIE XapaKTe PUCTUKM.

4.5 TepMuHbI, NpeacCTaBneHHble B HACTOALLEM CTaHAapTe, He ABMAIOTCA €AUHCTBEHHO BO3MOXHbLIMU
ANsi NPUMEHEeHUs, NO3TOMY Ansa obecneveHns Unm OLeHKU COOTBETCTBUA TpeboBaHUAM HACTOSILLEro cTaHaap-
Ta Heobxo4MMO PyKOBOACTBOBATLCA ONPEAEneHnssMU, 8 HE HAUMEHOBAHMSIMU TEPMUHOB, NPEACTaBMNEHHbIMU
B pasgene 3.

2



rocT P 575056—2017

4.6 BenuuuHbl xapaktepuctuk MU, ykasbisaemble 3aka3umkom B T3, MOTyT UMETb KOHKPETHbIE 3HaYe-
HUs unu 6bITb ONpeaeneHsbl ANst MHTepBana: «B AUana3soHe», «He Goneex», «He MeHee». [lanasoH U3MEHeHUs
(HacTpoiku, perynupoBKK W T. [1.) YKa3aHHOTO napameTpa MOXET ObiTb onpeaerieH B TEPMUHAX: «HE YXE» B
TOM crnyyae, korga TpebyeMblil Anana3oH AOSKEH BKMIOYATb YKa3aHHbI MHTEPBan, UK «HE LUMPE» B TOM
cnyyae, koraa Tpebyembliit AMana3oH AOMKEH HAXOAUTLCA BHYTPU yKasaHHOTO UHTepBana.

NMpumeyaHue — Mpu ykasaHUU KOHKPETHBIX 3HAYEHWI 3aKa34NK JOIDKEH 06ecneumnTb OTCYTCTBIUE OrpaHude-
HUS1 KOHKYPEHLNN.

4.7 OTBETCTBEHHOCTb 3a MOSIHOTY M AOCTATOYHOCTbL T3 NeXUT Ha 3aKasuuke.

5 TexHuuyeckue xapaKTepUCTUKKU, yKa3biBaeMble B TEXHUUECKOM 3afaHUU

lNepeyeHb HOPMATMBHLIX JOKYMEHTOB, onpeaensiowmx TpeboBaHua K CUCTEMaM KOXeapHO! UMMNnaH-
Tauum, npeactasneH B Tabnuue A.1 npunoxenus A.

5.1 B T3 MoryT ObiTb yKasaHbl cneayiowme hyHKUMOHaNbHbIE, TEXHUYECKUE, KaYeCTBEHHbIE U JKCTNY-
aTauUWOHHbIE XapaKTEPUCTUKK:

5.1.1 KOMNNEKTHOCTb CUCTEMbI KOXSI€apPHON UMNJSTAHTaLUMK:

- UIMNNAHTAaT KOXNEeapHbIN C 3MEeKTPOAOM (MMNAAHTUPYEMASA YaCTb), LUT., HE MEHEE;

- PEe4YEBOI NPOLECCOP, LUT., HE MEHEE;

- KPIOYKM 3ayLUHbIe, LUT., HE MEHee;

- nepegaTyuk (nepepatoLlas KaTywka), Wr., He MeHee;

- MarHuTbl pukcaLmmn pasHON CuUnbl NPUTSXKEHUSA, LUT., HE MEHee;

- kabenb coeaVHUTENBHBIA K MPOLECCOPY, LUT., HE MEHEE;

- BNok nuTaHus npoueccopa batapeiHbli, WT., HE MEHeE;

- Brok NMTaHWA Npoueccopa akKyMynATOPHbIN, LUT., HE MEHEE;

- KOMMAEKT KpenneHus G10KOB NUTAHMA NPU HOLLEHWUM HA OAEXAE, LUT., HE MEHeE;

- NYNLT yNpaBneHWs AUCTAHLMOHHBIN, LUT., HE MEHEE;

- TecTep NnpoBepkn paboToCNOCOGHOCTU PEYEBOro NPOLIECCopa, LUT., HE MEHEE;

- 3apsiAHOE YCTPOWCTBO Af1S aKKyMYINSTOPOB, LUT., HE MEHee;

- 0QHOpPAa30Bble 9NeMEHThI NUTaHua (batapeniku), WT., He MeHee,;

- aKKyMYNSATOPHbIE 3NIEMEHTbI MUTAHUS, LUT., HE MEHEE;

- CyMKa Ans npoueccopa, LUT., He MEHEE;

- CyMKa Ans NpUHaANeXxHOCTEN, LUT., He MEHee;

- Habop ANa NPOCYLUMBaHMA PEYEBOrO NPOLIECCOPA, LUT., HE MeHee;

- MporpaMMarop Ana HaCTPOWKU CUCTEMBI KOXIIEapHON UMNAHTaLUN, WT., HE MEHEE;

- MporpaMmHoe obecneyeHue Ans HACTPOMKU CUCTEMbI KOXNEAPHON UMNNAHTALMK, KONWIA, HE MeHee.

5.1.2 imnnaHTupyemas 4yacrtb:

- maTepuan Kkopnyca;

- TMN 9neKkTpoaa (CTaHAAPTHLIA ANEKTPOA ANA CTUMYMSALUW BCEX YaCTOT YIUTKU, 3NEKTPOA YMEHbLUEH-
HOrO AnamMeTpa Ans ryboKoro BBEAEHUS Npu 00nuTepauum ynuTku, yKOPOUEHHBINA SMEKTPO YMEHbLUIEHHOTO
AnamMeTpa ¢ BOSMOXXHOCTLIO 3/1EKTPOAKyCTUYECKOW CTUMYMALMWN COXPaHHBIX YaCTOT YIUTKK);

- TUN SNEKTPOAHOM peLleTkn (NpsmMas, NepUMOAUONSIPHASN, NPeABapUTENIbHO 3aKpy4YeHHasn, ¢ apdekTom
namaTu HopMbl);

- BO3MOXHOCTb COXPaAHEHUA OCTATOYHOTO Cryxa (Hanu4ue);

- myOuHa BBEAEHUA SNEKTPOAOB B YNUTKY, C YKazaHUEeM OTAENbHbIX 3HAYEHWI ANa anekTpoaos, obe-
CNeyunBaloLLMX CTUMYNALMIO B 06MAaCTH BICOKMX, CPEAHUX U HU3KUX YACTOT, MM, HE MEHEE;

- BO3MOXXHOCTb NPOBEAEHUA MarHUTHO-PE30HAHCHOW ToMorpadum 6e3 XUpyprudeckoro U3BneHeHa M-
NNaHTUPYEeMOi 4acTU C yKasaHueMm A0NyCTUMONM HANPSXKEHHOCTU MarHUTHOIO Nons (Hanuuue);

- YUCNO aKTUBHbIX NEKTPOAOB, LUT., HE MEHEE;

- BO3SMOXKHOCTb NOCNeAoBaTeNbHON CTUMYNALUKN (Hanu4ue);

- BO3MOXHOCTb NapannenbHon CTUMYNALUUMKn (Hanuuue);

- MakCUManbHas Yactora crumynsauuu, k', He meHee;

- BO3MOXXHOCTb OCYLLECTBIIEHUA TENEMETPUN INEKTPOAOB, SNEKTPOHUKM UMNNAHTATa, HEPBHOTO OTBETA
U T. 4. (Hanuuue),

- rapaHTUIAHLIN CPOK 3KCMITyaTaLuu, 1neT, He MeHee.
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5.1.3 Heumnnantupyemas 4actb:

- TUN PE4EBOro NpoLeccopa (3ayLHbii, ANA HOLIEHUA Ha MOSICE, HA pyKe, Ha oaeXae, Ha rONOBHOM No-
BA3KE UT. A.);

- YUCIOo CTpaTeruii KOAMPOBAHMA CUrHaNa, LWUT., HE MEeHee;

- YMCIIO MPOrpamMm, LUT., HE MEHee;

- perynupoBKa rpOMKOCTU U YYBCTBUTENLHOCTU (Hanu4ue);

- MHAMKaUmMA paboTbl peyeBoro npowueccopa (Hanu4yue);

- MHAMKaumA paspsiaa 6arapei (akkymynsTopoB) (Hanuume);

- BO3MOXHOCTb NMOAKIMIOYEHNS BHELLUHMX YCTPOUCTB (Hanuuue);

- BO3MOXHOCTb 91E€KTPONUTAHUS OT OAHOPA30BbIX ANEMEHTOB NMUTAHUA (Hanu4ue);

- BO3MOXHOCTb 3MEeKTPONUTAHUA OT aKKyMYNATOPHbIX ANIEMEHTOB NUTaHUs (Hanuuue);

- MakcuMansHas Yactora crumynauum, kl'y, He MeHee;

- BO3MOXHOCTb NOCNEea0BaTensHON CTUMYNAUMK (Hanu4ue);

- BO3MOXHOCTb NapannenbHon CTUMYNALMK (Hanuuue);

- rapaHTUIHBIA CPOK dKCNNyaTauuu, NeT, He MeHee.

6 TpeboBaHuA kK 0POPMIIEHUIO TEXHUYECKOTO 3aAaHUA

6.1 MNpumep MEAUKO-TEXHUYECKNX XapaKTePUCTUK CUCTEMbI KOXNEapHOW NMMIIAaHTaLuu NpUBEAEH B Ta-
6nuue 6.1 npunoxenus b.

6.2 Yucnosble U HEYNCIOBLIE 3HAYEHUA XapaKTepPUCTUK (NapaMeTpoBs), NpeacTasneHHbie Tabnuue 5.1
npunoxexus b, HOCAT AEMOHCTPALMOHHbBIN XapakTep U He MOTyT ObITb UCNONBL30BaHLI KaK TUNOBbLIE 3HAYEHUSA
npu cocraenexun T3.

6.3 fononHutenbHble TpeboBaHuUsA, 060CHOBAHHbLIE 3aKA34YMKOM C NO3ULMIA KIIMHUKO-TEXHUYECKOW He-
06x0AMMOCTU, OCPOPMIIAIOT B BUAE NPUNOXKEHUs k T3.
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MpunoxeHue A
(o6sa3aTenbHoe)

MNepevyeHb HOPMATUBHbIX 4OKYMEHTOB,

KOTOPbIM AOMKHbI COOTBETCTBOBATbL CUCTEMbI KOXJFIEaPHOW UMNSIaHTaLMu

Tabnuua A1

O6osHaveHne

HavnmeHoBaHue

[OCT 20790/TOCT P 50444

MpuGopbl, annapatsl U 0GopyaoBaHUe MeguLUuHcKkue. OBLLe TEXHUYECKNE YCIOoBUS

[OCT 30324.0 (M3K 601-1)/
[OCT P 50267.0 (MK 601-1)

M3penua MeauLMHcK1e anekTpuyeckne. YacTtb 1. ObLme TpeboBaHUa 6e3onacHoCTy

FOCT 30324.0.4
(M3K 60601-1-4)

M3genus mMeguuMHckue anekTpudeckue. Yactb 1. Obwme TpebGoBaHust GesonacHo-
cTu. 4. TpeGoBaHua 6e30MacHOCTM K NporpaMMUpyeMbIM MEAULIMHCKUM 3I1EKTPOH-
HbIM CUCTEMaM

[OCT ISO 10993-1

Wapenna meauyuHckune. OueHka BUonornyeckoro 4eicTBns MEAULMHCKUX 3L ENUiA.
YacTb 1. OueHKa 1 uccregoBaHus

[OCT ISO 10993-4

Mapenusa meguunHckue. OueHka BUonormieckoro 4eicTeus MeguUMHCKUX U3 enuii.
YacTb 4. NccrnegoBaHus usgenuii, B3aumMogencTBYIOLLMX C KPOBBIO

[OCT ISO 10993-5

Manenus meguunHckue. OueHka BUonormieckoro JeicTeus MeguUMHCKUX U3 enuii.
YacTb 5. NiccnegoBaHns Ha LUMTOTOKCUYHOCTL. METOAbI in Vitro

[OCT ISO 10993-6

WMagenus meanumHckue. OueHka Guonornieckoro 4enUcTBUst MeAULMHCKUX U3AEnUiA.
YacTb 6. NccrnegoBaHna MeCTHOro AeNCTBUSA NOCHe UMNaHTaumm

[OCT IS0 10993-7

WMapenua meauuyuHckue. OleHka GUonorndeckoro AeicTBrus MEAULMHCKUX U3LEnuii.
YacTb 7. OcTaTouHoe cogepxaHue sTUeHoKcuaa nocre cTepunusagum

[OCT ISO 10993-10

Mapenusa meguunHckune. OueHka Buonornyeckoro eicTBuS MegULMHCKUX U3Semnuii.
YacTtb 10. MiccnegoBaHus pasjpaxaroLero U ceHcMbunuanpyoLlero geicTeuns

[OCT ISO 10993-11

Manenus meguunHckue. OueHka BUonormieckoro eicTeus MeguUMHCKUX U3 enuid.
YacTtb 11. MiccnepgoBaHus obLyeToKcUYeckoro geictens

[OCT P 50267.0 (MK 601-1)

W3genus MeanunHckue anekTpudeckue. Yactb 1. ObLime TpeboBaHusa GesonacHocTy

[OCT P 50444

MpuGopbl, annapatsl U 0GopyaoBaHUe MeguLuHcKkne. OBLLe TEXHUYECKNE YCIOBUS

[OCT P 52770

Mapenusa MeQUUNHCKKne. Tpe6OBaHVIF| 6esonacHocTu. MeTogbl CaHUTapHO-XUMU4e-
CKUX U TOKCUKONOMMYECKUX UCTIbITaHUIA

[OCT P NCO 147081

MMnnaHTaTel Xupyprudeckue. AKTUBHBIE UMMIAHTUPYEMbIE MEAULIMHCKUE W3LEnus.
YacTb 1. O6Lyme TpeGoBaHus K 6e30MacHOCTH, MapKkUpoBke W HopMaLMu, npeso-
CTaBISIEMOIi N3rOTOBUTENEM

[OCT P NCO 14708-7

MMnnaHTaTbl ANS XUpYpPruu. AKTUBHBIE MMMNAHTUPYEMbIE MELULMHCKUE U3fenus.
YacTtb 7. YacTHble TpeboBaHMA K cUCTeMaM KoxreapHon uMnnaHTauum

[OCT P M3OK 60601-1

Mapenunsa meguumHcKkne anekTpudeckne. Yactb 1. Obyune TpeboBaHnsa 6e3onacHoOCTU
C YYETOM OCHOBHbIX (DYHKLMOHANbHBIX XapaKTepUCTUK

[OCT P M3K 60601-1-2

Msgenusa meguumHckue asnektpudeckue. Yactb 1-2. Obwme TpeboaHusa Gesonac-
HOCTN € Y4ETOM OCHOBHbIX (BYHKLMOHAMNBHLIX XapaKkTepucTuk. MNapannensHblil cTaH-

4apt. SJ'IEKTPOMaFHVITHaﬂ COBMECTUMOCTb. Tpe6OBaHI/IF| N UcnbiTaHnA
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MpunoxeHue
(cnpaBouHoe)

Mpumep MeaAUKO-TEXHUYECKUX XapaKTEPUCTUK CUCTEMbI KOXIIeapPHOW UMMNNAHTaLMK

Tabnuuya b.1
XapakTepuctuka (napameTp) 3HaveHue T:::\::'
1 KoMNnNeKTHOCTb
- UIMnnaHTaT KoxneapHbliA C 3MeKTpoAoM (UMNNaHTUpyeman 4acTb),
LUT., HE MeHee 1
- PeyeBoii npoyeccop, LWT., HE MeHee 1
- Kptodku 3ayLlHble, WT., He MeHee 2
- MepegaTynk (Nepeparollas KaTyLlika), WT., He MeHee 1
- MarHuTel ukcaLmm pasHoi cunbl NPUTSKEHNS, LWT., He MeHee 2
- Kabenb coefuHUTENBHLIN K NpoLieccopy, LT, He MeHee 2
- Bnok nuTaHusa npoueccopa GatapeiHeblif, LIT., He MEeHee 1
- Briok nuTaHusa npoueccopa akkyMynsTOPHbINA, LUT., He MeHee 1
- KomnnekT kpenneHus 610KOB MUTaHUA NPU HOLLEHUW Ha OAeXAe, LT,
He MeHee 1
- 3apsgHoe yCTPOMCTBO AN aKKYMYNATOPOB, LT, HE MeHee 1
- OfHOpas3oBble arieMeHThbl NUTaHWs (baTapeiiku), WT., He MeHee 12
- CyMKa gns npoueccopa, LUT., He MeHee 1
- CyMKa Ans npuHagnexHocTen, WT., He MeHee 1
2 IMnnaHTupyemas 4YacTb
- Martepuan kopnyca TuTaH

- Tvn anekTpoga

CTaHaapTHbLIA AN CTUMYNAUUK
BCeX 4YacToT YJTUTKU

- Tvn aNeKTPO[HO peLLeTKu

MpsamMas, ¢ apdekToM NamMaTu

dopMbl
- BO3MOXHOCTb COXpaHEeHUs1 0CTaTOMHOro cnyxa Hannuune
- My6uHa BBEAEHWS 3reKTpoAoB B ynuTKy, obecnednsatowias CTUMy-
nayuto B obnacTu BLICOKMX, CPEAHUX, HU3KUX YacTOT, MM, He MeHee 25
- BoaMOXHOCTE NpoBeAeHNss MarHUTHO-pe3oHaHCHOW ToMorpadum (4o Hanuune
1,5 Tn) 6e3 xupypruyeckoro naBne4YeHUa MarHuTa
- Yneno akTUBHLIX 3NeKTpoAoBs, WT., He MeHee 12
- BoamoxHoCTb NnocnegoBatensHOR CTUMYNSALUK Hanuuune
- MakcumaneHas Yactota cTuMynsauuu, ki, He MeHee 50
- TenemeTpus anekTpoaoB Hanuuune
- TenemeTpusA aNeKTPOHUKW UMNNaHTaTa Hanuuue
- TenemeTpus HepBHOro OTBETA Hanuuue
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OkoHYaHue mabnuupi b.1

XapakTtepucTuka (napameTp) 3HaueHune Mpywe-
YaHue
- MapaHTuiiHbINA CPOK 3KChnyaTauun, feT, He MeHee 5
3 HeumnnaHTupyemas 4acTb
- Tun pe4eBoOro/3aByKoBOro npoteccopa: 3ayLHbIRA
- Yncno cTpaTernii KOAUPOBaHWA CUrHana, LT., He MeHee 2
- Uncno nporpamm, WT.,, HE MeHee 3
- PerynmpoBka rpoMKOCTU 1 YyBCTBUTENbBHOCTH Hanuuune
- Mnavkauus paboTsl peveBoro npoLeccopa Hanuuune
- MHavkauus paspsiga batapeii (akkyMynsTopoB)
- BO3MOXHOCTb NOAKINIOYEHUS BHELLHWNX YCTPOCTB Hanuuune
- BO3MOXHOCTb 9MeKTponuTaHus oT OJHOPa3OBbLIX 3NEMEHTOB NMUTaHUSA Hanuuune
- BO3MOXHOCTb 3MeKTPONUTaHUS OT akKyMYNATOPHbBIX 31€MEHTOB MU- Hanuuune
TaHus
- MakcmmanbsHasa YyactoTa cTumynaumu, Ky, He MeHee 50
- BoamoxHOCTb nocnefoBaTtenbHON CTUMYNALUK Hanuuune
- MapaHTUiAHLINA CPOK 3KCMNyaTauuu, feT, He MeHee 5
MpumedaHne — YncnoBele M HEYNCNOBEIE 3HAYEHWUSA XapaKTeEPUCTVK (MapamMeTpoB), NPeACcTaBneHHble B

Tabnuue, HOCAT AEMOHCTPALMOHHLIN XapakTep
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