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Mpepncnosue

1 PABPABOTAH OG6LWecTBOM C OrpaHW4YeHHOW OTBETCTBEHHOCTbIO «Hay4HO-TEXHUYECKUA LEHTP
«MEONTIKC» (OO0 «HTL, «<MEOUT3KC»)

2 BHECEH TexHuuyeckum kommTeToM Mo ctaHgaptusaumm TK 011 «MeguumHckme npubopbl, annapartbl
1 obopygoBaHme»

3 YTBEPX/EH VI BBEJEH B IENCTBVIE Mpukasom ®eaepanbHOro areHTCTBa No TeXHNYECKOMY pe-
ry/IMpoBaHUIo 1 MeTponornm ot 8 noHA 2017 r. Ns 507-cT

4 BBEJEH BINEPBbIE

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 yKasaTene «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)
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BeepeHne

HacTtoswuii cTaHAapT ycTaHaBNVMBAeT OCHOBHble TPeGoBaHUs!, KOTOPbIE JO/MKHbI COAEPXaTbCsA B TEXHU-
yecknx 3agaHusix (T3) 415 rocyfapcTBEHHbIX 3aKyNnoK UMMIaHTUPYeMbIX HelipocTumynsitopos (MHC).

MexAyHapOoAHbIX aHa/IoroB HACTOSILLEMY CTaHAapTy He CyliecTByeT. HacToswmii cTaHaapT oTpaxaert
cneyundnKy 0TeYecTBEHHbIX (DOPM FOCYAAPCTBEHHbIX 3aKynoK MeAWLMHCKUX udgenuii (MU) u mMoxeT 6GbiTb
TO/IbKO HALMOHAbHLIM AOKYMEHTOM.



FOCT P 57495—2017

HALUWOHANBbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

N3LENNA MEAULIMHCKUE

HelpocTUMyNATOPbLI UMNAAHTUPYEMbIE.
TexHuueckme TpeboBaHUs AN TOCYAapPCTBEHHbIX 3aKyMnoK

Medical devices. Implantable neurostimulators. Technical requirements for governmental purchases

JaTa BBegeHns — 2018—06—01

1 O6nacTtb NnpuMeHeHus

HacTosiwwmii ctTaHgapT ycTaHaBnmBaeT TpeboBaHMsA K noarotoske T3 1 Ux ohoOpMIEHUIO NpU NpoBeae-
HUW rocyfapcTBeHHbIX 3akynok NHC.

HacTosiwumii ctaHgapT pacnpocTpaHsieTcs Ha HC. npefHa3HayeHHble A5 3N1eKTPUYECKO CTUMYNALUN
LLeHTpasbHOW 1n nepudepuyeckoil HEPBHOWN CUCTEMBI.

HacToswwmii cTaHgapT Takke pacnpocTpaHsaeTCs Ha HEeKOTOpble HeMMMIaHTMpyeMble YacTu 1 NpuHag-
nexHoct MHC, B ToM uncne pagmnoyactoTHble (PY) nepegatolyme ycTpoiicTBa, Kak onpeaeneHo B pasgene 5.

HacToswumii cTaHAapT He pacnpoCcTpPaHSAeTCsA Ha HEMMMaHTUPYyEMble HEAPOCTUMYATOPSI.

HacToswwii cTaHgapT ABNSETCS YaCTHbIM CTaHAAPTOM No oTHoweHuto K FTOCT P 55719.

2 HopmaTtuBHble CCbINKU

B HacTosiLem cTaHAapTe UCMOMb30BaHbl HOPMATUBHbIE CCbISIKM Ha crneaylolme ctaHaapTbl:

FOCT 20790/TOCT P 50444 Mpubopsbl, annapatbl 1 060opyaoBaHve mMeauunHckne. Ob6Lme TexHude-
CKue ycroBus

FOCT 30324.0 (M3K 601-1)/TOCT P 50267.0 (M3K 601-1) V3genusa meauLMHCKME 3NEKTpUYeckme.
YacTtb 1. Obwme TpeboBaHUA 6e30MacHOCTU

FOCT 30324.0.4 (M3K 60601-1-4) U3pgenna meguumHckne anektpmyeckre. Yactb 1. Obwue TpeboBaHms
6e3onacHocTu. 4. TpeboBaHNs 6e30nacHOCTM K NporpaMMmMpyemMbiM MeANLMHCKUM 3/1IEKTPOHHbIM cucTeMam

FOCT ISO 10993-1 U3penusi meguumHckme. OueHka 6MOM0rMYeckoro AeicTBUs MefULUHCKUX n3ge-
nniA. Yactb 1. OueHka u uccrnegoBaHus

FOCT ISO 10993-4 V3pgenua mepuumHckne. OueHka GMONOrMYeckoro AeicTBus MefuLMHCKUX n3ge-
nuvid. YacTb 4. ViccnefoBaHus n3genuii, B3aumogeincTBYOLWMX C KPOBbIO

FOCT ISO 10993-5 Nzgenusa mepuunHckme. OueHka 6MOM0rnyeckoro AeicTBua MeauUMHCKUX m3pe-
nuit. Yactb 5. ViccnefgoBaHna Ha LUTOTOKCMYHOCTb: METO/bI in Vitro

FOCT ISO 10993-6 U3penusi meguumHckme. OueHka 6MOM0rMYeckoro AeicTBUS MeAULMHCKUX n3ge-
nmid. YacTb 6. ccnefoBanns MeCTHOrO AeicTBUS nocne umnaadtauum

FOCT ISO 10993-7 V3genua mepuumHckne. OueHka GMOMNOrMYeckoro AeicTBus MefuLMHCKUX n3ge-
nuin. Yactb 7. OcTatoyHoe cofepxaHue aTUeHoKcuaa nocne crepuamsanmm

FOCT ISO 10993-10 U3genusa meguumHckme. OueHka 6UMO0rMY4eckoro A4eicTBuss MeguunmHCKUX mnlge-
nunii. Yactb 10. ViccnefoBaHus pasgpaxatowero v CEHCUOUAN3NPYIOLLETO AeRCTBUS

FOCT ISO 10993-11 W3genua mepuumHckne. OLeHka 61onornyeckoro AeicTBus MeaULUHCKUX u3ge-
nnii. YacTtb 11. ViccnepoBaHusi 06LLEeTOKCUYeCKOro AelicTBmsA

FOCT P 50267.0 (M3K 601-1) UN3pgenusa meauumHckue anektpuyeckue. Yactb 1. Obwme TpeboBaHus
6e3onacHocTn

FOCT P 50444 MNMpn6opsbl, annapaTbl 1 060pygoBaHMe MeanumHckme. O6Lme TeXHMYeckne ycnosus

FOCT P 52770 V3penusa meguuunHckre. TpeboBaHua 6e3onacHOCTU. MeToabl CaHUTapHO-XMMUYECKMX
N TOKCMKONOTMYECKNX UCTbITaHWI

M3paHue oduynansHoe
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FOCT P 55719 V3pgenua meduuuHCKUe anekTpuyeckue. TpeboBaHMs K CoAepXaHuio n 0thOopMIEHUIO
TEXHWYECKMX 3afaHuii AN KOHKYPCHON AOKYMEHTaLun npu nNpoBeAeHny rocyAapCTBEHHbIX 3aKyMnOK BbICOKO-
TEXHOMOTMYHOro MeANLMHCKOro 060py0BaHNs

FOCT P NCO 5841-3 CoeanHutenu IS-1 gns uMniaHTUPyembIX 3N1eKTPOKapANOCTUMYNATOPOB HU3KO-
npodubHbIe. TEXHUYECKMe TPe6OBaHNA 1 METOAbI UCTIbITaHWI

FOCT P NCO 14630 MmnnaHTaTbl XMpypruyeckme HeakTneHble. O6Lme TpeboBaHus

FOCT P NCO 14708-1 MmnnaHTaTbl XMpypruyeckue. AKTUBHbIE UMMIAHTUPYEMble MeAULUHCKNE U3-
denvs. Yactb 1. O6wme TpeboBaHua K 6€30MacHOCTU, MapKupoBke U MHOopMauun, npefocTaBnsemMon n3-
rotosutesiem

FOCT P MCO 14708-3 MIMnnaHTaTbl A8 XMPYPIrn. AKTUBHbIE UMMNIAHTUPYEMble MeULMHCKUE YCTPOit-
cTBa. YacTb 3. IMnnaHTupyemble HepoCTUMYIATOPbI

FOCT P M3K 60601-1 WV3pgenus meguunHckue anektpuyeckne. Yactb 1. O6ume TpeboBaHmsa 6e3onac-
HOCTU C YY4ETOM OCHOBHbIX PYHKLMNOHANbHbIX XapakTepucTuk

FOCT P M3K 60601-1-2 V3penua meguuuHckue anekTpuyeckue. Yactb 1-2. O6wme TpeboBaHNs 6e3-
OMacHOCTW C YY4eTOM OCHOBHbIX (PYHKLMOHaJIbHBIX XapakTepuctuk. MapannenbHblii cTaHgapT. dnekTpomar-
HWTHas COBMECTUMOCTb. TpeboBaHusa 1 UCNbITaHUA

FOCT P M3K/TO 60788 U3genus meguuuHckne anektpuyeckue. Cnosapb

MpumeuyaHue — lMpu NONb30BAHUN HACTOAWMM CTAaHAAPTOM LENEecO06pa3HO NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTAHAAPTOB B WH(HOPMALMOHHO cucTeme 06LLEro NoNb30BaHNA — Ha oduumansHOM caiite defepasnbHOro areHT-
CTBa NO TEXHWYECKOMY PEry/IMPOBAHUI0 U METPOJIOTUM B CETU VIHTEPHET UK MO eXerogHoMy MHGOPMaLMOHHOMY yKasa-
Ten «HaunoHanbHble CTaHAAPTbI», KOTOPbIA 0Ny6AMKOBaH MO COCTOSHUIO Ha 1 siHBaps TekyLero roga, U no Bbinyckam
€XEeMeCsiYHOro MHOPMALMOHHOTO yKasaTens «HaunoHasibHble CTaHAaPTbI» 3a TEKYLWWIA rog. ECNn 3aMeHeH CCbI0YHbI
CTaHAapT, Ha KOTOpbIi faHa HeAaTWPOBAHHASA CCbINKa, TO PEKOMEH/YEeTCsl UCMO/b30BaTh AeiCTBYIOLLYI0 BEPCUID 3TOTO
CTaHAapTa C yYEeTOM BCEX BHECEHHbIX B AaHHYI0 BEPCUI0 U3MEHEHUI. EC/IN 3aMEHEH CCbITIOUHbI/ CTaHAAPT, Ha KOTOPbI
flaHa AaTMpoBaHHas CCblNKa, TO PEKOMEHAYETCsl NCMOMb30BaTh BEPCUIO 3TOTO CTaHAapTa C yKa3aHHbIM Bbllle FOA0M yT-
BepXAeHus (NpuHATUA). ECNM nocne yTBEPXAEHUS HACTOSILWEro CTaHAApTa B CCbIIOYHbIN CTAHAAPT, Ha KOTOPbIV faHa
faTupoBaHHas cCblfika, BHECEHO W3MEHEHMeE, 3aTparvBaloLLee NoJIOKEHWe, Ha KOTOPOE faHa CCblKa, TO 3TO NOSIOXKEHNE
pekoMeHayeTcs NPUMeHATb 6e3 yuyeTa AaHHOTo U3MEHEHUS. ECNM CChbINOYHBIN cTaHAapT OTMeHeH 6e3 3aMeHbl, TO MoJo-
XeHne. B KOTOPOM laHa CCbl/IKa Ha Hero, PEKOMeHAyeTcst NPUMEHATb B YacTW, He 3aTparnBatoLleil 3ry cebisky.

3 TepmuHbl 1 onpepfeneHus

B HacToswWeM cTaHAapTe npuMeHeHbl TepMuHbl no FTOCT P MCO 14708-1. FOCT P M3K/TO 60788. a
Takxe cnegytowime TepMUHbI C COOTBETCTBYIOLLUMU OnpeaeneHnsaMu:

3.1 anameTp anektpoga (yanuuutens): MuHMManbHbIi guameTp TBEPAOH LUANHAPUYECKOR Tpy6bl, B
KOTOPYI0O MOXeT 6bITb BCTaBEH 3NEKTPOA (YA MHUTENb).

3.2 umnnaHTMpyemsblii HelipocTumynsaTop: WHC: AKTBHOE MMNAaHTMpyeMoe MeAuLMHCKoe u3ge-
nve. npefHasHayeHHoe A5 3/1eKTPUYECKOl CTUMYNALUN LeHTPanbHOW nnn nepudepnyeckoin HepBHONR cu-
CTEMBbI.

MpumeyaHune — CornacHo HacTosweMy cTaHgapTy. IHC MOXeT SBNSTLCS KakK eANHbIM U34eNneM, Tak U cu-
CTEeMOii. coCcTosL e U3 yacTeil N NPUHAANEeXHOCTE, KOTopble B3anMOAENCTBYIOT APYT C A4PYTOM ANS1 06eCneyYeHnst Npons-
BOANTENbHOCTN U3AENWs, 3asiBNEHHOI N3roToBUTENEM. He BCe W3 3TUX KOMMNOHEHTOB WM NPUHAANEXHOCTEN MOTYT 6bITb
YacTUYHO WK NOMHOCTBIO MMMIAHTUPOBAHbI, HANPUMEP, MPOrPAMMATOp, MarHUT NaLWeHTa.

3.3 MMNNaHTUpyemblii reHepatop umnynbcoB; WIN: MimMnnaHTupyemas 4acTb, NpuMeHsemas B
onpegesieHHbIX Tunax HeVIpOCTVIMyI'IFITODOB, KakK npaBuio, COCTOUT U3 UCTOYHUKaA NMUTaHUA U 3ﬂ6KTp0HHOI7I
CXEMbI, KOTOpas reHepupyeT CTUMYUPYIOLLME UMNYNbCbl HANPSHKEHUA UK Toka.

3.4 PY nepepgaTumk: HeumnnaHTupyemas 4acTb, NPUMeHsieMasi B ONpejeneHHbIX Tunax HeipocTu-
MyNATOPOB, Kak nNpaBuio, COCTOUT U3 UCTOYHMKA NUTAHWUSA U 3/IEKTPOHHON CXeMbl, KOTOpas reHepupyeT Bbl-
XOfHble 3/1EKTPUYECKME NMMY/bChI, NepefaBaemble Yepes aHTeHHY K UMMNIaHTMPOBaHHOMY PY npuemHuky.

3.5 PY npuemHUK: MIMnnaHTupyemas 4yacTb, NpUMeHsiemMas B onpefenieHHbIX Tunax HelpocTuMynaTo-
poB. KOTOpas npeobpasyeT 3NeKTPUYECKN UMMYNbLC, MONYYEHHBIA OT BHewHero PY nepegatuvka, B CTUMYNn-
pyloLLMe UMNYbCbl HANPSHXKEHNUA UK Toka.

3.6 pacueTHblii cpok cnyx6bl: MNMepuog nocne MMNAaHTauum, B TedeHne kotoporo MHC cooTBeTcTBYeT
3aAaB/IEHHbIM TEXHUYECKUM XapaKTepUucTtnkam.

3.7 yCcTpOICTBO yNpaBneHns cTuMynaumeid nauneHToM: YCTpoiicTBO, NpeacTaBnstolLee coboli npo-
rpaMmMartop WM MarHuT, KOTOPOe B 3aBUCHMOCTY OT BMAa YCTPOiCTBA NO3BONAET NaLMEHTY CaMOCTOATENIbHO

2
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BK/IOYATH U BbIKMOYATL HEMPOCTUMY/ISITOP, B ONpPEeAeNeHHbIX Npefenax U3MeHsiTb 3anporpamMupoBaHHbIe
napameTpbl CTUMYNLUKW, KOTAA 3TO HEO06X0AMMO, 3anyckaTb BPeMeHHYH rMnepcTUMy/sumMio, a Takke npo-
BEPSITb YPOBEHb 3apsifa 6atapen HelipocTumynsaTopa.

4 O6uime TpeboBaHMS K COAEPXAHWNI0 TEXHUYECKOTO 3aaHns Ans
rocylapCTBEHHbIX 3aKynoK MeauLLMHCKUX U3aeninii

4.1 T3 paspabaTbiBaeT 3aka3uuk. T3 onpegensiet npegmeT pasMeLleHnst 3akasa Ha 3akynky M.

4.2 O6wue TpeboBaHMA K noArotoske T3 1 UX OPOPMIEHWUIO MPW NPOBEAEHUN TOCYAAaPCTBEHHbIX 3a-
Kynok onpegenexsl B FOCT P 55719.

4.3 T3 Ha 3aKkynky MW/ gomkHO cogepxaTb TpeboBaHMA TONbKO K TEM XapakTepucTukam, Kotopble pe-
rnamMeHTUpOoBaHbl HaCTOALWMM CTaHAapTOM. 3aka3uuK Bnpase He BkIYaTb B T3 HecCylleCcTBEHHbIe A1 Hero
TpeboBaHus.

4.4 3aka3uuk Bnpase BKNOUMTb B T3 Ha 3akynky MW Tpe6oBaHusa, He pernameHTUpOBaHHble HacTo-
AWUM CTaHAapTOM, €C/IU OHU He NPOTMBOpeYaT AeiCTBYHLWUM HOPMAaTUBHO-NPaBOBLIM akTaM Poccuiickoii
degepaumn. Mpy aToM 3aKa3umk 0683aH OAHO3HAYHO 060CHOBATL COOTBETCTBYIOLLME MOBbILEHHbIE NOTPEOU-
Tenbckne, TeXHNYeckme N YHKLMOHaIbHbIE XapaKTepUCTUKN.

4.5 TepMuHbI, NpeAcTaB/ieHHble B HACTOAWEM CTaHfjapTe, He ABMATCA eAUHCTBEHHO BO3MOXHbLIMU
ANA NPYMEeHeHVs, NoaToMy A1 obecneyeHnsa nan oLeHK1 COOTBETCTBMS TpeboBaHNAM HacTosLLLero cTaHaap-
Ta Heob6x04MMO PYKOBOACTBOBATLCS ONpefeneHns MmN, a He HaMMeHOBaHUAMN TEPMUHOB, NpeAcTaBNeHHbIMN
B pasgene 3.

4.6 BenuuumHbl xapaktepucTnk MU, ykasbiBaemMble 3aka3qnmkom B T3. MOTYT UMETb KOHKPETHbIE BENYK-
Hbl 60 ObITb ONpefeneHbl ANA MHTepBana: «B AnanasoHe», «He 6onee», «He MeHee». [lnana3oH n3MeHe-
HWA (HACTPOWKW, PEryIMPOBKA W T. [.) yKa3aHHOro napaMeTpa MoXeT 6biTb OnpefeneH B TePMUHAX: «HEe yxe»
B TOM Cny4ae, Korga Tpebyemblii Anana3oH JO/HKeH BKIYaTb YKkas3aHHbI UHTepBas, WM «He LUIMpe» B TOM
cnyvae, Korga Tpebyemblil AManasoH J0/MKEeH HaXo4MTbCs BHYTPU yKasaHHOro nHTepsana.

NMpumeyaHue — Tpu ykasaHUM KOHKPETHbIX 3HAYEHUIH 3aKa3uvk AO/MKEH 06ecneynTb OTCYTCTBUE OrpaHuye-
HUSI KOHKYPEHLMUN.

4.7 OTBETCTBEHHOCTb 3a NO/THOTY U AOCTATOYHOCTb T3 nexuT Ha 3aKasuuke.

5 KOMNAEKTHOCTb UMNIaHTUPYEMBIX HEWPOCTUMYISITOPOB

B komnnekt MHC moryT BXoauTb criefylolmne n3aevs:

- UIMNNAHTUPYEMbIil reHepaTop UMnynbLCcoB unn PY npueMHuk n PY nepepaTuumk:

- anekTpoabl(bl);

- yanvHnTens(n);

- YCTPOICTBO ynpas/iieHns CTUMynsiuveil nauveHToM (nporpamMmmaTop nauueHTa, NepcoHasbHbI 610K
yrnpaB/ieHns nauMeHTa, MarHuT nauueHTa, KOHTPO/IbHbIA MarHuT U T. 4.).

MpumeuvaHue — Mporpammartop naymeHta u PY nepegatunk MoryT 6blTb COBMELLEHbI B €4MHOE YCTPOICTBO;
- YCTPOICTBO A0OCTaBkM anekTpoga (TyHHenm3artop. kaHanmelikep. urna Tyoxu n T. 4.):

- nporpamMmmarop Bpaya.

MpumeuvaHune — lMpu 3akynke NHC TpeboBaHMa K nporpammaropy Bpaya B T3 He ykasbiBaloT U3-3a cneuundu-

KW roCyf,apCTBEHHbIX 3aKynok M.

M3penus MoryT HeMmocpeCcTBEHHO BXOAUTL B cocTaB MHC, a Takxe 6blTb CAMOCTOSATE/IbHBIMU 3aperu-
CTpvpoBaHHbIMU MW. Bo BTOPOM cilyyae WUCMOJIHUTENb 06513aH 06ecneynTs COBMECTUMOCTbL NOCTaBsAeMbIX
u3genuii v nx NoNHOLEHHY paboTy B KauecTBe eAnHOro MU.

6 Tuvnbl UMNAAHTUPYEMbIX HEMPOCTUMYATOPOB

HelpocTUMYNSILMOHHbIE CUCTEMBI NOAPA3AENSIOT Ha 2 TUna:

- YaCTUYHO UMMNNAHTUPYEMbIE HEPOCTUMYNATOPbLI, KOTOPbIE COCTOST U3 UMMNIaHTUpyemoro PY nprem-
HVKa W BHelLHero PY nepegaTtyuka. SnemMeHTbl CUCTEMbI, NoANexalme UMNAaHTauum, He cogepxar UCTOUHU-
KOB MUTaHWsI U. COOTBETCTBEHHO, HE TPEOYIT Nepnoanyeckoit noasapaaku;
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- NOSTHOCTbI0 UMMIAHTUPYEMbIE HEPOCTUMYNATOPLI, O KOTOPbLIX U FEeHepaTop MMMYIbCOB, U UCTOYHMK
€ro NUTaHWs PacnosioOXeHbl B Tefle nauueHTa. V3aMeHeHWe napaMeTpoB 3MEKTPOCTUMYNALMUM OCYLLEeCTBS-
€TCs Bpa4yoM Ha paccTosiHUM MO paguokaHany. Takve cucTembl TpebyloT Nepruoanyeckoi 3amMeHbl UCTOYHMKA
MUTaHUS UKW NOL3aPSIAKN.

B 3aBMCMMOCTH OT MecTa BO3LeiCTBUA HEMPOCTUMY AL MOHHbIE CUCTEMbI OTHOCSIT K C/IeAYHOLLMM TUNaM:

- ANS CTUMYNALMKM CMMHHOTO MO3Ta;

- Ansi TNy6oKol CTUMYAALMK FOIOBHOMO MO3ra:

- ANst CTUMYNPOBaHUS Neputepruyeckx HepBoB;

- ANS CTUMYNMPOBaHUs 6yXAaloLLero Hepsa.

- 415t CTUMY/IMPOBAHMUS Ta30BbIX HEPBOB;

- ANsi CTUMYNMPOBaHus anadparmbi:

- ANS CTUMYNMPOBaHUS BEPXHUX [bIXaTefbHbIX NyTei:

- 4115t aKTUBHOW CTUMYNALMU FOJIOBHOMO MO3ra;

- AN CTUMYNMPOBAHUS Xenyka:

- ANS CTUMYNMPOBaHUS HUXHErO NULLEBOAHOTO CMHKTEpa.

7 TexHunyeckne xapakTepuUCTUKN, yKa3biBaeMble B TEXHUYECKOM 3a4aHun

MepeyeHb HOpMAaTVBHBLIX JOKYMEHTOB, onpegenswlumnx TpeboBaHua Kk VIHC, npeactaeneH B Tabnu-
ue A.1 npunoxexus A.

7.1 B T3 moryT 6bITb yKkasaHbl cnegytoline QyHKLMOHaNbHbIE, TEXHNYECKE, KaYeCTBEHHbIE W aKCNy-
aTaunOoHHbIe XapaKTepPUCTUKN.

7.1.1 Tpe6oBaHMA K NOTHOCTbIO UMNIAHTUPYEMbIM HENPOCTUMYNATOPAM

7.1.1.1 VHC;

- yncno NHC. wr;

- YMCO 31EKTPONPOBOAHNKOB U/UN KaHaNoB, LUT.;

- BUA BbIXOAHOrO CUrHasa: NOCTOSAHHbIA TOK MV NOCTOSAHHOE HanpsKeHve:

- MaKkcumManbHaa pekomeHayemas raybuHa umnnaHtTauum, cm:

- amnnutyga umnynbca. B nnmn mMA:

- AnanasoH perynupoBKu amMnauTyfbl umnynsca. B nim mA;

- war perynnpoBku amnantyasl uMmnynbca. B unm mMA:

- KOppeKuusa naymMeHTom 3anporpaMMMpoBaHHOro nokasarens aMnauTyabl umnynsca (Hanuuune):

- MakC/MaslbHO BO3MOXHOE MpeBbILeHNe NayMeHToM 3anporpaMMmMpoBaHHOro nokasaTessa amnaTyabl
nmnynsca. B nnum mA;

- liar KoppekuumM amnantyasl uMnyabca naumeHtom. B unun MA.

n punmedyaHne — JANA BbIXOAHLIX CUTHANOB C NOCTOSHHbLIM HanpsbkeHnem amnantyny nMmnysbca ykasbiBalwT B
MA. AN BbIXOAHbIX CUTHANO0B C MOCTOAHHLIM TOKOM B B;

- ANUTENbHOCTb (LUMPUHA) UMMYbCa, MKC;

- AnanasoH perynvpoBku ANUTENBHOCTU (LUMPUHBI) UMNYbCa, MKC;

- war perympoBkn A/IMTENbHOCTMW (LLUMPWHBI) UMMYbCA, MKC;

- KOppeKuMsa nauveHToM 3anporpaMMMpoOBaHHOrO nokasarens AMTenbHOCTU (LWMPKUHbBI) umnynbca (Ha-
nnuue);

- MakCUMasibHO BO3MOXHOE MpeBbllleHne nayueHToM 3anporpaMMypoBaHHOro nokasartens AnTesib-
HOCTU (LUMPWHBI) UMMYbCa, MKC;

- lar Koppekuuu AanTenbHOCTU (LWMPUHBIL) UMNYNbca NaunueHToM, MKC;

- yacTtoTta umnysnbca. I'u;

- AvanasoH perynnpoBKu YacToTbl umnynabca. Iu;

- ar perysiMpoBkM 4acToTbl uMnynsca. u;

- KOPPeKuUs nayMeHTom 3anporpaMMmMpoBaHHOroO nokasartesia YacToTbl MMMNYNbCOB (Hannuue).

- MakCMmMasibHO BO3MOXHOE MNpeBbILEHME NauUMEeHTOM 3anporpaMMMpPOBAHHONO MNoKasaTesns 4YacToTbl
nMnynscos, Iy,

- Lar Koppekuun nokasaTesia 4YacToTbl UMMY/ILCOB nauneHToMm. Iy,

- MPOAOMKNTENBHOCTL BKIOYEHWA cTumynsauum (Time on) B uukne, cek;

- NPOAO/MKUTENBHOCTbL OTKoUeHUs cTumynsaunn (Time off) B unkne, MuH;

- apXxvBUpPOBaHNE NapameTpoB 3/1IEKTPOCTUMYNALNN;
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- OYHKUMA NpOCMOTpa apxmBUpoOBaHHbIX AaHHbIX IHC ¢ nomoLybio nporpammaropa,;

- rabapuTbl, MM. A/IMHA X LWUMPUHA X BbICOTA;

- macca, T;

- TMN KOHHEKTOPHOI YacTy 3N1eKTPoAoB (yka3blBaloT 06LLEeNpuHATOe 0603HaYeHNe KOHHEKTOPOHOI Ya-
CTW 3NMeKTPOAa; NPV HaIMYUKN CTaHAAPTOB, PernaMmeHTUpyoLWmx TpeboBaHNsA K KOHHEKTOPHON YacTh 3NeKTpo-
[a. ykasblBaloT cTaHapT);

- TN UCTOYHMKA NUTAHUS: NepesapsKaeMblil UM HenepesapsKaeMmblii;

- HOMUHasbHBIN CPOK CYX6bI, NET.

7.1.1.2 2nektpog(bl):

- yucno anektpogos ana NHC, wr.;

- TMn (BUA) 3NeKTpoaa: XNpYpPruyecknin, NoaKoXHbIA, HapyyHblii, LIHC, nepudepuuecknii n 1.4,

- YNCN0 NPOBOAHUKOB B 3/1€KTPOAE, LT,

- ANIVHa 3aneKkTpoja, CMm:

- AnameTp anekTpoaa, MMm.

7.1.1.3 Ypnuuutens(n):

- ynucno yanuHuteneii gna NHC, wr,;

- Tun (BNA) kabens: HU3KONPOoWbHbIA, pa3gBOEHHbIR U T.4,;

- 4C/I0 NPOBOAHUKOB B YA/IMHUTENE, LUT.;

- ANVHA YANVHWUTENS, CM;

- AnameTp YAJMHUTENS, MM.

7.1.1.4 YCTpOICTBO ynpaBfeHus cTuMynsauueldi nauyneHta (nporpammarop nauueHTa, NepcoHasbHbIl
610K ynpaBneHna naymeHTa, MariuT nauyneHTa, KOHTPO/bHbIA MariuT U T. 4.):

- YMCNO YCTPOICTB CTUMYNSAUMENR NnauneHTa, LWT.;

- MVHMManbHOe paccTosiHie A0 MMmnnaHTupoBaHHoro VHC ans HeuMBa3MBHOTO ynpasBfeHus napame-
Tpamv CTUMYNALMKN, CM, He MeHee.

7.1.1.5 YcTpoiicTBO BBEAEHUSA 3/1€KTPOAA (TYHHENU3aTop. kaHanmolikep, urna Tyoxu u T. 4.):

- YCNO YCTPOICTB BBEAEHNA 3NeKTpoaa, LUT.;

- BHELLHWIA gnameTp ycTpoicTea (Mrbl), MM;

- BHYTPEHHWI AnameTp ycTpoiicTBa (Urnbl), MM.

7.1.2 TpeboBaHMA K HaCTUYHO UMNIAHTUPYEMbIM HEpOCTMMYynATOpam

7.1.2.1 PY nepepatuuk:

- yncno PY nepefatymkos, LT,

- amnauTyga umnynsca, B;

- AnanasoH peryimpoBkA aMnanTysl umMnynbca. B;

- war perynvpoBku aMnanTyabl umnynsca, B.

- KOPPEeKLMA NauneHToM 3anporpammynpoBaHHOro nokasarens amnanTybl Mnyasca (Haauune);

- MaKCMMasibHO BO3MOXHOE MpeBbILLeHNe nauneHToM 3anporpaMmmMmMpoBaHHOro nokasaTens amnanTyabl
nMmnynsca. B;

- ANUTENBHOCTL (LWUMPUHA) UMMYNbCA, MKC:

- AvanasoH peryimpoBkv AANTENBHOCTW (LUMPWHbI) UMMY/bCA, MKC;

- war perynvpoBKU A4ANTENbHOCTU (LMPWHbBI) UMNY/bCA, MKC;

- KOPPEeKLVA NauneHToM 3anporpaMMMpoOBaHHOroO nokasartens AnTeNbHOCTU (LMPYHBLI) uMnynbeca (Ha-
nnuue);

- MakcymManibHO BO3MOXHOE MNpeBbIleHne NauveHTOM 3anporpaMMUMpOBaHHONO Mokasarens AnvTenb-
HOCTU (LLUMPWHBI) UMNY/IbCA, MKC;

- Lar Koppekuuu AAnTeNbHOCTM (LLMPUHBI) MMMYNbCa NaLVeHTOM, MKC;

- cuna Toka CTUMYnAuMn. MA;

- AnanasoH PerysimpoBK/ CUMbl TOKA CTUMYNSALUN. MA;

- ar perynvpoBKU CU/bl TOKa CTUMYNALMUN, MA,

- KOPPEeKLMA NauneHToM 3anporpammmnpoBaHHOro Nokasarens Cubl Toka CTUMYNAaUuK (Hanuumne);

- MakCMMasibHO BO3MOXHOE MpeBbIlLEHVe NaunueHToM 3anporpaMMypoBaHHOro nokasatesns Cuibl Toka
cTumMynAaumm. MA.

- Wwar Koppekuuu cubl Toka CTUMYNALUK NauneHTom, MA:

- yacTtoTta uMnynscos, Iy,

- AvianasoH peryimpoBkM 4acToTbl umnynbea. u;

- Lar perynMpoBKU 4acToTbl uMmnynbca.

- KOPPEeKUMs nauneHToM 3anporpaMmmMmmpoBaHHOro nokasaTess 4acToTbl UMNY/NbCOB (Hanmuue);
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- MakCMasibHO BO3MOXHOE MNpeBbIeHVE NauUMeHTOM 3anporpaMMMpOBAHHONO MNokKasaTesns 4acToTbl
nMnynscos. Iy,

- Wwar Koppekumn nokasaTesia YaCcToTbl UMMY/IbCOB nauueHTom. Iy,

- NPOAOKUTENBHOCTL OTKAOYEHUA cTumynauum (Time off) B uvkne, MuH;

- apXxvMBMpPOBaHUE NapameTpoB 3/1EKTPOCTUMYNALMNK,

- PyHKUMSA NpoCMOTPa apX1MBUPOBaHHbIX AaHHbIX VHC ¢ nomoLLblo nporpammaropa.

- rabapuTbl, MM; A/IMHA * WMpUHA * BbICOTA;

- macca, T;

- TMN UCTOYHMKA NUTaHWA (MepesapsxaemMblil, HenepesapsKaeMblii);

- HOMUHASbHBIV CPOK CNYXObI, NET.

7.1.2.2 PY npuemHuk;

- yucno PY npMemMHuKoB, Wi,

- YMCSI0 3/1IEKTPONPOBOAHNKOB U/UN KaHaoB, LLUT.;

- BUJ BbIXOAHOrO CUrHasa; NOCTOSAHHbIA TOK UV NOCTOSAHHOE HanpshKeHve;

- MakcumasnbHas pekomeHayemas rnybuHa umnnaHtTauum, cm:

- TUN KOHHEKTOPHOW 4acTn 31eKTPoAoB (ykasbiBaloT 06LenprHATOoe 0603HaYeHNne KOHHEKTOPOHOW Ya-
CTW 3NeKTPOoAa; NPU Ha/IMuMKN CTaHAAPTOB, pPernaMeHTUpyoLmMx TpeboBaHNsA K KOHHEKTOPHOM YacTh 3N1eKTpo-
fAa. ykasblBaloT cTaHgapT);

- rabapuTbl, MM: f/IMHA * LUMPWHA * BbICOTA,

- mMacca, T.

7.1.2.3 2nekTpos(bl);

- YMC/I0 3/1eKTPOA0B PY npremMHuKa, LT.;

- Tvn (BWA) anekTpoda (XMpypruyeckuin, NogKOXHbIM, HapyyHbliii. LIHC, nepudepryecknin n 1. 4.);

- 4YMC/0 NPOBOAHWKOB B 3/1EKTPOAE, LUT.;

- ANViHA 371eKTpoAa, CMm;

- AnameTp anekTpoga, Mm.

7.1.2.4 YpnnHutenb(n):

- YNCNO YANVHWUTENEN, WT.;

- TN yANUMHUTENS (HU3KOMPOMWbHbIA, pa3fBOEHHbIR 1 T. 4.);

- 4MC/I0 NMPOBOAHWKOB B YA/ IMHUTENE, LUT.;

- ANVHA YANVMHWUTENS, CM;

- AnameTp YA MHUTENS, CM.

7.1.2.5 YcTpoiicTBO ynpaBfeHns cTUMynsAuveli nauveHta (nporpammarop nauveHTa, NnepcoHasbHbI
610K ynpaBieHus nauyveHTa, MarHuT nayueHTa, KOHTPO/IbHbIA MarHUT U T. 4.):

- 4MCNO YCTPOICTB yNpaBneHnss CTUMyNaLUnein naumeHTa, Wr.;

- MMHMMaJ/IbHOe paccTosiHue [0 uMmniaHtTuposaHHoro VIHC ans HeMHBa3WBHOIO ynpasfieHUs napame-
Tpamu CTUMYNALUN, CM. HE MEHee.

MpumMeuyaHune — YCTpOICTBO ynpaBneHus cTUMynsLueil naumeHTa u PY nepeaaTuvk MoryT 6biTb COBMELLEHbI
B eAHOe YCTPOWCTBO.

7.1.2.6 YcTpoiicTBO BBeAEHUA 3nekTpoda (TyHHenmM3arop. kaHanmenkep. urna Tyoxu n T. 4.)
- 4MCNO YCTPOICTB BBEAEHUS SNEKTpoaa, LuT.;

- BHELLHWIA guameTp ycTpoicTBa (Urnbl), MM;

- BHYTPEHHUIA AnameTp ycTpoiicTea (Mribl), MM.

7.1.3 TpeboBaHuA K nporpaMMmaropy Bpaya HO ykasbiBaloT B T3.

8 TpeboBaHUs K OPOPMIEHUID TEXHNUYECKOTO 3a4aHns

8.1 Mpvmep MefUKO-TEXHUYECKMX XapaKTepUCTUK AN MOSHOCTbIO UMNIAHTUPYEMbIX HEPOCTUMYNSATO-
poB npuBefeH B Tabnuue Bb.1 npunoxeHuns b.

8.2 Mpvmep MeanKOo-TEXHUYECKNX XapaKTePUCTUK AN YACTUYHO UMMIAHTUPYEMbIX HepoCTUMYNSATO-
poB npvBegeH B Tabnuue B.1 npunoxexus B.

8.3 Uucnosble M HEYNCNOBblE 3HAYEHUA XapakTepucTuk (napameTpoB), NpefAcTaBfieHHble B Tabnu-
ue B.1 npunoxeHus b n Tabnuue B.1 npunoxeHuss B. HOCAT LEMOHCTPALNOHHbIA XapakTep U He MOryT 6bITb
MCMONb30BaHbl KaK TUMOBbIE 3HAYEHUA Npu cocTaBneHun T3.

8.4 [lononHuTeNbHble Tpe6oBaHUS, 060CHOBAHHbIE 3aKa3uMKOM C MO3ULMI KTMHUKO-TEXHUYECKOW He-
06X0AMMOCTU. OYOPMAIAIOT B BUAE NPUIOXKEHUA K T3.

6
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MpunoxexHue A
(o6a3aTenbHoe)

McpoyeHb HOPMATUBHbBIX JOKYMEHTOB,

onpegensioWmnx TpeboBaHNsa K UMNIAHTUPYEMbIM HERPOCTUMYsiITOPaM

Tabnuuya Al

O60o3HaueHune
FOCT 20790/TOCT P 50444

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

rOCT 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 (M3K 601-1)
FOCT P 50444

FOCT P 52770

FOCT P NCO 5841-3

FOCT P NCO 14630

FOCT P NCO 14708-1

FOCT P NCO 14708-3

FOCT P M3K 60601-1

FOCT P M3K 60601-1-2

HaunmeHoBaHue
Mpu6opsbl, annapatel 1 060pyf0BaHNe MeanunHckue. ObLMe TEXHUYEeCKne ycnosns

M3genus MeguuuHcKne anekTpuueckue. Yactb 1. O6lwme Tpe6oBaHWs 6e30nacHocTv

N3penus meguumuHckue anektpuyeckne. Yactb 1. O6uwme TpeGoBaHus 6e3onacHo-
cTn. 4. Tpe6oBaHusi 6€30NaCHOCTM K NMPOrpamMmmMuMpyemMbiM MeAULMHCKUM 31EKTPOH-
HbIM cucTemMam

N3penua meguumuHckne. OueHka 61onornyeckoro AecTBna MeanLMHCKUX N3enuii.
Yactb 1. OueHka n nccnefoBaHus

M3penus meanumHckue. OueHka 61ON0TMYEcKoro 4eiCTBUS MESULMHCKNX U3LENnWii.
YacTb 4. ViccnefoBaHus n3genwii, B3aumMoAencTBYHOLNX C KPOBbIO

N3penua meguumuHckne. OueHka 61oN0rMyeckoro AecTBna MeanLMHCKUX N3aenuii.
YacTb 5. MiccnefoBaHnst Ha LUMTOTOKCMYHOCTb: METOAbI in Vitro

N3pennsa meguunHckne., OueHka 6MONornyYeckoro 4eicTeus MeguLNHCKNX U3aenui.
YacTb 6. iccnenoBaHns MeCTHOro AelicTBUS Noc/e uMnaaHTaumm

N3pennsa meguunHckne. OueHka 6M0N0rnyYeckoro 4eicTeus MeguLNHCKNX U3aenui.
YacTb 7. OcTaToyHOoe cogepxaHue aTuieHokcmaa nocne crepuamsaunm

N3penus meguumHckue. OLeHKa 6100rMYecKoro AeNCTBUs MeAULNHCKNX N30eNNiA.
YacTb 10. ViccnepoBaHus pasgpaxaiolero n CeHCMGun3npyowero aeiictens

N3penua meguumuHckne. OueHka 61M010rMueckoro AecTBna MeanLMHCKUX N3genuii.
YacTb 11. iccnefoBaHusi 06LL,ETOKCMYECKOTo AelicTBUS

M3aenus meguumHckue anekTpuueckme. Yactb 1. O6wme Tpe6GoBaHus 6€30MacHOCTM
Mpu6opesl, annapartsl 1 o6opyfoBaHne MeguLuHckne. O6LiMe TEXHUYEeCKUe YCIoBus

M3penua mMeguumnHckue. TpeﬁOBaHI/IFI 6e3onacHocTu. MeTogabl CaHUTapHoO-Xxnmuye-
CKMX W TOKCUKOSIOTUYECKUX UCTbITaHW

CoefuHnTenu I1S-1 ANA UMAIAHTUPYEMBIX 3/1EKTPOKAPANOCTUMY/ISITOPOB HWU3KOMPO-
hunbHble. TexHuyeckne TpeGoOBaHUA 1 METOAbI UCTbITAHNIA

MMnnaHTaTbl XMpypruyeckme HeakTuBHble. O6Line Tpe6GoBaHus

MmnnaHTaTbl Xupypruyeckne. AKTUBHbIe MMNAAHTUPYyeMble MeAULUHCKWE U3Aenus.
YacTtb 1. O6wme TpeboBaHNa k 6e30MacHOCTM, MapkMpoBke 1 nHdopmauuu, npego-
CTaBNsAeMoii nsrotosuTenem

MmnnaHTaTbl 4NA XMPYPrun. AKTUBHbIE UMMNTAHTUPYEMble MeULMHCKME YCTpoicTBa.
YacTb 3. UMnnaHTMpyemblie HEAPOCTUMYNSATOPbI

M3penuns megnumnHckme anektpudeckne. Yactb 1. Obwme TpeboBaHns 6e3onacHocTu
C YY4ETOM OCHOBHbIX (DYHKLMOHA/IbHBIX XapakTepucTuK

M3penns meguuuHckne anektpuyeckne. Yactb 1-2. O6wwme TpebosaHus 6Gesonac-
HOCTW C YYETOM OCHOBHbIX (DYHKLMOHANbHbIX XapakTepucTuk. MapannenbHblil CTaH-
[apT. AneKTpoMarHuTHas CoBMecTUMOCTb. TpeGoBaHNsA U UCMbITaHUA



FOCT P 57495—2017

MpunoxeHne b
(cnpaBoyHoe)

Mprmep MeAnKO-TEXHUYECKUX XapaKTePUCTUK NOJTHOCTHI0 UMNAAHTUPYEMbIX HEPOCTUMYNATOPOB

Ta6bnuya bB.1

XapakTtepucTuka (napametp)

1 NHC:
- yucno UHC. wr.
- YNC/I0 INEKTPOMPOBOAHUKOB U/WIN KaHAMNOB, LWT.. B AuanasoHe

- BUA BbIXOAHOTO CUrHana

- MaKkcumasnbHas pekomeHgyemas ray6uHa UMnaaHTauum, CM. He MeHee
- AnanasoH peryiMpoBku aMnuTy bl umnynsca. B. He yxe

- AvanasoH peryninpoBkM amMnauTybl UMNynbca. MA. He yxe

- war peryiMpoBk1 amnnTyasl umnynsca. B. He 6onee

- Wwar perynupoBk1 aMnanTyabl umnynsca. MA. He Gonee

- KOppeKkuna nauMeHToM nokasatenda 3anporpaMmmMmmpoBaHHOro nokasare-
na amnanTyabl nMmnynbca

- MakCMMasbHO BO3MOXHOE NPEeBbIEHNE NaLMeHTOM 3anporpamMmMupo-
BaHHOTO nokasatens aMnanuTyAsl umnynsca, B. B guanasoxe

- MakCMMasnbHO BO3MOXHOE MpPEBbILEHNE NauMeHTOM 3anporpammupo-
BaHHOTO nokasatenis aMnanTyAsl UMNynbca. MA. B gnanasoHe

- Wwar Koppekuuyn aMnanuTyasl UMnynbca nauueHTom. B. He 6onee

- Wwar Koppekuum aMnanTyAbl UMnynbca nauueHToM. MA. He Gonee

- fnanasoH perynmpoBKu ANUTENBHOCTY (LUMPKHBI) UMMY/bCA, MKC, HE YXe
- war perysiMpoBk1 AIMTeNbHOCTY (LUMPUHBI) UMNY/bCA, MKC. He 6o/ee

- KOPPEeKUMA NauWeHTOM 3anporpaMMMpOBAHHOrO nokasaTens AnuTesb-
HOCTW (LUMPUHbI) UMAYbca

- MakCumasibHO BO3MOXHO€ npeBbllleHne nayneHTom 3sanporpammunpo-
BaHHOTO nokasatena ANnNTeIbHOCTHU (LIJVIpVIHbI) nMmnynbca, MKC. B AuanasoHe

- lar Koppekunu ANUTeNbHOCTU (LWMPUHBI) MMNynbca MauneHTOM, MKC.
He 6onee

- AvanasoH perynnpoBKU YacToOThbl MMMYNbLCOB. L, He yxe
- uar perysmpoBKu 4acToTsl. ['l. He 6onee

- KOppekuua nauneHToM 3anporpaMmmMunpoBaHHOro nokasatenda 4acToTbl
nMvnynbLcoB

- MakCMManbHO BO3MOXHO€ npeBbllWeHne nayneHToMm 3anporpamMmmunpo-
BaHHOro nokasarensa 4actoTbl UMMYNbLCOB. IU. B AnanasoHe

- war Koppekuuu nokasaress 4acToTbl UMMNYNbCOB, U, He 6o0neB

- NPOAO/MKNTENBHOCTb BKIOYEHUA cTUMynaumm (Time on) B uukne, cek

3HaueHve

1
1—16

MoCTOSIHHbIN TOK/
NOCTOSIHHOE HanpshXXeHne

10
0—5
1—5

0,1
0.1

Hanunune

0.1
0.1
80-400

15

Hanwnune

100— 160

40
2—900
10

Hannune

100—200
20

7—60

Mpyveya-
HYe
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OkoH4aHve Tabnuybl b. 1

XapakTepucTuka (napameTp) 3HaueHve I‘Ip:lvvllgqa-
- NPOAOC/IKUTENIbHOCTbL OTKNOYEeHUA cTuMmynauum (Time off) B uukne, MuH 1—180
- apxvBUpOBaHMe napameTpoB 3MEKTPOCTUMYNALUMN Hanunune
- NPOCMOTP apX1MBUPOBaHHbIX AaHHbIX VIHC ¢ nomolyblo nporpammaropa Hanuuune
- rabapuTbl, MM. He 6onee 70 * 70 * 20
- Macca, r. He 6onee 80
- TN KOHHEKTOPHOW YacTu 31eKTpoa0B 1S-1

noFOCTPUCO 5841-3

- TUN UCTOYHUKA MUTAHUSA Mepesapsxaemblii/
Henepesapskaemblii

- HOMUHa/bHbIW CPOK CNYX6bl, NIET. HE MEHEe 10

2 3nekTpog(bl):

- 4yucno anektponos ansa NHC. wr. 2

- 1N (Bna) anekTpoga Xupypruyeckuii,' NOgKOXHbINA.'
Hapyu4Hblii/ LLIHC/
nepudepunyeckuii

- 4NCNO NPOBOAHMKOB B 3/1€KTPOAE, LWT.. B AnanasoHe 2—4

- ANVHa anekTpoja, CM. B AnanasoHe 60—80

- AmameTp anekTpoAa, MM, B AnanasoHe 3—6

3 Ygnunuutens(n):
- yncno yanuuutenein ana MHC. wr. 1

- TMn Kkabens Hwu3konpoduabHbIi/
pa3fBOEHHbIN

- 4NC/I0 NPOBOAHMKOB B YANVHUTENE, LWT.. B Auana3oHe 2—4
- ANVHAa yANVHUTENSA, CM. B fjuanasoHe 30-40
- AuameTp yaAnuHUTENsa, MM. B fuanasoHe 4—7

4 YCTpOIACTBO ynpaBneHus cTumMynauyveid naumeHTa:
- UNC/I0 YCTPOICTB ynpaBneHnus CTUMyNsLMen, wr. 1

- MUHUMaJIbHOE paccTosiHue A0 uMniaHtuposaHHoro MHC gna HewHsa-
3BHOMO ynpaBsneHns napamerpamMmu CTUMYNALUKN, CM. HE MeHee 70

5 YCTpoIiCTBO BBeAEHNS 3M1EKTpoaa:

- YACNO YCTPOIACTB BBEAEHUS 3NeKTpoaa, LUT. 5
- BHELWHWA gnameTp ycTpoiicTBa (Mrnbl), He 6onee 10
- BHYTPEHHWII anameTp ycTpoicTea (Mrnbl), MM. HE MeHee 7
MpumeuyaHne — Yucnosble N HEUUC/IOBbIE 3HAYEHWUS XapaKTEPUCTWK (MapameTpoB), npeacTaB/ieHHble B

Tabnuue, HOCAT AEMOHCTPALMOHHbIN XapakTep.
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Mprymep MeaUKO-TEXHUYECKNX XapakTepUCTUK YaCcTUYHO

MpunoxeHne B
(cnpaBoyHoe)

Ta6nunuya Bl

XapakTepucTuka (napameTp)

1 PY nepepgatuuk:

yucno PY nepefaryumkos, LUT.
AnanasoH perysimposku aMnanTysl umnynbca. B, He yxe
Lar perysimpoBkv amnanMTyabl umnynbca. B, He 6onee

KOPpeKLMsa nauMeHToOM nokasaTensi 3anporpamMMUpOBaHHOrO nokasaTesns

amMmnanTyabl umnynbca

MaKkcMManbHO BO3MOXHOE NPEBbILIEHNE NALMEHTOM 3anporpamMmMmMpoBaH-

HOro nokasatens amnanTygbl uMmnysnbca. B. B AnanasoHe

Lar KoppekLum aMnanTyabl UMNynbca naumeHToM. B. He 6onee
[AnanasoH perynmpoBku ANTEeNbHOCTY (LUPUHBI) UMMY/bCa, MKC. He yxe
Lar perynvpoBKn ANUTENBHOCTY (LULMPUHBI) UMNYNbCA, MKC, He 6o/ee

Koppekumna nayneHTom 3anporpaMmmMmmpoBaHHOro nokasatensa ANNTe/1bHO-

CTU (LWMPWHbBI) UMMYbCa

MakCMMa/ibHO BO3MOXXHO€ npeBbllleHne naumeHTomM 3anporpaMmmunpoBaH-

HOro nokasartena oanTesibHOCTU (LLIVIpVIHbI) mmMmnynbca, MKC. B AuanasoHe

war KOppekuunm ANUTENbHOCTU (WWMPUHBI) UMMYbCA MauUeHTOM, MKC.

He 6onee

[ManasoH perysmpoBKy YacToTbl UMNYNbLCOB, L, He yxe
Lar perysMpoBkM 4acToThl. 'y, He 6onee

KOppeKLns naymeHToM 3anporpaMMypoBaHHOro Nnokasartesns 4acToTbl UM-

nynbLCcoB

MaKkcMManbHO BO3MOXHOE NPEBbILIEHVE NALMEHTOM 3anporpamMmmMmMpoBaH-

HOro nokasaTensi 4acToTbl UMNYNbLCOB. I'l, B Anana3oHe

10

Lar KoppekLuun nokasaresns 4acToTbl UMNyNbCOB. 'L, He 6onee
NPOAO/KNTENBHOCTb BKIOUYEHNA cTumynsauyum (Time on) B Lukne, cek
NPOAO/MKNTENBHOCTb OTKAYeHUs ctumynsauum (Time off) B ynkne, MuH
apxvBMpoBaHNe NapamMeTpoB 3N1EKTPOCTUMYNALUN

NPOCMOTP apXMBMPOBaHHbIX AaHHbIX IHC ¢ momMoLblo nporpammaTopa
rabaputbl, MM, He 6onee

macca, r, He 6onee

TN UCTOYHMKA NUTaHUA

HOMWHANbHbIA CPOK CNYXObI, NET. HE MeHee

3HayeHve

Hanuune

0.1

80—400

15

Hanunuve

100—160

40

2—900

10

Hanuune

100—200

20

7—60

1—180

Hanunuve

Hanuune

200 x 200 k 20

200

Mepe3apsxaemsblii
Henepesapsxaembilii

10

UMNMAaHTUPYEeMbIX HEPOCTUMYNATOPOB

Mpume-
uaHue
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OKoHYaHve Tabnuybl B. 1

XapacTepuovka (napameTp) 3HaueHve I:gms :
2 PY nprveMHuk:
- yucno PY npyemMHuKOB, LWT. 1
- YACNO 3N1EeKTPONPOBOAHNKOB U/UN KaHaNoB, WT.. B Anana3oHe 1—16
- MakcumasnbHas pekoMeHgyemas rnybuHa umniaHTayumn, CM. He MeHee 10
- BWJ, BbIXOAHOrO CUrHana: NOCTOSIHHbIA TOK UM NOCTOSAHHOE HanpsxeHne MocTosiHHbIV TOK/
NOCTOAAHHOE HanpshkeHne
- TUN KOHHEKTOPHOW YacTu 3NeKTpooB I1S-1
no r'OCT P MCO 5841-3
- rabaputbl, MM. He 6onee 50 x 50 * 20
- Macca, r. He 6bonee 80
3 3nekTpog(bl):
- 4ynucno anektponos PY nprvemHuka, Wr.. He MeHee 2
- TMN anekTpoga Xupypruyeckuit/ nogKoxXHbIiA'
HapyuHbIi/ LUHC/
nepudepuyeckuii
- 4NCNo NPOBOAHMKOB B 3/1€KTPOAE, LWT., B AnanasoHe 2—4
- ANVHa anekTpoja, CM. B AnanasoHe 60—80
- AnameTp anekTpoAa, MM, B gnanasoHe 3—6
4 Ypnnuutens(n):
- YNCNO yANUHUTENEN, WT. 1
- TMn Kabens Hwu3konpounbHbIA/
pas3fBOEHHbIN
- 4YnCco NPOBOAHWKOB B YANUHUTENE, LWT.. B AUanasoHe 2-4
- ANVHA yANUHUTENSA, CM. B fuanasoHe 30—40
- AvameTp yaonuHUTeNsa, MM. B fuanasoHe 4—7
5 YCTpoiicTBO ynpaBieHnsa CTumMynsuuein naymeHTa:
- 4YMCNO YCTPOICTB ynpaBneHns cTumynsumeid nayneHTa, L. 1
- MUHMMasbHOE paccTosiHWe 40 UMNaaHTMposaHHoro VIHC Ans HenHBasne-
HOTo ynpasneHus napameTpamu CTUMYNALUN, CM. HE MeHee 70
6 YcTpoiicTBO BBEAEHNA anekTpoja:
- 4YNCNO YCTPOCTB BBEAEHUS 3M1eKTPOAa, LUT. 1
- BHELWHWA anameTp ycTpoiicTBa (Mrnbl), He 6onee 10
- BHYTPEHHWII AnameTp ycTpoicTea (Mrnbl), MM. HE MeHee 7
MpumeyaHune — YncnoBble N HEUNCOBbIE 3HAYEHWUS XapakTepucTuK (napameTpoB), NpeAcTaBfieHHble B

Tabnuue, HOCAT AEMOHCTPALMOHHbII XapakTep.

1n
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