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HALUWOHANbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

N3OEANA MEAULNHCKUE
MpOMBbILWNEHHbI pernameHT NPou3BoACTBa

Medical equipment. Industrial production regulation

[Jata BBefeHus — 2018—06—01

1 O6nacTb NpMMEHeEHNS

Hactoswwin ctaHgapT ycTaHasnveaeT o6Lme TpeboBaHNA K COAEPXaHWI0 MPOMbILLIEHHBIX PernameH-
ToB npoussoacTea (MPM) meguumHckux usgenuii (M) n nx coctaBHbIX YacTeld.

MonoxeHns HacTosiLero craHgapTa ABAAIOTCA PEKOMeHAYyeMbIMW AM1A NPeanpusTUiA U opraHusauuni
Poccwiickoit ®egepauun, paspabartbiBalownx v Beinyckawolwmx M, HesaBncmMmo oT BeJOMCTBEHHON NpuHaa-
NIeXHOCTW. I0PUANYECKOro ctatyca v oopm CO6CTBEHHOCTU.

2 HopmaTuBHbIE CCbIJIKMK

B HacToALeM cTaHAapTe UCMONb30BaHbl HOPMATUBHbBIE CCbISIKM Ha criegylolme ctaHaapTbl:

FOCT 2.101 EavHas cucTema KOHCTPYKTOPCKOI AOKYMeHTauuu. Buabl nsgenwi

FOCT 2.102 EguHas cucTema KOHCTPYKTOPCKOM AOKyMeHTauun. Buabl 1 KOMMIEKTHOCTb KOHCTPYKTOP-
CKUX [JOKYMEHTOB

FOCT 2.105 EguHas cuctemMa KOHCTPYKTOPCKOM fokymeHTauuun. O6uue TpeboBaHNs K TEKCTOBbIM [0-
KymeHTam

FOCT 2.106 EanHasn cucTema KOHCTPYKTOPCKOM AOKyMeHTaLuun. TeKCTOBbIe AOKYMEHTbI

FOCT 2.601 EgvHas cmcTtema KOHCTPYKTOPCKOM AOKYMeHTauuu. 3KcryaTaunoHHble JOKYMEHTbI

FOCT 3.1105—2011 EgmHasn cuctema TEXHONOrMYeckoi fokymeHTaunm. dopmbl 1 npasuia ogopmie-
HUA JOKYMEHTOB 06LLEero HasHavyeHus

FOCT 3.1109 EgvHas cuctema TeXHOMOrMYEeCKon JoKyMeHTauun. TepMUHbI 1 onpeaeneHns 0CHOBHbIX
NOHATUIA

FOCT 3.1120 EpuHasa cucTema TEXHOJ/IOrMYeckol AokyMeHTauuu. OG6limne npaBuia OTPaXeHUs u
ochopmMieHus TpeboBaHuii 6€30NacHOCTY TpyAa B TEXHOMOMMYECKOW fOKYMEHTaLNN

FOCT 3.1122 EanHas cuctema TEXHONOMMYecKol AoKyMeHTaumumn. dopmbl 1 npaBuna oopmaeHuns go-
KYMEHTOB creuuasibHoro HasHadeHusl. BeJoMOCTM TeXHoornveckme

FOCT 3.1123 EguHas cuctema TEXHOMOMMYEeCKon AokyMmeHTauun. ®opmMbl 1 npasuna opopmieHns Tex-
HOJI0rMYeCKNX fOKYMEHTOB, NMPYMEHSAEMbIX NPV HOPMUPOBaAHUK pacxofa MaTepuanos

FOCT 12.0.002 Cuctema cTaHgapToB 6€30MacHOCTU Tpyaa. TepMUHbI 1 onpeaeneHuns

FOCT 12.1.004 CucTtema ctaHfapToB 6e3onacHoctu Tpyaa. [MNoxapHasa 6e3onacHocTb. O6wue Tpebo-
BaHWsA

FOCT 12.1.005 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. Obuime caHUTapHo-rurneHmyeckme Tpebo-
BaHNSA K BO34yxy pabouein 30HbI

FOCT 12.1.007 Cuctema cTtaHgapToB 6e3onacHocTu Tpyaa. BpepgHble Bewectsa. Knaccudukaums un
o6wme TpeboBaHMA 6e30nNacHOCTU

FOCT 12.1.044 (MCO 4589) Cuctema ctaHAapToB 6e30nacHocTM Tpyaa. [1oXapoB3pbiBOONACHOCTbL Be-
LecTB U matepvanos. HomeHknatypa nokasaTtenein n Metogbl UX onpeaeneHus

FOCT 12.3.002 Cwuctema cTaHgapToB 6e3onacHocTu Tpyaa. [lMpoueccbl Npou3BOACTBEHHblE. O6Lme
TpeboBaHnsa 6e30nacHoCTH

M3paHue ouymansHoe
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FOCT 12.4.011 Cuctema cTaHfapToB 6e3onacHocTn Tpyda. CpeAcTsa 3awntbl paboTatowmx. Obwue
TpeboBaHua 1 knaccuukaums

FOCT 12.4.021 CucTtema cTaHgapToB 6e3onacHocTu Tpyga. CucteMbl BEHTUNALMOHHBbIE. Obwme Tpe-
6oBaHuA

FOCT 17.2.3.02 lNpaBuna ycTaHOBMEHUSA AOMYCTUMbIX BbIOGPOCOB 3arpsA3HAKLWNX BeELLEeCTB NMPOMbILL-
NEHHBLIMU NPeANPUATUAMUN

FOCT 18322 Cuctema TEXHUMYECKOro 06CNYXUBaHUS Y PEMOHTA TEXHWUKU. TePMUHbI 1 onpeaeneHus

FOCT 26140 AnnapaTbl peHTreHOBCkMe MeguuuHekie. O6Lmne TeXHUYeckne ycroBus

[OCT 30772 PecypcocbepexeHne. ObpatyeHre ¢ otxogamu. TepMunHbl 1 onpegeneHns

FOCT ISO 13485 N3penusa meguumHckne. Cuctema MeHeLXMeHTa kayectBa. CuctemMHble TpeboBaHus
AN ueneli perynnposaHns

FOCT 1SO 14971 N3penua meguumHckme. NpuMeHeHne MeHegkMeHTa pucka K MeAULMHCKUM U3aenmam

FOCT P 7.0.8 Cuctema cTaHAapToB No MHdopmauum, 6ubanoTeyHomy n nsgarensckomy geny. eno-
NPou3BOACTBO U apXmMBHOE feno0. TepMuHbl 1 onpegeneHus

FOCT P 12.1.019 Cuctema cTaHfapToB 6e3onacHocTu Tpyga. dnektpobesonacHocTb. Obuwue Tpebo-
BaHWA U HOMeHKIaTypa BMAO0B 3aluThl

FOCT P 12.3.047 Cuctema cTaHfapToB 6e3onacHoCcTv Tpyaa. MNoxapHas 6e3onacHOCTb TEXHO/IOTNYe-
CKux npoueccos. O6wme Tpe6oBaHns. MeToapl KOHTPONS

FOCT P 50444 Mpubopsl, annapaTbl 1 060pygoBaHne meguumnHckme. O6Lme TexHmyeckme ycnosus

FOCT P 51897/PykoBoacTBo MICO 73:2009 MeHeXMEHT pucka. TepMuHbl 1 onpeaeneHns

FOCT P 51898 AcnekTbl 6e3onacHocTu. NMpaBuna BKIOYEHUS B CTaHA4apPTbI

FOCT P NCO 14041 YnpaBneHue okpyxatoweli cpegoli. OueHka XU3HeHHOro uvkna. OnpegeneHune
Lenu, 06nacTn uccnefoBaHna U MHBEHTaPM3aLMOHHbIA aHanus

FOCT P M3K 60601-1 V3genus meanumHckue anekTpudeckue. YacTtb 1. O6uwme TpeboBaHmsa 6e3onac-
HOCTW C YYETOM OCHOBHbIX PYHKLMOHA/bHbIX XapaKkTepuUCTUK

NMpumevyaHne — lpu NOAb30BAHUM HACTOALLMM CTaHAAPTOM Lieniecoo6pasHo NPoBepUTh AeNCTBUE CCbINoY-
HbIX CTaHAAPTOB B MHCOPMALMOHHONM cucTeme o6LLero nonb3oBaHna — Ha odmumanbHOM caiite defepasibHOro areHT-
CTBa N0 TEXHNYECKOMY PETYIMPOBAaHUIO M METPOJIOMUN B CETU VIHTEPHET UMM MO eXerogHoMy MH(OPMaLMOHHOMY yKa3a-
Teno «HauynoHasbHble CTaHAAPTbI», KOTOPbIA OMy6/IMKOBaH MO COCTOSHMIO Ha 1 siHBaps TeKyLero roga, U no Bbinyckam
€XEMECSYHOT0o MH(OPMALIMOHHOTO yKa3aTensi «HauuyoHabHble CTaHAapTbl» 3a TekyLuii rog, Ecnv 3aMeHeH CCbINoYHbIN
CTaHAapT, Ha KOTOPbIA faHa HefjaTupoBaHHas CCbl/ika, TO PeKOMeHAyeTCsl UCNO/b30BaTh AECTBYIOLLYI0 BEPCUI0 3TOr0
CTaHAapTa C y4eTOM BCeX BHECEHHbIX B laHHYI0 BEPCUIO U3MEHEHWIA. ECN 3aMeHEH CCbIIOYHbIN CTaHAAPT, Ha KOTOPbINA
[aHa faTtupoBaHHas CCblfka, TO PEKOMEHAYETCS UCMO/b30BaTh BEPCUIO 3TOTO CTaHAapTa € yKa3aHHbIM BbILe r0A40M yT-
BEPXAEHUA (NPUHATWS). ECnn nocne yTBepXAeHUs HaCTOSILLEro CTaHAapTa B CCbIIOYHbIA CTaHAApT, Ha KOTopblii AaHa
[aTMpoBaHHas CCblfika, BHECEHO M3MEHEHVe, 3aTparmBaloLLee NosokeHne, Ha KOTOpoe faHa CCblka, TO 3TO MOMOXEeHVe
pekomMeHayeTCcst NPUMEHATL 6e3 yyeTa AaHHOTr0 U3MeHEHMUs. ECN CCbINOYHbI CTaHAapT OTMEHeH 6e3 3amMeHbl, TO Noso-
XeHue. B KOTOPOM AaHa CCbl/iIKa Ha Hero, pekomeHayeTca NpuUMeHAaTb B YacTu, He 3anarv|Ba|ou.ge17| 3Ty CCbl/IKY.

3 TepMuUHbI 1 onpegeneHusn

B HacToflem cTaHgapte npumMeHeHbl TepmuHbl no FOCT P 7.0.8, TOCT P 51897. TOCT 2.101,
FOCT 2.102. TOCT 3.1109, FOCT 12.0.002. FOCT 18322. OCT 30772, [1]. (2).

4 O6wune NonoxeHuns

4.1 TPI1 oxBaTbiBaeT BCE acnekTbl TEXHOMOINMYECKOro npowuecca 1M3rotossieHnsa M nnm nx coctaBHbIX
yacTeil 1 coaepXuT TpeboBaHUS K KAUECTBY CbipbsS U KOMMIEKTYHOWMX, BHYTPUNPON3BOACTBEHHOMY KOHTPO-
N0, KOHTPOSIO KayecTBa, 6e3onacHOCTH TpyAa, 3KOorMyeckoin 6e3onacHoOCT, YyTMAM3aLum 0TX040B U Np. Ha
KOHKPETHOM npeanpuaTun.

4.2 NPMN gomxeH 6bITb B3aMMOCBSA3aH C APYTUMW OpraHn3aLMOHHbIMU U TEXHOIOTMYECKUMU JOKyMEHTa-
MW Ha NPOM3BOACTBO AaHHOro MU (MHCTPYKUUK, METOAWKM, cneLudurkauum, onepaLoHHble npoueayps v ap.).

4.3 MPMN — [OKYMEHT, SBASKOWMWIACA YacTbld OpraHuM3aunoHHO-pacnopsaMTeNnbHOW  CUCTEMbI
(FOCT P 7.0.8) 1 cuctembl meHemxmeHTa kadectsa (TOCT ISO 13485). noatomy npu ero paspaboTke cobsto-
[aloT COOTBETCTBUE MeXAY AOKYMEHTaMu NMpeanpusTvs, paspeLunTesibHOW LOKYMeHTauneiln n perncrpayu-
OHHbIM A0Cbe, a TakkKe y4YuTbiBaloT TpeboBaHMSA Haf30PHbLIX OPraHoB, HOPMAaTUBHbIX [OKYMEHTOB, AeicTBue
KOTOpPbIX pacnpocTpaHAeTca Ha Npon3BoacTso MU.
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4.4 TIPM MU MoxeT 6bITb UCNOJIb30BaH B KA4€CTBE OCHOBHOIO TEXHO/IOMMYECKOro AOKYMEHTA:

- MpY peanunsaunm TeXHO0rMYecknx NpoLeccoB B CEPUIAHOM NPOU3BOACTBE;

- pa3paboTke NCXOAHBIX AaHHbIX A5 NPOEKTVPOBAHWA UM PEKOHCTPYKLN NPOMBILL/IEHHOO NPOM3BOLCTBA,;

- YCTAHOB/IEHUN TEXHUKO-3KOHOMMUYECKMX HOPMaTUBOB, B TOM Y/C/le HOPM pacxofa Cbipba U MaTtepuasios,;

- pa3paboTke TeXHO/IOTMYeCcKon AOKyMeHTauuu, B TOM Yncne TeXHOMOTMYECKNX UHCTPYKUWA, a Takke
WHCTPYKLUMIA NO TeXHWKe 6e30nacHOCTH, NPOM3BOACTBEHHOW CaHUTapun 1 NPOTUBOMNOXAPHLIM MEPONPUATUAM,

- pa3paboTke W OCYLLECTBAEHUN MEPONpUATUIA No YyTUAM3auun 0TX0A40B NPOU3BOACTBA, 06e3BpeXMBa-
HWIO Y OYUCTKE NPOMBILLIEHHBIX CTOKOB M BbIGPOCOB B atMocdepy.

- pa3paboTke v oCyLeCTBEHNN MEPONPUATHI NO yTUNAU3aummn 3abpakoBaHHO NPOAYKLMN N NMPOAYKL UK
C UCTEKLUIMM CPOKOM 3KcmayaTtauuu.

4.5 TPMN pa3pabaTbiBaloT Ha Npou3BoACcTBO MU B LLe/IOM, HO HA YCMOTPEHME U3rOTOBUTENS BO3MOXHA
pa3paboTka caMocToATeNbHbIX (0TAeNbHbIX) MNP Ha cocTaBHble YacTn MU. aBnsowmecs B JaHHOM Npoun3-
BO/CTBE (Lexe) KOHeYHOl NpoayKuuei, a Takke B ciydyae NPUMEHEHUSI ee COCTaBHOW YacTu /1 HECKOMbKMX
Npou3BOACTB (Hanpumep, 3NeKTPoAbl A1 CHATUA GUMONOTEHUNATOB ANA Pa3/INYHbLIX TUMOB 3NEeKTpoKapAno-
rpacdhoB. MOHUTOPOB NauveHTa n T. 4.).

5 CogfepxaHue NpPoMbILIJIEHHOTO perfamMeHTa NpoM3BoACTBA

5.1 TlMepeyeHb pa3genos

MPI gommkeH BkAoYaTh creayoLme pasgens:

- 06LLMe NONMOXKEHUS:

- Xapaktepuctuka My,

- XapaKkrepucTuka nponsBoAcTBa;

- TEXHO/I0rnyeckas cxema rnpounsBo/CTBa,;

- nepeyeHb 060pyA0BaHUS, BCMOMOraTesibHbIX MaTepnanos, OCHACTKMA Y MHCTPYMEHTOB;
- XapakrepucTuka MaTepuanos U KOMMIEKTYIOLLMNX;

- U3/10KEHNE TeXHO/I0rMYEeCcKoro npoLecca;

- MaTepuanbHbIii 6anaHtc;

- nepepaboTka 1 06e3BpexmBaHie 0TX040B NPOV3BOACTBA,;
- KOHTPO/1b MPOU3BOACTBA.

- 6esonacHas akcnayarauusi Npou3BoACTBa;

- OXpaHa OKpyxatoLei cpefbl;

- nepeyeHb NPOU3BOACTBEHHbIX MHCTPYKLWIA;

- UH(hOPMaLMOHHbIE MaTepuasbl.

5.2 O6uure nonoxeHns

5.2.1 Pa3fgen [omkeH cogepxarb CeayrLLyo nHdopmMaLmio:

- HazHayeHve;

- 06nacTb NpUMeEHeEHMS;

- OCHOBaHue ansa paspaboTku;

- HOpMaTWBHbIE CChISIKN.

- NOpsAAoK pas3paboTku, YTBEPXAEHUS, BHECEHUS N3MEHEHWI 1 AONOMHEHNN.

5.2.2 B nogpasgene «HasHauyeHne» Ao/mkHa 6biTb NpMBeAeHa o6uias nHhopmauusa B YacTu HasHauve-
Hua MPTI.

Mpumep — HacToawwmii NPM — HopMaTUBHbIA fokyMmeHT AO «ABC», ycTaHaB/iMBaoLWmnii MeT oAbl MPO-
M3BOACTBA. TEXHOMOrMyeckne HopMaTUBbl, TEXHNYECKUe CpeAcTBa, YC/I0BUA U NOPAAOK NPOBeJEeHUs Tex-
HONOrNYeckKoro npotecca B NPOU3BOACTBE ANArHOCT MYECKON cMCTeMbl aHanmsa 3abonesaHnii JVICA3 (ganee
no TekcTy — CucTtema). MNPl obecneunsaeT NPonM3BoACTBO CUCTEMbI, COOTBETCTBYIOLWed TpeboBaHNaM
TexHuyecknx ycnosuii ABBIr.941349.001TY, n onpegenseT OCHOBHble MOMOXEHUSA B YacTu 6e3onacHocTK Be-
fleHuns paboT 1 JOCTMXEHUSA ONT UMasibHbIX TEeXHUKO-9KOHOMUYECKNX NoKasaTeneil Nnpon3soAcTBa.

5.2.3 B nogpasgene «O6nacTb NPUMEHEHNA» [O/MKHO ObiTb yka3aHo, Ha KakoM MMEHHO Npou3BoAcTBe
MW npumeHstoT gaHHblli MNP, 1 gomxeH 6biTb yka3aH pyKOBOASALMIA [OKYMEHT, B COOTBETCTBMN C KOTOPbIM
opraH1M30BaHO NMPOU3BOACTBO (NprKa3 no nNpegnpusaTuio, 4OroBop U T. 4.).

5.2.4 B nogpasgene «OcHoBaHue Ans pa3paboTKu» AO/KHbI OblTb yka3aHbl [OKYMEHTbI, B COOTBET-
CTBUM C KOTOpbIMU pa3paboTaH MPr1.
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5.2.5 B nogpasgene «HopmaTuBHbIE CCbIIKW» MPUBOAAT NEPEYEHb CCbINIOYHbIX JOKYMEHTOB B 061aCTH
cTaHgapTU3aumun, KOTOpbIV n3narailoT B CriedytoLleM nopsgke:

- MEXrocyJapCTBEHHbIEe CTaH4apThbl;

- HaumoHanbHble cTaHaapTbl Poccuiickoii eaepaunu;

- obepoccuiickne knaccugukaTopsl;

- MeXrocyfapcTBeHHble KnaccugukaTopsl;

- CBOAbI NMpasusl.

B nepeyeHb CCbI/TIOYHbIX HOPMATUBHbIX [JOKYMEHTOB Takke MOryT ObITb BK/OUYEHbI UHbIE CTaHAAPThI (Ha-
npuMep. oTpacnesble cTaHAapTbl W CTaHAAPTbl OpraHu3auuii). 3T cTaHfapThl pasMeLLaoT B NepeyHe CCbl-
NIOYHbIX AOKYMEHTOB MOC/e HauMOHaNbHbIX CTaHAapToB Poccuiickoin degepauuu.

[MepeyeHb CCbIIOYHbIX HOPMATUBHLIX 4OKYMEHTOB HauYMHAIOT CO C/0B: «B HacToAWEeM NPOMbILLIEHHOM
pernameHTe UCMosib30BaHbl HOPMATUBHbLIE CCbIJIKU Ha cnepyowme ctaHgapTtbel». Ecnm B Tekcte MNP Takke
AaHbl HOPMaTUBHbIE CChINIKM Ha KnaccudukaTopbl W/nnm cBoabl Npasus, TO NepeyeHb CCbI/IOYHbIX HOPMaTHB-
HbIX [JOKYMEHTOB HAaYMHAIOT CO C/I0B: «B HacTosALEeM NPOMbILLIEHHOM perflaMeHTe UCMnosib30BaHbl HOPMaTUB-
Hbl€ CCbISIKN Ha criefyloLine JOKYMEHTbI».

B nepeuHe cCbINOYHbIX HOPMATUBHbIX JOKYMEHTOB YKa3blBalOT 0603HAaYEHUS 1 HAMMEHOBAHUSA 3TUX A0-
KYMEHTOB. pa3Mellas Nx B Nopsake BO3pacTaHUsi permcTpaLnoHHbIX HOMEPOB 0603HAYEHWA.

5.2.6 B nogpasgene «Mopsifok pa3paboTku, YTBEPXKAEHUS, BHECEHUS U3MEHEHWI U [O0MOSTHEHWUA»
[O/KHBI 6bITb NMPUBEAEHbI OCHOBHbIE MOMOXeEHNUA No paspabdoTke MNPI. B ToM yucne;

- NepeyeHb CTPYKTYPHbIX NoApasfenieHnii opraHmsaunmn-nsrotosutens MU, yuacTeyoLmx B paspaboTke
MPr,

- LO/HKHOCTb /MLa, OTBETCTBEHHOTO 3a pa3paboTky P,

- nopagok yteepxaeHus MNP, B TOM yncne nepeyeHb opraHnsauunii u iny,. y4acTBYyOLWMX B YTBEPXAe-
HUK 1 cornacosaHuu MPTT;

- MOPAAOK BHECEHUS U3MEHeHW 1 fononHeHuii B MPI. a Takke NOPALOK COrnacoBaHus v yTBepxaeHns
[aHHbIX U3MEHEHWIA N AONOMHEHWIA;

- OTAENbHO yKasblBaloT C/lyyaun, B KOTOpbIX TpebyeTcs nepeBbinyck MPM (HanpumMep, CyLecTBEHHble 13-
MEHEHWs B TEXHOOrMKN NnponssoAcTBa MU, paclumperme nam pekoHCTPYKLUMA NpOn3BOACTBA).

5.3 XapakTtepuctnka MeguLNHCKOTo nsgenus

5.3.1 Pasfen AO/MKeH cogepxartb CeAyoLyo nHopmaymio:

- HaMeHoBaHMe n 0603HadYeHne MU;

- HOMep AeNCTBYIOLWEr0 HOPMATUBHOTO AOKYMEHTA U HOMEP PerncTpaLnoHHOro yA0CTOBEPEHNS;

- Ha3HayeHve 1 061acTb NpuMeHeHns MU;

- OCHOBHble cBefieHus o M.

5.3.2 HaumeHoBaHve n 0603HavyeHve MW go/mkHbI COOTBETCTBOBATH yKka3aHHbIM B HOPMATUBHOM [0-
KyMEHTE 1 B pernctpaLMmoHHOM YA0CTOBEPEHNN.

5.3.3 HaumeHoBaHvWe 1 HOMep AeliCTBYIOLWEro HOPMAaTUBHOIO AOKYMEHTa AO0/KHbl COOTBETCTBOBATb
yKa3aHHbIM B perncTpaLnoHHOM yA0CTOBEPEHUN.

5.3.4 B nogpasgene «HasHauyeHune n o6nactb npumeHeHns MW» cnepyeT ykasbiBaTb.

- KpaTKylo xapakTepucTuky o6nact 1 yCrioBuii NPUMEHeHNsa U3genus;

- HauMeHoBaHMe U O6LLYI0 XapakTepuCcTUKy YCNOBWI NPUMEHEHUS, AN KOTOPbLIX npegHasHayeHo MU
(Hanpumep, MeguUVHCKas opraHu3auuns, aBToMoOWIb CKOPOW MOMOLLM W T. 4.).

5.3.5 B nogpasgene «OcHOBHble cBefieHUs 0 MU» crieflyeT yKasbiBaTb:

- KpaTkoe onuncaHue BHELIHEro BMAa, CocTaBa M NoTpebuTenbCkUx cBokcTB MU,

- OCHOBHble TEXHMYECKMNE XapakTepuctuku MU,

- HopMaTuBHble TpeboBaHNSA K ynakoBke, MapkMpOBKe, TPAHCMOPTUPOBAHUIO, YCNIOBUSIM XpaHEHUS;

- CPOK CNyx6bl (415 psga usgenunii — cpok rogHocTu);

- rapaHTuiiHbIA CPOK (MpU HaNMymm).

Bce npuBefeHHble CBeAEHNSA A0/MKHbI COOTBETCTBOBATb TEXHWUYECKOW AOKYMeHTauun, paspaboTaHHOM
Ha MW. n geicTByOLWMM HOPMATMBHbLIM JOKYMEHTaM B 3aBMCMMOCTM OT Buga MU (TOCT P 50444. TOCT 26140,
FOCT P M3K 60601-1. yacTHble TpeboBaHUsA 6€30MacHOCTU 4719 KOHKPEeTHbIX B1AoB MU u T. n.). KomnnekT-
HOCTb TEXHUYECKOW AoKyMeHTauuu onpegeneHa MOCT 2.102 n FOCT 2.601.

MpumevyaHne — Kaknpasuio, Ha MU paspabatbiBaioT creayroLine TeEXHNYECKNe AOKYMEHTbI:

- TEXHNYECKWE YC/IoBUS;

- PYKOBOZCTBO NO 3KCN/lyaTaumy (MHCTPYKLMS MO 3KCnayaTauum);

- nacnopT (Mnn dhopMyNsap, UM 3ITUKETKA).

B oTAenbHbIX cyvasx MOXeT 6biTb paspaboTaHa UHCTPYKLUA MO NPUMEHEHMWI0, NamMsiTka 4151 NaUuMeHTa U T. M.
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5.4 XapakTtepucTuka npou3soacTea

5.4.1 Pa3pgen foMXeH cofepxaTb criefyloLwyo MHhopMaumio:

- faHHble 0 MECTe HaxoXAeHUs1 MPOM3BOACTBA:

- faHHble O NNLIEH3NPOBAHNN NPOU3BOACTBA;

- laHHble 0 3a/eliCTBOBaHHbIX NaoLwaaaX.

- CBEAEHMA O MOopsKe TEXHUYECKONM aKCnayaTauun Nnpon3BoACTBEHHON naowaau;

- faHHble 06 NHAPACTPYKTYpE 1 [AONOSHUTENIbHOM OCHALLLEHUN;

- faHHble 0 TPYAO0BbIX pecypcax.

5.4.2 MNpwv ykasaHny faHHbIX O MECTe HaxXOXAEHNSA NPOU3BOACTBA AO/MKHO 6bITb NPUBEAEHO MECTO pac-
NONOXEHUs1 OpraHusaunm ¢ ykasaHvem nogpo6Horo agpeca (06nactb, paiioH, ropog, yavua, Homep Loma,
CTpOeHUs, kopnyca u T. 4.).

5.4.3 B nogpasgene «/jaHHble O IMLEH3NPOBaHUN NMPON3BOACTBa» CnefyeT yKas3aTb PEKBU3UTLI NINLEH-
31K Ha Npou3BoACcTBO M. nonyyeHHol B cooTBeTCTBMM C [3].

5.4.4 B nogpasgene «[aHHble 0 3a[eiCTBOBaHHbIX MOWAAAX» LO/KHbI ObiTb NepeyncrieHbl npous-
BO/ACTBEHHblE niowaan (Lexa, yyacTku, KOMHaThbl U T. M.). 3a4eicTBoBaHHbIe B npom3BoacTse M. B nogpas-
fene ansA kaxaol Npon3BOACTBEHHON NaoWaaN yKkasbiBarT:

- pacnosioxeHue nowamn ¢ ykasaHuem nponssofCTBEHHOrO NOMELLEHUS, B KOTOPOM pa3melleHa npo-
N3BOACTBEHHAA Mowaib:

- reomeTpuyeckyto naowans (06beM) NPOM3BOACTBEHHOW nioLwaaw;

- Ha3Ha4YeHWe NPOM3BOACTBEHHOW Naowaau;

- CBEAEHMA O MOpsKe TEXHUYECKONM SKCnayaTauun Nnpons3BoACTBEHHON naowaan.

5441 B nyHkTe «CBefgeHus 0 mopsake TEXHUYECKOW aKcrnyatauuvm npov3BOACTBEHHOW nnowagm»
yKasblBatoT:

- NPaBO PaCnoIOXEHUSA Ha yKasaHHON nnowaan (CO6CTBEHHOCTb, apeHia, cybapeHa 1 T. 4. CO CCbifl-
KOW Ha [OKYMEHT, NOATBEPXAAIOLLMIA 3TO NpaBo),

- N0, OTBETCTBEHHOE 3a NogAepxaHne Npovu3BOACTBEHHON niowaan B paboyem COCTOAHUN;

- MoA, Kakve Npou3BOACTBEHHbIE NPOLECChl UCMONb30BaHa NPoM3BOACTBEHHAS naowaab (B TOM yucne
cnepyeT ykasaTb K1acc Npon3BOACTBEHHbLIX NOMELLEHUIA);

- h3nyeckoe WAM OPUANYECKOe NMLO, OTBETCTBEHHOE 3a TexXHuUYeckoe 06CNyXuBaHue Npou3BOA-
CTBEHHOW Nowaan, n oOCHoBaHWe A1 NpoBeAeHNs TEXHNYECKOTo 06CTyXMBaHUS (A0/HKHOCTHASA UHCTPYKLUS,
[OroBop U T. 4.);

- hr3nyeckoe uav pugmyeckoe NUL0, OTBETCTBEHHOE 3a NPOBEfEeHVEe PEMOHTa NPOU3BOACTBEHHON
naowaan, n oCHoBaHue A9 NPoBeAeHNs PeMOHTa (LO/MKHOCTHAA UHCTPYKUMS, [OroBOp U T. 4.).

Mpy He06X0AMMOCTM B NpUNOXeHUAX K MPM MoryT 6bITb NpMBEAEHbI N1aHVPOBKN NOMELLEHWI 1 CXEMbI
paccTaHOBKM NPON3BOACTBEHHOTO 060PYAOBaHUS.

5.4.5 Bnopgpa3sgene «/HdpacTpykTypa 1 4ONOSHUTENBHOE OCHALLLEHUE» YKa3blBalOT cBeeHNs 06 06b-
eKTax UHPaCTPyKTypbl, 3aeiCTBOBaHHbIX Npy ob6ecneyeHnn npounssoactsa MW, Hanpumep:

- BOAONPOBOAHAA CeTb:

- KaHaIM3aLUMoHHasA CeTb:

- cucTemMa 3/1eKTpoCcHabXeHus:

- OToMn/eHve,

- BEHTUNALMS;

- KOMMYHUWKaLOHHbIE ceTU (TeneoHHas ceTb, CeTb 419 NOAKMHOYEHUS K TENIEKOMMYHUKALNOHHOM ceTu
WHTepHeT):

- cucTema NpoTMBOMNOXAapHON 6e3onacHoCcTy;

- TpaHcnopTHasa cucrtema:

- cuctema cbopa 0TX0A0B M BbiIBO3a Mycopa.

Mpy onucaHnn 06bEKTOB MHPPACTPYKTYPbI YKa3biBaOT:

- fononHuTeNnbHoe 06opyAoBaHune, Mcnosb3yemoe AnA nogaepxaHus Tpebyemoro kayectsa paboTbl
06BbeKTa MHPPaCTPYKTYpbl (HANpUMep, BEHTUAALMOHHbIE (PUNBLTPLI, CUCTEMA OUYUCTKM BOABI U T. A.);

- nvuo (Mnu nuua), oTBeTCTBEHHOE(ble) 3a nogaepxaHue o6bekTa MHPPACTPYKTYpbl B paboyem cocTo-
AHUK;

- hm3nyeckoe unu pUaMYEcKkoe NULL0, OTBETCTBEHHOE 3a TEXHWYEcKoe 06CnyXuBaHue ob6bekTa WH-
hpacTpyKTypbl. U OCHOBaHWeE A/151 MPOBEAEHUSA TEXHUYECKOro 06CNyXnBaHNA (JO/HKHOCTHAA MHCTPYKUMSA, [0-
roBop U T. 4.);
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- hm3nyeckoe uamn puanYecKoe 1L, OTBETCTBEHHOE 3a NPOBeAEHNE PEMOHTa 06bekTa UHppacTpyk-
TYpbl. ¥ OCHOBaHMWeE AN15 NPOBeAEeHUst PEMOHTA (LO/KHOCTHAS MHCTPYKLMSA, [LOrOBOP U T. A.).

5.4.6 B nogpasgene «[aHHble 0 TPYAOBLIX pecypcax» ykasbiBaloT JO/HKHOCTU W KOSIMYECTBO NepcoHa-
Na. 3afelicTBOBaHHOIO B NpousBoacTBe M. Takxe B nogpasfene pekoMeHA0BaHO KPaTKo yKasbliBaTb [A0/K-
HOCTHble 06513aHHOCTW KaXA0ro pa6oTHUKA COrMacHO AO/HKHOCTHOW MHCTPYKUUM. CBeAeHUsi peKoMeHL0BaHO
npeAcTasnAaTb B TabnmyHom Buge (tabnuua 1).

Ta6nunya 1— lNepeyeHb TPYAOBbIX PECYPOOB
JomkHocTb O6s3aHHOCTH KonnuecTso mtogeit

1 2 3

5.5 TexHonorvyeckas cxema nponssoacTea

B faHHOM pasfiene pekoMeHAyeTcs NpuBoauTb rpadyeckyto 6710k-cxeMy, 0To6paxaroLLyto nocnefosa-
TeNbHOCTb BbINOMHEHNSA TEXHOMOMMYECKMX NPOLLECCOB C pasgefieHMeM X No cTagusam 1 onepaumsam.

MocnepoBaTenlbHOCTb TEXHOMIOTMYECKNX MPOLLECCOB [O/HKHA COOTBETCTBOBATL paspaboTaHHol Ha MU
TEXHOMOTMYECKON AOKYMeHTaunn (MaplipyTHble KapTbl, ONnepalMoHHO-MapLpyTHble KapTbl U T. N.) NpU Ha-
amyun.

MocnepoBaTtenbHOCTb Onepaumin Jo/mMKHa NO3BONATL OCYLECTBAATL U3roToBAeHne MV B COOTBETCTBUM
C KOHCTPYKTOPCKOW M MporpamMHOi fOoKyMeHTaLmel Ha faHHoe usgenve.

Kaxayto TexHonormyeckyto onepauvio Heo6xoAMMO 1306paxaTb OTAENbHO C yKasaHueM npuHagiex-
HOCTW K onpejeneHHon cTagun.

Kaxgoli TexHonormyecko craguv v onepauun AO/MKHbl 6biTb MPUCBOEHbI HAMMEHOBAHWE U WHEKC,
KOTOPbIA COCTOUT 13 YCNOBHOrO 0603HaYeHMs1 1 MOPAAKOBOro Homepa. Hymepauuio ctaguii BeINOMHAKT B NO-
pAAKe MX BbINO/THEHUA NO XOA4Y TEXHO/IOTMYECKOro npouecca, HauMHasa ¢ NOCTyNn/IeHNs 1 NOArOTOBKM Cbipbs U
KOHYas OTrpy3KOi roToBOl MPOAYKLWN.

Ecnu BcnomorartenbHble paboTbl OCYLLECTBASAT Ha 0TAe/IbHOM 060pyAOBaHNM ANA O4HON cTagumn oc-
HOBHOTO TEXHO/IOIMYECKOro npoLecca, TO TakMe BCromorate/ibHble paboTbl BKIOYAKOT B 3Ty CTaANI0 OCHOB-
HOro TEXHOJI0TMYECKOro npouecca.

BcnomoratenbHble paboTbl, OCyLeCcTBASAEMble Ha OTAeNbHOM 060pyA0BaHUN ANA HECKONbKMX CTaauii
OfIHOTrO NMPOM3BOACTBA, BbIAENAIOT B CAMOCTOATE IbHbIE CTaAuN BCNOMOraTe/ibHbIX paboT.

Ecnn nepepaboTky 0TX0[0B uM UX 06e3BpexnBaHne OCyLLEeCTBAIT Kak CaMoCToATe IbHble paboThl,
MX MOXHO He BK/OYaTb B TEXHO/IOTMYECKYHD CXEMY MPOU3BOACTBA. B faHHOM cryyae Ha TeXHOMOrmyeckon
CXeMe yKa3blBaloT CTPENIKON, KyAa NocTynalT 0TXoAbl Ha nepepaboTky (06e3BpexuBaHue).

5.6 lMepeyoHb 060pyaoOBaHNA, BCIOMOraTeibHbIX MarepuanoB, OCHACTKU U UHCTPYMEHTOB

5.6.1 B pa3sgene fo/mkHbl OblTb NepeyncrieHsbl:

- 06opyfoBaHMe: 0CHOBHOE 1 BCoMoraTtesibHoe, 3aeiicTBOBaHHOe B MPOU3BOACTBE, B TOM uuc/e cpes-
CTBa U3MepeHus;

- BCnomoraTesibHble MaTepuasbl, HeobXxoAnMble A/ NPOM3BOACTBA:

- OCHacTKa, Heobxoaumas [/ NPou3BOACTBA;

- UHCTPYMEHTbI, NPUMEHSAEMbIE NMPU NPON3BO/CTBE.

5.6.1.1 B nogpasgene, cofepxaliem cBefeHus O NPOMbILLIEHHOM 060pyAoBaHMK, A5 KaX4oro tuna
o6opyaoBaHuA cnegyeT ykasbiBaTb:

- MNOJIHOE HavMeHoBaHVe 060pyA0BaHNS;

- OCHOBHble TEXHUYECKNE XapaKTepUCTUKN 060pyf0BaHNS, KOTOpble 06ecneymBaloT BbINOSIHEHNE TEXHO-
NlorMyeckmx onepaumini cornacHo paspaboTaHHON Ha u3genne KOHCTPYKTOPCKOM, NpOrpamMMHO U TeXHOI0ru-
4yecKoi JOKYMeHTauun ¢ He06X0AUMbIM YPOBHEM KayecTBa:

- 4nCNo eanHUL, 060PYAOBaHNA faHHOro Tna, 3a4elicTBOBaHHOro B npomssoacTee MU,

- PerncTpaunoHHbIii (MM MHBEHTapPHbIN) HOMEP KOHKPETHOW efuHML bl 060pyA0BaHUS.

Moppasfen pekoMeHLOBaHO 0hopMNAThL B BUuge Tabnuubl (tabnuua 2).

Tab6bnuuya 2— BepomocTb cneumndukauuii obopygosaHus
HaumveHoBaHue TexHU4ecK e XapakTepucTukv VHBEHTapHbIA HoMep Konuuectso MpumedaHre

1 2 3 4 5
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B rpacbe 1 npuBoaaT HaMmeHoBaHWe 060py0BaHMS, COOTBETCTBYIOLLEE Ae/CTBYIOLEMY HOPMAaTUBHO-
My AOKYMeHTy. B Tom cnyuyae, ecnv B cocTaB 060pyf0OBaHNA BXOAAT KOMMAEKTYOLWME, UX HAMMEHOBaHWUA
npuBOAAT B OAHON NO3NLUKN C HAUMEHOBaHNEM 060PYA0BaHMUS.

B rpadpe 2 yka3biBatoT:

-4NA CTaHfapTHOro 060pyAoBaHWs — 0603HaYeHWe HOPMATUBHOW [OKYMeHTauuu, TUN. Mapky wam
map;

- HecTaHAapTHOrO — HOMEp YepTexa, HanMeHOBaHWe opraHu3auuu, paspaboTaBlueli 1 U3roToBMBLLENA
o6opynoBaHue:

- UMNOPTHOrO 060pyA0BaHNSA — MapKy, WP, HaMMeHoBaHne UpMbl 1 CTPaHbI-NocTaBLMKa.

3aTem NpUBOAAT KPaTKyt TEXHUYECKYIO XapakTepucTUKy 060pyA0BaHUs C yKkasaHueMm:

- Hannuma cepTudmkaToB Ha obopyfoBaHue;

- TEXHUYECKNE XapaKTepuCcTMKn 060pyL0BaHus, obecneyrBarLLe Heo6XxoaAMMoe kauecTBO paborT.

B rpache 3 ykasblBalOT MHBEHTaPHbLIN HOMep 060pYyAOBaHUSI COTMacHO BELOMOCTW WHBEHTapusauuu
npeanpuATUs.

B rpadhe 4 ykasbiBatoT 4iC0 egnHuL, 060py0BaHUS O4HOTO HAMMEHOBAHNS.

B rpade 5 npvBogAT f0NOAHUTENBbHYIO MHDOpMaLMIo. NS cpeAcTB U3MepeHus NpMBOAAT CBeAeHUs 06
UX NoBepKe 1 KannbpoBke.

CogepxaHue nogpasgena A0/MKHO COOTBETCTBOBAaTL Be40MOCTM o6opyaoBaHusa no FOCT 3.1122 npu ee
Ha/IMunM B KOMM/IEKTE TEXHO/IOTMYECKON AOKYMEHTaL N Ha usgenve.

[lononHutenbHO B nogpasfiene npMBoOAAT:

- nepeyeHb 060PYAOBaHVA, ABMAKLErocs CO6CTBEHHOCTHLIO OpraHU3aunn-NnpousBoanTeNns (rog Bbiny-
cKa, rog n mecsu, npuobpeTeHns Co CCbISIKON Ha [OroBOp MOCTaBKM C yKa3aHMeM MocTaBLyuka, Lex uin yya-
CTOK MCMO/Ib30BaHNA U T. N.);

- nepeyeHb 060pyA0BaHNSA, B3ATOrO B IM3UHT UK apeHay (rof, Bbinycka, CPOK /IM3NHTa UK apeHbl, Lex
UM y4yacTOK MCNOMb30BaHNA U T. N.);

- HaMMeHOBaHWe nogpasfeneHusi, OTBETCTBEHHOIO 3a TeXHWYeckoe ynpasrieHne obopyfoBaHueMm, npu
He06X0AUMOCTM C pasfesieHnemM Ha BUAbl Wan rpynnbl, €CN OTBETCTBEHHbIX HECKOJIbKO;

- HaMMeHoBaHuWe nojpasfeseHns, 0OTBETCTBEHHOIO 3a TEXHNYECKOe 1CMob3oBaHne ob6opyaoBaHus, npu
HeobX0ANMOCTY C pa3fenieHneM Ha BUAbl WA TPYNnbl, €C/IN OTBETCTBEHHbIX HECKOMBKO:

- cMCTeMbl, NogAepxuBsaioLime paboTocnocobHOCTL 060PYA0BaHNA: IHEPreTUYECcKne, IKONornyeckie . 4.,

- HaMMeHoBaHve nogpasAeneHnii ayn opraHn3aunii, ecim OHN 3a4eiCcTBOBaHbl B TEXHNYECKOM 06C/y-
XMUBaHNM 060PYA0BaHNA, CO CCbIIKOM Ha MOMOXEHNA O NoApasfeneHusx iy foroBopax Ha Texobenyxmsa-
HMe CTOPOHHUMU CreuVann3npoBaHHbIMU OpraHn3aLnaMu:

- HaVMeHoBaHVe nogpasfeneHnini N opraHn3alunii, ecnv oHn ByayT 3aAelicTBOBaHbl B PEMOHTE 060-
pYZLOBaHUS. CO CChIJIKOW Ha NOOXEHWS O NOoAPa3AeNeHNAaX AN PEMOHTHOM CTaTyce CTOPOHHMX creunanmnsm-
POBaHHbIX OpraHu3auuii;

- OCHOBaHVA 4719 MoAepHu3auum 060pyaoBaHus.

- OCHOBaHWA 4719 TEXHUYECKOro 06CNYXMBAHUS, PEMOHTa W UCTbITaHW 060pyA0BaHNSA.

5.6.1.2 B nogpasgene, cogepxallemM cBefieHNss 0 BCnomMorartesibHblIX MaTepuasnax, crefyeT ykasbiBaTb
NosHOE HaMMeHOBaHWe KaXAoro mMaTepuana, HOPMaTUBHbIA [OKYMEHT, KOTOPOMY AO/IXEH COOTBETCTBOBATb
[JaHHbIi MaTepuan (cTaHgapT, TEXHUYEeCKne yCnoBus 1 T. n.).

Moapasgen pekomeHAoBaHO 0hOpMAATL B BUAe Tabauupl (Tabnuua 3).

Tab6nuuya 3— BcnomoraTenbHble Matepuasibl

Mokasarenb, 06s3aTenbHbIi
[Ns1 POBEPKU

O603HaueHe HOPMaTUBHOM

HavmeHosaH®
ANMEHOBAHNE [OKyMeHTaumm

Cop» W1 apTukyn MpumeyaHvie

1 2 3 4 5

B rpache 1 npuBoAAT HaMMeHOBaHWe BCMoOMoOraTe/lbHOro mMarepvana, CooTBeTCTBylLee AeicTByoLe-
My HOPMaTUBHOMY JOKYMEHTY.

B rpache 2 ykasbiBatoT:

- ANS CTaHAAPTHBIX MaTepuasnioB — 0603HaYeHne HOPMAaTUBHON AOKyMEHTALMK, TUN. MapKy Ui Wwndp.

- UIMMNOPTHBIX MaTepunanos — Mapky, Wndp, HanMeHoBaHWe VPMbl 1 CTPaHbI-NOCTaBLLMKA.
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B rpadhe 3 ykasbiBaloT COpT WAn apTUKya MaTepuasnos.

B rpadyy 4 BkNtOHAOT OCHOBHbIE NoKasaTe/ M kayecTsa MaTepuanos, KOTOPble HE3ABUCUMO OT Ha/IMuus
nacrnopTa nocTasLLyKa nogsiexar NpoBepke nepej ncnosib3oBaHNEM B NPon3BoACTBE. Bce nokasarenu, Bk/t0-
Yyaemble B TabnuLy, NpUBOAAT C AONYCTUMbBIMU OTK/TOHEHUAMU.

B rpache 5 npuBoAAT AONOMHUTENBHYO MHbOpPMauuio. PekomeHaoBaHO ykasbiBaTb B AaHHON rpade
CTafuio 1 onepawuuio TEXHOMOIMYECKOro npoLecca, Ha KOTopoli NpYMEHEeH BCnomoraTte bHblii MaTepuan.

5.6.1.3 B nogpasgene, cofepxallem cBefeHus 06 ocHacTke, criefyeT ykasbliBaTb NO/IHOE HaUMeHOBa-
HMe KaXA0i 0CHACTKN, HOPMaTVBHbIA AOKYMEHT, KOTOPOMY [O/XHA COOTBETCTBOBATb fJaHHas ocHacTka (CTaH-
JapT. TEXHUYeckme ycroBua U T. N.). 1 obopyaosaHune, npu paboTe Ha KOTOPOM [aHHYI0 OCHACTKY NPUMEHSIIOT.

CogepxaHune nogpasgena A0/HKHO COOTBETCTBOBATL BEAOMOCTU ocHacTku no MNOCT 3.1122 npu ee Ha-
NNYMN B KOMMNNEKTE TEXHO/IOTMYECKON fJoKyMeHTauun Ha M.

B0O3MOXHO BbINONHEHME noApasfena B TabnnuHoM BuAe No hopme, aHasIOTMYHOW MpuBEAEHHON B
Tabnuue 2.

5.6.1.4 B nogpasgene, cofepxalleM cBefleHnss 06 MHCTPYMEHTax, NpUMeEHAEMbIX Npu NPon3BOACTBE
MW. cnepyeT ykasbiBaTb MOJ/IHOE HAVMEHOBaHVE KaXA0ro MHCTPYMEHTa, HOPMAaTWBHbI/ AOKYMEHT, KOTOPOMY
[O/MKEH COOTBETCTBOBATb MHCTPYMEHT, YMCNO UHCTPYMEHTOB [aHHOrO Tuna, HeobxoAuMmbIX ANS NPOU3BOA-
cTBa usgenus.

B0O3MOXHO BbINONHeHVe nogpasfena B TabnvyHom Buge no opme, aHanorMyHon npuBefeHHON B
Tabnuue 2.

5.7 XapakTepuctuka matepumanoB U KOMMNIEKTYOLLNX

5.7.1 Pa3pgen cocTaBNslOT Ha OCHOBaHWUMW AaHHbIX, NPUBEAEHHbLIX B KOHCTPYKTOPCKON AOKYMEHTaLuun.

5.7.2 Pa3gen [O/MKeH cofepxaTb CBeeHNA:

- 0 Matepuanax, Heo6XxoAUMbIX AN N3rOTOB/IEHUS U3AENUS;

- KOMNNEKTYIOLWNX, HEOBX0ANMbIX 4715 NPOM3BOACTBA U3AENUS.

5.7.2.1 B nogpasgene, cogepxallem ceBefleHUs 0 maTepuanax, cnefyeTt ykasbiBaTb NOSIHOE HAVMEHO-
BaHVe Kaxaoro matepuasa, HOpMaTUBHbIA AOKYMEHT, KOTOPOMY AO/DKEH COOTBETCTBOBATL AaHHbIli MaTepuan
(cTaHgapT, TeEXHUYECKMe ycnoBus W T. N). YkasaHue MaTepuasioB AO/HKHO COOTBETCTBOBaTb CTaHAapTam U
WHbIM HOPMATMBHbLIM OKYMEHTaM Ha faHHble MaTepuasibl NPY UX HasMuumu.

CogepxaHue nogpasgena o/KHO COOTBETCTBOBATbL BeJOMOCTN Matepuanos no NOCT 3.1123, npu ee
Ha/IMumMmn B KOMMNIEKTE TEXHOMOTMYECKOW [OKYMEHTALUN Ha U3denue.

Moapasgen pekoMeHAOBaHO 0hopMAAThL B Buge Tabnuubl (Tabnuua 4).

Tab6bnuuya 4 — Matepuasibl

O603HaueHe HOPMATUBHOM Mokasaresb. 06s13aTeNbHbI
HavimeHoBaHue P CopT WK apTvKy/ MprveyaHvie
[IOKyMeHTaLymn ZNsA nposepuT
1 2 3 4 5

B rpache 1 npuBoASAT HaMMeHOBaHMEe BCNOMOraTesibHOro marepuasia, CooTBETCTBYIOLLEE AeliCTBYOLLe-
MY HOPMaTMBHOMY AOKYMEHTY.

B rpadhe 2 ykasbiBaloT;

- ANS CTaHAApPTHLIX MaTepuanoB — 0603HaYeHne HOpMaTUBHOW AOKYMeHTaL M, TUM. MapKy unn wndp;

- UMMOPTHBIX MaTepranoB — Mapky, Wndp, HaMMeHoBaHue MpMbl 1 CTPaHbI-NOCTaBLLMKa.

B rpadhe 3 ykasblBalOT COPT WAW apTUKy/l MaTepuasnos.

B rpachy 4 BiIOHYaAlOT OCHOBHbIE NOKasaTen KayecTBa MaTepunasioB, KOTOPbIE HE3ABUCUMO OT HaINuUs
nacrnopTa nocTasLiuKa nogsexar NpoBepke nepeg Ucrnosb30BaHNeM B NPOU3BOACTBE. Bce nokasaTenu, BK/IO-
YaeMmble B Tabnuuy, NpMBOAAT C AOMYCTUMbIMN OTKNOHEHUAMMU.

B rpache 5 npnBoAAT AONONHUTENBHYIO MHOPMaLulo. PekoMeHA0BaHO ykasblBaTb CTaAUI0 U onepaLuio
TEXHOOIMYECKOro npoLecca, Ha KOTOpPOoi NpYMeHeH BCroMoraTte ibHblii MaTepuarn.

5.7.2.2 B nogpasgene, cogepxaliem nepeyeHb KOMNIEKTYIOWMX, AO/MKHbI ObITh yKa3aHbl CTaHAapTHbIe
1 npoune nagenvs. HeobxoavMble 4719 KOMMIEKTOBaHMSA npouecca npoussoactea MU.

CogepxaHne nogpasfena [O/HKHO COOTBETCTBOBATbL BCEM creuudurkaunam, BXOAALWMM B KOMMIEKT
KOHCTPYKTOPCKOIi AOKyMeHTauun Ha M.
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CopepxaHune nogpaszgena LOo/MKHO COOTBETCTBOBATL BCEM BXOAALLMM B KOMMJIEKT KOHCTPYKTOPCKOI f0-
KyMeHTauum Ha M BeLOMOCTSIM NOKYMHbIX n3genuii no FOCT 2.106 B ToM cnyvae, ec/ivm OHW paspaboTaHbl.

CopepxaHue nogpasgena Ao/HKHO COOTBETCTBOBAaTbL BCEM BXOAALLMM B KOMMMEKT TEXHONOMMYECKON f0-
KyMEHTauun Ha nsgenne KOMnaekToBoYHbIM kaptTam no FOCT 3.1123 B TOM c/lyyae, ec/iv OHM paspaboTaHsbl.

Bce cTtaHfapTHble U3fenusa AO/MKHbI OblTb YKka3aHbl B COOTBETCTBUM CO CTaHAapTaMu Ha [aHHble U3-
Jenvs.

Bce usgenus, noctasnsiemMble No 3akynoyHbiIM BEJOMOCTAM, A0/DKHbI ObiTb yKa3aHbl COr/lacHO J0KYMEH-
Tam Ha 3akynky (nocrasky).

Mpwn N3roToBNEHUN KOMMIEKTYIOLMX MO Koonepaumun AO/HKHO 6bITb YkasaHo 0603HaYEeHNEe KOMMIEKTY-
IOLLLEro n3genns cornacHo paspaboTaHHOW Ha Hero KOHCTPYKTOPCKOWM JOKyMEeHTauuu, Takke pekomeHayeTcs
NPUBOAWTL CMUCOK NPEANPUSATUIA, CUNAMUN KOTOPbIX AaHHbIE KOMMJ/IEKTYHOLME N3rOTOBASIOTCS UM MOTYT BbITh
M3roTOB/IEHBI, U JOKYMEHTbI, SABASAIOLWNECS IOPUANYECKUM OCHOBaHMEM A8 NPOBeAEHNS AaHHbIX paboT.

[na kaxaoro TMna KOMMAEKTYIOWMX cnefyeT ykasblBaTb WX YMCI0, He06XoAyMoe AN U3rotosneHns MUL.

Moppasaen pekoMmeHA0BaHO 0hopMIATbL B BUAe Tabnmubl (Tabnuua 5).

Ta6nuuya 5— Komnnekrytowme

Mokasatenb, 06s3aTerNbHbI
0151 NPOBEPKM

HavmeHoBaHvie O60o3HaueHne Konnuectso MpymeyaHvie

1 2 3 4 5

B rpache 1 npuBoAAT HaMMEHOBaHWA KOMM/EKTYIOLWMX, COOTBETCTBYIOLME AEliCTBYIOWEMY HOPMaTHB-
HOMY [JOKYMEHTY.

B rpadie 2 yka3biBaloT 0603HaueHne cTaHAapToB A5 CTaH4apTHbLIX U34eNnii nnn 0603HavYeHne OCHOB-
HOro KOHCTPYKTOPCKOro [OKYMEHTA, MPW Ha/IMunn, B OCTallbHbIX CyYasax rpady He 3anosHaioT.

B rpadre 3 ykasbiBaloT YUAC/I0 KOMMNEKTYIOLWMX, HEO6Xoaumoe Ans npomssoactea M.

B rpadhy 4 BktOYAOT OCHOBHbIE MOKa3aTesim KayecTBa KOMMIEKTYHOLWMX, KOTOPble He3aBUCUMO OT Ha/ln-
4yna nacrnopTa nocTasLinKa noasexar npoBepke nepes UCNosib3oBaHNEM B Npou3BoAcTee. Bce nokasarenu,
BK/lOYaemble B TabnuLy, NpUBOAAT C [ONYCTUMbIMU OTK/TOHEHNAMMU.

B rpade 5 npuBogAT 4oNoAHUTENBHYIO MHOpMaLnio. PekomeH[0BaHO yKasbiBaTb CTaAMIO0 1 onepauuio
TEXHO/I0rMYecKoro npouecca, Ha KOTopoi NpUMeHAEeTCA TO UM MHOe KOMMNEKTYtoLLee nsgenve.

5.8 W3noxeHne TEXHONOIMMYECKOro npouecca

5.8.1 B pasgene fomkHbl ObITb NpYBeAeHbl CBefEeHNs 060 BCeX TEXHOMOMMYecknx npoueccax U3rotos-
nexna MW.

5.8.2 Bce TexHOMornyeckne npoLecchl AO/MKHbI GbITb NPUBEAEHbI B TEXHONOMMYECKON nocnefoBaTelb-
HOCTM MPOM3BOACTBA COMNACcHO TEXHO/IOTMYECKO CXeMe NpOou3BOACTBA.

5.8.3 lMpu onucaHum Kaxaoro npouecca AoskHa 6biTb ykasaHa KOHCTPYKTOpCKas, nporpaMmHas u tex-
Honormnyeckas AokymeHTaumsa (HaumeHoBaHue N 0603HavYeHve OKyMEHTOB), Heobxoaumas ANa ocyLecTee-
HMA BXOAALLMX B NPOLLECC TEXHOOTMYECKUX onepaLuii.

5.8.4 B onucaHune Kaxaoro npouecca pekoMmeHA0BaHO BKAYaTh:

- uenb npotecca;

- BXO/, npouecca,;

- BbIXOf, npovuecca;

- napameTpsbl, Npasunia 1 MeTofpbl BbINOSIHEHNA MpoLiecca;

- cobbITME, 3anyckalollee npoLecc;

- co6bITMeE, 3aBepLuatoLiee NpoLecc;

- CPOK BbINOMIHEHUSA NpoLecca;

- MECTO BbIMOSIHEHUSA NpoLecca,;

- OyHKL MK (OecTBMSA), BbIMOMHSAEMbIE B paMkax npoLecca;

- ucnonHuTenel npouecca (Noe3HO ykasaTb Takke NpaBa U OTBETCTBEHHOCTb UCMOIHUTENEN);

- CpefcTBa BbINOJIHEHNSA MpoLecca;

- CpefcTBa AOKYMEHTUPOBaHUA npoLecca,;

- CpeAcTBa KOHTPO/A BbIMOMIHEHUS MpoLecca,;

- cpeAcTBa ynakoBku NpoayKTa, SABAAIOWEroca pesynbTtatom (BbIXOA40M) npotecca.
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5.9 MartepuanbHblii 6anaHc

5.9.1 B pasgene fomxeH 6bITb NpUMBEAEH MaTepuasnbHblii 6anaHc npousBoacTBa MW. cocTaBnEHHBIN
Ha efuHULY Bbinyckaemoi npogykuuu. B Tom cnyvae, ecnm MU BbiNyCKaloTCA UCKOUYUTENIBHO NapTUAMU U
BbINYCK €AMHNYHOTO U3Aenna HeuenecoobpaseH (Hanpumep, yposiorMuyecknin kateTep, LWOBHbIA MaTtepuasn u
T. A.). AONYCTUMO COCTaB/MeHe MaTepuasnibHoro 6anaHca Ans MMHUMasibHOro o6bema naptun MU.

5.9.2 CopgepxaHue pasgena LO/HKHO COOTBETCTBOBAaTb BEAOMOCTM CrneLuduumMpoBaHHbIX HOPM pacxo-
Aa matepuana FOCT 3.1123 npu ee Ha/IM4MKM B KOMMJIEKTE TEXHO/IOTMYECKOI AOKYMEHTaUUM Ha u3genve.

5.9.3 Pa3gen pekomeHg0BaHO 0hopMIATh B Buae Tabnvupl (Tabnuua 3).

Tabnuuya 6— MaTepuanbHblii 6anaHc

Pacxop va ogHo v3aenve,"naptuio

O603HaueHe HOPMATUBHOM
HavmeHoBaHve matepuania

[OKyMeHTaLmm EavHnua
Konnyectso VaMepeHIst
1 2 3 4

B rpache 1 npuBOAAT HAMMEHOBaHMe, COPTAMEHT, pasmMep 1 Mapky matepuana.

B rpadhe 2 npuBoAAT 0603HaYEHMe CTaHAapTa, TEXHNYECKUX YCIOBUA.

B rpaghe 3 ykasblBaloT KOJIMYECTBO AAHHOTO MaTepuana ans npousBoacTea ofHoro MU (ogHoit naptum
¢huKcmpoBaHHOro 06bema). MokasaTesnb NPUBOAAT C AONYCTUMbIMU OTK/TOHEHUSIMN.

B rpache 4 ykasbiBatoT e4uHULbI, B KOTOPbIX U3MEPSIETCS KOMIMYECTBO MaTepuana (JINCT. k. M3 U T. A4.).

59.4 MepecmaTtpuBaTb MaTepuasibHblii 6anaHc B fasibHelilueM crieayeT TObKO B C/lyyae BK/IOUYeHUs
(MCKNOYEHNST) B TEXHOOTMYECKUIA NPOLECC onepauuil U cTaguii, 3HaunTesIbHO BIMSAIIOLLMX HA PACXOA Chipbsi
WK KOIMYECTBO OTXO/0B.

5.10 MepepaboTka n o6e3BpexnBaHne 0OTXOA40B NPOM3BOACTBA

5.10.1 B pa3gene A0/MKHbI OblTb NpUBEAEHbI CBefeHNs 060 BCex oTxofdax, 06pasyroLwmnxca npu usro-
ToBneHun MW (unn naptun MW), n metogax ux nepepaboTkn nnn obesspexmBaHns. Pasgen pekomeHg0BaHo
3anosiHATL No dopme Tabnuubl 7 A4na nepepabaTbiBaeMbIX 0TXO40B U Mo hopme Tabnuubl 8 Ana o6e3spexu-
BaeMbIX OTXOL0B.

B rpadpe 1npnBOAAT HavMeHOBaHWe 0TX0Aa.

B rpadhe 2 npusogAT HoMep cTaguu W/vnm onepaymm TeXHONOrMYecKoro npoLecca, Ha KoTopoli obpasy-
eTcs 0TXof.

B rpade 3 npuBOAAT KOMUECTBO OTXoAa, o6bpasylollerocs npu npousBoacTBe ogHoro MU (unum nap-
T MW).

B rpadhe 4 ykasbiBaloT arperaTHoe COCTOSIHWe, M/IOTHOCTb ANS XUAKUX NPOAYKTOB W YAeNbHbI 06bem
N5 NOPOLUKOB M NacT (CMOINCTbLIX 0CaAKOB).

B rpacdhe 5 npuBOAAT HaMMeHOBaHVe TeX BELecTB, KOTopble MoAfexar BblgeneHunio npyu nepepaboTtke
NN 06e3BPEXMBAHMIO.

B rpache 6 yka3biBaloT cogepxaHme 3TMX BELLeCTB B OTXO4e COOTBETCTBEHHO A0 W nocne nepepaboTku
Un 06e3BpexrBaHns.

B rpadie 8 ykasbiBaloT cnocob nepepaboTku unu 06e3BpexrBaHus.

B rpadpe 9 npuBOoAAT HOMep cTaaun W/uam onepauun TEXHOMOTMYECKOro npouecca, Ha KOTOpoli Npouns-
BOAUTCA nepepaboTka nnm obesspexnsaHne oTxoaa.

5.10.2 B pasgene cnegyeT NpuBOAMTb MOMOXEHNA OpraHu3aumu no nepepaboTke v 06e3BpeXMBaHNI0
0TX0/Z10B MPOM3BOACTBA C y4eTOM TpeboBaHwuii [4].

5.10.3 B Tom cnyvae, Korga oTxoAbl 418 nepepaboTku nepeAaloT B CNeunann3vpoBaHHyl0 opraHusa-
L0, HeobxoAMMO yKa3aTb MOSIHOE HaVMeHOBaHWe opraHusauuu, NopsAok céopa v nepegayyt OTXO4OB Ha
nepepaboTKy ¥ OpUANYECKNE OCHOBAHUSA AN NPOBEAEHUS faHHbIX paborT.
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511 KoHTpoO/sb Npou3BoACTBa

511.1 B pasgene AomkHbl 6bITb NpUBeAEHbI CBeAeHUs 060 BCex BuAax BHYTPUNPOU3BOACTBEHHOTO
KOHTPO/IA B TEXHO/IOrMYECKOW nocnefoBaTesibHOCTV npoussoacTsa MU ¢ ykazaHmem npuMeHsieMbIX CPefCcTB
N3MEpEHWNA, KOHTPONMPYEMbIX NapameTpoB W [ONyCKaeMbIX NpeAesnoB UX OTKIOHeHWs. Pasgen pekomeHAo-
BaHO opopMIsATL B BuAe Tabnuubl (Tabnuua 9).

Ta6nuuya 9— lMNepedeHb BaXHEWLWUX KOHTPOSbHbIX TOUEK NMPOV3BOACTBA

HavveHoBaHne KTo npoussogut
cTaui, Mecta HavmveHoBaHne Ksil:)“;ﬁ:gsgmio Eae;ﬂir;e:ggsg— MerTog, 1 cpeacTso KOHT%O”" V'AB
na;;mgfsg: T/Inm 06BbeKTa KOHTPONS napaverpa, eAvHu TVB (3HaueHve KOHTpOSISt KBng(ﬂ%%w)%TT €
otbopa npob Het M3MepeHlt napaweTpa) pesynbTarbl
1 2 3 4 5 6

B rpache 1 npmBOASAT HOMEpP CTaAWMM W/MAK onepauum TEXHOMOrMYECKoro npoLecca, Ha KoTopoii nponc-
XOAWUT KOHTPO/Ib NapameTpa nuamn otéop npoob.

B rpadpe 2 npuBoAaT HaumeHoBaHVWe 06bekTa (MaTepuas, KOMNAekTyLllee, geTanb U T. 4.). KOTOpbIi
NOANEXUT KOHTPOSIIO.

B rpadbe 3 ykasbiBaloT napameTp, nognexatyunii KOHTPOsI0, COrNacHO CONPOBOANTENBHOM H/MAN HopMa-
TUBHOW JOKYMEHTauun ANs mMaTepuanoB U KOMMNIEKTYIOWNX U COTTaCHO KOHCTPYKTOPCKOW, NPOrpaMmHoOi v
TEXHOMNOrMYEeCKol OKYMeHTaunn Ana getaneli, C60POUHbIX eANHNL, UK BELWEeCTB, NoslyyaeMblX Npu npouns-
Boactee MU.

B rpache 4 npuBOAAT 3HAYEHME KOHTPO/IMPYEMOro napaMmeTpa C yKkasaHueMm efvHUL, U3MEepPeHus u [o-
nyCTUMOI NOrPeLHOCTH.

B rpache 5 npvBOASAT MeTOAbl U CPEACTBA KOHTPOAS COM/TacHO COMPOBOAWTENBHON W/UIM HOPMaTUBHOM
JOKyMeHTauun ANs maTeprasioB N KOMMIEKTYIOLWMX N COFNAaCHO KOHCTPYKTOPCKOM, NPOrpaMMHOi 1 TeXHOMoru-
Yyeckoi JoKyMeHTauun Ans aeTaneil, CO0poUHbIX eAVHUL, UK BELLeCTB, NosyYaembIx npy nponssogctese MU.

B rpade 6 npnBoAAaT MHopmaLMio 0 nopsake NpPoBefeHUs KOHTPONS.

5.11.2 TMpwu pa3paboTke pa3gena cnefyet yuntbiBatb TpeboBaHns FOCT ISO 13485.

5.12 bes3onacHasa akcnnyartayma nponwssoactea

5.12.1 B pasgene fo/mkHbl 6bITb NpYBEAEHbl CBeAeHNs 060 BCeX BO3MOXHbIX ONACHOCTAX MPW Npowus-
BoAcTee MW, B TOM yucne:

- XapakTepucTuKa onacHoOCTe Npou3BOACTBa;

- BO3MOXHbIE Henonagkv u aBapuiiHble cutyauumn, cnocobbl UX NpeaynpexaeHns n nokanusauun:

- BpefHble NocneacTBUs, KOTOPbIE MOTYT HACTYNUTL B pe3y/ibTaTe BO3HUKHOBEHWS ONaCHbIX CUTyaLuid;

- 3aliMTa TEXHOIOTMYECKMX NPOLEccoB 1M 060py0BaHUS OT aBapuii U NPOU3BOACTBEHHOIO NepcoHana
OT TPABMUPOBAHUA:

- Mepbl 6e30nacHoOCTH, KoTopble cnegyeT cobngatb Npyu akcnayatauum NnponsBoaCcTBa,;

- Mepbl, KOTOPbIE A0/MKHbI ObITh NPUHSATLI B C/ly4ae BO3HMKHOBEHUSI ONACHOM CUTyauuun, HanpaB/ieHHble
Ha npejoTBpaLleHe U MUHUMN3aUnio BpeaHbIX NOCNeACTBUIA.

5.12.2 B pasgerne A0/KHbl ObiTb YUYTEHbI BCE MOIOXEHNUA 6e30nacHoi akcnyaTalmm NpoM3BoAcTBa Co-
rnacHo Tpe6osaHuam [5]. FTOCT P 51898.

5.12.3 Pasgen go/mkeH cooTBeTcTBOBaTh TpeboBaHuam FOCT 3.1120. FTOCT 12.3.002.

5.12.4 B vacTu knaccucukauum onacHbIX BeLeCTB COAepXaHue pasgena AO/HKHO COOTBETCTBOBaTb
Tpeb6oBaHusam MOCT 12.1.007.

5.12.5 B yacTu noxapHoi 6e3onacHOCTV cofepxaHne pasfena Ao/HKHO COOTBETCTBOBaTb TpeboBaHu-
am FOCT P 12.3.047, TOCT 12.1.004. TOCT 12.1.044.

5.12.6 B uacTu 6e30nacHOCTV Npu HaMuYMK BPeAHbIX KOMMNOHEHTOB B BO3AyXe paboyeli 30HbI Npu nNpo-
BEeJlEHUN TEXHOJIOTNYECKNX onepaumnii (Hanpumep, nalika 0/10BSIHHO-CBUHLOBLIM NPUNOEM) COAEPXaHUE pas-
Aena [o/MKHO cooTBeTcTBOBaTh TpeboBaHuam MOCT 12.1.005, FOCT 12.4.021.

5.12.7 B yacTu 3/1eKkTpo6e3onacHoOCTN coAepXaHue pasfena LO/HKHO COOTBETCTBOBATbL TPEOOBaHUAM
FOCT P 12.1.019.

5.12.8 lpu onncaHun cpeacTB 3alnTbl Heob6xoaMmMo pykoBoacTBoBaTbca TOCT 12.4.011.
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5.12.9 NpeHTUdmKaLumio onacHocTen, cBsA3daHHbIX ¢ M. onpegeneHne n oueHWBaHWe ConyTCTBYIOLLMX
pUCKOB cnefyeT BbINONHATL B COOTBETCTBUM € TpeboBaHusamu FOCT ISO 14971.

5.13 OxpaHa oKpyxatlLiei cpefbl

5.13.1 B pa3sgene Jo/mkHbl ObITb NpuBefeHbl CBeAeHUss 060 BCeEX BO3MOXHbIX BbiOpocax B OKpyXato-
Lyt cpeay: MNbliierazoobpasHbiX, XUAKUX, TBEPAbIX. YKasblBaloT UX HaMeHOBaHWe, UCTOYHWK Bblibpoca, KO-
JNINYECTBO C AOMYCTUMbIMU OTKNTOHEHUAMM, NEPUOLUYHOCTb, NMPOAO/DKUTE/IbHOCTb, & Takxe, Mo BO3MOXHOCTH,
XMMUYeckuii coctas n consunyeckue nokasatenu (TOCT 17.2.3.02. FOCT P VICO 14041).

5.13.2 Takke B pasfesfio ykasblBaloT, YTO cUCTeMa BeHTUNAUMM 1 ouncTkm Bosgyxa (TOCT 12.4.021)
rapaHTMpyeT 3awuTy oT BbI6POCOB UHMEKLMOHHOMO MaTepunana 1 BpeAHbIX BELLECTB B OKPYXaloLlylo cpegy
(FOCT 12.1.005).

5.13.3 B pasgene npu He06x0AMMOCTMN AO/MKHbI 6bITb OTPAXEHbI Mepbl, 06ecneynBalLLe HagexXHoCTb
OXpaHbl BOJHbIX PeCypCOB ¥ BO3AYLIHOIO 6acceiiHa B clyyae BO3HWKHOBEHUS aBapuUitHbIX CUTyaLuii Ha npes-
NPUATUAX. CBA3AHHbLIX C NponssoacTBOM MU.

5.14 MNepeyeHb NPOU3BOLCTBEHHbIX UHCTPYKLUIA

5.14.1 B pasgene fomkeH GbiTb NPMBEAEH NOJHLIA NepeyeHb NPOU3BOACTBEHHbIX UHCTPYKLMWIA, CO6/IO-
[eHune KoTopbiX Heobxoaumo npu npoussogctse MU. B TOM uucne:

- TEXHONOMMYECKNE VHCTPYKLMU K NMPOLLECCY U3rOTOBNEHUS U3AENUS;

- UHCTPYKLUMM No paboTe C NPOMbILLIEHHBIM 060pyL0BaHNEM, 3a4eliCTBOBAaHHbIM B NPOU3BOACTBE W3-
[envs. B TOM 4ucne no Hanafke, HacTpolike, acnektam 6e30nacHOCTW, TEXHUYECKOMY OBCY)XMBAHWIO W NO-
pSiAKY NPOBEAEHUSI PEMOHTA:

- UHCTPYKLMM MO 3/1eKTP06e30nacHoCTH;

- UHCTPYKLMM MO NOXapobe3onacHOCTH;

- MPOYME MHCTPYKLMU MO OXpaHe TPpyAa;

- MPOM3BOACTBEHHbIE UHCTPYKLMM, OTHOCSILLMECS K OKYMEHTaM CUCTEMbl MEHeIKMEHTa KayecTBa (Ha-
npuUMep. UHCTPYKUMN A1 MOHUTOPWHTA ¥ KOHTPO/S NPOU3BOACTBEHHON Cpeapl, UHCTPYKLMM MO COXPaHEeHUo
COOTBETCTBMSI U3AENUA YCTAHOB/IEHHbIM TPEGOBAHUSIM NPU OCYLECTBEHUN TEXHOMOMMYECKMX MPOLLecCOB
BHYTPU OpraHv3auuy v AocTaBKe U3JEeNUs K MecTy HasHaueHWs, MHCTPYKUMU NO ynpas/eHuto npoaykumei
C OrPaHMYeHHbIM CPOKOM XpPaHeHUst UK Npoaykuuei, TpebytoLei cneymanbHbIX YCI0BUA XpaHeHNs v np.).

Takke MoryT 6bITb NpUBEeAEHbI HEOGXOAUMbIE AO/HKHOCTHbIE MHCTPYKLWN.

5.14.2 TMepeyeHb TEXHONOMMYECKUX UHCTPYKLUMIA N MHCTPYKLUIA NO TeXHMKEe 6e30NacHOCTM AOJIKEH COOT-
BETCTBOBATb KOMM/IEKTY TEXHOMOrMYECKOW AOKyMeHTaumMm Ha M.

5.15 ViHhopMaLnOHHbIe MaTepuansbl

5.15.1 B pasgen BKOYAOT CNPaBOYHbIA MaTepuas, XapakTrepusyowmnii 060CHOBAHHOCTb METOA0B U
TEXHOMOTMYECKMNX PeLUeHNli, CCbISIKN Ha Hay4Hble OTYEeTbl U NNTEpPaTypPHbIE UCTOYHWKM, TAe COAEepXaTcs AaH-
Hble, KOTOpble GbIIM UAN MOTYT OblTb MCMOb30BaHbI NPU MOAEPHM3ALMN U paclIMpeHun Npom3BOACTBa, a
TaKKO MPW NMPOEKTUPOBaHWN N ONpefenieHnn TEXHNYECKOro YpoBHA nponssoacTea n MU.

5.15.2 B pasfesne npuBogAT:

- cBefeHust 0 paspaboTumkax MW c ykazaHnem AaTbl NOCTAHOBKW M3eNns Ha NPOU3BOACTBO;

- UCTOYHUKW, cofepxaline CBefeHus 0 BPeJHOCTU NMPUMEHSeMbIX B MPOW3BOACTBE BELLECTB U Mepax
NpefoCTOPOXHOCTN Npu paboTe ¢ HMY;

- CBeLleHMs1 0 NaTEHTHOIM YMcToTe NPOAYKLMUN:

- cBefieHust 06 aHanorax MU 1 nx TEXHUYECKNX XapakTepucTukax;

- nepeyeHb NUTepaTypHbIX UCTOYHWNKOB 1 OTHETOB O HAY4YHO-UCCNE[0BATE/IbCKNX, OMbITHO-KOHCTPYKTOP-
CKMX U NPOEKTHbIX paboTax, Ha KOTOopble caenaHbl cebiiku B TekcTe MPI. ans pykonucei ykasbiBatloT Mecta
UX XpaHeHus.

6 OdopMaeHne NPOMBbILWIEHHOTO perlaMeHTa Npou3BoACTBa

6.1 MPM pekoMmeHAoOBaHO 0hOpPMNATL B COOTBETCTBUM € TpeboBaHusiMu FOCT 2.105 Ha popmax 5 u 5a
FOCT 3.1105 (npunoxeHuve b).

6.2 Matepuan, fononHswowmii Tekct MPM. nomewawT B NPUIOKEHNUAX. MPUNOKEHUSMN MOTYT 6bITb,
Hanpumep, rpadunyeckne matepuansl (NogPO6HbIE TEXHONOTMYECKNE CXEMbI, M1AHNPOBKN NOMELLEHUI U T. N.),
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Tabnunubl 60nbLIOro hopmara, pacyeTbl, onMcaHua annapaTypbl, NPMO60POB, METOAMK, CreunanbHbIX onepa-
LIMOHHbIX npoleayp, cneuudukauuii u np.

6.3 MepBbiM nuctom MPI ABASeTCA TUTYNbHbIA NACT, KOTOPbIA 0YOPM/IAIOT B COOTBETCTBMM C 06pas-
LOM. NpeACTaB/IEHHbIM B NPUIOXeEHUN A.

Mopnucy pykoBoauTeNei NPOEKTHbIX OpraHn3auuii Ha TUTYNbHbIX ncTax MPIM pa3MewatT TO/IbKO Npu
yyacTum MPOEKTHON opraHusauum B paspaboTke AaHHOro NpomM3BOACTBA (MPW CO34aHUM HOBOTO WM PEKOH-
CTPYKL MU CYLLECTBYIOLLEr0 NPOV3BOACTBA).

6.4 PekomeHgyeTcs, 4To6bl 0603HaveHue MNPl cocTosano:

- n3 koga «MP»;

- Kogda rpynnbl NPOAYKUUM NO KnaccugukaTopy NpoayKuum.

- TpexpaspsgHoro perncTpaLoHHOro Homepa, npruceanBaemoro paspa6otuukom MPIT;

- KoAa npeanpuaTus, BbinyckatoLlero MU;

- rofia yTBepXxaeHusa JOKyMeHTa.

Mpumep — MP-9441-001-12345678-2016»

6.5 MocnepHuii nuct MPI noanucbiBalOT OCHOBHbIE pa3paboTyuKM AOKYMEHTA C yKa3aHWeM HauMeHo-
BaHWA nogpasfeneHns npeanpusatia (opraHvsaunm) 1 3aHMMaemor AO/HKHOCTU.
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MpunoxeHne A
(cnpaBoyHoe)

OdhopmneHne TUTYNIbHOIO NUCTa NPOMBbILINEHHOTO pernamMmeHTa Nnpon3BoAcTea
YTBEPXXJAKO
PykosoauTens
(DOMKHOCTD) (HaumeHoBaHVe
opraHu3aLyv-paspaboTymnka)

(noanuce) (MHVUManbI, dhamnns)

(nara)
MPOMbIWNEHHbIA PEFIAMEHT MPOU3BOACTBA
(HameHoBaHVie 1 0603HAYEHVE MEAVLIMHCKOTO U3aennsl)
(0603HaueHMe NPOMBILLIIEHHOTO persiaMmeHTa PoM300ACTBa)
COIrNACOBAHO COIrNMACOBAHO

(BomKHOCTb) (HaMmeHoBaHve (B0MKHOCTB) (HavmeHoBaHVe

opraHu3aummn) opraHu3auum)
(nognuce) (MHMUWanbl, damunms) (noanuce) (MHVUMansl, dammnms)
(nara) (nara)
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