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HAUUWOHANBHBIA CTAHJDAPT POCCUNCKON GERJEPALUUMN

N3pENMA MEOQUUMHCKUE
MNpoMbIWEHHbIH perfamMeHT NPOU3BOACTBA

Medical equipment. Industrial production regulation

Dara BBegeHus — 2018—06—01

1 OGnacTb NpUMeHeHnA

Hacroawmi ctaHgapt yctaHaBnmBaeT obwme TpeboBaHUS K COAEPKAHNIO MPOMbBILUIIEHHBIX PErnaMeH-
ToB npoussoactea (MPIM) meguumHckux usgenuin (M) n nx coctaBHbIX HacTen.

MonoxeHus HaCTOSAILLEro CTaHaapra SBMNSIOTCA PEKOMEHAYEMbIMU AN NPEANPUSTUA U OpraHusauun
Poccuiickoin ®eagepauun, paspabatbiBaroLmx 1 Bbinyckatowmnx MU, HesaBucumo oT BeaOMCTBEHHO NpuHaa-
NEXHOCTU, I0PUANYECKOTOo cTaTyca u (popm COBCTBEHHOCTMU.

2 HopmatuBHbI€ CCbINIKU

B HacTofiLeM ctaHaapTe UCNoMb30BaHbl HOPMATUBHBIE CCbINIKM Ha criedyoLwue CTaHaapThbl:

FOCT 2.101 EgnHada cuctema KOHCTPYKTOPCKOW AOKYMeHTauun. Buabl nsgenui

[OCT 2.102 EgnHasa cuctema KOHCTPYKTOPCKON AOKyMeHTaumu. Buabl 1 KOMNNEKTHOCTb KOHCTPYKTOP-
CKUX JOKYMEHTOB

FOCT 2.105 EauHas cucteMa KOHCTPYKTOPCKON AOoKyMeHTaumun. ObLume TpeboBaHusi K TEKCTOBLIM A0-
KyMEHTaMm

FOCT 2.106 EgnHada cuctema KOHCTPYKTOPCKOW AOKYMEHTaUUKU. TEeKCTOBbIE JOKYMEHTLI

FOCT 2.601 EgnMHada cuctema KOHCTPYKTOPCKOW AOKYMEHTaUMUKU. SKCNyaTaumMoHHbIE AOKYMEHTbI

FOCT 3.1105—2011 EgnHas cucrema TEXHONOrMYECKON AOKYMeHTaummn. ®opmel n npasuna ogopmre-
HWUA JOKYMEHTOB O0LLEero HasHavYeHus

[OCT 3.1109 EguHaa cucrema TEXHONOrMYECKON AOKYMEHTaunn. TepMUHbI U OnpeaenieHns OCHOBHbIX
NOHATUI

FOCT 3.1120 EauHas cuctema TEXHOMOrMYecKkonm AokymeHTauuu. OOLume npaBuna OTPaKEHUS WU
odpopmneHunsa TpeboBaHuii 6e30MacHOCTM TpyAa B TEXHONMOTMYECKOW 40KYMEHTaLMM

FOCT 3.1122 EgnHasa cuctema TEXHONOrMYecKon okyMmeHnTaumu. bopmbl 1 npasuna ohopMneHus ao-
KYMEHTOB CreLluanbHOro HasHayeHusi. BeaomocTu TexHonornyeckme

FOCT 3.1123 EqnHag cuctemMa TEXHONOTMYECKOW AOKYMeHTauun,. Popmbl M npaBuna ohOpMIEHNS Tex-
HONMOrMYeCKMX JOKYMEHTOB, MPUMEHAEMbIX NPU HOPMUPOBAHUK pacxoaga MaTepuanoB

[OCT 12.0.002 Cucrema ctangaprtoB 6e3onacHoCcTu Tpyaa. TepMuHbl U onpeaeneHus

FOCT 12.1.004 Cuctema crangaptoB 6e3onacHoctu Tpyaa. MNoxapHasa 6esonacHocTb. Obwme Tpebo-
BaHusA

FOCT 12.1.005 Cucrema craHgaptoB 6eszonacHocTu Tpyaa. Obume caHuTapHO-TurneHndeckue Tpebo-
BaHUS K BO34yxy paboyen 30Hbl

FOCT 12.1.007 Cucrema ctaHgaptoB 6e3zonacHocTu Tpyaa. BpeaHble BewectBa. Knaccudukauua m
o6wme TpeboBaHNA Ge30MacHOCTH

FOCT 12.1.044 (NCO 4589) Cucrema ctaHgapToB 6e3onacHOCTH Tpyaa. [10XapoB3pbIBOONACHOCTL Be-
LecTB M matepuanoB. HomeHknaTypa nokasatenei 1 METOAbl UX OnpeaeneHus

FOCT 12.3.002 Cucrema craHgaprtoB 6e3onacHocTu Tpyaa. lMpoueccbl NPpou3BoACTBEHHbIE. ObLWne
TpeboBaHua 6e30nacHOCTU

M3paHue ocpuuymanbHoe
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MOCT 12.4.011 Cucrema crangaproB 6e3onacHocTu Tpyaa. Cpeacrsa 3awmrbl pabotaowmux. Obuwme
TpeboBaHusa n knaccudukaums

MOCT 12.4.021 Cucrema craHgaptoB 6esonacHocTu Tpyaa. CUCTEMbI BEHTUNSALMOHHBIE. O6ume Tpe-
6oBaHus

MOCT 17.2.3.02 lMNMpaBuna yCTaHOBNEHUA AONYCTUMbIX BbIOPOCOB 3arps3HSIIOLLMX BELECTB MPOMbILL-
NEHHbIMW NPeaNPUATUSAMM

MOCT 18322 Cucrema TEXHUYECKOro 0DCIY>KMBAHUSI U PEMOHTA TEXHUKM. TEPMUHBI U ONpeaeneHus

FOCT 26140 Annapartbl peHTreHOBCKMEe MeauuuHckme. ObLume TeXHuYeckue ycnoBus

FOCT 30772 Pecypcocbepexenue. ObpalyeHue ¢ otxogamu. TeEpMUHBI U onpeaeneHus

FOCT ISO 13485 U3pnenua meauumHckue. Cucrema MeHe KMeHTa kayecrtsa. CucremHble TpeboBaHus
ANA uenen perynuposaHust

FOCT ISO 14971 U3spenua meguuuHckue. NpumeHeHue MeHeKMEHTa pucka K MeauUMHCKUM u3aenusam

MOCT P 7.0.8 Cucrema crangaproB no uHdopmaumm, bubnuoreyHomy u nsgarenckomy aeny. fleno-
NPOU3BOACTBO M apXUBHOE AeNn0. TEPMUHbLI U ONpeaeneHus

MOCT P 12.1.019 Cucrema crangaproB 6ezonacHoctu Tpyaa. OnekrpobesonacHocTb. O6uwue Tpebo-
BaHWA U HOMEHKNaTypa BMAOB 3aLLUThI

MOCT P 12.3.047 Cucrema crangaproB 6e3zonacHoctu Tpyaa. MNMoxapHasa 6e30nacHOCTb TEXHONornye-
ckux npoueccos. Obwme TpeboBaHus. MeToabl KOHTPONA

FOCT P 50444 Mpubopel, annapartbl 1 06opyaoBaHne MeauumuHckue. O6Lume TeXHUYEeCKue ycrnoBus

MOCT P 51897/PykoBoacteo MCO 73:2009 MeHempKMeHT pucka. TepMUHbI U onpeaeneHus

FOCT P 51898 AcnekTbl 6e30nacHOCTU. [paBuna BKMIOYEHUA B CTAHAAPTHI

MOCT P NCO 14041 YnpasneHue okpyxaiowiein cpenon. OueHka XXM3HeHHOro uukna. Onpeaenexue
uenu, obnactu uccneaoBaHUA U MHBEHTaPU3aLMOHHbIN aHanm3

MOCT P M3K 60601-1 U3penna meguumHckue anektpuyeckue. Yacte 1. O6wme Tpeboeanus 6esonac-
HOCTM C Y4ETOM OCHOBHbIX (PYHKLIMOHANbHbIX XapaKTepUCTUK

MpuMedvyaHune — [Mpu NONb30BaHUN HACTOSLUMM CTaHAapPTOM LienecoobpasHo NpoBepuTb AeACTBUE CCbIMOY-
HbIX CTaHAapPTOB B MHGOPMAaLMOHHOI cucTeMe obLLiero nonb3oBaHUs — Ha odpuumnansHoM caiite PefjepanbHOro areHT-
CTBa MO TEXHUYECKOMY PErynupoBaHuto U METPOSIOTUKA B CETU MIHTEPHET UNK MO eXerogHoMy UHEPOPMaLIMOHHOMY yKasa-
Tento «HauwnoHarnbHble cTaHAapTbI», KOTOpbI ony6Gn1koBaH NO COCTOAHUIO Ha 1 siHBapsi TEKYLLEro roga, U no BbiNyckam
€XEeMeCAYHOro MHPOPMaLIMOHHOTO YKasaTens «HaunoHanbHble CTaHAapThI» 3@ TekyLuii rog. Ecnn 3ameHeH cebinoyHbIn
CTaHAapT, Ha KOTOpbIA faHa HeAaTupoBaHHAA CCbifka, TO PEKOMEHAYETCA UCMNONb3oBaTh AEUCTBYIOWYIO BEPCUID 3TOrO
CTaHAapTa € Y4eTOM BCeX BHECEHHbLIX B JaHHYI0 BEPCUIO U3MEHEeHNI. ECNn 3aMeHeH CCbINOYHLIA CTaHAapT, Ha KOTOpbIi
[laHa JlaTupoBaHHas cchinka, TO PeKOMEHAYETCA UCNONb30BaTb BEPCUIO 3TOMO CTaHAapTa C yKasaHHbIM Bbille roAoM yT-
BepxAeHna (MpuHATUS). Ecnun nocne yTBepXxAeHWA HacToALWEro cTaHaapTa B CChINOYHLIA CTaHAAPT, Ha KOTOpbIA AaHa
JaTupoBaHHas ccblifika, BHECEHO U3MEHeHMe, 3aTparnsarollee NonoxeHne, Ha KOTopoe AjaHa cebifika, TO 3T0 NoNoXeHue
pekoMeHAYeTCA NpUMeHsATb Be3 yyeTa JaHHOTO U3MEHeHUA. ECNn ccbiNOYHbIA cTaHAapT oTMeHeH 6e3 3aMeHbl, To nomno-
XeHue, B KOTOPOM [laHa cCbifika Ha Hero, pekoMeHAyeTCA NPUMEHATL B YacTW, He 3aTparvBaloLLei 3Ty CCbInKy.

3 TepmuHbl n onpepeneHns

B Hactosiwem craHgapre npumeHeHbl TepMuHbl no TOCT P 7.0.8, TOCT P 51897, NOCT 2.101,
MOCT 2.102, MOCT 3.1109, MOCT 12.0.002, MOCT 18322, MOCT 30772, [1], [2].

4 O6uwme NonoxeHus

4.1 MMPI1 oxBaTbiBaeT BCE ACMNEKTbl TEXHONOIMYECKOro npouecca usrotosneHns MM unm nx cocraBHbIX
yacteli U cogepXxut TpeboBaHUA K KAYECTBY CbIPbSi U KOMIMIIEKTYIOLWMX, BHYTPUNPOU3BOACTBEHHOMY KOHTPO-
M0, KOHTPOMIO KayecTBa, 6e30NacHOCTU TpyAa, IKONOruYeckon 6€30NacHOCTM, yTunu3auum OTX0A0B U Np. Ha
KOHKPETHOM NpPeAnpUATUMN.

4.2 TMPIM gomkeH ObITb B3aUMOCBSA3aH C APYITMMU OPraHM3auMOHHBIMU U TEXHOINOTUYECKUMKN AOKYMEHTA-
MM Ha NPOM3BOACTBO AAHHOIrO MW (MHCTpyKUMKM, MeToaMKM, crieLuduKkalmm, onepaumoHHbIe Npoueaypbl u ap.).

43 MNP — [JOKYMEHT, SBRSAIOWMACA 4acTbl0 OpraHM3auMOHHO-pacnopsiagUTENbHON  CUCTEMBI
(FOCT P 7.0.8) u cucrembl meHemxmenTa kadectsa (TOCT ISO 13485), noaromy npu ero paspaboTke cobnio-
JalT COOTBETCTBME MEXAY AOKYMEHTaMU NpeanpuATUsl, paspeLumMTensHOn AOKYMEHTAUMEN n perucrpaum-
OHHbIM OCbe, a TaKkkKe y4UTbIBAIOT TpeboBaHMA HAA30PHbLIX OPraHOB, HOPMATUBHLIX AOKYMEHTOB, AENCTBUE
KOTOpPLIX pacnpocTpaHsieTca Ha npoussoactso M.

2
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4.4 NPMN MW moxeT ObITb MCNONBL30BAH B KAYE€CTBE OCHOBHOIO TEXHOMNOMMYECKOIO AOKYMEHTA:

- Npu peanusaummn TEXHONOrM4eCkMX NPOLECCOB B CEPMIHOM NPOU3BOACTBE;

- pa3paboTke UCXOAHBIX AAHHBIX AMA NPOEKTUPOBAHUA UMM PEKOHCTPYKLMKM NPOMBILLIIEHHOTO NPOU3BOACTBA;

- YCTAHOBNEHUN TEXHUKO-3KOHOMMYECKMX HOPMATUBOB, B TOM YMCIIe HOPM pacxoaa Cbipbsi U Marepuarios;

- pa3paboTke TEXHONOrM4YECKOn AOKYMEHTALWMM, B TOM YUCHE TEXHOMOMMYECKUX UHCTPYKLUNA, a Takke
MHCTPYKUMI NO TexHMKE 6e30nacHOCTU, NPOU3BOACTBEHHON CAHUTApUKM U NPOTUBOMOXXAPHLIM MEPONPUATUAM;

- pa3paboTke U OCYLLECTBNEHUN MEPONPUSITUIA MO YTUNU3aLMKU OTXOA0B NPOU3BOACTBA, 00e3BpexuBa-
HUIO U OYUCTKE NPOMBILLIEHHBIX CTOKOB U BbIOPOCOB B armocdepy;

- pa3pabotke u OCyLLECTBNEHUU MEPONPUATUI MO YTUNM3aLMKM 3a0pakoBaHHOW NPOAYKLMKU U NPOAYKLIMK
C UCTEKLUMM CPOKOM 3KCnayartauun.

4.5 MPMN paspa6arbiBaloT Ha npou3soacTeo MU B Lienom, HO Ha YCMOTPEHUEe M3rOTOBUTENSA BO3MOXXHA
paspaboTka caMmocToaTenbHbIX (0TAenbHbiX) MNP Ha cocTaBHbie yactu MU, asnaowmecs B JaHHOM NPOUs-
BOACTBE (LUexe) KOHEYHOMW NPoAyKUUEn, a TaKke B Criyuae NpMMEHEeHUs1 ee COCTaBHOMW YacTu AN HECKOSTbKUX
Npou3BoACTB (HanpuMep, 3NEKTPOoAbl ANA CHATMA OMOMOTEHUMANOB ANsl PasnNUyHbIX TUNOB ANEKTPOoKapauo-
rpachos, MOHUTOPOB NAUMEHTA U T. A.).

5 CopepxxaHue NPOMbLIWIIEHHOrO pernamMmeHTa NpousBoACTBa

5.1 MNepeyeHb paspenos

MPM aomueH BkNOYaTh cneaylowme pasaenbl:

- obLwme NoNoXeHus;

- xapakrepuctuka MU;

- XapakTepucTuka nponsBoaCTBa;

- TEXHOMNOrM4Yeckan cxema Npou3BoACTBa;

- nepeyeHb 060pyaOBaHUSA, BCMOMOTaTENbHbIX MaTepUanos, OCHACTKU U UHCTPYMEHTOB;
- XapakTepucTuka MaTtepnanos n KOMNAEKTYIOLLNX;
U3MOXKEHME TEXHONOrMYECKoro NpoLecca;

MarepuanbHblii 6anaxc;

nepepaboTka u 06e3BpexuBaHne 0TX040B NPOU3BOACTBA;
- KOHTPONb NPOW3BOACTBA;

- BesonacHas akcnyartauus Npou3BoACTBa;

- OXpaHa oKpy»atoLLei cpeabl;

- NepeyeHb NPOU3BOACTBEHHBLIX MHCTPYKLUIA;

- MH(POPMALMOHHBbIE MaTepurarnsl.

5.2 O6uwue nonoxeHun

5.2.1 Pasgen gomkKeH coaepxatb CrneayoLyo UHROPMaLMIO:

- Ha3Ha4eHwe;

- obracTtb NPUMEHEHUS;

- OCHOBaHue ansi paspaboTku;

- HOPMAaTUBHbIE CChISKM;

- NopsAoK pa3paboTKu, YTBEPXKAEHUS,, BHECEHUS UBMEHEHUI U JOMONHEHWN.

5.2.2 B nogpasgene «HasHayeHue» gomkHa ObiTb NpuBeaeHa obwasa nHopmMauusa B 4acTu HasHade-
Hua MPIT.

IMpumep — Hacmosiwuii MNP — HopmamueHbiti dokymeHm AO «ABC», ycmaHaenuearowjull Memodsi rpo-
u3eodcmea, mexHosI02UYeCKUe HOPMamuebl, mexHu4ecKkue cpedcmea, ycsoeus U nopsadoK npoeedeHuUss mex-
HoJt02UYeCKO20 Npoyecca 6 npoussodcmee duazHocmuyecKol cucmembi aHalu3a 3aboneeaHull [JUCA3 (danee
no mexkcmy — Cucmema). NP1 o6ecnevyusaem npouzeodcmeo Cucmembi, coomeemcmeyroujelli mpeboeaHuam
mexHuyeckux ycnoeuli ABBI.941349.001TY, u onpedenisiem ocHoeHbIe NoJloxeHuUs1 8 Yacmu 6e3onacHocmu ee-
deHusi pabom u docmuxKeHUs ONMUMallbHbIX MEXHUKO-9KOHOMUYECKUX Noka3amenell npousseodcmea.

5.2.3 B noapasgene «O6nactb NPUMEHEHUAY AOMMKHO OblTb YKa3aHO, HA KaKOM MMEHHO NMPOU3BOACTBE
MW npumenstoT gaHHbii MNP, n gomkeH ObiTb yKazaH pyKOBOAALMI AOKYMEHT, B COOTBETCTBUU C KOTOPbLIM
OpraHu3oBaHoO NPOU3BOACTBO (MPUKAa3 No NpeanpuUATUL0, 4OTOBOP U T. 4.).

5.2.4 B nogpasgene «OcHoBaHWe ansi pa3paboTku» AOMKHbI ObiTh yKasaHbl JOKYMEHTbI, B COOTBET-
CTBWUM C KOTOpbIMK paspaboTtaH MPI.
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5.2.5 B nogpasgene «HopMaTuBHbIE CCbINKMY MPUBOAAT NEPEYEHb CCbINOYHbIX 4OKYMEHTOB B 00nacTu
CcTaHagapTu3auuu, KOTOPbIA M3naraoT B CrieyiloLwemM nopsake:

- MEXrocyaapcTBeHHble CTaHAapTbl;

- HauMoHanbHble cTaHaapTel Poccuinckon degepaunm;

- oBwepoccuiickme knaccuukaTopsl;

- MEXrocyaapcTBeHHbIe KnaccudukaTopsl;

- CBOAbI Npasun.

B nepeyeHb CCbINOYHbIX HOPMATUBHBIX JOKYMEHTOB Take MOTYT ObITb BKITIOYEHbI MHbIE CTAHAAPTHI (Ha-
npumep, oTpacnesble CTaHAAPTbl M CTAHAAPTHLI OpraHM3auunin). 3TU CTaHAapTbl Ppa3MELLAoT B NEPEYHE CCbl-
NOYHbIX JOKYMEHTOB NOCIIE HaUMOHarbHbIX CTaHA4apToB Poccuinckon deaepaumm.

MepeyeHb CCbINOYHbIX HOPMATUBHbLIX 4OKYMEHTOB HAYMHAIOT CO CNOB: «B HACTOALLIEM NPOMBILLIEHHOM
pernameHTe UCMonb30BaHbl HOPMaTUBHBIE CChINIKW HA crieaylowme ctaHaaptoly. Ecnu B Tekcre MNP Takke
JaHbl HOPMaTUBHBIE CCbIMKK HA KrnaccuukaTopbl W/mnu CBOAbI NPaBus, TO NEPEYEHb CCbINTOYHbLIX HOPMaTUB-
HbIX JOKYMEHTOB Ha4yMHaloT CO CNOB: «B HaCToALLEM NPOMBILLUNEHHOM pernaMeHTe UCNoNb30BaHbI HOPMAaTHB-
Hbl€ CCbIMKW Ha creayoLme JOKYMEHTbIY.

B nepeyHe CCbINOYHBIX HOPMATUBHbIX JJOKYMEHTOB YKa3bIBalOT 0003HAYEHNSA U HAUMEHOBaHUA 3TUX A0-
KYMEHTOB, pasmeLLas nx B Nopsake BO3pacTaHUsi PErmcTpauuoHHbIX HOMEPOB 0603HAYEHUIA.

5.2.6 B noppasgene «Mopsgok pa3paboTku, yTBEPXAEHWS,, BHECEHUS WU3MEHEHWUN U AONOAHEHWIY
[OMKHbI BbITb MPUBEAEHBI OCHOBHbIE MONOXeHUsi no pa3pabotke MPI, B Tom uucne:

- NepeyeHb CTPYKTYPHLIX NOoApasaeneHuii opraHusauuu-usrotosutens MU, yuacteylowmx B pa3pabotke
MnPri;

- LODKHOCTb NKULIA, OTBETCTBEHHOTO 3a paspabortky IMPIT;

- nopsaok yreepxaeHus MNP, B TOM yucne nepeyeHb opraHusauui U nuy, y4acTeylowmx B yTeepxae-
HUKM n cornacoBanum MNPrT;

- NOpAA0K BHECEHUA M3MEHEHWI 1 aononHeHuin B MNPI, a Takke nopagok cornacoBaHUAa u YTBEPXKAEHUs!
JaHHbIX U3MEHEHUI U JONOMHEHUN;

- OTAENLHO YKa3bIBAKOT Criyvau, B KOTOPbIX Tpebyetcs nepesbinyck MPIM (Hanpumep, CyweCcTBEHHbIE U3-
MEHEeHUs1 B TeXHONoruun npoussoacrtea MW, paciumpeHue nnu pekoHCTPYKLUMUA NPOU3BOACTBA).

5.3 XapakrepucTuka MeaULMHCKOro usaenusa

5.3.1 Pasgen gomkeH cogepxartb CrneayoLlyio nHgopmaumio:

- HauMeHoBaHue u ob6o3HaveHne MU,

- HOMep AeNCTBYIOLLEero HOPMAaTMBHOMO AOKYMEHTa U HOMEpP PErucTpPaLMoHHOro yaoCTOBEPEHUS;

- HazHa4yeHune n obnactbe NpumeHeHuna MU;

- OCHOBHbIE cBeAeHus o MW.

5.3.2 HaumeHoBaHue u 0603HaveHne MU fomkHbl COOTBETCTBOBATL YKa3aHHbIM B HOPMATUBHOM [10-
KYMEHTE W B perucTpauuoHHOM Y10CTOBEPEHUM.

5.3.3 HaumeHoBaHue v HOMEp AENCTBYIOLLEr0O HOPMATUBHOTO JOKYMEHTa AOMXHbI COOTBETCTBOBATb
YKa3aHHbIM B PErMcTpaLuoHHOM Y40CTOBEPEHUN.

5.3.4 B nogpasaene «HasHauyeHue n obnactb npumeHenns MW» cneayet ykasbiBaTh:

- KpaTKylO XapakTepuCTMKy 00nactu u ycrnoBuin NpUMEHEHUs U3Aenus;

- HaUMEeHOBaHWe 1 OBLLYIO XapaKTepUCTUKY YCNOBUI NPUMEHEHUSA, ANs KOTOpbIX npeaHasHadeHo MU
(Hanpumep, meauUmMHCKas opraH3auusi, aBToMOOUb CKOPON MOMOLLM U T. A4.).

5.3.5 B nogpasaene «OcHOBHble cBegeHus o0 M» cneayeT ykasblBaTb:

- KpaTKoe onMcaHue BHELLHEro Buaa, coctaBa u notpebutensckux ceoncts MU,

- OCHOBHbIE TEXHUYECKNE XapakTepucTuku MU;

- HOpMaTuBHble TPeBOBaHMSA K yNakoBKe, MapKUPOBKE, TPAHCTIOPTUPOBAHUIO, YCIIOBUSIM XPaHEHUS,

- Cpok cny>0bl (ans paga u3genuii — CPOoK rogHOCTH);

- FapaHTUIAHbIA CPOK (MPU HanNU4yuK).

Bce npuBeaeHHble CBeAEHMA AOIMKHbI COOTBETCTBOBATL TEXHMYECKON AOKYMEHTauuu, paspaboTaHHO
Ha MW, n gencTByoLMM HOPMaATUBHbLIM JOKYMEHTaM B 3aBucumMocTu ot suga M (TOCT P 50444, TOCT 26140,
FOCT P M3K 60601-1, yacTtHble TpeboBaHus 6€30MacHOCTU ANA KOHKPETHbIX BUaoB M u T. n.). Komnnekr-
HOCTb TEXHUYECKOW AOKYMeHTauuu onpeaenerna MOCT 2.102 n FOCT 2.601.

MpumMmeyaHue — Kaknpasuno, Ha MU paspabaTeiBatoT crnegyrolme TeEXHUUYECKUE AOKYMEHTbI:

- TeXHUYeCK1e yCrnoBsus;,

- PYKOBOACTBO MO SKCMnyaTaLumm (MHCTPYKLMUA No aKcnnyaTtaLuu);

- NacrnopT (U1 PopMynSAp, UNK 3TUKETKA).

B oTgenbHbIX cny4asx MoxeT 6biTb paspaboTaHa UHCTPYKLMSA NO NPUMEHEHUIo, NamaTka ANA NayueHTa u T. n.
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5.4 XapakrepucTuka npousBoacTBa

5.4.1 Pasgen gormKeH coaepkarb crneayiolyo UHopMaumio:

- AAHHbIE O MECTe HaxXOXEeHUs1 NPOM3BOACTBA;

- AAHHbIE O NULEH3MPOBaHUU NPON3BOACTBA;

- AAHHbIE 0 3aA4€ICTBOBAHHBIX NINOLLAASAX;

- CBE€ZIEHUA 0 NOPSAAKE TEXHUYECKON dKCNnyaTauum NPOM3BOACTBEHHON NnoLyaau;

- AaHHble 00 MHMPACTPYKTYPE U AONONHUTENBLHOM OCHALLEHUM;

- AaHHbIE O TPYAOBbLIX pecypcax.

5.4.2 Mpu yka3aHum faHHbIX 0 MECTE HaXOXAEHUA NPOM3BOACTBA OMMKHO ObITb NPUBEAEHO MECTO pac-
NONOXEHUSI OpraHu3auMmn ¢ ykasaHuem nogpoGHoro agpeca (obnactb, pawoH, ropoj, ynuua, HoMep Aoma,
CTPOEHMsA, Kopnyca uT. A.).

5.4.3 B noapasaene «[JaHHble 0 NMUEH3UPOBAaHMN NPOU3BOACTBAY» CNEAYET yKa3aTb PEKBU3UTbI NINLEH-
3uu Ha npoussoacTeo MW, nony4eHHOW B COOTBETCTBUM C [3].

5.4.4 B nogpasaene «[aHHble 0 334€MCTBOBAHHbIX NNOLWAASAX» AOIDKHbLI ObITb NEPEYUCIEHBI NPOU3-
BOACTBEHHbIE NnoLwaau (Luexa, y4acrku, KOMHaThl U T. Nn.), 3agencTBoBaHHbIe B npoussoacTse MU. B nogpas-
Jene Ans Kaxxaoi Npou3BoACTBEHHON NNOLAAKN YKa3bIBaIOT:

- pacnonoxeHue nnoLwaan ¢ ykasaHmem Nnpou3BoACTBEHHOIO NOMELLEHUS, B KOTOPOM pasMeLLieHa npo-
M3BOACTBEHHaA nnowiagb;

- reoMeTpPUYECKYIO Nnowaab (06bem) Npou3BoACTBEHHON NoLaaum;

- HasHayeHue NPOM3BOACTBEHHON NNOLWAAMN;

- CBeAEHMSA O NOPSAKE TEXHUYECKOW JKCNyaTaumMm Npou3BoACTBEHHOI NnoLLaau.

5.4.4.1 B nyHkTe «CBeaeHua 0 nopaake TEXHUYECKOW JKCnnyaTauuu npou3BOACTBEHHOW NNOLAaWU»
YKa3bIBaIoT:

- MpaBO pacCnoNoOXeHUs Ha ykasaHHOW nnowiaan (COOCTBEHHOCTL, apeHaa, cybapeHaa u T. 4. €O CCbif-
KON Ha AOKYMEHT, NOATBEPXAAIOLLMIA 3TO NpaBso);

- MU0, OTBETCTBEHHOE 3a NoaaepaHue Npou3BOACTBEHHON Nnowaam B paboyemM COCTOSIHUMY;

- N04 Kakue NpoM3BOACTBEHHbLIE NPOLIECCHI UCNOMb30BaHa NPOU3BOACTBEHHAA Nnowaab (B TOM Yucne
crneayeT ykasaTtb Knacc npou3BOACTBEHHbBIX MOMELLEHNI);

- husnyeckoe UM OPUANYECKOE NULIO, OTBETCTBEHHOE 3a TEXHMYECKOe oOCny>XMBaHWe Npou3Boa-
CTBEHHOMI Nnowaau, u OCHOBaHWe Ans NPOBEeAEHUA TEXHUYECKOTO 06CNYXMBaHUS (OMMKHOCTHAA UHCTPYKUMSA,
OOroBOp U T. A4.);

- pusnyeckoe unu PUINYEcKoe NuLo, OTBETCTBEHHOE 3a NPOBEAEHWE PEMOHTA NPOM3BOACTBEHHOMN
nnowaam, U OCHOBaHWE AN NPOBEAEHUS PEMOHTA (AOMKHOCTHAA MHCTPYKLMWSA, AOTOBOP U T. 4.).

Mpu HeoBxoaANMMOCTH B npunoxennax Kk MPM MoryT GbITb NpUBEAEHbI NIAHUPOBKM MOMELLEHUN U CXEMbI
paccTaHOBKM NPOU3BOACTBEHHOrO 060Pya0BaHMS.

5.4.5 B nogpasgene «MHdpacTpykTypa v 4ONOMHUTENBHOE OCHALLEHNEY YKa3biBaloT cBeaeHns 06 00b-
eKkTax MHPaACTPYKTYpPbI, 3aA€NCTBOBAHHLIX Npy obecneyeHun npoussoacrea MU, Hanpumep:

- BOAOMPOBOAHASA CETb;

- KaHanu3aUMOHHasA CeTb;

- CUCTEMA 3NEKTPOCHabXeHUS;

- OTOMNNEHHUE;

- BEHTUNAUMS;

- KOMMYHMKaLMOHHbIE CETH (TENedPOHHas CeTb, CETb ANSA MOAKMOYEHUA K TENEKOMMYHUKALUOHHOI CeTH
WHTepHeET);

- cUcTeMa NpoTUBOMNOXapHO 6e30nacHOCTH;

- TPAHCMNOPTHAas CUCTEMA,;

- cuctema cbopa 0TxoZ0B U BblBO3a Mycopa.

Mpu onucanum 0BbLEKTOB UHPPACTPYKTYPbI YKA3bIBAIOT:

- AOMONHUTENbLHOE 0BOopyAOBaHUE, UCNOMb3yemMoe AN NogaepkaHus Tpebyemoro kadvectsa paboThl
o6bekTa MHPPACTPYKTYPbI (HANPUMEP, BEHTUNSLMOHHLIE (PUNBLTPLI, CUCTEMA OUYUCTKU BOAbI U T. 4.);

- nuuo (Unu nuua), oTBETCTBEHHOe(bIe) 3a noaaepkaHme oObekTa MHpPACTPyKTypbl B paboyeM CoCTo-
AHUN,

- hm3nyeckoe unu IpUanYecKoe nuLo, OTBETCTBEHHOE 3a TeXHWYECKOoe obCnyvBaHue oObeKkTa WH-
dpacTpyKTypbl, U OCHOBaHWE A NPOBEAEHUA TEXHUYECKOr0 06CnyXMBaHNUA (4OMKHOCTHASA MHCTPYKLUS, 10-
roBOp U T. 4.);
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- hM3nyeckoe Unu KpuanyYeckoe nNMuo, OTBETCTBEHHOE 3a NPOBeAEHME PEMOHTA 00bEeKTa MH(ppaCTpyk-
TYpbl, U OCHOBaHUE AN NPOBEAEHUSA PEMOHTA (40HKHOCTHAA MHCTPYKLWSA, AOTOBOP U T. A4.).

5.4.6 B nogpasgene «[aHHble 0 TPYAOBbLIX PECYpPCax» YKasbliBaKOT A4OSDKHOCTU M KONUYECTBO NEpCOHa-
na, 3agencTeoBaHHOro B npoussoacrese MW. Take B nogpasaene peKoMeHA0BaHO KPaTKO yKasbiBaTb JOMMK-
HOCTHbIe 0BA3aHHOCTU KaXKaoro paboTHMKA COrnacHO A0HKHOCTHON MHCTPYKUMKU. CBeleHUst PeKOMEHA0BAHO
npeacraenaTe B TabnuyHoM Buae (tabnuua 1).

Tabnuuya 1—MepedeHb TPYLOBLIX pecypcoB

HorxHocTb O6asaHHOCTU KonuvectBo niogei

1 2 3

5.5 TexHonoruyeckas cxema npousBoACTBa

B naHHOM pa3aene pekoMeHayeTCcsl NPMBOAUTL rpaduyeckyio 6rok-cxemy, 0TobpakaloLLyto nocnesosa-
TENLHOCTb BhIMNOSIHEHUSA TEXHONOMMYECKUX NPOLIECCOB C pasaeneHnemM ux No CTagusiM 1 onepavuusim.

MocnenoBaTensHOCTb TEXHONMOrMYECKMX NPOLECCOB A0MKHA COOTBETCTBOBATL paspaboTaHHon Ha MU
TEXHOMOTMYECKON AOKYMEHTaLMM (MapLUPYTHbIE KapTbl, ONEPaLUOHHO-MAPLLPYTHLIE KapTbl U T. N.) NpU Ha-
NNYUNn.

lNocnegoBaTensHOCTL Onepauuii 40rmkHa NO3BONATL OCYLLECTBNATL usrotoeneHme MU B coorseTcreum
C KOHCTPYKTOPCKOW U NPOrpaMMHON OKYMEHTaUUen Ha AaHHoe usaenue.

Kaxkayto TEXHONMOrMYECKyo onepauuio Heo6xoaumo n3obpaxkatb OTAENbHO C YKa3aHWeM MPUHAANEexX-
HOCTM K OnpeaeneHHo cTaguu.

Kaxgoi TeXHONOrnvyeckon craguu u onepauumn JOsHkHbl ObiTb NPMCBOEHBI HAMMEHOBAHWE U WHAEKC,
KOTOPbIiA COCTOUT U3 YCIIOBHOMO 0603HaYeHust U NOPSAKOBOro Homepa. Hymepauuio ctaguii BbIMOMHSAIOT B NO-
psAAKe UX BbIMONHEHUSA NO XO4Y TEXHONOTMUYECKOro Npouecca, Ha4unHas ¢ NOCTYNNEHUA U NOATOTOBKM CbipbS U
KOH4Yas OTrPy3KON rOTOBOW NPOAYKLMN.

Ecnun BcnomorarenbsHble paboTbl OCYLLECTBASIOT HA OTAENBHOM 060pyAOBaHUN ANA OAHON CTafuu OC-
HOBHOIO TEXHONOMMYECKOro NpoLecca, TO Takue BCnoMoraTenbHble paboTbl BKMIOYAIOT B 3Ty CTAAMI0 OCHOB-
HOro TEXHOMOTMYECKOro npouecca.

BcnoMoratenbHble paboTbl, OCYLLECTBNSIEMbIE HA OTAENIbHOM 060pyAOBaHMM AN HECKONbKUX CTaaun
O4HOr0 NPOU3BOACTBA, BbIAENSAIOT B CAMOCTOSATENbHbLIE CTaAUMU BCNIOMOraTefbHbIX paboT.

Ecnu nepepaboTky 0TX040B MnK UX 00e3BpexmBaHue OCYLIECTBISIIOT Kak CAMOCTOSITENbHbIE paboThl,
X MOXHO HE BKMIOYaTh B TEXHOMNOTMYECKYIO CXeMy NMPOM3BOACTBA. B AaHHOM cryyae Ha TEXHONOrM4eckown
CXeMe yKasblBaloT CTPENKOW, Kyaa NocTynatoT 0Txoabl HA nepepaboTky (06e3BpexxuBaHue).

5.6 MNepeyeHb 0GopyaoBaHus, BCNOMoraTesibHbIX MaTepuanoB, OCHACTKU U MUHCTPYMEHTOB

5.6.1 B pasgene A0mkHbl ObITb NEPEYNCTIEHDI:

- 06opynoBaHWe: OCHOBHOE U BCriomMoraTensHoe, 3a1eCTBOBaHHOE B MPOM3BOACTBE, B TOM YUcChne cpea-
CTBa N3MEpPEHUS;

- BCMOMOraTernbHbIE MaTepuarsl, He0OX0AUMbIE ANsi NPOU3BOACTBA;

- OCHacTKa, Heobxoaumas Ans Npou3BOACTBA;

- UHCTPYMEHTbI, MPUMEHSIEMBIE NMPU NPOU3BOACTBE.

5.6.1.1 B nogpasgene, cogepxallem CBeaeHUs 0 NPOMbILLIIEHHOM 060pyAOBaHMUM, ANA KAXXA0ro Tuna
060pynoBaHUsi CrieayeT ykasbiBaTh:

- NONHOe HauMeHoBaHue 06opyaoBaHuS;

- OCHOBHbI€ TEXHUYECKUE XapaKTePUCTMKM 060pya0BaHUS, KOTOPLIE 06eCneYnBatoT BbINOSIHEHNE TEXHO-
NOrnYecKknx onepawuii CornacHo paspaboTaHHO Ha U3aenue KOHCTPYKTOPCKOM, MPOrpaMMHON U TEXHONOTU-
YECKOM AOKYMEHTauMUu ¢ He0OX0AUMbIM YPOBHEM Ka4YeCTBa;

- 4yucno eauHnl, 060pyaoBaHMS AAaHHOTO TUNA, 3a1eNCTBOBaHHOIO B npou3soacTee MU;

- PerucTpaumnoHHbIi (MNKU MHBEHTAPHbIN) HOMEP KOHKPETHOW eAuHULLI 060pYA0BaHUS.

Moapasaen pekoMeHaoBaHO 0hopMnsaTbL B BUAE Tabnuubl (Tabnuua 2).

Tabnuuya 2— BegoMocTb cneuundukaumii oGopynoBaHus

HaumeHoBaHune TexHUYecKkme xapakTe pUcTUKM MHBEHTapHbIN Homep Konunyectso MpumeyaHue

1 2 3 4 5
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B rpadpe 1 npusoaAT HaumeHoBaHue 060pPyaOBaHUS,, COOTBETCTBYIOLLEE AECTBYIOLEMY HOPMATUBHO-
My JOKyMeHTy. B Tom criyyae, ecnu B coctaB 060py0oBaHUA BXOAST KOMMNEKTYIOLUME, UX HAMMEHOBaHUS
npUBOAAT B OAHOW MO3ULMN C HAMMEHOBaHWeM 060pya0BaHuUS.

B rpadhe 2 yka3biBalor:

- ANs cTaHgapTHoro obopyaoBaHus — 0603HayeHne HOPMAaTWUBHOW AOKYMEHTaLMMW, TUM, MapKy Wnu
mdpp;

- HECTaHJapTHOrO — HOMEpP YepTexa, HauMEeHOBaHWe opraHusauuu, paspaboTaBLUei U U3roTOBMBLLEN
obopyaoBaHue;

- UIMNOPTHOrO 060pPYAOBaAHUA — MapKy, LWNMP, HauMeHoBaHWe OUPMbI U CTPaHbI-NOCTaBLLMKA.

3arem NpUBOAAT KPaTKYIO TEXHUYECKYIO XapakTepucTuky 000py0BaHUA C yKasaHueM:

- Hannuua ceptudukaTos Ha o6opyaoBaHue;

- TEXHUYECKUE XapakTepucTukn o6opyaosaHus, obecneunBatoLme HeobxoauMoe ka4ecTso pabor.

B rpade 3 ykasbiBalOT MHBEHTApPHbI HOMep 060pyAOBaHUSI COMMAcHO BEAOMOCTU WHBEHTapusauuu
npeanpuaTus.

B rpade 4 ykasbiBatoT Yncno egmHuy 060pyaoBaHMSA O4HOTO HAUMEHOBAHUS.

B rpadbe 5 npuBOAAT AONONHUTENBHYIO MHDOPMaUMIO. Ans cpeacTB USMEPEHUA NPUBOAAT CBEAEHUS 06
UX NoBepKe U KanubpoBKe.

CoaepxaHue nogpasaena aomKHO COOTBETCTBOBATL BeAOMOCTM 06opyaosanua no MOCT 3.1122 npu ee
Hanu4yuu B KOMMIMEKTE TEXHONOrMYECKON AOKYMEHTALMMN HA U3aenue.

JononHMTensHO B Nogpasaene NpuMBOAAT:

- nepeyeHb 060PyaOBaHMSA, ABNSAIOLErocsi COBCTBEHHOCTLIO OpraHusaumu-npoussoauTens (rog Bbiny-
cKa, roa u mecsu npuobpeTeHnss Co CCbINMKOW Ha JAOroBOP MOCTaBKU C YKa3aHWEM NOCTaBLUMKA, LEX UMK yda-
CTOK UCMONb30BaHMWSA U T. M.);

- nepeYyeHb 060pyA0BaHWSA, B3ATOTO B NMM3UHT UM apeHay (roa BbiMycKa, CPOK NIM3UHIa UNK apeHabl, Lex
UMW Yy4acTOK UCNOMb30BAHUA U T. M.);

- HaUMEeHOBaHWe NoapasAeneHusi, OTBETCTBEHHOIO 3a TEXHUYECKOe ynpasneHue o6opyaoBaHueMm, npu
Heo6X0AMMOCTM C Pa3AEneHnemM Ha BUAbI UMK TPYNMbl, €GN OTBETCTBEHHLIX HECKOMNBKO;

- HaUMEHOBaHWe NoApa3AenNeHusi, OTBETCTBEHHOTO 3a TEXHMYECKOE UCMNONb30BaHue 0bopyaoBaHus, npu
HeoOXx0AMMOCTH C pa3aeneHnemM Ha BUAbI UIK TPyMnbl, €CMU OTBETCTBEHHbLIX HECKOJILKO;

- CUCTEMbI, NoAAepHUBALOLLME PABOTOCNOCOBHOCTL 0BOPYA0BAHUSA: SHEPTETUHECKUE, DKONOTUYECKUE U T. A.;

- HauMeHoBaHWe NoApPasAEeneHuii U opraHu3alunii, ecnu OHU 3a4eNCTBOBaHLI B TEXHUYECKOM 0bcCny-
XKMBaHWM 06OPYAOBaHWA, CO CCbINIKOW Ha MOMOXEHWUA O MOAPAa3sAeNneHNsAX UM 4OroBopax Ha TexoOCnyuBa-
HWe CTOPOHHUMU Creuuanu3npoBaHHbIMIU OpraHu3aUuaMu;

- HauMeHoBaHWe noapaseneHuin UnNn opraHusauumn, ecrnm oHu OyayT 3aAelCTBOBaHbI B PEMOHTE 060-
PyAOBaHUSA, CO CCbINKOW Ha MOMNOXEHWA O NOAPA3AENEeHUAX UM PEMOHTHOM CTaTyCe CTOPOHHUX CrieLuanusu-
POBaHHbIX OpraHu3auuii;

- OCHOBaHUS AnA MoAgepHu3aLun 060pyaoBaHus;

- OCHOBaHMA AN8 TEXHUYECKOro 06CnyXKMBaHUS, PEMOHTA U UCTbITaHUi 060pyA0BaHUS.

5.6.1.2 B nogpasgene, cogepxallem CBeAeHMA O BCNOMOraTenbHbIX Matepuanax, cneayer ykasbiBaTb
MOSIHOE HaMMEHOBaHWE Ka)oro Marepuana, HOPpMaTUBHbLIA JOKYMEHT, KOTOPOMY AOMMKEH COOTBETCTBOBATh
JaHHbIA mMaTepuan (CtaHaapT, TEXHUYECKUE YCNOBUSA U T. ).

Moapasaen pekomeHao0BaHO OPOPMAATL B BuAe Tabnuubl (Tabnuua 3).

Tabnuuya 3 — BcnoMoratenbHble MaTepuanel

O6o3HaveHWe HopMaTUBHOW MNokasaTenb, 0693aTeNbHbLIA
HaumeHoBaHue CopT unu apTukyn MpumevarHne
AOKyMeHTaLun ANS NpoBepkn
1 2 3 4 5

B rpade 1 npnBOAAT HauMEHOBaHWE BCNOMOraTernbHOro MaTepuana, COOTBETCTBYIOLLEe [eliCTByOLLe-
MYy HOPMaTUBHOMY AOKYMEHTY.

B rpadhe 2 yka3biBalor:

- ANSA cTaHAapTHbIX MarepuanoB — 0603HaYeHUe HOPMaTMBHOW JOKYMEHTAUMM, TUR, MAPKy UM LWNGP;

- UMMOPTHLIX MaTepUanoB — Mapky, lwnop, HAUMEeHOBaHWE (hUPMbI U CTPAHbI-NOCTaBLUMKA.
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B rpadpe 3 ykasbiBatoT COPT UNKU apTUKyn Matepuanos.

B rpadyy 4 BKkno4aoT OCHOBHbLIE MOKa3aTenu Ka4ecTea MaTepuanos, KOTOPbIe HE3aBUCUMO OT HaNWUYuA
nacnopTa nocTasLLUuMKa noanexar npoBepke nepea Ucnosnb3oBaHMeM B Npou3soacTee. Bee nokasarenu, Bko-
yaemble B TabnuLy, MPUBOAST C 4ONYCTUMBIMU OTKITOHEHUSIMMU.

B rpade 5 npuBogAT AONOMHUTENBHYIO MHOPMaLMIO. PEKOMEHAO0BAHO yKasbiBaTb B AAHHOM rpade
CTaauio 1 onepauuio TEXHONOTMYECKOro NpoLiecca, Ha KOTOPOW NPMMEHEH BCNOMOraTenbHbIi Marepuar.

5.6.1.3 B noagpasaene, cogepxalliemM ceegeHus 06 ocHacTKe, cneayeT ykasbiBaTb NONIHOE HAMMEHOBa-
HWe KaX0n OCHACTKN, HOPMAaTUBHBIN AOKYMEHT, KOTOPOMY AOMKHA COOTBETCTBOBATL AaHHAsA OCHACTKA (CTaH-
[apT, TeXHU4YecKne ycrnoBus 1 T. n.), n o6opyaosaHue, npu paboTe Ha KOTOPOM JaHHYIO OCHACTKY NMPUMEHSIIOT.

CoaeprkaHue nogpasgena A0SMKHO COOTBETCTBOBATL BEAOMOCTM ocHacTku no MOCT 3.1122 npu ee Ha-
NUYUN B KOMMMEKTE TEXHONOrMYEeCKoW AoKyMeHTaymmn Ha M.

Bo3mMOXHO BLINONHEHUE nogpasgena B TabnuyHOM Buae no hopme, aHanorM4yHoOW NPUBEAEHHON B
Tabnuue 2.

5.6.1.4 B nogpa3saene, cogepxallem cBefleHnss 06 UHCTPYMEHTaX, NPUMEHAEMbIX NPU NPOU3BOACTBE
MW, cneayet ykasbiBaTb NOSIHOE HAUMEHOBAHWE KaXXO0ro WHCTPYMEHTA, HOPMATUBHLIA AOKYMEHT, KOTOPOMY
[OIMKEH COOTBETCTBOBATL WHCTPYMEHT, YUCIO UHCTPYMEHTOB AAHHOTO TUNA, HEOOX0AUMBIX ANA NPOU3BOA-
CTBa u3genus.

Bo3mMOXHO BbINONMHeHWe nogpasgena B TabnuyHoM Buae no opme, aHaNOrMYHOW NPUBEAEHHON B
Tabnuue 2.

5.7 XapakTepucTUKa MaTepuarnoB U KOMNSIEKTYIOWMNX

5.7.1 Pasgen cOCTaBnsilOT HA OCHOBAHWMN AaHHbIX, NPUBEAEHHbLIX B KOHCTPYKTOPCKON AOKYMEHTaUUK.

5.7.2 Paspgen aomkeH cogepxarb CBeieHUA:

- 0 MaTepuanax, Heo6xoaUMbIX AN UTOTOBNEHUS U3AEnus;

- KOMNNEKTYIOLLMX, HE0BX0AUMBIX AN NPOU3BOACTBA U3AENUS.

5.7.2.1 B nogpasaene, cogepxallem cBeaeHua 0 matepuanax, cneayert ykasbiBaTb NOIHOE HAUMEHO-
BaHWe Kaxkgoro matepuana, HOpMaTUBHbLIN AOKYMEHT, KOTOPOMY AOSKEH COOTBETCTBOBATbL AAHHbIN MaTepuan
(cTanpaprt, TEXHUYECKUE YCNOBUA M T. N). YkazaHue marepuanoB AOIMKHO COOTBETCTBOBATb CTaHAapTaMm U
WHbIM HOPMAaTUBHbLIM AO0KYMEHTaM Ha AaHHbIE MaTepuarbl NPU X HaNMYuK.

CoaepxaHue noapasgena A40MKHO COOTBETCTBOBAaThL BeAOMOCTU maTepuanos no MOCT 3.1123, npu ee
HanuM4Mm B KOMNMEKTe TEXHONOrNYECKON AOKYMEHTALUKU HA U3aenue.

Moapasaen pekomeHaoBaHO 0hopMnATL B BUAe Tabnuubl (Tabnuua 4).

Tabnuya 4 — Marepuansl

HanMeHoBaHME 0O603Ha4YeHne HopMaTUBHOW CoDT N ADTURYA MokasaTenb, 06A3aTenbHbIA MouMeyanme
AOKYyMeHTauun P PTvKy Ans NpoBepk1 P
1 2 3 4 5

B rpadhe 1 npuBoaAT HanMeHoBaHUEe BCNOMOraTenbHOro marepuara, CoOOTBETCTBYIOLLEe ENCTBYIOLLE-
MY HOPMaTUBHOMY [JOKYMEHTY.

B rpacbe 2 ykasbiBator:

- AANA CTaHAapTHLIX Marepuanos — 0603Ha4YeHUe HOPMATUBHOW JOKYMEHTALMM, TUM, MAPKY Unu LWndp;

- UMMOPTHBLIX Marepuanos — Mapky, WMdp, HAaMMeHoBaHne (OUPMbI U CTPaHbI-NOCTaBLLMKA.

B rpadbe 3 ykasbiBaloT COPT UMK apTUKyn Marepuaros.

B rpadby 4 Bkno4aloT OCHOBHbIE NOKa3aTenu kayecTtBa MarepuarnoB, KOTOpPble HE3aBMCUMO OT Hanuuus
nacnopra nocTaBsLLMKa NoAnexar npoBepke nepea ucnons3oBaHMeM B npoussoactee. Bce nokasarenu, Bknio-
yaemble B TabnuLy, NPUBOAAT C AONYCTUMbIMU OTKITOHEHUSIMU.

B rpadhe 5 npuBogAaT 4ONONHUTENbBHYIO UHOPMaLMID. PEKOMEHAOBAHO yKa3biBaTb CTaAMIO U OnepaLuio
TEXHOMOrMYeCcKoro NpoLecca, Ha KOTOpPo MPUMEHEH BCrIOMOraTesbHbIN Marepuan.

5.7.2.2 B noapasgene, cogepxaluem nepevyeHb KOMMIEKTYOWUX, AOMKHbI ObITh YKa3aHbl CTaHAAPTHbIE
U NpoYune nsgenus, HeobxoanMble ANs KOMMNMEKTOBAHWA nNpouecca npoussoacrea MU.

CoaepxaHue nogpasfena [JOMMKHO COOTBETCTBOBAaTb BCEM cneuudukaumsamM, BXOAALWMM B KOMIMSEKT
KOHCTPYKTOPCKOW AOKyMeHTauuu Ha MU.
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CoaepxxaHue nogpasaena JOMKHO COOTBETCTBOBATL BCEM BXOASALLMUM B KOMMNSEKT KOHCTPYKTOPCKOM J10-
KymeHTauuu Ha MW BegoMoCTAM NOKYNHbIX n3genuii no MFOCT 2.106 B TOM cniyvae, eCnu OHn pa3paboTaHsi.

CoaepxxaHue nogpasaena fomkHO COOTBETCTBOBATL BCEM BXOASALLMM B KOMNNEKT TEXHONOMMYECKOMN J10-
KyMeHTaLuu Ha usgenue KoMnnekToBovHeIM kaptam no FOCT 3.1123 B TOM cny4ae, ecnu oOHK pa3paboTaHbl.

Bce craHpapTHble U3genusa JoskHbl ObiTh yka3aHbl B COOTBETCTBUU CO CTaHAApPTaMM HA AaHHbIE W3-
aenus.

Bce uspenus, noctaBnsemMble NO 3aKyNOYHbIM BEAOMOCTAM, OIDKHbI ObITb YKa3aHbl COrNacHO AOKYMEH-
TaM Ha 3aKynky (nocrasky).

Mpu U3roToBNEHMU KOMMMEKTYIOWMX NO KOONepaLuun AOIDKHO ObITh ykasaHO 0603HAYEHUE KOMMMEKTY-
IOLLEro U3genusa cornacHo paspaboTaHHOMN Ha HET0 KOHCTPYKTOPCKOM AOKYMEHTALMK, TaKkke PEKOMEHAYETCA
NPUBOAUTL CNIMCOK NPEeANPUATUIA, CUNaMKU KOTOPbIX AAHHLIE KOMNIEKTYIOLLMUE U3FOTOBIAIOTCA UM MOTYT ObITh
U3rOTOBMEHbI, U OKYMEHTHI, ABNSAIOLLMECA I0OPUANYECKMM OCHOBAHMEM ANSA NPOBEAEHUS AaHHbIX paboT.

[nA KaXxaoro TMNa KOMMNEKTYIOLLMUX CrieayeT ykasbiBaTb UX YUCNO, HeoOxoauMoe ans usrotosnexHus MA.

Moapasaen pekomeHaoBaHo ohopMnAThL B BuAe Tabnuubl (tabnuua 5).

Tabnuuya 5— Komnnekrytowme

MokasaTenb, 06a3aTeNbHbIN
HavnmeHoBaHue O6osHavyeHune Konuuectso [NpumMeyaHue
AnsA NpoBepKk1
1 2 3 4 5

B rpadhe 1 npuBOAAT HAMMEHOBaHWUS KOMMNSEKTYIOWMX, COOTBETCTBYIOLLUME AENCTBYIOLLEMY HOPMATUB-
HOMY JOKYMEHTY.

B rpade 2 ykasbiBaloT 0603HaueHne cTaHaapToB ANA CTaHAAPTHbLIX U3Aenuin unu 0603HaYeHne OCHOB-
HOro KOHCTPYKTOPCKOrO AOKYMEHTA, MPU Hanu4uuu, B 0CTanbHbIX cnyyasx rpady He 3anonHSAIoT.

B rpadhe 3 ykasbiBaloT 4MCno KOMMNEKTYIOLWMX, Heobxoaumoe Ansa npoussoacrsa MU.

B rpachy 4 Bknio4aoT OCHOBHbIE NOKa3aTeny KayecTsa KOMNMEKTYIOLMUX, KOTOPbIE HE3aBUCUMO OT Hanu-
4YMsi nacrnoprta NoCTaBLUMKA NOANMEXaT NPOBEPKE nepea UCNorb3oBaHUEM B Npou3BoacTBe. Bee nokasarenu,
BKIOYaeMble B Tabnuuy, NpMBOAAT C AONYCTUMbIMU OTKITOHEHUSMMU.

B rpadbe 5 npuBoaaT 40ONONHUTENLHYIO MHGOPMaUMID. PEKOMEHAOBAHO yKa3biBaTb CTAAMUIO U Onepauuio
TEXHOMOTMYECKOro NpoLecca, Ha KOTOPOW NPUMEHAETCA TO UMM UHOE KOMNMEKTYIOLLEe usaenve.

5.8 N3noxeHue TeXHONOrMYECKOro npouecca

5.8.1 B pasgene fomkHbl ObITb NpUBEAEHbI CBeAEHUS 060 BCEX TEXHOMOIMYECKMX NPOoLIeccax 3roToB-
nexHusa MA.

5.8.2 Bce TexHonormyeckme npouecchbl A0MKHbI OblTb NPUBEAEHbI B TEXHONOIMMYECKON NOCneaoBaTerb-
HOCTM NPOMU3BOACTBA COrNacHO TEXHONOMMYECKON CXeMe NPOM3BOACTBA.

5.8.3 Mpu onucaHnm Kaxxaoro npouecca AoMmkHa ObITb ykazaHa KOHCTPYKTOPCKAasA, NporpaMMHas u Tex-
HoMoruyeckasn AoKyMeHTauus (HauMmeHoBaHue 1 0603Ha4YeHe JOKYMEHTOB), Heobxogumas Ans oCyLUecTBIe-
HWS BXOASLLUMX B MPOLECC TEXHOMOMMYECKMX ONepaLmii.

5.8.4 B onucaHue Kaxaoro npouecca peKoMeHAOBaHO BKIHOYaATb:

- LUenb npouecca;

- BX0Z npouecca;

- BbIX0A npouecca;

- mapameTpbl, NpaBuna U METOAbI BLINOSIHEHUS MpoLEecca;

- cobObITHE, 3anyckatoLee NpoLece;

- coObITHE, 3aBepLUAOLLEE NPOLECC;

- CPOK BbIMOSTHEHMSA NPOLECCca;

- MeCTO BbINOMHEHUS npoLecca;

- chyHKUMM (OelCTBUS), BbINOMHAEMbIE B pamKkax npoLecca;

- UCMOMHUTENEN npouecca (NoNesHo ykasaTb TAKKe NpaBa U OTBETCTBEHHOCTb UCMONHUTENEN);

- CpeacTBa BbLINOMHEHUA npouecca;

- cpeacTBa AOKYMEHTMPOBAHUS NpoLecca;

- CpeacTBa KOHTPONS BbINOMHEHUA NpoLecca;

- CPeACTBa ynakoBKW NPOAYKTA, ABMAOLLETOCs pesynsraTtoM (BbIXOA0M) NpoLecca.
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5.9 MarepuanbHbIii 6anaHc

5.9.1 B pasgene gorpkeH ObiTb NpuBeaeH marepuansHbiii 6anaHc npoussoacrsa MW, cocrasneHHsblin
Ha eAuHUUY BbiNyckaemon npoaykuuu. B Tom cnyuae, ecnu MU BbinycKkaloTCA UCKMIOMUTENBHO NAPTUAMU U
BbINYCK €4UHUYHOIO u3genus HeuenecoobpaseH (Hanpumep, yponoruyeckui Katetep, LWOBHbLIN Marepuan u
T. 4.), AONYCTUMO COCTaBneHue marepuarnsHoro 6anaHca Ans MMHMMansHoro obsema naptuu M.

5.9.2 CoaepxaHue pasgena AOMmKHO COOTBETCTBOBATbL BE4OMOCTU cneumuduumpoBaHHbIX HOPM pacxo-
aa marepuana MOCT 3.1123 npu ee HaNMUMKU B KOMMNIEKTE TEXHONOrMYECKON AOKYMEHTaUUU Ha usgenue.

5.9.3 Pasgen pekomeHa0BaHO ohopMmnaTe B BuAE Tabnuupl (tabnuua 3).

Tabnuuya 6 — MatepuasnbHblili 6anaHc

Pacxoa Ha 0HO usgenue/napTuio

O603HayeHNe HopMaTUBHOM

HaumeHoBaHue maTepuana
AOKyMeHTauuu EavHnua
Konuuectso
n3mMepeHus
1 2 3 4

B rpacde 1 npuBoaAT HaMMeHOBaHUe, COPTaMEHT, pa3mep U MapKy Marepuana.

B rpacdbe 2 npusoaaT o6o3HayeHMe cTaHaapTa, TEXHUYECKX YCIOBUIA.

B rpadhe 3 ykasbiBalOT KONMYECTBO AaHHOIMO MaTepuana ana npoussoacTea oaHoro MU (ogHow naptum
dukcmpoBaHHoro oobema). MNMokasarens NPUBOAAT C AONYCTUMBIMU OTKITIOHEHUSIMMU.

B rpacbe 4 ykasbiBalOT eAVHULIbI, B KOTOPLIX M3MEPAETCA KONMUECTBO MaTepuana (MuCT, ki, M3 U T. A.).

5.9.4 MepecmatpuBaTtb mMatepuanbHblii 6anaHc B ganbHEWLLEM CNeAyeT TONbKO B Cryyae BKMIOYEHUs!
(MCKNIOYEHNS) B TEXHOMOMMYECKUI NPOLECC OnepaLmin unv Ctagnin, 3HaUUTENbHO BIUSIIOLLIMX HA PACcX0f Cbipbsi
UK KONMMYECTBO OTXOA0B.

5.10 MepepaboTka u 06e3BpeXUBaHNE OTXOAOB NPOU3BOACTBA

5.10.1 B pasgene gomkHbl ObITb NpUBEAEHbLI CBEAEHMS 060 BCEX 0TX0AAaX, 00pasyloLMXca Npu U3ro-
ToBneHun MW (unu naptun MU), u metogax ux nepepabortku unu o6esspexuanua. Pasgen pekomeHaoBaHO
3anonHsATk No opme Tabnuubl 7 ans nepepabarbiBaeMbix 0TX0A0B U N0 hopme Tabnuuel 8 ans o6e3Bpexu-
BaeMbIX OTX040B.

B rpadhe 1 npuBOAAT HaMMeHOBAHME OTXOAA.

B rpache 2 npuBOAST HOMEP CTaAUM U/UNK onepaLMm TEXHONOIMYECKOTO NPoLecca, Ha KOTopoi 06pas3y-
€TCcA 0TX0A4.

B rpadbe 3 npuBoAAT KONUYECTBO 0TX0A4a, 0OpasyloLlerocs npu npoussoactee oaHoro MU (unu nap-
T™mn MA).

B rpadbe 4 ykasbiBaloT arperaTHoe COCTOsSIHUE, NMOTHOCTb ANA XUAKUX NPOAYKTOB M yAENbHLIN 00bem
ANsi NOPOLUKOB M NACT (CMOMNUCTLIX 0CAAKOB).

B rpadbe 5 npuBOAAT HAMMEHOBAHUE TeX BELLECTB, KOTOPbIE MOANEXAaT BbiAEneHunio npu nepepaborke
unu 06e3BpeXXMBAHUIO.

B rpache 6 yka3sblBaloT cogepyxaHue 3TUX BELLECTB B OTXOl€ COOTBETCTBEHHO 10 U Nocne nepepaboTku
unu obe3BpeXxnuBaHus.

B rpache 8 ykasbiBatoT cnoco6 nepepabotkn unm o6e3BpexxueaHus.

B rpadhe 9 npuBoaAT HOMEpP CTaauu U/mnu onepaumm TEXHONOIMYECKOro NpoLiecca, Ha KOTOPON NPOon3-
BoAUTCA nepepaboTka unu obesspexusaHme oTxoaa.

5.10.2 B pasgene cneayet NpUBOAUTL MOMOXEHUS OpraHu3aumm no nepepabotke u oGe3spexunBaHuio
0TX0A0B NPOU3BOACTBA C y4eTOM TpeGoBaHuii [4].

5.10.3 B Tom cny4ae, korga otxoabl AnA nepepaboTku nepeaalotr B CreLuanvM3upoBaHHYIO opraHu3a-
uMio, HeobXx0aMMO yka3saTb NONHOE HaMMEHOBAHME OpraHu3auMu, nopsiAok cbopa u nepeaaqu OTXOAO0B HA
nepepaboTKy W IopuanYeckne OCHOBaHUS ANsi NPOBEAEHUs AaHHbIX paboT.
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Tabnuya 7 — lNepeyeHb U xapakTepucTuka nepepabdaTbiBaeMblX OTXOL0B

XapakTepucTuka oTxoaa

KonuyecTeo
Homep cTaguun/onepaymm
Homep cTaguu/onepavn oTxoaa CoaepkaHue LieHHbIX
ArperaTHoe TexHonorn4yeckoro
HavmeHoBaHue TEXHONOrMYeCcKoro (B nepepacueTe HauMeHoBaHUe BELLECTB B OTX0A€ Cnoco6 HPOLIECCA. Ha KOTOPOIL
oTxoaa npoLecca, Ha KoTopOoif Ha NPOK3BOACTBO cocToAHNe, BeLLeCTs, (% no mMacce unu no obsemy) | nepepaGoTku F|3|eue aéaTblsaeTEﬂ
obpasyeTca 0TX04 OfHOTO U3enus/ NNoTHOCT, noanexaLLux pep
kr/m3, unm ya. 5 oTX04
napTum) ’ nepepaboTke .
o6bem, M/kr pep Zo o6pa nocne
B0TKM o6paboTku
1 2 3 4 5 6 7 8 9
Tabnuya 8 —lepedeHb U xapakTepucTuka 0b6e3BpexmnBaeMbIX OTXOL0B
XapakTepucTuka oTxoaa
Konuuectso
Homep cTaguu/onepaymu oTXoAa CogepxaHue BpeaHbIX Homep ctaguun/onepaymm
ArperaTHoe HaumeHoBaHWe Cnoco6
HavmeHoBaHue TEXHOMOrM4eCKoro (B nepepacyete BELLECTB B OTXOAE TEXHOMNOTNYECKOro
“ COCTOSHWE; BeLecTs 0 obesBpexu- ”
oTxoaa npoLecca, Ha KOTOpoi Ha NpousBoACTBO , ’ (% no macce nnm no o6emy) rnpolecca, Ha KoTopoi
NNoTHOCTb noanexatymx BaHUA
o6pasyeTcA oTX04 ofHoro usaenus/ 3 ) o6e3BpexnBaeTCs 0TXOA
napTin) Kr/M°, unn ya. obesBpexuBa-
06beM, MO/Kr HUIO Ao obpa- nocne
BoTKM obpaboTku
1 2 3 4 5 6 7 8 9

2055 d 100
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5.11 KoHTponb npoussoacTea

5.11.1 B pasgene OomkHbl ObiTb NpMBeAEHbl CBeeHus 000 BCex BUAAX BHYTPUMNPOU3BOACTBEHHOIO
KOHTPONS B TEXHOMOMMYECKON NOCNeA0BaTeNnbLHOCTU npon3eoacTea MU ¢ ykasaHueMm npuMeHsieMbiX CpeacTs
U3MEPEHUN, KOHTPONMUPYEMbIX NApPaMETPOB U AONYyCKAEMbIX NPeAenoB UX OTKMOHeHus. Pasgen pekomeHao-

BaHO 0hOPMMATL B BUAE Tabnuupl (Tabnuua 9).

Tabnuya 9 —epeveHb BaXXHENLLNX KOHTPOMbHbLIX TOMEK MPON3BOLCTBa

HavmeHoBaHne Kto nponssoanT
M HavmeHoBaHue PernameHTupo-
cTaawit, MecTa o KOHTpOsb U B
MaMepeHNs HanmeHoBaHne KOHTPONMpyemoro BaHHbI HOpMa- MeTog v cpeacTBo KaKoM AOKyMeHTe
06beKTa KOHTpOnA napameTpa, eanHu- TUB (3HayeHne KOHTpons Ky
napameTpoB U Lol M3MepeHMii napameTpa) perucTpupytot
otbopa npo6 peayneraThbl
1 2 3 4 5 6

B rpadhe 1 npuBoaAT HOMEpP CTaauu U/Mnu onepaummu TEXHONOrMYECKoro nNpoLecca, Ha KoTopoin NPouc-
XOAWUT KOHTPOMNb napameTpa unm otéop npob.

B rpadche 2 npuBOAAT HaMMeHOBaHUe 0ObeKkTa (Matepuan, KOMNMNEKTyloLee, AeTanb U T. 4.), KOTOpPbIN
NoOANEXUT KOHTPOSIO.

B rpache 3 ykasbiBaloT napameTp, NoAnexaluuii KOHTPOIIO, COrnacHO CONPOBOAMTENBHOW /UMK HOpMa-
TUBHOW AOKYMEHTaLUMU ANA MatepuarnosB U KOMMMEKTYIOWMX U COMMacHO KOHCTPYKTOPCKOW, MPorpaMmMHON W
TEXHOMNOTMYECKON AOKYMEHTaLUUW ANnA AeTane, COOPOYHbIX eAUHUL MNKU BELLECTB, NonyvaemMblX Npu npons-
Boactee MW.

B rpadbe 4 npuBOAAT 3HAYEHUE KOHTPOSIMPYEMOro napameTpa C ykasaHuem eauHuL U3MEepeHus u [o-
NYCTUMOW MOrPELLHOCTH.

B rpacbe 5 npuBOAST METOAbI U CPEACTBA KOHTPONSA COMNacHO CONPOBOAMTENbHOW M/UNWM HOPMAaTUBHOW
JOKYMEHTauuu AN MaTepuanos U KOMNMEKTYIOLWMX U COrNacHO KOHCTPYKTOPCKOW, NPOrpaMMHON U TEXHOSOMM-
Yeckol AOKYMEeHTaUMmM ansa aetanei, CGopoqHbIX EAUHUL UMK BELLECTB, Nony4YaemMbix npu nponssoactse M.

B rpacdbe 6 npueoaAT uHpopmaLmio 0 NOPAAKE NPOBEAEHUA KOHTPONS.

5.11.2 Mpwu pa3paboTke pasaena cneayet yuntoiaTe TpebosaHua MOCT ISO 13485.

5.12 Be3onacHas akcnnyarauua nPpousBoACTBa

5.12.1 B pasgene AoOmkHbl ObiTe NpuBEAeHbl cBeAeHUs 060 BCEX BO3MOXKHbIX ONACHOCTAX NPU NPOU3-
Boactee MW, B ToM Yyucne:

- XapaKkTepucTMKa onacHOCTeil Npou3BOACTBa;

- BO3MOXHbIE HENONAAKU U aBapuiHbie CUTYaLuK, cnocobbl UX NpeaynpeXaeHna n nokanusauuu;

- BpeZHble NOCNeACTBUSA, KOTOPbIE MOTYT HACTYNUTL B Pe3ynbTate BO3HUKHOBEHMUS ONACHLIX CUTYauui;

- 3aLMTa TEXHONOrMYECKMX NPOLECCOB U 060pyAOBaHUSA OT aBapuit U NPOM3BOACTBEHHOrO NepcoHana
OT TPAaBMUPOBAHUS;

- mepbl 6e30MacHOCTH, KOTOPbIE cneayeT cobnioaarb Npu SKCNyarauum NpoM3BOACTBa;

- Mepbl, KOTOPbIE A0MKHbI ObITb NPUHATHLI B CIlyYae BO3HUKHOBEHUSI ONACHOW CUTYauun, HanpasneHHbIe
Ha npeaoTBpaLeHne N MUHUMMU3ALUIO BPEAHbIX NOCNEACTBUN.

5.12.2 B pa3sgene AomkHbl ObITh yYTEHbI BCE NMONOXeHUs 6e3onacHol aKkcnyarauum NnpoM3BoacTBa co-
rnacHo TpeGosanusm [5], FOCT P 51898.

5.12.3 Pasgen gomkeH coOTBETCTBOBaTL TpeboBaHusam MOCT 3.1120, MOCT 12.3.002.

5.12.4 B 4actu knaccudukauum onacHblX BELUECTB COAEpXaHWe pasfena [AOIMKHO COOTBETCTBOBATb
Tpebosanuam MOCT 12.1.007.

5.12.5 B 4actu noxapHoi 6e30nacHOCTU coaepkaHue pasgena AOfDkHO COOTBETCTBOBaTb TpebGosaHu-
am MOCT P 12.3.047, FTOCT 12.1.004, TOCT 12.1.044.

5.12.6 B 4actu 6e30nacHOCTM NPU HANMYUK BPEAHbLIX KOMMOHEHTOB B BO3Ayxe pabo4eri 30HbI Npu Npo-
BEAEHUMN TEXHONOrMYECKUX onepauuin (HanpuMep, naika onoBSHHO-CBUHLIOBLIM NMPUMNOEM) coaepXaHue pas-
Jena [o/mkHO COOTBETCTBOBAaTL TpeboBaHuam MOCT 12.1.005, FTOCT 12.4.021.

5.12.7 B vacTtu anektpo6e30nacHOCTU coaepXaHue pasaena AOMKHO COOTBETCTBOBATL TpeGoBaHMAM
MOCT P 12.1.019.

5.12.8 lMpu onucanum cpeacTs 3almTbl HeobxoaumMo pykoBoacTeoBaTbe FOCT 12.4.011.
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5.12.9 UpeHTudumkaumio onacHocTen, casaHHbiX ¢ MU, onpeaeneHne U oLeHMBaHUE CONYTCTBYOLUMX
PUCKOB CneayeT BbIMONHATbL B COOTBETCTBUM € TpebosaHuamu MOCT ISO 14971,

5.13 OxpaHa okpyxarouen cpeabl

5.13.1 B pasgene AomkHbl ObITb NPUBEAEHbI CBeAEHUA 000 BCeX BO3MOXHBIX BLIOpOCAX B OKpYXalo-
LyI0 Cpeay: NbinerazoobpasHbIX, XUAKUX, TBEPAbIX. YKa3biBalOT MX HAMMEHOBaHUE, UCTOYHUK BbiGpoca, Ko-
NUYECTBO C AONYCTUMbIMU OTKITOHEHUSIMU, NEPUOAUHHOCTb, NPOIOIDKMTENBHOCTD, a TAKXKE, N0 BO3MOXHOCTH,
XUMUYECKnit coctas n usnueckue nokasarenun (MOCT 17.2.3.02, TOCT P UCO 14041).

5.13.2 Takke B pasgene ykasbiBaloT, YTO cuctema BeHTunsiumMm n ounctkn Bosgyxa (FOCT 12.4.021)
rapaHTUpyeT 3awuTy OT BbIOPOCOB UH(EKLMOHHOIO MaTepuana u BpeHbIX BELECTB B OKPYXaIoLWyo cpeay
(rOCT 12.1.005).

5.13.3 B pa3saene npu Heobx0AUMOCTU A0SKHbI ObITb OTPaXKEHbI MepbI, 06ecneunBalowme HaaeXxHoCTb
OXpaHbl BOAHbIX PECYPCOB M BO3AYLUHOrO 6acceiHa B Criy4ae BO3HMKHOBEHUSA aBapUIiHBIX CUTYaLMIA Ha npea-
NpUATUAX, CBA3AHHbIX C npoussoacTeom M.

5.14 MNepevyeHb NPOU3BOACTBEHHbLIX UHCTPYKLUUN

5.14.1 B pasgene gomkeH ObiTb NpUBEAEH NOMHLIN NEPEeYEHb NPOU3BOACTBEHHBIX UHCTPYKLUUI, COOMIO-
JeHune KoTopblx Heobxoaumo npu npoussoactee MU, B Tom uncne:

- TEXHONOrMYecKne UHCTPYKLUMKU K NPOLEeCCy U3roTOBNEeHUs U3Aenus;

- MIHCTPYKUMKN NO paboTe C NPoMbILLNEeHHbLIM 060pYAOBaHUEM, 3a4€CTBOBAHHLIM B NPOM3BOACTBE U3-
aenus, B TOM Yucne no Hamnagke, HacTpomnke, acnektaMm 6e30nacHOCTH, TEXHUHECKOMY O0BCNY>XUBAHUIO U NO-
psAAKy NpOBEAEHUS1 PEMOHTA;

- MHCTPYKLMK NO 3nekTpo6e3onacHoCTH;

- MIHCTPYKLMK NO NOXKapo6e30nacHoCTH;

- NpoYMe UHCTPYKLMKU NO OXpaHe Tpyaa;

- NPOU3BOACTBEHHBIE UHCTPYKLUW, OTHOCALLMECA K JIOKYMEHTAM CUCTEMbI MEHEAXKMEHTA KayecTBa (Ha-
npumMep, UHCTPYKLUUU ANS MOHUTOPUHIA U KOHTPONA NPOU3BOACTBEHHOW CpeAbl, UHCTPYKLUN NO COXPaHEHUIO
COOTBETCTBUA M3ZENus YCTAaHOBMEHHbIM TpeboBaHUAM NpPU OCYLLECTBIEHUN TEXHONOTN4YEeCKUX NpoLEeCccoB
BHYTPW OpraHusauuy U JOCTaBKe U3AENUA K MECTY Ha3HA4YeHUA, UHCTPYKLUM NO YNpaBreHUI0 Npoaykumen
C OrpaHWYEeHHbIM CPOKOM XpPaHeHUs Unu Npoaykumen, Tpedyiowen cneumanbHbIX YCHOBUMA XPaHEHUs U Np.).

Takke MOryT ObITb NpKUBEAEHbI HEOOX0AUMbIE AOIMKHOCTHLIE UHCTPYKLIMK.

5.14.2 TMepedeHb TEXHOMOTMYECKMX MHCTPYKLUIA U MHCTPYKLMIA NO TexHuKe 6e30nacHOCTU AOIDKEH COOT-
BETCTBOBATHL KOMMMEKTY TEXHONOINMYECKON JoKymeHTaumm Ha MIA.

5.15 NHdopmaunoHHbIe MaTepuarnbl

5.15.1 B pasgen BKOYAOT CMPaBOYHbI MaTepuan, XapakTepuayloLmii 060CHOBAaHHOCTb METOL0B U
TEXHOMOTUYECKNX PELLEHUIA, CChINKM HA HAY4YHbIE OTYETbI U NTIMTEPATYPHbIE UCTOYHWKHN, TAe COAepXaTcs AaH-
Hbl€, KOTOPbIE ObINMM UM MOryT ObITb MCNONBL30BAHbLI MPW MOAEPHU3ALMM U paCLUMPEHUM NMPOU3BOACTBA, a
TaKKe Npu NPOEKTUPOBAHUN U ONPEAENEHNU TEXHUYECKOTO YPOBHA npoussoacTea u M.

5.15.2 B pasgene npuBoaaT:

- cBefeHus o paspaborymkax MU ¢ ykasaHuem Jatbl NOCTAHOBKM U3LENWUS HA NPOU3BOACTBO;

- UCTOYHUKU, COAEPXKALLUME CBEAEHUS O BPEAHOCTU MPUMEHSIEMbIX B MPOU3BOACTBE BELLECTB U Mepax
NPEaOCTOPOXKHOCTM NMpU paboTe C HUMU;

- CBEJIEHMA O NATEHTHOW YMCTOTE NPOAYKLUY;

- ceefeHua 06 ananorax MM u ux TexHUYECKUX XapaKkTepucTukax;

- NepeYEeHb NUTEPATYPHLIX UCTOYHMKOB U OTYETOB O HAYYHO-UCCNEn0BAaTENbCKUX, OMbITHO-KOHCTPYKTOP-
CKMX W NPOEKTHbIX paboTax, Ha KOTOPbIE cAenaHbl CChinkn B TekcTe MPI, Ans pykonucen ykablBaloT MecTa
UX XpaHeHus.

6 OdhopmrieHne NPOMbILLSIEHHOrO perfiaMmeHTa NpPou3BoAcCTBa

6.1 MNPl pekomeHa0BaHO 0POPMNATL B COOTBETCTBUM ¢ TpeboaHuamu MOCT 2.105 Ha dpopmax 5 u 5a
MOCT 3.1105 (npunoxexue bB).

6.2 Matepuan, gononusowmin Tekct MNP, noMeLaT B NPUNOXeHUsX. MpunoXXeHussMm mMoryT ObiTh,
HanpuMep, rpaduyeckue marepuans (MOAPOOHbLIE TEXHONOMMYECKME CXeMbl, NITAHUPOBKU NOMELLEHUIA U T. 1),
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Tabnuupl 6onbloro copmara, pacyeTbl, ONMCaHWUA annapaTypel, NpUOOpoB, METOAMUK, CneluanbHbIX onepa-
LMOHHbIX Npoueayp, cneuudmkawuin u np.

6.3 lMepsbiM nucTom MNPl ABNAETCA TUTYNLHBIA NUCT, KOTOPLIN OPOPMIAIOT B COOTBETCTBUM C 00pa3s-
LOM, NPeACTaBMEHHbIM B NPUMOXEHUU A,

Moanucu pykoBoauTenen NPOEKTHbIX OpraHM3auuii Ha TUTYNbHbIX Nuctax MNP pasmewatoT TonbLKo Npu
y4acTum NPOEKTHON OpraHm3auun B paspaboTke AaHHOrO MPOM3BOACTBA (NMPU CO34aHWUM HOBOIO UMM PEKOH-
CTPYKLMU CYLLECTBYIOLLETO NPOU3BOACTBA).

6.4 PekomeHnayeTtcs, 4tobbl 0603Ha4eHue MNPl cocTosno:

- n3 koga «P»;

- Kogda rpynnbl NPOAYKUMKM NO KraccudukaTopy NpoAYyKLUUK;

- TPEXPa3PAAHOro PErucTpaLmMoHHOro Homepa, npuceanBaemoro paspabdorynkom MPM,

- Koga npeanpusaTus, sbinyckatowero MU;

- roAa yTBepKAEHUs1 AOKYMEHTA.

lNMpumep — «l1P-9441-001-12345678-2016»

6.5 MocneaHuit nuct MNP noanuceIBaOT OCHOBHLIE pa3paboTymMKu JOKYMEHTA C yKasaHueM HauMeHo-
BaHWA nogpasaeneHusi Npeanpuatua (opraHm3aguu) u 3aHMMaemMon JOMKHOCTHU,
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Mpunoxexue A
(cnpaBouHoe)

OdopmIrieHUe TUTYNBLHOIO NIMCTa NPOMBIWSIEHHOTO perflaMeHTa NPoU3BoACTBA

YTBEPKIAIO

PykoBogutens

(AOIKHOCTB) (HaumeHoBaHne

opraHusaLuu-paspaboTynka)

(noanucb) (MHMUMansl, daMunua)

(naTa)
MPOMbILLUNEHHBLIA PEMMAMEHT NMPOU3BOACTBA
(HaumeHoBaHVe 1 0603HaYeHe MEAULIMHCKOrO U3aenus)
(0603HaueHe NPOMBILLNEHHOTO pernamMeHTa NPoU3BOACTBa)
COITIACOBAHO COITIACOBAHO
(AOMKHOCTB) (HaumeHoBaHue (AONMXHOCTB) (HaumeHoBaHue
opraHusauuu) opraHusaLmu)
(noamuce) (MHMUWans!, haMunus) (noanuck) (MHUUWanbl, daMunmns)
(para) (naTa)
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(1]
(2]

(3]

(4]

(5]

Cl60.13330.2012
CI130.13330.2012

MocTaHoBneHue MNpaBuTenbCTBa
P® o1 3 uioHs 2013 . Ne 469

CanllnH 2.1.7.1322-03

P 09-251-98

Bubnuorpadusa

OTonnexune, BEHTUAALMA U KOHANLMOHWPOBaHWE BO3Ayxa. AKTyanusupoBaHHas
pegakuus CHull 41-01-2003

BHyTpeHHWI1 BOJONpoBO/ U KaHanusauus saaHuin. AKTyanusnpoBaHHas pegak-
uua CHwulM 2.04.01-85*

06 yTBEPXAEHNN [MonoxeHus o JIMUEeH3NpoBaHUKN aeATenbHOCTU NO NPOU3BOA-
CTBY U TEXHUYECKOMY O6CJ'Iy)KI/IBaHIMO (38 UCKIKOYeHUeM crnyvasn, ecnm TexXHU-
Yyeckoe O6CJ'Iy)KVIBaHI/Ie ocyllecTBnAeTca gna obecnevyeHnsa co6CTBEHHbIX HY>XA,
ropuaundeckoro nuua unu nHaAnBnMAyanbHOro npe,qanHmmaTenﬂ) Me,qVILWIHCKOVI
TEXHUKU

['MrneHun4veckne Tp66OBaHVIF| K pasMeLleHno n o6e3|3pe>|<v|BaHmo 0TX0A40B Npo-
n3BoAcTBa un n0Tpe6neHv|;|

MonoxeHue o Nopsifke pa3paboTk1 U cofepxaHun pasaena «besonacHas akc-
nnyaTtauus Npou3BOACTB» TEXHONMOrMYECKOro perfiaMeHTa

YK 338.32:658.562

OKC 11.040.01

KnioueBble CnoBa: NPOMbILLMEHHBIA PErfiaMeHT MPOU3BOACTBA, MEAULMHCKOE WU3aenue, TEXHONOrU4ecKun
NPOLIECC, NPOVU3BOACTBO MEANLIMHCKUX 34 enui

B3 7—2017/107

Pepaktop A.B. Xpycmanes

TexHudeckuit pegaktop B.H. [Ipycakoea
Koppektop O.B. flazapesa
KomnbloTepHas BepcTka J1.A. Kpyzosoll

CaaHo B HaGop 14.06.2017. MNoanucaHo B nevaTtb 20.06.2017.  dopmat 60x841/8. FapHutypa Apman.
Yen. neu. n. 2,32. Yu.-u3a. n. 2,12. Tupax 27 aK3. 3ak. 987.
MOAroTOBNEHO Ha OCHOBE ANEKTPOHHOW BepcuM, NpeocTaBneHHol paspaboTunkom cTaHaapTa

WspaHo u otneyaraHo Bo ®I'YMN « CTAHOAPTUH®OPM», 123995 Mocksa, paHaTHbil nep., 4.
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