- W/ HagexHas npaBoBas NogaepHKa

[locTaHoBNeHue [NpaButenbcTea PP oT
03.06.2013 N 469
"O6 yTBepxaeHuun MNMonoxxeHns o

NINLIEH3MPOBAHUN AeATEeNbHOCTM MO

NPOM3BOACTBY N TEXHNUYECKOMY 0b6CNTY>XMBAHUIO
(3a UCKNIOYEHUEM ClyYast, eCN TEXHUYECKOoe

obcnyXxmuBaHue ocyLecTBNsSeTca ans
obecneyeHnst COBCTBEHHbIX HY>XXA IOPUANYECKOrO
inua Ny MHAMBUAYanbHOro nNpeanpuHUMaTens)

MEeANLMHCKON TEXHUKN"

[okymeHT npepoctasneH KoHcynbTaHTINAKOC

www.consultant.ru

[ata coxpaHeHnus: 17.06.2017


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHosneHue Mpasutensctea PO ot 03.06.2013 N 469

"O6 yTBepxaeHun MonoxeHnst 0 NMMUEH3MPOBAHUM AESTENBHOCTH [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
Nno NPOU3BOACT... [ata coxpaHeHus: 17.06.2017

NPABUTENbLCTBO POCCUACKON ®EAEPALIA

NMOCTAHOBJIEHUE
ot 3 uoHsa 2013 r. N 469

OB YTBEPXXOEHWN NONOXEHUA
O JIMUEH3UPOBAHUU OEATENBHOCTU NO NPOU3BOACTBY
N TEXHUYECKOMY OBCNY>XUBAHMUIO (3A NCKIMIOYEHUEM CIYYAA,
ECJIN TEXHUWYECKOE OBCITYXUBAHUE OCYLLECTBNAETCA
AnA OBECNEYEHUA COBCTBEHHbIX HYXXA FOPUOAUYECKOIO JIMLA
WU UHOUBUAYANBHOIO NPEANPUHUMATENS) MEOULIMHCKOW TEXHUKU

B cootBetctBUM C PepepanbHbiM  3akoHOM "O  NMUEH3UPOBaHUW OTOENbHbIX BUMAOB  AeATeNbHOCTH"
MpaButenbcTBo Poccuickon degeparmm noctaHOBNSAET:

1. YTBepanTe npunaraemoe onoxeHve o NMUEH3NPOBaHMUN OEATENBHOCTU MO MPOU3BOACTBY U TEXHUYECKOMY
obcnyxmMBaHMO (3a UCKIMIOYEHUEM Crlyvasi, eCnv TeXHUYECKoe OOCNnyXMBaHWE OcCyllecTBnsaeTcs Aans obecnedeHus
COBCTBEHHbIX HYXX[ HOPUAMYECKOTrO NnLa U MHANBUAYANbHOIO NPeAnpuHUMAaTENS) MEOULNHCKON TEXHUKM,

2. MpusHaTb yTpaTUBLLUMMMK CUIY:

noctaHoBrnenne [MpaButenbctBa Poccuiickon depepaumm ot 22 guBapsa 2007 r. N 32 "O6 yTBepxaeHuu
MonoXxeHns 0 NULEH3UPOBAHNM TEXHNYECKOTO 0BCNY>XMBaHUSA MEANLIMHCKON TEXHUKM (32 WCKIIOYEHNEM Crydasi, ecriu
yKasaHHasd [eATEenbHOCTb OcyllecTBnsieTcd Ans obecnevyeHnsi COOCTBEHHbIX HyXO HOPUMAOMYECKOrO nuua  wunm
nHamnsugyansHoro npegnpuHnmarens)" (CobpaHune 3akoHogaTtenbcTBa Poccuickon ®egepauun, 2007, N 5, cT. 658);

noctaHosneHune [MpasutensctBa Poccurickon ®epepaumm ot 22 guBapsa 2007 r. N 33 "O6 yTBepxaeHuu
MonoXeHnsi O NUUEH3MPOBaHUM NPOU3BOACTBa MeauuuMHCcKon TexHukn" (CobpaHue 3akoHopaTenbcTBa Poccuiickon
®epnepaumm, 2007, N 5, cT. 659);

NYyHKTbl 4 U 5 U3MEHEHUN, KOTopble BHOCATCA B akTbl [paBuTenbctBa Poccunckon depepaunn, yTBEPXKAEHHbIX
noctaHoBneHmeM lNpaBuTtenscta Poccuiickon ®enepauum ot 2 ceHTsaops 2009 r. N 718 "O6 nsmeHeHMn u nNpusHaHuu
yTpaTMBLUMMK cury HekoTopbix akToB [lpaButenbctBa Poccuiickon ®Pepepauun” (CobpaHne 3akoHogaTenbCcTBa
Poccuiickon ®epepauun, 2009, N 37, cT. 4415);

NyHKTbl 34 1 35 n3MeHeHun, KoTopble BHOCATCA B nocTtaHoBneHus MNpasutensctBa Poccuiickon depepaumm no
BOMpOCaM rocyapCTBEHHOW MOLLUMVHbI, YTBEPXAEHHbLIX NocTaHoBNeHneMm lMpasuTtensctBa Poccuiickon ®epepaumm ot
24 ceHTabps 2010 r. N 749 (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®eagepaunn, 2010, N 40, cT. 5076);

NyHKTbI 69 1 70 n3MeHeHUN, KOTopble BHOCATCSA B akTbl [MpaButensctBa Poccuiickon Pepepauum no Bonpocam
gestenbHocT MwuHucTepcTBa 3gpaBooxpaHeHuss Poccuiickon ®depepaunn, YTBEPXKAEHHbIX MNOCTAHOBEHMEM
MpaButensctBa Poccuiickon depepaumm ot 4 ceHTabps 2012 r. N 882 (CobpaHune 3akoHopatenbctBa Poccuiickon
®epnepaumm, 2012, N 37, ct. 5002).

Mpencenatens MNpaButenbcTBa
Poccuiickon depepaumm
O0.MEOBEJEB

YTBEPXKOEHO

noctaHoBreHnem MNpaButenscTea
Poccuiickon depepatmm

oT 3 uioHa 2013 r. N 469

NOJNIOXXEHUE
O JIMUEH3NPOBAHUN OEATENBHOCTU NO NPON3BOACTBY
N TEXHUYECKOMY OBCINYXKMBAHUIO (3A NCKITKOYEHUEM CJTYYAA,
ECIIN TEXHUYECKOE OBCIY>XUBAHUE OCYLLECTBINAETCA
OnA OBECMNEYEHUA COBCTBEHHBLIX HY>KA KOPUONYECKOTI O JIMLIA
UNU UHAUBUAOYANBHOIO NPEANPUHUMATENS) MEOULIMHCKOW TEXHUKU

1. Hactosiwee [lonoxeHue onpeaensieT MNOPSAOK FMUEH3MPOBaAHUS [OeATeNbHOCTU MO MPOU3BOACTBY MU
TeXHUYEeCKOMy OBCNy>XMBaHUIO (3a WCKMOYEHMEM Cryyasi, ecnu TexHudeckoe obcnyXuBaHWe ocyliecTBrsieTcs ans
obecneyeHnsi COOCTBEHHBLIX HYXA, OPUONYECKOrO Nuua WM WHOMBUOYANbHOIO MpeanpuHUMaTens) MeLuUUHCKON
TEXHUKMU,
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2. B uenax Hactosiwero lNonoxeHns NoHATUE "MeaMUMHCKasi TexHuMKa" o3HavyaeT MeOuUMHCKUE W3genus,
npeactaBnsoLmne cobon NHCTPYMEHThI, annapatsl, Npubopbl, 060pyAoBaHNe, NMPUMEHSAEMblE B MEOULMHCKUX Lensix
OTAENbHO MMM B COMETaHWW, a Takke BMecTe C APYrMMU MPUHAAMNEXHOCTAMU, HEOOXOAMMBLIMU AN MNPUMEHEHUS
yKasaHHbIX M3Oenuii Mo HasHa4yeHuto, BKIloYas creumnarnibHoe nporpamMmHoe obecnedeHne, U npegHasHavyeHHble
npoussoguTeneMm Anst NpodUNakTUKK, OWArHOCTUKKU, JleYeHus U MeOMUMHCKOM peabunutauumn 3aboneBaHun,
MOHWUTOPUHIA COCTOSIHUS OpraHuMama 4enoBeka, MNpOBEAEHUS MEOMLMHCKMX UWCCedoBaHMW, BOCCTAHOBIEHWS,
3aMeLLEeHNs], UBMEHEHUSA aHAaTOMMYECKON CTPYKTYpPbl UNn hranonormiyecknx gyHKUUN opraHnsma, npeaoTBpalleHus
Unn  npepbiBaHUS  GepeMeHHOCTW,  (YHKUMOHaNbHOE  HasHayeHWe KOTOpbIX  He  peanu3yeTca  nyTem
(hapMaKkonorm4eckoro, WUMMYHOSTOTMYECKOTO, TEeHETMYECKOro WNM MeTabonmMyeckoro BO3OEWCTBUS HA  OpraHusm
YyerioBeka.

3. B cocTtaB feaTenbHOCTM No NPOU3BOACTBY M TEXHUYECKOMY OBOCNY>XMBaHUIO (3a WCKIOYEHMEM criyyas, ecnv
TexXHu4eckoe obCrnyxuBaHMe ocyLlecTBNsAeTca Ans obecnedeHusi COOCTBEHHbIX HYXO HOPUAMYECKOrO nvua Wnu
WHOMBUAOYANbHOIO NPEeAnpUHMMATENs) MEeOULMHCKOM TEeXHUKM (Janee - [OedATenbHOCTb MO  MPOWM3BOACTBY MU
TEXHUYECKOMY OOCNY>XMBAHNIO MEOULNHCKOWN TEXHUKN) BXOAAT paboTbl (YCnyru) no NepeyHio CorracHo NpUIoXKeHuto.

4. NuueH3npoBaHne OeATENbHOCTM MO NPOU3BOACTBY U TEXHMYECKOMY OOCHYXMBAHMIO MEAMLMHCKOM TEeXHUKM
ocywecTensetca PenepanbHon crnyxbor Nno Hag3opy B cdhepe 30paBoOXpaHeHus (ganee - MMUEH3NPYIOLLIMI OpraH).

5. JINLEH3NOHHbIMM TpPeboBaHMAMU MpPU OCYLLECTBIEHUM LEATENbHOCTM MO MPOU3BOACTBY M TEXHUYECKOMY
06CnyXMBaHWIO MEONLIMHCKON TEXHUKM SBMSIOTCS:

a) Ansi comckaTtens nMUeH3nu:

HanMumMe NpuHagnexallmMx CoOMCKaTento MUEH3MN Ha NpaBe COOCTBEHHOCTU UM HA MHOM 3aKOHHOM OCHOBaHUM
MoMeLLeHni, 30aHWIn, COOPY)XEHUI MO MEeCTYy OCYLLECTBMEHUS NULEH3MpYyeMoro Buaa OesTEeNbHOCTU, TeXHUYEeCKUX
cpencte M 06opynoBaHUsl, HEOOXOAMMBIX OIS OCYLLECTBIEHUS OeATEeNbHOCTU MO NPOM3BOACTBY U TEXHUYECKOMY
o6CnyXMBaHWUIO MEOULIMHCKON TEXHUKW;

HanMune npuHagnexalimMx COMCKaTeN NMUEH3MN Ha NpaBe COOCTBEHHOCTU UM HA MHOM 3aKOHHOM OCHOBaHUM
CpeactB W3MEPEHUN, NPEOYCMOTPEHHbIX HOPMATUBHOW, TEXHWYECKOW LOKyMEeHTauuewn npoussogutenss u
COOTBETCTBYIOLINX TpeboBaHMAM K WX noBepke W (unv) KanmbpoBKe, NpegyCMOTPEeHHbIM cTaTbsimm 13 u 18
depepanbHoro 3akoHa "O6 obGecnevyeHMn eaMHCTBA M3MEPEHNA", HEODXOANMbIX 451 OCYLLECTBMEHUS AEATENbHOCTM MO
NPOM3BOACTBY Y TEXHUYECKOMY OBCNY>KMBaHNIO MEAULMHCKOM TEXHUKN;

HanmMumMe y couckaTtens fUUeH3NWM, UMEILLEro HamepeHue OCYLLECTBMSATb AesATENbHOCTb MO NPOU3BOACTBY
MEOULMHCKON TEXHUKM:

peructpaumm mMeguumHckux usgenun B Poccunckon ®efepauun, koTopble couckatenb JIMUEH3MU HaMepeH
Npon3BOAMTb (32 UCKIMIOYEHNEM Cry4asl, eCnN MeAuUMHCKNE u3genus OyayT v3rotaBnmMBaTbCA MO MHOAUBMAYalbHbIM
3aKkaszaM MauMeHTOB MCKMYUTENBHO NSt JIMYHOrO UCMONb30BaHUSA), B COOTBETCTBUM C 4acTbto 4 cratbn 38
®epnepanbHoro 3akoHa "O6 ocHoBax oxpaHbl 340pOBbS rpaxaaH B Poccuiickon depgepaunmn’;

HOPMaTUBHOW, TEXHNUYECKOW LOKYMEHTaLUN, He0OXO0ANMOW 4N OCYLLECTBINEHNS EATENBHOCTU MO NPOU3BOACTBY
MEOULMNHCKON TEXHUKN;

pabOTHMKOB, 3aKMOYMBLLMX C COUCKATENEM NULIEH3NM TPYAOBbIE JOrOBOpPLI, OTBETCTBEHHbLIX 33 MPOW3BOACTBO U
KayeCcTBO MeAMLMHCKOW TEXHUKM, UMEILLMX BbICLLEE UNN cpedHee npodeccroHanbHoe (TexHW4yeckoe) obpasoBaHue,
CTax paboTbl MO cneunanbHOCTUM He MeHee 3 neT M obnagawwux LONOMHUTENbHLIM  NPOdeCcCUoHanbHbIM
obpaszoBaHMeM (NOBLILLEHNE KBanumrKaLnm He pexxe ogHOro pasa B 5 ner);

HanuMumMe y couckartens fUUEeH3VW, UMEIOLLEro HamMepeHUe OCYLLECTBMSATb [OeATEeNbHOCTb MO  TEXHUYECKOMY
06CnyXMBaHWIO MEOULIMHCKON TEXHUKM:

3KCnyaTauMoOHHOM AOKYMEHTaLMN NPoU3BoaUTENS MEOULIMHCKON TEXHUKM;

pabOTHMKOB, 3aKMOYMBLLUMX C COMCKaTenem nuUEH3NM TPyOoBble AOrOBOPbI, OCYLUECTBISIOWMX TEXHUYECKoe
obcnyxMBaHMe MeOMUMHCKOM TEeXHWKM, WMELWMX BbiCliee WM cpegHee NpodeccuMoHanbHoe —(TeXHU4Yeckoe)
obpasoBaHMe, cTax paboTbl MO crneyuanbHOCTM He MeHee 3 neT w  obnagawwmx  AOMNOMHUTENbHBLIM
npodeccuoHarnbHbIM 0b6pa3oBaHneM (NoOBbILLEHME KBanNndUKaLMm He pexxe O4HOro pasa B 5 ner);

6) Ans nuueHsmnara:

HanMuMe npvHagnexawmux nuueHsmaty Ha npaBe COOCTBEHHOCTM MMM Ha WMHOM 3aKOHHOM OCHOBaHMU
NMOMeLLEeHWI, 30aHWN, COOPYXEHUN MO MECTYy OCYLLECTBMEHUS NUUEH3MPYEMOro Buaa OEeSATEeNIbHOCTU, TEXHUYECKUX
cpencte M 06opynoBaHUs, HEOBXOAMMBIX OIS OCYLLECTBNEHUS OeATeNbHOCTU MO NPOM3BOACTBY WM TEXHUYECKOMY
o6CnyXMBaHUIO MEOULIMHCKON TEXHUKK;

HanuMumne npuHagnexalmx nuueH3naTy Ha npaBe COGCTBEHHOCTU MMM Ha WMHOM 3aKOHHOM OCHOBaHUW CPEACTB
N3MEPEHUA, NPeAyCMOTPEHHBIX HOPMAaTMBHOW, TEXHUYECKOW OOKYMEHTauueh Npou3BOAUTENS M COOTBETCTBYHOLLMX
TpeboBaHMAM K UX NMOBepKe U (unu) kanmbposke, NpeaycMOTpeHHbIM cTaTtbsamu 13 n 18 depepanbHoro 3akoHa "O6
obecrneyeHMn eavHCTBA WU3MEpPEeHUn", HeobOXOoOUMbIX [AMs OCYLUECTBIEHWS [OESATEeNbHOCTM MO NPOWU3BOACTBY MU
TEXHUYECKOMY 0BCNYKMBaHNIO MEAULMHCKOM TEXHUKN;

NP OCYLLECTBIEHNN LEeATENbHOCTM MO NPOU3BOACTBY MEOULMHCKON TEXHUKN:

NPOU3BOACTBO FMUEH3MATOM MEAULMHCKNX WU3OEenuin, 3aperMctpupoBaHHbiX B Poccuiickon ®Pegepauum B
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YCTaHOBMEHHOM  MOpSAaKe (3a WCKIIOYEHWEM Ccriyyasl, ecnv  MeOUUMHCKME U3Oenust U3roTaeBnmBalTca  no
WHAVBUAYanNbHbIM 3aKa3aM NauMeHTOB WCKIMIOYUTENbHO AMs FIMYHOIMO WCMONb30BaHMS), B COOTBETCTBMM C YacTbio 4
ctatbn 38 depepanbHoro 3akoHa "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon depepaummn’;

HanuMune y nuueHsmata HeobxoAMMOM AN OCYLLEeCTBIEeHUsI OeATernbHOCTM MO MPOM3BOACTBY MEOULMHCKOM
TEXHUKM CUCTEMbI NPON3BOACTBEHHOIO KOHTPOSS;

cobntogeHne TpeboBaHWIA HOPMATUBHOWN, TEXHUYECKOW AOKYMEHTaLMN Ha NPOM3BOAMMYI0 MEAMLMHCKYIO TEXHUKY;

HanMuMe Yy nuueH3naTta, OCYLLECTBAALWEro [AeATeNbHOCTb MO  MNPOU3BOACTBY MEAMLMHCKOM  TEXHUKM,
pabOTHUKOB, 3aKMIOYMBLLMX C HAM TPYOOBblE AOrOBOPbI, OTBETCTBEHHbIX 3a MPOU3BOACTBO M KayeCTBO MeOWLIMHCKOW
TEXHUKM, UMEKLIMX BbICLLEE WNN cpegHee npodyeccMoHanbHoe (TexHuveckoe) obpasoBaHue, CTax paboTbl Mo
crneunanbHOCTM He MeHee 3 neT 1 obnagatoLwmx 4ONONHUTENbHBIM NpodeccnoHansHbIM 0bpa3oBaHeM (MOBbIIEHUE
KBanudukaLmm He pexe ogHoro pasa B 5 ner);

NMpW OCYLLECTBINEHUMN OEATENbHOCTU MO TEXHWYECKOMY OOCINYXXMBaHUIO MEAMLMHCKOM TEXHUKU - cobniogeHue
TpeboBaHWi SKCNyaTaUuMOHHON OKYMEHTaLUN MPON3BOANTENS MEONLIMHCKOW TEXHUKM;

HanuMumMe y nuueHsmaTta, OCYLUECTBIISIOWEro AeATeNbHOCTb MO TEXHWYECKOMY OOCNYy>XUMBaHUIO MeLULUHCKON
TEXHUKW, PabOTHWUKOB, 3aKMOYMBLLUMX C HUM TPyAOBble AOroBOPbLI, OCYLLECTBASIOLWMX TEeXHU4Yeckoe obcnyxumBaHue
MEOVLMHCKON TEXHUKWU, UMEILLMX BbiCLLEE WUNWN cpefHee npodeccnoHanbHoe (TexHudeckoe) obpasoBaHue, cTax
paboTbl MO cneunanbHOCTM HE MeHee 3 neT 1M obnagalwmux OONONHUTENBHBIM NPodeccMoHanbHbiM 06pa3oBaHMeEM
(noBblLLeHNe KBanudukaLmm He pexe ogHOro pasa B 5 ner).

6. K rpybbIM HapyLLEHUAM OTHOCATCS HApyLLEHWs], NOBreKwne 3a cobon MOCNEACTBUS, YCTaHOBIEHHbIE YACTbiO
11 craten 19 ®depepanbHoro 3akoHa "O nNUUEH3MPOBAHUW OTAENbHbIX BWMAOB AeATEeNbHOCTU", crnegyloLlmx
NULIEH3MNOHHbIX TpeboBaHWIA:

NPV OCYLLECTBNEHUN OEeATENbHOCTM MO NPOU3BOACTBY MELMUMHCKON TEXHWMKWU - HEBLINOSIHEHUE ULIEH3NATOM
TpeboBaHWA M YCMNOBWUIA, NPedyCMOTPEHHbIX ab3auamu BTOpbIM - ceabMblM MOANYHKTA "6" nyHkTa 5 HacToswero
MNonoxeHus;

NPV OCYLLECTBIEHNN OEATENBbHOCTM MO TEXHUYECKOMY OOCNY>XUBAHUIO MEAMLMHCKON TEXHUKN - HEBbINOJSIHEHME
nuueHsMaTtoM TpeOOBaHUA U YCIOBWUWA, MPEAYCMOTPEHHbIX ab3auamu BTOPbIM, TPETbUM M OEBATbIM MognyHkTa "o6"
nyHkTa 5 HacTosiwero NonoxeHns.

7. Ons nonyyYeHus nNUUEH3UM Ha OCYLLECTBNEHUE LeATENbHOCTM MO MPOU3BOACTBY W TEXHUYECKOMY
06CnyXMBaHMIO MEONLMHCKOM TEXHWUKU COUCKaTenb JIMLEH3UW HanpaBnseT WM NPeAcTaBnsAeT B JNIUMLEH3UPYIOLLMIA
opraH 3asiBrieHue, K KOTOpPOMy MpunaralTcs AOKYMEHTbl (KOMMU OOKYMEHTOB), ykasaHHble B nMyHkTax 1 m 4 vactn 3
ctatbn 13 deagepanbHoro 3akoHa "O NUUEH3NPOBaAHUN OTAENbHbLIX BUOOB AEATENBLHOCTU", a TakkKe:

a) KoNMM JOKYMEHTOB, NOATBEPXKAAKLIMNX HAaNMUne y couckatens nvueH3nuM Ha npaeBe COOCTBEHHOCTM WM Ha
WHOM 3aKOHHOM OCHOBaHMW MOMELLEHWIN, 34aHUN, COOPYXEHWA MO MECTY OCYLLEeCTBIEHMS NULEH3NPyeMoro Buaa
OEeATeNbHOCTN, TEXHUYECKUX CPedcTB M ob6opyaoBaHMs, HeoOXOoOUMbIX AN  OCYLECTBMEHUs AeATenlbHOCTM No
NPOM3BOACTBY Y TEXHUYECKOMY OBCNY>XUBaHUIO MEANLMHCKOM TEXHUKN;

0) KONMM OOKYMEHTOB, NOATBEPXKAAKOLLUX HANNYME Y COUCKATENs NULEH3MM Ha MpaBe COOCTBEHHOCTW MMM Ha
WHOM 3aKOHHOM OCHOBaHWM CpeACTB M3MEpPEHWN, NPegyCMOTPEHHbIX HOPMaTUBHOW, TEXHUYECKOW [AOKyMeHTauuen
Npon3BOAMTENS, U COOTBETCTBME TPEOOBAHUAM K MX MOBEPKE 1 (MK) KanmbpoBKe, NpedyCMOTPEHHbIM CTaTbsiMu 13 1
18 depepanbHoro 3akoHa "O6 obecneyeHnn eanHCTBa U3MEPEHUI", HEOOXOOUMbIX ANS OCYLLECTBNEHUNS] AEATENbHOCTH
Mo NPOV3BOACTBY U TEXHUYECKOMY 0OCHYXMBAHMIO MEANLMHCKON TEXHUKM;

B) 4NS OCYLLECTBMNEHUS AeATENBHOCTM NO NPON3BOACTBY MEANLMHCKON TEXHUKM:

PEKBM3UTBI JOKYMEHTOB, MOATBEPXAAKWMNX pernctpaumio B Poccuickon depepauum MeOMLMHCKUX M3OEeNnn,
KOTOpble couckaTtesnb NMLUEH3UM HAaMEPEH NPOM3BOAUTD (32 UCKIIOYEHNEM Cry4as, eCnn MeauuMHCKNEe una3genus oyayt
N3roTaBnMBaTbCA MO UHAMBUAYANbHBIM 3aKa3aM NauMeHTOB UCKIMIOYNTENBHO AN JIMYHOIO MCMONb30BaHULA), Npu 3TOM
Takune PeKkBU3UTbI YKa3blBalOTCSA B 3asiBIEHNN;

KOMUWM HOPMaTUBHOM, TEXHUYECKON [OOKYMEHTAUMM Ha MEAMLMHCKYIO TEXHWUKY, KOTOPYK coucKkaTenb NMUEH3MK
HaMepeH Npou3BoauTb;

KONUW AOKYMEHTOB, MOATBEPXKOAIOLLMX HANM4YMe BbICLLETO WM CPedHEro npodgecCcuoHanbHOro (TEXHWYECKOro)
obpa3oBaHus, cTaxa paboTbl NO cheunanbHOCTM He MeHee 3 MeT U AOMOSMHUTENBHOIO NPOodEecCMOoHanbHOro
obpasoBaHMsa (MOBbIWEHNS KBanudumkauum He pexe Of4HOro pasa B 5 neTt) paboOTHMKOB coucKkaTens JvueH3uu,
3aKMOYMBLUMX C COMCKaTenemM JMUEH3MW TPpYAOBble [OrOBOpbl, OTBETCTBEHHbIX 3a MPOM3BOACTBO M KayecTBO
MEeOULMHCKON TEXHUKN;

r) 4ns1 OCYLLECTBNEHMS AESATENBHOCTM MO TEXHUYECKOMY 0OCIY)XMBAHMIO MEONLIMHCKOM TEXHWUKN KOTUN:

3KcnyaTauMoOHHOW LOKYMEHTaLMN MPON3BOANTENS Ha MEOULNHCKYO TEXHUKY;

OOKYMEHTOB, MOATBEPXKAANOLWIMX HanuuMe BbICLLIEr0 WM CpegHero  npodeccuMoHanbHOro  (TEXHUYECKOro)
obpa3oBaHus, cTaxa paboTbl MO cheunanbHOCTM He MeHee 3 NeT U AOMOMHUTENBHOIO NPOodEecCMOoHanbHOro
obpa3oBaHMs (MOBLILEHMS KBanMUKaLUM He pexe odHOoro pasa B 5 neT) paboTHMKOB couckaTens JuueH3nu,
3aKMOYMBLUMX C COMCKaTENeM INUULEH3UW TPYyLOOBble [OrOBOPLI, OCYLIECTBASIOWMNX TeXHMYeckoe obcnyxuBaHue
MEeOULIMHCKON TEXHUKM.
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8. B 3asBneHun o nepeodOpMIIEHUN JIULEH3UN Ha OCyLeCcTBNeHNne [AeATernbHOCTU MO MPOU3BOACTBY W
TEXHUYECKOMY OBCNY>KUBaHUIO MEANLIMHCKON TEXHVKU NULIEH3NAT yKa3blBaeT:

a) B cryyae OCyLLeCTBNEHM OEeSATeNbHOCTU MO MPOM3BOACTBY U TEXHWYECKOMY OBCHYXMBaHMIO MEeOULMHCKON
TEXHUKM NO afpecy MecTa ee OCyLLECTBIEHNS, He YKa3aHHOMY B NLIEH3NN:

HOBbIV agpec MecTa OCyLLEeCTBNEHUSA AeATENbHOCTY;

PEKBU3UTBI [JOKYMEHTOB, MOATBEPXKOAAOWMX NpaBo COBCTBEHHOCTM WM  MWHOE 3aKOHHOE OCHOBaHWe
NCNonb30BaHUA MOMELLEHUI, 30aHNA, COOPYXEHUA MO MECTY OCYLLECTBNEHUS NULEH3MPYEMOro Buaa OeATenbHOCTH,
TEXHUYECKNX CPEeACTB M 000pyaoBaHWsl, HEOOXOAMMbIX AN OCYLLECTBMEHUS OEeATEeNbHOCTU MO MpOM3BOACTBY MU
TEXHUYECKOMY ODCNY>XMBAHNIO MEOULNHCKON TEXHUKM;

PEKBU3UTbI OOKYMEHTOB, MOATBEPXAAOWMX nNpaBo COBCTBEHHOCTM WM  UMHOE 3aKOHHOE OCHOBaHWe
NCNonb30BaHUA CPeacTB U3MePEHUIA, NPeayCMOTPEHHBIX HOPMaTUBHOW, TEXHUYECKON JOKYMEHTaUnen npoussoanTens,
N COOTBETCTBUE TPEOOBAHUAM K UX MOBEPKE U (UNKn) kannbpoBke, NpeayCcMOTPEHHbIM cTaTbsiMu 13 n 18 deagepanbHoro
3akoHa "O6 obecnevyeHnn egmMHCTBa M3MepPeHMN", He0BXOAUMBIX ONSA OCYLLECTBNEHMS AEATENBHOCTU MO NPOU3BOACTBY
N TEXHUYECKOMY OBCITYXMBAHUIO MEONLIMHCKOW TEXHUKMW;

npv OCYLLECTBMNEHNN AEATENBHOCTU MO NPOU3BOACTBY MEAULMHCKOM TEXHUKM:

PEeKBU3UTLI JOKYMEHTOB, NOATBEPXAAOLWMNX perncTpaumo MeguunHcknx usgenuii B Poccuiickon depepaumm (3a
UCKITIOYEHMEM Crnyyasd, eCcnu MeauUMHCKUE U3[enus M3roTaBnuBalTCA MO MHAMBMAYarnbHbIM 3aka3am nauueHToB
WCKINIOYUTENBHO A8 IMYHOrO UCMONb30BaHUS);

PEKBU3NTBI HOPMATUBHOMW, TEXHUYECKOM AOKYMEHTaUMUU Ha MEAULIMHCKYIO TEXHUKY;

PEKBU3UTBI JOKYMEHTOB O BbICLUEM WU CpedHEM MNpodECCUOHaNbHOM (TEXHMYECKOM) oOpas3oBaHuM, CTaxe
paboTbl Mo crneuvanbHOCTU He MeHee 3 neT M AOMNOfHMTENbHOM MpodeccnoHansHoM obpasoBaHuM (MOBbILEHMU
KBanudukaumm He pexe ofHoro pasa B 5 net) pabOTHMKOB, 3aKMOYMBLUMX C NMLEH3MATOM TpyaoBble AOroBOpbI,
OTBETCTBEHHbIX 3a MPOM3BOACTBO U KAYECTBO MEANLIMHCKON TEXHUKN;

NPV OCYLLECTBIIEHUN OEATENMbHOCTM MO TEXHUYECKOMY OOCMNY)XMBAHWIO MELVLMHCKON TEXHUKN - PEKBU3UTHI
OOKYMEHTOB O BbICLIEM WM CpefHeM NpodeccroHanbHOM (TexHudeckom) obpasoBaHun, cTaxe paboTbl Mo
crneunanbHOCTM He MeHee 3 neT 1 JOMNOMHUTENBHOM NpodeccuoHanbHOM 00pa3oBaHMKM (MOBLILEHUM KBanudukaumm
He pexxe 04HOro pasa B 5 net) pabOTHWKOB, 3aKMOYMBLUMX C NULEH3MaTOM TPYAOBble OOrOBOpPbI, OCYLLECTBASAOLWNX
TeXHu4Yeckoe obCrnyxmBaHne MeguLMHCKON TEXHUKM;

6) B cnyyae HamepeHus nuueHamata BbINOMHATL HOBble paboTbl, OKasbiBaTb HOBbIE YCMYrW, COCTaBMSHOLLME
OEeSATEeNbHOCTL MO NPOU3BOACTBY M TEXHUYECKOMY OOCMYXMBAHWUIO MEOULMHCKON TEXHUKM:

cBedeHns O HOBbIX paboTax, 00 ycnyrax, COCTaBMSKOWMX AEATENbHOCTb MO MPOU3BOACTBY M TEXHUYECKOMY
06CnyXMBaHWIO MEOULIMHCKOW TEXHUKM, KOTOPbIE NNLLEH3NAT HAMEPEH BbIMNOMHATb, OKa3blBaThb;

PEeKBU3UTbI OOKYMEHTOB, MOATBEPXKAAOWMX nNpaBo COBCTBEHHOCTM WM  UWHOE 3aKOHHOe OCHOBaHue
NCNonb30BaHUA CPeACTB U3MEPEHUIA, NPeaYCMOTPEHHBIX HOPMATUBHOW, TEXHUYECKON JOKYMEHTaLMEN MPOM3BOAUTENS,
N COOTBETCTBUE TPEOOBAHUSAM K UX MOBEPKE U (UNKN) kKannbpoBke, NPeayCMOTPEHHbIM cTaTbsiMu 13 n 18 deagepanbHoro
3akoHa "Ob6 obecnevyeHun egnHCTBa N3MepeHnin", HeO6X0AUMbIX A1 OCYLLECTBINEHNSA OEATENBHOCTU N0 MPOU3BOACTBY
N TEXHUYECKOMY ODCITY)XXMBAHUIO MEONLIMHCKOW TEXHUKM;

npy OCyLEeCTBNEHUU AeATENLHOCTN MO NPOU3BOACTBY MEANLNHCKON TEXHUKU:

PEKBU3NTLI JOKYMEHTOB, MOATBEPXKAALINX perncTpaunto B Poccuinckon degepaumm MeanumMHCKMX msgenuin (3a
UCKITIOYEHMEM Crnyyasd, eCnu MeauUMHCKME U3Oenus U3roTaBfUBaKTCA MO MHAMBMAYamNbHbIM 3aka3am nauueHToB
UCKIIOYNTENBHO AM1S JIMYHOrO UCMONb30BaHUS);

PEKBU3UTBI HOPMaTUBHOW, TEXHUYECKOW AOKYMEHTaLUMU Ha MEAULIMHCKYIO TEXHUKY;

PEKBU3UTBI JOKYMEHTOB O BbICLUEM WNW CPedHEM MNpPOdECCUOHANbHOM (TEXHMYECKOM) OOpa3oBaHuMM, CTaxe
paboTbl MO crneuManbHOCTU He MeHee 3 neT M [OMNOMHMTENbHOM MpodeccnoHansHoM obpasoBaHuM (MOBbILLEHWU
KBanudmkaumm He pexe OAHOrO pas3a B 5 neT) paboTHMKOB, 3aKMIOYMBLUMX C NULEH3MATOM TPyAOBble OOroBOpbI,
OTBETCTBEHHbIX 3a MPOM3BOACTBO M KAYECTBO MEANLIMHCKON TEXHUKN;

NPV OCYLLECTBIEHNN LEATENBHOCTM MO TEXHNYECKOMY OOCNYXMBAHNIO MEONLNHCKON TEXHUKN:

PEKBU3NTBLI SKCMyaTaLNMOHHON JOKYMEHTaUUN NPoU3BOaUTENS Ha MEOULMHCKYIO TEXHUKY;

PEKBU3UTBI JOKYMEHTOB O BbICLUEM WNW CPedHEM MNpPOdECCUOHANbHOM (TEXHMYECKOM) OOpa3oBaHuMM, CTaxe
paboTbl MO cneuManbHOCTU He MeHee 3 neT M [OMNOfHMTENbHOM npodeccnoHansHoM obpasoBaHuM (MOBbILLEHWU
KBanudmkaumm He pexe OAHOro pas3a B 5 neTt) paboTHMKOB, 3aKMIOYMBLUMX C NIULEH3MATOM TPyAOBble OOroBOPbI,
OCYLLECTBSOLUNX TEXHMYECKOE 0BCNyXMBaHNE MEONLNHCKON TEXHUKM.

9. lMNpu npoBeaeHUM NPOBEPKU CBEAEHUN, COAEpXallMXCA B MpeAcTaBreHHbIX CcouckaTenem nuueH3umn wu
NVLEH3NATOM 3asBIEHUM U NpUriaraeMblX K HEMY LOKYMEHTaX, JIMLEH3UPYIOWMIA OpraH 3anpalivBaeT HeoOxoauMble
ONS npefocTaBeHnst roCy4apCTBEHHbIX YCIyr B 00M1acTh NIMUEH3MPOBaHNS CBEAEHWS, HAXOASLNECS B pacnopshKeHun
OopraHoB, NpegoCTaBNALWMX rOCyAapCTBEHHbIE YCIyri, OpraHoB, MpefoCTaBnAloWNX MYyHUUMNAIbHbIE YCIYru, WHbIX
rocygapCTBEHHbIX OPraHoB, OPraHOB MECTHOrO camoynpasneHus NMbo NoaBeAOMCTBEHHbIX rOCy4apCTBEHHbIM OpraHam
UNn opraHaMm MECTHOrO CaMOynpaBfieHVUs opraHusauuin, B nopsake, yctaHoBrneHHom depepanbHbiM 3akoHoM "O6
opraHusauuy npegocTaBneHns rocygapCTBEHHbIX U MyHULMNANbHbIX yCnyr".
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10. JlnueHsupyoWwmn opraH pa3MellaeT Ha eQMHOM MopTane TroCydapCTBEHHbIX WM MyHMLMMNANbHbBIX YCIyr
(cbyHKLMI) B nopsigke, ycTaHoBrneHHoM [NpaButenscTBom Poccuiickon degepaunn, cBedeHUst O Xode MNPUHATUS UM
peleHns O MpefoCTaBreHUn UnNn nepeodOopMIIEHUN NIULEH3NN, NPOBEAEHMST NMPOBEPKN COOTBETCTBUSA ComcCKaTensi
NUUEH3UN NULLEH3MOHHBIM TpeboBaHUAM UK NPOBEPKU COOMOAEHUS NULEH3MATOM YyKasaHHbIX TpeboBaHum npwu
OCYLLECTBNEHUN AEATENBHOCTM NO MPOU3BOACTBY U TEXHUYECKOMY OOCMYXMBAHNIO MEOULNHCKON TEXHUKN.

11. WHdopmaums, OTHOoCAWAsaACs K OCYLLEeCTBMEHUO [AEeATENbHOCTM MO MPOWM3BOACTBY W TEXHUYECKOMY
0OCnyXMBaHMIO MEOWNLMHCKOW TEXHWKKW, NpeaycMoTpeHHass 4actamu 1 wu 2 ctatem 21 PepgepanbHoro 3akoHa "O
NNUEH3MPOBAHNN OTAENbHbIX BMAOB AEATENbHOCTU", pasmellaeTcs B oduuManbHbIX 3MEKTPOHHBIX MO0 nevaTHbIX
CpeAcTBax MacCcoBOW MHpOpMaLMM NULEH3MPYIOLLEro opraHa U (Mnn) Ha MHAOPMALMOHHBIX CTEHZAX B MOMELLEHUSX
nuueHsmpytoLero opraHa B TedeHune 10 gHewn co aHs:

a) odwuumanbHOro onybrnMkoBaHUs HOPMATMBHLIX MPABOBbLIX aKTOB, YCTaHaBnMBawLWMX o0bsi3aTenbHble
TpeboBaHWs K NULEH3NPYEMON OEATENBHOCTY;

0) NPUHATUS NIMUEH3VPYIOLWMM OpraHoM peLLeHNst O MpegocTaBreHnn, nepeodopMIeHnn, NPUOCTAHOBIIEHNN,
BO30OHOBEHWUM NNLIEH3UU;

B) NPUHATUSA NULEH3NPYIOLLMM OPraHOM peLUEHUst O NPEeKpaLLEHNN AEUCTBUS NTULEH3UN;

r) nonyyeHms ot PefepanbHOM HANMOroBow CNyxObl CBeAEHUA O §UKBMAAUUW OPUAMYECKOrO fvua  unu
npekpaLleHnn ero AesaTenbLHOCTUN B pe3ynbTaTe peopraHusauum, o npekpalleHmm husnyeckum nmuom OeaTensHoCTM B
KayecTBe MHAMBMAYaNbHOro NpeanpuHMMaTens;

4) BCTYMMEHUSA B 3aKOHHYIO CUITY peLleHnst cyaa 06 aHHYNMPOBaHUN NINLIEH3NN.

12. lNpoBeaeHne IULEH3NOHHOIO KOHTPOMSI OCYLLECTBSieTCs B nopsigke, npegycmoTpeHHoM deaeparnbHbIM
3akoHoM "O 3awuTe MnpaB OPUANYECKUX UL, WU UHOUBMAYaAnNbHbIX NpegnpuHMMatene npu  OCyLeCcTBIEHUN
rocyapCTBEHHOIO KOHTPONSA (Hag3opa) M MyHUUMMNANbHOro KOHTpona" ¢ y4eToM OCOBGEHHOCTeN opraHvsauumn wu
npoBefeHns MpPOBEpPOK, YCTaHOBMNEHHbIXx deagepanbHbIM  3akoHOM "O nMUEH3MpPOBaHWM  OTAENbHbIX  BUOOB
ageaTenbHocTn".

13. MNpencTaBneHue conckaTenem nNUUEH3nmn 3asiBNeHNs U JOKYMEHTOB, HEOOXOOUMBIX AN NONYyYEHUS NULEH3UM,
UX NPUEM JNMLEH3NPYIOLLUM OPraHoM, MPUHATUE NULEH3NPYIOLLIMM OPraHOM peLleHnst 0 NpeaocTaBneHnn nuueHsmm (o6
oTKase B NpefoCTaBneHnn NULEH3MM), NepeodopMIIEHNN, MPUOCTAHOBIIEHUN, BO30OOHOBNEHNN €e OENCTBUS, a Takke
BeAeHne MHAOPMALUOHHOrO pecypca M peecTpa NUUEH3WW, npefocTaBfeHne CBeAEHWN, COAEPXaLUUXcs B
WH(OPMALIMOHHOM pecypce U peecTpe MNULEH3UKN, OCYLLECTBRASKTCS B MNOpsiake, YCTaHoBreHHoM deaepanbHbIM
3akoHOM "O nnUeH3npoBaHUN OTAENbHbIX BUOAOB AeATENbHOCTH".

14. 3a npegocTaBneHne NULEH3VPYOLLMM OpraHoM NULEH3MK, NepeoopMIieHEe NMUEH3MK, Bbigady AybnukaTa
NMUEH3MM  yMnayuMBaeTCsl  rocygapCTBEHHas MOWMHA B pa3Mepax M Nopsiake,  KOTOpble  YCTaHOBIIEHbI
3akoHogarenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.

MpunoxeHue

k [onoxeHuto 0 NMueH3npoBaHnn
AeATenbHOCTU NOo NPOoM3BOACTBY

N TEXHUYECKOMY 0BCNy>X1BaHWUIO

(3a nckntoyeHuem cnyyas,

ecnun TexHu4eckoe obcnyxmeaHne
ocylectenseTca Ansa obecneyeHns
COBCTBEHHbIX HYX[ lopMaN4ecKoro nmua
N1 NHAMBUAYaNbHOro NpeanpuHuMaTens)
MeONLIMHCKON TEXHUKM

MEPEYEHb
BbINOJIHAEMBIX PABOT, OKA3bIBAEMbIX YCJTYT B COCTABE AOEATEJIbHOCTU
Mo rnMPOU3BOACTBY N TEXHUYECKOMY OBCIYXXNBAHUIO (3A NCKINIOYEHUEM
CITYYAA, ECJTIV TEXHUYECKOE OBCINYXMBAHWE OCYLWECTBJITIAETCA
ANA OBECTNEYEHWA COBCTBEHHbBIX HYX FOPUONYECKOIO JINUA
nnn NHOMBMNAOYANbHOIO NPEANPUHUMATENA) MEOULMHCKOW TEXHUKA

1. B yactu nponseoacTBa MEAULIMHCKON TEXHUKN:
a) NpoM3BOACTBO MEOMULMHCKON TEXHUKM;
6) M3roToBNEHME NO UHAMBUOYANbHbLIM 3aKka3aM NaLMEHTOB MEOMLMHCKON TEXHWKW, K KOTOPOW NpPenbsABMnSOTCS
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cneymanbHble TpeboBaHUA MO Ha3HAYeHUD MEeOULMHCKUX PabOTHUKOB M KOTOpas NpeAHa3HayeHa WUCKMYUTENbHO Ais
FINYHOTO NCMONb30BaHWS KOHKPETHBIM NaLMEHTOM.

2. B yactu TexHu4eckoro o6CnyXuBaHMS (32 MCKMYEHWEM Cryyasi, €CriM TexHu4eckoe obcnyxmBaHue
ocyuwlectBnsieTca Ans obecneyeHnss  COOCTBEHHbIX  HYXA  HOPUMAMYECKOro  nvua  wWnu - UHAMBUMAYANbHOro
npeanpuHMMaTenst) MeguLMHCKON TEXHUKK:

a) MOHTaX ¥ Hanagka MeguLMHCKON TEXHUKM;

6) KOHTPOSIb TEXHNYECKOTO COCTOSIHUSA MEAMNLIMHCKON TEXHUKM;

B) MEpUOANYECKOE N TeKyLLIee TEXHUYECKOe OOCNyXMBaHNE MEOVNLNHCKON TEXHUIKW;

) PEMOHT MEAMLIMHCKON TEXHUKMN.
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