NPABUTE/IbCTBO POCCUMCKOMN ®EAEPALIUMA

MNOCTAHOB/IEHME
oT 15 ceHTAbpa 2020 r. N 1445

Ob YTBEPKAEHNU NONOKEHUA
O IMUEH3UPOBAHUN OAEATENBHOCTU NO NPOU3BOACTBY
N TEXHUYECKOMY OBC/TYXUBAHUIO (3A MCKNHOYEHUEM CNYYAS,
EC/IU TEXHUYECKOE OBCNTYHKUBAHUE OCYLLLECTBNIAETCA
ONA OBECNEYEHUA COBCTBEHHbIX HYX A OPUANYECKOIO IULA
WU UHAUBUAYANIBHOIO NPEANPUHUMATENA) MEAULMHCKOWN TEXHUKK

B cooTBeTcTBUM ¢ PeaepanbHbim 3akoHOM "O NLEH3MPOBAHMK OTAENbHbIX BUAOB AeATeNbHOCTHN"
MpasutenbcTBo Poccuiickoin Peagepaumm NnocTtaHOBASAET:

1. Y1BepauTb npunaraemoe lonoxeHne O NNLEH3NPOBAHUN AEATENbHOCTU NO NPOU3BOACTBY U
TEXHUYECKOMY OBCAyKMBaHMIO (3@ WCK/IOYEHMEM C/yyas, ecIn TexHu4eckoe OobcCy»KuBaHue
ocyuiectBaseTca Ana obecneyeHns cOBCTBEHHbIX HYXKA HOPUANYECKOrO ANLA WUAUM UHOMBUAYANbHOMO
npeanpuHMmaTens) MeauuMHCKON TEXHUKN.

2. JIMueH3MM Ha OcCyWwecTBAeHME AOeATe/bHOCTM NO  MNPOU3BOACTBY M TEXHUYECKOMY
06CNYXKMBaAHMIO (3@ MCKAKOYEHMEM C/y4yasi, €CN TeXHMYECKoe O6CNy)KMBaHWE OCYLLEecTBAAETCA ANA
obecneyeHnss COBCTBEHHbIX HYMKA HOPUAMYECKOTO NULA WAWN UHAMBUAYANLHOrO NpeanpuHUMMaTens)
MeANUMHCKOMN TEXHMKW, BblAaHHble A0 BCTYMJIEHWSA B CWY HACTOALLErO MOCTAaHOBAEHMA, NoasierkaTt
nepeodopmneHUto B COOTBETCTBMM C TpeboBaHUAMM [loONOKEHUA, YTBEPMKAEHHONO HacToAWMM
noctaHosneHuem, ao 31 aekabpna 2023 r.

3. ®depepanbHON ciayxbe no Haa3opy B cdepe 3apaBooxpaHeHua a0 1 wuwona 2021 r.
aKTya/IM3MpoBaTb AaHHble PEeCTPOBbIX 3anucelt eANHOro peecTpa JNLEH3UI, Coaep KallMX CBeAeHUs O
NPOM3BOACTBE W TEXHUYECKOM OOCAYXKMBaAHUKM (33 WCK/IOYEHWEM C/ly4asi, €CAn TeXHU4Yeckoe
ob6CNyKMBaHME ocylecTBaseTcs AnA obecneyeHus COBCTBEHHbIX HYXKA, HOPUAMYECKOTrO ANLA WM
WHAMBUAYANbHOTO NpPeAnpuUHMMATENs) MeAUUMHCKONM TEeXHUKWU, KOTopble B COOTBETCTBUM C
I'IonomeHmeN\, yTBEPXKAEHHbIM HAaCTOAWMM NOCTaHOB/IEHMNEM, HE Tpe6y+0T nonyyeHnAa n1MueHsunn.

4. Hactosiwee noctaHoBAeHWe BCTynaeT B cuay ¢ 1 aHeapa 2021 r. u aelicteyeT go 1 aHBapa 2027

MNpeacenatens NpasutenbcTea
Poccuiickoin Pepepaumn
M.MULWYCTNH
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YTBepKaeHOo

nocraHosneHunem lMpaBuTenbLCcTBa
Poccuiickoin Pepepaumn

ot 15 ceHTA6pA 2020 1. N 1445

NONOXEHUE
O IMUEH3UPOBAHUN OAEATENBHOCTU MO NPOU3BOACTBY
N TEXHUYECKOMY OBC/TYXUBAHUIO (3A UCKNHOYEHUEM CNYYAS,
EC/TU TEXHWYECKOE OBC/TYXKUBAHUE OCYLLIECTB/IAETCA
ONA OBECNEYEHUA COBCTBEHHbIX HYXJ IOPUANYECKOIO JINLIA
WU UHOUBUAOYANBHOIO NPEANPUHUMATENA) MEAULMUHCKOM TEXHUKU

1. Hactosuwee T[lonoxkeHue onpeaenser MOPAAOK /NULUEH3NPOBAHMA AeATeNbHOCTUM MO
NPou3BOACTBY U TEXHMYECKOMY OBCNYXMBAHUIO (33 WCKAOYEHMEeM Ccaydas, ecam TexHUYyeckoe
obCcnyKMBaHMe ocylecTBaseTca Ana obecneyeHUs COBCTBEHHbIX HYKA HOPUAMYECKOro Anua Wau
WMHAMBUAYANbHOrO NpeAanpuHMMaTens) MeaAnLUNHCKON TEXHUKMW.

2. MNoHATmna, ncnosibdyemble B HacToAalwem MNonoXKeHnn, 03HayaloT cnegytoulee:

"TexHnyeckoe O0b6CAYKMBaHWE MEANLMHCKON TeXHUKU" - KOMMAEKC persiaMeHTUPOBaHHbIX
3KCNAyaTaUMOHHON AOKYMEHTauMen npousBoauTens MeAULMHCKOrO U3AeNna MeponpuaTuii no
noagep*KaHUIo UCNPaBHOCTU U (MIM) BOCCTAHOBAEHMIO PaboTOCNOCOBHOCTU MEANLMHCKUX U3LENNN C
npoBeAeHMeM KOHTPO/IA TEeXHMYECKOrOo COCTOSIHUS MNpPU  UX WUCMNOJIb30BaHMM MO Ha3HAYEHWUIO,
npeaycMOTPEHHOMY MNPOU3BOAMTENEM, a TaKXe AENCTBUA MO MOHTaXy M Hanagke MeaANLUHCKUX
nsgennii;

"MeMUMHCKaA TeXHUKA" - meanuMHCKMe n3genma (3a ucknoveHmem 1 knacca NoTeHUMANbHOMO
pyYcKa NpUMEHeHMA), NoAnexalinme TeXHUYECKOMy OOCAyXKMBAHUIO W nNpeacTasnAlowne cobow
WHCTPYMEHTbI, annapatsbl, Npnbopbl, 060pyAoBaHNe, NPUMEHAEMbIE B MEAULMHCKUX LLeNAX 0TAeNbHO
WM B COYETaHUU, a TaKKe BMeCTe C APYrMMU NPUHAANENKHOCTAMU, HEOOXOAMMbBIMK ANA NPUMEHEHUA
YKa3aHHbIX W34enni MO Ha3HaYeHWto, BKJOYAA cheumasbHOe nporpammHoe obecneyeHue, U
npegHasHayeHHble npoussoauTenem AnA NPodUNAKTUKM, AMATHOCTUKM, NIEYEHUA U MeAMULMHCKOW
peabunutaumm 3aboneBaHWii, MOHWUTOPWMHFA COCTOAHMA OpraHM3Ma 4esioBeKa, MpPOBeAEeHUA
MeANUNHCKUX UCCNeaoBaHWUA, BOCCTAHOBIEHWUA, 3aMeLLLEHUA, U3MEHEHUA aHAaTOMMUYECKON CTPYKTYpbl
unn ousmnonormdeckmx OyHKUMM opraHusma, npenoTBpalleHMA WAWM npepbiBaHUA HGepemMeHHOCTH,
dYHKUMOHaNbHOE  Ha3HayeHWe  KOTOPbIX He  peanusyetcd  nytem  GapmaKOIOrMYecKoro,
MMMYHONOIMYECKOT0, FeHEeTUYECKOro Nan meTaboIMueckoro Bo3fencTsnA Ha OpraHN3m YesoBeKa.

3. B cocTaB AeATeNbHOCTM MO MPOWU3BOACTBY M TEXHUYECKOMY OBCAYKMBAHMIO (338 UCKAOYEHMEM
CNy4Yasn, ecau TexHuyeckoe 0b6CAyKMBaHME ocywecTBaseTca ana obecneyeHus COBCTBEHHbIX HYXKA
IOPUANYECKOTO MLA WU WHAMBUAYANLHOTO NpeAnpUHMMATENs) MEeAMUMHCKOW TexHUKM (panee -
AeATeNbHOCTb MO MNPOM3BOACTBY UM TEXHUYECKOMY OOCNYKUBAHUIO MEAMLMHCKOW TEXHWUKU) BXOOAT
paboTbl (ycayru) no nepeyHto CoOrnacHo NPUAOKEHUIO.

4. JlMueH3snpoBaHMe [AeATeNbHOCTM MO  MNPOUM3BOACTBY WM TEXHUMYECKOMY OOC/NYXKMBAHWUIO
MeAULMHCKOM TexHUKM ocyuwecteasetca degepanbHolt  cnykboit no Hapsopy B chepe
3/ paBOOXPaAHEHMA (fanee - ANULEHINPYIOLLNIA OpraH).

NnueHsunpylowmin opraH yteep:kaaet GopmMbl AOKYMEHTOB, HeobXxoAumbIX AN peanusaumu
HacToAwero MNMonoxeHus (GopmMbl NpeacTaBAAEMbIX 3aBNEHUN, YBEAOMNEHUNA U CBEAEHUIA).

5. JINueH3nOHHbIMK Tpe6OBaHI/IF|MVI npu ocyuwecrBneHnn [OeATenbHoCTn no npoun3soacTtey U
TEXHNYECKOMY OGCI'Iy)KI/IBaHI/I}O MeAI/ILI,MHCKOﬁ TEXHUKN ABNAKOTCA:

a) AnAa COMCKaTtena nnueHsnu:



HanMuMe NpPUHaANEXKallMX COMCKaTeNlo /IMLEH3UWM Ha npasBe CcOBCTBEHHOCTM WAM Ha UHOM
3aKOHHOM OCHOBaHWUM NOMELLLEHUIA, 34aHUIA, COOPY>KEHUIN MO MECTY OCYLLECTBAEHMA NULEH3NPYEMOTrO
BMAA [AeATeNbHOCTM, HeobXOAMMbIX AN OCYLIEeCTB/eHUA [AeATeNbHOCTM MO  MPOM3BOACTBY MU
TEXHUYECKOMY 0BCNYKNUBAHUIO MEAULIMHCKON TEXHUKU;

HaZnuyme y coucKaTena JULEH3UWU, MMEIOLWEro HamepeHue OCYLLeCTBAATb AeATe/IbHOCTb Mo
NpPOM3BOACTBY MEAMLMNHCKOM TEXHUKU:

CPeAcTB  U3MEPEeHUN, NpeayCMOTPEHHbIX HOPMATMBHOW, TEXHUYECKOW  AOKyMeHTaumen
Npou3BOAMTENA U COOTBETCTBYHOLWMX TpeboBaHMAM K WX MNOBEpPKe, MpPesyCMOTPeHHbIM cTaTbei 13
depepanbHoro 3akoHa "O6 obecneyeHUMM eaMHCTBA W3MEPEHUI", TEXHUYECKUX CPeacTts MU
060pyA0BaHUA, HEOBXOAMMbIX ANA OCYLLECTBNEHUA AEATENbHOCTU MO MPOU3BOACTBY MeAMLMHCKOM
TEXHUKW;

PErmcTpaLuMoOHHOIO YAOCTOBEPEHUA Ha MEAMUMHCKYIO TeXHWKY, MOATBEPKAAILEro, 4To
coucKaTeNb JIMLUEH3UM OCYLLECTB/AAET MPOU3BOACTBO 3TOM MEANLMHCKON TEeXHWUKM nbo umeet
OTHOLUEHME K MeCTy NMPOM3BOACTBA 3TOM MEAMUMHCKON TEXHWMKM MpPU YCNOBUM, YTO MPOU3BOAUTENb
(ynonHomMo4YeHHbIN NpeacTaBuTe/lb NPOU3BOAUTENA) 3aKIIOYUA COTNALLIEHME C COMCKATeNeM JINLEH3UM
06 opraHuMsauMM nNpPoOM3BOACTBA, PEryMPYIOLLEE B TOM 4YMCAe BOMPOCbl obecneyeHUs KOHTPOASA
KayecTBa M 6e30MacHOCTM NPOM3BOAMMONM MPOAYKLMU, a TaKKe OTBETCTBEHHOCTM nepen, TPeTbUmMm
anuamu;

HOPMaTMBHOM, TEXHUYECKON AOKYMEHTALMM, UCMONb3YEMOW AA OCYLLeCTBAEHMS AeATeNbHOCTU
Nno NPoM3BOACTBY MEAULLUHCKON TEXHWUKM;

CUCTEMbI MEHeAXMeHTa KayecTBa, CO34aHHOM W  PYHKUMOHMpYylOLWEN B COOTBETCTBUM C
TpeboBaHMAMU MeXKrocygapcTeeHHoro ctaHgapTta FOCT ISO 13485-2017;

PabOTHMKOB, 3aKAOUYMBLUMX C COMCKATENeM JIMLEH3UN TPYAOBble A0roBOPbl, OTBETCTBEHHbIX 3a
NPOM3BOACTBO U KaYeCTBO MeAULMHCKOM TEXHUKM, UMEIOLLMX Bbicllee au cpeaHee npodeccroHanbHoe
(TexHuuyeckoe) obpasoBaHMe, CTaxK PaboTbl MO CNeuunasbHOCTU He MeHee 3 fieT U JONoJIHUTeNbHOoe
npogeccnoHanbHoe obpasoBaHMe (NoBbllLeHMEe KBaandUKaLUmM He pexke oAHOro pasa B 5 net) B chepe
BbINOJIHAEMbIX PaboT 1 OKa3biBaeMbIX YCAYT;

Haanyme y COUCKaTena nNUueHsnn, mnmmeruwlero HamepeHue OocCyuwecTBiATb AeATe/ibHOCTb Mo
TEXHNYECKOMY OﬁCﬂy)-KMBaHMPO MeAMLl,MHCKOﬁ TEXHUKW:

CPeacT8 U3MEPEHUM, COOTBETCTBYIOLLMX TPEOOBAHUAM K UX MOBEPKE, NPEAYCMOTPEHHbIM CTaTbel
13 ®depepanbHoro 3akoHa "O6 obecneyeHMM eauMHCTBA M3MeEpPeHUI", TEeXHUYECKUX CpeacTe w
060pyn0BaHUS, HEOBXOAMMbIX AN TEXHUYECKOro OOCAYXKMBaAHMA 3aABAEHHbIX FPynn MeauUMHCKOM
TEXHUKM MO K/jaccaM NOTEHUMANbHOrO pPUCKa MPUMEHEHMA B COOTBETCTBUM C  YTBEPXKAEHHbLIM
MWHUCTEPCTBOM 34paBOOXpaHeHMA Poccuiickon degepaumnmn nepeyHem;

3KCN/lyaTauMOHHON AOKYMEHTaLuMM Npou3BOAUTENA MEAMLMHCKON TEXHUKWU, Heobxoaumon pns
TEXHUYECKOro 06CNyXKMBaAHMA 3aABAEHHbIX FPynn MeAULMHCKON TEXHUKM MO KacCamM MOTeHUMaIbHOTo
PUCKa NPUMEHEHMUS;

CUCTEMbI  MeEHeAXMEHTa KayecTBa, CO3A4aHHOW W  (YHKUMOHMPYIOWEN B COOTBETCTBUM C
TpeboBaHMAMU MeKrocygapcTeeHHoro ctaHgapTta FOCT ISO 13485-2017;

paboTHMKoB (Npu BbinosHeHMn 1 uam 2 Buaos paboT (ycayr) - He meHee 2 4enoBeK, Npu
BbINOAHEHUN 3 MAKN 4 BUAOB PaboT (ycayr) - He meHee 3 YenoBeK, Npu BbiNOAHEHUN 5 1 Bonee BUAOB
paboT (ycnyr) - He meHee 5 YyenoBeK), 3aKNOUMBLLMX C COMCKATeNeM NULEH3UN TPYAO0Bble AOrOBOpbI,
OCYLLECTBAAIOWMX TEXHUUYECKOE OO6CAYXKMBAHME MEAMUMHCKON TEeXHWKWU, MMEILWMX BbICLIEE WK
cpepHee NpodeccroHanbHoe (TEXHUYECKoe) 06pa3oBaHMe, CTaxK PaboTbl MO cneunasbHOCTM He MeHee 3
NeT n AononHuTenbHoe npodeccuoHanbHoe obpasoBaHMe (MOBblleHME KBaAUPUKaUUKM He pexe
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oAHOro pasa B 5 sieT) B chepe BbINoAHAEMbIX paboT M OKa3biBaeMbIX YCAYT;
6) Ana nuueHsmaTa:

Ha/nuMe npuHaZNexaWwmx NUUEeH3MaTy Ha npaBe COOCTBEHHOCTM WMAM HA MHOM 33aKOHHOM
OCHOBaHMM MOMELLEHUN, 34aHWUN, COOPYKEHWUA MO MECTY OCYLECTBAEHMA AULEH3NPYEMOro BMAA
0eATeNbHOCTN, HEOOXOANUMBIX O/1A OCYLLECTBAEHUA AEATENbHOCTM MO NPOU3BOACTBY M TEXHUYECKOMY
06CNYKMBAHUIO MEANLIMHCKOM TEXHUKM;

npu ocywecTtsneHnn geAaTesibHOCTHU NO NPonsBoacTBy ME,CI,VILI,VIHCI-(OI\;1 TEXHUKU!

Ha/nuMe npuHagnexKawmx NUMUEH3MATY Ha npaBe COOCTBEHHOCTU WMAM HAa WMHOM 3aKOHHOM
OCHOBaHMU CPEeACTB U3MEPEHUM, NPeayCMOTPEHHbIX HOPMATUBHOM, TEXHUUYECKON AOKYMEHTauMen u
COOTBETCTBYIOLWMNX TPebOBaHUAM K MX NOBEpPKe, NpeayCMOTPEHHbIM cTaTben 13 PeaepanbHOro 3akoHa
"Ob6 obecneyeHMn egmMHCTBA U3MEPEHUNI", TEXHUYECKUX CpeacTB U obopyaoBaHua, HeobxoanmbIx Ans
OCYLLIECTBNIEHUSA AeATeNbHOCTU MO NPOU3BOACTBY MEAULIMHCKON TEXHUKN;

Ha/MyMe PerncTpaLMoHHOrO YAOCTOBEPEHUS Ha MEAULMHCKYIO TEXHUKY, NOATBEPKAAOLWEro, YTo
JIMLLEH3MAT OCYLLEeCTBAAET NPOU3BOACTBO 3TON MEAULIMHCKOW TEXHUKU TNBO MMeeT OTHOLIEHUE K MecTy
NPOM3BOACTBA 3TOW MEAMUMHCKON TEeXHWUKM MpPU YCNOBWM, YTO MPOU3BOAUTENb (YNONHOMOYEHHbIN
npeactaBuTeNlb  MPOU3BOAUTENA) 3aKAOUYMA  COFNAlleHWEe C  ANULEH3MaTom  (Npou3BOACTBEHHOM
naowaakoi) ob opraHuMsauMM NPOM3BOACTBA, PEryAMpyloliee B TOM 4Yucae Bonpockbl obecrnedyeHus
KOHTPOAA KayecTBa M 6e30nacHOCTM NPOM3BOAMMON MNPOAYKUMM, a TaKKe OTBETCTBEHHOCTU nepej,
TPETbUMU NULAMM;

cobntogeHne TpeboBaHUI CUCTEMbI MEHeAKMEHTA KayecTBa, CO34aHHOM N GYHKUNOHMPYIOLWEN B
COOTBETCTBUM C TPEOOBAHMAMM MENKIOoCyaAapcTBeEHHOTo cTaHaapTa FOCT ISO 13485-2017;

cobnogeHne TpeboBaHUM MCMONAb3YEMOMN AN OCYLECTB/IEHUA AEeATENbHOCTU MO MPOU3BOACTBY
MEANLMHCKON TEXHUKN HOPMATUBHOM, TEXHUYECKOM LOKYMEHTALMU;

Hasnumne y InLEeH3naTa PaboTHNKOB, 3aKNHOUMBLLMX C HUM TPY/AOBblE AOTOBOPbI, OTBETCTBEHHbIX 33
NPOM3BOACTBO M KAYeCTBO MeANLMHCKON TEXHUKKN, MMEIOLLMX BbiCLLee MK cpeaHee npodeccnoHanbHoe
(TexHMyeckoe) obpasoBaHMe, CTaxK PaboTbl NO cCheunanbHOCTM He meHee 3 fIeT U AONONHUTENbHOE
npodeccnoHanbHoe obpasosBaHMe (NoBbilWeHWe KBanndUKauMM He pexe o4HOro pasa B 5 neT) B coepe
BbINOAHAEMbIX PabOT M OKa3blBaEMbIX YCAYT;

npun ocywecTtsneHnmn geATesibHOCTU NO TEXHNUYECKOMY O6CI'Iy)KMBaHMIO Mep,MLLMHCKOVI TEXHUKU:

HanMuMe nNpUHAANEXalMX NMLEH3NATy Ha npasBe COOCTBEHHOCTM WAM Ha MHOM 3aKOHHOM
OCHOBaHUW CPEACTB M3MEPEHUN, NPeayCMOTPEHHbIX HOPMATUBHOM, TEXHUYECKOM LOKYMEHTauuen u
COOTBETCTBYHOLLMX TpeboBaHMAM K X MOBEPKe, NPeayCMOTPEHHbIM cTaTbel 13 ®denepanbHOro 3aKoHa
"O6 obecneyeHUN egMHCTBA U3MEPEHUI", TEXHWUYECKUX CPeacTB U 060pya0BaHUA, HEOBXoAUMBIX ANA
TEXHUYECKOro 06CNyKMBAHMUA 3asB/IEHHbIX TPYNN MeAULMHCKON TEXHUKM NO KAaccam NoTeHUMa bHOoro
pUCKa MPUMEHEHMA B COOTBETCTBUM C HOMEHK/IATYPHOMN KnaccuduKaumen MeanunmHCKUX M3gennin no
Knaccam B 3aBUCMMOCTM OT MOTEHLMAbHOIO PUCKa X NPUMEHEHMUS;

cobnogeHne TpeboBaHUI 3IKCNAyaTaUMOHHON [AOKYMEHTaLUMM NPOU3BOAMTENA MEANLMUHCKON
TEXHUKN NPU OCYLLECTBAEHUM TEXHUUYECKOro 06CAYKMBaAHNA 3aABAEHHbIX FPYNN MeAULMHCKON TEXHUKN
Mo Knaccam NoTeHLMaNbHOrO pUCKa NPUMEHEHUS;

cobntogeHne TpeboBaHUI CUCTEMbI MEHEAKMEHTA KAYecTBa, CO34aHHON N GYHKLMOHUPYIOLWEN B
COOTBETCTBUM C TPEOOBAHUAMM MEKIOCyAapcTBEHHOro cTaHaapTa NOCT ISO 13485-2017;

Ha/nume y AnLeH3MaTa paboTHUKOB (Mpw BbiNnosHeHWM 1 uau 2 BUAOB paboT (ycayr) - He meHee 2
YyesIoBEK, MPW BbINOAHEHMU 3 UAKn 4 BUAOB paboT (ycayr) - He meHee 3 yesioBeK, NPW BbIMOJHEHUN 5 U
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6onee BnAoOB paboT (ycayr) - He meHee 5 4enosek), 3aKAUMBLIMX C HUM TPYAOBble 4OrOBOPbI,
OCYLLECTBAAIOWMX TEXHUYECKOoe O0B6CAYXMBAHME MEAMUMHCKON TEeXHWKWU, MMEILWMX BbICLUEe WK
cpeaHee npodeccroHanbHoe (TexHnyeckoe) obpasoBaHmne, CTaxK PaboTbl MO CneunanbHOCTM He MeHee 3
NeT n gononHuTenbHoe npodeccumoHanbHoe obpasoBaHMe (MOBblleHME KBaANPUKAUUK He pexe
oAHoro pasa B 5 n1eT) B cpepe BbINOAHAEMbIX PaboT 1 OKa3biBaEMbIX YCAYT.

6. K rpybbiMm HapylweHWAM NULEH3NOHHbIX TpeboBaHMI OTHOCATCA HapyLIEHUSA NUMLEH3MaTOM
TpeboBaHMI, NpPeayCMOTPEHHbIX MNyHKTOM 5 Hactosuwero [loso)KeHWs, noBaekwue 3a coboi
NnocneacTBusA, yCTaHOB/EHHble 4YacTbio 11 ctatbm 19 degepanbHoro 3akoHa "O nMUEH3MPOBaAHWUM
OTZe/IbHbIX BUAOB AeATeibHoCTn",

7. 0na nony4yeHnAa 1MueH3nn Ha ocyulecresaieHne eATe/IbHOCTU NO Npon3BoACTBY U TEXHNYECKOMY
O6Cl'|y)+(MBaHMPO Me,D,MLI,VIHCKOVI TEXHUKN COUCKaTE/Ib JTUUEH3UN HANpasBadAeT WUAn npeacraBnAaeTr B
ﬂMLI,eH3MpyPOLLI,Mﬁ OpraH 3aAaBsieHne, K KOTOpPpOMY npunaraetTca onncb JOKYMEHTOB, a TaKXKe:

a) KONMU AOKYMEHTOB, NOATBEPKAAOWMX HAIMUME Y COUCKATENS NNLLEH3MM NPUHASNEKALLNX eMY
Ha npaBe COHBCTBEHHOCTM M/IM HAa MHOM 3aKOHHOM OCHOBAHWM MOMELLEHWNI, 30aHUNA, COOPYXKEHUN NO
MECTYy OCYLUECTBNEHUA JINLEH3UPYEMOrO BMAA AEATENbHOCTU, HEOOXOAMMbBIX ANA OCYLLEeCTBAEHUS
OeATeNbHOCTU MO MPOM3BOACTBY U TEXHUYECKOMY OOCNYKMBAHUIO MEAULMHCKOMW TEXHWKU, B Caydae
ecnn mHdopmauma o HUX OTcyTCTBYeT B EAMHOM rocygsapcTBEHHOM peecTpe NpaB Ha HeaBUMKMMOEe
MMYLLECTBO U CAEMOK C HUM, UIN CBEAEHMUA 00 3TUX NOMELLEHUAX, 3AaHUAX, COOPYIKEHUAX, eC/IN TaKas
nHpopmauua MMeeTcs B YyKa3aHHOM PeecTpe;

6) 41A OCYLWEeCTBNEHUA AEATENbHOCTM MO NPON3BOACTBY MEAMLMHCKOWM TEXHUKMU:

KONUU [OKYMEHTOB, MOATBEPKAAWMX HaaMumMe Yy CcOUCKaTena JMUEH3MM Ha npase
COBCTBEHHOCTM MAM Ha WHOM 3aKOHHOM OCHOBaHUM CpeacTB WM3MePeHMui, npeaycMOTPEHHbIX
HOPMaTUBHOW, TeXHUYEeCKON [AOKYMEeHTauMel U COOTBETCTBYIOLWMX TPeboBaHMAM K WX MOBEPKeE,
npeaycMoTpeHHbIM ctatbein 13 ®depepanbHoro 3akoHa "O6 obecneyeHuUM eauHCTBA M3mepeHun",
TEXHUYECKMX CPeAacTB M obopydoBaHMA, HeoBXOAMMbBIX [O/1A OCYLLeCTB/IeHUSA AesTeNbHOCTM Mo
NpPon3BOACTBY MEAULMNHCKOM TEXHUKM;

PEKBU3UTbI  AOKYMEHTOB, MNOATBEP)KAAOWMX pernctpaumio B  Poccuitickonnt  Peaepauun
MEAMLMHCKOM TEXHWKKM, KOTOPYHD COWCKaTesb JINLEH3UM HamepeH MpoussBoauTb (yKasbiBaloTca B
3aAB/IEHNN), a TaKKe KOMWIO COrNaleHna mexay npoussoautenem  (YnoaHOMOUYEHHbIM
npeacraBuMTe/IeM NPOU3BOAMTENA) U COMCKaTe/NleM /iMueH3MM (NpoM3BOACTBEHHOM Maowaakoi) ob
OpraHu3aumM NPoM3BoACTBa (NPU HanNUUK);

KONWUM  OOKYMEHTOB,  MNOATBEPKAAIOWMX  COOTBETCTBME  MPOM3BOACTBA  TpeboBaHMAM
MeXKrocygapcrseHHoro ctaHgapta FOCT I1SO 13485-2017;

KOMWW HOPMATMBHOM, TEXHMYECKOW [AOKYMEHTaUMM Ha MEeSUUMHCKYI0 TEXHWKY, KOTopyto
coucKaTeNb NLEH3MM HaMePeH NPOM3BOANT;

KOMUW [OOKYMEHTOB, MNOATBEP)KAAOWMX Hanumume Yy paboTHUKOB COMCKaTeNns JIMLEH3UM,
3aKNIOUYMBLIMX C COMUCKaTesleM NIMLEH3UW TPYAOBble AOroBOPbl, OTBETCTBEHHbIX 33 MPOM3BOACTBO W
KauyecTBO MeAMLMHCKOW TEXHUKM, BbICLUErO WAW cpegHero npodeccMoHasbHOro (TexHUYeckoro)
06pa3oBaHMA, CcTaxka paboTbl MO  CnNeuuasbHOCTM He MeHee 3 feT U [OMNONHWUTENbHOTO
npodeccroHanbHoro obpasoBaHMsA (MOBbILEHUS KBAMOUKALMM HEe perke O4HOTo pasa B 5 nieT) B chepe
BbINO/IHAEMbIX PabOoT 1 OKa3blBaeMbIX YCAYT;

B) AnAa ocywecTtBneHna eATe/ibHOCTU NO TEXHNUYECKOMY O6Cﬂy)+(MBaHMIO Meﬂ,MLI,MHCKOl\;I TEXHUKWN:

KOMWW  OOKYMEHTOB, MOATBEPMKAAMOWMX HaAMuMe Yy COMCKaTens J/MLEH3UMM Ha npase
COBCTBEHHOCTM WM HA WMHOM 33aKOHHOM OCHOBAHMM CPEACTB M3MEPEHWUM, COOTBETCTBYHOLUMX
TpeboBaHMAM K UX NMOBEPKE, NPeayCMOTPeHHbIM cTaTbei 13 PegepanbHoro 3akoHa "06 obecneyeHun
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€4JNHCTBa WU3MepeHUNn , TeEXHUYECKUX cpeacts U O60pyp,OBaHMFI, HeO6XOLI,VIMbIX ana TexHu4yeckoro
O6Cl1y)-KVIBaHVIFI 3aAB/IEHHbIX Trpynn MELI,VILI,VIHCKOVI TEXHUKN NO KnaCCaM NOoTeHUUanbHOro pUCKa
npumeHeHnA B COOTBETCTBUN C HOMGHKﬂaTypHOﬁ K}'IaCCVId)MKaLI,VIEVI MeaANUNHCKUX Msp,enmﬁ Nno KnacCam
B 3aBUCMMOCTU OT NOTEHUMNANNbHOIO PUCKa UX MPUMEHEHUA,

KOMUN AOKYMEHTOB, NoATBePXKAAWNX Haanvyme y Conckatena 1MueH3nm cCuctembl meHeaXKMeHTa
KayecTBa, COOTBETCTBYIOLLEN TPebOBaHMAM MeKrocyaapcTBeHHoro ctaHaapTa MOCT ISO 13485-2017;

KOMWUM  IKCM/IYyaTaUMOHHOM  AOKYMEHTauMu MpPou3BOAUTENA Ha MEAUUMHCKYID TeXHUKY,
HeobXxoaMMOM ANA TEeXHUYECKOro O0B6CNyKMBaHMA 3asiBNAEHHbIX TPYNn MeOULMHCKMX u3gennin no
KNaccam NOTEHLUMANbHOTO pUCKa NPUMEHEHUS;

KOMMW [JOKYMEHTOB, MOATBEPKAAIOWMX Hanuume Yy pabOTHMKOB COMCKATeNs JINLEH3UM,
3aK/IIOYMBLUMX C COMCKATeNem JIMUEH3UM TPY[OBble [OrOBOPbI, OCYLECTBAAIOWMX TEXHUYECcKoe
06CNyKMBaHME MEANUMHCKON TEXHUKMW, BbICLIEro UAW cpeaHero npodeccMoHabHOro (TEXHMYECKOro)
obpa3oBaHMA, CTaxka paboTbl NO cneumMasbHOCTM He MeHee 3 fieT U [ONOAHUTENIbHOIO
npogeccnoHanbHoro obpasoBaHMA (NOBbIWEHNA KBaNMUKALIMK He peXke 0AHOro pasa B 5 neT) B chepe
BbINOJIHAEMbIX PaboT 1 OKa3biBaeMbIX YCAYT.

8. B 3asBneHMM o0 nepeodOpM/IEHUN JIMLEH3UM Ha OCYLLECTBNEHUE AeATeNbHOCTU Mo
NPOU3BOACTBY U TEXHUYECKOMY OBCNYKUBAHUIO MEANLMHCKOM TEXHUKU NTNLEH3NAT YKa3biBaeT:

a) B C/iydae ocyuwecTtB/ieHnAa AeATe/NIbHOCTU MO nNpoun3BoAacTBy U TEXHUYECKOMY O6C/'IY)KVIBaHMPO
MEAMLLMHCKOVI TEXHUKWN NO agpecy mecCta ee oCcyectesneHnA, He yKadaHHOMY B IMUEH3NN!

cBeaeHuA, cogeprrawme HOBbIN agpec mecCta oCywecreneHnAa eATE/IbHOCTH,

CBEAEHMSA O [JOKYMEHTax, MOATBEPNKAAIOWMX NpPaBoO COOCTBEHHOCTM WM WMHOE 3aKOHHOe
OCHOBaHME WCMO/Ib30BAHUA MNOMELLEHUIM, 343HUA, COOPYXKEHUM MO MECTy OCYLLEeCTBAEHMUA
JNIMLEH3MPYEMOTO BUAA LEeATE/IbHOCTH, HeobXOAMMBIX [OJ/1A  OCYLLECTBNEHUA AEeATENbHOCTU MO
NPOW3BOACTBY M TEXHUYECKOMY OBC/YKMBAHUIO MEANLMHCKON TEXHUKMY;

NPV OCYLLLECTBAEHMM AEATENbHOCTU MO NPOMU3BOACTBY MEANLMNHCKON TEXHUKK:

CBEAEHMA O [AOKYMEHTax, MOATBEPKAAMOWMX Ha/NMuMe Yy COUCKATena /NUUEH3UMM Ha npase
COBCTBEHHOCTM WAM HAa MHOM 33aKOHHOM OCHOBAaHWW CPeACTB W3MEPEeHWin, NpeaycCMOTPEHHbIX
HOPMaTMBHOM, TEXHUYECKOW AOKYMEHTauMe NpomM3BoOAMTENA U COOTBETCTBYIOWMX TPeboBaHUAM K UX
noBepKe, NpeaycMOTPeHHbIM cTaTbel 13 depepanbHoro 3akoHa "O6 obecneyeHuMM eauMHCTBA
nsmepeHuin", TeXHUYECKUX CPeacTB U 060pyA0BaHUA, HEOBXOAMMBIX AR OCYLLECTBAEHUA AEATENbHOCTU
Mo NPOM3BOACTBY MEANLIMHCKON TEXHWUKM;

CBeAEeHUA O AOKYMEHTax, MOATBEPKAAOLWMX PErUCTPALMIO MESULIMHCKUX n3aenmin B Poccninckol
depepauny;

PEKBU3UTbI HOPMAaTUBHOW, TEXHWYECKOW AOKYMEHTauMu, WMCNo/b3yemMon AN OCYLecCTBAeHMUs
AeATeNbHOCTM NO NPOM3BOACTBY MEANLMHCKON TEXHWUKH;

PEKBM3UTbI  JOKYMEHTOB, MNOATBEPKAAIOWMX COOTBETCTBME MNPOU3BOACTBA TpeboBaHMAM
MeXKrocygapcreeHHoro ctaHgapta FOCT I1SO 13485-2017;

CBEAEHMA O [OOKYMEHTax O BbiClUEM WAW cpegHem npodeccMoHasbHOM (TEXHUYECKOM)
06pasoBaHUM, CcTa)Ke paboTbl NO CcChNeuuManbHOCTM He MeHee 3 leT M AOMNOJIHUTE/IbHOM
npodeccroHanbHOM 06pa3oBaHMM (NOBbILWEHUN KBaANdUKaLUM He pexxe ogHOro pasa B 5 nieT) B chepe
BbIMNO/IHAEMbIX PAaboT M OKasbliBaeMbIX YCAYr PabOTHWKOB, 3aK/IIOYMBLUMX C JIULLEH3MATOM TPYAOBble
[OroBOpPbI, OTBETCTBEHHbIX 33 MPOM3BOACTBO M KaYeCTBO MeAULIMHCKON TEXHUKY;
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npu ocywectsieHnn geAaTesibHOCTU No TEXHUYECKOMY O6Cl'|y)+(MBaHM}O Me,D,MLI,MHCKOIZ TEXHUKU!

CBeZleHUNA 0 AOKYMEHTax, MOATBEPKAAOWMX HaIMune Yy AMLeH3MaTa Ha NpaBe CO6CTBEHHOCTM UK
H3a MHOM 3aKOHHOM OCHOBAHWW CPEeACTB U3MEPEHMUI, COOTBETCTBYIOLLMX TPeOOBAHUAM K UX NOBEpPKE,
npeaycMoTpeHHbIM cTaTbent 13 PepepanbHoro 3akoHa "O6 obecnevyeHun eamHCTBA M3MepeHM",
TEXHUYECKMX CPeacTB U 06opyaoBaHMA, HEOOXOAUMbBIX A1 TEXHUYECKOTo 0OC/NYKMBAHUA 3aABEHHbIX
rpynn MeamuUMHCKON TEeXHWMKM MO KNaccam MnoTeHUMAZIbHOTO PUCKA MPUMEHEHMA B COOTBETCTBMM C
HOMEHKNaTypHON KnaccudmKkaumen MeguMuUMHCKMX UM34ennid No  Knaccam B 3aBUCMMOCTU  OT
NMOTEHLMANbHOIO PUCKA UX NPUMEHEHUS;

PEKBU3UTbI 3KCMYaTaLMOHHOW AOKYMEHTAUUN NPOU3BOANUTENS, HEOOXOAMMOWN ANA TEXHUYECKOTO
06CNYKMBAHUA 3asABNEHHbLIX TPYNN MEAMUMHCKMX W34EeNni Mo Knaccam MoTeHUMasbHOro pPUcKa
npUMeHeHus (Npu HaAnuuK);

PEKBU3UTLI AOKYMEHTOB, MOATBEPKAAOLWMX HANMUME Y NULEH3MATA CUCTEMblI MEeHeaXMeHTa
KayecTBa, COOTBETCTBYIOLLEN TPebOBaHMAM MeXKrocyaapcTBeHHoro ctaHgapta FOCT ISO 13485-2017;

CBeAeHUss O [OKYMEHTax O BbICIEeM WAM cpegHem npodeccMoHaibHOM (TEXHMYECKOM)
obpasoBaHuK, cTaxke paboTbl MO CNeunanbHOCTM He MeHee 3 fieT U AONOJHUTE/IbHOM
npogeccnoHanbHom ob6pa3oBaHMM (NOBbILLIEHUN KBaANPUKALMKN HE pexe OA4HOro pasa B 5 neT) B chepe
BbINOJIHAEMbIX PaboT M OKasbiBaeMbIX yCayr paboTHWKOB, 3aK/OUYMBLUMX C JIMLEH3MAaTOM TPYZAOBble
[0roBOpPbI, OCYLLECTBAAILLMX TEXHUYECKoe 06CnyKnBaHNe MeaMLMHCKOM TEXHUKMY;

6) B Cnyyvyae HamepeHuAa NnuUeH3naTa BbINOJIHATb HOBbIE pa6OTbI, OKa3blBaTb HOBble YyCayruy,
coctasiAawowme [OeATeNIbHOCTb NO MNpoM3BOoACTBY U TEXHUYECKOMY O6C!'Iy)KMBaHMI'O Meﬂ,MLLMHCKOﬁ
TEXHUKU:

cBeJleHMA O HOBbIXx paboTax, ycnyrax, COCTaBAAOWMX AeATeNbHOCTb MO MNPOM3BOACTBY M
TeXHn4yeckomy 06C]'IY)-KMBaHVIl'O Mep,MLl,VIHCKOVI TeXHUKU, KOTopble NNUeH3NaT HamepeH BbINO/HATD,
OKa3blBaTb;

NPV OCYyLLLECTBAEHMMN AeATENbHOCTU MO NPOM3BOACTBY MEANLMNHCKON TEXHUKMK:

CBEEHMA O IOKYMEHTAX, MOATBEPKAAIOLMX HA/IMUME Y IMLLeH3MaTa Ha NpaBe cO6CTBEHHOCTU UK
Ha MHOM 33aKOHHOM OCHOBAaHWW CPEACTB M3MEPEHMI, NPEeAYyCMOTPEHHbIX HOPMATUBHOM, TEXHUYECKOM
AOKYMeHTaumel NponsBoAUTENS M COOTBETCTBYIOWMX TPeBOBaHUAM K MX NOBEPKe, NPesyCMOTPEHHbIM
ctatbeit 13 depepanbHoro 3akoHa "Ob6 obecneyeHMM eaUHCTBA M3MEpPEHUIA", TEXHUUYECKUX CPeacTs U
060pyA0BaHNA, HEOBXOAMMbIX ANA OCYLLECTBAEHUA AEATENbHOCTM NO MPOWM3BOACTBY MEAULMHCKOWM
TEXHWUKMY;

cBeAeHMA O [AOKYMeHTax, MoATBep:Aaalowmux peructpaumio B Poccuiickoit  Pepepaunn
MEANLMHCKUX U34eNNiA;

PEKBU3UTbI HOPMATUBHOM, TEXHWUYECKOM [OKYMEHTALUMUW, MCMOb3yeMON AONA OCYLLECTB/EHUSA
OeATeNbHOCTU Mo NPOU3BOACTBY MeAULIMHCKON TEXHUKMY;

PEKBM3UTblI  JOKYMEHTOB, MNOATBEP)KAAIOWMX COOTBETCTBME NPOM3BOACTBA TpeboBaHMAM
MeXKrocygapcrseHHoro ctaHgapta FOCT I1SO 13485-2017;

CBEAEHMA O [OOKYMEHTax O BbiClUEM WAW cpegHem npodeccMoHasbHOM (TEXHUYECKOM)
obpasoBaHUM, CcTaxKe paboTbl NO chneumanbHOCTM He MeHee 3 feT W AOMNOJIHUTE/NIbHOM
npodeccrnoHanbHom obpasoBaHMM (NOBbIWEHNN KBaAUUKaALUKN He pexxe 04HOro pasa B 5 fieT) B chepe
BbIMNO/IHAEMbIX PAaboT M OKasblBaeMbIX YCAYr PabOTHWKOB, 3aK/IIOYMBLUMX C JIULLEH3MATOM TPYAOBble
[OroBOpPbI, OTBETCTBEHHbIX 33 MPOM3BOACTBO M KaYeCTBO MeAULIMHCKON TEXHUKW;

npu ocywectsieHnn geAaTesibHOCTU No TEXHUYECKOMY O6CI'IY)'KMBaHMIO Mep,MLI,MHCKOﬁ TEXHUKU!
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CBEAEHUA O AOKYMEHTAaX, NOATBEPKAAOWMX HAMUME Y INLLEH3MATA Ha NpaBe COBCTBEHHOCTU UK
Ha MHOM 3aKOHHOM OCHOBaHWW CPeacTB U3MEPEHUIN, COOTBETCTBYIOLMNX TPEOOBAHUAM K UX MOBEPKE,
npeaycMoTpeHHbIM cTatbelt 13 depgepanbHoro 3akoHa "O6 obecrneyeHuM eamHcTBa M3mepeHun",
TEXHUYECKMX CpeacTB U 060pya0BaHUA, HEOBXOANMMBIX ANA TEXHUYECKOrO 06CNyKMBAHMA 3aABNEHHbIX
rpynn MeamuMHCKON TEXHMKM MO Knaccam MNOTEHLUMANbHOIO PUCKA MPUMEHEHMA B COOTBETCTBUM C
HOMEHKNaTypHON KnaccudmKaumen MeaguMUMHCKMX UM34ennid No  Knaccam B 3aBUCMMOCTU  OT
NOTEHLMANBHOIO PUCKA UX NPUMEHEHUS;

PEKBU3UTDI 3KCI'I}'IyaTaLI,VIOHHOl7I AOOKYMEHTauun nponssoanTena, HEO6XOLI,VIMOVI AnAa TeXHN4YeCcKoro
OGCHY)KMBaHMFl 3aABZIEHHbIX Trpynn MeaununHCKUX Ms,qenmﬁ no KsacCamM nNOTEHUMANbHOIO pPUCKa
NPpUMeEHEHNA;

PEKBU3NUTbI AOKYMEHTOB, MOATBEPXKAAOLWMX HAANYME Y NMLEH3MATa CUCTEMbl MEHeKMEeHTa
KauyecTBa, COOTBETCTBYIOLWEeN TpeboBaHMAM MeKrocyaapcTeeHHoro ctaHgapTta FOCT I1SO 13485-2017,;

CcBeAJeHUAs O [OKYMeHTax O BbiClleM WAM cpegHem npodeccnoHanbHOM (TEXHMYECKOM)
obpasoBaHUKW, cTaxke paboTbl MO CNeumanbHOCTM He MeHee 3 fieT U AONOJHUTE/IbHOM
npodeccnoHanbHom obpa3oBaHMM (NOBbILIEHUN KBaANPUKALMKN HE pexe O4HOro pasa B 5 eT) B chepe
BbINOJIHAEMbIX PaboT M OKasbiBaeMbIX yCayr paboTHWKOB, 3aK/OUYMBLUMX C JIMLEH3MAaTOM TPYZAOBble
[O0roOBOPbI, OCYLLECTBAAIOLLMX TEXHUYECKOE 0bCyKNUBaHNE MeOMULMHCKON TEXHUKMU.

9. BbinosHeHWe paboT, OKasaHue YC/Ayr B 4acTM TEXHMYECKOro O6CAYKMBaHUA MeAULMHCKOW
TEXHWMKM MOTYT OCYLLECTBAATLCA JIMLEH3MATOM MO agpecy 3KchayaTaumm (MecTy HaxoxKaeHws)
MEAMLMHCKOW TEXHWKWU, He YKasaHHOMY B /IMLEH3MM B KayecTBe ajpeca MecTa OCyLeCTBNeHUA
NIMLEH3UPYEMOro BUAA OEATENBHOCTU, U He TpebyloT nepeodopMAEHUN TULEH3UMN.

10. Mpu npoBegeHWMM MNPOBEPKM CBEAEHWN, COAEPMKALLMXCA B MPeACTaBAEHHbIX COMCKaTenem
NIMLEH3UN U NIULLEH3MATOM 3aABJIEHUN M NPUNAraemblX K HEMY AOKYMEHTaX, SIMLEH3MPYIOWMIA opraH
3anpalumBaeT Heobxoaumble A/1A NPEfOCTaBEHNA FOCYAAaPCTBEHHBIX YCYT B 06/1aCTU IMLEH3UPOBaHNA
CBEAEHUA, HAXOZALLIMECA B PACMOPAXKEHUM OPraHOB, MPESOCTaB/AIOWMX TOCYAAPCTBEHHbIE YC/YTU,
OpraHoB, MPeAOCTaBAAOWMX MYyHUUMUMNAbHBIE YCAYIWM, WHbIX FOCYAApPCTBEHHbIX OPraHoOB, OPraHoB
MECTHOTO CamoyrnpasieHusa Mbo NoABEeLOMCTBEHHbIX TOCYAAPCTBEHHbIM OpraHam MWW OpraHam
MECTHOIo CaMOYyMpaB/ieHMA OpraHM3auuii, B NopsaaKe, ycraHoBieHHOmM PepepasbHbiM 3akoHom "O6
OpraHn3aLmMmn NpeLoCcTaBEHNA FOCYAAPCTBEHHbIX U MyHULMNANbHbIX yCayr".

11. JlMueHsuMpylowmMii OpraH pasmelaeT Ha eaAuMHOM MOopTajie  roCYy[apCTBEHHbIX W
MYHUUMNANbHbIX  ycayr (PyHKUMIA) B nopsake, ycTaHoBneHHom [pasutenbctBom  Poccuiickoit
Pepepaunn, ceefeHMA O Xode MPUHATUA UM peLleHUA O NpPefoCcTaBAeHUW Uan nepeodopMIEeHUN
JNINLUEH3NN, a TaKKe MNpoBeAeHMA MPOBEPKU COOTBETCTBMA COMCKATENA JULEH3UN NINLEH3UOHHbBIM
TpeboBaHMAM M NPOBEepPKN COBAOAEHMA NULEH3MATOM YKasaHHbIX TPeBOBaHWI NpuU ocyLiecTBAEHUN
OeATeNbHOCTN NO NPOU3BOACTBY M TEXHUYECKOMY OOCTYKMUBAHMIO MEAULIUHCKOM TEXHUKM.

12. WHbopmaumsa, OTHOCALIAACA K OCYLLECTBAEHUIO AeATeNbHOCTM Mo MNpou3BOoACTBY U
TEXHUYECKOMY O6CNYXKUBAHUIO MEAULMHCKOW TEXHUKU, NpeaycMOTpeHHaa Yactamm 1 u 2 ctatbn 21
depepanbHOro 3akoHa "O NMUEH3MPOBAHUM OTAENbHLIX BUMAOB AEATENbHOCTU', pasmMellaeTca Ha
obuuManbHOM CaliTe NNLEH3UPYIOWEro opraHa B WHGOPMaUNOHHO-TENNIEKOMMYHUKALNOHHON CeTu
"MHTepHeT" B TeueHue 10 gHel co aHs:

a) Od)I/ILI,VIaI'IbHOI'O 0I'Iy6I'II/IKOBaHI/IF| HOPMATUBHbIX MNPaBOBbIX aAKTOB, YCTaHaB/IMBAKOLWKUX
obAsaTenbHble TpeﬁoBaHWr'l K ﬂVILI,eH3VIpyeMOl7I OEeATE/IbHOCTU,

6) NPUHATUA JIMLEH3MPYIOWMM OpPraHOM pelleHUs O NpeaocTaBNeHuM, nepeodopMIEHNUH,
NPMOCTaHOBAEHMM, BO30OOHOBEHUN UK O NPEKPALLEHUMN AENCTBUA NULLEH3UN;

B) nonydeHua ot PeaepanbHOM HaANOroBON CAYXKObI CBeAEHUI O NIMKBUAAUMWU HOPUANYECKOTO
NMLA WAM NpeKpaleHUn ero AeATeNbHOCTM B pe3ynbTaTe peopraHusaumm Anbo o npekpaleHuu
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OU3NYECKMM NNLLOM AeATeIbHOCTM B KaYecTBe MHAMBKUAYAAbHOMO NpeanpuHMMaTens;
r) BCTYNAEHWA B 3aKOHHYIO CUNY pelleHus cyaa 06 aHHYAMPOBaHUN NNLEH3UN,

13. lMpegmeTom /NNLEH3NOHHOINO KOHTPOAA ABAAKOTCA COOTBETCTBME COUCKATEeNA ULLEH3UU
NNUEH3NOHHbIM  TpeboBaHMaM U cobalogeHMe  NMUEH3MATOM  JIMLEH3MOHHbIX  TpeboBaHMA,
YCTAaHOBAEHHbIX NYHKTOM 5 HacToAwero MNonoxeHuma.

14. JINUEH3MOHHbIA KOHTPOMb OCYLLECTBASETCA B MOpsAAKe, npeaycmoTpeHHom depepasbHbim
3akoHoM "O 3awmTe nNpaB PUOMYECKUX UL, UM WHAMBUAYANbHbIX NpPeAnpUHUMATEenel npu
OCYLLECTB/IEHUM TOCYAAPCTBEHHOTO KOHTPOAA (Hagsopa) M MYHUUMMANbHOTO KOHTpoAs", ¢ yyYeTom
ocobeHHOCTe opraHM3aLMn M NPOBEAEHUS MPOBEPOK, YCTaHOB/AEHHbIX PeaepanbHbiM 3akoHOM "O
JIMLEH3MPOBAHUN OTAE/NbHbIX BUAOB AeATeNbHOCTH" .

15. [JOMKHOCTHbIMW JIMLUAMWU JINLEH3UPYIOLWEro OpraHa, YNoJIHOMOYEHHbIMM OCYLLEeCTBAATb
JINLUEH3MOHHbIM KOHTPO/b, ABAAIOTCA:

a) pPyKoBOAMTENb, €70 3aMeCTUTENN;

6) pyKoBOANTENN CTPYKTYPHbIX MOAPA3AENEHNI, UX 3aMECTUTENN, A0/IKHOCTHBIMWN pernameHTamm
KOTOPbIX NPeAycMOTPEeHbl NOJIHOMOUYUSA NO OCYLLECTBAEHWNIO NMLEH3NOHHOIO KOHTPOAS;

B) MHblE TOCYAapPCTBEHHbIE TPaXAaHCKMe cnyxauine, OONKHOCTHbIMU pernameHTamm KOTOPbIX
npeaycMmoTpeHbl NMOJTIHOMOYMA NO OCyLWweCcTBAEHUIO TNULEH3NOHHOIO KOHTPOAA.

16. [JOMKHOCTHblIE NULA NULEH3MPYIOLLEro OpraHa npu nNpoBeAeHMM MNPOBEPOK B pPaMKax
OCYLLECTBNEHUA JIMLLEH3MOHHOIO KOHTPOAA cObA0Aal0T OrpaHUYEeHMA WM BbINOAHAKT 06A3aHHOCTH,
YCTAHOB/NIEHHble cTaTbAMM 15 - 18 depepanbHoro 3akoHa "O 3awmTe NpaB HPUANYECKUX UL, U
WMHAMBUAYANbHBIX NPeAnpUHMMATENEN NPU OCYLLECTBIEHMM TOCYAapPCTBEHHONO KOHTPOASA (Haa3opa) u
MYHULMNANbHOTO KOHTPOAA", a TaK¥Ke HecyT OTBETCTBEHHOCTb 33 HEUCMOJHEHUE UM HeHagnexKallee
NCNOJIHEHWE BO3/I0XKEHHbIX HA HUX NONHOMOYMI N 06A3aHHOCTEN B COOTBETCTBUM C 3aKOHOLATENLCTBOM
Poccuiickoin Pepepaumnn.

17. Mpu opraHM3auMm M OCYLLECTBAEHMMU NNLEH3UOHHOTO KOHTPOASA NMUEH3UPYIOWMIA OpraH
BNpaBe MNPMBAEKATb 3JKCNEPTOB, a TaKXKE IKCMEPTHble OpraHM3aLMu, KOTOpble aKKpeAWUTOBaHbl B
YyCTaHOB/IEHHOM NopAgKe.

18. B uenax npeaynpexneHua HapyleHWd AULEeH3MaTaMM JNLEH3MOHHbIX TpeboBaHuMiA
JIMLLEH3UPYIOWMM  OPraHOM  OCYLLECTBAAIOTCA  MeponpuaTMa nNo  npoduiakTUKe  HapyLlleHWi
JNINUEH3NOHHbIX TpeboBaHMM B COOTBETCTBUM C TpebOBaHMAMMW, YCTAHOBAEHHbIMW cTaTbel 8.2
depepanbHOro 3akoHa "O 3aWmTe NPaB IOPUANYECKUX UL, U MHOMBUAYANbHbIX NpeanpuHUMaTenei
NP1 OCYLLLECTB/IEHUMN FOCYAAPCTBEHHOTO KOHTPO/IA (HaA30pa) U MyHULMMANbHOTO KOHTpoAs".

19. J/IMLeH3MpPYIOWMM OpraHOM NPOBOAATCA MEPONPUATUA NO KOHTPOJIIO 6e3 B3aumoaencTema
JIMLLeH3naTaMn, NpesycMoTPeHHble NMYHKTOM 7 yacti 1 cTtaTbm 8.3 depepanbHoro 3akoHa "O 3awwmTe
npas  OPUOUYECKMX /ML, UM UHAUBUAYANbHbIX  NpegnpuHUMATeNne Npu  OCYLLECTBAEHUU
rocyapCTBEHHOTO KOHTpPOAs (HaZ3opa) M MYHUUMMANbHOTO KOHTpoAa', nytem HabawogeHWa 3a
cobnoaeHNEeM NULEH3UOHHBIX TPeboBaHUIM 1 aHann3a MHGopMaLMK O AeATeNbHOCTU NMbOo AeNCTBUAX
JIMLLEH3MATOB, KOTOpas NpeacTaBAseTca /MLeH3naTamu (B TOM 4yuciae nocpeacTBOM MCMO/b30BaHMA
denepanbHbIX rocygapCTBEHHbIX MHGOPMALMOHHBIX CUCTEM) B IMLEH3UPYIOLWMIA OPraH MaM MOXKeT 6bITb
nosydyeHa (B TOM u4MC/ie B pamKax MeXBeLOMCTBEHHOrO WHPOPMALMOHHOIO B3aMMoOAencTBumA)
JIMLLEH3UPYIOWMM OpraHOM 6e3 BO3M0XKEHMSA Ha JNLEH3MATOB 06A3aHHOCTEN, He MpeayCMOTPEHHbIX
depepanbHbIMM 3aKOHAMM U MPUHATBIMU B COOTBETCTBUM C HUMMU MHBIMU HOPMATUBHBIMW MPaBOBbIMU
akTamm Poccuinckon degepaumm.

20. I'Ipep,CTaBneHme CouUCKaTenem UUEH3UN 3aABNEHNA U OOKYMEHTOB, HEO6XOAMMbIX AanAa
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Nosy4YeHUA NIMLEH3UU, UX MPUEM NNLEH3UPYIOLLUM OPraHOM, MPUHATUE NNLEH3UPYIOLWUM OpPraHoM
pelleHns o NnpeaocTaBNeHun nueHsum (06 oTKase B NpeaocTaBAeHUN ULEH3UK), NepeodOopMIeHUHM,
NPUOCTaHOB/IEHUU UM BO30OHOBNEHUM ee AeNCTBUSA, a TaKKe BeaeHne MHGOPMaLMOHHOIO pecypca u
peecTtpa AMLEH3NIA W NpeaocTaB/ieHNne CBEAEHWUI, codeprKalmxca B MHOOPMALMOHHOM pecypce U
peecTtpe /MUEH3UI, OCYLLEeCTBAAIOTCA B MNopaake, ycTaHoBneHHom ®PepepanbHbim 3akoHom "O
NINUEH3MPOBAHNN OTAENbHbIX BUAOB AeATeNbHOCTU".

21. 3a npeaocTaBneHMe NINLEH3UPYIOLWMM OPraHOM ANLEH3UN U nepeodopMIeHne NLEH3Un
yNaayunBaeTcA rocygapCTBeHHaA nMoOWAMHA B pasmepax W nopagKe, KOTopble YCTAaHOB/EHbI
3aKoHoAaTenbcTBOM Poccuiickoit deaepaumm o Hanorax 1 cbopax.

MpunoxkeHune

K MonoXKeHWIO O NULLEH3UPOBAHNUN
AeATeNbHOCTU NO NPOM3BOACTBY

N TEXHUYECKOMY 06CNYHKUBAHUIO

(3a ncknoueHmem cnyyas,

€C/I1 TeXHUYEecKoe obcnyKuBaHue
ocyliecTsaseTcsa gns obecneyeHms
COBCTBEHHbIX HY¥A, OpPUANYECKOTO NLA
AN UHANBUAYANbHOTO NpeanpuH1UMaTens)
MeANLNHCKON TEXHUKMU

NEPEYEHDb
BbIMOJIHAEMbIX PABOT, OKA3bIBAEMbIX YCNYT B COCTABE AEATE/IbHOCTU
no NPoOn3BOACTBY U TEXHUWYECKOMY OBCNYHKMUBAHUIO (3A UCKNTHOHEHUEM
CNYYAA, ECIU TEXHUYECKOE OBC/NTYXXKUBAHUE OCYLLLECTB/TAETCA
ONA OBECNEYEHNA COBCTBEHHbIX HY X/ FOPUANYECKOIO JIMLA
WU UHOUBUAOYANBHOIO NPEANPUHUMATENA) MEOULUHCKOM TEXHUKU

1. Mpon3soAcTBO MeAULIMHCKOM TEXHWNKM.

2. B 4acTM TexHWYEeCKoro o6CNYKMBAHMA (33 WCKAOYEHMEM C/yyas, eCin TeXHWYEecKoe
obcnyKMBaHWE OCyLecTBAAETCA Ana obecnevyeHus COOCTBEHHbIX HYXKA, HOPUANYECKOTO JMLA WK
WMHAMBUAYANIbHOTO NpeAnpUHMMaTENs) MeANUNHCKON TEXHUKU:

a) TexHuyeckoe O0b6CAYKMBaHME CcleaylolmX Trpynn  MeAUUMHCKOM TeXHUKM Knacca 2a
NOTEHLMANbHOrO PUCKA NPUMEHEHMA:

opToneanyeckme MeanUMHCKUE U34enuns;
racTPO3HTEPONIOrMYECKME MEANLMHCKNE U3LENNs;

peabunnTaLMoHHbIE M a4aNTUPOBAHHbIE AN UHBAMAOB MEeANLMHCKME U3aenus;
MeANUNHCKUE U3LeNnA ANA NAACTUYECKON XMPYPrum, AepMaToIorMM U KOCMETOI0TUK;
BCnomoratesibHble U 061eb0bHUYHbIE MeOULMHCKME U34enns;

CTOMATOJIOrMYeCcKMe MeANLNHCKUE U3Lenuns;

aHecTe3nonorm4eckme wu pecnmpatTopHble mMeanunHCKne wmsaenua (MOHVITOpr, CUcrtembl
MOHUTOPUPOBAHNA aHECTE3NONOTNYECKHNE, pechpaToprle);
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HEI\;IPOI]OI'M‘-IECKME MmeanunHCKne n3noenna;

CepAeYHO-COCYAMCTbIe MeAMLMHCKME wu3genva (MeauuMHCKME w3genna Ana onpeaeneHus
dU3MONOTNYECKMX MAapPaMeTpoB, KapTMPOBaHMA cepaua, MOHWUTOPbI, CUCTEMbl MOHUTOPWPOBAHUA
KapAmosiorMyeckme 1 conyTcTeytoLLMe U3AeNus);

odTanbmoiornyeckne meanLMHCKNE U3genus;
MeaMULMHCKME N34enna ansi OTOPUHONAPUHIOIOTUN;
du3noTepaneBTUYECKME MEANLMHCKNE U3AENNA;

MeAMUMHCKME u3denuns pas in vitro AMarHoCTMKM (3aperucTpuMpoBaHHble B YCTAaHOB/IEHHOM
nopaaKe B COOTBETCTBMM C aKTaMM, COCTABAAOLWMMM NpaBo EBPasnimCKoro aKOHOMMYECKOro coto3a, Uan
3aKoHoAaTenbcTBOM Poccuiickoit depepaumn);

6) TexHuyeckoe obcayKMBaHWE FPpynn MeAMLMHCKOM TeXHUKKU Knacca 26 NoTeHLManbHOro pUcka
npUMeHeHusn:

XnUpyprnyeckme MHCTpPymMeHTbl, CUCTEMbI U conyTCcTBYOWME MegUUNHCKUNE U3AENNA;

CepAeUYHO-COCYAMNCTbIE MEAMLMHCKME M34enna (3a UCKAYEHUEM MeAMUMHCKUX u3genvii ans
onpefeneHua  GU3MONOTMYECKMX MNapamMeTpoB, KapTUPOBaHWA CepAla, MOHWUTOPOB, CUCTEM
MOHUTOPUPOBAHUA KapAMOA0rMHECKUX U CONYTCTBYIOLIMX U3AENNIA);

MeOMLMHCKME N34eNna s MaHUNyAALMIA, BOCCTAHOBAEHMA TKAHEN, OPraHOB YE0BEKa;
MeLMLMHCKME NU3AENNA ANS aKYLIEPCTBA U TMHEKOIOTUMY;

aHecTe3nonorm4eckmne n pecnmpatopHblie megunumMHCKneE mnsagenuna (3a UCKNIOYEHNEM MOHUTOPOB,
CNCTeM MOHUTOPUPOBAHUNA aHECTE3NOIOTUYECKHUX, pechpaToprlx);

paguonorMyeckue MeamUMHCKME u3genna (B 4yactu obopyaoBaHMA A4A  YAbTPa3BYKOBOrO
nccnenoBaHus);

paanonornyeckne meaununHCKne n3agenna (B 4actu raMmma-anarHoCtn4eckoro, ramma-
TepaneBTUYeCcKoro 060pya0BaHNA U SMUCCUOHHOM ToMorpadun);

pafauosiorMyeckue meguuMHCKMe msgenua (B Yactu obopyaoBaHUA A8 MarHUTHO-PE30HaHCHOM
Tomorpadun);

pagnonornyeckme meanumHCKne n3genna (B 4actu 060pyAOBaHMﬂ ana pEHTI'eHOTepaI'IMM);

pagMonorMyeckue MeguUMHCKME u3genua (B 4YacTM PEeHTreHOBCKOro obopyaoBaHuAa  ans
KOMMbIOTEPHOM TOMOTpaduu 1 aHrmorpadum);

paauosiorMyeckue meguuuHCKMe usgenvsa (B 4yactM obopyaoBaHUA A/1A peHTreHorpaduu u
peHTreHocKonuu);

B) TEXHUYECKOE 06cny>+<|/|BaH|/|e rpynn Me,CI,VILI,MHCKOﬁ TEXHUKKU Knacca 3 noTeHuManbHoOro PUCKa
npuMeHeHnA:

ypoaorndyeckme megnunHCKneE n3agenunsa;

megnunHCcKne nspenuna, npeagHasHa4yeHHble gna a¢epe3a.



