NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 15 cents6ps 2020 r. N 1445

Ob YTBEPXIEHWU ITOJIO>KEHMSA
O JIMUEH3MPOBAHUWM JEATEJIBHOCTU I1O
[TPON3BOACTBY

1 TEXHUYECKOMY OBCJIY>KMBAHUIO (3A

VCKIIIOYEHUEM CJIYYAS4,
ECJIM TEXHUYECKOE OBCJIIYKVMIBAHUE
OCYHIECTBJIIETCA
JJI OBECIIEYEHWA COBCTBEHHBIX HYJK]I
IOPMOIVYECKOI'O JIMLIA
WIN NHOVBUYAJIBHOI'O ITIPEATIPUHMMATEJIA)

MEJIUILIMHCKOU TEXHUKU

B cooTBeTcTBUM ¢ DenepasibHbIM 3aKOHOM "O
JIMLEH3MPOBAaHUY OTAE/IbHBIX BUIOB e TeJTbHOCTI"
IIpaBuTenbcTBO Poccuiickoin ®enepannn
IOCTAHOBJISIET:

1. YTBepauTh npuiaraemoe IlososkeHne o
JIUIIEH3VPOBAHU M AESITeTbHOCTY T10 TTPOU3BOJICTBY U
TeXHUYECKOMY 0OCTY>KMBAHUIO (38 UCKTIOUeHMEM
cJIydast, ey TeXHU4Yeckoe o0CIykKuBaHue
OCYIIeCTBJISIETCSI ISl 00ecrieueHmsI COOCTBEHHBIX
HYK]I FOPUINYECKOTO JIUIIA U MHOUBULYATbHOTO






Hpe,E[HpI/IHI/IMaTeJIH) MeIVUIMHCKOM TeXHUKINA.

2. JIniieH3UM Ha OCYILeCTBIeHME AesITeIbHOCTHU 110
MPOM3BOJICTBY U TEXHMYECKOMY OOCTY>KMBaHMIO (32
UCKJIIOUEeHMEM CJIydasi, eC/iv TEXHUYeCcKoe
00CTY;KMBaHME OCYIIECTBIISIETCS IJIs1 00ecIieueHmnst
COOCTBEHHBIX HYKI, IOPUANYECKOIO JINIA VTN
MHAVBUAYAIbHOTO MIpeITIpUHMUMATETIS)
MeIUIMHCKOM TeXHUKU, BbIJaHHbIe 10 BCTYIJIEHUS B
CUJTy HACTOSIIIEr0 MOCTAaHOBIEHNS, TO1JIeKaT
rnepeodopMIeHMIO B COOTBETCTBUM C TPEOOBAHMUSIMU
[TosioskeHMSsI, yTBEPKAEHHOTI'0 HACTOSIIIIIM
ToCTaHoOBIeHKeM, 10 31 gekabpst 2023 r.

3. demepanmbHOI CITysKOe 10 HaZI30pY B cdepe
3apaBooxpaHeHnus oo 1 uwonsg 2021 r.
aKTyaJIM3MpoBaTh JaHHbIE PeeCTPOBbIX 3aIuceit
eIJMHOTO peecTpa JULIeH3UI, CoAepXKalluX CBeleHUSs
0 MPOM3BOICTBE U TeXHUUECKOM OOCTYy>KMBaHUM (32
UCKJTIOUEeHMEM CTy4asi, eCIu TeXHUYeCKoe
00CTy>KMBaHMe OCYIIECTBIISIETCS 151 06ecreueHnst
COOGCTBEHHBIX HYXK]I IOPUINYECKOTO JINIA MU
MHAVBUAYAJbHOTO MIpeIIpUHMUMATE]IST)
MeIOUIMHCKOM TeXHUKM, KOTOPbIe B COOTBETCTBUM C
[TonoxkeHueM, yTBepPKAEeHHbIM HAaCTOSIIIUM
ITOCTAHOBJIEHMEM, He TPEOYIOT MOTYUeHUST JIUIIEH3UNA.

4. HacTos1iee IoCTaHOBJIeHE BCTYIIA€T B CUJTY C 1






suBaps 2021 r. u gerictByet no 1 suBaps 2027 r.

IIpencenarens [IpaBuTe/bLCTBA
Poccuiickoit @egepatunn
M.MUIIYCTUH

YTBepKOeHO

rocraHoB/ieHneM [IpaBuTe/bCTBA
Poccuiickoi ®epgepann

ot 15 centsiops 2020 r. N 1445

[TOJIOXKEHUE
O JIMOEH3NPOBAHMUN NEATEJIBHOCTU I1O
[TPOMN3BOACTBY

N TEXHUYECKOMY OBCJIYKUBAHUIO (3A

VNCK/IIOYEHUEM CJIYYAS,
ECJIM TEXHUYECKOE OBCJIY>KMBAHUE
OCVIIECTBJIAETCA
HJI4 OBECIIEYEHMSA COBCTBEHHBIX HY K]
IOPUIVYECKOT'O JIMIJA
WM NTHOVBUOYAJIBHOT'O ITPEATIPUHVMATEJIS)

MEJIMIIMHCKOM TEXHUKU

1. HacTtosuiee ITonoxkeHue orpenesieT IMOpsaoK
JUIIeH3VPOBaHMS AesITeJIbHOCTU 110 IPOU3BOACTBY U
TeXHUYECKOMY OOCTY;KMBAHMIO (32 MCK/TIOUEHEM
cJIydast, ey TeXHMJYeckoe 00CTykKuBaHue
OCYIIeCTBJISIETCS 1JIsI 00ecIieueHsI COOCTBEHHBIX
HYXX], OpUAMYECKOTO JUIa WIN UHANBUIYAJTIbHOTO






Hpe,E[HpI/IHI/IMaTeJIH) MeIUIMHCKOM TeXHUKIA.

2. TToHSTUS, UCTTOb3yEMbIE B HACTOSIIIIEM
[TonoskeHMM, O3HAYAIOT CIeAyioliee:

"TeXHMYeCKoe 00C/Ty;KMBaHMe MeIUIIMHCKOM
TeXHUKU" - KOMILJIEKC perjaMeHTUPOBaHHbIX
9KCIUTyaTallMOHHOM AJOKYMeHTalleil TpoM3BOAUTES
MeIUILIMHCKOTO U3Ae/INs MePOIIPUSITUI 10

oA IeP>KaHUI0 MCIIPAaBHOCTU U (UIN)
BOCCTAHOBJIEHMIO PAOOTOCIIOCOOHOCTM MEIAUIIVHCKUX
u3neanii ¢ IpoBeeHeM KOHTPOJIS TEXHUUECKOT0
COCTOSIHMSI TIPU UX UCIIOJIb30BaHMM T10 Ha3HAUEHUIO,
MpeIyCMOTPEHHOMY ITPOU3BOAMUTEIEM, a TAKXKe
JIeICTBUS TI0 MOHTAXKY M HaJIaIKe MeIUIIMHCKUX
U3oennii;

"MeOUIIMHCKas TeXHUKA" - MeOULMHCKMe u3genns (3a
UCKIIOUeHreM 1 Kimacca MOTeHIMaabHOTO pUcKa
IpUMeHeHus), ToJiexKale TEXHUUECKOMY
00CTY;KMBAHMIO U TIPEICTABIISIONINE COOOIA
MHCTPYMEHTBI, afmapaThl, Ipubopbl, 060pyIoBaHMe,
IpUMeHseMble B MeAULIMHCKUX LeJISIX OTAEJIbHO WU
B COYETaHUM, a TAK)Ke BMeCTe C JPYTrUMU
MPVHAJIEXXHOCTSIMM, HEOOXOIMMBIMMU [IJISI
MpUMeHeHMs YKa3aHHBIX U3IeIUii IT0 Ha3HAYEeHUIO,
BKJIIOUAsI CIlelabHOe ITPOTpaMMHOe obecIieueHne,
U TIpeHa3HauYeHHbIE IIPOU3BOAUTEEM OJIS






MpOoPUIaKTUKY, AUATHOCTUKHA, T€UEHUS U
MeIUIMHCKO peabumutanyy 3a601eBaHuii,

MOHUTOPMHTA COCTOSIHMS OpraHM3Ma uejioBeKa,
MpoBeleHMSI MeIUIIMHCKMUX UCC/IeIOBaHUA,
BOCCTAHOBJIEHMSI, 3aMellleHNs, M3MeHeHUsI
aHATOMMUYECKOV CTPYKTYPbI UM (PU310IOTUUECKUX
(dyHKIIMIT Opranusma, npeJoTBpalleHns UIn
npepbiBaHMs 6epeMeHHOCTH, QYHKIMOHATIbHOE
Ha3HayeHMe KOTOPbIX He peasn3yeTcs MyTemM
(hapmakosornyeckoro, MMMYHOJIOTMUYECKOTO,
reHeTMYeCcKoro Uiy MeTaboaMueckoro BO30eCTBUS
Ha OpraHM3M yesoBeKa.

3. B cocTaB fesaTesibHOCTU T10 IIPOU3BOACTBY U
TeXHUYECKOMY OOCTY>KMBAHUIO (32 UCKITIOUeHMEM
cJIydasi, ey TeXHU4eckoe o0CIykuBaHue
OCYIIeCTBSIeTCS AJ1s1 0O6ecrieueHysI COOCTBEHHBIX
HYXI OPUANYECKOTO JIULA WIN UHAUBULYATIBLHOTO
MpearpuHUMaTesist) MeaUIIMHCKOV TeXHUKY (fasee -
IesITeJIbHOCTD 110 IIPOU3BOLCTBY U TEXHUUYECKOMY
00CTY>KMBaHMIO MeAULIMHCKOM T€XHUKI) BXOIST
paboThl (YCJIYTH) TI0 TTIepPEeYHI0 COTJIACHO
MIPUJIOKEHUIO.

4. JInieH3UpoOBaHMe OesITeTbHOCTY 110 TPOMU3BOACTBY
Y TEXHMYECKOMY OOCTYKMBAHUIO MEIUIIMHCKOM
TEeXHUKMU OCyIecTBsieTcs: PemepanbHOI Cy>k0607i IO
Haz30py B chepe 3apaBooxXpaHeHMs (Hanee -






JULIeH3UPYIOII I OpraH).

JInieH3UpPyIOUUit OpraH yTBepKAaeT GOpPMbI
IOKYMEHTOB, HEOOXOAMMBIX [IJIs pean3alinumu
HacTosiero ITonoxenust (bopMbl MpeaCcTaBasIeMbIX
3a5IBJIEHU, YBEIOMJIEHUI U CBeleHUI).

5. JIn1ieH3MOHHBIMM TPEOOBAHUSIMU TIPU
OCYIIeCTBJIEHUM JIeSITeIbHOCTY T10 ITPOM3BOACTBY U
TEeXHUYECKOMY OOCTY>KMBAHNUIO MeIUIIMHCKO
TeXHUKU SABJISIIOTCS

Q) )11 COMCKATe s JIULeH3UN:

Ha/auuye MpMHagjiekalux COUCKaTeno IUIeH3un Ha
rpaBe COOCTBEHHOCTM MJIM HA MUHOM 3aKOHHOM
OCHOBaHUM MOMeLIeHU, 3TaHNI, COOPYKEeHUII 10
MeCTy OCYLIeCTBJIeHVs INLIeH3UPYeMOoro Buza
nesTeIbHOCTU, HeOOXOOMMBIX IJ1S1 OCYIIeCTBIeHUS
IesITeJIbHOCTU 110 IIPOM3BOLACTBY M TEXHUUECKOMY
00CTY;KMBAHMIO MEAULIVTHCKOI TeXHUKMA

HaJuuye y COUCKaTess TUIEeH3UN, UMEeIIIero
HaMepeHMe OCYIIeCTBISATh IesTeIbHOCTD I10
MPOU3BOACTBY MeAUIIMHCKO! TeXHUKN:

CpefCTB U3MepEeHUI, IPeyCMOTPEHHBIX
HOPMAaTUBHOM, TEXHMUYECKON JOKYMEHTAalen
MIPOU3BOINUTEIS ¥ COOTBETCTBYIOIIUX TPEOOBAHMSIM K






X TIOBEPKe, MPelyCMOTPEHHBIM CTaTbhei 13
denepanbHOro 3akoHa "O6 obecreueHMM egMHCTBA

M3MepeHuit", TeXHUUECKUX CPeJICTB U 060pyIOBaAHMS,
HeO0OXOMMBIX JJI51 OCYIeCTBAeHUS eI TeIbHOCTY 110
IIPOU3BOJCTBY MeIMUIMHCKOM TeXHUKM;

pEruCTPalMOHHOIO YAOCTOBEPEH S Ha
MeIULMHCKYI0 TEXHUKY, OATBEPKAAIOILEr0, YTO
COMCKATeJIb JIMLEH3UU OCYILIECTBIISIET IIPOU3BOACTBO
9TO MeIUIIMHCKOI TeXHUKU JINO0 MeeT
OTHOIIIEHME K MeCTY IPOMU3BOACTBA 3TOM
MeaUIIMHCKOM TeXHUKU PU YCIOBUM, UTO
MPOU3BOANUTEJIb (YIIOJTHOMOYEHHbIN ITpefCTaBUTENb
IPOMU3BOANUTEIS) 3aKII0UMII COTIallleHne C
coucKaTejaeM JIUIeH3MM 00 OpraHM3anun
MMPOU3BOICTBA, PETYAMUPYIOIEE B TOM UMCJIe BOIPOCHI
obecrieuyeHNsT KOHTPOJISI KaUueCcTBa 1 6€30I1acCHOCTH
MMPOU3BOAMMOM MPOAYKIIMM, a TAKKE
OTBeTCTBEHHOCTHU Ilepel TPeTbUMMU JIULLAMM;

HOPMAaTUBHOJ, TEXHNYECKOV JOKYMeHTaIH,
MCIIO/Ib3YEeMOI AJ151 OCYILLeCTBICHUS AesITeTbHOCTY T10
MMPOU3BOACTBY MeAUIMHCKOI TeXHUKH;

CUCTeMbl MeHe[)KMEeHTa KaueCTBa, CO3LaHHON U
GyHKIIMOHUPYIOLIEli B COOTBETCTBUM C
TpebOBaHUSIMU MeXTOCYJapCTBEHHOTO CTaHAapTa
I'OCT ISO 13485-2017,






pa6OTHI/IKOB, 3aK/IIOUMBIINX C COMCKaATe/IeM
JIMIEH3UU TPYAOBbI€ JOTOBOPbI, OTBETCTBEHHBIX 3d

MPOM3BOJICTBO ¥ KAUeCTBO MEIUIIMHCKOI TEXHUKHA,
MMeIOII VX BhICIIIEe WM CpeHee mpodeccroHalbHOE
(TexHMYECKOE) 0Opa3oBaHMe, CTaXX paboThI 110
CIIeIaJbHOCTM He MeHee 3 JIeT U JOMOJIHUTEIbHOe
npodeccruoHasbHOEe 06pa3oBaHue (MOBbIIIeHEe
KBa/MGbUKaLIUM He pexke OHOTO pasa B 5 JIeT) B
cdepe BBITIOTHSIEMbBIX PaOOT M OKa3bIBa€MbIX YCIIYT;

Ha/Inuye y COouckaTeasa JMIeH3nm, MMeriiero
HaMepeHMe OCYLeCTBJIATh AesATe/JIbHOCTD I10
TEXHUYECKOMY O6C.TIY)KI/IBE1HI/II0 MeOULIMHCKOMI
TEeXHUKU:

CpeACTB M3MepeHUit, COOTBETCTBYIOIINX
TpeOOBaHMSM K UX ITOBEPKE, ITPeayCMOTPEHHBIM
cratbeit 13 ®enepanbHOro 3akoHa "O6 obecrieueHnn
eIMHCTBA U3MepeHUN", TeXHUYeCKUX CPeCTB U
000pynoBaHMsI, HEOOXOIMMBIX JJ15I TEXHUUECKOTO
00CTY>KMBaHMS 3asIBJIEHHBIX TPYTIIT MeIUIIMHCKOA
TeXHMKMU I10 KJIaccaM ITOTEeHLMaIbHOTO pucKa
MIPMMEHEHMS B COOTBETCTBUM C YTBEPKIEeHHBIM
MuHuCTEpPCTBOM 34 paBoOXpaHeHms1 Poccuiickoin
denepanuy nepevyHeM;

9KCIUTyaTaLYMOHHOV JOKYMEHTALMM ITPOMU3BOIUTeJIsT
MeIUIIMHCKOM TeXHUKM, He0O0X0 VMO IJIst






TEeXHNYECKOTro O6CIIY)KI/IBaHI/IH 3asIBJIEHHBIX I'DYIIIL
MeIOULIMHCKOI TeXHMUKU I10 KJIacCaM OTEeHIIMaJTbHOTO

pyUCKa IpUMeHEeHMS;

CUCTeMbl MEHeI)KMEeHTAa KaueCTBa, CO34aHHOM U
byHKIIMOHUPYIOLEli B COOTBETCTBUMU C
TpeOOBaHMSIMM MeXTOCYyLapCTBEHHOTO CTaHAapTa
T'OCT ISO 13485-2017;

PaGOTHMKOB (TIPY BBIIOJHEHUM 1 Mau 2 BUIOB paboT
(ycyr) - He MeHee 2 4eJIOBEK, IIPY BBITTIOJITHEHUM 3
M 4 BUAOB paboT (YCIYyT) - He MeHee 3 yesioBex,
TIpU BBITIOJTHEHUM 5 1 60Jiee BUAOB PaboT (YCJIYT) - He
MeHee 5 yesioBeK), 3aK/IIUUBIINX C COUCKATeIeM
JULIEH3UU TPYAOBbIE JOTOBOPBI, OCYILECTBIISIOUUX
TeXHMYeCckoe 00C/TysKMBaHe MeIUIIMHCKOV TeEXHUKHA,
MMeIIVX BbICIIee UM cpefHee podeccruoHaJibHOe
(TexHMYECKOE) 0O6pa3oBaHMe, CTaxk paboThI 11O
CrelMaaIbHOCTY He MeHee 3 JieT U JOMOJHUTETbHOe
npodeccroHaabHOe 06pa3oBaHMe (ITOBBIIIEHNE
KBanMduKauum He pexke OOHOTO pasa B 5 jieT) B
cdepe BbIMOTHSIEMbIX PAOOT ¥ 0Ka3bIBa€MbIX YCIIYT;

0) OJ1s IUIeH3uaTa:

Ha/Muye pyHajiexamux JueH3uary Ha [paBe
COOCTBEHHOCTY MJIM HA MHOM 3aKOHHOM OCHOBaHUU
oMellleHUM, 30aHU, COOPYKEHUI T10 MeCTY
OCyLIeCTBIeHNS UL eH3UPYyeMOro Bia






OedATe/IbHOCTH, H€O6XO,ZLI/IMbIX OJIs1 OCYIIeCTBIEHUA
OesATeJIbHOCTHU IO ITPOU3BOACTBY M TEXHMYECKOMY

00CTY;KMBAHMIO MEOULITHCKOM TeXHUKMA

IIPY OCYIIeCTBIEHUY eI TeIbHOCTHU I10
MMPOU3BOACTBY MeAUIMHCKO! TeXHUKN:

HaJuuye MpuHagjiexamux JMIeH3uaTy Ha IpaBe
COOCTBEHHOCTY M/ HA NUHOM 3aKOHHOM OCHOBaHUU
CpelCTB U3MepeHuii, IpefyCMOTPEeHHbIX
HOPMAaTUBHON, TEXHUYECKON JOKYMEHTAalen u
COOTBETCTBYIONIMX TPeOOBAHMSIM K X ITOBEPKE,
penyCMOTPEHHbBIM CTaTheil 13 @enepanbHOrO
3akoHa "O6 obecrieueHNM eIVMHCTBA U3MEPEeHMIt",
TeXHUUYECKUX CPeJICTB 1 000pyIOoBaHMS,
HEeOOXOAMMBIX [IJISI OCYIIeCTBIEHMS JesITeTbHOCTU 110
MPOU3BOACTBY MEeAULMHCKON TeXHUKN;

HaJMuMe perucTpaliOHHOTO YI0CTOBEepeHMS Ha
MeIOUIMHCKYIO0 TEXHUKY, TTOATBePKIAI0Iero, YTo
JIUIIeH3UMAT OCYIIeCTBJISIET TPOU3BOACTBO ITO
MeIUIIMHCKOM TeXHUKU JINO0 MMeeT OTHOIIeHNe K
MeCTy IPOU3BO/ICTBA 3TOI MeAUIIMHCKOM TEXHUKN
MIpY YCJIOBUM, UTO IMTPOU3BOJANTE/Ib
(YTIOJITHOMOYEHHbIN TTpeCTaBUTENb ITIPOU3BOLUTEJIS)
3aK/IIOUMJI COIJIallleHMe C JIMLeH3MaTOM
(TpOM3BOICTBEHHO IIJIOIIAKO) 06 OpraHmMsaIumn
MPOU3BOJICTBA, PETyAMUPYIOllee B TOM UMCJie BOITPOCHI






obecrieueHNsT KOHTPOJISI KauecTBa M 6€30I1aCHOCTH
MPOM3BOAMMOJ MPOIYKIINY, a TAKKe
OTBETCTBEHHOCTM IIepe]l TPeThbUMU JINI[aMMU;

cobmofeHe TpeboBaHM CUCTEMbI MEHEIKMEeHTa
KauecTBa, CO3[IaHHOI 1 QYHKIMOHUPYIOIIE B
COOTBETCTBUMU C TPeOOBAaHUSIMU
MexkrocymapcrBeHHoro ctangapta 'OCT ISO 13485-
2017;

cobsomenne TpeboBaHMIT UCIIOb3YEMO IS
OCYILECTBJIEHUS AesITEeIbHOCTU 110 IIPOU3BOACTBY
MeIOULIMHCKOI TeXHMKU HOPMaTUBHOM, TEXHMYECKOI
IOKYMEHTAalu;

HaJIM4Me y JulieH3uaTa paboTHMKOB, 3aK/TIOUMBIINX C
HMM TPYIOBbI€ JOTOBOPBI, OTBETCTBEHHBIX 3a
MPOM3BOJICTBO ¥ KAUeCTBO MeIMUIIMHCKOI TEXHUKHA,
MMeIOII X BhICIIIEe WM CpefHee mpodeccroHalbHOE
(TexHMUECKOE) 06pa3oBaHMe, CTaxk paboThI 110
CIIeIMaIbHOCTY He MeHee 3 JIeT U JOTIOJTHUTEIbHOe
npodeccruoHasbHOe 06pa3oBaHMe (MTOBbIIIEHNE
KBaIMpUKALMM He peske OJHOTO pa3a B 5 JieT) B
cdepe BIMOTHIEMbIX pabOT ¥ 0Ka3bIBa€MbIX YCJIYT;

IIpU OCylIeCTBJI€HUN OeATeJIbHOCTHU I10
TEXHUYECKOMY O6C.TIY)KI/IB8HI/IIO MeOULIMHCKOMN
TEeXHUKN:






Ha/Inuue rMpruHagjeXXalllux JTMLHEeH31aTy Ha IIpaBe
COOCTBEHHOCTM MJIM Ha MHOM 3aKOHHOM OCHOBaHUU

CpelCTB U3MepeHMil, TpeayCMOTPEeHHbIX
HOPMAaTUBHON, TEXHUYECKOM JOKYMEHTAalen u
COOTBETCTBYIONIMX TPeOOBAHMSIM K X MTOBEPKE,
NpegyCcMOTPEeHHBIM CcTaThei 13 @enepaibHOTO
3akoHa "O6 obecrieueHNM eAVHCTBA U3MeEPeHMIt",
TeXHUYECKUX CPEICTB 1 000PYA0BaAHMSI,
HEeOOXOAMMBIX [IJISI TEXHUYECKOTO 00CTY>KMBAHUS
3asiBJIEHHBIX IPYIII MeAULNHCKON TEXHUKHU 10
KJIaccaM MOTEeHIMAJIbHOTO pUCKa MIPUMEeHEeHUS B
COOTBETCTBUM C HOMEHKJIATYPHOI Kiaccudukaimei
MeIULIMHCKUX U3t TT0 KiaccaM B 3aBMCUMOCTU
OT MOTEHUMAJIBHOTO PUCKA UX IPUMEHEHMS ;

cobsmomeHne TpeboBaHM SKCIUTyaTallMOHHOM
IOKYMEHTALVY ITPOU3BOANUTEINST MEAVIIMHCKOM
TEeXHUKMU TTPU OCYIIECTBIEHUM TEXHUUECKOTO
00CTY>KMBaHMS 3asIBJIEHHBIX TPYTIIT MeIUIIMHCKOA
TEeXHMKU I10 KIaccaM ITOTeHIIMaIbHOIO PUCKa
MIpUMEHeHMNS;

cobioeHe TpeboOBaHMI CUCTEMbI MeHEeKMEHTa
KauecTBa, CO3AHHOM 1 QYHKIMOHMUPYIOIIEH B
COOTBETCTBUM C TPEOOBAHUSIMU
MexxrocymapcrBeHHoro ctangapta 'OCT ISO 13485-
2017;






Ha/lM4uKe y JulieH3muaTa paboTHUKOB (TIpU
BBITTOJTHeHMM 1 Wi 2 BUZOB PaboT (YCIIYT) - He

MeHee 2 4yeJiIOBeK, IIPU BBITIOJIHEHUU 3 Un 4 BUIOB
paboT (yCIyT) - He MeHee 3 UeJIoBeK, Ipu
BBITIOJTHEHMM 5 U 6ojiee BUAOB paboT (YCIYT) - He
MeHee 5 yesioBeK), 3aK/JIIUYMBIINX C HUM TPYIOBbIE
JIOTOBOPBI, OCYIIECTBJISIIOIIMX TeXHNUECKOe
00CTysKMBaHMe MeIUIIMHCKOI TEXHUKM, UMEIOIIUX
BbICIIIee MU cpeHee TTpodeccoHaIbHOe
(TexHMYECKOE) 0Opa3oBaHMe, CTaxk paboThI 110
CIEeLMaJIbHOCTY He MeHee 3 JIeT U JOTOJIHUTEIbHOoe
npodeccroHaabHOe 06pa3oBaHe (ITOBbIIIEHNE
KBa/IM(UKALMM He peske OJJHOTO pa3a B 5 JieT) B
cdepe BBITIOTHSIEMbBIX paOOT M OKa3bIBa€MbIX YCIIYT.

6. K rpy6bIM HapyIIeHMUSIM JIMI[€ H3VMOHHBIX
TpeboBaHMIT OTHOCSITCS HapyIIeHUS INI[eH3MaTOM
TpeboBaHMIA, TPeIyCMOTPEHHBIX ITYHKTOM 5
HacTos1iero ITo/oskeHus1, MOBJIEKIIe 32 060t
MOC/IeICTBUS, YCTAHOBJI€HHBIE YacThiO0 11 cTaTthy 19
®enepanpbHOro 3akoHa "O JIMLLEeH3UPOBAHUNA
OTAEe/NbHbBIX BUITOB JesITeIbHOCTI" .

7. I TI0y4eHu s TULeH3UM Ha OCYIIeCTBIeHNe
IesTeJTbHOCTU 110 NMIPOU3BOACTBY U TEXHUUECKOMY
00CTY>KMBAHMIO MEAUIIMHCKOM TEXHUKY COUCKATEb
JIMLIEH3 UM HATIPaBIsgeT WK [IpeCTaBasIeT B
JINLIEH3UPYIOII VI OpraH 3asiBJieHMEe, K KOTOPOMY






IIpuaaraeTcd Oornmcb JOKYMEHTOB, a TaKXKe:

a) KoMUY JOKYMEHTOB, IMOATBEPXKAAIINX HAIMUKE Y
CoMCKaTesIsl IMLIeH3UY IIPUHAJIeXalx eMy Ha
rpaBe COOCTBEHHOCTM MM HA MHOM 3aKOHHOM
OCHOBaHUM IIOMeILeHU, 30aHNI, COOPYKeHUI1 110
MeCTy OCYILeCTBJIeHVS INLIEH3PYeMOro Buia
DesTeIbHOCTU, HeOOXOOMMBIX IJ1S1 OCYIeCTBIEHUS
JesiTeJIbHOCTU 110 IIPOU3BOJCTBY U TEXHUUECKOMY
00CTY>KMBAHUIO MEIUIIVTHCKOV TeXHUKM, B CJTyyae
ecny uH@Gopmalus 0 HUX OTCYTCTBYeT B EquHOM
roCcy1apCTBEHHOM peecTpe IIPaB Ha HeJBMKMMOe
MMYILECTBO U CIIeJIOK C HUM, U CBeeHMSI 00 ITUX
[IOMellleHUSX, 30aHUIX, COOPYKeHUSIX, eCIu TaKkas
MHbopMaIs UMeeTCsl B yKa3aHHOM peecTpe;

0) U1 OCYIIECTBIEHMUS IesITeTbHOCTH 110
MIPOM3BOJICTBY MEIUIIMHCKO TeXHUKMA:

KOIIMY JOKYMEHTOB, MOATBEPXKAAOIINX HAUIMYKE Y
COMCKaTeJIs IMIeH3UM Ha TTpaBe COOCTBEHHOCTU MU
Ha MHOM 3aKOHHOM OCHOBaHUM CPeLCTB U3MepeHUM,
MpeayCMOTPEHHbBIX HOPMaTUBHOM, TEXHUUECKOM
IOKyMeHTalleii ¥ COOTBETCTBYIOIINX TPEOOBAHUSIM
K UX TIOBEpKe, IpeayCMOTPEHHBIM CTaThel 13
denepasbHOTO 3aKoHa "O6 obecreyeHUM eaMHCTBA
M3MepeHuit", TeXHUUeCKUX CpeJiCTB 1 060pya0BaHMs,
HeOOXOAMMBIX JIJISI OCYIIeCTBIEHMS JesITeTbHOCTH 110






IIpON3BOACTBY Me}lI/II_U/IHCKOI‘/JI TEXHUKU,

PEeKBU3UTBI JOKYMEHTOB, IO TBE PXKA A0 LINX
peructpauuio B Poccuiickoit ®enepaumnmu
MeJIULMHCKOM TEXHUKM, KOTOPYIO COMCKATEb
JTUIeH3UM HaMepeH MPOou3BOAUTD (YKa3bIBAIOTCS B
3asBJIEHMM), @ TAK)Ke KOMIMIO COTIallleHUsT MeXIy
MPOU3BOANUTENIEM (YIIOTHOMOYEHHbBIM
NpencTaBuUTeeM IMPOU3BOANUTEISI) M COMUCKATEIeM
JULeH3UM (TTPOM3BOICTBEHHO TUIOMIAAKOI) 06
OpraHmusauyuy Npomu3BOACTBA (IIPU HATUYNUN);

KONMM TOKYMEHTOB, IO TBePKAA0IINX
COOTBETCTBME TIPOU3BO/ICTBA TPEOOBAHUSIM
MexrocyaapctBeHHoro ctaigapta 'OCT ISO 13485-
2017;

KOIMMY HOPMAaTVBHOM, TEXHUUYECKO JOKYMEHTAIl UK
Ha MeJULMHCKYIO TEXHUKY, KOTOPYIO COMCKaTeNb
JINLIEH3UM HaMepeH MPOU3BOIUTD;

KOTIMM TOKYMEHTOB, MO TBEPXKAAIOIINX HAINUME Y
PabOTHMKOB COMCKATEIS IMIEH3 UM, 3aKTI0UMBIINX C
coucKaTejaeM JIMIEH3UM TPYIOBbIe JOTOBOPHI,
OTBETCTBEHHBIX 3a IIPOU3BOACTBO M KAUECTBO
MeAUIIMHCKOI TeXHVKM, BBICIIETO UM CPEIHEro
nmpodeccroHaaIbHOTO (TEXHMUECKOr0) 00pa3oBaHus,
CTaka paboThI I10 CIIEeLaJIbHOCTY He MeHee 3 JIeT U
JIOTIOJTHUTEIbHOTO IMPOo¢eCcCMOHATbHOTO






o6pa3oBaHMs (TTOBbIIIEHMS KBATU(GUKAIIUY HE peke
OJIHOTO pasa B 5 JieT) B cepe BHIMOTHIEMBIX paboT U

OKa3bIBa€MbIX YCIIYT;

B) JIJIS1 OCYIIECTBJIEHUS A esITeIbHOCTU 110
TeXHUYECKOMY OOCTYKMBAHNUIO MeIUIIMHCKOM
TeXHUKA:

KOIIMY I OKYMEHTOB, [IOATBEePXKAAIIIVX HAINYKe y
COMCKAaTeJIs IMIEH3UM Ha TTpaBe COOCTBEHHOCTY MU
Ha MHOM 3aKOHHOM OCHOBaHMM CPeLCTB U3MepeHui],
COOTBETCTBYIOIIUX TPe6GOBaHUSIM K UX ITOBEPKe,
penyCMOTPEHHbBIM CTaTheil 13 @enepanbHOrO
3akoHa "O6 obecrieueHNM eIVMHCTBA U3MEPEeHMIt",
TeXHUUYECKUX CPeJICTB 1 000pyIOoBaHMS,
HeOOXOMMBIX JIJISI TEXHUUECKOTO 00CTy>KMBAHMUS
3asBJIEHHBIX I'PYIII MeAULMHCKON TeXHUKHA I10
KJ1IacCcaM IMOTEeHLMAJIbHOTO pUCKa IPUMEeHEeHUs B
COOTBETCTBUM C HOMEHKJIATypHOI Kiaccudukaimeit
MeOULIVMHCKUX U3Aenii 110 KjaccaM B 3aBUCUMOCTU
OT IIOTEeHLMAIbHOIO PUCKA UX [IPUMEHEeH S ;

KONUY JOKYMEHTOB, IOATBEPKAAIIMX HaIuuue y
CoucKaTess TN eH3UM CUCTeMbl MeHeI)KMEeHTa
KauecTBa, COOTBETCTBYIOIIEl TpeOOBaHUSIM
MexrocyaapctBeHHoro ctaigapta 'OCT ISO 13485-
2017;

Komnmm SKCHHyaTaHMOHHOIZ OOKYMEHTallUun






MPOM3BOAUTENSI HA MEAULIMHCKYIO TEXHUKY,
HeOOXOAMMOT /ISl TEXHUYECKOTO 00CTY>KMBAHUS

3asiBJIEHHBIX TPYIIN MeAUILIMHCKUX U3 eIl 10
KJaccaM MOTeHIMaJIbHOTO pUCKa IIpUMeHeHus;

KOIUM A OKYMEHTOB, OATBEPKAAIINX HAIMUME Y
pPabOTHMKOB COMCKATEJIS JIULIEH3UY, 3aKTIOUMBIINUX C
COMCKaTeJIeM JINLIEH3UN TPYLOBbIE JOTOBOPHI,
OCYIIeCTBISIIONMX TEXHNUECKOe 00CTyKMBaHMe
MeJUIIMHCKOM TeXHUKM, BBICIIETO WJIU CPEeJHETO
MpodeCcCHMOHATBbHOIO (TEXHMYECKOro) 06pa3oBaHus,
cTaxka paboThI 10 CIIeaJbHOCTY He MeHee 3 JIeT U
IOTIOTHUTEIbHOTO ITPodheCcCMOHATbHOTO
00pasoBaHMs (MTOBBIIEHMS KBAIMGUKALINU HE peske
OJTHOTO pasa B 5 JieT) B cepe BHIMOTHIEMbBIX paboT U
OKa3bIBaeMbIX YCIIYT.

8. B 3asBienuu o nepeodopMIeHUM TULLEH3UN Ha
OCyILleCTBIeHNE IeSITeIbHOCTY 10 IIPOU3BOACTBY U
TeXHUYECKOMY 00C/Ty>KMBAHUIO MeJULIMHCKOM
TeXHUKMU TULIEH3MAaT YKa3bIBAET:

a) B CJTy4yae OCyIeCTBIeHUS AesTeTbHOCTHU 110
MPOM3BOJICTBY U TEXHMYECKOMY O0CTY>KMBaHUIO
MeIMUIIMHCKOI TeXHUKMU 10 aipecy MecTa ee
OCYIIeCTBIEHMUS, He ITpeTlyCMOTPEHHOMY JIUIIeH3 el :

CBeJleHMs, cofepkaliye agpec MecTa OCYIIeCTBIeHUS
JesITeIbHOCTH;






CBeOeHMA O JOKYMEHTaX, IMOATBEPXAAIOII X ITPABO
COOCTBEHHOCTM UJIM MHOE 3aKOHHOE OCHOBaHMe

MUCIIOIb30BaHMS [IOMeLeHNIA, 30aHUiA, COOPYKeHUI
10 MeCTY OCYLIeCTBIeHMs TN eH3UPyeMOoro Biia
NesTeIbHOCTU, HeOOXOAMMBIX IJ1S1 OCYIeCTBIeHUS
IesTeJIbHOCTY 110 IIPOU3BOLACTBY M TEXHUUECKOMY
06CTY>KMBAHUIO MEIUIIHCKOV TeXHUKMA;

MIPY OCYIIeCTBIEHUY eI TeIbHOCTHU I10
MPOU3BOACTBY MeAUIMHCKON TeXHUKN:

CBeleHMs O JOKyMeHTax, MOATBe PXKAAI0I X
HaJuuMe y COUCKaTessl TUIeH3UM Ha TIpaBe
COGCTBEHHOCTM WJIM Ha MHOM 3aKOHHOM OCHOBaHUMU
CpeliCTB U3MepeHMil, TpeayCMOTPEeHHbIX
HOPMAaTUBHO, TEXHUYECKOI JOKYMeHTaLyen
MIPOM3BOIUTEJISI ¥ COOTBETCTBYIONIMX TPeOOBAHMSIM K
UX TIOBepKe, IpeyCMOTPEHHBIM CTaTbeil 13
®enepanbHOro 3akoHa "O6 obecreueHMM eAMHCTBA
M3MepeHnit", TEXHMYECKUX CPEeACTB 1 000PYIOBaHMSI,
HEeOOXOAMMBIX JIJISI OCYIeCTBIEHMS JeSITeTbHOCTH 10
MPOU3BOACTBY MeAUIMHCKOI TeXHUKN;

CBefeHMs O JOKYMEHTax, MOATBEe PXKAAIIIMUX
perucTpaumno MeIULMHCKUX U3aenanii B Poccuiickoi
Oenepanymy;

PEeKBU3UTHI HOPMaTUBHOIM, TEXHUYECKOI
IOKYMEHTAaIM|, UCIIOJIb3YeMOI AJ151 OCYIeCTBAeHUS






AeATeJIbHOCTU 110 ITPOU3BOOCTBY MeOULVHCKO
TeXHUKU;

PEKBU3UTHI JOKYMEHTOB, MO TBEPXKAAIINX
COOTBETCTBME ITPOU3BOJICTBA TPeOOBAHMSIM
MexrocyaapcrBeHHoro ctangapta 'OCT ISO 13485-
2017;

CBeJIeHMS O IOKYMEHTaX O BBICIIIEM WJIX CpeHEM
npodeccroHaabHOM (TeXHUYECKOM) 0O0pa30BaHMH,
CTa)ke pabOoThI 0 CITENMATbHOCTY He MeHee 3 JIeT U
IOTIOJTHUTEIBHOM MpodeccoHaJTbHOM 06pa3oBaHUM
(MoBbIIeHMM KBaIMGPUKALIMM He peske OJTHOTO pasa B
5 net) B cdepe BHITIOMHSIEMBIX PabOT 1 OKa3bIBa€ MbIX
YCIyT PaGOTHMUKOB, 3aK/TIOUMBIINX C JIMIIEH3UATOM
TPYAOBbIE JOTOBOPHI, OTBETCTBEHHBIX 32
MIPOV3BOCTBO ¥ KaUeCTBO MEIUIIVTHCKONM TEXHUKHA;

IIpn OCYIIeCTBJI€HUN OeATEeJIbHOCTH I10
TEXHUYECKOMY OGCHY)KI/IB&HI/IIO MeIULIMHCKONI
TeXHUKNU:

CBeJleHMS O IOKYMeHTaX, IMOATBE PsKIAIoN X
Hajuyue y JuileH31uaTa Ha IIpaBe COOCTBEHHOCTY WK
Ha MHOM 3aKOHHOM OCHOBaHUM CPEeACTB MU3MePEeHMIA,
COOTBETCTBYIOIIVX TPe6GOBAHMSIM K UX ITOBEPKE,
MpeyCMOTPEHHBIM cTaTbelt 13 denepasbHOTO

3aKkoHa "06 obecrieueHNM eIMHCTBA U3MEpeHuit ",
TeXHUYECKUX CPEICTB 1 060PymOBaHMSI,






HEO6X0}1V[MbIX OJId TEXHUYECKOIro O6CJ'IY)KI/IBaHI/IH
3asABJICHHBIX I'DYIIIT MeOULIMHCKOM TeXHUKHA I10

KJIacCaM IMOTEeHLMAJIbHOTO pUCKa IIPUMEeHEeHUS B
COOTBETCTBUM C HOMEHKJIATypHOI Kiaccudukaimei
MeOULMHCKUX U3JeIuii 110 KjaccaM B 3aBUCUMOCTU
OT IIOTEeHLMAIbHOIO PUCKA UX [IPUMEHEeHUS ;

PEKBU3UTHI IKCILTYaTALMOHHOM JOKYMEeHTalun
MIPOM3BOAUTEJISI, HEOOXOAMMOI [JIS TEXHUUECKOTO
00CTY>KMBaHMS 3asIBJIEHHBIX TPYTIIT MeIUIIMHCKUX
U34eauii 1o KiaccaM OTeHLMaAbHOIO pucKa
npuMeHeHus (IIpU HAJIUYMN);

PEKBU3UTHI JOKYMEHTOB, ITOATBE PXKAAKINX
Hajauume y JUlleH3MaTa CUCTEeMbl MeHeI)KMeHTa
KavyecTBa, COOTBETCTBYIOIIE) TpeOGOBaHUSIM
MexxrocymapctBeHHoro ctangapta 'OCT ISO 13485-
2017;

CBeIeHMS O TOKYMEHTaX O BbICIIEM MUY CpeHEM
rpodeCcCMOHATLHOM (TEXHMYECKOM) 00pa30BaHUM,
cTake pabOoTHI 1O CITEIMATbHOCTY He MeHee 3 JIeT U
JOTIOJTHMUTEIBHOM ITpodeccMoHaTbHOM 00pa30BaHUM
(TIOBBIIIEHMYM KBaTM(UKALMY He peske OJHOTO pa3a B
5 s1eT) B cdepe BBIMOTHIEMBIX pabOT ¥ OKa3bIBa€MbIX
YCJIYT pabOTHUKOB, 3aK/IIOUMBIINX C JIMIIEH3MATOM
TPYIOBbIE JOTOBOPBI, OCYIIECTBISIOIINX
TEeXHUYECKOe 00CTY)KMBaHME MeIUIIMHCKOM TEXHUKN;






6) B CJIy4dae HaMepeHUs JIMIeH3MaTa BbITIOJIHATb
pa6OTbI, OKa3bIBATb YC/IYI'M, COCTABJIAKOIINE

JesITeIbHOCTD T10 IMPOU3BOACTBY U TEXHUUECKOMY
00CITY;KMBaHUIO MEeIVIIMHCKOI TEXHUKHU, HE
MpeayCMOTpeHHbIe JTUIeH3Mein:

cBeneHMsI 0 paboTax, yeayrax, COCTaB/SIONINX
IesiTeTbHOCTD T10 ITPOU3BOJCTBY U TEXHUUECKOMY
00CTY>KMBAHMIO MEAULIMHCKOM TEXHUKY, KOTOPbIE
JIULIeH3MaT HaMepeH BbITIOHSATD, OKa3bIBaTh;

IIpn OCYeCTBJI€HNUN OeATEeJIbHOCTHU I10
IIPpOU3BOACTBY MeIULIMHCKON TeXHUKNA:

CBefeHMs O JOKYMEHTax, MOATBE PXKAAI0IIMUX
Ha/lMuKe y JUlieH31aTa Ha IpaBe COOCTBEHHOCTHU MU
Ha MHOM 3aKOHHOM OCHOBaHMM CPeLCTB U3MEepPeHUI],
MpeayCMOTPEHHbBIX HOPMATUBHOM, TEXHUUECKOM
IOKyMeHTalMe IpOu3BOAUTENS U
COOTBETCTBYIONIMX TPeOOBAHMUSIM K X MTOBEPKE,
penyCMOTPEHHbBIM CTaTbeil 13 demepanbHOr0
3aKkoHa "06 obecrieueHUM eJMHCTBA U3MEpeHMIt ",
TeXHUUYECKUX CPeJICTB 1 000pyIOBaHMS,
HEeOOXOAMMBIX JIJISI OCYIIeCTBIEHMS JesITeTbHOCTH 110
MIPOU3BOJCTBY MeJUIMHCKOM TeXHUKMU;

CBeZeHMs O JOKYMEHTax, MOATBEe PXKAAI0IIUX
perucTtpaumio B Poccuiickoit @enepauuu
MeOUIIMHCKNUX U3TeNi;






PEKBU3UTHI HOPMATUBHOIM, TEXHUYECKOI
IOKYMEHTalMU, UCIIOJIb3YeMOI AJ1s1 OCYIeCTBIAeHUS
JesITeIbHOCTY T10 TPOM3BOICTBY MeOUIIMHCKOM
TeXHUKM;

PEKBU3UTHI JOKYMEHTOB, ITOATBE PXKAA X
COOTBETCTBME MIPOM3BOJICTBA TPEOOBAHUSAM
MexkrocymapcrBeHHoro ctangapta 'OCT ISO 13485-
2017;

CBeIeHMS O TOKyYMEHTaX O BbICIIEM MU CPeTHEM
npodeccruoHaIbHOM (TEXHMYECKOM) 06pa30BaHNM,
CTa)ke paboThI IO CIEeNMaaIbHOCTY He MeHee 3 JIeT U
JIOTIOJTHUTEIbHOM ITpodeccoHaIbHOM 00pa30BaHUM
(TIOBBITIIEHMM KBaMM(UKALIMY He peske OJHOTO pa3a B
5 neT) B cepe BHIMTOIIHSIEMBIX PAOOT ¥ OKa3bIBA€MbIX
yCJIYT pabOTHMUKOB, 3aK/IIOUMBIINX C JIMIIEH3MATOM
TPYIOBbIE JOTOBOPBI, OTBETCTBEHHBIX 3a
MPOM3BOJICTBO U KAUECTBO MeIVLIMHCKO TeXHUKMN;

MPY OCYILECTBIEHUM AeSITeTbHOCTU 110
TEeXHUYECKOMY OOCTY>KMBAHNUIO MeIUIIMHCKOM
TeXHUKU:

CBeMIeHMS O IOKYMEHTAaX, MOATBE PRI X
Ha/lMuKe y JulleH31uaTa Ha IpaBe COOCTBEHHOCTHU U
Ha MHOM 3aKOHHOM OCHOBaHUM CPEeLCTB U3MEPEeHU,
COOTBETCTBYIONIMX TPeOOBAHMUSIM K UX TOBEPKE,
peayCMOTPEHHbBIM CTaTbeil 13 OenepanbHOro






3akoHa "06 obecrneyeHny eIMHCTBA U3MEPEeHMIi",
TeXHUUYECKUX CPeJICTB 1 000pYyI0BaHMS,

HEeOOXOAMMBIX JIJISI TEXHMYECKOTO 0OCTYKMBAHMS
3asIBJIEHHBIX I'PYIIIT MeAMUIIVHCKOM TeXHUKY T10
KJIaccaM IOTEeHIMaJbHOTO PUCKa IIPUMEHEeHNS B
COOTBETCTBUM C HOMEHKJIATYPHOJ Kiaaccuduraimei
MeIMIMHCKUX U3Oenii 10 K1accaM B 3aBUCUMOCTH
OT MOTEeHLMAIbHOIO PUCKA UX IPUMEHEeH S ;

PEKBU3UTHI IKCILTyaTAIlMOHHOM JOKYMEeHTallun
MPOU3BOJIUTENIST, HEOOXOIMMOIA [IJISI TEXHUUECKOTO
00CTY>KMBaHMS 3asIBJIEHHBIX IPYTIIT MEAUITMHCKUX
u3aeanii 1o KjaaccaM NOTEeHIMaIbHOIO pUcKa
MIPUMEHEeHMUS;

PEKBU3UTHI JOKYMEHTOB, MO TBEPXKAAIINX
HaJInuye y aulieH3uaTa CMCTeMbl MeHeIKMeHTa
KauecTBa, COOTBETCTBYIOMIEN TpeOOBaHUSIM
MexxrocyaapctBeHHoro ctangapta 'OCT ISO 13485-
2017;

CBeJIeHMS O JOKYMEeHTaX O BbICIIIEM WJIX CpeIHEM
npodeccroHaabHOM (TeXHMYECKOM) 00pa30BaHMH,
CTa)ke pabOoThI IO CITENMAIbHOCTY He MeHee 3 JIeT U
IOTIOTHUTEIbHOM MpodeccroHaTbHOM 06pa30BaHUN
(TToBBIIIeHMM KBAIM(PUKALIMM He peske OJTHOrO pasa B
5 net) B cdepe BHITIOTHSIEMbIX PabOT 1 OKa3bIBa€ MbIX
YCIYT paGOTHUKOB, 3aK/TIOUMBIINX C JIMIIEH3MATOM






TPpyaoOBbl€ TOTOBOPbI, OCYIIECTBIAIOIINX
TeXHn4YecCcKoe O6CJ'IY)KI/IBaHI/Ie MeIUIVHCKOM TeXHUKINA.

9. BoinosiHeHKe paboT, OKasaHKe YCIyT B YaCTH
TEeXHMYECKOTO 00CTY;KMBAHMST MeOULITHCKOM
TEeXHUKU MOTYT OCYILIEeCTBJ/ISIThCS JIMIIEH3MATOM I10
azpecy sKkcrutyaTaium (MeCTy HaxOXKIeHMs)
MeIUIIMHCKOI TEXHUKY, He TTPeIyCMOTPEHHOMY
JIMIIeH3Mel B KauecTBe aZijpeca MecTa OCyIeCTBIeHMs
JIULIEH3UPYEMOTO BUIA IEeSITeIbHOCTY, U He TPeOYIOT
repeodopMaeHUS TNIEH3UMN.

10. ITpu mpoBegeHNUM IPOBEPKU CBEIEHUIA,
CoZlepsKalInXCs B IIPeCTaBIEHHbIX COMCKATE/IeM
JINLIEH3 UM U IMIIEH3MATOM 3asBJI€HUM U
MpuaaraeMbix K HeMy JOKYMEHTax, JTULEeH3UPYIO LN
OpraH 3aInpaliBaeT HeOOXOAMMbIe IS
MpeIOCTaB/IeHNS TOCYIaPCTBEHHBIX YCIYT B 00/1aCTH
JINTIEH3UPOBAHMS CBeIeHUS, HAXOSIIMecs B
pacriopspkeHM OpTraHOB, MPedOCTaBSIONINX
roCygapCTBEeHHbIE YCIYTU, OPTAaHOB,
MPenoCTaBISIOIIMNX MYHUIIUTNIAJIbHBIE YCITYTU, UHBIX
rocy1apCTBEHHBIX OPraHOB, OPraHOB MECTHOTO
CaMOYITpaBJIEHMST JIMOO ITOABEIOMCTBEHHBIX
roCygapCTBEHHbIM OpraHaM MM OpraHaM MeCTHOTO
caMoyIIpaBJ/ieHUs OpraHu3alyii, B IOPsIAKe,
ycraHoByieHHOM ®eniepasibHbIM 3aKOHOM "O6
OpraHmu3alyy IpeaoCcTaBlIeHMs TOCYJapCTBEHHbBIX U






MYHULUITATBHBIX YCIIYT".

11. JInmieH3MpYOINIA OpPraH pa3MelaeT Ha eMHOM
MopTaJje rocygapCTBEHHbIX ¥ MyYHULIUIIAIbHBIX YCIYT
(byHKI1IMIT) B TOpsiIKe, YCTAHOBJIEHHOM
[TpaBuTtenbcTBOM Poccuiickoi @enepatinm, CBegeHUS
0 XOZe MIPUHSATHUS UM pelleHUs O IIpefoCTaBIeHUn
mau nepeoopmeHUM TUIEH3UH, a TaKKe
MpOBeAeHUS IIPOBEPKU COOTBETCTBUS COMCKATES
JIUIIEH3UY JTULEH3MOHHBIM TPeOOBaHUSIM U
MPOBePKM COOTI0ONeHNS TULIeH3MaTOM YKa3aHHBIX
TpeboBaHMIi IIPU OCYIIECTBAEHUM AeATeTbHOCTY 10
MIPOM3BOJICTBY U TEXHNYECKOMY O0CTY>KMBaHUIO
MeOUITMHCKON TeXHUKMU.

12. Indopmaliiysi, OTHOCSIIASICS K OCYIIeCTBIEHUIO
eI TeJbHOCTU 110 TIPOU3BOACTBY U TEXHUUECKOMY
00CTY;KMBAHMIO MEIULIVTHCKOM TEXHUKM,
npeaycMoTpeHHas yactsamu 1 u 2 crateu 21
®enepanbHOro 3akoHa "O IMIIeH3MPOBAHUM
OTIeJIbHbIX BUIOB esITe/IbHOCTI ", pa3MellaeTcsl Ha
oduiMaabHOM CcaiiTe JUIEH3UPYIOIIero opraHa B
MHOOPMAIMOHHO-TeJIeKOMMYHMKALIMOHHOM CeTU
"UHTepHeT".

JocTyn K 0611e0CTYITHOM MHMDOpMALIN,
COZiepIKalleiicsl B peecTpe JIULIEH3MIA,
obecIieunBaeTCs JIMLEH3UPYIOIIYIM OpraHOM






MOCPeACTBOM ee pasMeleHys: B MHGOPMaIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT", B TOM

yucse B GopMe OTKPbIThIX JaHHbIX. [JaHHBIE O
JULIeH3MSIX, COepKaliuecs: B peecTpe JINLEeH3U,
MOTY4al0T CTATyC OTKPBITHIX JAHHBIX [IPM BHECEHUU
COOTBETCTBYIOLIEI 3aM1CU B PEECTpP, KOTOPbIA
BeeTCs B 37IEKTPOHHOM BUJIe.

AkTyanbHas MHGOpMaINS U3 peecTpa JuULleH3Ui
IOJKHA 0TOOpaskaThCsl B MHOOPMAIMOHHO-
TeJIEKOMMYHUKALMOHHO ceTu "VIHTepHeT" B
pexxrmMe peaqbHOTO BpeMeH! /b0 B TeUeHMe CpoKa,
He TIPeBbIIIAIIIero 5 MUHYT.

13. TIpegMeTOM JIMIIEH3MOHHOTO KOHTPOJIS SIBJISIIOTCS
COOTBETCTBME COMCKATES TUILEH3UM IULIeH3MOHHBIM
TpebOBaHMSIM U COOJIIOIeHNE ILIEH3MaTOM
JIULIEH3MOHHBIX TPeOOBAHMI, YCTAHOBJIEHHbIX
MyHKTOM 5 HacTosiero ITonoxeHus.

14. JIni1eH3MOHHBI KOHTPOJb OCYIIECTBIISIETCS B
nopsiake, mpeaycMoTpeHHOM @enepaibHbIM 3aKOHOM
"O 3amuTe MpaB IPUAMIECKUX JIUI U
MHIVBUAYAJIbHBIX IIpeAIIPUHMUMATEEN [IPU
OCYIIEeCTBJIEHUU TOCYAAPCTBEHHOTO KOHTPOJIS
(Hag30pa) ¥ MyHUIUIIAIbHOTO KOHTPOJIS ", C y4€TOM
0COOEHHOCTEeN OpraHu3aLy U ITPOBEIEeHMS
MPOBEPOK, YCTAaHOBJIEHHBIX DeepaibHbIM 3aKOHOM






"O nMuieH3UPOBAHUM OTIeIbHbIX BUI0OB
nesITeIbHOCTU .

15. IomKHOCTHBIMMY JIULIAMU JIMIIEH3UPYIOLIEro
opraHa, YIIOJIJHOMOYEHHBIMMU OCYILLECTBISITh
JIULIEH3MOHHbBII KOHTPOJIb, SIBJISTIOTCSI:

a) PYKOBOAMTEJIb, €0 3aMeCTUTEJIN;

0) pyKOBOIMUTEIM CTPYKTYPHBIX MTOApa3aeneHnit, ux
3aMeCTUTe/U, JOJKHOCTHBIMY perjaMeHTaMu
KOTOPBIX ITPeyCMOTPEHBI TTIOJTHOMOYMS 10
OCYIIECTBIEHUIO JTUI[EH3VOHHOTO KOHTPOJIS;

B) MHbIE TOCYIApPCTBEHHbIE IPAKIAHCKME CTyKAlye,
JIOJKHOCTHBIMM PerjaMeHTaMy KOTOPbIX
MpeayCMOTPEHbI ITO;THOMOYMS IO OCYIIECTBIEHUIO
JIU1eH3MOHHOTO KOHTPOJISI.

16. [IOJKHOCTHBIE JTMLIA TULEH3UPYIOLIero opraHa
IIPY NIPOBEeHUU IIPOBEPOK B paMKax
OCYILECTBJIEHUS JIULIEH3MOHHOTO KOHTPOJIS
CO0JII0IaI0T OTPAHUYUEHMST Y BBITTOTHSIOT
00s13aHHOCTM, YCTAaHOBJIEHHBIE cTaTbsIMM 15 - 18
®epnepanbHOro 3akoHa "O 3amure mpas
IOPUANYECKUX JIAL, U UHAUBUIYAJIbHbBIX
npeanpuHuMaTesei mpyu oCcyllecTBIeHUN
rocy1apCTBEHHOTI0 KOHTPOJIS (Hag30pa) u
MYHUIIMITAIbHOTO KOHTPOJIS", a TaKXKe HeCyT






OTBETCTBEHHOCTb 3a HEMCIIOJTHEHIME UJIN
HeHaajieXalee MCIIOJTHeHV e BO3J/IOJKeHHBIX Ha HUX

ITOJTHOMOYMIT ¥ 00513aHHOCTEI B COOTBETCTBUM C
3aKOHOaTeabCTBOM Poccuiickoit @enepanym.

17. IIpu opranm3anyuy 1 OCyLIeCTBIeHUN
JIMLEH3VMOHHOI'0 KOHTPOJIS JIMLIEH3UPYIOIIVI1 OpTraH
BIIpaBe IIPUBJIEKAThb IKCIIePTOB, a TAKXKe IKCIIepTHbIe
OpraHmsalum, KOTOpble aKKpeIUTOBaHbI B
YCTaHOBJIEHHOM IIOpSIKe.

18. B mengx npenynpexaeHns HapylieHuin
JULeH3MaTaMy JIMIIEH3MOHHBIX TPeOOBaHMIA
JUIEeH3VPYIOIIMM OPTaHOM OCYIIECTBIISIFOTCS
MEepPOIPUSITHUS M0 MPOGWIAKTMUKE HAPYIIEHMIA
JULIeH3MOHHBIX TPeOOBaHMIt B COOTBETCTBUM C
TpebOBaHMSIMM, YCTAHOBJIEHHBIMM CTaTbel 8.2
®depnepanbHOro 3akoHa "O 3amuTe npas
IOPUINYECKUX JIAIL Y MUHAVBUIYaIbHBIX
NpeAnpyuHUMATesel Ipu OCyleCTBIeHUN
rocyapCTBEHHOTO KOHTPOJIS (HaA30pa) 1
MYHUIIUIIAIbHOTO KOHTPOJIS".

19. JInieH3UPYOIIMM OPTaHOM ITPOBOASITCS
MEePOIMPUATHS T10 KOHTPOJII0 6e3 B3auMOIeICTBUSI C
JMuUlleH3MaTaMu, IpeayCMOTPeHHbIe MyHKTOM 7 4YacTu
1 craTbu 8.3 ®egepanbHOro 3akoHa "O 3amuTe IIpaB
IOpUANYECKUX JIULL Y UHOUBUAYJIbHBIX






NpeAIpUHYMAaTe el IIPU OCYIeCTBIeHUN
roCylapCTBEHHOI'O KOHTPOJIS (HaZ30pa) u

MYHULIUTIAIBHOTO KOHTPOJS", TyTeM HaboaeHns 3a
coboeHeM JMIeH3MOHHBIX TpeOoBaHMIi U
aHanu3a uHopMaluu o gesTebHOCTHU 160
JeICTBUSIX JIULLeH3MaTOB, KOTOPasi MPeCTaBIIsIeT s
JMueH3uaTamMmu (B TOM Yuciie IocpencTsomM
MCI0/Ib30BaHMs (eslepanbHbIX TOCYIapCTBEHHBIX
MHPOPMAaIMOHHBIX CUCTEM) B JTULIEH3UPYIOIMIK
OpraH Wiy MOXeT ObITh MOTyuYeHa (B TOM UKCIe B
paMKax MekBeJOMCTBEHHOTro MHGOPMAaIMIOHHOTO
B3aMMO/IeIICTBMSI) MULIEH3UPYIOIIMM OpraHoM 6e3
BO3JIOKeHMSI Ha JINIIeH3MaTOB 00sI3aHHOCTEN, He
MpeaycMOTpeHHbIX dheJepaabHbIMU 3aKOHAMMU U
MIPUHSATBIMU B COOTBETCTBUM C HUMU MHBIMU
HOPMAaTUBHBIMMU IIPAaBOBLIMM aKTaMM Poccuiickoi
denmepanyn.

20. IIpencrasiieHue couckaTeaeM JUIEH3UN
3asIBJIEHMSI ¥ TOKYMEHTOB, HEOOXOIMMBIX JIJISI
MOJTydeHUSI TULIeH3UM, UX TIPUeM JUIIeH3UPYIOI UM
OpraHoOM, IPUHSITHE JTULEH3UPYIOIIMM OpPTaHOM
pelreHust o IpeaoCTaBIeHUy JUIeH3uM (00 OTKa3e B
MpeIoCTaBJIeHUM TULIEH3UM), TTepeodOopMIeHNUN,
MIPUOCTAHOBJIEHMM VIV BO30OHOBJIEHUM €€
JIeCTBUS, a TAaK)Ke BeJeHMe MH(POPMalyIOHHOTO
pecypca u peecTpa UL eH3Uli U IpeoCTaBIeHne
CBeleHUI, cofepskammuxcst B MHGOpMalMOHHOM






pecypce u peecTtpe HMLIEHBMVI, OCYIIECTBJISIOTCS B
Inopsaake, yCTaHOBJIEHHOM @eﬂepaHbeIM 3aKOHOM

"O MMIeH3UPOBAHUM OTAE/IbHBIX BUIOB
JesiTeIbHOCTU .

21. 3a ipenocTaBiieHye TULEH3UPYIOLIUM OPTaHOM
MULeH3UM U repeodopMIeHe TULEeH3 UK
yILJIAUMBAETCS TOCYyJapCTBeHHas MOILIMHA B
pasmepax ¥ MopsiAKe, KOTOpbie YCTaHOBJIE€HbI
3aKOHOmaTe/lbCTBOM Poccuiickoin ®emepaiinm o
HaJiorax u cbopax.

[Mpunoxenne

K [TonoxkeHu10 0 I eH3UPOBAaHUN
JesiITeJIbHOCTY 10 TPOU3BOJICTBY

U TEXHUYECKOMY 0OCTY>KMBaHUIO

(3a UCKIIIOUEeHMEM CIyyvas,

e/ TeXHUYEeCKoe 06CTyK1BaHMe
OCYILIeCTBJISIETCS IS 0becTieueHus
COOCTBEHHbIX HYK]I, OPUAMUYECKOTO JINLa
VIV VHAVBUAYAAbHOTO MpeIpUHMMATES)
MeIULIMHCKON TeXHUKA

[TEPEYEHDb
BbITTOJTHAEMBIX PABOT, OKA3bIBAEMBIX YCJIVI' B
COCTABE JNEATEJIbBHOCTU
[1O ITPOU3BOACTBY Y TEXHMYECKOMY
OBCJIY>KMBAHUIO (3A MCKJTIOYEHMEM






CIIVYAS, ECJIN TEXHUYECKOE OBCJIIY>KMBAHUE
OCVIIECTBJIAETCA

JJ1 OBECITEYEHWA COBCTBEHHBIX HY K]
IOPMIVYECKOI'O JIMLA
WIN NHOVBUAYAJIBHOI'O ITIPEATIPUHMMATEJISA)
MEJIMIITMHCKOW TEXHUKU

1. [Tpou3BOACTBO MEOUIIMHCKOM TEXHUKA.

2. B yacTu TeXHMUECKOro 00Cay>kMBaHMS (3a
UCKJIIOUEeHMEM CJIydasi, eC/Iu TeEXHUYecKoe
00CTy>KMBaHMe OCYIIECTBIISIETCS 1151 o6ecreueHnst
COOGCTBEHHBIX HYK/I IOPUINYECKOTO JINIA UIU
VHOVBUIYAJIBHOTO IpeAIIPUHMUMATEIS)
MeaUIIMHCKOM TeXHUKMN :

a) TeXHUYecKoe 00CTyKMBaHME CIeAYIONIUX IPYIIIT
MeIUIMHCKOM TeXHMKM Kjacca 2a IMOTeHLMaJIbHOIo
pUCKa MIPUMEHEHMNS :

oproneanyeCcKkme MeagmMumHCKue n3aeans;
raCTpO3HTEPOJJIOTMYECKMEe MeAMIIMHCKNMEe U3 Oe/INA;

pea6I/IJII/ITaI_U/IOHHbIe M agaliTUpOBaHHbIE OJI4
MHBAJINMO0B MeIULIMHCKIME U3 OeJINI;

MeOIUIMHCKIME U3OeJInsd OJid IUIaCTUYEeCKOM
XmUpyprum, nepmaToJIOTMnU 1 KOCMETOJIOTUN






BCIIOMOTaTeJbHbIE€ U O6IJ.[€60J'IbHI/I‘-IHI)Ie
MeIUIMHCKINE U30eJINId;

CTOMATOJIOTMYECKME MEAMLIMHCKUE U3OEJINUSI,

aHeCcTe3MOoI0TuYecKue 1 pecrupaTopHbie
MeIULUMHCKME U3aenus (MOHUTOPBI, CUCTEMBI
MOHUTOPUPOBAHUS aHECTEe3UOJIOTUYECKHUE,
pecripaTopHbie);

HEI‘/JIPOIIOI‘I/I‘IQCKI/IE MeOULIMHCKIME U30eJIN,

CepIevYHO-COCYAMCThIe MEeIUIIMHCKIME U3HeNS
(MeIMIIVHCKME U3OeNsI IJIs1 OTIpeNeIeHMs
(busmosornueckux napaMeTpoB, KAPTUPOBAHMS
cepAla, MOHUTOPBI, CUCTEMbI MOHUTOPUPOBAHMSI
KapayoJIOrMUYeCcKyie ¥ COIyTCTBYIOIIVE U3Heus);

odTaTbMOIOrMYeCcKMe MeAUILIVHCKIE U3TeNNs;
MeIUIMHCKME U3AeNs IJISI OTOPUHOJIaPVHIOJIOT UM,
dbusmorepaneBTUUECKME MEAUIIMHCKIE U3TENNS;

MeIVLMHCKME U3aeans I in vitro [uarHoCTUKu
(3aperncTpupoBaHHbIe B YCTAHOBJIEHHOM MOPSIKe B
COOTBETCTBUM C aKTaMM, COCTABJISIIOIIMMMU ITPaBO
EBpa3niickoro 9KOHOMMYeCKOTro C0103a, UIn
3aKOHOnarenbCTBOM Poccuiickoit @enepaunn);






6) TexHMUECKOe 06CTyKMBaHMe TPYIIT MeAUIMHCKOM
TeXHUKM KJ1acca 26 MOTeHIMaJIbHOTO PUCKA

MIPUMEHEHMUSI:

XupyprmiyeCkue MHCTpyMEHTbDI, CMCTEMBI U
COIMYTCTBYIOIIIME MEOAULIMHCKIME U3OE/INI;

CepaevyHOo-COCYyAMUCThIe MeOULIMHCKMe u3aenus (3a
UCKJIIOUeHVeM MeOULIVHCKUX U3Le/INi I
onpeneneHus: GU3NOIOrMIECKUX TapaMeTpOB,
KapTUPOBaHMU cepAlia, MOHUTOPOB, CUCTEM
MOHUTOPUPOBAHUS KapAMOJIOTNUECKUX U
COITYTCTBYIOLIMX U3LENIN);

MeAVIIMHCKIE U3Oeus I/ MaHUITYISIIINA,
BOCCTaHOBJIEHMS TKAHEl, OpraHOB YeJIOBEKa;

MeIUIMHCKIME U3OeJIN OJId aKylIepCTBa U
T'MHEKOJIOTUM;

aHeCTe3MOJIOTMYECKIE U PeCITMpPaTOpHbIE
MeIUIVMHCKIE U3eus (3a UCK/ITIOUeHEeM
MOHUTOPOB, CUCTEM MOHUTOPUPOBAHUS

aHeCTe3¥O0JIOTUUECKIX, PECTTMPATOPHbIX);

pasivoorMyecKe MeANLIHCKMe U3nenust (B 4acTu
060pynOBaHMs 1JIs1 YIbTPa3BYKOBOTO MCC/I€JOBAHNS);

paanosormyecKmue MeaMumMHCKue m3aeiansd (B YacTun
raMMa-aIMarHoCTn4eCckoro, raMmma-






TeparneBTUYECKOro 060PYIOBAHMS Y IMUCCUOHHO
ToMorpadum);

pasyooruyecke MeauLUHCKMe u3nenust (B 4acTu
0060pyIOBaHMS 111 MAaTHUTHO-PEe30HAHCHOM
ToMorpadun);

panyosornyeckye MeJMLIMHCKMe U3enns (B 4acTu
060py0BaHMS [JIs1 peHTTeHoTepanmun);

pasynoornyecKue MeauLUHCKMe u3nenus (B 4acTu
PEHTreHOBCKOTO 000PYN0BaHMS /11 KOMIIbIOTEPHO
ToMorpaduu u aHruorpadpumn);

pafnoorMyecKyie MeANIMHCKMe U3nenust (B 4acTu
060pymoBaHMs AJ1s1 peHTTeHorpadum u
PEeHTreHOCKOIIUN);

B) TEXHMYECKOE 00CTYKMBaHMe I'PYIIT MeIUIITHCKOM
TeXHUKMU KJlacca 3 MOTeHIMaJIbHOTO pUcKa
MIPUMEeHEeHUS

YpoOJIOornueckKme MeguumHCKMe n3aeins;

MeIVIIVHCKYE U3ae/us, IpegHasHauYeHHbIe s
adepesa.






