NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

IIOCTAHOBJIEHUE
oT 15 centsi6ps 2020 r. N 1445

Ob YTBEPXIEHNU ITOJIOJKEHUSA
O JIMOEH3NPOBAHMUN NJEATEJIbBHOCTMU I10 ITPON3BOACTBY
N TEXHUYECKOMY OBCJIY>KMBAHUIO (3A NCKJIIOYEHMEM CJIIVUAS,
ECJIM TEXHUYECKOE OBCJ/IYKUBAHME OCYIIECTBJISIETCSA
JJI1 OBECITEYEHMS COBCTBEHHBIX HY KT IOPUINYECKOT'O JINLTA
VIV UHJIVBUAYAJIbHOTO ITPEATIPYUHVUMATEJIST) MEIVMITMHCKOM
TEXHUKU

B cooTBeTcTBUM ¢ DefepalibHbIM 3aKOHOM "O NUITEH3UPOBAHUN OTHETbHBIX
BUIOB megatenbHOCTN" [IpaBuTenbCcTBO Poccniickoii emepanym
TIOCTAaHOBJISIET:

1. YrBepauTs nipmunaraemoe [1osiokeHue o JIMLeH3MPOBAHUM AeSTe/TbHOCTU
I10 TIPOM3BOACTBY M TEXHNYECKOMY OOC/TYKMBAHMIO (32 MCK/IIOUEHVEM
cirydasi, ecjiy TeXHUUeckoe o0CTy KMBaHe OCYILeCTBSIeTCS IS
obecrieueHMst COOGCTBEHHBIX HYK] IOPUAMUECKOTO JIUIIA WU
UHIOVBUIYAJTBHOTO NpeAIpUHUMATES) MeOUIIMHCKON TEXHUKN.

2. JInlieH3MM Ha OCYLIECTBJIEHME OesITeIbHOCTH 110 POM3BOACTBY U
TeXHMYECKOMY 06CTY;KMBAHMIO (33 MCKTIOUEHMEM CIydasi, eCiiu
TeXHUYECKoe 00CTY;KMBaHME OCYIEeCTBIISIETCS /I 0OecreueHmst
COOCTBEHHBIX HYK]I IOPUINYECKOTO JIMIIA MU MHIUBUAYATbHOTO
MpeANpUHUMATEIST) MeOUIIMHCKOM TEXHUKY, BbIIAaHHBIE IO BCTYIUIEHUS B
CUJTy HACTOSIIEro MOCTaHOBJIEHMSI, TIO/IJIeKaT rmepeodopMIEHIIO B
COOTBETCTBUM C TpeboBaHMIMM [10/I0KEeHMSI, YTBEPKIEHHOI0 HACTOSIIMM
TOCTaHOBJIeHMEM, 110 31 mekaopst 2023 r.

3. ®epepanbHOIi CIYKOe TT0 HaA30py B cepe 3mpaBooxpaHeHus 10 1 Mo
2021 r. akKTyaan3upoBaTh AJaHHbIE PEECTPOBBIX 3AMMCEN eIMHOTO peecTpa
JIMLEH3 WA, COepsKalluX CBeLeHMUS O IPOU3BOLCTBE U TEXHUYECKOM
006CTY>KMBaHMM (32 UCKTIOUEHMEM CIydas, eCIM TeXHUUYeCKoe
006CTY>KMBaHME OCYIIECTBISIETCS AJ1s1 00ecIieueHus COOCTBEHHBIX HYK]I
IOPUANYECKOTO JNULA MU UHAVMBUAYATbHOTO Ipe A pUHMAaTe s )
MeAUIIMHCKOM TeXHUKM, KOTOPbIe B COOTBETCTBUM C [TonokeHneM,
YTBepKAE€HHBIM HACTOSIIIMM ITOCTAHOBJIEHMEM, He TPeOYIOT ITOTyYeHUsT



JIMTDEeH3UN.

4. HacTos1ee moCTaHOBJIeHNe BCTynaeT B cuiy ¢ 1 auBaps 2021 r. u
nmeiictByeT 0o 1 auBaps 2027 r.

ITpencepnatesns IIpaBuTEebCTBA
Poccuiickoit @enepatiyn
M.MUIIYCTUH

YTBepKaeHO

IocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @engepanu

ot 15 centsiops 2020 r. N 1445

[TOJIO>KEHUE
O JIMOEH3NPOBAHMIN NEATEJIbBHOCTMU I10 ITPON3BOACTBY
N TEXHUYECKOMY OBCJIY>KMBAHUIO (3A NCKJIIOYEHMEM CJIIVUAS,
ECJIM TEXHUYECKOE OBCJ/IYKMBAHUME OCYIIECTBJIIETCA
JJI4 OBECIIEYEHMSA COBCTBEHHBIX HY K IOPUINYECKOTI'O JINLIA
VIV UHJIVBUOYAJIbHOTO MMPEATITPYUHVUMATEJIST) MEJIMITMHCKOM
TEXHUKU

1. Hactosiiee ITonoskeHne onpeaessieT MOPSAOK JTUIEH3UPOBAHMS
JeSITeJIbHOCTM I10 ITPOM3BOJICTBY M TEXHUUYECKOMY OOCTY;KMBAaHMIO (32
VCKITIOUEHMEM CJTydasi, eC/IM TEXHUUECKOe 06CTysKMBaHMe OCYIeCTBIISIETCS
L7151 obecrieyeHMsI COOCTBEHHbIX HYK], I0PUIOMUECKOTO JINIIA VTN
MHIVBUAYATbHOTO MIPeIIPUHUMATES) MeOUIIMTHCKO TeXHUKM.

2. IloHsTTHS, MCIIOAb3yeMbIe B HacTOsIeM [To/1okeHnM, 03HAYAIOT
cienyroniee:

"TeXHUUYECKOe 00C/Ty>KMBaHMEe MeAUIIMHCKON TEXHUKM " - KOMILJIEKC
periaMeHTUPOBAHHBIX SKCIUTYaTalMOHHOM JOKYMeHTaL el
IIPOU3BOAUTENS. MEAULIMHCKOTO U3Oe/IUs MEPOIIPUSTUI I10 MOAdePsKaHNU IO
MCIIPABHOCTY U (MJIM) BOCCTAHOBJIEHMIO pab0TOCIIOCOOHOCTY MEeAUIIMHCKIX
U3Je/NI C TIPOBEeHMEM KOHTPOJISI TEXHUYECKOTO COCTOSIHUS ITPU UX
MCIIO/Ib30BAHUM TI0 HA3HAUEHUIO, IIPeyCMOTPEHHOMY IPOU3BOAMUTEIEM, a
TaKKe IeiiCTBUS 110 MOHTaXy ¥ HaJIaAKe MeIULMHCKUX U3ENINIA;

"MeIUIMHCKasI TeXHMKA" - MeIUIMHCKMEe u3nennus (3a UCKIYeHueM 1
KJIacCa MOTEeHUMAJIbHOTO PUCKa IPUMEHEeHMST), oJIexXallie TEXHUUYECKOMY



00CTY>KMBaHUIO U TIpeICTABIISIONIME COO0I MHCTPYMEHTHI, alllapaThl,
npubopsI, 060pyIOBaHME, IPUMEHSIEMbIe B MeAULIMHCKUX IeJIIX OTAeIbHO
MJIU B COUETAHMM, a TAK)Ke BMECTe C APYTMMU MPUHA/IJIEKHOCTSIMU,
HEeOOXOAVMBIMU JIJISI IPMMEHEeHMS YKa3aHHbIX U3Ae/INii 110 Ha3HAYeHUIO,
BKJ/IIOUAsI CIielaabHOe IporpaMMHoOe obecrievueHne, 1 rpegHa3HauYeHHbIe
MIPOU3BOANUTENEM IJ1s1 TPODUIAKTUKM, AUATHOCTUKM, JTIEUEHUS U
MeAVLIMHCKO peabwintanyy 3a601eBaHNii, MOHUTOPUHTA COCTOSTHUS
OpraHu3Ma 4ejI0BeKa, IPOBeIeHMS] MeIUIIMHCKUX VCC/IeIOBAHMIA,
BOCCTAHOBJIEHMSI, 3aMell[eHMsI, i3MEeHEeHMSI aHaTOMMUUECKOM CTPYKTYPbI MU
dbusuonornyeckux GyHKIMII OpraHn3Ma, mpegoTBpalle s Win
npepbIBaHMsI 6epeMeHHOCTH, GYHKIMOHAIbHOEe Ha3HAUeHMEe KOTOPBIX He
peanusyeTcst myTeM (HapMaKOJIOrMuecKoro, MMMYHOJIOTMY€eCKOro,
TeHeTUUECKOTO MM MeTab0IMueCcKOro BO3IeiiCTBISI Ha OpraHu3M
yejioBeKa.

3. B cocTaB 1eATe/IbHOCTU I10 IIPOU3BOJCTBY U TEXHUUECKOMY
06CTy>KMBaHUIO (32 UCK/IIOUEHMEeM CJTyJasi, eCIY TeXHUUYeCKoe
06CTy>kKMBaHMe OCYIIeCTBISIeTCs 11l 0becrieueHys COOCTBEHHbBIX HY3K]]
IOPUANYECKOTrO JINLA WU UHAVUBUAYAIBHOIO IIpeAIIpUHMMATEIS)
MeIUIMHCKOM TeXHUKU (Jajiee - AesTelbHOCTD 110 IPOU3BOJACTBY U
TeXHUUYECKOMY OOCTYKMBAaHUIO MeIUIIMHCKOM TeXHUKM) BXOOAT paboThl
(yCIyru) Mo IepevHIo COTJIaCHO NPUIOKEHUIO.

4. JInueH3upoBaHMe NesITeIbHOCTU I10 IPOM3BOLCTBY U TEXHUUECKOMY
06CITy>KMBAHUIO MeULIMHCKOM TeXHUKHM OcylecTBisieTcs: DenepanbHO
cryk6071 o Hag30py B cdepe 31paBoOXpaHeHus (ajiee - JIULeH3UPYIoI it
Opras).

JInteH3UPYIOIIMii OpTaH yTBepkaaeT GopMbl JOKYMEHTOB, HEOOXOAVMbBIX
IJIS1 peanu3anuy Hactosero ITonosxkeHns (popMbl IpeIcTaB/Isie MbIX
3a5IBJIEHUI1, YBEJOMJIEHUIT U CBEIEHUN).

5. JIN1e H3MOHHBIMU Tpe60BaHI/I$IMI/I IIpn OCylieCTBJICHUM AeATE€JIbHOCTU I10
MNpOM3BOACTBY M TEXHNUYECKOMY OﬁCJ’Iy)KI/IBaHI/IIO MeIOULIMHCKON TeXHUKU
SIBJIAKOTCSL:

a) JJ1s1 COMUCKATeIS JIUITEeH3UM

Ha/JInune rnpmHaajaeXalnux COMCKaTe/II0 JIMIIEH3MIM Ha IIpaBe COOCTBEHHOCTU
I Ha MTHOM 3aKOHHOM OCHOBaHUU HOMEH.[GHI/IVI, S,ELaHI/II‘/JI, COODY)KGHMVI 1o



MeCTY OCYLIeCTBJIEHNA JIMIEH3UPYyeMOro Buaad AesTeJIbHOCTH,
HeO6XO,EU/IMbIX OJId OCYIIeCTBJIEHUS OeATEIbHOCTH I10 ITPOU3BOACTBY U
TeXHNYECKOMY O6CJIY)KI/IBaHI/IIO MeIUIIMHCKON! TeXHUKU;

Ha/In4ye y COMCKaTesl INLeH3UM, MMelolero HamepeHue OCyIleCTBIISTh
JesITeIbHOCTD I10 MIPOU3BOACTBY MeAUIMHCKOI TEXHUKNA

CpenCTB U3MepeHul, IpelyCMOTPEHHbIX HOPMaTUBHOM, TeXHNYeCKOM
IOKyMeHTalyei Mpou3BOAUTESI M COOTBETCTBYIONIUX TPEOOBAHUSM K UX
TOBEpKe, NMpeayCMOTPEHHBIM cTaTbeil 13 denepanbHOro 3akoHa "0O6
obecrieueHUM eIMHCTBA M3MePeHUit", TeXHUUeCKUX CPeICTB U
060pyI0BaHMsI, HEOOXOAMMBIX JJ151 OCYIIeCTBIEHMUS NesaTeTbHOCTHU 110

IMpOn3BOOCTBY MeIULIMHCKOM TeXHUKU;

pPerucTpaluoHHOr0 YO0CTOBEpeHMS Ha MeUIIMHCKYIO0 TeXHUKY,
MOATBEPKIAOIIEr0, YTO COMCKATEIb JIUIIEH3UM OCYIIeCTBIISIET
TIPOU3BOJICTBO ITOI MEAUIIMHCKON TEXHUKM JINOO MMeeT OTHOIIEeHME K
MeCTy ITPOM3BOACTBA ITOV MeIUIIMHCKO TEXHUKY TIPU YCIIOBUM, UTO
MIPOV3BOANTEb (YIIOJTHOMOUYEHHbIN TTPEACTaBUTENb TPOU3BOAUTEIS)
3aKJTIIOY NI COTJIAllleHe C COMCKaTe/ieM JIMIeH3UM 06 opraHu3auumn
MIPOM3BOJICTBA, PEryaMpyolee B TOM YMCjie BOIIPOCHI 00ecrieyeHn st
KOHTPOJISI KaueCcTBa ¥ 6e30MacHOCTM MTPOU3BOAMMON TPOIYKIMHA, & TAKKe
OTBETCTBEHHOCTM Iepe] TPETbUMU JIULIAMU;

HOPMAaTUBHO, TEXHNYECKOI TOKYMeHTalluu, UCII0JIb3yeMO AJ1s
OCYIIeCTBI€HMS AeSITeJbHOCTU 10 MIPOU3BOACTBY MeIUILIMHCKOM TEXHUKMU;

CUCTEMbI MEHe/I)KMEeHTa KaueCTBa, CO34aHHON U (PYHKUIMOHUPYIOIIEH B
COOTBETCTBUM C TPeOOBaHMUSIMU MeKTocygapcTBeHHoro ctanaapta TOCT
ISO 13485-2017,

PabOTHMKOB, 3aK/TIOUMBIINX C COMCKATEIEM JIMIIEH3UN TPYJOBbIE
JIOTOBOPBI, OTBETCTBEHHBIX 32 MTPOM3BOZACTBO ¥ KAUECTBO MeAMIIMHCKOM
TeXHUKU, UMEIOIIMX BbICIIIEe UM CpeHee MpodeccruoHaIbHOe
(TexHMYECKOe) 0Opa3oBaHMe, CTaxK pabOThI M0 CIeIMaTbHOCTY He MeHee 3
JIeT U IOTIOJIHUTeIbHOe MTpodeccroHaibHOe 00pa3oBaHye (TIOBbILIeHMe
KBanuduUKaluy He peske OAHOTO pa3a B 5 jieT) B chepe BbITIOTHSIE MbIX
paboT M OKa3bIBAEMbIX YCIIYT;

HaJIM4Me y COMCKATeJIs IMIIEH3U M, MUMEIOIero HaMepeHye OCYIeCTBIISITh
JIeSITeJIbHOCTD 110 TeXHMUECKOMY OOCTY;KMBAHMUIO MEIUIIVMHCKOM TeXHUKN :



CpeJCTB M3MepeHMit, COOTBETCTBYIOIIMX TPeOOBAaHUSIM K UX ITOBEPKe,
MpeyCMOTPEHHBIM cTaTbeit 13 denepanbHoro 3akoHa "O6 obecreueHnn
eAVHCTBA U3MepeHMit", TEXHUUECKUX CPeJICTB U 060pyIOBaHMS,
HEeOOXOAMMBIX [IJISI TEXHUYECKOT0 00CTy>KMBaHMUS 3asIBJIEHHBIX TPYTIIT
MeIMLUMHCKOM TEXHUKM I10 KJIaCCaM IMOTEeHUMAJIbHOTO PUCKa IIPUMEeHeHMS B
COOTBETCTBUM C YTBEPKIAEHHBIM MMUHMUCTEPCTBOM 3pPaBOOXPaHEHMS
Poccuiickoit ®enepaiiiu iepevyHem;

BKCHHyaTaHMOHHOﬁ AJOKYMEHTaI U ITPOU3BOAUTEJIS MEILMHMHCKOVI
TEeXHUKMU, HEO6XO,I[I/IMOI‘/JI OJIsI TeXHNMYECKOTIO O6C)'IY)KI/IB8HI/IH 3asBJIEHHbIX
rpymnmn MeIVIIMHCKONM TeXHUKH I10 K/IaccaM IOTeHLIMAaTbHOIr0 pnucka
NpMMEHEHUS;

CUCTEMbI MEHe/I)KMeHTa KaueCTBa, CO34aHHO U PYHKIMOHUPYIOIIEH B
COOTBETCTBUM C TPeOOBaHMUSIMU MeKTocygapcTBeHHOro ctanaapta TOCT
ISO 13485-2017;

pPabOTHMKOB (TIpU BBITTOIHEHMM 1 M 2 BUAOB paboT (YC/Iyr) - He MeHee 2
YyeJI0BEK, ITPY BBITIOJIHEHUM 3 WJIX 4 BUAOB paboT (YCJIyT) - He MeHee 3
yeJIoBeK, IPY BBITIOJIHEHUY 5 11 6osiee BMUIOB paboT (YCIyT) - He MeHee 5
YyeJIOBeK), 3aKII0UMBIINX C COUCKATEEM JIULIEH3 UM TPYA,0BbIE JOTOBOPHI,
OCYIIECTBSIONINX TEXHNYECKOe 00CTY)KMBaHMe MeANIIMHCKON TEXHUKY,
MMeIOUIMX BhICILIee UM cpefHee MpodeccruoHaNbHOe (TeXHUUeCKoe)
obpa3oBaHMe, CTask pabOThI 1O CIIeIMaTbHOCTY He MeHee 3 JieT U
IOTIOTHUTENIbHOE TTpodeccoHaIbHOE 0Opa3oBaHye (TIOBBIIIEHMEe
KBanuduKauy He pexke OAHOTO pa3a B 5 jieT) B cdepe BbINOTHSIE MbIX
paboT 1 OKa3bIBa€MbIX YCIIYT;

0) IJ1s TuIleH3MaTa:

HaJIMuMe MpUHaAJIeskalix JUIeH31aTy Ha IpaBe COOCTBEHHOCTM UM Ha
MHOM 3aKOHHOM OCHOBaHUM ITIOMeIlleH1, 3TaHM i, COOPYKeHUI 110 MeCTy
OCYILeCTBJIEHMS JIMIIEH3MPYEMOTO BI/IA eSITeJIbHOCTY, HEOOXOIMMBbIX [J1sT
OCYILeCTBJIEHUS AeSTeJIbHOCTY 10 IIPOU3BOACTBY Y TEXHUUYECKOMY
00CTY;KMBAaHUIO MEIVILIMHCKOM TEXHUKN;

npn oCyueCTB/JI€HNUN OesATeJIbHOCTHU 110 IIPOU3BOOCTBY MeIUIIMHCKOM
TeXHUKN:

HaJIMuMe MPYHAIIeKaMX JUIeH3MaTy Ha IIpaBe COOCTBEHHOCTU UM Ha
MHOM 3aKOHHOM OCHOBAHMM CPeJICTB M3MepeHUt, IpeayCMOTPEeHHbIX



HOPMAaTUBHO, TEXHMUYECKO JOKYMEHTalel M COOTBETCTBYIOIINX
TpebOBaHMSM K X ITOBEPKE, MPeIyCMOTPEHHBIM cTaThell 13 demepanbHOTO
3aKkoHa "06 obecreueHNM eAVMHCTBA U3MEPEHMIT ", TEXHUYECKUX CPEJICTB U
060pyI0BaHMSsI, HEOOGXOIMMBbIX ISl OCYIIECTBIEHMUS AEeSITeIbHOCTY 110
TIPOM3BOJCTBY MEIUIIMHCKOI TEXHUKN;

Ha/IMuye perucTpalMOHHOTO YAOCTOBEpeHMS Ha MeAUIIMHCKYIO TEXHUKY,
MO TBEP KAAIOIIEro, YTO JUIEH3MAT OCYIIeCTBIsSeT IPOM3BOICTBO 3TOM
MeIUIIMHCKOV TeXHUKM MO0 MMeeT OTHOIIIeHe K MecTy ITPOU3BO/CTBA
9TOI MeIULMHCKON TEXHUKU IIPU YCIOBUM, UTO IPOU3BOAUTEND
(YIIOJTHOMOYEHHbI TTpeACTaBUTEIb IIPOU3BOAUTEIS) 3aKII0OUNII
corjialieHue ¢ JINIEH3XaToM (IPOM3BOICTBEHHO IIJIOIAAKOI) 06
OopraHu3aluyu MPOU3BOACTBA, PETYAUPYIOlee B TOM UMCIe BOITPOCHI
obecreueHnst KOHTPOJISI KAaUeCcTBa M 6€30I1aCHOCTY ITPOM3BOAMMOI
MPOAYKIIVHU, a TAKKE OTBETCTBEHHOCTH Tepel, TPeTbUMU JIUIaMMU;

cobsogeHne TpeboBaHMii CUCTEMbI MEHEIKMEHTA KauecTBa, CO3JaHHOI U
(OYHKIMOHMPYIOIIEN B COOTBETCTBUM C TPEOOBAHUSIMU
MexrocymapctBeHHoro ctangapta 'OCT ISO 13485-2017;

co6moeHne TpeboBaHMI MCIIOIb3YEeMOIA IJIS OCYIeCTBIEHMS
JesITeJIbHOCTY T10 MPOM3BOICTBY MeOUIIMHCKOI TEXHUKM HOPMaTUBHOIA,
TeXHUYEeCKOl TOKyMeHTalllu;

HajJIMuue y auieH3naTa paboTHMKOB, 3aK/IIOYMBIINX C HUM TPYLOBbIE
IOTOBOPBI, OTBETCTBEHHBIX 32 MTPON3BOZACTBO ¥ KAUECTBO MeAMUIIMHCKOM
TeXHUKU, UMEIOIIMX BbICIIEe UM CpeiHee MpodeccruoHaIbHOe
(TexHMUECKOE) 06pa3oBaHMe, CTak paboThI TI0 CITEIMaJIbHOCTY He MeHee 3
JIeT U IOTIOJIHUTEebHOe MpodeccroHaibHOe 06pa3oBaHye (TIOBbILIeHMe
KB/ UKaIMM He pexxe OJHOTO pasa B 5 jieT) B cdepe BbIIMOTHSIEMbIX
paboT 1 OKa3bIBa€MbIX YCIIYT;

TIPU OCYIIECTBJIEHUY IeSTeJIbHOCTH IO TEXHNYECKOMY 00 CTY>KMBAHMUIO
MeIUIIVHCKOM TeXHUKN

HaJIMuMe MPYHAIJIeKaIMX JUIeH3MaTy Ha IpaBe COOCTBEHHOCTU UM Ha
MHOM 3aKOHHOM OCHOBAHUM CpPeJiCTB U3MepeHM i1, ITpeTyCMOTPEHHbBIX
HOPMAaTUBHOM, TEXHNYECKOM TOKYMeHTallyel 1 COOTBETCTBYIOII X
TpebGOBaHMSIM K UX ITOBEPKE, MPeAyCMOTPEHHBIM cTaTheit 13 demepaabHOTO
3aKkoHa "O6 obecrieueHNM eIMHCTBA U3MEPEHMIT ", TEXHUUECKUX CPeICTB U



060pyn0BaHMs, HEOOXOAMMBIX JISI TEXHUUECKOTO 00CTYKMBaHMUS
3asIBJIEHHBIX I'PYIIIT MEAUIIMHCKOM TEXHMKY 110 KJIaccaM MOTeHIMATIbHOTO
pUcKa IMpUMeHeHUsI B COOTBETCTBUM C HOMEHK/IATypHOI Kiaccudukaiyei
MeIUIIMHCKUX U3HeINii TI0 KjaccaM B 3aBUCUMMOCTY OT TTOTEHIIMATbHOTO
pHUcKa UX IpUMeHeH s ;

co6moeHne TpeboBaHMI IKCILTyaTalMOHHOM JOKYMEHTALU
IIPOV3BOANUTEISI MEAUIIMHCKOM TEXHUKY IIPY OCYIIECTBIEHUM
TEeXHUUYECKOTO 06CTYKMBAHMS 3asIBJIEHHBIX IPYIIT MeIUIIMHCKOM TeXHUKN
110 KJIaccaM ITOTeHIIMAIbHOIO PUCKA MPUMEHEeHMS ;

cobsomenne Tpe6boBaHMii CUCTEMbI MEHEIKMEHTA KauecTBa, CO3TaHHOI U
(YHKIMOHMPYIOIIEN B COOTBETCTBUM C TPEOOBAHUSIMU
MexrocymapctBeHHoro ctangapta 'OCT ISO 13485-2017;

HaJMuMe y JuileH3maTa paboTHUKOB (TIpU BBITTOAHEeHMM 1 Wiin 2 BUIOB
paborT (YuIyT) - He MeHee 2 YeJIOBEK, ITPU BBIMOJHEHUM 3 WIIU 4 BUIOB
paboT (yaIyr) - He MeHee 3 ueJI0OBeK, ITPY BbITTOJIHEHUM 5 U 60jiee BUIOB
paboT (yaIyT) - He MeHee 5 Uejl0BeK), 3aKIIUMBIINX C HUM TPYAOBbIE
JIOTOBOPBI, OCYIIECTBIISIONIMX TEXHUUECKOe 00C/TYyKMBaHe MeANIIMHCKOA
TeXHUKU, UMEIOIIX BbICIIee MUK cpeiHee MpodeccruoHalbHOe
(TexHMYECKOE) 0O6pa3oBaHMe, CTaxk paboThI IO CIIeIMaTbHOCTY He MeHee 3
JIeT ¥ IOTIoJIHUTeNbHOe TpodeccroHasbHOe 06pa3oBaHMe (TOBbILIeHEe
KBanMduUKaIuy He peske OAHOTO pa3a B 5 jieT) B cchepe BHITTOTHSIEMbIX
paboT 1 OKa3bIBAEMBIX YCIIYT.

6. K rpy6bIM HapyIIeHMSIM JIMII€ H3MOHHBIX TPEOOBAHMIT OTHOCSITCS
HapylIeHUs JTULeH3MaTOM TpeOoBaHMIt, ITPeIyCMOTPEHHBIX ITYHKTOM 5
HacTosuero ITonoxkeHns, OBJIEKIINe 3a OO0 TOC/IeNCTBUS,
yCTaHOBJIEHHbIE YacThio 11 ctaThu 19 @enepanbHOro 3akoHa "O
JINIIEH3MPOBAHUY OTAE/bHBIX BUIOB AeSITeIbHOCTU".

7. 1151 mosTydeHus INTeH3UM Ha OCYIIEeCTBIeHME AesTeIbHOCTU T10
MIPOMU3BOACTBY M TEXHUYECKOMY OOCTY;KMBAHUIO MEIUIIMHCKON TeXHUKNA
COMCKATeJIb JIMLIEH3MM HAIIPaBJIsieT UK [IPeICTaB/seT B JIMLEH3UPYIOLL I
OpraH 3asiBjieHue, K KOTOPOMY IpujiaraeTcsi OnMucCh JOKYMEHTOB, a TaKXKe:

a) KO JOKYMEHTOB, ITOATBEPKAAIIIMX HATUUMeE Y COMCKATEIS
JULIEH3 UM TIPUHAAJIeKALMX eMy Ha IpaBe COGCTBEHHOCTH UM Ha MHOM
3aKOHHOM OCHOBaHMM ITOMEIeHN, 3MaHNi1, COOPY>KeHU I 10 MeCTy



OCYILleCTBJIEHUSI IUI[EH3MPYEeMOTO BI/Ia IeSITeTbHOCTY, HEOOXOAMMBbIX 15T
OCYILeCTBJIEHUS AESTEIbHOCTY 10 IIPOU3BOACTBY ¥ TEXHUUECKOMY
06CTy>KMBAHUIO MEUIIMHCKOM TeXHUKM, B CJTydae ecyiv MHGOpMaIus 0 HUX
OTCYTCTBYeT B EAMHOM rocyapcTBeHHOM peecTpe MpaB Ha HeJIBUKMMOe
MMYIIECTBO U CMIeJIOK C HUM, WIN CBeleHUsT 00 3TUX MOMeLeHUSIX, 3TaHUIX,
COOPYKEHMSIX, eCU TaKkast MHGOpMaIMs MMeeTCs B yKa3aHHOM peecTpe;

0) IJIS1 OCYIIECTBIEHMS AesITeIbHOCTY 10 ITPOM3BOACTBY MeAUIIMHCKOM
TEeXHUKMU:

KOIMY TOKYMEHTOB, OATBEPKAAIONIMX HATMUMe Y COMCKATeIS TUIeH3UU
Ha IIpaBe COOCTBEHHOCTM MJIY Ha MHOM 3aKOHHOM OCHOBaHMM CPEJICTB
M3MepeHmit, MpeayCMOTPEHHbIX HOPMATUBHO, TEXHUYECKO
JMOKyMEHTaIMeil ¥ COOTBETCTBYIOIINX TPEOOBAHMSIM K UX ITOBEPKE,
MpeayCMOTPEeHHBIM cTaThelt 13 ®enepanbHOro 3akoHa "O6 obecrieueHUn
eIVHCTBA U3MepPeHMIi", TEXHUUECKUX CPEICTB U 060pyIOBaHMS,
HEOOXOIMMBIX IJIS1 OCYIIECTBIEHMS OeITeTbHOCTH 10 IPOU3BOACTBY
MeAVLVHCKO TeXHUKMA;

PEKBU3UTBI JOKYMEHTOB, ITOATBE PXXAA X perucTpanuio B Poccuiickoii
demepaliiy MeIUIIMHCKON TEXHUKU, KOTOPYIO COUCKATENTb JIMLIEH3UNU
HaMepeH MPOMU3BOANUTD (YKA3bIBAKOTCS B 3asiBJIEHUM), & TAKKE KOTIMIO
CorJIalleHus MeXay MPomu3BOaUTeNeM (YIIOJITHOMOYEHHbIM IIpeLCcTaBUTeIeM
MIPOU3BOAUTENISI) U COMCKATEeeM JIMLEeH3UU (IPOMU3BOLCTBEHHOM
IIJIONIAKOJ) 06 OpraHM3aluy IIPOU3BOACTBA (IIPU HATUUNN);

KOMIMM JOKyMEHTOB, MOATBEPXKAAIOLINX COOTBETCTBME MPOU3BOICTBA
TpeboBaHMIM MexxrocymapcTBeHHoro crangapra 'OCT ISO 13485-2017;

Konmmn HOpMaTMBHOﬁ, TEeXHUYECKOM OOKYMEHTAalIM Ha MeIULIMHCKYIO
TE€XHUKY, KOTOPYIO COMCKATEJIb JIMLIEH3UM HaAMEDPEH IMTPOU3BOONTbD;

KOIMY TOKYMEHTOB, OATBEPKAAIONIMX HaIuye Y pabOTHMKOB COMCKATe/Is
JIMIIEH3UY, 3aK/IIOUMBIINX C COMCKATEIEeM JIMLIEH3UU TPYAOBbIE JOTOBOPHI,
OTBETCTBEHHBIX 3a ITPOV3BOJICTBO M KAUECTBO MEIULIMHCKOIM TEXHUKHA,
BBICIIIETO VI CpeAHero mpodeccruoHalbHOTO (TEXHUYECKOTr0) 06pa3oBaHmsl,
CTaxka paboThI IO CITENMATbHOCTY He MeHee 3 JIeT U IOTIOTHUTETbHOTO
npodeccroHaaIbHOTO 06pa30oBaHMs (MMOBBIIEHMS KBaAU(PUKAIIUK He peske
OJTHOTO pasa B 5 j1eT) B chepe BHIMOTHSIEMBIX pabOT U OKa3bIBAEMbIX YCIIYT;

B) OJIs OCYyIIeCTBJIEHMS AeATeJIbHOCTU 110 TEXHUYECKOMY O6C.TIY)KI/IBaHI/IIO



MeIVIIVHCKOM TeXHUKMA

KOMMM JOKYMEHTOB, MOATBEPXKAAIOLMX HAINYME Y COMCKATES INLLEH3UU
Ha ITpaBe COOCTBEHHOCTM MJIM HAa MHOM 3aKOHHOM OCHOBaHUM CPEJICTB
M3MepeHuit, COOTBETCTBYIOIMX TPeOOBAHMSIM K UX TTOBEPKe,
MpeyCMOTPEHHBIM cTaTbeit 13 denepanbHOro 3akona "O6 obecreueHnn
eqVMHCTBA U3MepeHUit", TeXHUUeCKUX CpefCTB U 000pyI0BaHMS,
HeOoOXOMMBIX JJIS1 TEXHUUECKOTO 00CTy>KMBAHMS 3asIBJIEHHBIX IPYIII
MeAULVHCKOM TeXHUKM 110 KIaccaM ITOTeHLMaJbHOIO PUCKA IPUMeHEeHNS B
COOTBETCTBUM C HOMEHKJIATyPHO Kiaaccudukanyein MmeuMHCKUX
M3JIeJINIA T10 KJIaCcCaM B 3aBUCMMOCTHU OT MOTEHLIMATIbHOT'O PUCKA UX
MpUMEeHEeH s ;

KOTIMY JOKYMEHTOB, MOATBEPKAAIOIINX HAJIMUYME Y COMCKATe s IMIeH3UN
CUCTeMbI MeHe/I>KMeHTa KaueCTBa, COOTBETCTBYIOIIel TpeboBaHMUSIM
MexxrocymapcrBeHHoro ctaggapta 'OCT ISO 13485-2017;

KOTIMM 3KCIUTYyaTalMOHHOM JOKYMEeHTAL Uy ITPOU3BOAUTE/IST Ha
MeIUIIMHCKYIO TEXHUKY, HeOOXO0AMMO /ISl TEXHUYECKOTO O0CTYKMBAHMS
3asiBJIEHHbIX IPYNI MeAUIMHCKUX U3/ TI0 KaccaM MOTEeHIMaIbHOTO
pUCKa IpUMeHeHuUsI;

KOIMM JOKYMEHTOB, OATBEPXKIAIOUIMX HATMUME Y paOOTHMUKOB COVCKATEJIS
JIULIEH3 UM, 3aKTI0UMBIINX C COMCKATEIeM JIULIEH3UM TPYAOBbIE TOTOBOPBI,
OCYIIECTB/ISIIONMX TEXHNUECKOEe 00CTYKMBaHMe MeIUIIMHCKOM TeXHUKY,
BBICIIIETO WJIM CpeIHero MmpodecCcrOHaIbHOIO (TEXHMYECKOr0) 00pa3oBaHms,
cTayka paboThI MO CIELMaJIbHOCTY He MeHee 3 JIeT U JOIOJTHUTEIbHOTO
npodeccroHaIbHOI0 06pa3oBaHMs (TTOBbIIIEHNS KBaAM(PUKALIMM He pexke
OJTHOTO pasa B 5 jieT) B cpepe BBIMOTHSIEMbBIX PaOOT ¥ OKa3bIBAEMBbIX YCIIYT.

8. B 3asiBiieHMn o HEPQO(l)OpMIIEHI/II/I JIMIIEH3MU Ha OCYIIeCTBJIEHNUE
OeATeJIbHOCTH IO ITPOU3BOACTBY U TEXHUUYECKOMY O6C]'[y>KI/IBaHI/IIO
MeIULMHCKON TeXHUKU JULleH3UaT YKa3bIBA€T:

a) B C/Tyyae OCyIIeCTBIeHUS JesTelbHOCTU 110 IIPOU3BOJCTBRY U
TeXHUYECKOMY 00CTYy>KMBAHUIO MEeIUIIMHCKOV TEXHUKM T10 aJipecy MecCTa ee
OCYIIECTBIEHNS, He ITpeTyCMOTPEHHOMY JIUIIeH3 el :

CBeOeHMsd, coaepiKalye agpec MeCTa OCYIIeCTBJIECHMS AeSITeJIbHOCTH;

CBeJeHMs O JOKYMEHTAX, IMOATBEPXKAAOIIUX ITPABO COOCTBEHHOCTY UJIU



MHOEe 3aKOHHOEe OCHOBaHMe UCIT0Ib30BaHMs TOMeleHuit, 3TaHniA,
COOPY>KEHMI TI0 MECTY OCYILeCTBIEHUS IUI[EH3MPYeMOT0 BIIa
JeSITeJIbHOCTH, HEOOXOIMMBIX JIS1 OCYIeCTBIEHUS NeSITeIbHOCTY T10
MIPOM3BOJICTBY ¥ TEXHUYECKOMY OOCTY;KMBAHMIO MEeIUIIMHCKOI TeXHUKHA;

Ipn OCyueCTBJI€HNUN OeATEeJIbHOCTHA 110 IIPOMU3BOOCTBY Me,ILML[MHCKOﬁ
TEeXHUKN:

CBeJleHUs O JOKYMEHTax, MOATBe PXKAAIIUX HAaTuuKe y COUCKaTe s
JIUIIEH3MM Ha TIpaBe COOCTBEHHOCTY MM HA MHOM 3aKOHHOM OCHOBaHUM
CpeACTB U3MepPeHNI, MpeayCMOTPEHHBIX HOPMATUBHOM, TEXHUYECKOM
IOKyMeHTallei Mpou3BOAUTEIS ¥ COOTBETCTBYIONMX TPEOOBAHMSIM K UX
MoBepKe, IMTpeyCMOTPEHHBIM cTaTbeil 13 demepanbHOro 3akoHa "06
obecrieueHny eIMHCTBA M3MEePEeHMI", TEXHMUECKUX CPEICTB U
060pynoBaHMsl, HEOOXOAMMBIX [JI51 OCYI[€CTBIEHMS AeSTeTbHOCTH 10
IIPOU3BOACTBY MeAUILIMHCKOV TEXHUKMN;

CBeZleHNs O JOKYMEeHTaX, NOATBePXKAAIOII VX PEeruCcTpalio MegUIMHCKUX
uspenunii B Poccuiickoin ®enepannmu;

PeKBU3UTBI HOPMATUBHOM, TEXHUYECKOI JOKYMEHTAalUU, UCIIO0JIb3yeMOi
JLJIS1 OCYILLeCTBJIEHUSI AeSTeTbHOCTH 110 IIPOU3BOACTBY MeIUIIVHCKOM
TEXHUKU;

PEKBU3UTHI JOKYMEHTOB, MTOATBEPKIAIOIIMX COOTBETCTBME MTPOU3BOICTBA
TpeboBaHUIM MexXrocymapcTBeHHoro crangapta 'OCT ISO 13485-2017;

CBeJIeHMsI O IOKYMEHTAaX O BbICIIEM MUJIM CpeqHeM ITpodecCOHATbHOM
(TexHMUYECKOM) 0O6pa30BaHMM, CTaske pabOTHI MO CIEeIMATbHOCTY He MeHee
3 JIeT 1 JOTOJIHUTEIbHOM TTpodeccruoHaaIbHOM 00pa3oBaHMM (TTOBbIIEHUY
KBasMuUKaIMY He peske OAHOTO pasa B 5 JjieT) B cdepe BhIMOTHSIEMbIX
paboT 1 OKA3bIBAEMBIX YCJIYT PAOOTHMKOB, 3aKIIOUMBIINX C JTULIEH3UATOM
TPYI0BbIe JOTOBOPbI, OTBETCTBEHHbIX 3@ MPOM3BOJICTBO 1 KAUeCTBO
MeIUIIMHCKO TeXHUKMA;

IIPY OCYIIECTBJICHUY IeSTeJIbHOCTY II0 TEXHNYECKOMY 00CTY;KMBAHMUIO
MeJIUIIVHCKOM TeXHUKMA :

CBeJeHNM O JOKYMEHTAaX, MIOATBEPXKAAIII X Ha/InuMe y JINIIeH3MaTa Ha
ImpaBe COOCTBEHHOCTM MJIM HA MHOM 3aKOHHOM OCHOBAHUU cpencTB
VIBMepeHVIf/I, COOTBETCTBYIOIINX Tp96OBaHI/IHM K X IIOBEPKE,



MpeyCMOTPEeHHBIM cTaTbeit 13 ®enepanbHoro 3akoHa "O6 obecreueHUn
eIMHCTBA U3MEPEHU", TEXHUUECKUX CPeICTB M 000pyI0BaHMS,
HEOOXOAVMBIX [IJISI TEXHUYECKOTO 00CTY>KMBAaHMUS 3asIBJIEHHBIX TPYIIIT
MeOUIIMHCKOM TeXHMKM MO0 KjIaccaM ITOTEeHIMaJbHOTO pUCKa IPUMEHEHMS B
COOTBETCTBUM C HOMEHKJIATYPHO Kinaccuduraimueit MeIUIIMHCKUX
U3aenuii 1o KiaccaM B 3aBUCUMOCTU OT ITOTEHIMATbHOT'O PUCKA UX

IMIpMMEHeHNd;

PeKBU3UTHI SKCIUIyaTalMOHHO JOKYMeHTal Uy IIPOU3BOLUTES,
HeOOXOMMOI /ISl TEXHUUECKOTO 00C/TYsKMBAHMS 3asBJI€HHBIX IPYIITI
MeIVLIVMHCKUX U3l 110 K1accaM IMOTeHLIMAJIbHOTO PUCKa IIPUMEeHeH s
(mpu HaMU4UUN);

PEKBU3UTBI JOKYMEHTOB, TOATBE PXKAAKIINX HAIMUME Y JIUIleH3uaTa
CUCTeMbI MeHe/I>KMeHTa KaueCTBa, COOTBETCTBYIOIIel TpeboBaHMUSIM
MexxrocymapcrBeHHoro ctaggapta 'OCT ISO 13485-2017;

CBeIEeHMS O IOKYMEHTaX O BbICIIEM MJIU CpeJJHeM MPodecCcrMoHaTbHOM
(TeXHMYECKOM) 00pa30BaHMM, CTaske pabOTHI O CITEMATbHOCTYA He MeHee
3 JIeT 1 JOTOJIHUTEIbHOM TMTpodeccruoHaaIbHOM 00pa3oBaHMM (TTOBBIIEHUY
KBasMduKaIMy He peske OAHOTO pasa B 5 JjieT) B cdepe BhIMOTHSIEMbIX
paboT 1 OKa3bIBAEMBIX YCJIYT pAOOTHUKOB, 3aKTI0UMBIINX C TUIEH3MATOM
TPYI0BbIe JOTOBOPBI, OCYILIECTBISIONINX TeEXHUUECKOe 00CTyKBaHe
MeIUIIMHCKO TeXHUKMA;

6) B yiyuae HaMepeHus JTIMIeH31aTa BbITIOJHITh PAab0ThI, OKa3bIBaTh
YCIYTH, COCTaBJSIIONIME AesITeTbHOCTD 110 TPOU3BOJCTBY ¥ TEXHUIECKOMY
00CTY>KMBaHMIO MEAUILIMHCKOM TEXHUKM, He TIPeyCMOTpPEHHbIE JINIIeH3 e :

cBeaeHunda o pa60TaX, ycaayrax, COCTaB/JIAIIINX OeITeJIbHOCTD I10
IMPpONU3BOACTBY N TEXHNUYECKOMY O6CJ'IY)KI/IBaHI/IIO MeLLMHMHCKOﬁ TEXHUKMN,
KOTOpbI€ IMIIEH3MAT HaMeEpPEH BbIITO/THATDb, OKA3bIBATb;

IMpM OCyueCTBJI€HNUN OeATeJIbHOCTHU 110 ITIPOU3BOOCTBY MeOUIIMHCKOMN
TEXHUKN:

CBeJleHVs O JOKYMEHTaX, MOATBEePXKAAI0L X Haluuye y InleH3uara Ha
npaBe COGCTBEHHOCTHM MM HA MHOM 3aKOHHOM OCHOBAaHUM CPEJICTB
M3MepeHUi, IIpefyCMOTPEeHHbIX HOPMAaTUBHOM, TEXHUYECKO
IOKyMeHTallyeil MpOu3BOAUTES ¥ COOTBETCTBYIONMX TPEOOBAHUSIM K UX
roBepke, MpeyCMOTPeHHBIM cTaTbeit 13 @enepanbHOro 3akoHa "06



obecrieueHUM eIMHCTBA M3MepeHUit", TeXHMUECKUX CPeICTB U
060pynoBaHMs, HEOOXOIMMBIX AJIS1 OCYIECTBIEHUS NESITETbHOCTY 10
MPOU3BOACTBY MeAUIIMHCKOV TeXHUKMU;

CBeZeHNS O JOKYMEeHTaX, NOATBEePXKAAIIMX PErucTpanmnio B Poccuiickoi
Qenmepauny MeOULIMHCKUX U3 EIUI;

PeKBU3UTbI HOPMATUBHO, TEXHUYECKOI JOKYMeHTal|, UCII0JIb3yeMOii
JIJIS1 OCYLIECTBJIEHUS NeSTeJTbHOCTU M0 IPOU3BOACTBY MeAULIMHCKOM
TeXHUKMU;

PEKBU3UTHI JOKYMEHTOB, ITOATBEPKAAIOIINX COOTBETCTBIME ITPOU3BOICTBA
TpeboBaHMIM MexXrocymapcTBeHHoro crangapra 'OCT ISO 13485-2017;

CBeJIeHMSI O IOKYMEHTAX O BBICIIEM MJIM CpefdHeM ITpodecCOHATbHOM
(TexHMYECKOM) 00pa30BaHNM, CTasKe pabOTHI O CIIeNMATbHOCTY He MeHee
3 JIeT 1 JOIOJIHUTEIbHOM IpodeccrMoHaIbHOM 00pa3oBaHMM (TIOBBIMIEHUY
KBa/IM(UKALIMM He peske OJHOTO pa3a B 5 jieT) B cpepe BBIIOITHSIEMbIX
paboT ¥ OKa3bIBAEMBIX YCJIYT pAaGOTHUKOB, 3aKII0UMBIINX C TUIEH3MATOM
TPYIOBbIe JOTOBOPBI, OTBETCTBEHHBIX 3@ ITPOM3BOJICTBO 1 KAUECTBO
MeAVLIVHCKOI TeXHUKMA;

TIPY OCYIIECTBIEHUY IeSATEIbHOCTY IO TEXHNYECKOMY 00 C/TY;KMBAHUIO
MeIUIIVHCKOM TeXHUKN

CBeJIeHMSI 0 TOKYMEHTAaX, ITOATBEe PsKAAI0NI X HAaTMuMe y IMIleH31aTa Ha
MpaBe COOCTBEHHOCTY MJIM Ha MHOM 3aKOHHOM OCHOBaHUM CPEJICTB
M3MepeHMi, COOTBETCTBYIOIIMX TPeOOBAHMSIM K UX ITOBEPKE,
MIpeIyCMOTPEHHBIM cTaTheli 13 ®enmepanbHOro 3akoHa "O6 obecrieueHNn
eIMHCTBA U3MepPeHUit", TeXHUUECKUX CPeICTB M 000pyo0BaHMS,
HEOOXOAMMBIX [IJISI TEXHUYECKOTO 00CTY>KMBAHMS 3asIBJIEHHBIX TPYTIIT
MeAVLMHCKO TeXHUKM 110 KJIaccaM ITOTEHIMAIbHOTO PUCKa IPUMEHEHMNS B
COOTBETCTBUM C HOMEHKJIATYPHOI Kiaaccudukaimein me IMIuHCKUX
M3Ieuii 1o KjaccaM B 3aBUCUMOCTHM OT TIOTEHLIMAIbHOTO pUcKa UX
MIpYMEHEeHNUS ;

PEKBU3UTDBI BKCHHyaTaHMOHHOﬁ JOKYMEHTAalIMU ITPOU3BOANTEIIA,
HeO6XO,EU/IMOI71 OJId TEXHNUYECKOTIOo O6CHY)KI/IB8HI/IH 3asABJICHHBIX I'DYIIIL
MeIULMHCKUX U3IOeINN I10 KjIacCaM MOTeHIIMaJTbHOIO pUCKa IIpYMMEHEHUI;

PEKBU3UTBI HOKYMEHTOB, ITIOATBEPXXOAIOMINX HAJINUUYME Y JIMLIEH3MATa



CUCTEMbI MeHeIKMEeHTa KaueCTBa, COOTBETCTBYIOIIel TpeOoBaHUSIM
MmexrocymapctBeHHoro ctangapta 'OCT ISO 13485-2017;

CBeJIeHMsI 0 IOKYMEeHTAaX O BbICIIEM MJIM CpefHeM ITpodecCoHaTbHOM
(TexHMYECKOM) 06pa30BaHMM, CTaske PabOTHI IO CITEIMATbHOCTY He MeHee
3 JIeT 1 JOIOJIHUTEIbHOM PO eccMoHaIbHOM 00pa30oBaHMM (TTOBBIIEHUY
KBaJMduUKaIMY He peske OAHOTo pasa B 5 jieT) B cepe BhIMOTHIE MbIX
paboT 1 OKa3bIBa€MbIX YCIYT PAOOTHUKOB, 3aKIIOUMBIINX C TULIEH3UATOM
TPYZOBbIe JOTOBOPBI, OCYLIECTBISIONINX TEXHUUECKOe 00CTy>KMBaHME
MeAVILIVMHCKOM TeXHUKMA.

9. BoinosHeHne paboT, oKazaHMe YCIYT B YaCTU TEXHUUECKOTO
06CTy>KMBaHMST MeIUITMHCKOV TEXHUKY MOTYT OCYIIeCTBIISITbCS
JULIEH3MAaTOM I10 aipecy SKCIUTyaTaluy (MecTy HaxoKa,eHus)
MeAULIMHCKOM TeXHUKY, He TTPpelyCMOTPeHHOMY JINI|eH31eli B KaueCTBe
azpeca MecTa OCyIleCTBJIeHUS INIIeH3MPYeMOro BUia AesTeJIbHOCTH, U He
TpebyioT nepeodopMaeHNs TULLEH3UN.

10. IIpu mpoBeeHNM IIPOBEPKU CBeLeHNI, COLepKalMXCs B
NpeACTaBJIeHHbIX COMCKATEeNeM JULEH3UM U INLIEH3MATOM 3asBJIEHUN U
MpuUaaraeMbix K HeMy JOKYMEeHTax, JUIeH3UPYIOLINIA OpraH 3arpainBaeT
Heo6X0oMMbIe IJIS ITPeIOCTaBAeHNS TOCYIapCTBEHHBIX YCJIYT B 06/1aCTH
JIMLEeH3MPOBaHMS CBeleHUs, HaxXO[1IMecs B pacClopsbKeHUM OPraHoB,
NpeaoCTaBJSIOIIMX TOCYAapCTBEHHbIE YCIIYTU, OPTraHOB, MPeIOCTaBSIOINX
MYHULIUITQ/IbHbBIE YCIYTU, MHBIX TOCYAapCTBEHHBIX OPraHOB, OPraHOB
MeCTHOTO CaMOYIIpaBJIeHUsI OO MOABeJOMCTBEHHbIX TOCYIAPCTBEHHBIM
opraHaM My OpraHaM MeCTHOTr'O CaMOyIIpaBjieHNs OpraHu3alnuii, B
TopsIiKe, ycTaHOBIeHHOM PemepanbHbIM 3aKOHOM "O6 opraHmMsanum
NpefoCTaBJIeHus TOCYAAPCTBEHHBIX M MYHULIUIIAIIbHBIX YCIIYT".

11. JInueH3upyo1wuii Oprad pasMeliaeT Ha eAMHOM IIopTajie
rOCyIapCTBEHHbBIX ¥ MYHUIIUTIAAbHBIX YCAYT (GYHKIMIT) B TOPSIAKeE,
ycTaHoBJieHHOM [IpaBuTenbcTBOM Poccuiickoii @epepannm, CBegeHus O
X0Jie MPUHSATHUS UM pellleHUs O TpeloCTaBAeHNUM WK epeodopMIeHUn
JIMLIEH3UH, a TaKXKe IIPOBeIeHUST MPOBEPKU COOTBETCTBYS COMCKATEIS
JIUIEH3UU JTUIIEeH3MOHHBIM TPEOOBAHMUSIM U IIPOBEPKU COOTIOIEe HIAS
JULIEH3MAaTOM YKa3aHHBIX TPeOOBaHMI TP OCYILECTBIEHUY IeSITeIbHOCTY
I10 IIPOU3BOACTBY U TEXHUUECKOMY OOCTYKMBAHUIO MEIUIIMHCKOM TEXHUKN.

12. HH(bOpMaI_H/ISI, OTHOCAMAsACA K OCYLIECTBJIECHNIO OEATEJIbHOCTU I10



MIPOM3BOJICTBY ¥ TEXHUUECKOMY OOCTY;KMBAHMIO MeIUIIMHCKOV TEXHUKHA,
npegycMoTpeHHas yactsimu 1 u 2 cratbu 21 @epepanbHoro 3akoHa "O
JIULEH3UPOBAHUM OTHE/IbHBIX BUIOB IeSITeJIbHOCTU ", pa3MellaeTcs Ha
oduiIMaIbHOM caliTe JIUIeH3UPYIOIero opraHa B MHGOpMaIMOHHO-
TeJIeKOMMYHUKALMOHHOM ceTu "VIHTepHeT".

JocTyI K 0011e10CTYITHO MHGOpMaIUK, comepsKalleiics B peecTpe
NULIeH3Ui, 0becTieunBaeTCs INIEH3UPYIOUMM OpraHOM IOCpeICTBOM ee
pasMeleHus: B MHGOPMaIMOHHO-TeJIeKOMMYHMKAIIMOHHO ceTu
"IHTepHeT", B TOM uncie B hopme OTKPBIThIX AaHHbIX. [laHHbIE O
JIMLEH3USX, CoLepyKaliuecs B peecTpe JIULLeH3U, ITI0y4aloT CTaTyC
OTKPBITBIX JAHHBIX IIPU BHECEHUM COOTBETCTBYIOILEN 3alMCK B peecTp,
KOTOPBI BEIETCS B 3JIEKTPOHHOM BUZeE.

AxTyanbHas uHbopMalius U3 peectpa JUleH3U JOKHA 0TOOpakaThCs B
MHGOPMAIMOHHO-TeJIeKOMMYHMKAIIMOHHO ceTy "VIHTEepHeT" B pexkume
peasbHOTO BpeMeHM Jinbo B TeueHye CPOoKa, He IIPEeBBIIIA0INero 5 MUHYT.

13. [IpegMeTOM JINIEH3MOHHOTO KOHTPOJIS SIBJSIIOTCS COOTBETCTBUE
COMCKATeJIS IMIEH3UY JIMIIEH3VOHHBIM TPeOOBaHMUSIM U COOJIIOIeHME
JIULIEH3MATOM JIMIIEH3VMOHHBIX TPeOOBaHMIA, YCTAHOBIEHHBIX ITYHKTOM 5
HacTosiero ITonoxeHus.

14. JInueH3MOHHBIN KOHTPOJIb OCYILIECTBJISIETCS B TOPSIIKE,
npenycMoTpeHHoM PenepasbHbIM 3aKOHOM "O 3aiuTe npas lopUAUIEeCKUX
JIVLL, U UHOVBUAYAJIbHBIX IPeAIIpUHUMATENEeN ITPU OCyIeCTBIeHUN
roCyJapCTBEHHOTO KOHTPOJIA (HaZ30pa) MU MyYHULIMUITAIbHOI'O KOHTPOJIS ", C
yu4eTOM 0COOEHHOCTe opraHmM3aluu 1 MpoBeAeHMs ITPOBEPOK,
YCTaHOBJIEHHBIX Defepa/ibHbIM 3aKOHOM "O NUIIeH3UPOBAHUM OTHOETbHbBIX
BUIOB AeITeIbHOCTU".

15. TIo/KHOCTHBIMMY JIUIIAMM JIMIIEH3UPYIOLIEro OpraHa,
YIIOJITHOMOYEHHbBIMM OCYIIECTBIISITh JTULIEH3MOHHBIN KOHTPOJIb, SIBJISTIOTCS :

a) PYKOBOAUTEJIb, €0 3aMEeCTUTEJIN;

0) pyKOBOJIMUTENY CTPYKTYPHBIX TTOAPa3AeNeHNit, UX 3aMeCTUTeIIN,
JIOJKHOCTHBIMM perjiaMeHTaMy KOTOPBIX IPeAyCMOTPeHbI ITOJTHOMOYMS 10
OCYIIeCTBAEHUIO JTUIIEH3MOHHOTO KOHTPOJIS;

B) MHbIE TOCYOAaPCTBEHHBIE I'PAXIOAHCKME CTy>Kallle, DOJDKHOCTHbIMNU



perjiaMeHTaMM KOTODPBIX ITPpeaAyCMOTPEHBI ITOJTHOMOUYMSA I10 OCYILT€CTBIEHUIO
JIMITEH3MOHHOI'O KOHTPO/JIA.

16. 10J5KHOCTHBIE JIN1IA JIMLEH3UPYIOIero OpraHa Mnpy NpoBeIeHUn
MIPOBEPOK B paMKax OCYILeCTBIEHUS JIMI[€H3MOHHOTO KOHTPOJISI COOJTIOIa0T
OTPaHMYEHMS Y BBITTOJIHSIOT 00SI3aHHOCTH, YCTAHOBJIEHHbIE CTAThsIMM 15 -
18 ®epepanbHOTO 3aK0HAa "O 3amUTe MPaB PUAMIECKNX JIULL U
MHOUBUIYaAAbHBIX MIpeAIIpUHMMAaTeel MPyY OCyIleCTBIeHUN
rocyiapCTBEHHOTO KOHTPOJIS (HaA30pa) M MyHUIIMIIATbHOTO KOHTPOJIS ", a
TaKKe HeCYT OTBETCTBEHHOCTD 32 HEUCITOJIHEHME WM HeHaajiexailee
MCIIOTHEHMEe BO3/IOKEHHBIX Ha HMX ITOJTHOMOYMIA M 00SI3aHHOCTE B
COOTBETCTBUM C 3aKOHOATebCTBOM Poccuiickoi @enmepauyn.

17. TIpu opraHusanuu 1 OCyeCTBIEHUY JTUIIEH3UOHHOTO KOHTPOJIS
JIMLEH3VPYIOLUIA OpraH BIIpaBe IPUBJIeKaTh SKCIIePTOB, a TaKxke
SKCIIEPTHBIE OpraHM3aluy, KOTOpble aKKpPeAUTOBAHbI B YCTAHOBJIEHHOM
TopsiaKe.

18. B uensax npenyrpexaeHMs HapylUIeHUi IUIeH3MaTaMU JIMLe H3MOHHBIX
Tpeb6oBaHMIT TULIEH3UPYIOIIMM OPTaHOM OCYIIECTBIISIIOTCSI MEPOTIPUSITUS TIO
MpodMIaKTUKE HAPYIIeHU TUIIEH3MOHHBIX TPeOOBaHMIi B COOTBETCTBUM C
TpebOBaHUSIMM, YCTAaHOBJIEHHbIMMU CTaTheil 8.2 ®enepanbHOro 3akoHa "O
3allUTe MpaB I0PUANYECKUX UL U MHAMBUAYAJIbHBIX IIPeANpuHMMaTeein
TIPU OCYILLECTBJIEHUN IOCYAapCTBEHHOIO KOHTPOIIS (Hag30pa) U
MYHUUMIIATILHOTO KOHTPOJIS .

19. JInueH3supyroyuM OPraHOM IIPOBOASTCSI MEPOIPUSITHS ITI0 KOHTPOJIIO
6e3 B3aMMOIeICTBUS C TUIIEH3MATAMU, TTPeTyCMOTPEHHbBIE ITyHKTOM 7
yactu 1 cratbu 8.3 @enepanbHOTO 3aK0HA "O 3a1UTe MPaB IPUIUUYECKUX
JIALL Y UHAVBUIYQJIbHBIX MIPeAIIpUHMMATEei IPU OCYIeCTBIeHUM
roCyJapCTBEHHOTO KOHTPOJIA (HaZ30pa) U MyHULIUITAIbHOTO KOHTPOJIS ",
yTeM HabJIoAeHNS 3a COOMI0ieHeM IMLIeH3MOHHBIX TPeboBaHMIt U
aHayn3a uHGOpMaLUM 0 JesITeTbHOCTU MO0 AeCTBUSIX JIUI[EH3MATOB,
KOTOpas MpeAcTaBsieTCs JUleH3MaTaMy (B TOM 4Mciie MoCpeiCTBOM
MCII0b30BaHMs (PefepanbHbIX rOCyIapCTBEHHbIX MHGOPMAI[MOHHBIX
CUCTEM) B IUIIeH3UPYIOIINI OpTaH UM MOXKET ObITh MoTyyeHa (B TOM
yyciie B paMKax MeXBeIOMCTBEHHOTO MH(POpMalIOHHOTO
B3aMMO/IEIICTBIUS) TULIEH3UPYIOIIVIM OPTaHOM 6e3 BO3JIOKeHMS Ha
JIUIEH3MaTOB 00513aHHOCTE}, He ITPeayCMOTPEeHHbIX dhelepaabHbIMMU
3aKOHAMMU U TIPUHSITBIMM B COOTBETCTBUM C HUMM MHBIMY HOPMAaTUBHBIMU



MMpaBOBBIMM akTamMu Poccuiickoit ®emepaunn.

20. [IpeacraBieHMe coMCKaTeaeM JIMILIEH3UU 3asIBJIEHNUS U JOKYMEHTOB,
HEOOXOAMMBIX [IJISI TIOJTYUeHUST INTIeH3UM, UX PUeM JULeH3UPYIOIINM
OpraHoOM, IPUHSTHE JINLLEH3UPYIOLIMM OPraHOM pelIeHUs O
MpeI0CTaBIeHNU M JTULIEH3UM (06 OTKa3e B IIPeAoCTaBAeHUM JIUIIEH3UN),
nepeodOpMIeHMHN, IPUOCTAHOBIEHUY UM BO30OHOBIEHUH ee eJiCTBuUS, a
TaKke BefeHne MHMOPMAaIMOHHOTO pecypca M peecTpa JUleH3ui 1
TpeJocTaB/ieHe CBeleH M, coaepykaimuxcs B MHGOpMalMOHHOM pecypce U
peecTpe JIMLEH3MI, OCYILIECTBIISIIOTCS B MOPSIAKE, YCTAHOBJIEHHOM
®denepasibHBIM 3aKOHOM "O JINIIeH3MPOBAHUM OTIEIbHbIX BUI0B
IesiTeIbHOCTI .

21. 3a ipeocTaB/ieHME JIUIEH3UPYIOIIUM OPraHOM JIUIIEH3UU U
nepeodopmIeHME TULIEH3UM YIIJIAUMBAETCS TOCyJapCTBeHHAS ITONIIMHA B
pasMepax 1 Mopsiike, KOTOpble YCTaHOBJ/I€HbI 3aKOHOIATEIbCTBOM
Poccuiickoit @emepanuyy o Hajorax 1 coopax.

[Tpunoxkenmne

K [IonoskeHy1o 0 MM eH3pOBaHUN
JIesITeJIbHOCTU I10 IIPOU3BOLCTBY

Y TEXHUYECKOMY OOCTY>KMBAHUIO

(3a UCKJIIOUEHMEM C1y4das,

ec/iM TeXHUYeckoe 00CIyKuBaHMe
OCYIIeCTBISIETCS JJ1s1 0b6ecrieueHusI
COOCTBEHHBIX HYK/, OPUIMUYECKOTO JINIIA
WIN MHOUBUAYAIbHOTO IpeaIIpyMHMUMAaTeIs)
MeIULMHCKOM TeXHUKN

ITEPEYEHDb
BBITIOJIHAEMBIX PABOT, OKA3BIBAEMBIX VCJIVI' B COCTABE
HNEATEJIbBHOCTU
10 ITPON3BOACTBY Y TEXHUYECKOMY OBCIIY>KMBAHUIO (3A
VNCK/IIIOYEHVEM
CIIVUAS, ECJIM TEXHMYECKOE OBC/TY>KMBAHUWE OCYIIECTBJISETCA
HJIA OBECIIEYEHMSA COBCTBEHHBIX HY K IOPUINYECKOTI'O JIMLIA
WIW MHOVBUOYAJIBHOTO MMPENTTPUHUMATEJIS) MEOUIIVTHCKON
TEXHUKU

1. [Tpon3BOACTBO MEOUIIMHCKO TEXHUKMA.



2. B yacTu TeXHMUECKOTO 00CTYKMBaHMS (32 MCKIIOUeHMeM CTydasi, ecyin
TeXHMYECKoe 00CTy;KMBaHME OCYIIEeCTBIISIETCS /1T 0OecrieueHust
COOGCTBEHHBIX HYXK[I I0PUINYECKOTO JINIA MU MHAVBUIYATbHOTO
npearpuHUMAaTeIsT) MeIULMHCKON TeXHUKN:

a) TeXHUYEeCcKoe 00CTy>KMBaHMe CJIeAYIOMIMX IPYIIT MeAUIIMHCKOI TeXHUKI
KJlacca 2a MOTeHUMa/IbHOTO pUCKa IpUMeHeHMs

opToIriegnyeckmne MeIJUIUHCKNe N30eJInsd;
raCTpOSHTEPOJJIOTMUYECKME MEeAMLIMHCKNE U3 OE/INA;

peabuanUTaIMOHHbIE M aJalITMPOBAHHbBIE JIJIT MHBAIUIOB MeIUIIMHCKIE
U3EeIns;

MeaULIMHCKIME Uu3ngejans O M71aCTUYECKOM XUpypruun, nepmaToIormn u
KOCMETOJIOTUHA;

BCIIOMOTaTe/IbHbIE U 00LIe60IbHMUHbIE MeIULMHCKIME U3OeINs;
CTOMAaTOJIOIMYecKye MegUIIMHCKIYe U3Oens;

aHeCTe31oJIorMyecKye u pecrpaTopHble MeaULMHCKUE U3eus
(MOHMTODBI, CUCTEMbI MOHUTOPUPOBAHYS aHECTe30I0TNYecKue,
pecnupaTopHbIe);

HeﬁpOHOFquCKMe MeIUTUHCKNEe U3OEJINS;

CepIeyHOo-COCYyAMCThIe MeIULIMHCKMEe u3aenus (MegULHCKIe U3Aenns I
ornpeneneHust GMU3MONIOTMUYECKUX ITapaMeTpPOB, KAPTUPOBAHMS CepAla,
MOHMUTOPBDI, CUCTeMbl MOHUTOPMPOBaHUS KapAMOIOrnyecKkye u
COIYTCTBYIOLYIE M3eNs);

odTasbMOJIOTMYECKME MEeAULIMHCKIE U3 e/Ns,;
MeAULIMHCKYE U3eNus IJisI OTOPUHOIAPUHTOJIOTUMN;
dbusmorepaneBTUUECKME MEAULIMHCKIE U3TENNS;

MeIULIMHCKMEe U3aenus s in vitro AuarHoCTUKY (3aperucTpupoBaHHbIE B
YCTAHOBJIEHHOM IOPSIIKE B COOTBETCTBUM C aKTaMM, COCTABJISIOII MMM
npaBo EBpa3uiickoro SKOHOMMUUYECKOTO CO103a, WIN 3aKOHOJATETbCTBOM
Poccuiickoit ®enepaunn);



0) TexHMUYECKOE 0O6CTyKMBaHMe TPYIIIT MeIUIMHCKOM TeXHUKY Kiacca 26
MOTEHI[MAJIbHOT'O PUCKA MTPUMEHEHMSI:

XUpypruyeckme MHCTPyMEHTbI, CMCTeMBbI M COITYTCTBYIOIIMEe Me IUMIIMHCKNE
n3neins,

CepIeuYHO-COCYIMCThIe MEeOUIIMHCKIE U3Ieus (32 UCKITIOUeHMeM
MeOULIMHCKUX U3AEeNIA )i onpeaeneHns: Gu3Moa0rnyeckmx napaMeTpoB,
KapTUPOBaHUS cepila, MOHUTOPOB, CUCTEM MOHUTOPUPOBAHMUS
KapAMOJOTUYECKUX U COMYTCTBYIOIINX U3AeNI);

MeOUIMHCKIME U3geansd ojid MaHI/IHYJIHHI/Iﬁ, BOCCTAHOBJIEHUS TKAHEMN,
OpraHoOB 4Ye/JIOBEKa,

MeOULMHCKIME n3aejans ojid akymepcTBa U TMHEKOJIOTUN;

aHeCcTe3MOoJIorMYecKye ¥ peciMpaTopHble MeAULIMHCKIME U3aenus (3a
MCKITIOUeHMEM MOHUTOPOB, CUCTEM MOHUTOPUPOBAHUS
aHeCTe3MOJIOTMYeCKIUX, PECITUPATOPHBIX);

pagnoJormyeckKme MeanumMHCKMe nu3aeians (B 4yacTn O60py,E[OBaHI/IH A1
YJIbTPAa3BYKOBOI'O I/ICCJIG,ELOB&HI/IH);

paguooruuecke MeauUIIMHCKIMe u3aenusi (B 4acT¥ raMma-
IMarHOCTUYECKOT0, TaMMa-TepareBTUUEeCKOT0 000 PYAOBaHMS U
SMMCCUOHHOI TOMOorpadun);

pagMoIoTMUecKe MeAUIIMHCKIE U3aeus (B YaCTy 000pyI0BaHMS /IS
MarHMTHO-Pe30HAHCHO TomMorpadun);

pagMoIoTMUecKe MeAUIIMHCKIEe U3aeus (B YaCT 000pyI0BaHMS /IS
pPEHTTeHOTepaIumn);

paguooruuecke MeauUIMHCKIMe U3Ienusl (B 4aCTU PeHTTeHOBCKOTO
060pyHnoBaHMS 1151 KOMITbIOTEPHOI ToMOrpaduy 1 aHruorpadmn);

pagMoIoTuUecKe MeAUIIMHCKIEe U3aenus (B YaCcT 000pyI0BaHMS /IS
peHTreHorpadum 1 PeHTreHOCKOTINN);

B) TeXHUYECKOoe 00CTy>KMBaHMe I'PYIIT MeAULIIMHCKOM TeXHUKY Kiacca 3
MOTEHIMATbHOTO PUCKA ITPUMEHEeHMSI:

ypoJsioTUYeCcKue MeIULIMHCKIME U3TeNns;



MeIMLIMHCKME U3aeiand, ripeJHda3HauyeHHbIE OJIs1 acbepesa.



