IMPABUTEJLCTBO POCCHMICKOM ®EIEPAIIVIN
IIOCTAHOBJIEHUE

ot 15 centabps 2020 r. No 1445

MOCKBA

006 yreep:xkaennu ITonoxeHus 0 JIMIEH3HPOBAHUH J€ATEILHOCTH
MO NPOH3BOJACTBY H TEXHHYECKOMY 00C/IYKHBAHHIO (32 HCKII0YEeHHEM
ciay4asl, ec/ii TeXHHYecKoe 00c/Iy:KHBaHHE OCYLIeCTBJISeTCH s
ofecneyeHHsi COOCTBEHHbIX HYKA OPHINYECKOrO JIMIA HJIH
HHANBHUAYAJNbLHOIO NPeANPHHAMATE/IN) MeANUHHCKONH TEXHHKH

B coorBercteun ¢ ®PefepanbHeIM 3akoHOM 'O JMLIEH3HPOBaHUM
OTAENBHBIX BHIOB AearensHocTH" IIpaBuTensctBo Poccuiickoit ®enepanuu
NOCTAHOBJASET:

1. YtBepaure  npunaraeMoe — [lonoxeHHe 0  JHIEH3UPOBAHUH
JIEATENIBHOCTH [0 TPOW3BOACTBY M TEXHUYECKOMY  OOCIYXHBAHHIO
(3a HCKITIOYEHHEM ClTy4qasi, eClTM TEXHHYECKOe O0CIyKUBAHHE OCYIIECTBISAETCS
st obecriedeHUss  COOCTBEHHBIX — HyXJ  IOPUAMYECKOrO  JjWla  WIH
VHIVBUIYaIbHOTO MPeANPUHUMATENS) MEIUIUHCKON TEXHUKH.

2. JluueHsu¥ Ha OCYIIECTBIEHHE NEATENBHOCTH [0 TNPOU3BOACTBY H
TEXHUYECKOMY OOCTYXXUBaHUIO (32 UCKIIOUEHHEM Ciydas, €ClIM TeXHHUECKOe
obciy)xuBaHHe OCYILECTBIseTCsl s obecriedeHUst COOCTBEHHBIX HYXI
IOpPHIMYECKOr0 JIMIAa WX HHAUBHAYATBHOTO MpeJIpPUHIMATEIS) MELULUHCKOM
TE€XHHKH, BBIJAHHBIE JO BCTYIUICHHS B CHJIy HACTOSIETO MMOCTAHOBIIEHHS,
HouIeXRaT MepeoOpPMIEHHI0 B COOTBETCTBHH C TpeGoBaHMaMH IloNoXeHUs,
YTBEPXKICHHOIO HaCTOSIIMM NIOCTaHOBIIeHHeM, 10 31 nexabps 2023 r.

3. @epepanpHoi cayxbe no Hamsopy B cdepe 3apaBoOXpaHEHHs
o 1 mroms 2021 r. akTyanu3MpoBaTh JaHHBIE PEECTPOBBIX 3aMMCell €XHHOTO
peecTpa JHLEH3UH, COAEPKALIMX CBEICHHS O MPOU3BOACTBE M TEXHHYECKOM
obciy)HMBaHHN (32 HCKIIIOYEHHUEM Cllydas, eClid TEXHHYECKoe OBCIY)XHBaHHE
OCYIIECTBISAETCA Ui OOEcredeHHsl COOCTBEHHBIX HYX[ HOPUAUYECKOro JHIA


https://meganorm.ru/Index2/1/4294815/4294815687.htm

WY MHAMBUAYATBHOIO NPEANPHHUMATENS) MEIULMHCKON TEXHUKH, KOTOpHIE
B COOTBETCTBHHU C llonokeHueM, yTBEpI€HHBIM HACTOSIIMM MTOCTAHOBJIEHHEM,
He TPeOYIOT MONTyYeHHS JINIECH3HH.

4. HacTosmee nocraHoBIeHWe BCTymaeT B cuiy ¢ 1 smBaps 2021 r.
u pefictByeT 1o 1 ssuBaps 2027 r.

[pencenatens [IpaBuTte

Poccuiickoit enepal M.Muiryctun



VTBEPXJEHO
nocranoBneHueM [IpaBurenscTBa
Poccuiickoit ®enepanyiu
oT 15 cents6psa 2020 r. Ne 1445

NHNOJOXKXEHMUE

0 JIMLIEH3HPOBAHHH ACSATEILHOCTH IO POH3BOACTBY H TEXHHYECKOMY
06GCTy’>KHBAHHIO (32 HCKJTIOUEHHEM CJIy4as, ec/IH TEXHHIECKoe
00c./Iy’KHBaHHE OCYLIECTBJIAETCH AJis 00ecnedeHHsi COOCTBEHHBIX HYK/
IOPHIHYECKOr0 JIMIA HJIH HHIHBHAYAJILHOTO NpeANpUHHMATE.Is)
MEAHIUHCKON TeXHUKH

1. Hactosmee IlonmoxeHne ompesenseT HOPANOK JIMIEH3UPOBAHHUS
JESTENPHOCTH [0  TPOHM3BOACTBY M  TEXHHYECKOMY  OOCITY>KHBaHHIO
(3a UCKIIOYEHHEM Cllydasi, €CJId TEXHHIECKOe OOCIY)XKHBaHHE OCYIIECTBIIAETCS
s obecriedeHHs  COOCTBEHHBIX  HYXI  IOPHAMYECKOTO  JIHLA  HIH
HHAMBUAYATHLHOTO NpeINpHHUMATENA) MeUIIMHCKON TEXHUKH.

2. Ilonstus, wucnonb3yeMble B HacTosmeM [lojloxeHMH, O3HA4alOT
crenyiouiee:

"TexHU4YecKkoe OOCIy)KHBaHHE MEAULMHCKON TEXHUKH" - KOMILIEKC
pernaMeHTHPOBAHHBIX 3KCIUTyaTAUMOHHONW NOKYMEHTauuei MpoM3BOUTENS
MEAHLMHCKOTO M3JeHsi MEPONPUATHIL IO NOAePXKaHHIO HCIPABHOCTH U (MIH)
BOCCTAHOBJIEHHIO Pa0OTOCHOCOOHOCTH MEAMIIMHCKHX H3IENH ¢ MpOBEeAcHHEM
KOHTPOJSI TEXHUYECKOTO COCTOSHHUS MPH HX HCHOJB30BAaHHH [0 Ha3HAYEHHIO,
NpeJyCMOTPEHHOMY TNpOU3BOJAMTENEM, a TaKXke JAeHCTBUS 1O MOHTaXy
U HAJIaJKe MEIUIMHCKHX M3HEIIHI;

"MEJULUHCKas] TEeXHUKA" - MENUUMHCKHE HU3ASIHA (33 HCKIIOYEHHEM
1 kyacca NMOTEHUHANBHOIO PHCKa MPUMEHEHHS), MOMIEKAUNE TEXHAIECKOMY
06CITy>XMBaHHUIO M NPEACTABIIOIME COO0H MHCTPYMEHTBI, alfiapaTsl, IPHOOPEL,
obopynoBaHHe, MpUMEHSAeMble B MENUUMHCKHX LEJISAX OTAEIbHO WM
B COYETAaHHH, a TAKXKe BMECTe C JPYTUMH [PUHAISKHOCTIMHU, HEOOXOTUMBIMA
ISl IPUMEHEHHS YKa3aHHbBIX HU3JIENIMi [0 Ha3sHAYEHHUIO, BKIIOYAs CIEIHANbHOE
nporpaMMHoe obecriedeHde, W IpeJHA3HAYEHHBIE [TPOU3BOJUTENEM ISt
npodHIaKTAKH, [OUATHOCTHKM, JIEYeHHs H MeIHIHHCKOH peaCuiauTanuu



3aboneBaHuii, MOHMTOPHHTA COCTOSHHs OpraHn3Ma dYeloBeKa, NpOBEIeHMUS
MEIULUHCKUX HCCIeNOBaHUM, BOCCTAHOBNEHHMsS, 3aMEIleHHs, W3MEHeHUs
AHATOMUYECKOH CTPYKTYphl MIH (GU3HOJOTHYECKHX (YHKIMH OpraHH3Ma,
[PeJOTBPAIEHUs. MIM  IIPEPhIBAaHHS  OEPEMEHHOCTH,  (YHKIHMOHAILEHOE
HasHa4yeHHWe KOTOPBIX He pealusyercss IyTeM (papMaKoJIOrHIecKoro,
MMMYHOJOTHYECKOr0, T€HETHHECKOT0 WM MeTaboNM4ecKOro BO3JMEHCTBHS Ha
OpraHU3M YeJIoBeKa.

3.B cocTaB #eATeNBHOCTH IO MPOU3BOACTBY U  TEXHHIECKOMY
06CITy)XHBaHHIO (32 UCKIFOYCHHEM CIydasl, eclii TEXHHYECKOE OOCIyKHBaHUE
OCYIIECTBIACTCA UIA OOecIedeHns COOCTBEHHBIX HyXXI OPHANYECKOro JIHIA
WIN HMHIUBUAYaIbHOTO IpeANpHHEMATeNsd) MEAWIMHCKOM TeXHUKH (naiee -
JeSTeTbHOCTE [0  IIPOM3BOACTBY M TEXHHYECKOMY  OGCIY)XHBAHHIO
MEIULIMHCKON TEeXHHKH) BXOIIT paboThl (YCIyrH) IO I[IEPeduHI0 COIVIACHO
IIPHIOXKEHHUIO.

4. JInneH3NpoBaHUe IESITENLHOCTH IO IMIPOM3BOACTBY U TEXHHYECKOMY
obcnyXMBaHMIO MEIMIMHCKOX TeXHMKM ocymecTBisiercs ®DenepanbHoit
cryx6oft o Han3opy B chepe 3IpaBOOXpaHEHHUs (Haitee - JHLEH3UPYIOIIMi
oprag).

JIuneH3upyIoIHH Oprad yTBepkKIaeT GOPMEI JOKYMEHTOB, HEOOXOIUMBIX
Jns  peanmsauuM  Hactosmero Ilomoxenus ((pOpMBI  HpenCTaBISEMBIX
3asIB/IEHUH, YBEeIOMIICHUN U CBEeJIeHUH).

5. JInieH3UOHHBIME TPeOOBaHMSIMH TIPH OCYIIECTBICHUH AEATEIBHOCTH
II0 INIPOM3BOACTBY M TEXHUYECKOMY OOCTY)XHBaHUI0 MEAHMLUHCKOW TEXHHKH
SBISIOTCA:

a) JUIL COMCKATeNs JIMLeH3UM:

HauugMe  MpUHAAJeXaIlMX  COMCKATeNIo JIMIEH3HH Ha  Ipase
COOCTBEHHOCTH WIH Ha HHOM 3aKOHHOM OCHOBAHHMHM IIOMEILEHHH, 3JaHMif,
COOPYXXEHHH MO MECTY OCYIIECTBJIEHHs JTHIEH3UPYEMOro BHIA IEATENBHOCTH,
HeOOXONUMBIX [/ OCYLIECTBIEHHS MACATENLHOCTH 10 MPOH3BOACTBY U
TeXHUYECKOMY OOCITYKHBAHHIO MeIUIMHCKON TEXHUKHY;

HalM4He y COMCKATENs JULEH3UH, UMEIOIEro HaMepeHHe OCYIIeCTBIATh
ZesITeNIbHOCTB 110 NPOU3BOACTBY MEIMIUHCKOMN TEXHUKH:

CPEeICTB HM3MEPEHHMH, IpeAyCMOTPEHHBIX HOPMATHBHOM, TEXHHYECKOMH
JOKyMEHTalMeil Npou3BOAWTENS M COOTBETCTBYIOIMMX TPeOOBaHMAM K HX
IOBEPKE, TIpeyCMOTPEHHBIM cratbeit 13 ®DenepanbHOroO 3aKOHa
"O6 obecreyeHHH eIMHCTBA M3MEpPEHHH", TeXHHYECKUX CPEACTB H
o6opynoBaHKs, HEOOXOAMMBIX MJsI OCYIIECTBICHMS IESITEIBHOCTH IO
TIPOM3BO/ICTBY MEAUIIMHCKOM TEXHUKU;



PETUCTPALMOHHOTO  YJOCTOBEPEHMs] HA  MEJUIUHCKYI0  TEXHHKY,
MOJTBEP>KAAIOIIero, YTO COMCKATeNb JMICH3HH OCYIIECTBISET IPOHU3BOJCTBO
9TOM MEeIMUUHCKON TeXHWKU JUOO HMMEeT OTHOLIeHHE K MECTy IPOM3BOJCTBA
9TOM  MEJUIMHCKOH TeXHWKM T[pH  YCJIOBHH, 4YTO IIPOHU3BOAUTEND
(YIIOTHOMOYEHHBIN MpeACTaBUTENh MPOU3BONUTEIS) 3aKIIOUMI COrJAlIeHne C
COHCKaTeseM JIMIEeH3UH 00 OpraHW3alldy IPOU3BOJACTBA, PEryIUpPYIOIIee B TOM
yucie BONpOckl obecnedeHUs KOHTpOJNs KadecTBa M 0e30MacHOCTH
IIPOM3BOAMMOH IPONYKIHH, a Talkke OTBETCTBEHHOCTH Iiepell TPETHHMH
JUaMy;

HOPMAaTHBHOM, TeXHUYECKOM HOKYMEHTaIH, MCHONb3YeMOoi s
OCYIIECTBIEHH NeATEIFHOCTH 110 IPOM3BOJICTBY MEJUIMHCKOM TEXHUKHY;

CHCTeMBbl MeHe)KMEeHTa KadecTBa, CO3MaHHOM M (yHKIHOHHpYyIOlied B
COOTBETCTBHH ¢  TpeDOBaHMSIMH  MEXTOCYyJapCTBEHHOTO  CTaHJapTa
I'OCT ISO 13485-2017;

paGOTHHKOB, 3aKIIOYHBIIMX C COHCKATeJeM JMIECH3UH TpPYAOBBIE
IIOTOBOPEI, OTBETCTBEHHBIX 32 IIPOM3BOACTBO M KA4YeCTBO MEZMUHHCKON
TeXHUKH, MMEIIIHX BhICIIee HIH cpeHee MpodecCHOHATbHOE (TeXHHYECKOe)
obpazoBaHMe, CTax paboTBl IO CHENUAIBHOCTH HE MeHee 3 JeT H
JOIOTHUTENBHOE npodeccroHaIbHOE o6pa3oBaHue (noBpILIEHHE
KBIH(UKAIMY He peXke OJHOrO pa3a B 5 JieT) B cdepe BBIIONHAEMBIX paboT H
OKa3BIBAEMBIX YCIIYT;

HaJlu4uyue Y COMCKaTells JHIEH3UH, HMEIOIEero HaMepeHHe OCYIECTBIATh
JESITENEHOCTD 110 TEXHUIECKOMY 00CITyKHBaHHIO MEIMIHHCKONA TEXHUKH:

CPeNCTB H3MeEpeHWil, COOTBETCTBYIOMIMX TPeOOBaHUAM K MX IOBEpKe,
IpeayCMOTpeHHEIM cTaThelt 13 ®enepansHOoro 3akoHa "O6 obecneueHnu
eIVHCTBA U3MEpeHuil", TeXHUUeCKUX CPEACTB U 000pyI0OBaHMs, HEOOXOIUMEIX
VIS TEXHHYECKOro OOCIy>KUBaHMs 3asABJICHHBIX TPYMIl MEIUIMHCKOM TEXHUKH
no KiaccaM IIOTEHI[HaNIbHOr0 pHCKa IPUMEHEHHS B COOTBETCTBHH C
yTBEpXKAEeHHBIM MUHUCTEPCTBOM 31paBooxpaHeHHs Poccuiickoii ®eneparmn
[IEpeYHeM;

9KCIUTyaTallMOHHOM  JHOKYMEHTallUH IPOU3BOJUTENS  MEOUIMHCKOU
TeXHUKH, HEOOXOIMMOH I TEXHUYECKOrO 0OCITy)KHBaHHUS 3aABIE€HHBIX TPYIIII
MEIMLMHCKON TeXHUKY 110 KlaccaM MOTEHIHATBFHOTO pHCcKa PHMEHEHNS,;

CHCTeMBI MeHeI)KMEHTa KauecTBa, CO3NAaHHOH M (GYHKIHOHUpYyOmeil B
COOTBETCTBHM ¢  TpeOOBaHHMSAMH  MEXTOCyJapCTBEHHOTO  CTaHAapTa
I'OCT ISO 13485-2017,;

paboTHKKOB (IIpU BEIMONHeHHH 1 Wi 2 BUIOB paboT (YCIyr) - He MeHee
2 YejoBeK, Ip¥ BBIONHeHWMH 3 wnu 4 BujoB pabor (yciuyr) - He MeHee



3 yeyoBeK, NpH BBHIIONHEHHH 5 U Gonee BUIOB pabor (ycinyr) - He MeHee
5 4eyloBeK), 3aKIIOYMBIIMX C COMCKAaTeNeM JHIIEH3HH TPYAOBBIE JOTOBOPEL,
OCYHIECTBILIIOIIAX ~TEXHHYeCkoe OOCIyXHMBaHHE MEIULIHCKON TeXHHKH,
HMEIOUIMX BBICIICE HIM cpefHee IpodecCHOHaIbHOe (TeXHUIEcKoe)
obpazoBaHne, craxx paboTHl [0 CHENUANLHOCTH He MeHee 3 JeT W
JOTIOJTHUTENBHOE npodecCHOHANBHOE obpazoBaHue (noBbimeHNEe
KBaJIUQUKaIKUU He pexXe OJHOro pasa B 5 JeT) B cdepe BEIIONHAEMBIX paboT u
OKa3bIBa€MBIX YCIYT;

6) Iuis IMLEH3KaTa:

HaJIM9ue MpHUHAUIeXaIlnX JIHIEeH3HaTy Ha mpaBe cOOCTBEHHOCTH WIH Ha
HHOM 3aKOHHOM OCHOBAaHHMHM IIOMEILEHHH, 37aHMii, COOpYXEHHH II0 MecTy
OCYILECTBICHNUs JIMLEH3UPYEeMOro BHIA MAEATENLHOCTH, HEOOXOMHMBIX Ui
OCYILUECTBJIEHHS  OEATEJIBHOCTH [0 MPOHM3BOACTBY M TEXHHICCKOMY
00CITy)KHBaHUIO MEAULIHCKOH TEXHUKUY;

OpU OCYIIECTBICHHH HOEATENIBHOCTH IO IIPOM3BOICTBY METHULIMHCKOM
TEXHUKH:

HaJlM4dhe NpHHaANekKalNX JTHIEeH3NaTy Ha NpaBe COOCTBEHHOCTH WM Ha
MHOM 33aKOHHOM OCHOBaHMH CpeICTB H3MepeHHi, MNpelyCMOTPEHHBIX
HOPDMaTHBHOH,  TEXHHYECKOM  JOKyMEHTallleliT MW  COOTBETCTBYIOIIUX
TpeboBaHMIM K HX HOBEpKe, MpeIyCMOTPEeHHBIM cTaTheil 13 DexmepansHOro
sakoHa "OO obecrieyeHMH €IUHCTBa H3MepeHMi", TEXHHYECKHUX CPEICTB H
obopynoBaHus, HEOOXOAUMBIX [UIA OCYIIECTBIEHHUS JESATENBHOCTH 110
TIPOM3BOACTBY MEIUIIMHCKOM TEXHUKH;

HaJM4He PeruCTPalMOHHOIO YAOCTOBEPEHHS Ha MENHIHMHCKYIO TEXHHKY,
MOATBEPXKJAIOIEr0, YTO JIMIEH3MAaT OCYIIECTBIACT MPOMU3BOACTBO 3TOH
MeIULIMHCKON TEXHUKH JIMO0 MMeeT OTHOLIEHHWE K MeCTy HMpPOM3BOACTBA 3TOMH
MEIUIMHCKON TEeXHHKH IIPH YCJIOBHH, YTO IPOU3BOAHUTEND (YIOJIHOMOYEHHEIH
IPEACTABUTENDL I[IPOM3BOAUTENS) 3aKIIOYMI COMVIAIEHHE C JIMLEH3HATOM
(TpOM3BOLNCTBEHHON  IIOmIafKod) 00  OpraHM3aLMK  POM3BOACTBA,
perymupylomee B TOM HHCIE BONPOCH OOecredeHMs KOHTPONISA KadecTBa H
6e30MacHOCTH NPOM3BOAMMON IIPOTYKIMH, @ TaKKe OTBETCTBEHHOCTH Iepej
TPETHUMH JHLIAMU;

cobmonenre TpeGoBaHMN CHCTEMBI MEHEKMEHTA KavueCcTBa, CO3JaHHOM U
GYHKIMOHHPYIOIEH B COOTBETCTBHH C TPeOOBAHHSIMH MeKIOCYIAPCTBEHHOTO
craunapta ['OCT ISO 13485-2017;

coOmromeHre  TpeGoBaHMiI  HCHONB3YEMOM  JUIA  OCYLIECTBIECHHA
JEATENPHOCTH TI0 MPOM3BOACTBY MEAMIHMHCKOM TEXHHKM HOPMAaTHUBHOM,
TEeXHUYECKOH TOKyMEeHTAIINH;



HaJIM4Yue Yy JHIeH3uaTa pabOoTHMKOB, 3aKIMIOYMBIIMX C HUM TPYHOBHIC
JIOTOBOPBI, OTBETCTBEHHBIX 3a IIPOM3BOJICTBO H Kad4eCTBO MEIWIIMHCKOH
TeXHHUKH, UMEIOIINX BBICIIEe WIH CpelHee NPO(ecCHOHANEHOE (TEXHHYECKOE)
oOpa3zoBaHue, CTax pabOTBl 1O CHENUAIBPHOCTH He MeHee 3 JeT
¥ JONONHHUTEeNbHOE  INpodeccuoHanpHOE  obpa3zoBaHHe  (TIOBBIIIEHHE
KBIH(UKAIIUN HE peXke OJHOTO pa3a B 5 JeT) B chepe BHITOTHIEMBIX paboT u
OKa3bIBa€MbIX YCIIYT;

IPU OCYIIECTBIEHUU MACATENBHOCTH IO TEXHHUECKOMY OOCITYKMBaHHIO
MEHMLMHCKON TEXHUKH:

HaJIMYve NpHHAIIeKaluX JUIEeH3HaTy Ha IpaBe COOCTBEHHOCTH WM Ha
HHOM 33aKOHHOM OCHOBaHHM CpE€ACTB HM3MEPEHHH, IpeXyCMOTPEHHBIX
HOPMAaTHBHOHM,  TEXHUYECKOH  JOKyMEHTaluuelli H  COOTBETCTBYIOIIUX
TpeOOBaHMAM K HX MOBEpKe, IPEeIyCMOTPEHHBIM craTthell 13 DepmepanbHOro
3akoHa "OO0 obecreyeHHH eIUHCTBA U3MEpPEHUil", TEeXHUYECKHMX CpEeICTB H
060pyOoBaHNUs, HEOOXOMMMBIX JJISI TEXHUYECKOTO OOCIY)XHBaHHs 3asBIEHHBIX
TPYTIT MeIULUHCKON TeXHUKH 110 KJIacCaM IMIOTEHIHAIBHOTO PHCKa IPHMEHEHUs
B COOTBETCTBHH C HOMEHKJIATYpHOU KiaccupUKalHed MEeIUUHHCKUX H3AeIHi
II0 KJ1accaM B 3aBHCHMOCTH OT ITOTEHIIHAIIBHOTO PHCKa UX IPUMEHEHHS,

cobmonenne TpeboBaHui 9KCIUTyaTallHOHHOH JOKyMEHTaLluH
NPOU3BOAUTENS] MEAMIUHCKOM TEXHUKH IIPH OCYLIECTBIEHHH TEXHHYECKOro
o0CITy)KUBaHMs 3asBIEHHBIX TIPYyNI MEIMIMHCKOM TEeXHUKH II0 KjaccaM
IOTEHIUAIBHOTO PHUCKa IPUMEHEHHU;

coburofieHne TpeGoBaHUH CHCTEeMbl MEHEDKMEHTa KadecTBa, CO3NaHHOM! U
GYHKLIHOHUPYIOIEH B COOTBETCTBUH ¢ TPeOOBAHUSAMH MEXIOCYIapCTBEHHOIO
cranaapra [OCT ISO 13485-2017;

Halu4yHe y JHIEeH3uaTa pabOTHUKOB (IIPH BHIIONHEHWH | WIKM 2 BHAOB
pabot (ycmyr) - He MeHee 2 4yeloBeK, IPU BHINOJHEHHU 3 wid 4 BHIOOB paboT
(ycnyr) - He MeHee 3 HeJIOBEK, IPH BBIIOJIHEHHH 5 U Oojee BHIOOB paGoT
(ycnmyr) - He MeHee 5 4eloBeK), 3aKIIOYUBIIAX C HUM TPYIOBBIE NOTOBOPEHI,
OCYLIECTBISIOIIUX TEXHHUECKOe OOCITy)KHBaHHE METUIMHCKOH TEXHHUKH,
UMEIONMX BBICIIEE HJIM CcpefHee IpodecCHOHaNbHOe (TEXHHYECKOe)
obpasoBaHMe, CTaxX paboTBl 110 CHELHUAIBHOCTH He MeHee 3 JeT #
JIOTIOJTHUTENEHOE npodeccrHoHaIbHOE o6pazoBaHue (noBBIIEHHE
KBaJIM(UKaLlUU HE pexe OJHOro pas3a B 5 JeT) B cepe BBHIMOIHIEMBIX paboT u
OKa3bIBaeMBIX YCIYT.

6. K rpy6pIM HapyIleHHsSM JUIEH3UOHHBIX TpeOoBaHUM OTHOCATCS
HapylleHus JHIEeH3WaToM TpeOoBaHUU, IPEeIyCMOTPEHHBIX IIYHKTOM 5
Hacrosero ITomoxeHus, NoBIeKIHe 3a cob0l MOCIeNCTBUS, YCTaHOBIEHHEIE



gacThio 11 crateu 19 ®DenepanpHoro 3akoHa "O MHIEH3WPOBAaHUU OTIEIBHBIX
BHJIOB JESITEJIbHOCTH" .

7. lnd TONy4YeHHWs JNHULEH3WH HA OCYLIECTBIEHHE MIESTEeNbHOCTH II0
NpOU3BOACTBY H TeXHH‘{eCKOMy O6CJ'Iy)KI/IBaHI/I}O MeI[HL[HHCKOfI TCXHUKHU
COWCKATeJIb JIUICH3UH HalpaBiIsgeT WM IPeICTABILeT B THICH3UPYIOLIHIA Opray
3asBIeHUE, K KOTOPOMY IIpHiIaraeTcs OMHCh JOKYMEHTOB, a TakKe:

a) KOMMM JTOKYMEHTOB, IIONTBEPXKIAIOUIMX HANMYHe Yy COUCKATeNs
JMLEH3UM [PHHAIIEKAIIAX eMy Ha IpaBe COOCTBEHHOCTH HIM HAa HHOM
3aKOHHOM OCHOBaHHM IIOMEILEHHM, 31aHMH, COOPYXEHHH II0 MECTy
OCYILECTBICHHUS JMIEH3UPYEMOTO BHJA [IESATEIFHOCTH, HEOOXOAMMBIX JUIS
OCYINIECTBICHHS  OEATENBHOCTH 110 I[POM3BOACTBY M  TEXHHUECKOMY
06CITy)KUBaHUIO MEIMUMHCKON TeXHHKM, B Cllydae €ClH HH(OPMalys O HHX
OTCYTCTBYeT B EINWHOM TrocyIapCTBEHHOM peecTpe MNpaB Ha HERBIDKMMOE
HMYIIECTBO M CHOENIOK C HHM, WM CBEJCHHA 00 3THX IOMELICHHSX, 3MaHMUSIX,
COOPYKEHHAX, eCIIU TaKas UH(pOpMaIIHI UMEeTCs B YKa3aHHOM peecTpe;

6) IS OCYIIEeCTBIICHUS AESTENbHOCTH IO IPOU3BOIACTBY METULMHCKON
TEXHUKHU:

KOIIMH TOKYMEHTOB, IIOATBEPKAOIINX HATHYNE Y COUCKATEI JINIICH3UU
Ha InpaBe COOCTBEHHOCTM WM Ha HHOM 3aKOHHOM OCHOBaHMH CpeICTB
HM3MepeHnH, IpelyCMOTPEHHBIX HOPMATUBHOM, TEXHHYECKOH NOKyMEeHTanuel 1
COOTBETCTBYIOIIUX TpeOOBaHUAM K HX MOBEpKe, MIPEyCMOTPEHHBIM cTaThedt 13
OenepanpHOro 3akona "OO6 obecriedeHHH eIUHCTBA H3MEPEHHUH", TEXHHIECKHX
CpencTB U 000pyIOBaHUs, HEOOXOIUMBIX JUISl OCYIIECTBIEHUS AEATEIBHOCTH IO
MPOU3BOACTBY MEAHUIIMHCKON TEXHUKY;

PEKBU3UTE TOKYMEHTOB, ITOATBEPXKAAIONIMX perucTpaumio B Poccuiickoii
Denepanyu MEOUIMHCKON TEXHUKH, KOTOPYIO COMCKATelNls JIMIICH3UH HaMepeH
HpOU3BOAUTH (YKa3bIBAIOTCS B 3asIBJIEHUH), @ TAKXKE KOIIUIO COTJIALIEHHUS MEXKIY
IpOM3BOAWTENEM (YIIOJHOMOYEHHBIM IIPEICTAaBUTENEM IPOU3BONUTEINS) U
COMCKaTeJeM JHLEeH3UH (IIPOM3BOJACTBEHHOM IUTOMAAKOW) 00 opraHu3aiidf
TIPOU3BOJCTBA (IIPH HAJTUYHN);

KOIIMH HJOKYMEHTOB, IOJTBEPIKIAIOIIMX COOTBETCTBHE INPOH3BOACTBRA
TpeboBaruaM MexxrocynapcrserHoro craunapra 'OCT ISO 13485-2017;

KOIIMM HOPMATHMBHOM, TEXHHYECKOH NOKYMEHTAllMM Ha MeIUIMHCKYIO
TEXHHUKY, KOTOPYIO COUCKATENh IULEH3UH HaMepeH POU3BOAUTE;

KONIMH JOKYMEHTOB, TMOATBEP)KNAIONIMX HaIM4He Yy pabOTHHKOB
COMCKATeNs JHIECH3WH, 3aKIIOYUBINNX C COHCKATEIEM JIHIEH3UH TPYAOBBIE
IOTOBODBI, OTBETCTBEHHBIX 3a IIPOM3BOJCTBO U KaueCTBO MEIMLIHHCKON
TEXHUKH, BBICIIETO MJIM CpeAHEro IpohecCHOHANBHOrO (TEXHUYECKOTO)



obpasoBaHusA, cTaxXa pabOTHl II0 CIELHATBFHOCTH He MeHee 3 JeT H
JOTIOTHUATEIFHOTO PO ECCHOHATBHOTO obpa3oBaHus (moBhIIEHUS
KBaTnbHUKaIMK He pexe ONHOro pasa B 5 JieT) B cdepe BHIIONIHAESMBIX paboT U
OKa3bIBaEMBIX YCIIYT;

B) JUIS OCYIIECTBICHHS JESITEIbHOCTH 110 TEXHHIESCKOMY OOCITYKHBAHHUIO
MeTULMHCKOH TeXHUKH:

KOTIMK JOKYMEHTOB, IIOATBEPKIAIOIINX HAMYUE Y COUCKATENS JTHUIIeH3UH
Ha mnpaBe COOCTBEHHOCTH HIM Ha HHOM 3aKOHHOM OCHOB2HHH CpE/ICTB
H3MEpeHHH, COOTBETCTBYIOMIMX TPeGOBAHMAM K MX MOBEPKE, [IPeTyCMOTPEHHBIM
crateeit 13 @enepansHoro 3akoHa "OO0 obOecneueHHH eIWHCTBA M3MEpeHUit",
TEeXHHYECKHX CpPEICTB W 00OpYHOBAaHHS, HEOOXOIUMBIX OIS TEXHHYECKOTO
o6Cny)XMBaHUS 3asABJICHHBIX TIPYIIl MEAUIMHCKON TEXHHMKM IO Kiaccam
MOTEHI[HAIBHOIO PHUCKA IMPUMEHEHHS B COOTBETCTBHM C HOMEHKJIATYpHOM
KiaccuuKamed MEIWIMHCKHX M3JeNHH II0 KilaccaM B 3aBHCHMOCTH OT
ITOTEHIIHAIbHOT'O PUCKa UX IPHUMEHEeHN;

KOTIMM JOKYMEHTOB, [OATBEePKIAIONIIX HATUYIKE Y COMCKATENS JHIICH3NU
CHCTEMBI ~ MEHEMXMEHTa  KadecTBa, COOTBETICTBYIOLIEH  TpeGOBaHMSIM
MexrocynapcrBerHoro crangapra ['OCT ISO 13485-2017;

KOIIMM  OKCIUTyaTallHOHHOH  JOKyMEHTalUWH  [POM3BOAHTENSA  Ha
MEIULUMHCKYI0 TEXHHUKY, HEOOXOOUMOH M TEXHUYECKOTO O0OCIyXKUBaHHS
3asBJIEHHBIX TPYIII MEeJULUHCKUX HU3LENHUI 110 KiaccaM ITOTEHIUANBHOTO PHUCKa
[IPUMEHEHHUS;

KOINNY [JOKYMEHTOB, MNOATBEPKAAIONIMX Hajluuue Yy pabOTHHUKOB
COMCKATeNs JIMIECH3UH, 3aKIIOYUBIIMX C COMCKAaTelieM JHIEH3UH TPYHOBBIE
JIOTOBODBI, OCYILECTBISIONIMX TEXHUYECKOE OOCITy)XHBaHHE MEIUIMHCKON
TE€XHMKH, BEBICHIENO0 WIH CpeIHEro MNpo(ecCHOHANBHOTO (TEXHHYECKOTrO)
obpa3oBaHHs, CTaxa paboTHl IO CHENUaNbHOCTH HEe MeHee 3 Jer u
JOMOJIHUTEIEHOTO npogeccHoHaIbHOIO obpazoBanus (noBrITIeHAS
KBaJIM(HKALIUK HE pexe OTHOro pasa B 5 JeT) B cdepe BHIIONHIEMBIX paboT u
OKa3bIBAEMBIX YCIIYT.

8. B 3zagBmeHuH O mnepeoOpPMIECHAHM JHUIEH3WH Ha OCYIIECTBJICHHE
IeATeNIPHOCTH 10  IIPOM3BOACTBY M  TEXHHYESCKOMY  OOCIy>XHBaHHIO
MeﬂHHHHCKOﬁ TEXHUKH JIULEH3UAT YKa3bIBaCT:

a)B Cllydae OCYIIECTBJIECHHMS JEATeIBHOCTH II0 NPOU3BOACTBY H
TEeXHUYECKOMY OOCIY>XMBaHHMIO MEAMIMHCKOH TEXHHKM IO aJpecy MecTa ee
OCYIIECTBJICHU, HE YKa3aHHOMY B JIMLCH3UU:

CBelleHMd, colepXkaillde HOBBIA ajpec MecTa OCYUIEeCTBIICHHS
IesTeNIBHOCTH;



CBEIEeHHUs O JOKYMEHTax, HMOATBEPKIAIOMIUX IIPaBO COOCTBEHHOCTH HIIH
HHOE 3aKOHHOE OCHOBaHHE HCITOJB30BaHHS IIOMENIEHHUH, 30aHui, CoopyKeHuit
IO MECTY OCYILECTBJICHHA JIHLEH3UPYEMOIro BIIA JeSITEIBHOCTH, HEOOXOIUMBIX
IUI1  OCYIUECTBJIGHUS [JESTeNbHOCTH [0 MPOU3BOACTBY M TEXHHYECKOMY
00CITYKUBaHUIO MEIUIIMHCKOM TEXHUKH;

IpY OCYIIECTBIEHHY NEATEeILHOCTH I[I0 IPOU3BOACTBY MENUIIMHCKON
TEXHUKU:

CBEJIEHUs O NOKYMEHTaX, IIONTBEPKIAIOINUX HalWyWe y COUCKAaTels
JHLEH3UM Ha TIpaBe COOCTBEHHOCTH MM HAa HHOM 3aKOHHOM OCHOBaHHH
CPEACTB  M3MEPEHHH, IPeIyCMOTPEHHBIX HOPMAaTHUBHOM, TEeXHUYECKOM
JOKyMeHTallueH INpou3BOAMTENs M COOTBETCTBYIOMMX TPeOOBaHHAM K HX
ITOBEpKe, MPeayCMOTPEHHEIM ctarbeit 13 ®enepansHOro 3aKoHa
"O6 obecnedeHHM eIMHCTBA H3MepeHUH", TeXHHYECKHX CPEACTB H
o0opynoBaHHUs, HEOOXOAMMBIX IS OCYLIECTBICHHS JHEATENbHOCTH II0
IPOU3BOCTBY MEIULIHHCKON TEXHUKH;

CBeIEHUA O JOKYMEHTaXx, IIOATBeP KIAIOINX PETHUCTPALMIO MeIUIMHCKHX
m3nenuit B Poccuiickoit Qeneparyiy;

PEKBU3UTEl HOPMATHBHOH, TEXHHYECKOH NOKyMEHTAIMH, HCIONb3yeMOi
UL OCYILECTBIICHHS AESITEIEHOCTH 0 MIPOU3BOACTBY MEAUIMHCKOM TEXHUKH;

PEeKBU3UTHI JOKYMEHTOB, IIOATBEPXKIAOLINX COOTBETCTBHE ITPOU3BOICTBA
TpeboBaHMIM MeKrocyaapctBeHHoro cranaapra 'OCT ISO 13485-2017;

CBEJEHHA O NOKYMEHTax O BBICLIEM HJIH CpeJHEM MNpPO(eCCHOHATLHOM
(TexaugeckoM) 006pa3oBaHuY, cTake paboThl O CHENUAILHOCTH He MeHee 3 JieT
U JOIONHWTEIBHOM  NPO(QECCHOHAIBHOM  00pa3oBaHHH  (MOBBIILIEHHH
KBann(HKalMX He peXKe OIHOTO pasa B 5 1eT) B cdepe BHIMOIHIAEMEIX paboT u
OKa3bIBaEMEIX YCIYT pabOTHHKOB, 3aKIIOYMBIIMX C JIMIEH3UATOM TpPYIOBBIE
JOTOBOPBI, OTBETCTBEHHBIX 324 MPOU3BOJACTBO M KAa4YECTBO MEAHLIMHCKOMN
TeXHUKY,

IpA OCYIIECTBICHHH MAEATENFHOCTH II0 TEXHHYECKOMY OOCITYKHBAHHIO
MeUIHHCKON TEXHUKH:

CBEJCHUI O NOKyMEHTaX, OATBEPKAAIOIINX HaTW4YHe Y JHMIEeH3uaTa Ha
npaBe COOCTBEHHOCTH MJIM HA HHOM 3aKOHHOM OCHOBAHHH CPEJICTB H3MEPEHHI,
COOTBETCTBYIOIIMX TpeOOBaHUIM K MX IIOBEpKe, MPeyCMOTPEHHBIM cTaThel 13
®DenepansHoro 3akoHa "OO obeclieueHNy eAHHCTBA H3MEPEHHI", TEXHUYECKUX
cpencTB U 00OpYHNOBaHUS, HEOOXOMMMBIX [UI1 TEXHHYECKOTO OOCITYXMBaHHS
3asBJICHHBIX TPYIII MEJUIUHCKON TEXHUKH 10 KJIaccaM MOTEHIHABHOTO PHCKA
OpUMEHEHHs B COOTBETCTBMHM C HOMEHKJIATYpHOH  KiJaccHpUKanue



MeIUIHUHCKUX H3IEJMH MO KIaccaM B 3aBHCHMOCTH OT IIOTE€HLHAIBLHOIO PHUCKa
HX IPUMEHEeHHS;

PEKBU3UTHl  OKCIUIyaTallMOHHOM  JOKYMEHTAllMM  [POM3BOTUTENS,
HeoOXOOMMOH  JUIT TEXHHYECKOro OOCIY)XHBAaHHMS 3afBIE€HHBIX TPy
MEIUIMHCKUX H3JeNIUH 110 KlaccaM MOTeHIHATbHOTO PUCKa IpUMeHEHHs (IpH
HaJIHYHH);

PEKBH3UTHl JOKYMEHTOB, IIOATBEPXKIAIONIMX HaIWdWe Yy JIHIeH3Hara
CHCTEMBI ~ MEHE[UKMEHTa  KadecTBa, COOTBETCTBYIOIIEH  TpeOoBaHUAM
MexrocyaapctseHHoro ctanaapra 'OCT ISO 13485-2017;

CBeJIeHMs O NOKYMEHTaX O BEHICIIEM HIH CcpeIHeM HpodecCHOHATLHOM
(TexHEYecKOM) 00pa3OBaHUH, cTaxke pabOTHI 10 ClIeLHATHHOCTH He MeHee 3 JieT
U JOIMONMHUTENBHOM  INpOQECCHOHATPHOM  0OOpa30BaHHM  (TIOBBINICHHU
KpaTn(UKallMY He peXxe ONHOTO pasa B S5 JeT) B cepe BBIIOMHIEMBIX paboT U
OKa3bIBAEMBIX YCIYr pabOTHHKOB, 3aK/FOYMBIIHX C JIMIEH3HATOM TPYAOBBIE
JOTOBOPHI, OCYIIECTBIIAIOMNX TeXHUIECKOE OOCTy)KHBaHUEe MeEIULMHCKON
TeXHHUKH;

6) B ciydae HaMepeHHS JIMICH3MAaTa BHINOMHATE HOBEIE pPabOTEHI,
OKa3bIBaTh HOBBIE YCIYTH, COCTABISIOUIME NesTeIbHOCTh MO MPOU3BOJACTBY H
TEXHHYECKOMY OOCITY>KHBaHUIO MEULIMHCKON TEXHUKH:

CBEJICHH O HOBBIX pa0oTaX, yclIyrax, COCTAaBIIOIINX AEATENbHOCTE IO
IIPOU3BOACTBY M TEXHUYECKOMY OGCTY)XKMBAaHUIO MEIHLMHCKON TEXHHKH,
KOTOpBIe JINIEH3UAT HaMePeH BhINOJHATh, OKa3bIBATh;

IpY OCYILECTBICHUH [OESITENBHOCTH MO IIPOU3BOJACTBY MEIHITHHCKOIM
TeXHUKH:

CBEJIEHHS O JOKyMEHTax, IOATBep)KAAalOMMX HalM4yue y JIHIEH3NaTa Ha
IIpaBe COOCTBEHHOCTH I Ha MHOM 3aKOHHOM OCHOBaHHH CPEICTB M3MEpCeHU,
TIpeyCMOTPEHHBIX HOPMAaTUBHOM, TEXHU4YECKOHN JIOKyMeHTauuel
IIPOU3BOAMTENS H  COOTBETCTBYIOIIMX TpeOOBaHHAM K HX IIOBepKe,
npexycMOTpeHHEIM cratheid 13 @epmepanmsHoro 3akoHa "O6 obecrneueHHU
eIMHCTBA U3MepeHUH", TEXHUYECKHUX CPEACTB M 000pyHOBaHuUs, HEOOXOIMMBIX
JUI OCYIIECTBIIEHHUS AeSITeTHHOCTH O IPOU3BOJICTBY MEIUIIMHCKOM TEXHHKY,

CBEJIEHHA O JOKYMEHTaX, IOATBEPKAAIONNX perucTpaunio B Poccuiickot
Denepaiui MEAHLIMHCKUX U3,

PEKBH3UTEl HOPMAaTHBHOM, TEXHHYECKOU IOKYMEHTaIlMH, HCIIONb3yeMoit
JUISL OCYIEeCTBIEHHMS JeATENBHOCTH 110 IPOU3BOACTBY MEIUIIMHCKOM TEXHHUKH;

PEKBH3HUTEl JOKYMEHTOB, IOATBEP)KIAIOIINX COOTBETCTBYE TIPOM3BOMICTBA
TpeboBaHUAM MexxrocynapcrBerHoro cragaapra 'OCT ISO 13485-2017;
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CBEIEHHST O JOKYMEHTaxX O BBICIIEM WM CpejlHeM IIpodecCHOHATBEHOM
(TexHMYEeCKOM) 00pa30BaHUH, CTaxe paboTHI MO CIIEIUATBHOCTH He MeHee 3 JieT
¥ IONOJHUTENFHOM  HpO(GeCCHOHAIBHOM  00pa3oBaHMM  (TIOBBIIIEHHE
KBaIU(QUKAIMK He peXe OFHOro pasa B S jiet) B cdepe BRIONHAEMBIX paboT u
OKa3bIBa€MBIX YCJIYyT pa6OTHI/IKOB, 3aKMFOYUBIINX C JIMLOCH3HMATOM TPYIOBBIEC
JIOTOBOPHI, OTBETCTBEHHBIX 34 IIPOM3BOJCTBO H KadeCTBO MeNUIMHCKOM
TEXHUKH;

IpU OCYIIECTBICHHH HESTENBHOCTH I0 TeXHHYECKOMY OOCITY)XKMBaHHIO
MEIUIMHCKON TEXHUKHU:

CBENEHUS O JOKyMEHTax, IOATBEPXKIAIOUINX HaJN4ue y JIHIeH3HaTa Ha
mpaBe cOOCTBEHHOCTH HJIM HA MHOM 3aKOHHOM OCHOBaHHH CPEACTB U3MEpEHHIA,
COOTBETCTBYIOIIUX TpeOOBaHMUIM K UX ITOBEpKe, NPeTyCMOTPEHHBIM cTaThei 13
QenepanpHoro 3akoHa "O6 obecreueHny eIMHCTBa H3MepeHui", TeXHUIECKUX
CpeACcTB M 00OpYIOBaHHs, HEOOXOAMMBIX Uil TEXHHYECKOTO OOCITyXHUBaHMs
3asBJIEHHEIX TPYI MeIUIMHCKON TEXHHUKH IO KIaccaM MOTEHIHAIbHOro pUcKa
[IpHMEHEHMss B COOTBETCTBUM C  HOMEHKJIATypHOH  KjaccH¢pukanuei
MEIULHHCKHX U3JeJHi 10 KJIaccaM B 3aBHCHMOCTH OT ITOTEHILIHAIEHOTO PUCKa
UX [IPUMEHEHHS;

PEKBU3MUTBl  OKCILTyaTallMOHHOM  JOKyMEHTAIlMd  NPOU3BOIMTEIL,
HeoOXOIMMOM 1Nl  TEeXHHYECKOro OOCIYXUBaHUS 3asBIEHHBIX  TPYIIT
MeIHLUHCKHX H3AeTHH 10 KilaccaM TOTeHIIMATBHOIO PUCKa MPUMEHEHHS;

PEKBH3UTHl JOKYMEHTOB, NONTBEPXKAAIOIINX HaJIWYWe Yy JIHLEeH3HaTa
CHCTeMBl  MEHEDKMEHTa  KayecTBa, COOTBETCTBYIOUIeH  TpeOoBaHHIM
MexrocynapcreerHoro crangapra [OCT ISO 13485-2017;

CBeJieHHs O JOKYMEHTaX O BBICIIEM WK CpefHeM MNpodecCHOHATBHOM
(TexHHIecKOM) 00pa30BaHHH, CTaXke paboTH IO CHENAIEHOCTH He MeHee 3 JieT
U [ONOJHHTETHHOM  IPOQECCHOHANFHOM  00pa3oBaHMM  (HOBBILICHUH
KBaIHUKALMH HE peXe OJHOTO pasa B 5 JieT) B cdepe BHIIOIHAEMBIX padoT U
OKA3bIBAEMBIX YCIYT PaOOTHHKOB, 3aKIFOYMBIIHNX C JHIEH3HATOM TPYIOBEIE
JOTOBOPEI, OCYILECTBIIOMIMX TEXHHYECKOE OOCIY>XMBAaHHE MEIHIHMHCKON
TEXHHUKH.

9. BoimonHeHHe paboT, oOKa3zaHHe YCIYr B YacTH TEXHHUYECKOTO
00CITY>)KHBAaHHS METUIMHCKOW TEXHHKH MOTYT OCYIIECTBISATHCS JIMIIEH3HATOM
O ajpecy SKCIUTyaTaluu (MeCTy HaXOXIEHHA) MEIMIMHCKOH TEXHHKH, HE
yKa3aHHOMY B JIMLIEH3HH B KayecTBE aJpeca MecTa OCYLIeCTBJICHUS
JULIEH3UPYEMOrO BHIa [EATENIBHOCTH, M He TpebyrorT mepeodopMIieHHs
JIMLIEH3HH.
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10.Tlpn  mpoBemeHHH TIPOBEPKH  CBEIEHHH, CcoIOepXamuxcs B
NIPEICTaBIeHHBIX COHCKaTesNeM JIMNEH3WHM § JIHIECH3HaTOM 3asBICHHH H
IpuaraeMbIX K HeMy IOKYMEHTaX, JHIEH3UPYIOMMH OpraH 3alpaniiBaeT
HeoOXOOMMBIe M TPEHOCTABICHHS TOCYHApCTBEHHBIX YCIyr B o0nactu
JULEH3UPOBaHU CBeleHHs, HaxOAAMecs B pacHOpHKEHHH OpPraHoB,
IIPeIOCTaBIAIOIMX TOCYAapCTBEHHBIE YCIYI'H, OPraHOB, IPEIOCTABIAIOLINX
MYHHLUTIAIBHbIE YCITYTH, HHBIX FOCYAPCTBEHHBIX OPraHOB, OPFaHOB MECTHOTO
caMOoyIIpaBIeHUs JUOO MOIBEJOMCTBEHHBIX TOCYNApCTBEHHBLIM OpraHaM HIIH
opraHaM MECTHOTO CaMOyIIpaBI€HHs OpraHM3alMi, B IOPAIKe, YCTAaHOBJIEHHOM
®DenepanrHbM 3akoHOM "OO6 OpraHM3aIMy IpeJOCTaBIEeHHs TOCYAapCTBEHHBIX
¥ MyHHIIUNAIBHBIX YCIyT".

11. JInnensupyrommii  opraH  pasMeniaeT Ha e€IMHOM  IOpTaie
rOCYyIapCTBEHHBIX M MYHHIMIAIBHBIX ycnyr (byHkumit) B mopsike,
ycraHoBneHHoM IIpaButensctBoM Poccuiickoit Denepariyii, cBefeHHs O Xofe
IPUHATHS UM PEIIeHUs O IIPeJOCTABICHUM WIH NMepeodOpMIIeHHH JIMIEH3HH,
a TakKe TIIPOBENEHHs IIPOBEPKH COOTBETCTBHUA COMCKATENS JIMLEH3UU
JTULEH3NOHHBIM TpeOOBaHHWAM H TPOBEPKH COONIONEHHSA JIHLIEH3HATOM
yKa3aHHBIX TpeOOBaHUH [P OCYIECTBICHHH JAeSTEIBHOCTH I10 POU3BOACTBY U
TEXHUYECKOMY OOCITYXUBAHHIO MEIUIIUHCKON TEXHUKH.

12. iHdopMarus, OTHOCSINAACS K OCYINECTBICHHIO AEATENBHOCTH II0
IPOU3BOACTBY U TEXHUYECKOMY OOCIYXHBaHHIO MEIHIMHCKONH TEXHHKH,
npenycMoTpeHHas d4actaMH l u 2 cratem 21 DenepanbHOro  3aKoHa
"O JIHLEH3UPOBaHUM OTHENBHBIX BHIOB JEATENBHOCTH", pa3MellaeTcs Ha
obunuansHOM CcafiTe  JNHIEH3HPYIOMEro opraHa B HMHGOPMAIMOHHO-
TejeKoMMyHuUKaoHHoH cetu "HTrepHeT" B Teuenue 10 aueit co aHs:

a) oQULIHANBHOTO OITyOJIMKOBAaHHA HOPMATHBHEIX IPAaBOBBIX aKTOB,
YCTaHaBIHBAIOMMUX  obs3aTenbHBle  TpeGoBaHHS K JIMIEH3HPYeMOH
IesITEeNbHOCTH;

6) IpUHATHA JHIEH3UPYIOLUIMM OPraHOM PpeIIeHHS O MpefXOCTaBICHHH,
epeoGopMIIeHHH, NPHOCTAaHOBICHMH, BO30OHOBICHHH WIH O IpEKpamieHHd
IeMCTBHSA THIEH3UH,

B) nonydenus oT DenepanbHOil HaloroBod ciyxkObl cBeieHUH O
JIUKBHAAIMA OPHAMYECKOTO JMIA WM TMpeKpalleHHH ero NesTeIbHOCTH B
pe3ynbTaTe peopraHuzandd  JU60 © NpEKpaIleHMH (H3WYECKMM JIHIOM
JEeSTENbHOCTH B Ka4eCTBE HHIAUBHIYAIBHOIO IPEeANPHHAMATEIS;

I) BCTYyIUICHHS B 3aKOHHYIO CHIY pellleHHs cyjaa o0 aHHYyJIHpOBaHHH
JIUIEH3UH.
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13. [IpeaMeToM JIHMLIEH3MOHHOTO KOHTPOJA SBIAIOTCI COOTBETCTBHUE
couckaTens JIMUEH3HM JIMHEH3HOHHBIM TpebGoBaHMAM UM coOJNoAeHHe
JUIEH3UAaTOM JIMIEH3HOHHBIX TpeOOBaHWi, YCTAaHOBIEHHBIX ITyHKTOM 5
HacTtosero ITonoxeHus.

14. JIureH3UOHHEBIH KOHTpOJIb OCYLLIECTBIIIETCSA B TOpsIKe,
npeaycmoTpeHHoM PenepanbHbM 3akoHoM "O 3aluTe NpaB IPUINISCKUX JIHI
u MHAUBUIYAIBHBIX [IpeAnpUHUMaTeneH pu OCYIIECTBISHUN
TOCYJapCTBEHHOTO KOHTpoNs (Haa30opa) M MYHHIMIIANBHOIO KOHTpPOIA", ¢
y4JeToM ocobeHHoCTell opraHH3alliy U IIPOBEAeHHs [IPOBEPOK, YCTAHOBIEHHBIX
OenepanpHpiM  3akoHOM 'O JHMLEH3WPOBAaHHH  OTHENBHBIX  BHIOB
JesTebHOCTH" .

15. JJOMKHOCTHBIMA JTAIIAMH JIHIEH3UPYIOIIEro opraHa,
YIIOJIHOMOYEHHBIMH OCYILECTBIIATh JIHLIEH3MOHHBIA KOHTPOIb, SBIIOTCS:

a) pyKOBOJHTEJb, €r0 3aMECTUTENH;

6) pyKOBOIOMTENH CTIPYKTYPHBIX IMOApasfeNeHui, HX 3aMeCcTHTeNH,
JOJDKHOCTHBIMM PETJIAaMEHTaMH KOTOPBIX MPEAYCMOTPEHBI IIOJTHOMOYHS II0
OCYIIIECTBJIEHHUIO JTUIIEH3MOHHOTO KOHTPOJIS;

B) MHBIE TOCYHapCTBEHHBIE TpakJaHCKHE CIyXXallue, NODKHOCTHBIMHU
pernaMeHTaMu KOTOPBIX IIPeIyCMOTpPEeHBl I[TOJTHOMOYHUS IO OCYLIECTBICHHIO
JIULIEH3HOHHOIO KOHTPOJIS.

16. JlomXHOCTHBlE JIMIA JHILEH3UPYIOUIEro oOpraHa HpH MPOBEISHHUHU
[IPOBEPOK B paMKax OCYLIECTBJICHHS IHLEH3UOHHOTO KOHTPONS COOIIOJAIOT
OTpaHHYEHMS ¥ BBIIOJHAIOT O0S3aHHOCTH, YCTAHOBJIEHHBIE CTaThaMH 15 - 18
OenepanpHoro 3akoHa "O 3aIluTe MpaB IOPUAMYECKUX JINI U WHIABHIYAIBHEIX
NpennpuHUMaTeNelf Ipyd  OCYIIECTBACHHM TI'OCYZapCTBEHHOTO  KOHTPOJIA
(Hag30pa) ¥ MyHHLMIIAIBHOIO KOHTPOJIA", a TaKKe HeCYT OTBETCTBEHHOCTH 3a
HEWCNIOJHEHHE WM HeHaJjexallee HWCIOJHEHNE BO3JIOXKEHHBIX Ha HHX
TIONHOMOYMH ¥ 00s3aHHOCTEH B COOTBETCTBHH C 33aKOHOZATEIHCTBOM
Poccuitckoit @enepanuu.

17.Tlpu opraHm3alid H OCYIIECTBICHHUH JIMLEH3MOHHOIO KOHTPOJS
JIMLEH3UPYIOINHA OpraH BIIpaBe NPHBIEKATH HKCIIEPTOB, a TAKXKE IKCIIEPTHBIE
OpraHu3aluH, KOTOphle aKKPEUTOBAHB! B YCTAHOBICHHOM HOPsIKE.

18. B LeNsIx [IPEnYIIPEX ACHUS HapyLeHuH JULeH3UaTaMu
JMIUEH3UOHHBIX TpeOOBaHUH JHULEH3UPYIONIUM OPraHOM OCYILECTBIIIOTCS
MEpONPHUATHSI TI0 NpOoQUIAaKTUKE HapyIIeHHH IHLEH3WOHHBIX TpeOOBaHHH B
COOTBETCTBUM C TPeOOBAaHMAMH, YCTaHOBICHHBIMU CTAaThedl 8- QenepanpHOro
sakoHa "O 3ammTe NpaB IOPHIOMYECKHX JIHI M HMHIMBUIYaJIbHBIX
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IOpedlpUHEMaTeael IPH  OCYIUECTBIEHHHM TOCYJapCTBEHHOTO  KOHTPOJIT
(Hazx3opa) U MYHHUIMIAIEHOTO KOHTPOJIS".

19. JIuneH3MpyIOIUM OPraHOM IIPOBOIATCA MEPOIPUSTHS [0 KOHTPOJIIIO
6e3 B3aMMOJEHCTBYSA C JIHIECH3NATaAMH, NIPEIyCMOTPEHHbIE IIyHKTOM 7 9acTu 1
cratsu 8 ®enepansHOoro 3akoma "O 3alMTe NpaB IOPUIMHECKHAX IHI 1
HMHAMBUAYaTbHBIX [pelIpHHAMATEeNel IPH OCYLISCTBISHUH IOCYIapCTBEHHOTO
KOHTpOJIs (Hai3opa) ¥ MyHHIMIAIBHOrO KOHTpOJA", IMyTeM HaOIFONeHHS 3a
COOMIONIeHNeM JIULECH3UNOHHEIX TpeGOBaHMN K aHaliu3a HHQOpMAUUKA O
IesTeNbHOCTH nubo NeHCTBUSX JHLEH3HATOB, KOTOpas IIpeiCTaBIAeTCs
JyieH3uaTaMi (B TOM UHCIE IIOCPEJCTBOM HCIIONB30BaHUs (emepalbHbIX
rOCYRapCTBEHHBIX MH()OPMAILMOHHEIX CHCTEM) B JIMICH3UPYIOIINMA Oprad WU
MoxeT ObITh NOMyueHa (B TOM YHCIe B paMKax MEXBEIOMCTBEHHOIO
HHGQOPMAIMOHHOTO  B3aUMOJCHCTBUS)  JNHLEH3UPYIOIIHM  OpraHoM  Oes3
BO3JIOXKEHHMS Ha JIHIEH3WATOB  OO0A3aHHOCTEH, HE MPEeIyCMOTPEHHBIX
¢denepalbHBEIME 3aKOHAMM U TIPUHSATHIMH B COOTBETCTBMHM C HUMH MHBIMH
HOPMATHBHBIMH [PABOBBIME aKTaMH Poccuiickoii ®enepamnyn.

20. IlpencrapieHne coHcKaTeNleM JHIEH3HH 3aABJICHHAS M JOKYMEHTOB,
HeOOXOMWMBIX [UI TNONYYEHHs JMIEH3WH, WX TpHEM JIHLIECH3UPYIOIIHM
OpTraHOM, HPHHATHE JHIEH3UPYIOMAM OPraHOM DEIIeHHs O IpPelOCTaBIeHUH
nuieHsuy (006 OTKase B INPeNOCTaBISHHH JIHMIEH3UH), NepeodopMIeHHH,
NPHOCTAHOBJICHUH HIH BO30OHOBICHHH €€ [eHCTBHA, a TaKKe BeleHHe
HHQOPMAIIOHHOTO pecypca U peecTpa JHLEeH3Ul U IPeIoCTaBleHHe CBeAeHUH,
coepXamuxcsi B HHOOPMAaIOHHOM pecypce H  peecTpe JIHLEH3MH,
OCYHIECTBISIIOTCS B IIOpsfKe, ycraHoBIeHHOM ®elepanbHBIM 3aKOHOM
"O NUIEH3UPOBAHUH OTAENBHBIX BULOB JEATSIIBHOCTH" .

21.3a mnpepocraBieHUE JIMIEH3UPYIOLUMM OpPraHOM JIMIEH3WH U
nepeoGopMIIcHHE JIMICH3UH  YIUIAYHBAeTCH TrOCyJapCTBeHHas IONUIMHA
B pasMepax H IOpsAfKE, KOTOpHIE YCTaHOBIECHbl 3aKOHOAATENILCTBOM
Poccuiickoii @enepanun o Hanorax u coopax.



I[MPUJIOXEHWE

k ITonoxxeHnio o TUUEH3NPOBaHUH

JeATENBHOCTH IO IPOU3BOJCTBY

U TEXHHUYECKOMY OOCITYKHBAHUIO

(3a HCKIIIOYEHHEM ClTydasd,

€CJIM TEXHHYECKoe 00CITy)KuBaHne

OCYIIECTBIIAETCA s 00ecedeHus
COOCTBEHHBIX HYXXJ I0PHANIECKOrO JIMla
WM MHIMBUAYaJbHOTO NpeINpHHIMATENA)
MEIUITMHCKON TEXHUKH

IIEPEYEHD

BBINO/IHSIEMBIX paboT, 0Ka3bIBaeMbIX YCAYT B COCTaBe AesITeIbHOCTH
10 NPOH3BOACTBY H TEXHHYECKOMY 00CTY;KHBaHHIO (32 HCKJIIOYEeHHEM
caydasi, eCJIH TeXHHYecKoe 00CTy)KHBaHHE OCYIeCTBJIsieTcs
J1s obecriedeHns cOOCTBEHHBIX HY KA IOPHAHYIECKOro JIHNA
HJH MHHAHBHIYAJILHOro NpeAnpHHAMATEN) MEAHIHHCKOH TEXHHKH

1. [Tpon3BOICTBO MEAUIIMHCKOM TEXHUKH.

2. B 4acTu TeXHHYECKOro oOCIy)KHBaHHA (3a HCKIIIOYEeHUEM CIIyyas, eCy
TEeXHUYecKoe OOCIyXHUBaHHEe OCYIIECTBIETCS s OOecHedeHHs COOCTBEHHBIX
HY)XI IODHAMYECKOTO JIMLA WIH WHIWBHAYAIBHOTO IpEINpUHAMATENA)
MEIUIIMHCKOMN TeXHUKHU:

a) TeXHH4YecKoe OOCIy)XHBaHHE CIEAYIONMX TIPYNI MEIUIHHCKOH
TEXHHUKH KJiacca 2a MOTeHIMAIBHOTO PHCKA IPIMEHEHH:

OpTONeINYecKUe MeUINHCKYE U3IEIIs;

racTPOIHTEPOIIOTHUECKHE MEIULIAHCKIE W3 IEIIH;

peabuIuTAMOHHbIe H aJalTHPOBaHHBIE IJIS WHBAIHIOB MeIUIMHCKHUE
U3 IeTIHS,;

MEIMIUHCKHE W3OeNUs A IUIACTHYECKOH XWUPYpPTUH, OepMaTOJIOTHH
U KOCMETOJIOTHH;

BCIIOMOTATENbHBIE H 00111e00IbHUYHBIC MEAUIIMHCKHE U3ETNS;

CTOMATOJIOTHYEeCKHe MEIUIIMHCKUE H3IeNTHS,;

AHEeCTEe3WOJIOTHYEeCKHe W pEeCHUpaTOpHBIE MEIWIMHCKUE HW3Aemus
(MOHHTOPEI, CHCTEMBI MOHHUTOPHPOBaHHS aHEeCTE3NOJIOrHIYeCKue,
peciUpaTopHBIE);

HeHpoJorudecKye MeJUIMHCKIE H3eNHs;

CeplIeYHO-COCYJUCThIE MEAMUMHCKHe H3denus (MeIULHMHCKHE H3ACIUsd
Uil ompeleneHds (QHU3HONOTMYECKHX IapaMeTpoB, KapTUPOBaHMA CepIua,



MOHHTOPBI, CHCTEMBl MOHHTOPHPOBAHUS KapAHOJIOTHYECKHE U COITYyTCTBYIOIIUE
U3Jenus);

o TaTEMONOrHYecKHe METULMHCKUC U3AEINUS,;

MEIUIITHCKHE U3IeNUS 1)1 OTOPHUHOIAPHUHTONIOTHI;

¢$u3HoTEpaneBTHYECKHUE MEAUITHHCKIE H3ETHS;

MeIUIIMHCKHE U3AENHs IS in Vitro IUarHOCTHKH (3aperiCTpHPOBaHHbIC B
YCTaHOBJIEHHOM TODSANKE B COOTBETCTBUM C AKTAMH, COCTAaBISIOLIAMHE IPaBO
EBpa3uiickoro 95KOHOMHYECKOTrO COI03a, WM 3aKOHOJaTelnbCcTBOM Poccuiickoit
®enepanun);

0) TexHMYeckoe OOCITy)KHBaHKE TPy MEIHIMHCKON TEXHUKH Kiacca 26
[IOTEHINAIHHOTO PHCKa IPHMEHEHH:

XUPYpru4eckie  HMHCTPYMEHTBI, CHCTEMBI ¥  COIYTCTBYIOIIHE
MeUIUHCKHIe U3/IeINs;

CEep/IeYHO-COCY/TUCTBIe MENWLMHCKHE W3Jenus (3a HCKIIOYeHHEM
MEOVLKHCKHAX HM30ENMi UIs OIpefeNeHus (U3UOJIOTHYECKHX IapaMeTposB,
KapTUPOBaHUs ceplua, MOHHUTOPOB, CHUCTEM MOHUTOPHPOBaHUS
KapIHOJIOTHYECKUX ¥ COITYTCTBYIONIMX H3ICIHA);

MEIMIMHCKUE H3IeNUs A MaHWITYJUiH, BOCCTaHOBJIEHHS TKaHeH,
OpraHoB Yel0BeKa,; v

MeIHMLIMHCKIE U3/IeNHs IS aKylllepcTBa H THHEKOJIOTHH;

8HEeCTe3HMOJIONHYeCKHe M PECIIUPaTOpHble MEAMIMHCKHE  U3JeNTus
(3a UCKIIIOYEHUEM MOHHUTODOB, CUCTEM MOHHUTOPHPOBAHUSA
AHeCTe3HONIOTHYECCKUX, PECIIMPATOPHBIX);

pamuojoruyeckue MeIMLMHCKHe u3fenus (B 4acTH oOOpyNOBaHHUS JUIs
YIBTPa3BYKOBOTO UCCIIETOBaHMNS);

pagudojiormdeckue  MeOULIMHCKHEe  wm3fenus (B 9acTW  ramma-
JIMarHOCTUYECKOT0, raMMa-TepalleBTHYECKOro 000pynoBaHUs M 3MHCCHOHHOH
ToMorpadun);

PpaanoIOrNYecKHe MEIUIMHCKHE H3Jiesus (B 4acTH OOOpYROBaHMS IS
MATHATHO-PE30HAHCHOH TOMOTpadun);

pamuoNoTHYecKue MeNUUHHCKUE u3fenus (B 9acTh obopyHoBaHHS i
PEHTTeHOTEPAITHN );

paguoyorHyeckue MeIULMHCKHe u3Jenus (B YacTH PEeHTIeHOBCKOTO
o6GopynoBaHHs Ui KOMIIBIOTEPHOH ToMorpaduu U anruorpadun);

paanojiorHdeckue MeIULMHCKHE u3fenus (B 4acTH 000pyaoBaHHA Ui
peHTreHorpabuy U peHTI€HOCKOIIUN);

B) TEXHUYECKOe OOCHIy>XUBaHME TPYIN MEIUIMHCKON TEXHHWKH Kiacca 3
[TOTEHIMAIBFHOTO PUCKa IIPUMEHEHHUS:



YPOJIIOTHYECKHE METUITUHCKUE U3ICITNSA;
MEIUIWHCKHE U3ACTHA, NPECIHASHAYCHHBIC I a(bepe3a.


https://meganorm.ru/Index2/1/4294815/4294815687.htm

