YTBEPXJIEHO

nocraHosneHueM I IpaButenbcTBa
Poccuiickoit ®enepanuu
oT 30 Hoa6pst 2021 . Ne 2129

NOJOXEHHUE

0 JIHUCH3HPOBAHHH REATEC/ILHOCTH MO0 TEXHHYE€CKOMY OﬁCle)KHBaHHIO
MEAHUHMHCKHX H3JeJIHH (3a HCKJIIOYEHHEM CIY4Yad, €CJIH TCXHHYECKOE
OﬁCle)Kl/lBaHHe OCYHIECTBJIACTCAHA 1A obecneyeHHuss COOCTBEHHBIX HYXK1
IOPHAHYE€CKOro JHUA HJIH HHAHBHAYAJ/ILHOIO NpeANPHHHUMATE/HA, 2 TAKKE
CJiyuasi TeXHHYECKOro 06c.11y>|mBamm MEIHUHHCKHX U3JeJIHH ¢ HU3KOH
CTENMEHbLIO MOTCHIHAJBHOIO pPHCKA HX npnmenemm)

1. Hactosiiuee [IlonoxeHue ompeaenser MNOPAAOK JIMLIEH3HPOBAHHUS
JEATENIBHOCTH M0 TEXHHUYECKOMY OOCIY)XMBAaHHUIO MEIHULUHHCKUX H3JeJIUi
(32 HCKIIFOYEHHEM Cllyyasi, €C/IM TEXHU4ecKoe OOCITY>KHBAHHE OCYIIECTBISETCS
ansi  obecredeHHUss COOCTBEHHBIX  HYXJ  IOPUAHYECKOrOo  JIMIA WM
MHAMBUIYaJIbHOrO MpPEANPUHUMATENS, a TaKXke Cclydas TEeXHHYECKOIo
0o0CITyKUBaHUSA MEIMUMHCKHUX HU3JENHH C HU3KOH CTENMEeHBIO MOTEHLHANBLHOTO
puMCKa HMX [pUMEHEHMs) (manee - JeATENBHOCTH MO TEXHUYECKOMY
00CTy)KHBaHUIO METULIMHCKHUX W3JIENTHH).

2. IlepeueHb BbINONHAEMBIX paboT, OKa3bIBAEMBIX YCIIYT, COCTABISIOIIMX
JTMUEH3UPYEMBIH BHI [EATEJIbHOCTH [0 TeXHHYECKOMY OOCIy>XHBaHHIO
MEIUUMHCKUX HM3enuit (32 HCKIIOYEHHEM Cliydas, €clIH TeXHHYECKOe
00CIly)KMBaHUE OCYLUECTBISIETCA Ul ofecredeHHsT COOCTBEHHBIX HYKI
IOPUIMYECKOr0 1HMUa HWIM HHAUBHIYAJIBHOTO MpEeANPUHHMATEN, a TaKXKe
Cly4dasi TEXHHUUYECKOTO OOCIyXHMBaHUS MEAWLUMHCKMX U3JEIHH C HH3KOH
CTEINEHBIO MOTEHLIHAJIBHOTO pucka UX NPHUMEHEHHS ), OpHUBEIEH
B npuioxxeHuu Ne 1.

3. JluueHsupyeMas JeATENBHOCTh MO TEXHUYECKOMY 0OCITyKHBaHHIO
MEAMLUMHCKUX W3JeNHil mpeacTaBisger coOoH mepuoguvecKkoe W BHEIIAHOBOE
TEXHHYECKOEe  AMarHOCTHpOBaHME, BOCCTAHOBJIEHHE pPabOTOCIOCOOHOCTH,
MOHTaX MW HaJaAKy MEIUWUMHCKMX M3AeJMA W3 TIpynn no  Kiaccam
NOTEeHUMAJIBHOTO pPUCKA MPUMEHEHHUA, MPEeLyCMOTPEHHBIX npunoxeHueM Ne 1
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K HactosiieMy [lonoxxeHuro, 11 KOTOPBIX YKa3zaHHbIEe paboThI IpeyCMOTPEHBI
HOpPMAaTHBHOM, TEeXHMYECKOH WM OJKCILUTyaTallHOHHOM  JTOKyMeHTaluei
IIPOH3BOJUTES.

B cny4yae ecnm Ans MEAMIMHCKOIO H3JleNds He IpeayCMOTpPEHBI
HOPMAaTUBHOM, TEXHHUYECKOH WJIM JKCIUIyaTallMOHHOM  JOKyMeHTauueu
NPOU3BOAMTENIS JEHCTBHA M0 €ro IMEepUOAMYECKOMY W  BHEIIAHOBOMY
TEXHUUECKOMY 00cITy)XMBaHHIO, TEXHUYECKOMY JUAarHOCTHUPOBAHHUIO,
BOCCTaHOBJIEHHIO paboTOCIIOCOOHOCTH, MOHTaXy M HallaJKe UM MEIWLMHCKOE
u3/lesIue He MOXKET OBITh OTHECEHO HU K OJJHOH M3 IPYII MEIULIMHCKUX U3IEIUH
IO KjaccaM NOTEHUHAIBHOIO PpPHCKAa [PUMEHEHHs, MpelyCMOTPEHHBIX
npunoxenneM  Ne ] K  Hacroswmwemy  IlonoxeHuio,  JeSITEIBHOCTH
MO0 TEXHUYECKOMY OOCIYXKHBAHMIO MEIULUMHCKUX M3LENUNA He TOMJIEKHUT
JMLEH3UPOBaHHUIO.

4. JIulleH3UpOBaHUE [eATEbHOCTH [0 TEXHHUYECKOMY 00CIyKUBaHHUIO
MEeIUIMHCKUX H3Jenuil ocyiuecTBisercs PenepanbHoil ciiyx060i mo Hanx3opy
B chepe 31paBoOXpaHeHUs (Jasee - TMLUEH3UPYIOLIUH Opras).

JluueH3upyoUMit opral yrBepxaaet GopMbl JOKYMEHTOB, HEOOXOAHMBIX
Ui peanu3auud  Hactosimero IlonoxkeHuss  ($opMbl  MpeACTaBIsiEMBIX
3asBJIEHUH, YBEIOMJICHUH U CBEJEHHUH).

5. JIMLEH3UOHHBIMU TPeOOBaHHUSMH IPU OCYLICCTBICHUH OEATEIBHOCTH
0 TEXHUYECKOMY 00CIY>KUBaHHIO MEJULMHCKHX U3EIIUH ABISIOTCS:

a) HaJIM4ue y COUCKaTeNs JULICH3UHU:

NMpUHAANIeKAUIMX €My Ha mpaBe COOCTBEHHOCTH HJIM HHOM 3aKOHHOM
OCHOBaHHWM, IpelyCMaTpUBAaIOLIEM IpaBO BIAJICHUS WU MpPaBO IONb30BaHHUS,
3IaHUH, COOPY>XEHHUM, MOMELLEHH MO0 MECTY OCYIECTBIICHHUS JIMLEH3UPYEMOTO
BHJIA AEATEJIBHOCTH MO TEXHUUECKOMY 00CITy)KMBAaHUIO MEIULIMHCKUX U3ENHIA;

NpUHAUIeKAIMX €My Ha npaBe COOCTBEHHOCTH HWIH WHOM 3aKOHHOM
OCHOBAaHWM, IpeAyCMaTpUBaIOLIeM I[paBO BJAJIEHHS M INPaBO IOJIb30BaHHI,
CpPelICTB HW3MEpeHHH, COOTBETCTBYIOLUMX TpeOOBaHHSAM, MPEXYyCMOTPEHHBIM
cratheit 13 ®@enepanpHOro 3akoHa "OO6 obecrieueHUH €AMHCTBA U3MEPEHUN", H
TEXHUUECKUX CPEICTB M 00OpYIOBaHUS B COOTBETCTBHH C IEPEYHEM CPEACTB
H3MEPEHHHN, TEXHHYECKHX CpeACTB H O0OpyJdOBaHHsA, HEOOXOAMMBIX MIJIs
TEXHHUYECKOTO OOCIY)KMBAHHUS 3asBIIEHHBIX TPYNIT MEAMIMHCKUX H3JCIHHA MO
KJIacCaM MOTEHIHATBFHOTO PUCKA WX MPUMEHEHHs, COTrJIaCHO MPHIIOKEeHHIO Ne 2;

CHUCTEMBI MEHEXKMEHTa KavecTBa, CO3JaHHOH W (QYHKIMOHHUpYIOLIEH
B COOTBETCTBUH ¢ TpeOGOBaHMAMH MEXIOCYJapCTBEHHOIO  CTaHAapTa
['OCT ISO 13485-2017,
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paboTHUKOB (MpY BBHIMOJHEHHUU | KMIH 2 BUIOB paboT (yclyr) - He MeHee
2 yenoBeK, Npu BblMONHEHUH 3 wnu 4 BuUIOB pabor (yciayr) - He MeHee
3 yenoBeKk, MPU BHINOJHEHUH S5 U Oonee BUIOB paboT (ycayr) - He MeHee
S 4yenoBek), 3aKNIFOYHBILINX C COHMCKATENIeM JIMLEH3HH TPYAOBbIE JOTOBOPHI,
OCYLLUECTBISIOIINX TeXHU4eckoe oOCHyXUBaHUE . MEOULMHCKUX H3JEJIHIA,
UMEIOINX BbICIIEE HWIHW cpeAHee MpodeccHOHANbHOE (TEXHHYECKOE)
obpazoBaHue, cTaxx paboOTBl MO CHEUUATBHOCTH He MeHee 3  JeT
M JONOJIHUTeNbHOe  MpodeccHoHalbHOe  00pa3oBaHHe  (TIOBBLIILIEHHE
KBaIM(HUKALIMK He pexke OJJHOTO pa3a B 5 jeT) B cepe BHIIOIHAEMBIX paboT U
OKa3bIBa€MbIX YCIYyI, NpH 3TOM COMUCKAaTeNlb JULUEH3UH - UHAUBUAYAJILHBIH
NpeapHHUMATEb CaM MOXET SBIATHCA TaKUM paOOTHUKOM NpH HaIHYHH
y HETO YKa3aHHOro o0pa3oBaHuUs;

0) ns NULEeH3uaTa:

HalM4Me NpUHAANeXAIUX eMy Ha NpaBe COOCTBEHHOCTH WIM HHOM
3aKOHHOM OCHOBaHHWH, IIpeyCMaTpHBAIOIIeM IIpaBO BJAJEHHUA M MpPaBoO
MOJIb30BaHHUsA, 3JaHUH, COOpYXKEHUH, NMOMELIEHHI MO MEeCTy OCYLIECTBJIECHHS
JTULEH3UPYEMOTO BHJA JEATETBHOCTH [0 TEXHHYECKOMY OOCITYyXHBaHHUIO
MEeIHIMHCKHX H3eTHH;

HaJIMYHe MPHHAIeKAIIUX €My Ha IpaBe COOCTBEHHOCTH HJIM HHOM
3aKOHHOM OCHOBaHHMH, IpeIyCMaTPUBAIOLLEM [paBO BIAJeHUS W IIPaBo
MOJIb30BaHHsA, CPeACTB HM3MepeHUH, COOTBETCTBYIOUIUX  TpeOOoBaHUSM,
NpenycMOTpeHHBIM craThelt 13  PepepanbHoro 3akoHa "O06 obecrneueHnu
€JUHCTBA M3MEPEHUH", TEeXHUYECKUX CpeACTB U 0OOpyIOBaHUS, KOTOpHIE
npeaycMOTpeHbl puioxeHueM Ne 2 k HactosieMy [lonoxeHnuo;

cobntoieHue TpeboBaHHit 3KCIUTyaTallHOHHOM JOKYMEHTAaLH
POU3BOJUTENS MEAULIUHCKUX H3AENHUI NPU OCYIIECTBIEHUH X TEXHUYECKOTO
obcny)xuBaHus;

cobmoieHne TpeOOBaHHUH CHCTEMBl MEHE/KMEHTA KauecTBa, CO3/laHHON U
GYHKUHOHUPYIOUIEH B COOTBETCTBUU ¢ TpeOOBaHUSIMHU MEXIOCYAapCTBEHHOIO
crangapta [[OCT ISO 13485-2017;

HaJIHYHe Yy JIMLEeH3HaTa pabOTHUKOB (IpH BHINONHEHWH 1 WM 2 BUAOB
pabot (yciyr) - He MeHee 2 4elOBeK, NpH BBITOJHEHHH 3 HWIM 4 BHAOB pabor
(yciyr) - He MeHee 3 4eJoBeK, PH BBINOJIHEHUH 5 U Gonee BUIOB paboT (yciyr) -
HEe MeHee S UeloBeK), 3aKIIOYMBIIMX C HHUM TPYAOBBIE JOI'OBOPBI,
OCYIIECTBIIAIOUIMX TeXHHYecKoe oO0CIy)XHBaHHEe MEIULIMHCKUX H3JeNuH,
HMEIOIMX  BBICIIEE HJIH CpelHee MNpodecCHOHANIbHOE (TEXHHYECKOE)
oOpa3zoBaHHe, CcTaxX paboOTBl MO CHELUHAJIBHOCTM HE MeHee 3 JieT
M JONOJHHUTEJbHOe  MpodeccHoHallbHOe  0oOpa3oBaHMe  (MOBBIIIEHHE
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KBaTM(pUKaLMKU HE pexe OIHOTO pa3a B 5 JieT) B cdepe BBHINOIHAEMBIX paGoT
M OKasblBaeéMbIX YCIyr, MIpH 3TOM JIMLEH3HAT - HHAABUAYaJIbHBIH
NpeANpUHUMATEeNb CaM MOXET SBIATECA TaKUM paGOTHHKOM TNPH HAIUYUH
y HETO yKa3aHHOro 00pa30oBaHus.

6. MecTOM OCYILECTBICHHS JHLEH3UPYEMOro BHIAA IEATENBHOCTH II0
TEXHUYECKOMY OOCIY)XMBAaHMIO MEIULHUHCKUX H3MENUH HE MOTYT SBISATHCS
3[aHHs, COOPYXKEHHUS, MOMELLECHHUA ¢ HasHAaYeHHeM "xumnoe".

MecTto  ocymecTBiIeHHS  JIMUEH3UPYEMOrOo  BHAA  AEATENIBHOCTH
0 TEXHUYECKOMY OOCIYXMBAaHHIO MENUIMHCKHUX H3JEIHH MOXET COBINAajaTh
C MECTOM HaXOXIECHHUS COMCKATEIs JIMLEH3UH HJIH JIMLIEH3UaTa.

Beinonnenune pabor, okasaHHe YCIYT 110 TEXHHYECKOMY OGCITYXMBAHHIO
MEIHUMHCKHX M3AENHA MOTYT OCYIUECTBIATbCA JHIEH3HATOM MO ajpecy
3KCIUyaTauuu (MECTY HaxOXAEHHA) MEAULHHCKUX H3JIeNUii, He YKa3aHHOMY
B peecTpe JHMLEH3WH B KadecTBe aJpeca MecTa OCYIIECTBIECHHs
JUIEH3UPYEMOT0 BHMJA JEATENIBHOCTH [0 TEXHHYECKOMY OOCIYXKHBaHUIO
MEJULIMHCKHX M3JIEeNUi, U He TpeOyIOT BHECEHMS W3MEHEHHl B peecTp
JULEH3UH.

7.K rpyObIM HapylIEeHHsM JIMLEH3UOHHBIX TpeGOBaHHM OTHOCATCA
HapylIeHHsl JIMIIEH3HaTOM TpeOOBaHWN, MPEAYCMOTPEHHBIX MYHKTOM 5
Hactosiero IlonoxeHus, nosiekie 3a coOOH MOCIEACTBHS, YCTAHOBIEHHEIE
yacTeio 10 crateu 19 PenepanbHoro 3akosHa "O JTHIEH3UPOBAHUM OTAEIBHBIX
BUJIOB J€ATEILHOCTH" .

8. Jlna mnony4eHHs IHIEH3WM Ha OCYLIECTBIIEHHE MAEATENBHOCTH I10
TEXHUYECKOMY OOCITy>KMBaHHIO MEOULMHCKUX H3[EIHi COHCKATENb JIMIEH3UU
HanpaBJIseT B JIMLEH3UPYIOLIUI OpraH 3asiBI€HHE O MPEJOCTaBIeHHH JTHIIEH3HH
NOCPEACTBOM (elepanbHOl rocyaapcTBeHHOH HHGMOPMALHOHHON CHCTEMBI
"EXMHBIA NOpTa roCy 1apCTBEHHBIX H MyHUIMNANBHBIX YCIyr (hyHKimif)",

Hdns NoslydeHUss JMLEH3MH HAa  OCYIUECTBIIEHHE  JEATEIbHOCTH
M0 TEXHUYECKOMY OOCIYKHBaHUIO MEIUIMHCKUX U3ICTHI TPeACTaBIEHHE
COHCKATEJleM  JIMLUEH3UM  HHBIX  JJOKYMEHTOB, TIOMHMO  3asBJIEHHA
O NpeJlOCTaBJIeHUH JIULIEH3UH, He TpeOyeTcs.

9. B 3asdBJIeHHHM O MPENOCTABIEHUH JULEH3UM COUCKATEe)b JIMLIEH3UH Ha
OCYLIECTBIIEHUE  JEATENIBHOCTH [0  TEXHHYECKOMY  OOCITy)KHMBaHHIO
MeIUIIUHCKHX U3JIeNTUi YKa3plBa€T  CBEIEHUS, IIpeIyCMOTpPEHHbIE
nyHkTaMH 1 - 4 yacti 1 crateu 13 deaepaneHoro 3akona "O TUUEH3HPOBAHHH
OTAEJbHBIX BUAOB JEITEILHOCTH", a TaKXKe:

a) cBeleHUSA (PEKBU3UTHI JOKYMEHTOB), IOATBEPXKIAIOLIHE HaIH4YHe
Ha  mnpaBe  COOCTBEHHOCTH  WJIM  HHOM  3aKOHHOM  OCHOBaHHH,
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NpeIyCcMaTpPHBAIOIIEM TMPaBO BIAJE€HHS U TMpaBO IMOJIb30BAaHUA, 3JaHHUH,
COOPYXXE€HHH, TMOMEIIeHUH, He SBIAIOLWIUXCA 3JaHUSIMH, COOPYKEHHUIMH,
MOMELIEHUSIMA C Ha3HadyeHHeM '“Kusnoe", 10 MeCTy OCYIIeCTBICHUS
NMHIEH3UPYEMOrO BHAA JEATENBHOCTH IO TEXHHYECKOMY OOCITYy)XHUBaHHIO
MEeUUMHCKUX U3JeNHii;

0) cBeleHHS O JOKYMEHTax, MOATBEPXKAAIOIIUX HAIM4YHE Y COMCKATeNs
NMHIEH3HH Ha TmpaBe COOCTBEHHOCTH MJIM HHOM 3aKOHHOM OCHOBAaHUH,
MpeAyCMaTpUBalOIIEM IIpaBO BIAJEHHSs M [paBO IOJIb30BaHUA, CPEJCTB
HU3MepeHHi, COOTBETCTBYIOIIUX TpeOOBaHUSAM, NPEAYCMOTPEHHBIM cTaThei 13
®enepanpHoro 3akoHa "O06 obecrieyeHUH €UHCTBAa U3MEPEHHH", TEXHHYECKUX
CpencTB M 00OpYyIOBaHHUs, KOTOpbIE MNpPEeAYCMOTpPEHBbl MpHioXeHHeM Ne 2
K Hacrosuiemy Ilonoxxenuro;

B) PEeKBU3UTHl JOKYMEHTOB, IOJATBEPXAAIOIINX HaJIM4YHUE Yy COMUCKaTeNIs
JIMLIEH3HH CUCTEMBl MEHEKMEHTa KayecTBa, COOTBETCTBYHOILIEH TpeboBaHMIM
mexrocynapcerseHHoro ctanaapra 'OCT ISO 13485-2017;

r) cBeleHUd (PEeKBH3MTBI JOKYMEHTOB) O BBICIIEM WIH CpeJaHEM
npopecCUOHATBHOM  (TeEXHHYecKoM) o0pa3zoBaHuM, cTaxe paboTbl IO
CNELHABPHOCTH He MeHee 3 JieT M IOIMOJIHUTEJIBHOM IpodeccHOHaNbHOM
oOpa3zoBaHuH (MTOBHIILIEHHH KBalU(pUKALMK HE peXXe OAHOro pasa B 5 JerT)
B cdepe BbIMOMHAEMBIX pPaboT M OKa3blBaeMBIX YCIYr pabOTHHKOB,
3aK/JIIOYHBIIMX €  COMCKAaTeNleM  JIMIEH3UWH  TpYyZAOBBIE  JOTOBODHI,
OCYLIECTBIIAIONMIUX TEXHHYeCKOe 00CITy)KHBaHHe MEIULIMHCKUX U3JEeTIH.

10. B 3asBiIeHUH O BHECEHUH M3MEHEHHH B pPEeCTp JULEH3UHN TULEH3UAT
YKa3bIBaEeT:

a)B Cly4ae OCYLIECTBIEHHS JEATEIBHOCTH [0 TEXHHYECKOMY
00CIIy)KUBaHUI0O MEJUIMHCKHX M3AENHI MO aJpecy MecTa ee OCYyIeCTBIICHHS,
He MpeIyCMOTPEHHOMY B PEECTpe JIHLIEH3HH:

CBeJIeHHs, ColieprKalllie aApec MeCTa OCYLIECTBIIEHUS AEATENBHOCTH;

cBelieHHs (PEKBU3MTHI JOKYMEHTOB), MOITBEPXIAIOLIHME HalU4He Ha
npaBe COOCTBEHHOCTH HJIH HHOM 3aKOHHOM OCHOBaHHWH, NpeAdyCMaTpHBAlOLIEM
NpaBo BIAAE€HHsS W NpaBO MONb30BaHMs, 3JaHHH, COOpPYKEHHH, MOMELICHHMH,
He SABJIAIOLIMXCH 3JaHUSAMH, COOPYXEHHMSMH, NMOMEILICHUSIMH C Ha3HAYeHHUEM
"xunoe", Mo MeCTy OCYLIECTBJICHUsS JMUECH3UPYEMOTO BHOA IEATEILHOCTH
0 TEXHUYECKOMY 00CITYKHBAaHUIO MEAULIMHCKHUX HU3MEIINIT;

CBeJIeHHA O JHOKYMEHTaX, MOJATBEPXIAI0IUX HaJW4YHe Y JIMIEH3UaTa Ha
npaBe COOCTBEHHOCTH WJIM HMHOM 3aKOHHOM OCHOBAHHMH CPEICTB H3MEPEHMH,
COOTBETCTBYIOLINX TpeOGOBaHUAM, IpPeAyCMOTPEHHBIM cratbeit 13
®enepanbHoro 3akoHa "O6 obecneueHMH €IMHCTBA H3MEPEHHH", TEXHHYECKHX
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CpeAcTB M 00OpyHOBaHHS, KOTOpble IpELyCMOTpPEHbl NpHIOKEHHEM Ne2
K HacTtosiemy [lonoxenuio;

PEKBU3UTHl JIOKYMEHTOB, TMOATBEPKIAIOIIMX HAlWuMe Y JULEeH3HaTa
CHCTEMBl  MEHEI)KMEHTa  KayecTBa, COOTBEeTCTBywlIeli  TpeOoBaHHIM
MexrocyaapcrBeHHoro ctanaapta 'OCT ISO 13485-2017;

cBedeHUS (PEeKBH3HTHl HOKYMEHTOB) O BBICIIEM HIH CpPEJHEM
npodecCHOHAIBHOM (TexHHYecKkOM)  0Opa3oBaHUH, cTaxxe  paboOTHI
[0 CHENHAILHOCTH He MeHee 3 JIeT W TOTOIHHUTENBEHOM IpodeccHOHATBHOM
obpa3zoBanuy (TOBBIIIEHHH KBaTHGHUKAIMM HE pexXe OJHOro pasa B 5 Jer)
B cdepe BHINOJHAEMBIX padOT H  OKa3bIBaeMBIX YCIyr pabOTHHKOB,
3aKIIOYMBIIMX C JIMIEH3WATOM TPYJIOBBIE JOTOBODPHI, OCYLIECTBIISIOLIMX
TeXHHYeCKOoe 00CNTy)KMBAaHUE MEIULIUHCKUX U3EIHH;

6) B ciy4ae HaMepeHHs JIMIEH3HaTa BBINOJHATE paboThl, OKa3blBaTh
YCIYTH, COCTABISIOLIME JIULEH3UPYEMbIH BUJ AEATENBHOCTH 110 TEXHUYECKOMY
OOCITY)KHBAaHUIO MEJULMHCKHUX M3IeNHH, He MpedyCMOTPEHHBIE 3alMUChiO
B peecTpe JULEH3UH:

cBejlleHHs o paboTax, yclyrax, COCTABISIIOIIUX  JeATEIbHOCTH
10 TEXHHYECKOMY OOCIY)KHBaHUIO MEIHLIMHCKUX HM3[EIui, KOTOphIe JTHLEH3HaT
HaMepeH BBITNIOJHATh, OKa3bIBaTh;

CBeJIeHHA O JOKyMEHTaX, MOJATBEPXKJAIOUIUX HaJIM4YHe Y JIMLEH3MaTa Ha
npaBe COOCTBEHHOCTH HMIJIM WHOM 3aKOHHOM OCHOBaHHMH CpEICTB M3MEPEHHH,
COOTBETCTBYIOLLHUX TpeOOBaHUSM, IpenyCMOTPEHHBIM craTbe 13
denepanpHoro 3akona "O6 obecrieueHUH eIWHCTBA U3MEPEHHIN", TEXHHYECKHX
CpeacTB M O0OpyINOBaHHS, KOTOpblE IPEIyCMOTPEHHl TNpHIOXeHHeM Ne2
K HacTod1eMy llonoxenuro;

PEKBU3UTBl JOKYMEHTOB, IOATBEPXKIAIOIIUX HajJW4Me Y JIHIIEH3Hara
CHCTEMBl  MEHEDKMEHTa  KauecTBa, COOTBETCTBYIOILeH  TpeboBaHHAM
mexrocynapcrBeHHoro cranaapta 'OCT ISO 13485-2017;

cBelleHUS (PEeKBH3UTHl JOKYMEHTOB) O BBICIIEM MM  CpPEOHEM
npoecCMOHAIBHOM  (TeXHHYeckoM) oOpa3oBaHMH, CTaxe paboTel IO
CHELMaTbHOCTH HE MeHee 3 JIeT M JOIMOJHUTENBHOM Hpo(eCcCCHOHATBHOM
oGpazoBanuK (MOBBILUEHHH KBaJIHM(UKALMM HE pexXe OJHOro pasa B 5 JIeT)
B cdepe BHINONHAEMBIX paboT M OKa3blBAEMBIX YCIYr pabOTHHKOB,
3aKJIIOUMBIIMX C JIMIEH3WATOM TPYJAOBBIE JOTOBODPHI, OCYLIECTBIISIOIIMX
TeXHUYECKOe 00CTy)KMBaHHE METULIMHCKUX U3JEITUH.

11.Tlpu mnonaue 3asBlIeHHs O MpPEJOCTABICHHMH JIMUEH3MH (BHECEHHH
H3MEHEHUH B peEECTp JHUEH3UH) IOPUAMYECKMM JIMIOM, HHIMBHIYaJIbHBIM
NpeanpUHUMATeIeM WIH (QH3UYECKUM JIMLOM, MpPEACTAaBISAIOLMM HHTEPECH
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IOpUIUYECKOro JiMLa (MpH HajlW4YUMM COOTBETCTBYIOIIMX [1OJHOMOYHMH Y
¢dbu3MHecKoro NHIA), TaKoe 3asiBJIEHHWE MOXET ObITh MOJINHCAHO YCHUJIIEHHOH
KBATU(HUIIUPOBAHHOM 3JIEKTPOHHOH NMOANHUCHIO.

3asaBneHUe O NMpeNOCTaBICHUH JULEH3UU (BHECEHHH U3MEHEHUH B peecTp
NUIeH3H ), KOTOpoe MoJaeTcsl GU3HYECKHUM JIHIIOM, TOAMUCHIBACTCS YCHICHHOM
HeKBaJIMQUIMPOBAHHONK  JJICKTPOHHOM  HOIMMUCHIO, CEepTHHUKAT  KiIIO4Ya
NPOBEPKH  KOTOPOH co3laH M MCHOJB3yeTcs B MHQPACTPYKType,
obecneyuBaroLICH MH(GOPMAILIMOHHO-TEXHOJIOTUYECKOE B3aMMOJIEHCTBHE
HH}pOPMAITHOHHBIX CHCTEM, HCIIONBb3YEMBIX ISt IpelOCTaBICHHU
rocyJapCTBEHHBIX ¥ MYHULIMNAJIBHBIX YCIYT W HCIIOJHEHUS rOCyAapCTBEHHBIX
H MYHHITHIIATBHBIX QYHKIMHA B 3JIEKTPOHHOH dopme.

12. JluueH3upylOIUUH OpraH OCYLIECTBISET OLEHKY COOTBETCTBHS
COMCKAaTeNsl JIMUEH3UM JULEH3MOHHBIM TpeOOBaHHUAM M INPHUHHUMACT pPEIICHHE
O MpeOCTaBJICHUH JIMLIEH3UH WM 00 OTKaze B ee MpelOCTaBICHHH B CPOK,
He npeBblIAOIUKA 15 paboumx pOHEN cO OHA TMOJIY4YeHUs 3asBIICHHUA
O MpPEeIOCTAaBJICHHUU JIMLEH3UH TMOCPEACTBOM (elepalbHON TOCyAapCTBEHHOH
HHGOPMAIHOHHOM CHUCTEMBI "Enunbin ropTal rocyIapCTBEHHBIX
1 MYHHIUTAIBHBIX YCIyT (QyHKIUN)".

BHeceHHe U3MEHEHUH B peecTp JIMUEH3UH B CIy4asX, MPeAyCMOTPEHHBIX
nyHktoM 10 Hactoswero IlonoxeHus, OCYyIIECTBISETCS JHULIEH3UPYIOLUM
OpraHoM B CpOK, He mpesbllialoli 13 pabounx AHed co OHA MOIy4YeHHs
nocpeacTBoM ¢elepalbHO rocyapcTBEeHHOM HHGOPMALMOHHOW CHCTEMBI
"EAMHBIA TMOpTal TOCYJapCTBEHHBIX M MYHHIMIANBHBIX ycinyr (byHKuui)"
3asBJIEHUS O BHECEHUH U3MEHEHHI B PEECTP JIMLIEH3H.

13. OuleHKka COOTBETCTBHUSI COMCKAaTeNid JMUEH3WHM HIH JIMLEH3HaTa
JHULIEH3MOHHBIM TpeOOBaHUSAM OCYILIECTBIAETCS JIHUEH3UPYIOLIUM OpPraHoM
B COOTBETCTBHH co cTaTheil 19' ®enepanbHOro 3akoHa "O JIHIEH3UPOBAaHUHU
OT/IEJBHBIX BHAOB HEATEJIBHOCTH" HAa OCHOBAaHHWH PEUICHHS YIIOJTHOMOYEHHOIO
JIOJDKHOCTHOTO JIMLA JIMUEH3UPYIOLLEro OpraHa.

OlleHKa COOTBETCTBHS  COHCKaTeNls JIMIEH3WM HIM  JIMLEH3HaTa
JULIEH3UOHHEIM TpeOOBaHUAM NPOBOAUTCS B GOpMe BBIE3THOHN OLEHKH.

14. TIpy mnpoBeJeHUU OLICHKA COOTBETCTBUS COMCKATENs JIHLEH3HH
(MulleH3WaTa) JIMLIEH3HOHHBIM  TpeOOBaHHWAM  JIMLEH3HPYIOLUMH  OpraH,
3aNpalllMBaeT y COMCKATells JTHULEH3UH (JHUeH3HaTa) (€ClIM OHU He MOTYT OBITh
NoJy4eHbl JIMUEH3HPYIOLUIMM OpraHOM 4Yepe3 CHUCTEMY MEXBEIOMCTBEHHOIO
3JIEKTPOHHOTIO B3aMMOJEHCTBHUA) CIIeNYIOLINE JOKYMEHTBI:

a) NOATBEPXKJAIOIKHE HalMyMe Ha MpaBe COOCTBEHHOCTH HIH HHOM
3aKOHHOM OCHOBaHHMH, IpeIycMaTpUBAalOLIEM [IpaBO BJIaACHHS U IPaBo

21111840.doc



NIOJIG30BaHHUs, 3aHUH, COOPYXKEHU, OMEIIeHUH, He SABIAIOLMXCS 3MaHUSIMH,
COOpYXXeHHAMH, I[IOMElIeHHSIMH C Ha3HaueHHeM 'xuioe", 1m0 MecTy
OCYUIECTBJICHUS JIMLEH3UPYEMOro BHIA [JEATENBHOCTH M0 TEXHHYECKOMY
00CITy)KHBaHHIO METUIIUHCKUX U3IENUH;

0) moaTBepXKAAIOLIME HAJIUYUE Yy COMCKATENs JIUUEH3UU (JIMLEH3HaTa) Ha
npaBe COOCTBEHHOCTH MJIM HHOM 3aKOHHOM OCHOBAHHH, NpeLyCMaTpHBAIOLIEM
NpaBo BJIAZICHHUS U [IPaBO N0JIB30BaHMS, CPEACTB U3MEPEHUH, COOTBETCTBYIOLINX
TpeOOBaHUSIM, NpPEeXyCMOTpPEHHBIM  cTaTheid 13  PenepaibHOro  3aKoHa
"O6  ofecrieyeHMHM  €IMHCTBa  HM3MEPEHUH", TEXHHYECKHX  CpEJICTB
1 o00py0BaHUSA, KOTOPhIE NMPENYCMOTPEHBI NMPUTIOXKEHHEM Ne 2 K HACTOALIEMY
[Monoxenuio;

B) NOATBEP)KJAIOIIME HAJMYUE Y COUCKATeNns INULEeH3Wd (JIMLEeH3UaTa)
CUCTEMBbl  MEHE/DKMEHTa  KayecTBa, COOTBETCTBYIOLIEH  TpeGOBaHUAM
MexxrocynapcteerHoro craiaapra FOCT ISO 13485-2017,

) NOATBEPXKAAIOLIME Hanu4ve y pabOTHUKOB COHMCKATens JIHULIEH3UH
(MMueH3MaTa), 3aKIIOYUBUIMX C COUCKATENEM JIMLEH3UH (JIMLEH3HaTOM)
TPYZAOBBI€  [IOTOBOPbI, OCYIIECTBISIOIIMX TEXHUUYECKOe 0OCIy)KHBaHUE
METULHHCKUX H3JeNuH, cTaxa paboThl MO CHELHAIbHOCTH He MeHee 3 JeT,
BBICIIETO WJIK CPENHEero Nnpo¢ecCUOHANBHOro (TEXHHUYEeCKOro) obpa3oBaHus, U
JIOTIOJIHUTENBHOTO npodeccHOHANBHOTO oOpazoBaHuUs (noBbILIEHUS
KBalM(pUKaALIUK HE pexe OAHOro pasa B 5 JieT) B cdepe BBINOTHAEMBIX paboT
M OKa3bIBaEMBbIX YCIIYT.

15. TlpoBegeHre OLIEHKH COOTBETCTBHS COUCKATeNsd JIMUEH3HH WM
JUIEH3WaTa JIULEH3UOHHBIM TpeOOBaHUSAM BO3MOXKHO C HCIIONb30BaHUEM
CpelCTB AUCTAaHLIMOHHOIO B3aUMOJAEHCTBHUS, CPEACTB (OTO- U BHAEODUKCALIUHY,
BUJI€0-KOH(bEPEeHII-CBA3H B CIEAYIOLUX CITydasiX:

a) yrpo3a BO3HUKHOBEHHs], BOSHUKHOBEHHE U JIMKBUJALUS Ype3BbIYaiHOM
CUTyallud W (UJId) BO3HUKHOBEHHUE YTpO3bl PACHPOCTPAHEHHSA 3MUAEMHYECKUX
3a00JIeBaHUMH, MPEICTABISIOLINX OMACHOCTH JUIsl OKPY’KaIOLIUX, 3a00yieBaHUN U
MOPaXXEHUH, TOJYYEeHHBIX B pe3yJbTare BO3JEHCTBUS HeOIAronpUATHBIX
XMMH4YECKHX, OHOJIOrMYECKHX, pagHallHOHHBIX (PaKTOPOB;

0) BOBHUKHOBEHUE  OOCTOSTENBCTB  HEMPEOAONMMOM  CHIBl  HIIU
0OCTOATENBCTB, HE 3aBHCAIIMX OT BOJH CTOPOH, KOTOpBIE€ HECYT YIpo3y
NPUYHHEHHUS Bpela )XH3HH U 37I0POBbIO COTPYAHHUKOB JIMLIEH3UPYIOILEro opraHa.

16. Ecitu B XoJe OLIEHKM COOTBETCTBUSL COUCKATENs JIMLIEH3UH WIH
JMULEH3HATa JIHIEH3UOHHBIM TpeOOBaHWAM OCYIIECTBISUIHCH  (GOTOCHEMKA
U (WIM) BHUAEO3alMUCh, TO 00 ITOM JeaeTcs OTMETKa B aKTe OLEHKH U
NOAMKMCAHUE TAKOrO aKTa PYKOBOOUTEJIEM, WHBIM JOJDKHOCTHBIM JIMLIOM HIIH
YIIOJHOMOYEHHBIM TpeJCTaBUTEIEM COUCKATeNsA JIMLEH3UH (JIMLEeH3Mara) He
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TpeOyeTcsa. B 3TOM ciiydae marepuansl GOTOCHEMKH W (MIM) BHAEO3AIHCH
NPUJIAraroTCs K aKTy OLIEHKH.

17. Tlopsiaok ocyiiecTBiIeHUs HOTOCHEMKH, ayAHO- U (UJIM) BUAEO3AIUCH,
B XOJI¢ TPOLEAypbl OLEHKH COOTBETCTBUS JIMLIEH3HOHHBIM TpeGOBaHUAM
BKJIIOYAET B ceOs:

yKa3aHM€ COHMCKaTeJleM JIMLEeH3UM (JIMLEH3WaTOM) B  3asBJIEHHH
O IpPEeNOCTAaBIEHUM JHLEH3UH (O BHECEHMHM WU3MEHEHHUH B pEecTp JHULEH3HI)
CBEICHUH O HAJIWYMM TEXHUYECKOH BO3MOXHOCTH TPHUMEHEHUSA IpH
NPOBEJEHHN OLICHKH COOTBETCTBUS JIMIEH3UOHHBIM TpeOOBaHUAM CPEACTB
JUCTaHLIMOHHOTO B3auUMOJENUCTBUS, cpelcTB (oTo- U BUAcOGUKCALIMH, BUICO-
KOH(EPEHLI-CBSI3M C BO3MOXHOCTBIO HACHTH(PHUKALUM COUCKATeNs JULEH3UH
(muuensuara) uepe3 (QeaepanpHyl0 TOCYAApPCTBEHHYIO HWHGOPMAIMOHHYIO

cucteMy "EnuHas  cucreMa — UIeHTH(QUKAUMKU W ayTeHTHHUKaUuUs
B uHbpacTpykType, obecneuuBatomieii HHOOPMAIHOHHO-TEXHOJOTHYECKOE
B3aHMOJIEHCTBHE UH(POPMALIMOHHBIX CHCTEM, HCIIOJIb3YEMBIX TS

NpPeNOCTaBIEHUs FOCYJapCTBEHHBIX M MYHHIMIAIBHBIX YCIYI B 3JEKTPOHHOH
dopme";

OPUHATHE JOJDKHOCTHBIM JIMIIOM JIMLICH3UPYIOILIETO OpraHa peuieHus
O NMPOBEJICHHUS OLEHKH COOTBETCTBHS COMCKaTeNsd JMLEH3WH (JIMLEeH3UaTa)
JIULICEH3UOHHBIM TpeOOBaHUAM B JUCTAHIMOHHOH QopMe cC npUMeHEHHEM
$hoTOCHEMKH U (MITH) BUIEO3AITHCH;

H3BEICHHE COMCKATENs JIMLIEH3UH (JIMLeH3uaTa) O BeJeHHUU (POTOCHhEMKH
U (WIM) BHUAEO3aNMCH B CJIy4ae OCYLIECTBIECHHUS OLEHKH COOTBETCTBHUA
JIULIEH3HOHHBIM TpeOOBaHUAM B TUCTAHIIUOHHOM popMe;

BHECEHHE B aKT OLEHKM COOTBETCTBYIOLIECH HHpOpMaLMH O BEACHHH
$hOTOCHEMKH U (MJIM) BUIEO3AIHCH;

obecrieueHue COXPaHHOCTH UHpOpMaLIUH, NOJIy4Y€HHOH
C HUCIOJIB30BaHHEM (POTOCHEMKH (HUJIH) BUACO3ANUCH.

18. Ilpy mpoBeneHHUs OLIEHKH COOTBETCTBHS COMCKATENs JHUUEH3HU WU
JNHIIEH3MaTa JIHIEH3HOHHBIM TpeOOBaHUAM JIMLEH3UPYIOMIMA OpraH MOXeET
NpUBJIEKaTh K TIPOBEJCHHIO TAaKOM OLIEHKH HE 3aUHTEPECOBAHHBIX B €€
pe3ynbTaTax JKCIepTOB WM JKCIEpPTHBbIE OpraHW3aliH, aKKpPEAUTOBAaHHBIE B
COOTBETCTBHUH C 3aKOHOaTeIsCTBOM Poccuiickoil @enepanuu 06 akkpeauTaliu
B Hal[HOHAJBHOH CHCTEME aKKpeOMTallM{, a TaKXe IOJABEAOMCTBEHHEIE
JMILIEH3UPYIOLIEMY OpraHy OpraHU3alUH (Jlajiee - SKCIepTHhIE OpraHU3aliK) 110
MECTY OCYILIECTBIEHHS AEATENbHOCTH IKCIEPTA UK 3KCIIEPTHBIX OpraHu3alMii.

[IpuBieYeHHe SKCMEPTOB M 3KCMEPTHBIX OpPraHHU3aliMi OCYyILEeCTBISAETCS
Ha Oe3BO3ME3THON IS COMCKATeled JULEH3MH K JIMLEH3UAaTOB OCHOBE Ha
OCHOBaHHH pelIeHus JIMLEH3UPYIOLLErO oprasa, MIOATIMCaHHOIO
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YIIOJIHOMOYEHHBIM IOKHOCTHBIM JIMLIOM JIHLIEH3UPYIOILEro OpraHa, B KOTOPOM
yKasbIBalOTCS (aMUIMK, HMMeEHa, oTyecTBa (NP HAIMYMH) TNPHBIEKAEMBIX
9KCIIEPTOB UJIM HAUMEHOBaHHS JKCIIEPTHBIX OpraHU3allti.

Pesynbratel OLEHKH COOTBETCTBHUS COMCKATENsA JIMUEH3HM  WIIH
JMLEH3HATa JULIEH3UOHHBIM TpeOoBaHUAM OGOPMIIIIOTCS aKTOM OLIEHKH.

MHeHHs  3KCNEpPTOB, JKCIEPTHBIX OpPraHH3alMii O COOTBETCTBHH
(HECOOTBETCTBHM) COMCKATeNsl IHLEH3WH WM JIMIEH3HATa JHMIEH3HOHHEBIM
TpeOOBAaHMUAM H3NAralOTCs B CIpaBKe (IKCHEPTHOM MHEHHH), MOAIUCAHHOM
3KCTEepTaMu M (MJIHM) YHNOJTHOMOYEHHBIMH JOKHOCTHBIMU JIMLAMH 3KCIIEPTHBIX
OpraHU3alui, KOTopas NpHIaraeTcs K aKTy OLEHKH.

B cnydae BbIABICHHS HECOOTBETCTBHS COMCKATeNs JIHUEH3UH WM
JIMIIEH3MaTa JIMIEH3HOHHBIM TpeOOBaHUSAM B aKT€ OLIEHKH YKA3bIBAETCH, KAKHM
HMEHHO JIMLEH3MOHHBIM TpeOOBaHUSM HE COOTBETCTBYET COUCKATEND JIMLIEH3HH
HIM JIMLIEH3HAaT ¥ KaKUM HOPMAaTHUBHBIM IMPABOBHIM aKTOM (C yKa3aHHMEM €ro
CTPYKTYpPHOH €IMHHLIbI) TAKOE JIMLIEH3HOHHOE TpeOOBaHHE YCTaHOBIIECHO.

19. Ouenka CcOOTBETCTBUS JIMLIEH3HATa JIMLEH3HOHHBIM TpeGOBaHHUAM
HE TIPOBOAMTCS B Clydae, €cJIH H3MEHEeHHEe MeCTa OCYILLIECTBICHHA
JTUIEH3UPYEMOTO  BHAA  ACATEJBHOCTH  BBI3BaHO  I[l€pEHMMEHOBAHHEM
reorpapuyeckoro 00beKTa, MEPEUMEHOBAHHUEM YJHIBI, IUIOIIAAHM WK HHOM
TEPPUTOPHH, HU3MEHEHHWEM HyMepallud OOBEKTOB ajpecalyd, B TOM 4YHCIE
NIOYTOBOTO HMHJEKca. BHeceHHe HW3MeHEeHUH B peecTp JHUIEH3UWH B yKa3aHHOM
cly4yae, a TaKxe B cClydae H3MEHEHHs MecTa HaxXOXAeHHs JIMLEeH3haTa -
IOPUAMYECKOrO JIMLA, MeECTa JXUTENbCTBA JHIEH3HaTa - HHAMBHIYAJIBHOTO
npeANpUHUMATENIs, BEI3BAHHOTO NIEPEHMEHOBaHHEM reorpadu4eckoro oobekTa,
NepeMMEHOBAaHHEM YIMILBI, TJIOLIAAH WIH HHOHW TEPPHUTOPHH, H3MEHEHHEM
HyMepalud OOBEKTOB aJpecallid, B TOM YHCJIE IIOYTOBOrO HHIEKCA,
OCYLUECTBISIETC B COOTBETCTBUM C YyCTaHOBIEHHBIM [IpaBUTesNbCTBOM
Poccuiickoit ®Penepanun mnopsakoM GOpMHPOBaHMS W BeACHHS peecTpa
JIALIEH3UH.

20.Ilpy mnpoBeAeHUH OLEHKHM COOTBETCTBUS COMCKATENs JIMLIEH3UH
(lMLleH3HaTa)  JIMLEH3HOHHBIM  TpeOOBAaHMAM  JIMLEH3UPYIOIHMH  opraH
3ampammBaeT HeoOXOOHMBbIe IUIS NPeNOCTaBIEHHS TOCYHApCTBEHHBIX YCIYr B
006J1acTH MULEH3UPOBaHMs CBeJIEHHUS, HAXOASIIHeCs B paclopsHDKEHHH OpraHoB,
MPEeOCTABIAIOIINX TOCYAapCTBEHHbIE YCJIYTH, OPraHOB, MHPENOCTaBIISIOLINX
MYHHUUNATBHBIE YCIIYTH, HHBIX FOCYyAapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO
CaMOyIpaBJieHusi JIMOO MOABEIOMCTBEHHBIX TOCYIapCTBEHHBIM OpraHaM HIIH
opraHaM MeCTHOI0 CaMOYIIpaBJi€HUs OpraHU3aluil, B NOPAAKE, YCTAHOBICHHOM
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®enepanbHbIM 3aKoHOM "OO0 opraHM3alMH NPEAOCTaBIEHHS I'OCYAapCTBEHHBIX
¥ MYHULMNAIbHBIX yCIyr'".

21. JInueH3upyromun opras pa3MelaeT B (dhenepanbHoO#
rocyIapCTBeHHOH HHGPOpMalHOHHON CHUCTEME "EnuHbIit nopTa
FOCYIApPCTBEHHBIX W MYHHULMNAIBHBIX ycayr (¢yHKuui)" B mopsake,
yctaHoBieHHOM [lpaButensctBoM Poccuiickod ®enepauuu, CBEIEHUA O XOAE
NPUHATHS UM pelleHHUsl O NPeJI0CTaBIeHUH JIHMLECH3NH UM BHECCHHH U3MEHEHHH
B peecTp JULEH3HH, a TaKXKe O NMPOBEACHUH OLICHKHM COOTBETCTBUS COMCKATENA
JUIEeH3uy  (JIMIeH3UuaTa) JIMUEH3HOHHBIM TpeOOBaHMAM B COOTBETCTBHH
co crarbeii 19' MemepansHoro 3akoHa "O NHIEH3MPOBAHHH OTAENBLHBIX BHIOB
JNeATENBHOCTH" M OLEHKHM coOimofeHHs B paMmkKax — (eepaibHOro
rocyIapCcTBEHHOTO KOHTPOJIA (Haa3opa) 3a oOpalleHHeM MeJUIIMHCKUX U3ACITUN
JIMIIEH3HAaTOM YKa3aHHbBIX TpeOOBaHUH MpPH OCYLIECTBICHHUHU AECATENIBHOCTH MO
TEXHUYECKOMY OOCITY>KUBaHUIO MEIULIMHCKUX H3ACIHH.

22. JIluueH3dss CcuYMUTaeTCs [MPEeJOCTABIEHHOM ¢ MOMEHTa BHECEHHS
YIOJHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM JIMLICH3UPYIOLUEro OopraHa B peecTp
JIU1IEH3UH 3allUCH O NPEIOCTaBICHUH THLIEH3UH.

23. NudopManus, OTHOCAIIAsACS K OCYLIECTBICHHIO MAEATEIBHOCTU IO
TEXHUYECKOMY OOCHY)XKMBaHUIO MEIMIMHCKUX H3ACIUH, IpeayCMOTpeHHas
yactamMu | u 2 crareu 21 @enepanecHoro 3akoHa "O JNHMIIEH3HPOBaHHH
OTIENbHBIX BUIOOB JEATENIBHOCTH", pa3Meliaercs Ha OQUIHMAIBHOM caiiTe
JIMLEH3UPYIOLLETO OpraHa B HHGOPMallMOHHO-TEIEKOMMYHHKAllUOHHON CETH
"UnrtepHer".

Joctyn k oOuenocTynHod HHQOpMalMH, COIEpXKalleicss B peecTpe
JULEH3MH, ofecrneynBaeTcsl JIMUEH3UPYIOLIMM OpPraHoM IIOCPEACTBOM €€
pasMellleHHss B HMH(OPMALMOHHO-TENIEKOMMYHUKallMOHHOH ceTH "HMHTepHer",
B TOM 4Hcie B ¢GopMe OTKpBITHIX JaHHBIX. JlaHHBIE O JIMUEH3MAX,
coJiep)Kallliecs B peecTpe JHIEH3UH, MOMy4aroT CTaTyC OTKPBITHIX JaHHBIX MPH
BHECEHMH COOTBETCTBYIOILEH 3amUCH B PEECTp JNHULEH3HH, KOTOpBIH Beaercs
B 3JIEKTPOHHOM BHJE.

AxTyanbHas WHGOpPMaLUsA U3 peecTpa JHLEH3UH NOoKHA O0TOOpaXkaThCs
B HHPOPMAaLIMOHHO-TEICKOMMYHHKAIlIMOHHOR ceTH "HIHTepHeT" B pexume
peaJbHOro BpeMeHW JHOO mokHa ObITh OTOOpakeHa B HMH(GOPMALIMOHHO-
TeJIEKOMMYHUKaLMOHHOH ceTH "MHTepHeT" He mo3aHee 5 MMHYT ¢ MOMEHTA
BHECEHUs U3MEHEHHI1 B peecTp JIMLICH3UH.

24. OueHka co0MoieHN THIIeH3UaTaMU JIMLIEH3HOHHBIX TPpeOOBaHHUH TPH
OCYLIECTBJIEHHH  JeATENbHOCTH MO  TEXHHYECKOMY  OOCIIyXHBaHHIO
MEIMLUMHCKUX  H3JeNHHd  OCYLIECTBIseTcs B  paMKax (eaepaibHOro
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roCyJapCTBEHHOrO KOHTpons (Haa3opa) 3a oOpalleHHEM MEIHLMHCKHX
U3JETUH.

25. [IpeacraBneHne couckaTeneM JIMLEH3UU 3asBI€HUS U JIOKYMEHTOB,
KOTOpble HeOOXOAUMBI [ MOJIy4EHHUs JHLEH3UH, UX MPHEM JIHLIEH3UPYIOLLIHUM
OpraHoM, MpHUHSATHE JHMIEH3UPYIOUIMM OPraHOM pELIEHHUS O INPEeNOCTaBIECHHU
nuueH3un (06 oTkase B MPENOCTABICHUM JIMUEH3MH), BHCCCHUM M3MEHECHHH B
peecTp JTHLEH3UH, IPHOCTAHOBICHUH HJIM BO30OHOBJIEHUHU NEHCTBUS JTULEH3UH,
a Tak)Xe BelJeHME peecTpa JMUEH3UA U [PENOCTABICHHE CBEACHMIA,
coliep)KallluXcsi B peecTpe JIMLEH3UH, OCYIIEeCTBIsAETCS B  MOPAIKeE,
ycraHoBiieHHOM ®enepaibHbIM 3akoHOM "O JIMLEH3UPOBaHUM OTAENbHBIX
BUJOB JIEATEIBHOCTH" .

26.3a npenocTaBleHHE JHLEH3WM, BHECEHHE W3MEHEHUH B peecTp
JULEH3UH Ha OCHOBaHHWHM 3asBJIEHHS] O BHECEHHU U3MEHEHUH B peecTp JIMLIEH3U
yIUTauUBaeTCs rocyJapCTBEHHasl IOLUIMHA B pa3Mepax M MOPsAKE, KOTOphIE
YCTaHOBJIEHBbI 3akoHoAarenbcTBoM Poccuiickor ®enepauuum © Hajnorax u
cbopax.

["ocynapcTBeHHast MOLLIMHA 33 BHECEHUE U3MEHEHUH B peecTp JIMLICH3NH
He YIUIAaYWBAETCs, €CIM BHECEHHWE U3MECHCHHI B peecTp JIMLEH3UH B cllydasX,
npenycMoTpeHHbIXx PenepaibHbIM 3aKkoHOM "O JHIIEH3UPOBAHUU OTAENBHBIX
BHJIOB JEATENBHOCTH", OCYIIECTBIAETCS JHIIEH3UATOM CaMOCTOSITENIBHO.
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[TPUJIOXEHHE Ne 1
K [TonoxeHuIo 0 NULIEH3UPOBAHUHU
AEATENBHOCTH N0 TEXHUYECKOMY
00CITy>)KMBaHHIO MEIMIIMHCKUX U3IETHHA
(3a UCKITIOUEHHEM ClTy4as, eClIU
TEXHUYeCKoe 00CIIy)KHBaHHUE
ocyilecTBisAeTcs 1) obecrneyeHHs
COOCTBEHHBIX HYXJ IOPUIHUYECKOTO JIHLa
WIN UHAUBHAYAIBHOTO IIpeANIPUHUMATE]LA,
a TaKxe ciy4yas TEXHHYECKOro
obcy)XUBaHUS MEIULIMHCKUX U3AEIIHH
C HU3KOM CTENEHbIO MOTEHIHATBHOTIO
PHCKa UX MPUMEHEHU )

NEPEYEHD

BbLINMMOJITHACMDbIX pa60T, OKa3blBACMBbIX YCJIYT B COCTaBe A€ATC/ILHOCTH
o TEXHHYECKOMY OGCJIY)KHBaHHIO MEIHUHHCKHX H3deTHiH
(33 HCKJIIYECHHEM cJ1ydad, €CJIH TEXHHYECKO€ oﬁcnymusanue
OCYHIECTBJISETCH AJIA oGecneyeHHs1 COOCTBEHHbIX HYXA OPHIHYE€CKOro
JIHUA HJIH HHAMBHAYAJIBLHOIO NpeANpHHHEMATE/IH, 2 TAKXKe CyYaf
TEXHHYECCKOIo OﬁCle)KHBaHHH MEeIHIHHCKHX H3JeJIHH ¢ HU3KOH CTeneHb1o
NOTEHUHAJBHOI0O pPHCKAa HX npumeuemm)

1. TexHuueckoe OOCIY)XXHBaHHE CIEAYIOIIMX TPyNIl MEIHIIMHCKHX
U3 (KpoMe MpOrpaMMHOrO OOECTeUeHus, ABJISIOIIErocs MeEIHLIMHCKHM
U3eJIHeM) Kilacca 2a NOTEHUHAJIbHOTO PUCKA IPUMEHEHHUS

opToneauyecKue MEIUIIMHCKUE H3ENN;

racTPOIHTEPOJIOTHUYECKHE METULIUHCKUE H3AENHUS,

peabWIMTAHOHHBIE M aJalTHPOBaHHBbIC JJII WHBAMIOB MEIMIHHCKHE
H3JeNns;

MeIULMHCKHE H3Aeus [ IUIaCTHYECKOW XUpYprHH, IOepMaToJIOruu
H KOCMETOJIOTHH;

BCIIOMOrarTesibHble U 00111e00IbHUYHBIE MEAULIMHCKUE U3IEIINA,

CTOMATOJIOTHYECKHE MEIUIIMHCKUE U3CITHS;

aHECTE3HOJIOTHYECKHE U PECTTUPATOPHBIE MEAULIMHCKHE H3EITHS,

HeHpoJIoTHYecKre MEAULIMHCKHE U3JIETIH,

CeplIe4HO-COCYAUCThIE MEAULIMHCKUE HU3JIENHS,
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o¢TaNbMOJIOTHYeCKHe METUIITHCKHE U3AENTUs;

MEJULMHCKHE U3JIeNINs 1Ji1 OTOPUHOJIAPHHIOJIOTHH;

¢u3noTEepaneBTHYECKHE MEANLIUHCKHE H31EIINS;

MeAULIMHCKHE H3AENTUs )i in vitro TUarHOCTHKHY;

MEIUIMHCKUE U3JeNHs AJi aKylIEpCTBA U TMHEKOJIOTHY;

ypOJIOTHUYECKHE MEAULIMHCKUE U3/IETUs;

pagHoOJIOTHYECKHe MeIUIMHCKHUE H3Jenus (B 4acTH oOopyAoBaHUs s
yJIbTPa3ByKOBOI'O UCCIIEAOBaHMS );

panuoNorHyeckue MeJULMHCKUE u3fenus (B HacTH obopyldoBaHMsA A
MAarHMTHO-PE30HAHCHOH ToMorpaduH).

2. Texuuyeckoe 0O6C/IyXMBaHWE TpyNIl MEIULIMHCKUX H3JeIui (Kpome
IporpaMMHOro oOecrnedeHusi, ABJIAOIIErocs MEIULMHCKUM  H37eIHeM)
KJj1acca 20 MOTEeHUHaIBHOTO PHCKA TPUMEHEHHUA:

XUpyprudeckue  HMHCTPYMEHTBI, CHUCTEMBl U COIyTCTBYIOLIHE
MEIUIIUHCKHE U3JENHS;

MEIUIMHCKHE W3OENUs IS TUIaCTHUYECKOW XWUPYpTUH, AepMaToJIOTHH
U KOCMETOJIOTHH;

CepJIeYHO-COCYANCThIE MEAULIMHCKHE U3JIENHNS;

MEIULUHCKHE W3AeTUs [JIsi MaHUIYJALMH, BOCCTAHOBJICHHS TKaHEH,
OpraHOB Y€JIOBEKa,;

o TaTEMONIOrHuecKre MeJUIIUHCKUE H3AETUs;

dbu3HOTEpaneBTUYECKHE MENULIMHCKHE U3EITU;

MEIUIIMHCKHE U3JENHs JAJI aKylIepCTBa U THHEKOJIOTHH;

AHECTE3HOJIOTHYECKHE U PeCIIUpPaTOpPHbIEe MEIULIMHCKHE U3/1eHs;

pagvoNioTHUYECKHe MeJULMHCKHE u3fenus (B 4acTH oOOpyINOBaHHMA Ui
yJIBTPa3BYKOBOTO UCCJIEIOBaHUA);

pPaaMoJIOTH4EeCKHe  MENULMHCKHE  M3fenus (B 4acTH  ramma-
JHArHOCTHYECKOro, raMMa-TepareBTHYecKoro obopynoBaHHs U 3MHUCCHOHHOH
ToMorpadun);

paguoIorH4eckie MeAHUHHCKHE H3fenus (B 4actd obopynoBaHMs s
MarHUTHO-PE30HAHCHON TOMOTpaduHn);

paaHoJIOTHYeCKHe MeIULMHCKHE H3jenus (B 9acTd o0OpyNoBaHMs s
pEHTreHOTepanuu);

pPaJHOJIOTHYECKHE MEOUIMHCKHE H3Jenus (B HacTH DPEHTI€HOBCKOTO
oGopynoBaHus 1Ji1 KOMITBIOTEpHOR ToMOrpa(uu H aHruorpadun);

paJIMOJIOTHYECKHE MEAULMHCKHE H3Jenus (B 4acTH oOOpyAoBaHHsA A
peHTreHorpa¢uu U peHTTCHOCKOIIHH),

ypOJIOTHYECKHE MEAULIMHCKUE U3IEIIUs,
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MeIUIIMHCKHE H3IeNHs, peJHa3HaueHHbIe A adepesa.

3. Texnuyeckoe o6GCIy)KHBaHHE IPYNN MEOWLMHCKUX H3OENHUH (Kpome
IpOrpaMMHOro obecrieyeHus, SIBIAIOIIEerocs MeIMIMHCKUM H3aendeM) Kiacca 3
NOTEHILHATBEHOrO PUCKA IPUMEHEHHS :

ypoJioru4ecKie MeJUIUHCKUE U3EIHS;

MeJIULUHCKHE U3AeNHs, IpelHa3HaueHHbIe 1)1 adepesa.
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[MPUJIOXKEHHME Ne 2
K [Tono)XeHHIO O IHIEH3HPOBAHHH
JIEATENIBHOCTH IO TEXHUYECKOMY
00CIy’)KHBaHHIO MEUIIUHCKUX U3IENHit
(3a MCKITIOYEHHEM ClTyyasi, eCu
TeXHUYecKoe 00CIyKUBaHHe
OCYILECTBIIIETCS AJIs oOecrneyeHus
COOCTBEHHBIX HYXJ IOPHAMYECKOrO JIULA
WJIH MHIWBUAYAIBHOTO NpeANpHHUMATETS,
a TaKkXxe cliy4yas TeEXHHYECKOTro
00CTyXKUBAaHUS MEIULIMHCKUX H3/IeTHI
C HU3KOM CTENEHBIO MOTEHHAIEHOrO
pHCKa UX IPUMEHEHH )

NHNEPEYEHD

cpeAcTB H3MepeHUii, TEXHHYeCKHX CPeCTB H 000pyAoBaHHUsA, HeOOX0AHMBIX
AJISl TEXHHYECKOro 00CIy’>KHBAHHUS 3asiBJIEHHBIX IPYNN MeIHLIHHCKHX
H3eJIMi M0 KJ1accaM MOTEeHUHAJBHOT0 PUCKA HX NIPHMEHEHHS

I'pynna
HaumeHoBaHue cpencts HauMeHOBaHHE TEXHHUYECKUX
MEUITUHCKUX h
. H3MeEpeHHi cpeacTB U 00opyI0BaHHUsA
H3enuit
[. Knacc moTeHUHaIbHOTO PHCKA IPUMEHEHHS 2a
1. bBa3oBoe ocHamleHHME  H3MEPHUTEIh TOKOB YTEUKH 6a30BbIi Habop I
U1 KJlacca 2a MeXaHH4ecKHuX pabor,
MOTEHLHANBHOTO OYHCTKH:
pHCKa TPUMEHEHHU Habop OTBEPTOK;
Ha0op MIEeCTHIPaHHBIX
KJIFOUYEH;

Habop POXKKOBBIX KIIIOUEH;
Habop roNIoBOK/TOPLEBBIX
KJIFOYCH;

6oxope3bl, MI0CKOryOIIbl, HOX
JUISl CHATHS H30JISILHUH;
MOJIOTOK;

KJIFOY Pa3BOJHOH.

TUTPOMETP nasIbHas CTaHIUA

METraOMMETP NBLICCOC

21111842.doc



['pynna
MEIUIIHHCKUX
H3nenui

HauMeHOBaHHE TEXHHYECKUX
CpencTB ¥ 00OpYAOBaHUS

HanmenoBanue cpencts
HU3MEPEHUIH

2.  Oproneaudeckue
MeAULIHHCKHE
H3CITHA

3. Tactposnteponoru-
YecKHe
MEIULIMHCKHE
H3aenus

4. PeabuanTalHOHHBIE
Y aJallTHBHBIE 1Jid
HHBAJTHI0B
MEIHLMHCKHE
U3aeaus

5. MenaunuHckue
H3IeTHS DI
IJIaCTHYECKOM
XUPYpruH,
JIEPMATOJIOTHH H
KOCMETOJIOTHH

21111842.doc

MYJIBTHMETD U1 H3MEPEHHA:
NOCTOSHHOTO H IIEPEMEHHOTO
HaINpsDKEHHUS;

NOCTOSHHOTO H IIEPEMEHHOTO
TOKa;

CONPOTUBIECHUS,;
JNIEKTPHUECKOH EMKOCTH;
4acTOTHI

CPEACTBO H3MEPEHUH
JHHEHHBIX BEJIMYHH

CPEJICTBO U3MEPEHHH YIIIOBBIX
BEJINYUH

ocuuuiorpad

TEPMOMETP

JAUHAMOMETP

HU3MEPUTENb OCBEIIEHHOCTH TEUYEUCKATETb

mKad as CyImKH S3HAOCKOIMOB
OCBETHTEJIb SHAOCKOIIUYCCKUHA

IIporpaMMarop Uil HaCTPOHKH
CJIyXOBBIX aIllapaToB

JHHaAMOMCTD

H3MEPHUTEJIb OCBELICHHOCTH
MaHOBaKyyMMETP

TEPMOMETP

H3MEPHTENb MOIIHOCTH U
YacTOTHI JUIA aNilapaToB
YBY-tepanuu

MHJUIHTCCIIAMETD



I'pynna
MEHIIHHCKHX
H3JIeTHI

HaumeHoBaHue cpeacTs
HU3MEpPEHUH

HanMeHOBaHHE TEXHHYECKHX

cpencte 1 0060pynoBaHUA

6. BcnomoratenbHble H
06111e00IBEHHYHBIE
MEIHILHHCKHE
H3IETHsA

7.  CroMaToJorHyeckue
MEIUIMHCKHE
U3eNINA
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H3MEPHUTENB MOIITHOCTH
JIA3CPHOro U3JIYUCHHs

H3MEPHTEIb MOIITHOCTH

H 9acCTOThI YJIbTPa3BYKOBOI'O

H3JTYUCHHUA

PaTHOMETD
yABTPadHOIETOBOTO
U3TYYECHHS

BaTTMETP MOTJIOMAaeMOH
MOIHOCTH
CBEPXBBICOKOYACTOTHOTO
U3IYyYCHUS

CEKYHIOMEp

JHHAMOMETP

TaxoMeTp
TEPMOMETP MaKCHMAJIbHBIA
pPaTHOMET]
yIbTpadHOJIETOBOTO
U3JTyYeHHS
MaHOBaKyyMMeETp

TEPMOMETP

TEPMOMETP [UIs CIIELIKaMep
HHU3KOIPalyCHBIH

reéHepaTop ra3oBuIx cMeceit
I1apoB 3TaHOJ1a B BO3AYXE

MaHOMET]

BaKyyMMeTp

TaXxoOMeTp

OTIPECCOBIIHUK (IIpecc
THApPaBIHYECKHIH)

3anpaBo4yHas CTaHLUA
ans ¢peona

MOMKa BBICOKOTO JaBIC¢HHA

aHaJIU3aTOp YTeuKH (peoHa



['pynna
HaumenoBanue cpencts HaumeHnoBaHne TeXHHUECKHX
MEIULIMHCKHX o
. HU3MEpeHHH CPEACTB U 000PYyIOBaHUS
H3JEIHH
JHUHAMOMETP

8.  AHecTe3HOIIOTH-
yecKHe U
pecnupaTopHble
MEeIHIHHCKHE
H3IeIHs

9.  Heiiponoruueckue
MEIHLIMHCKHUE
H3JeNHs

10. Cepneuso-
COCYAMCTBIE

21111842.doc

U3MEpHTENb NapaMeTpoB
anmnaparoB HCKYCCTBEHHOMN
BEHTHJIALAH JIETKHX

YCTPOHCTBO IIPOBEPKH KaHalla
JIaBJIEHHS H YaCTOTHI MMyJIbCa

YCTPOHCTBO JJIA IPOBEPKH
CIIHPOMETPOB

Mepa A7 IPOBEPKH
NYNbCOBBIX OKCHUMETPOB

YCTPOMCTBO 115 IPOBEPKH
TeMIIepaTypHOro KaHajla

reHepaTop CUTHAJIOB MallHeHTa
Ul dNIEKTpoKapAnorpadguH,
3NeKTpoMHOrpaduu,
anexTposHuedarorpaduu

aHaInu3aTop
3J'ICKTp06C3OHaCHOCTI/I Ui
H3MECPECHHA HAIPAXKCHHSA
[IEPEMEHHOT O TOKA,
COINPOTHBJICHHUA 3a3€MIICHHUA,
CONMPOTHUBJICHHUA HU30JISIIIMH,
CHJIBI TOKA, CHJIBI TOKA YTCHKH

reHepaTop CHTHAJIOB MalHeHTa
s 3NeKTpokapauorpagum,
3NIeKTpoMHOTrpad i,
anekTposuuedanorpadun

aHAJIN3aTop
3J'ICKTp06630IIaCHOCTPI 1A
H3MCPCHHA HAIIPAXKCHHSA
NEpEMCHHOr 0 TOKa,
COIMPOTHBJICHHUA 3a3€MJICHH,
CONPOTHBJICHHUA H30JIALHH,
CMJIBI TOKa, CHJIBI TOKA YTCUKH

reHepaTop CHrHajOB MalHeHTa
IUTS 3JIEKTPOKapaAHorpaduH,



I'pynna
MEIHLIHHCKHX
H3aenui

HaumeHoBaHHE cpeacTs
HU3MEPEHHH

HaumeHoBaHHe TeXHHYECKHX
CpeAcTB U 000pyaOBaHHUSA

1.

12.

13.

MCIUITHHCKHE
H3aCInA

Odranbmonoruyec-
KHE METUIIHHCKHE
H3aenus

MenunuHckue
H3OENHA U1
OTOPHHOJIAPUHIO-
JIOTHH

Ou3noTepaneBTU-
YEeCKHe
MEIULUHCKHE
H3EIHs
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aneKkTpoMHorpadpu,
anekTposHuedanorpabuu

YCTpOHCTBO MPOBEPKH KaHaIa
JABJICHUA W YacTOTHI MyJIbca

Mepa Ul IPOBEPKH
HYJIbCOBBIX OKCHMETPOB

YCTPOHCTBO IJIS IPOBEPKH
TeMIIEpaTypHOro KaHarta
aHanu3aTop
3NEeKTpo6Ee30MacCHOCTH Ui
H3MEPEHHS HANIPSHKCHUSA
IIepeMEHHOT0 TOKa,
COIIPOTHBJIEHHS 3a3€MJICHHUS,
CONPOTHBJIEHHS H30JIAHH,
CHJIBI TOKA, CHJIBI TOKA YTEYKH

H3MCPHUTECIIb OCBCIICHHOCTH

M3MEPHUTEIb OCBELIEHHOCTH
MacTOH]] HCKYCCTBEHHBIN
YXO UCKYCCTBEHHOE
MaHOBaKyyMMeTp
TEPMOMETD

H3MEPHUTEIb MOIHOCTH H
YacTOTHI IS AannapaTos
YBY-repanun

MHJUTHTECTIAMETPD

H3MECPHTEJIE MOIITHOCTH
JIa3CPHOIro U3JIyUYCHUSA

M3MEPHTEb MOIIIHOCTH K
4acTOTH! YJILTPa3BYKOBOTO
H3ITy4eHHS

TeCT-00BEKT HCKYCCTBEHHBIH
ria3s



I'pynna
HanmeHoBanue cpencts HanMeHnoBaHHe TEXHHYECKHX
MeIHUIIUHCKAX o
I HU3MEpEeHHu CpeACTB H 06OpyAOBaHHA
paHoOMeTp
YJIBTPadHOJIETOBOTO
U3My4eHHUs
BaTTMETP IIOIJI0LAEMOMH
MOILI[HOCTH
CBEPXBBICOKOYACTOTHOTO
U3ITYYECHHS
14.  MeagunuHcKHE uudpoBoit ocuusutorpad
U3JIeNIHs A in vitro
JINaTHOCTUKHU AP POBOH MYIBTUMETP JUTS
U3MEPEHUS IOCTOSAHHOrO U
IIEPEMEHHOTO HAMPSDKEHHS,
IIOCTOSIHHOT'O U NEPEMEHHOTO
TOKa, CONPOTHUBJICHHUS,
3JIEKTPUUYECKON EMKOCTH,
4acTOThI
TEPMOMETP € TepMOMnapoit
II. Knacc noteHuManbHOro pucka npuMeHeHus 26
1.  basoBoe ocHameHne 6a30BOe OCHAIlEHHE I Kjlacca 2a MOTEHIHANBHOTO PUCKA
KJacca 20 MIPUMEHEHHS
TIOTCHIHANBHOTO KabesbHbI TecTep AT
pHUCKa IPUMEHEHUS o .
IPOBEPKH CETEH Ha BUTOI
nape 1 ONTOBOJIOKOHHBIX
cerei
2.  Xupypruueckue HU3MEPHUTENIb MOIIHOCTH aHaNH3aTop HH(QY3HOHHBIX
HHCTPYMEHTBY/ Na3epHOro U3NMyYEHHUs yCTPOHCTB
CHCTEMBI H
COITYTCTBYIOILHE aHaJIU3aTop
MeIHLIHHCKUE 3NMEKTPOXHPYPTUUECKHX
H3IeIHs YCTPOHCTB
3.  CepneuHo- HU3MEPUTENb SHEPTUU
COCYIHUCTBIE BBICOKOBOJIbTHOTO UMITyJIbCa
MEIUIIHHCKHE s 1ebub pHIIATOPOB
N3 JeNus
4.  MenuuuHCKHE MaHOBaKyyMMETp
H3JETUs TS
MaHUIYyIAUN/
BOCCTAHOBJIEHHS

21111842.doc



['pynna u
Me THITHHCKHX aMMEHOBAHHE CPEICTB HanMeHoBaHME TEXHUYECKUX
N HU3MEpEeHHH CpeACTB U 060pYIOBaHUA
U3JIeNnuit
TKaHeH/opraHos
4eoBeKa
Menununackue HU3MEPUTENH OCBELIEHHOCTU
H3JETHs IS
aKylepcTsa U aHEeMOMeETp
TMHEKOJOTHH
r€HepaTop CUTHAJIOB MallHeHTa
JUISL CUMYJISILIH
3MOPHOHANILHOM U
MaTEepUHCKOHN
3JIeKTpoKapauorpaduu u
MaTOYHOH aKTHBHOCTH
AHecTe3HoJIoTH- MOJIENb JIETKUX
YyecKHe IIHEBMaTHyecKas
pecnupaTopHbie
MeIUIHHCKHE H3MEpUTENb NTapaMEeTPOB
U3JeNus anmapaToB HCKYCCTBEHHOM
BEHTHJIALMH JIETKHX
Paguonoruyeckue Mepa JUTMH aKyCTHUYeCKHX Ui TecTep ToKa yTE€UKH JUIst
MeHLIUHCKHE OLICHKH pacCTOSHHIi B YJIbTPa3BYKOBBIX NaTYHKOB

u3enus (B YaCTH
0o0opyIoBaHHA IS
yJIBTPa3BYKOBOI'O
UCCIICIOBaHUSA)

21111842.doc

MpoJa0JIbBHOM H NONEPEYHOM
HanpapJICHHH OTHOCHUTCJIBHO
OCH YJIBTPa3BYKOBOTO ITYYKa

MyNbTHMETP LHGPOBOH AN
H3MEPEHHS MOCTOSHHOIO U
NEpEMEHHOTO HaIIpsKEHM S,
NOCTOAHHOIO H NIEPEMEHHOTO
TOKA, CONPOTUBJICHHS,
3EKTPHYECKON €EMKOCTH,
4acTOThI

Mepa JUTHH aKyCTHYECKUX
(momnepoBckuii
yJIbTPa3BYKOBOit paHTOM)

aHAJTN3aTop
31eKTpo0€30NacHOCTH IS
HU3MEpEeHHs HaNpPsIKEHUs
MIEPEMEHHOTO TOKa,
CONPOTHRJICHUS 3a3eMJICHUS,
COTIPOTHBJICHUS H3OJIALIMH,
CHJIBI TOKA, CHJIBI TOKA YTEYKH



I'pynna
HaumenoBanue cpencts HanmenoBanue TexHuueckux
MeIHIIHHCKHX - 60Dy I0BAHHA
I HU3MepeHui cpencTB U obopy,
8.  Paauonoruueckue JO3HMETP PEHTT€HOBCKOr0 H ¢dbaHTOM [/1 OLIEHKH KayecTBa
MEIHUIMHCKHE raMma-Hu3ny4eHus JUIs PEKOHCTPYKIUHU
u3zenus (B YacTH H3MEpPEHHUS] MOLTHOCTH H300paXkeHus1, MOJTYYEHHOr 0
raMMa-JIHarHoCTH- aMOHUEHTHOr0 3KBHBAJIEHTA METOAOM MO3UTPOHHOH
4ecKoro, raMmma- JI03b] HETIPEPBIBHOTO, 9MHMCCHOHHOI ToMorpaduu
TEpaneBTHYECKOTO KPaTKOBPEMEHHOTO U
o6opyaoBaHus 1 HUMIIYJIbCHOTO M3JIyYeHHS,
3MHCCHOHHOM aMOHEHTHOTO SKBHBAJICHTA
ToMOTrpadHH) JIO3BI
($aHTOM 111 KOHTPOJIA
JUCTOPCHUH M TOYHOCTH
YCTaHOBKH ONTHYECKOTrO
LIEeHTpaTopa
9.  Paguonoruyeckue HU3MEPHTEJb MOLLIHOCTH HEMarHuTHbIA Habop as
MEIMLIMHCKHE BBICOKOYACTOTHOIO M3JIYUYEHUSI MEXaHU4YECKHX paboT
uzaenus (ans
MarHUTHO- aHaJIM3aToOp CHEKTpa s TECJIaMETP BBICOKOTOYHBIH
pe30HaHCHO#H M3MEPEHHUS BBICOKOYACTOTHOTO  JUIS OTPEACICHUS
ToMorpaduH) CUTHaja TOMOT€HHOCTH MarHUTHOTO
HOJIs MarHUTHO-
pe3oHaHCHOTo ToMorpada
BaKyyYMHBIH KOMIIpECcop ¢
BaKyyMHOH MarucTpayisio U
KOMIUIEKTOM COEIUHHUTENEH
3aBOJIYHMK TOKa IS
CBEPXIIPOBOJHHKOBBIX
MarHuToB
NepeIuBHas JIUHUS JUIS
HKHUJKOrO rejus
10. Pamuonoruueckue JNIO3MMETP KIMHHYECKHH C
MeULMHCKHE HaGopom kaMep U haHTOMOM

u3Jenus (B 4acTH
obopyIoBaHUS OIS
PEHTICHOTEpAIHH)
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BOJHBIM T0]1 KaMepy
HanepcTKOBOTO THIIA

JO3UMETP PEHTTEHOBCKOIO H
raMMa-H3Jy4eHHs Ui
HU3MEPEHHS MOIIHOCTH
aMOHeHTHOro 3KBHBAJICHTA
J103b1 HENIPEPBIBHOTO,
KpaTKOBPEMEHHOTO H



['pymnma
MeIUIIUHCKHX
U3 aeIui

HaumenoBaHue cpencts
H3MEpPEHUH

HaumeHoBaHME TEXHHUECKUX
CpeacTB U 000pyIOBaHUS

11. Panuonoruyeckue
MeJUIIUHCKHE
u3zaenus (B 4acTu
PEHTT€HOBCKOIO
obopynoBaHus as
KOMIBIOTEPHBIX
tomorpadoB u
aHruorpaduu)

21111842.doc

HMIIYJIBCHOI'O H3NTYYCHUA,
aMOHEHTHOI0 SKBHBAJIEHTA
JO3bI

JO3UMET] ISl KOHTPOJIS
XapaKTepHCTHK PEHTTCHOBCKHX
anmapaToB Ui H3MEpPEHUA
AQHOJIHOTO HaNpPSHKECHHS,
BPEMEHH JKCIO3HLHH, CTIOS
HOJIOBUHHOTO OCJIabJIeHus,
J035I PEHTT€HOBCKOrO
H3JIy4EeHHS, KOMIBIOTEPHO-
TOMOrpagHuecKoro HHAEKC A
JI03BI

ocuunorpad uudposoi
MHOTOKAHAJIbHBIH

KJICIIH TOKOU3MCPHUTECIIBHBIC

aHaIu3aTop
3JICKTp06C30HaCHOCTPI pan) b}
HU3MEPCHHUA HANPAXECHHA
NEPEMEHHOI0 TOKA,
CONMPOTHBJICHUA 3a3€MJICHHU A,
COMMPOTHBJICHUA H30JIIIUH,
CHJIBI TOKA, CHJIBI TOKA YTCUKH

MYJIBTHMETp UHGPOBOH 1Jis
H3MEPEHHS IIOCTOSHHOTO U
MEPEMEHHOTO HaNPSKEHHUS,
MOCTOSSHHOTO U NIEPEMEHHOTO
TOKa, CONPOTUBIICHHUA,
ANEKTPUUYECKOH €MKOCTH,
YaCTOTHI

KOMIINEKT ()aHTOMOB, TECT-
O0BEKTOB [T OLEHKH:
IyMa;

OJTHOPOAHOCTH;

CpEeIHETOo YHucia
KOMIIBIOTEPHBIX
TOMOrpadHYECKUX eJHHHUIL;
IIPOCTPAHCTBEHHOTO
paspellcHus;

TOJIHHEI CJI0%;
KOMITBIOTEPHO-
TOMOrpadu4ecKoro HHaeKca
pilek) SN

(GYHKIMH Nlepeaayn
MOZIYNIALHH

(haHTOM [UIS OIIEHKH QYHKITHH
Hepenavyy MOAYJIALMA H
KBaHTOBO# 3 QEeKTUBHOCTH
PErHCTpaINH C
IIpOrpaMMHBIM 00ecrieueHHEM
JUISA X OLICHKH
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['pynmna
MEJIHLIHHCKHX
H3aenui

HaumeHoBaHHe cpeacTs
H3MEPEHUH

HanmeHnoBanye TeXHHUECKUX
cpeacTB ¥ 060pyaOBaHUA

12. Paguosioruyeckue
MEeIHIIHHCKHE
H3aenus (B 4acTH
o0opynoBaHus s
peHTreHorpaguu u
PEHTIEHOCKOIUH)
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JIO3UMETP PEHTTEHOBCKOTO
U raMMa-u3ITydeHus AJis
U3MEPEHHSA MOIIHOCTH
aMOHEeHTHOro 3KBHBAJIEHTA
J103b1 HEMPEPHIBHOTO,
KpaTKOBPEMEHHOTO U
HUMITYJIbCHOTO H3JIy4eHHH,
aMOHEHTHOT0 3KBHBAJICHTA
JIO3EI

JIO3UMETP U1l KOHTPOJISA
XapaKTePUCTHK PEHTT€HOBCKHX
annapaToB JJIS H3MEPEHHS
aHOJHOrO HaNpsKEHHS,
BPEMEHH 3KCIO3ULIHH, CNOs
HOJIOBUHHOTO OcliabieHus,
JIO3BbI PEHTT€HOBCKOIrO
U3Ty4eHUs

ocumnorpad uudposoii
MHOrOKaHaIBHBbIH

KJICIH TOKOU3MEPHTCIBHBIC

KOMIUIEKT (haHTOMOB, TECT-
00BEKTOB I OLICHKH:
IIPOCTPAHCTBEHHOIO
paspelIeHus;

KOHTpacTHOMH
YyBCTBUTEJIBHOCTH;
JHHAMHMYECKOTO AHAINa3oHa;
IIPOBEPKH OTHOLIEHHA
CHTHAL/LIIYM;
reOMETPUYECKHX NTapaMeTpOB
paboyero nosns;
JIHCTOPCHH;
NEPIEHUKYIIPHOCTH
PEHTTEeHOBCKOTO ITy4Ka;
COBIIai€HHUS CBETOBOIO U
DPEHTTeHOBCKHX MONei

KOMILIEKT (aHTOMOB, TECT-
00BEKTOB pexxuMa JIMHERHOH
TOMOTpaduy pEeHTTEHOBCKHX
arnmnapaTtoB Ul OLEHKH:
BBICOTBI ¥ TOJILIHHBI CJIOS;
yria toMorpadgpuu u
CHMMETDHH,;
[IPOCTPAHCTBEHHOI'O
paspelIeHus UL peXHMa
ToMorpaduu

($haHTOM IS OLIEHKH (HYHKIHH
nepenayy MOAYJIALHH U
KBaHTOBOH 3(PEeKTHBHOCTH
PETHCTpaIMH C IPOrpaMMHBIM
obecrnieyeHHeM I MX OLEHKH
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['pynna
HaumeHoBaHue cpeacts HauMeHoBaHHe TEXHHYECKHX
MCIHIHHCKHX H3MEpPEHHUH CpeACTB H 000PYIOBaHHA
%11 (1) 05 % p P Py
aHaIU3aTop

3J1eKTpo0O€30MacHOCTH IS
H3MEPEHHS HAMPHKEHUS
TIepeMEeHHOT0 TOKa,
CONPOTHBJICHUA 3a3€MJICHHS,
CONPOTHBJIECHUS H3OJISIHH,
CHJIBI TOKA, CHUJIBI TOKA YTCUKH

MYJIBTUMETP LHHPPpOBOH 11
H3MEpPEHHUsI IIOCTOSHHOIO U
NEPEMEHHOTO HAIIPAXKEHHS,
HOCTOSSHHOTO H NIEPEMEHHOTO
TOKa, COTPOTHBIICHHUA,
3NIEKTPUYECKOH EMKOCTH,
YacTOTH!

JIEHCUTOMETP

JIO3UMETP PEHTTEHOBCKOTO U
raMMa-H3JTydeHus s
H3MEepeHHS aHOJHOTO
HanpsOKeHHS, BpeMEHH
9KCIO3HIHH, CIIOA
MOJIOBUHHOTO OcJ1abJIeHuH,
J103bl PEHTT€HOBCKOTO
H3JIyYeHHUS

II1. Knacc moTeHUHanbHOro pucKa MIPHMEHEHHA 3

1. Ba3oBoe OCHAllEHHE aHAJIOrHYHOE 0a30BOMY OCHAIEHHUIO AJA Kiacca 20
Kjacca 3 NOTEHHATBHOIO PUCKA IPHMEHEHHS
MOTEHIHAIBHOTO
pHCKa IPUMEHEHUs

2. YpONOrHyYecKue aHaJIM3aTOP BOJHBIX
MeIULIHHCKHE pPacTBOPOB JUIS H3MEPEHHUS:
H3JeIUS ypoBHs pH;

IPOBOJIUMOCTH

MaHOMETP IEKTPOHHBIN

Mepa JUIMH aKyCTHYECKUX [
OLIEHKH pacCTOSHUH B
IpOJO0JIbHOM H IOIIEPEYHOM
HaIpaBJI€HHUH OTHOCHTEIBHO
OCH YJIBTPa3BYKOBOI'O IIyYKa
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I'pynmna
MEJIHIIHHCKHX
H3JenHH

HauMeHoBaHHE cpeacTB HaumeHOBaHHE TEXHHYECKUX
H3MepeHH i CpeacTB H 000pYA0OBaHUS

3. MeaunaHCcKHE
H3OeNHA,
npeJHa3HauYCHHbIE
Jus adepesa

H3MEPUTENIb MOLIHOCTH
YJIBTPa3BYKOBOT'O H3JTyUECHHS

JIO3UMETD JUIS KOHTPOJIS
XapaKTEPUCTHK PEHTIEHOBCKHX
anmnaparoB A/ U3MEPeHHS
AHOJHOTO HAaNPSKEHHS,
BPEMEHH IKCIIO3HIIMH, CII0S
MOJIOBHHHOTO OCNabIeHuUs,
JI03b1 pEHTT€HOBCKOTO
H3JIyYeHHs

AO3HMETP PCHTICHOBCKOIO H
ramMmma-u3iyuycHusd 41
H3MCPCHHUA aHOJHOI O
HanpAXXCeHUA, BpEMCHH
3KCINO3HIHH, CJ10A
IIOJIOBHHHOI'O OCJIaGJICHP[ﬂ,
JAO03BI pCHTTCHOBCKOI'O
H3ITY4YCHHA

MaHOBaKyyYMMETP aHATU3aTOp UH(QY3HOHHBIX
YCTPOMCTB

H3MCPHTCIIb o0BeMa KHIKOCTH

[Tpumeyanue. JlonmyckaeTcs NpUMEHEHHE CpeACTB H3MEpeHHH, M (MnH)
TEXHHYECKHX CPEACTB, H (MJIH) 000py0BaHMS, U3TOTOBICHHBIX

B BHJE

yCTpOHCTB, OOBEOUHAIOMMX B cebe HECKOJIBKO

GyHKIUH.
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YTBEPXXJEHDBI

nocraHoBieHueM I IpaBurtenbcTBa
Poccuiickoit @enepauuu
oT 30 Hos1Ops 2021 r. Ne 2129

U3IMEHEHMHAIH,

KOTOpbIe BHOCATCS B NocTaHoBjeHHe IIpaBuTeabCTBA
Poccuiickoi @egepaunu ot 15 cenTadps 2020 r. Ne 1445

1. B HaumeHOBaHMM U NyHKTe | cioBa "MPOU3BOACTBY M TEXHHUUYECKOMY
0o0cy>)KMBaHUIO (32 UCKJIIOYEHHEM ciyyas, €clld TeXHUYecKoe oOCIyXHBaHHE
OCYUIECTBIISIETCSl 111 oOecrneuyeHus COOCTBEHHBIX HYXJ IOPHINYECKOro JIMIa
WIM MHAMBUAYAJIBHOIO MpEANPUHUMATENA) MEJUUIMHCKON TEeXHUKU" 3aMEHUTD
CJIOBaMH "TeXHUYECKOMY 00CITyKUBAHUIO MEeIULMHCKHX %63 (17171
(3a UCKIIIOYEHHEM Clly4asi, €CJIM TeXHHU4Yeckoe 00CIy)XHMBaHHE OCYIIEeCTBISAETCS
asa  obecriedyeHUsT COOCTBEHHBIX  HYXA  IOPHAMYECKOro  JIMIA WK
WHAMBUAYaJIBHOTO NpEANpPUHHUMATENS, a TaKXke ciyyas TeXHHUYECKOro
00CTy’)KMBaHUSI MEIMLIMHCKHUX M3IEIMH C HU3KOH CTENEeHbI0 MOTEHLHUALHOIO
pUCKa UX MpHUMeHeHus)" .

2. B llonoxxeHHH O NMUEH3UPOBAHUMU AEATEIBHOCTH MO HMPOU3BOACTBY
¥ TEXHHYECKOMY OOCIY>KUBAHHUIO (32 UCKIIFOUEHHEM Cly4das, €CJIU TeXHHYeCcKoe
oOcnmy>XMBaHHE OCYIUECTBIAETCA [nnsA oOecrneyeHdss COOCTBEHHBIX HYXI
IOpPUAUYECKOTr0 JIMLA UM UHOUBUAYAJIBHOrO NMpeANpUHUMATeNA) MeIULIMHCKOH
TEXHUKH, YTBEP)KIE€HHOM YKa3aHHBIM TOCTAHOBJIEHHEM:

a) B HAMMEHOBAHWUHU W NMYyHKTe | cnoBa "MPOW3BOACTBY U TEXHUYECKOMY
00CITy’)KMBaHHUIO (32 MCKIKOUEHHUEM Cllyyasl, €Clid TeXHUYecKoe OOCIyKHUBaHUe
OCyHLIECTBIISIETCA Ui obecrieueHHuss COOCTBEHHBIX HYXI IOPHAMYECKOro JUIa
WIM UHAMBUIAYIBHOrO MpEeANpUHUMATENIs) MEAUIIMHCKONU TEXHUKHU' 3aMEeHHUThb
CII0BaMU "TEXHHYECKOMY 0o0cy>XKHMBaHHIO MEeIUIUHCKUX 15631 (01517
(3a HCKJIIOYEHHEM ClTyyas, eCIM TeXHHUeckoe 00CIIy)KMBaHHE OCYLIECTBIAETCA
s obecrieueHHA  COOCTBEHHBIX  HYXJ  IOPHIMYECKOTO  JIMLA  WIH
WHIWBUAYAIBHOTO TMpeANpUHUMATENs, a TaKXKe Ccliydasds TEeXHHUYECKOro
o0CITy)XMBaHUS MEAULIMHCKUX M3AENHH C HU3KOM CTENEHBIO MOTEHLHAIbHOTO
pHCcKa UX IpUMEHEeHus)";
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0) MyHKT 2 U3NIOXKUTH B CIEAYIOLIEH pelaKIUH:

"2. JluneH3upyeMasi HeSATENIBHOCTh 10 TEXHHYECKOMY OOCTYXHBaHHIO
(3a UCKITIIOYEHHEM CITy4dasi, €CIM TEXHUYECKOE OOCIY)KUBAHHE OCYILECTBIAETCS
s obecriedeHUss  COOCTBEHHBIX  HYXJ  IOPUAHYECKOro  JIMLA WM
UHAWBUAYAJIBHOrO TMpEeAIpUHUMATENS, a TaKkXKe 3a MCKIIOYEHHEeM Ciy4as
TEXHHUYECKOTo OOCITy)XMBaHUS MEIULIUHCKUX H3AeHH C HHU3KOH CTEeNeHBIo
MOTEHLHAIBHOTO PUCKA UX NPUMEHEHHUA) MEJULIMHCKUX U3JENHUN [TpeACcTaBsieT
cobolf nepHoJHMYECKOE€ H BHEIUIAHOBOE TEXHHUYECKOE JHAarHOCTUPOBAHHE,
BOCCTaHOBJIeHHEe paboToCnocOOHOCTH, MOHTOX W HAIAAKYy MEIHULIMHCKHX
H3IeMUid W3 TIpynn 1o KjiaccaM NOTEHLHAJIbHOIO pHUCKa HX IpHUMEHEHHUs
COrNIaCHO TMPHJIOKEHHIO, IS KOTOPHIX JaHHble paboThl IpexyCMOTPEHbI
HOPMaTHBHOH, TEXHWYECKOH MJIM DJKCIUIyaTallMOHHOW  JOKyMEHTalHel
NPOU3BOAMTENS.

B ciyyae ecnu i MEQULIMHCKOTO M3AE/IMsE HOPMAaTHBHOM, TEXHUYECKOU
WIH SKCIUTyaTallHOHHOM JOKyMeHTallied NpOU3BOAUTENS HE INpeLyCMOTPEHBI
NEeWCTBHS MO0  NEPUOAMYECKOMY U  BHEIUIAHOBOMY  TEXHMYECKOMY
JHArHOCTHPOBAHUIO,  BOCCTAHOBJEHHIO  pabOTOCNOCOOHOCTH,  MOHTaXy
H HajagKe WJIH OHO HE MOXeT ObITb OTHECEHO HHM K OAHOH u3 rpynn
METHULIHHCKHX M3 B COOTBETCTBUM C KJIACCOM IOTEHI[HAJIBHOTO PHCKa HX
NMPUMEHEHHs] COMIACHO MPHJIOKEHHIO, [eATeIbHOCTh IO MOIIEPKAHMIO
paboOTOCOCOGHOCTH WM HKCIPAaBHOCTH TAaKUX MENULHUHCKHX H3JEIHH He
MOJIJIEXHUT JIMLIEH3UPOBAHUIO.";

B) B NIYHKTe 3 cJoBa "NMPOU3BOACTBY U TEXHUYECKOMY OOCITYyXMBaHHUIO
(3a HCKITIOUEHHEM CITydasi, €C/Id TEXHHYECKOe OOCIy)KMBAaHHE OCYIIECTBIISETCS
I obecriedeHHsT  COOCTBEHHBIX  HYXJ  IOPDHAMYECKOro JHLIA  MJIK
WHAMBHAYAJIbHOTO TpeANpUHUMATENsI) MEIUUMHCKOH TeXHHMKH (Janee -
JNEATENBHOCTh MO  IPOU3BOACTBY W TEXHHYECKOMY  OOCIyXHBaHHIO
MEIMLIMHCKOW TEXHUKH)" 3aMEHHUTH CJIOBaMH "TeXHHYECKOMY 00CIy)XUBAaHUIO
MEIUIHHCKUX M3JeNuil (32 MCKIIOYEHHEeM Cllydas, €clIM TeXHHYECKOoe
oOCITy’)KMBaHHE OCYILECTBJIAETCA M obecrnedyeHHs COOCTBEHHBIX HYX[
IOPUANYECKOr0 JIMLA WIM HWHIWBHAYAIBHOIO NPEANPHHHMATENSA, & TaKkKe
ciy4yas TEXHUYECKOro oOCTyXHBaHHUS MEIUUMHCKHX H3JEIHA ¢ HHU3KOH
CTENEHBIO MOTEHIMATLHOIO pPHUCKAa HUX IPUMEHEeHMs) (nanee - OEATENbHOCTH
MO TEXHHYECKOMY OOCTY)KHUBaHHIO METULIMHCKUX U3ACIIHH)";

r) B ab3alle nepBoM MyHKTa 4 €JI0Ba "NO MPOU3BOACTBY H TEXHHYECKOMY
00CITy)KMBAaHUIO MEUIIMHCKON TEXHUKH" 3aMEHHMTD CIIOBAMHU MO TEXHUYECKOMY
00CITy)KHBaHHIO METUIIUHCKUX U3ACIUA";

J1) B MyHKTE 5:
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B ab3ale mnepBOM ciIOBa MO TNPOU3BOACTBY H TEXHHUUYECKOMY
00C/TyXKHBaHHIO MEIUIIMHCKON TEXHUKHU" 3aMEHHUTH CIIOBAMHU "TIO TEXHUYECKOMY
00CTy)XKMBaHUIO MEAULIMHCKUX U3JETUi";

B ITOANYHKTE "a":

B ab3ale nepBoM CJIOBO "[UIs" 3aMEHUTH CJIOBaMHU "Haluyue y";

ab3a1l BTOPOii M3JI0KUTH B CIEAYIOIIEH peJaKIHu:

"IpUHAIeKALMX €My Ha MpaBe COOCTBEHHOCTH HIIM Ha HHOM 3aKOHHOM
OCHOBaHUH TMIOMELIEHUH, 3MaHHi, COOpPYXEHHUH MO MECTY OCYIIEeCTBIECHHS
JULUEH3UPYEMOrO BHIa IEATENHHOCTH, HEOOXONUMBIX Uil OCYLIECTBJICHHUS
JeATENBHOCTH 110 TEXHUYECKOMY 00CITy)KHBaHHUIO MEIULIMHCKUX H3ACIUH;";

ab3a1lpl TpeTHH - IEeBATHIA MPU3HATH YTPATHBLIUMH CHILY,

B ab3anax JecsaToM, ONMHHAALATOM U TPUHAALATOM CJIOBa "MEIULIMHCKOM
TeXHUKHU" 3aMEHHUThH CJI0BaAMH "MEIHIMHCKHX U3CIHI",;

B noamyHkTe "6":

B ab3alle BTOPOM cJioBa '"MO IPOM3BOACTBY M TEXHHYECKOMY
00CTY>KMBAaHHIO MEAMIMHCKONA TEXHUKH" 3aMEHUTH CIIOBaMH "II0 TEXHUYECKOMY
006CITy)KMBaHUIO MEAULIMHCKHUX U3JeTHi";

ab3albl TPETHI - JEBATHIH NPU3HATH YTPATUBIIMMH CUITY;

B ab3a1ax JecATOM, OAMHHAIATOM U TPUHAALATOM CJIOBA "MEIHUIIMHCKOM
TEXHUKU" 3aMEHUTBH CIIOBAaMH "MEIHUIMHCKHX H3IeNuH";

€) B MyHKTe 7:

B a03alle mepBOM ClOBa 'MO TMPOU3BOACTBY M TEXHUYECKOMY
06CIIy)KHBAHUIO MEHLIMHCKON TEXHUKU" 3aMEHHUTDb CJIOBAaMH "TI0 TEXHHUYECKOMY
00CTyKUBaHHIO MEJULIMHCKUX U3ACTHI";

B noanyHkre "a" cnoBa "o NpPOM3BOACTBY M TEXHHUUYECKOMY
00CITy)KMBaHUIO METUIIMHCKON TEXHUKU" 3aMEHHTH CJIOBAMH "I10 TEXHUYECKOMY
OOCIIy)KMBaHHIO MEAMLIMHCKUX U3Aenuit", cinoBa "mpaB Ha HEIBHKHMOE
MMYILECTBO M CAEJIOK C HUM" 3aMEHHTH CJIOBOM "HEIBHKHMOCTH";

HOAMYHKT "6" MpU3HATh YTPATHBILHMM CHILY,

B IOAMYHKTe "B":

B ab3a1ax rnepBoM W BTOPOM cJIoBa "MEIULIMHCKON TEXHHKH" 3aMEHHUTH
ClIOBaMHM "MeAULIMHCKMX U3OeTHit";

B ab3alle 4€TBEPTOM CJIOBA "MEIUIMHCKYIO TEXHHKY' 3aMEHMThH CJIOBaAaMH
"MeaMIUHCKHE H3Aeaus";

B ab3alle NATOM cCJoBa "MEIMIMHCKOW TEXHUKH' 3aMEHHUTHL CJIOBaMH
"MeIUIMHCKUX H3aeTui";

X) B yHKTe 8:
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B abzale mnepBoM cioBa MO TNPOU3BOACTBY M TEXHHYECKOMY
00CTy)XKMBAaHUIO MEAMIIUHCKON TEXHHUKU" 3aMEHHTD CIOBaMH "IIO TEXHUYECKOMY
00CITy)KMBaHUIO MEAULIMHCKUX H3enuil";

B MOAMyHKTe "a":

B ab3arax nmepBoM M TPEThEM CJIOBA "MO MPOU3BOACTBY U TEXHUYECKOMY
00CITy)XMBAaHUIO MEAUITUHCKON TEXHUKHU" 3aMEHUTH CJIOBAaMU "0 TEXHUYECKOMY
00CITY)KHBaHHIO METUITUHCKUX H3AeUil";

a03aLIbl YeTBEPTHIH - AeCATHI MPU3HATH YTPATUBILINMH CUITY;

B ab3alax OJWHHAALATOM M 4YeTHIPHAALUATOM CJIOBa "MEIHLIMHCKOH
TEXHUKH" 3aMEHHUTH CJIOBaMH "MEIUIIMHCKUX U3eIHi";

B MOAMyHKTe "6":

B a03alax MepBOM W BTOPOM CJIOBa "NIO NPOU3BOJACTBY H TEXHHYECKOMY
00CITy>KMUBaHUIO MEIULIMHCKOMN TEXHUKH" 3aMEHHUTDH CJIOBAMH "TI0 TEXHUYECKOMY
00CTY)KUBAHUIO METULIMHCKUX U3eNui";

a03allbl TPETHI - AEBATHIN NMPU3HATH YTPATHBILIMMH CUITY;

B a03alax JOECATOM M TPHHAALATOM CIOBa "MEIULHUHCKOH TEXHHKH'"
3aMEHUTH CIIOBAMHU "MEeIUIIMHCKHX H3aeTHii";

3) B NyHKTe 9 cioBa "MeAMIHMHCKOH TEXHUKH" 3aMEHHTHL CJIOBaMH
"MeQULIMHCKHUX H3Ieaui",;

¥) B nyHkTe 11 u ab3ame nepBoM IyHKTa 12 cjoBa "HO MPOMU3BOJCTBY H
TEXHHYECKOMY OOCITy)XKHBaHHIO MEIMLMHCKOH TEXHHMKH" 3aMEHUTh CJIOBaMH
"I10 TEXHHYECKOMY OOCITY>KHBaHHIO MEIULIMHCKUX U3enuil";

K) MyHKT 13 U3JI0KUTH B CIEAYIOLIECH pelaKIUH:

"13. Ouenka COOMIOAEHNS JHILIEH3WAaTaMU JIMLEH3UOHHBIX TpeOOBaHUMI
Opyd  OCYLIECTBIEHUH MOEATENBHOCTH 10 TEXHHYECKOMY OOCIYKHBaHHIO
MEAMLMHCKAX  M3JEeNHMHA  OCYLIECTBIAETCA B  paMkax  (eaepalbHOro
roCyJlapcTBEHHOTO KOHTpons (Haia3opa) 3a ofpalieHHeM MeAMIHHCKHX
u3nenuii.";

1) IyHKTHI 14 - 19 npyU3HaTe yTpaTHBIINMH CHUITY,

M) B IIPHJIOXKEHUH K yKa3zaHHoOMY Ilonoxenuro:

B HyMepallHOHHOM 3aroJjioBKe ¥ HaUMEHOBaHMH CJIOBA "NMPOM3BOACTBY H
TEXHUYECKOMY OOCIY)XHBaHHIO (32 HCKJIIOYEHHEM Cly4as, €ClIH TEXHHYECKOoe
o0CNy)XHBaHHE OCYLIECTBAseTc Mg obecledyeHuss COOCTBEHHBIX HYX]
IOPUIUYECKOrO JIMIA WK MHIUBHIYAIbHOTO NPEANPUHUAMATENA) MEIHLIHHCKOH
TEXHUKH" 3aMEHHTH CJIOBaMH "TEXHHYECKOMY OOC/IYyXXHMBAHHMIO MEIHLIMHCKHX
u3fenui (32 HCKIIOYEHHEM CHydas, ecld TeXHH4Yeckoe oOCIyXHBaHHE
ocylecTBseTcss Ui obecnieueHHss COOCTBEHHBIX HYXA IOPHAMYECKOTO JHIA
WIM HHAMBHAYAIbHOTO IpENNpHHMMATENS, a TaKKe CiIydas TEXHHYECKOro
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o0CIy)>KMBaHUS MEAMIMHCKUX HM3ICNUH C HU3KOH CTENEHBIO MOTEHIHaIbHOIO
pHCKa UX IPUMEHEHHUs)";

MYHKT | HCKIIIOYMTE;

B NMMYHKTE 2:

a03al] NepBbIA U3JIOKUTD B CIICAYIOLIEH pelaKIIUH:

"2.B 4YacTH TEeXHMYECKOro OOCIy)XMBaHUs MEIULIMHCKUX H3EIHH
(3a HCKJIIOYEHHEM CIy4asi, €CJIM TEXHUYECKOE OOCITY)KHBAaHHE OCYILECTBIIAETCS
s obecrieyeHHsT  COOCTBEHHBIX  HYXI  IOPUOMYECKOro  JHLIA WM
HHIUBHUAYAJIbHOrO TNpEANpPHHUMATENA, a TakkKe Ciy4yasd TEXHHYECKOro
00CIyKUBaHHs MEIULHUHCKUX H3AETHH C HU3KOH CTENEeHBIO MOTEHLHAJILHOIo
pHUCKa UX NpUMEHeHUs):";

B ab3aue nepBoM noAnyHkTa "a", ab3ane nepBoM noanyHkra "6" u ab3aue

e

NIepBOM TONIMyHKTa "B" ciloBa "MEJMLMHCKOM TEXHUKH' 3aMEHHMTH CIIOBaMH
"MEeJIUIMHCKUX U3eTHil".
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