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[Ipoekt

®EJEPAJIBHBIN 3AKOH

O BHeceHUM U3MEHEHHUMN B OTAeJbHBIE 3aKOHOAATEJIbLHbIE AKThI
Poccuiickoii @egepaunu 1o BONPOCamMm MeIMIUHCKOI0
oOecreueHHst 0€30MACHOCTH JIOPOKHOTO IBUKEHUS

Cratpu 1

Buectu B ®denepanbubiii 3akoH oT 10 mexabpst 1995 roma Ne 196-®3
«O 0Oe3onacHOCTH JOpokHOTO JBUKeHUs» (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit @eneparuu, 1995, Ne 50, ct. 4873; 2013, No 19, ct. 2319; Ne 30,
ct. 4029; Ne 52, ct. 7002; 2014, Ne 42, ct. 5615; 2015, Ne 48, ct. 6706; 2017,
No 31, ct. 4753; 2020, Ne 50, cr. 8074; 2021, Ne 27, ct. 5159) cnenyromniue
U3MEHCHMS:

1) B cratbe 23:

a) ab3aI] 4eTBEepTHIi MyHKTA | U3MIOKUTH B CIEAYIONICH peIaKIIuu:

«BHEOYEPEJTHOE 00s3aTeIbHOE MEIUIIMHCKOS OCBHUIETEIHLCTBOBAHUE
BOJUTENICH TPAHCIIOPTHBIX CPEJICTB, Y KOTOPBIX IIPHU MPOBEACHUN MEIUITMHCKUX
OCMOTPOB,  MEIMIIMHCKHX  OCBHUJICTEIHCTBOBAHMN (32  HCKIIOYECHHUEM
00s13aTeNIbHBIX ~ MEIUIIMHCKUX  OCBUICTEIHLCTBOBAaHWI) JHOO  OKa3aHWUHU
MEIUIIMHCKOM ITOMOIIY BBISBJICHBLI 3a00J€BaHMs, SBIISIOIIAECS MEIUIIMHCKUMU
MPOTUBOIIOKA3aHUSIMU JTMOO paHee HE BBIABISIBIIUMUCS MEIUIIMHCKUMH
MOKAa3aHUSIMU  WJIM ~ MEIUIMHCKUMHM  OTPAaHMYCHHSAMHU K  YIPABJICHHUIO
TPAHCIIOPTHBIMHU CPEACTBAMM;»;

0) B myHKTE 7:

a03all MePBBIM U3JI0XKUTH B CIAEAYIONIEH peaaKIIvu:

«7. Ilopsanox IIPOBEJACHUSA 00s13aTeNBHOTO MEIUIIMHCKOI'O
OCBHUJICTEIILCTBOBAHUS, B TOM 4YHCJIE BHeodepeaHoro, ¢dopmMa U TOPSI0K
ohOopMIICHUSI MEIUIIMHCKOTO 3aKIIOUEeHHUs O Haauuuu (00 OTCYTCTBUM)
y BOAUTEJIEH TPAHCIOPTHBIX CPEACTB (KaHIUJATOB B BOJAUTEIN TPAHCIIOPTHBIX
CPE/ACTB) MEAUIIMHCKUX TPOTHUBOINOKA3aHUM, MEJAMIIMHCKUX TOKa3aHUW WM
MEIUITMHCKUX OTPAaHWYCHUH K YIPABICHUIO TPAHCIOPTHBIMH CpPEJICTBAMH
(masiee — METUIIMHCKOE 3aKJIIOUEHHUE), TTOPSAI0K HAIMPaBICHHUS HAa BHEOUYEPEIHOE
00s13aTeJIbHOE MEIUIIMHCKOE OCBUACTEILCTBOBAHUE, MTOPSIIOK MTPHUOCTAHOBIICHUS
JNEWCTBUS W AHHYJIMPOBAHUSA  MEIUIIMHCKOTO  3aKJIIOYEHHUS,  TOPSIA0K
OpraHu3allid W  TPOBEJCHUS  CAHUTAPHO-TIPOCBETUTEIBHON  palOOTHI
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o BOmpocaM  MNPO(PUIAKTUKH  YNPaBICHHUS  TPAHCIOPTHBIM  CPEICTBOM
B COCTOSIHUM aJIKOTOJIbHOTO, HApPKOTHMYECKOI'O0 WM HWHOTO TOKCHYECKOTO
OTbSIHEHHUS YCTaHABJIMBAIOTCS yIOIHOMOUeHHBIM [IpaBurenscTtBoM Poccuiickoit
®enepaumu heaepanbHbIM OPraHOM UCIIOJHUTENIBHOMN BIIACTH.»;

a03a1] BTOPOW UCKITIOYUTH;

B a03alle MTOM CJIOBA «YacTbIO 4 CTaThW» 3aMEHUTH CIIOBOM «CTaThEIl»;

B) IIYHKTHI 8 U 9 U3TOKUTH B CIEAYIOLIEH peJaKnu:

«8. Ilo pe3ysibTaTaM 00513aTeIBHOTO MEAULUHCKOTO
OCBHJICTEIbCTBOBAHUS, B TOM  4YHCJE BHEOYEPEAHOIO, MEIULUHCKOE
3aKiIoueHue popMupyercsi B GopMe AIEKTPOHHOTO JOKYMEHTA, OANUCAHHOTO
C HUCHOJb30BAaHUEM YCHUJICHHOW KBaJU(PUIMPOBAHHOW 3JEKTPOHHOM MOIIUCH
BpPauOM-IICUXUATPOM, BPAauyOM IICHUXHUATPOM-HApKOJIOIOM, pPYKOBOJUTEIEM
MEAMIMHCKOW  opraHu3auuu  (€ro  3aMecTUTelIeM) M MEAMLHUHCKON
OpraHu3aluen, pasmemiaerca B  (eAepalbHOM  peecTpe  JOKYMEHTOB,
COJIEpKAllleM CBEACHHUS O Pe3yJIbTaTax MEIULMHCKOTO OCBHUJETEIHLCTBOBAHMS,
KOTOpPBIA BEAETCS B €AMHOW TOCYIapCTBEHHOW HWH(POPMALMOHHOM CHCTEME
B cpepe 31paBoOXpaHeHUs (Hanee - peecTp).

Nudopmanmss 0  MEOUUMHCKHX  3aKIIOYEHUAX,  O(POPMIIEHHBIX
10 pe3yjbTaTaM 0053aTeIbHOIO0 MEAUIMHCKOIO OCBHUAETEbCTBOBAHMS, B TOM
YUCJI€ BHEOUYEPEAHOr0, BOJIUTENEH TPAHCIOPTHBIX CPEICTB, MEpeaaeTcs
U3 peectpa B HMHPOPMALMOHHBIE  CHUCTEMBl  (peAEpabHOTO  OpraHa
UCIIOJIHUTENIbHOM  BJIACTH, OCYIIECTBIIOIIEr0 (PYHKIMHM 1O BBIPAOOTKE
W peaju3alid TOCYJApPCTBEHHOW TIOJUTUKHM W  HOPMATHUBHO-IPABOBOMY
pPEryIMpOBaHUIO B c(epe BHYTPEHHUX [, MOCPEICTBOM E€AMHOW CHUCTEMBI
MEXBEJJOMCTBEHHOT'O JIEKTPOHHOTO B3aUMOJICHCTBHSI.

Nudopmanms 0  MEOUUMHCKUX  3aKIIOYEHHSX,  O(QOPMIICHHBIX
0 pe3ylbTaraM  0053aTeIbHOIO0  MEIUIMHCKOTO  OCBHJIETEIbCTBOBAHUS
KaH/IUJATOB B BOJMUTENM TPAHCIOPTHBIX CPEICTB, NEpenaeTcsa U3 peecTpa
B MH(pOpMaALIMOHHBIE CUCTEMBI (heEPATIBHOIO OpraHa MCIOJHUTEIBLHON BIAacTH,
OCYUIECTBJISIOEr0 (PYHKIIMU MO BBIPAaOOTKE M peanu3aluyd rocyJapCTBEHHOM
HOJIUTUKA UM HOPMATHUBHO-TIPABOBOMY DETYJIUPOBAHHUIO B cepe BHYTPEHHUX
JieJ, TOCPEICTBOM €IMHOM CHCTEMBI MEXBEJOMCTBEHHOIO 3JIEKTPOHHOIO
B3aMMOJICHCTBHSI Ha OCHOBAaHMHM COOTBETCTBYIOIIETO 3ampoca (eaepanbHOro
OpraHa MCHOJIHUTENIbHOMN BJIACTH, OCYIIECTBISAIOMIETO (DYHKIIUU IO BEIPAOOTKE U
peanu3aluyd  TOCYJAapCTBEHHOM  NOJWUTUKM W HOPMAaTHUBHO-IIPABOBOMY
peryJiMpoBaHuIO B cpepe BHYTPEHHUX JEII.

MeauuuHckass opranusanus o0si3aHa MPOUMH(GOPMUPOBATH TpakJaHHUHA
0 pe3yJibTaTaX MEeIULUHCKOIO OCBUICTEILCTBOBAHUS, O Niepeiaue HHPopMauu
00 ohOopMICHHOM MEAMIIMHCKOM 3aKIoueHud B (enepanbHBIA  Opraf
UCIIOJTHUTENIHOM  BJIACTH, OCYUISCTBIAIOMUNA (QYHKIMH 1O BBIPaOOTKE
W peanu3alid TOCYJApPCTBEHHOW TOJUTUKHM W  HOPMATHUBHO-IIPABOBOMY
peryJiMpoBaHuIoO B cepe BHYTPEHHHUX /eI, a TAKXKe BhIIATh T'PaXIaHUHY 10 €ro
npockOe BBIMTUCKY O Pe3yJIbTaTax MEAUIMHCKOTO OCBH/IETEIbCTBOBAHUS.
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Cpox JnedcTBHS MEIWLIHMHCKOIO  3aKJIIOYEHMs, MOJITBEPKAAIOLIErO
OTCYTCTBUE y BOJMTEINS TPAHCIOPTHOTO CpeAcTBa (KaHauAara B BOAUTENU
TPAHCIOPTHBIX CPEACTB) MEAMIIMHCKUX MPOTUBONOKA3AHUM K YIPABICHHUIO
TPAHCIIOPTHBIMU ~ CPEICTBAMHU, MJi1 JOMyCKa K CcJadye »HSK3aMEHOB Ha
MPEAOCTABJICHNE CHENUAJbHOIO TMpaBa Ha YIPABICHHE TPAHCIOPTHBIMU
CPEACTBAMH COOTBETCTBYIOIIMX KATETOPUH M BXOJSIIMX B HUX IMOJKATErOpUA
(mamee — sK3aMeEHBI, MPABO HA YIPABJIECHUE TPAHCHOPTHHIMHU CPEACTBAMM), JJIS
MOJYYEHHUSI POCCHUMCKOIO HAIMOHAIBHOTO BOIAUTEIBCKOTO YJIOCTOBEPEHHS,
a TaK)Ke JUIsl BOCCTAHOBJICHUS NEHUCTBUS MpPaBa Ha YIPABICHUS TPAHCIOPTHBIMU
CPEACTBAMH IIOCIE YTPaThl OCHOBAHWI MPEKpAIICHUS WM MPUOCTAHOBJIEHUS
€ro JEWCTBUS COCTaBISIE€T OJIMH TOJ CO JHS OQGOPMIICEHHUS MEIULUHCKOTO
3aKJIFOYCHHS.

B ciydae IIPOBEICHHUSI 00513aTE€IBLHOTO MEIULUHCKOIO
OCBHJICTEIbCTBOBAHUS B [EpPUOJ  JEWUCTBUA  paHee  O(POPMIIEHHOTO
MEJUIMHCKOIO 3aKJIFOYEHHMs]T MEIUMUMHCKOW OpraHu3alueil pa3MeIaeTcs
B peecTpe HOBOE MEAMIMHCKOE 3aKiIlo4YeHue, paHee O0QOPMICHHOE
MEIUIUHCKOE 3aKII0YEHUE aHHYJIUPYETCA.

9.B cnydae BBIBICHUSA y BOIUTENSA TPAHCIOPTHOIO CpPENCTBA IIPU
MPOBEICHUH MEIUIUHCKOTO OCMOTPA, MEIUIMHCKOIO OCBUIETEIHCTBOBAHUS
(32 UCKIIIOUEHHEM O00S3aTENbHBIX MEAUIMHCKUX OCBUJETEILCTBOBAHUN) JTHOO
OpyU  OKa3aHWM  MEAUIMHCKOW  TOMOIIM  3a00JIeBaHWM,  SBISIOIIUXCS
MEIUIMHCKUMHU TPOTHBOMOKA3aHUAMH JHMOO paHee HE BbISBIABIIMMUCS
MEIUIMHCKUMHM  TOKA3aHUSMH WM MEIULIHMHCKUMU  OTpaHUYECHHSIMHU
K YNOPaBICHUIO TPAHCIOPTHBIM  CPEICTBOM, BOJUTENb TPAHCIOPTHOIO
CpeICTBa HaIlpaBiIsIeTCs Ha HEO0OXoauMMble oOcienoBaHuEe WU (WJIM) JIeYCHHE
U JUId  TIPOXOKJIEHUS  BHEOUEPEJAHOT0  00fA3aTeNbHOTO  MEAMLIHMHCKOIO
OCBHJIETEJIbCTBOBAHMSI.

Ha Bpemss mnpoBeneHus HEOOXOOUMBIX O0O0CIEIOBaHUA, JICYCHUS U
BHEOYEPETHOTO 00513aTEIbHOT0 MEUIIMHCKOTO OCBH/IETEILCTBOBAHUS IEUCTBUE
paHee BBIIAHHOTO BOJUTENI TPAHCIOPTHOTO CPEICTBA MEIULMHCKOTO
3aKJII0YEeHUS (MPU €ro HaJIU4YKH ) TPUOCTAHABINBAETCS.

MenuuuHCcKkoNW opraHuzanuet odopmisieTcss COOOIIEHHE O HAIUYUU
OCHOBAHMM /i1  BHEOUEPEAHOrO0  MEAMIIMHCKOTO  OCBHJIETEIbCTBOBAHUSA
U O PUOCTAHOBJIICHUH JEHUCTBUS MEIMUMHCKOTO 3akKitoueHus (mpu  €ero
HaJIM4MM), KoTopoe ¢dopmupyeTcss B (QopMe DJIEKTPOHHOrO JOKYMEHTAa,
MOJMUCAHHOTO C MCTIOIB30BAHUEM YCUIICHHOW KBATH(PUITUPOBAHHON ITU(POBOIA
HOJIMUCH  MEIUIMHCKUM  pabOTHUKOM, PYKOBOAWUTEIEM  MEAMIHUHCKON
OpraHu3alyy (€ro 3aMeCTUTENIEM) U MEIULIMHCKONW OpraHu3aliei, pa3mMeraercs
B peecTpe M Tmepenaercs B (elepaibHbIi OpraH HCIOJHUTENBHON BIACTH,
OCYIIECTBISIONMI (PyHKUIMK MO BBIPAOOTKE M peau3aliu TocydapCTBEHHOM
NOJIUTUKA W HOPMATHUBHO-TIPAaBOBOMY pETYJIUPOBAaHHIO B cdepe BHYTPEHHUX
nen.
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MenuuuHCKOW OpraHu3alyen yBEIOMIISIETCS BOJUTENb TPAHCIOPTHOIO
CpElICTBA O BBISBJICHUU y HEro 3a00JieBaHWi, SBISIOMIMXCS MEIUIIMHCKUMU
MPOTHUBOIOKA3aHUSMUA JIMOO paHee HE BBIABISIBUIMMUCS MEIUIIUHCKUMHU
MOKa3aHUSMU WM MEIUIMHCKUMH  OTPaHUYECHHUSIMH K  YIIPaBJICHUIO
TPAaHCIOPTHBIM CPEACTBOM, O TMPUOCTAHOBIEHUU JEUCTBUS MEIUIIMHCKOTO
3aKJII0UCHHS (TIPH €r0 HAJIMYUK) U 00 HHGOPMUPOBAHUM 00 3TOM (eliepaTbHOIO
opraHa HCIOJHUTENIbHON BJIACTH, OCYIIECTBIISIONIEr0 (GYHKIMUU MO BbIPaOOTKE
W peaju3allid TOCYJAapCTBEHHOW TOJUTUKM U  HOPMATUBHO-IIPABOBOMY
peryaupoBaHuio B chepe BHYTPEHHUX JEII.

[Ipu nocrymieHun  coOOOIIEHHS O HAJIMYUKM  OCHOBAHMM ISt
BHEOYEPETHOTO MEAMIIMHCKOTO OCBHUAETEICTBOBAHUS M O MPUOCTAHOBJICHUU
JNEUCTBUS MEIUIIMHCKOTO 3aKiIoueHust (mpu ero Hanuuuu) QeaepaabHbIM
OpraHOM HMCIIOJIHUTEIHHOM BJIACTU, OCYIIECTBIISIONUM (YHKIIMU TIO BBIPAOOTKE
U pealu3ali TOCYJAapCTBEHHOW TMOJUTUKU W HOPMATUBHO-TIPABOBOMY
perynupoBaHuio B cdepe BHYTPEHHHUX JieJl, NEWCTBHE IpaBa Ha YIpaBICHUE
TPAaHCTIOPTHBIMHU CPEACTBAMHU TPUOCTAHABIMBACTCSA, O HYEM YBEIOMIISCTCS
BJIAJICIICI] BOJUTEIHCKOTO YIOCTOBEPCHHUS.

Breouepennoe o00s3aTenbHOE  MEAWIIMHCKOE  OCBHJICTEIHLCTBOBAHUC
BOJUTEISI TPAHCIIOPTHOTO CPENICTBA, MOTYYUBIIETO YBEAOMIICHUE O BBISBICHHUH
y HEro 3a00JICBaHHM, SIBJISIONMINXCS MEIUIIMHCKUMH MTPOTHBOIIOKA3aHUSMH JIHOO
paHee HE BBISBISBINMMHUCS MEIUITMHCKAMH TMMOKA3aHUSMU WIIH MEIUITUHCKAMHU
OTPaHUYCHHMSIMH K YIPaABICHUIO TPAHCIOPTHBIM CPEACTBOM, ITPOBOIHUTCS
BPAYOM-CITCIIHATTUCTOM TI0 MPOGHUITIO BRISIBIICHHOTO 3a00JIEBaHUS, SIBIISIOMIETOCS
MEIUITMHCKAM  TPOTHBOIIOKAa3aHWEM JIMOO paHee HE  BBIABISBIIAMCS
METUITUHCKUM TMOKa3aHWEeM WM MEIWIIMHCKAM OTPAaHWYCHHEM K YIPABICHUIO
TPAHCTIOPTHBIM CPEJICTBOM.

[To  pesympraTam  TIPOBEACHHWS  BHEOYEPEIHOTO  00S3aTEIHLHOTO
METUITTHCKOTO OCBHJICTEIILCTBOBAHUS METUITTHCKON OpraHu3aIueH
opopMisieTCsT MEOWIIMHCKOE 3aKIFOYCHHE B  TOPSAKE, YCTAaHOBICHHOM
IYHKTOM 8 HACTOSIIIEN CTAThU.

I[Ipu mocTymneHun cBeneHWid 00 OGOPMIIGHHOM  MEIUIIMHCKOM
3aKJIIOYCHUH, TOATBEPKAAONINM OTCYTCTBUE Y BOIUTENSI TPAHCIOPTHOTO
cpenctBa 3a00J€BaHUM, SBISIFONIUXCS MEIUIMHCKUMHU TMPOTHUBOMOKA3AHUSIMU
anb0 paHee HE BBISBISBIIMMUCS MEAUIMHCKUMH  TIOKA3aHUSAMHU  WITU
MEUITMHCKIMH OTPAaHUYCHHUSIMU K YIIPABJICHUIO TPAHCIIOPTHBIMU CPEACTBAMU,
dbenepalbHBIM OPTaHOM HCTIOTHUTEIHHOM BIACTH, OCYIICCTBIISIONTUM (PYHKITUU
M0 BBHIPAOOTKE M peaM3alii TOCYIapCTBEHHOW TOJUTUKH W HOPMATHUBHO-
IPaBOBOMY PEryJIUPOBaHUIO B cepe BHYTPEHHUX JeJ, JCHCTBUE TpaBa Ha
yIOPaBJIICHHE TPAHCIIOPTHBIMH CPEJICTBAMH BOCCTAaHABIMBAETCS, BOJIUTEIHCKOE
yIOCTOBEPEHUE MPU3HACTCS JTCUCTBUTEIBHBIM, O YEM YBEJIOMIISICTCS BIaJEIIell
BOJUTEIBCKOTO YIOCTOBEPCHHUSI.

[Ipu moctymneHun cBeneHuii 00 OGOPMIIGHHOM  MEIUIIMHCKOM
3aKTIOYCHUH, TMOATBEPXKIAIONIMM HAJIUYUE Y BOJUTENS TPAHCIOPTHOTO
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cpencTBa 3a00JICBaHMMA, SBISIONUXCS MEIUIIMHCKUMH TMPOTUBOMOKA3AHUSIMH,
dbeneparbHBIM OpPTraHOM HCIIOTHUTEIHLHON BIIACTH, OCYIIECTBISIONUM (DYHKIIUN
10 BBIPAOOTKE M peaau3alliid TOCYyJapCTBEHHOW IOJMMTUKA M HOPMATHBHO-
NIPaBOBOMY PETYJIMPOBAHHUIO B cdepe BHYTPCHHUX JeJl, NEHCTBUE TMpaBa Ha
yIpaBlIeHUE TPAHCTIOPTHBIMU CpPEJACTBAMHU TMPEKPAIIACTCs, BOJAUTEIHCKOE
YIOCTOBEpEHUE TPHU3HACTCS HEACUCTBUTEIBHBIM, O HYeM YBEIOMIISETCS
BJIaJIeTIEI] BOJUTEIIHCKOTO yIOCTOBEPCHHSI.

[Ipu MOCTYIJICHWH CBEIEHUI O BBIIAHHOM MEIUITMHCKOM 3aKITIOUYCHHH,
MOJITBEPXKIAIONIMM  HAJIMYWE Yy  BOAWUTENS  TPAHCIOPTHOTO  CPEJICTBa
3a00JIeBaHUH, SBIAIOIIMXCS paHEe HE BBIIBISIBIIUMUCA MEIUIIMHCKHUMHU
MOKa3aHWSMH WJIM  MEIUIMHCKUMHA  OTPAHWYEHUSMU K  YIPaBICHHUIO
TPAHCIIOPTHBIMH ~ CpPEICTBaMHU, (elepallbHBIM OpraHOM HMCTIOJHUTEIHHOU
BJIACTH, OCYHICCTBIISIIONIUM  (YHKIIMM 1O BBIPAaOOTKE W  pealu3aluu
rOCyJapCTBEHHOW TMOJUTUKA ¥ HOPMATHBHO-NPABOBOMY PETYJIHUPOBAHUIO
B chepe BHYTPEHHHX Jell, JCHCTBUE MpaBa HA YIPABJICHHE TPAHCIOPTHHIMU
CpEICTBAaMH  TPEKPAIAETCs, BOJMUTEIBCKOE YAOCTOBEPEHUE TMPU3HACTCS
HEeJICHCTBUTEIBHBIM. Bliajesner BoJUTEIbCKOTO yIOCTOBEPEHHS YBEIOMIISIETCS
O TpeKpalleHHH JEHCTBUS TpaBa Ha yIOPABJICHHE B COOTBETCTBUU
C BBISIBIICHHBIMH  MEIMIIMHCKAMU  TOKa3aHUSIMH WM  MEIUIHUHCKUMU
OTpaHUYCHUSIMU K YIPABJICHUIO TPaHCIIOPTHBIMU CpelICTBAMHU
¥ 0 HEOOXOUMOCTH MOJTYUYEHHUSI HOBOTO BOJUTEIHCKOTO YIOCTOBEPEHUSI.

Boautens TpaHCIOPTHOrO  CpEeACTBA, MOJYUYMBIIMNA  YBEIOMIICHHE
O MpEeKpalIeHUU TpaBa Ha YMNPaBJICHUE TPAHCIOPTHBIMU CPEIICTBAMH, OOs3aH
ClIaTh WMEIOIIEECS Yy HEro BOJUTEIBCKOE YAOCTOBEPEHHE B TOJpa3/elCHUE
dbenepalbHOTO OpraHa MCHOJHUTEIHLHOM BIACTH, OCYIIECTBIISIONIETO (PYHKITUU
0 BBIPAOOTKE W pealM3allii TOCYIapCTBCHHOW TOJUTUKH W HOPMAaTHUBHO-
MIPaBOBOMY PETYJIMPOBAHHIO B c(hepe BHYTPEHHUX JCIT.

B ciydae BbImaum BOAUTENBCKOTO YIOCTOBEPEHHS B3aMEH paHee
BBIJIJAHHOTO ~ BOJUTENIBCKOTO  YJOCTOBEPEHHUS  BOJUTENIO  TPAHCIOPTHOTO
CpEICTBa, y KOTOPOTO MO pe3yJibTaTaM MPOBEACHUS B COOTBETCTBHH C a03aieM
IIIECTBIM HACTOSIIETO MYHKTAa BHEOYEPEAHOTO 005S3aTEIBLHOTO MEIUITMHCKOTO
OCBHUJICTCIIbCTBOBAHMS  BBISBJICHBI 3a00JIEBaHMs, SBJISIONIMECS paHee He
BBIBIISIBIIAMHKCS ~ MCIWIIMHCKUMH — TIOKa3aHUSAMH WM MEIUIIMHCKUMU
OTPaHUYCHHMSIMU K  YIPABJICHUIO TPAHCIOPTHBIMH  CpPEACTBAMH, paHee
YCTaHOBJICHHBIN CPOK JICUCTBUS BOJUTEIIBCKOTO YIOCTOBEPEHHUS HE MEHSCTCS.

Nudopmarnmonnoe B3aMMO/ICHCTBUE benepabHOTO opraHa
WCIIOJIHUTENILHON  BJIACTH, OCYIIECTBISIIONIETO (PYHKIIMM 1O BBIPAOOTKE
U peanu3allid TOCYJapCTBEHHOW TOJUTUKM W HOPMATHUBHO-TIPABOBOMY
peryiaupoBaHui0 B cdepe 3ApaBoOXpaHEHUs, H (PeAepallbHOTO OpraHa
WCIIOJIHUTENILHON  BJIACTH, OCYIICCTBISIIONIETO (YHKIIMA TO BBIPAOOTKE
W peaqu3alid TOCYJAapCTBEHHOW TIOJIMTHKH W HOPMATHUBHO-TIPABOBOMY
perynupoBanuio B cdepe  BHYTpeHHHX  Jiel, 00  0hOpPMIICHHBIX,
MPUOCTAHOBIIEHHBIX W  AHHYJIMPOBAHHBIX  MEIHWIIMHCKUAX  3aKIIIOYCHHSIX,
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O HaJMYUM OCHOBAHMW I TPOBEJIEHUS BHEOUEPEAHOTO 00s3aTEIBHOTO
MEJIMIIMHCKOTO  OCBHUJICTEIILCTBOBAHUSI M O  BBIJAHHBIX  BOJMTEIBCKHUX
YAOCTOBEPEHUSAX OCYLIECTBIIETCS IOCPEACTBOM €AUMHON TOCYyAapCTBEHHOU
uH(OpMaAIMOHHOW cucTeMbl B cdepe 3ApaBooxpaHeHus H (denepanbHOU
MH(OPMAIMOHHONW CUCTEMBI (heJIepalIbHOIO OpraHa HCIOJHHUTEIbHON BIIACTH,
OCYHIIECTBIISIONMEr0 (DYHKIIMKU MO BBIPAOOTKE M peav3alii rocy/1apCTBEHHON
MOJIMTUKU U HOPMATHUBHO-TIPABOBOMY PETYJIMPOBAHUI0 B cepe BHYTPEHHUX
JIeJl, C UCHOJIb30BAHUEM €IMHOM CHCTEMBI MEXBEIOMCTBEHHOTO AJIEKTPOHHOTO
B3aMMO/ICHCTBUSI.

[Topsimox oOMeHa CBEICHUSMU B dJIEKTPOHHOU (hopMe 00 0POpMIICHHBIX,
MIPUOCTAHOBJICHHBIX W  AHHYJUMPOBAHHBIX MEAUIMHCKUX  3aKIIOUYCHUSX,
O HaJIWMYUM OCHOBAHUM [IJIi TIPOBEJICHUS BHEOYEPEIHOTO 00s3aTENBHOTO
MEJUIUHCKOIO  OCBUJETENBCTBOBAHUS M O  BBIJAHHBIX  BOAUTEIBCKUX
YIIOCTOBEPEHUSIX oOlpeaensercss (eaepaabHbIMU OpPraHaMU HCIIOJIHUTEIbHON
BJACTH, OCYUIECTBIIIIOIIMMU (YHKIMU 1O BBIPAOOTKE M  peanu3aluu
rOCyAapCTBEHHOW TOJUTUKHM W HOPMATHBHO-IIPABOBOMY PETYJIHMPOBAHUIO
B c(hepe 31paBooXpaHeHus U B c(hepe BHYTPEHHHUX JICIL.»;

2) B cTaThe 25:

a) B a03ale mepBoM MHyHKTa | cioBa «(manee — MpaBO Ha YIpaBIEHUE
TPAHCIOPTHBIMU CPEJICTBAMM )>» UCKIIFOUUTD:

0) B ab3a11e BTOpPOM IyHKTa 2 ClI0Ba «(Jajiee — SK3aMEHBI )» UCKITIOUUTH;

3) cTaThio 28 U3JI0KUTH B CIAEAYIOUIEN PEAAKIINU:

«Cratbs 28. llpekpaiieHne, NPUOCTAHOBICHWE  JIEWCTBHA  IpaBa

Ha YTNpaBJIEHWE TPAHCIOPTHBIMH CPEICTBAMHU

1. OcHOBaHMSIMM TIpEKpallleHWs JEUCTBUS IMpaBa Ha yIpaBJEHUE
TPAHCIIOPTHBIMU CPEJICTBAMMU SIBIISIOTCS:

UCTEYECHHUE CPOKA JEHCTBUS BOJUTEIBCKOTO YIOCTOBEPEHHS;

BBISIBJIEHHOE B pe3ynbTaTe 00513aTeIBLHOTO MEIULUHCKOIO
OCBUJICTEJIbCTBOBAHMS HAJM4YME€ MEIULUHCKHUX IMPOTUBONOKA3aHWWA WIA paHee
HE BBISBIISBIIMXCS MEIUIMHCKUX TOKa3aHUM MO0 paHee HE BBISIBISIBIIMXCS
MEIUUMHCKUX OTPaHUYECHH K YIPABJICHHUIO TPAHCIOPTHBIMU CPEICTBAMH B
3aBUCUMOCTM  OT MX  KaTeropuid, Ha3HAYEHHA M  KOHCTPYKTHBHBIX
XapaKTEPHUCTHK;

JMIIEHUE NpaBa Ha YIPABJIEHUE TPAHCIOPTHBIMU CPEICTBAMM.

2.Tlopanok  mOpekpamieHuss  JEeWCTBUS  IpaBa Ha  yOpaBJEHUE
TPAaHCHOPTHBIMU ~ CPEACTBaMH,  NPHOCTAHOBJIEHUS  JEWCTBUS  MpaBa
Ha YNPaBJIEHUE TPAHCIIOPTHBIMU CPEJACTBAMHU, BOCCTAHOBIICHUS JICWCTBUS MpaBa
Ha YIpaBJI€HUE TPAHCIOPTHBIMU CPEACTBAMH TIOCIE YTpaTbl OCHOBAHMMA
NpPEKpalleHUs] WM MPHOCTAHOBJIEHUS €ro JICWCTBHS  YCTaHABIMBAETCS
[IpaBurenscTBOM Poccuiickoit @enepanni.

3.Buasl  mpaBoHapylleHW#,  BIEKYIIMX B  KauyeCTBE  MEpbI
OTBETCTBEHHOCTH JIMILIEHUE MPaBa Ha yNpaBJIEHUE TPAHCIIOPTHBIMU CPEJICTBAMHU
MO0 OTpaHUYEHHUE TAKOTO NPaBa, YCTAHABIMBAIOTCS (heepaIbHBIM 3aKOHOM. ).



CraTtba 2

ITynkt 7 yactu 2 crarbu 10 @enepanbHoro 3akoHa ot 27 utons 2006 rona
Ne 152-®3 «O mnepconanbubix JaHHbIX» (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit @enepanun, 2006, Ne 31, ct. 3451; 2011, Ne 31, ct. 4701; 2020,
No 50, cr. 8074) nOmMONMHUTH CJIOBaMH «, O OE€30MacCHOCTH JIOPOKHOTO
JIBYDKCHUS.

Crarba 3
Hacrosimuii @eaepanbHblid 3aKOH BCTynaeT B cuity ¢ 1 mapta 2022 roaa.

IIpe3unent
Pocculickon ®enepanuu



IOACHHUTEJ/IBHAS 3AIINCKA
K MPOeKTY (peepabHOro 3akoHa «0) BHECEHUU U3MEHEHHUH
B OTAeJIbHBbIC 3aKOHOAaTebHbIe aKThI Poccuiickoit @enepanuu
10 BONPOCAM MeIUIIUHCKOT0 obecreuyeHuss 0e30NMacHOCTH
JAOPOKHOTO IBHKCHUS»

[Ipoext denepanbHoro 3akoHa «(O BHECEHMHM U3MEHEHHMA B OT/EJIbHbIC
3aKOHOAATeNbHble aKkThl Poccuiickoin dPexepanuym 10O BONPOCAM MEIUIIMHCKOTO
oOecrieyeHus 0OE30MaCHOCTU JOPOKHOTO JABMXKEHHUS» (Jajiee — 3aKOHOIPOEKT)
pa3paboTaH B COOTBETCTBMHM ¢ TpeOoBanusiMu myHkra 3.1 [lmana mepornpusituit
[0 ONTUMM3ALUUM TrocyaapcTtBeHHbIX ycayr MBJI Poccumn «llpuem sx3aMeHOB
Ha TIOJIyYEHUE IIpaBa HA YIPABICHUE AaBTOMOTOTPAHCIOPTHBIMH CpPEICTBAMM,

TpaMBasiMH, TpoJuieiidycamu, BbIJIa4a BOJIUTEIIbCKUAX YAOCTOBEPEHUI»
n «Perucrtpamus aBTOMOTOTPAHCIIOPTHBIX CPEACTB W IPULENOB K HUMY,
YTBEPKIAECHHOIO [IpaBUTENBCTBEHHOU KOMHUCCHEN 10 HCIIOJIb30BAHUIO

MH()OPMAIIMOHHBIX TEXHOJIOTHUH JJI YIYUIICHUS KaueCTBa KU3HU U YCIOBUM BeJCHUS
npeanpuHuMaTesnbekoi aestenbHocTd (pasaen I mporokona Ne 4 ot 28 okTsa0ps
2014 ., nmamee — Ilnan), nynkra 3 mnopyuenus IIpaBurenbctBa Pocculickoi
®enepauun ot 17 mapra 2015 . Ne JIM-I19-1641 u nyHkta 5 mnoOpydeHUA
[IpaButenscTBa Poccuiickoit denepanmu ot 4 nexadpst 2019 r. Ne MA-I19-1053.

3aKOHOIPOEKT J10pabOoTaH B COOTBETCTBUU C IyHKTOM 2 pazfiena | mporokona
coemanust B IlpaBurensctBe Poccuiickoit ®enepanuu ot 15 okrsaops 2019 r
No IM-1143-67ip u  3aMeuaHuid [ OCymapCTBEHHO-IPABOBOTO  yHpPaBJICHUS
IIpesunenta Poccuiickon @Penepauuu, Ynpasinenus Ilpesunenta Poccuiickon
@denepanuu MO0 Pa3BUTHIO  HMHPOPMAIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTUHN
1 UH(QPaACTPYKTypbl CBsI3M M OJKcrepTHoro ympasneHus Ilpesuaenta Poccuiickoit
Oenepaunu  (muckMo  Anmapara  [IpaButensctBa  Poccuiickoii  Deneparuu
otT 14 suBaps 2020 r. Ne [19-1048).

B coorBerctBum ¢ numcemoMm Amnmapara [IpaBurensctBa Poccuiickoit
@enepanun ot 7 okrabps 2020 r. Ne [19-62023 3akoHONpOEKT M (UHAHCOBO-
HPKOHOMUYECKOE OOOCHOBaHME K HEMy J0pabOoTaHbl € YYE€TOM TOTOBHOCTH
rOCYy/IapCTBEHHBIX, MYHUIIMIAIBHBIX ¥ YaCTHBIX MEIUIMHCKUX OpraHu3aiuil
K MpecTaBieHnio uHpopMmaimu B EnuHyro rocynapcTBeHHYIO WHOOPMAIMOHHYIO
cuctemy B cdepe 3apaBooxpanenus (nanee — ETUC3).

Pazpaborka 3akoHOmpoeKkTa OOyCIOBICHA HEOOXOAUMOCTBIO HCKITFOUCHHS
BO3MOYKHOCTH YIIPABJIEHUSI TPAHCHOPTHBIMU CPEIACTBAMHM BOJUTEISAMH, Y KOTOPBIX
IpU MPOBEAECHUUA MEAUIIMHCKUX OCMOTPOB, MEAUIMHCKUX OCBHJIETEIIbCTBOBAHUI
aM00 OKa3aHWM MEIUITMHCKOM TMOMOIIM YCTAHOBJIEHBI 3a00ieBaHUs (COCTOSIHUS),
SBJISIFOIIIAECS] METUIIMHCKUMU TTPOTUBONOKA3aHUSIMU MO0 paHee HEe BBISABIISIBUIUMHUCS
MEIUIIMHCKUMH TMOKa3aHUSAMU WM MEAUIMHCKUMU OTPAHUUYCHUSIMU K YIPaBICHUIO
TPAaHCHOPTHBIMU ~ CPEICTBAMH, a TakXKe OpraHu3alud MEXBEJOMCTBEHHOIO
DJIEKTPOHHOTO  B3aUMOJICMCTBUSL  C  HCIIOJb30BAHUEM  €IWHOM  CUCTEMBI
MEKBEJIOMCTBEHHOI'0 3JIEKTPOHHOTO B3auMmojeicTBus (naiee — CMOB) mo ooMeny
CBEJICHUSIMU O BBISBICHUHM Y BOJUTENSl TPAHCIOPTHOTO CpPENCTBA 3a00JIEBAHUIA,
ABJIIONINXCS ~ MEIUIIMHCKUMH  TPOTHUBOIOKA3aHUSMU  JUOO  paHee  He
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BBISIBJISIBIIUMMUCS MEIUIUTHCKUMHU MOKa3aHUsIMU WIH MEIUIMHCKUMHU
OTPaHUYCHHUSIMHU K YIPABICHUIO TPAHCIOPTHBIM CPEACTBOM), 00 OGOPMIICHHBIX,
MPUOCTAHOBIICHHBIX U AHHYJIUPOBAHHBIX MEIUIMHCKHUX 3aKIIOUYEHUAX O HAIUYUU
(00 OTCYTCTBMHU) Yy BOJAUTENEH TPAHCIOPTHBIX CPEACTB (KaHAMJIATOB B BOAUTENU
TPAHCHOPTHBIX ~ CPEACTB)  MEAMIIMHCKUAX  IPOTHUBOMOKA3AHUM,  MEAUIIMHCKUX
MOKa3aHUW WM MEIUIMHCKUX OTPaHWYEHUW K YNPABICHUIO TPAHCHOPTHBIMU
CpelcTBaMU (Jajee — MEAMIMHCKOE 3aKIIOYEHUE) U O BBIIAHHBIX BOJMTEIIBCKUX

YIOCTOBEPEHUSIX.
B HacTosimee BpeMs 3aKOHOAATEIBLCTBOM YCTAHOBIIEHA OOS3aHHOCTH IS
BOJIUTENIEH, HE OCYLIECTBIISOIINX npoecCuoOHAIbHYIO NEATEeIbHOCTh

M0 YIPAaBICHUIO TPAHCHOPTHBIMH CPEACTBAMH, MPOXOXKICHUS MEIUIIMHCKOTO
OCBHJIETEJIbCTBOBAHUSI  BOAMUTENEH TPAHCIOPTHBIX CPEICTB IIPU  HCTEUYCHHUU
10-meTHero cpoka IEWCTBUS BOAMTENBCKOTO YIOCTOBEPEHHMS, OJHAKO OTCYTCTBHUE
MEXBEJJOMCTBEHHOTO HMH(POPMAIMOHHOTO B3aUMOJICUCTBHUS Mexay MuH3apaBoM
Poccum u MBJl Poccun mno obmeny wuHdopmarmeil o rpakaaHax, HMEIOIINX
MIPOTUBOMNOKA3aHUS K BOAUTEIBCKON NEATEIbHOCTH, IPUBOIUT K TOMY, YTO BOJUTEIH,
y  KOTOPBIX  BBISBJIEHBl  MEIWIMHCKUE  TMPOTHUBOMOKAa3aHUA JUOO  paHee
HE BBIBISIBIIMECS MEIULHUHCKHAE TOKAa3aHUS WM MEIUIMHCKUE OTrPaHUYCHUS,
MPOJIOJDKAIOT YIPABIISITH TPAHCIIOPTHBIMU CPEJICTBAMU JI0 UCTEUCHUS CPOKaA JIEHCTBUS
BOAUTEIBCKUX YI0CTOBEPEHUM.

B Tteuenne nocnegnux Ttpex ner u 6 mecsaueB 2021 roma momapasaeneHUSIMU
[ocaBTOMHCIIEKIIMM HAa OCHOBAHWU CYJIEOHBIX PEIICHWN O TMpEeKpalleHUs IMpaBa Ha
yOpaBi€HUE TPAHCHOPTHBIMU CPEJICTBAMHU  JIMIIAM, HWMEIOIIMM 3a00JieBaHUs,
MPENATCTBYIONIME OE30MaCHOMY YIPaBICHUIO TPAHCHOPTHBIMU CPEICTBAMH, OBLIO
aHHYIUPOBaHO OoJiee 16,2 ThIC. BOMUTEIBCKUX YIOCTOBEpeHU. Takke, B yKa3aHHbBIN
nepuoji TpoBeJeHa 3aMeHa Oosiee 96,2 ThIC. BOAMTEIBCKUX YIO0CTOBEPECHUM
BONUTENSIM,  TPUOOPETIIMM  3a00JE€BaHUsA,  SABIAIONIMECS  MEIUIIMHCKUMHU
MOKa3aHUSMU WM OTPAHUYEHUSIMU K YIIPABJIECHUIO TPAHCIIOPTHBIMU CPEJICTBAMMU.

VYkazaHHoe co3/aeT Yrpo3y O0€30MacHOCTH JTOPOKHOTO JABUKEHUS, >KU3HU
Y 3JI0POBBIO TPAXKIAH.

B LEJISAX peanu3anuu MEPOIPUITUN [Imana 3aKOHOIIPOEKTOM
MpeayCMaTPUBAECTC U3MEHEHHUE TOAXO0JI0B K CUCTEME MPOXOXKIACHUSI BHEOUEPEIHOTO
00s13aTEILHOTO MEAUIIMHCKOTO OCBHUACTEIBCTBOBAHUS, MPEIYCMOTPEHHOIO CTaTheil
23 ®epepanbHoro 3akoHa oT 10 gexadps 1995 . Ne 196-®d3 «O 6Ge3zomacHOCTH
JIOPOKHOTO JABUKEHUS.

Tak, B ciaydae BBISBICHHS Yy BOAUTENS TPAHCIOPTHOTO CPEACTBA MU
MPOBEACHUN MEIUIIMHCKOTO OCMOTpa, MEIUIIMHCKOTO OCBUJIETENIbCTBOBAHUS JIMOO
NP OKa3aHUW MEAUIIMHCKON TIOMOIIM 3a00JeBaHUKA (COCTOSHUM), SBIISFOITUXCS
MEIUIIMHCKUMHA  TPOTHUBOIOKA3aHUSAMU  JMOO  paHee  HE BBISBISBIINMUCS
MEIUIMHCKUMH MOKa3aHUSMU WM MEAUIMHCKUMU OTPAHUYCHHUSIMU K YIPaBICHUIO
TPAHCIIOPTHBIM CpencTBOM, uH(opmarusi 00 3ToM ¢ukcupyercss B ¢eaeparbHOM
peecTpe JIOKYMEHTOB, COJIEpXkalleM CBEACHUS O pe3ylbrarax MEIUIUHCKOIO
OCBHJIETENIbCTBOBaHUA, KOoTOpbiid Benercss B EIMIC3 (manee — peecTp), a BOAUTEIND
HANpaBJIIETCS HA HEOOXOoAWMble OOCIENOBaHMS M JICUEHHWE W IS TPOBEICHUS
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BHEOYEPEAHOTO 00s3aTEIHPHOTO MEIUIIMHCKOTO OCBHJIETEIBCTBOBAHMS, KOTOPOE
MPOBOJIUTCS  BPAYOM-CHEIUAIMUCTOM 1O TMPOUIII0 BBIABICHHOTO 3a00JIeBaHUS
(cocTosiHMS), SBIISIIOIIETOCS MEAMIIMHCKUM TPOTHMBOIOKa3aHHEM WM paHee He
BBISIBJISIBIIUMCSL MEIMIIMHCKUM TIOKa3aHUEM WM MEAUIMHCKUM OrpaHUYCHHUEM
K YIIPABJIECHUIO TPAHCIIOPTHBIM CPEJCTBOM.

Ha nmepuon mpoBenenusi oOcinenoBaHus U (WIM) JEYCHUS U BHEOUEPEIHOTO
00513aTeTLHOTO MEIUITMHCKOTO OCBHUJETEIIHCTBOBAHUS BOJUTENSI TPAHCIOPTHOTO
CpencTBa JEUCTBUE HMMEIOIIETOCS Y HEro MEAMIIMHCKOTO 3aKJIIoueHHs (IIpu HEro
HaJIMYUK1) U BOAUTEIHCKOTO YJI0CTOBEPEHHUS TPUOCTAHABIUBAIOTCS.

[To pe3ynbpraram nMpoBEICHHOTO BHEOUEPEAHOTO 00S13aTEILHOIO MEAUITUHCKOTO
OCBHUJETEIbCTBOBAHUS BBIJIACTCA HOBOE MEIMIIMHCKOE 3aKIIOYEHUE, KOTOpPOE
pa3MmeniaeTcs B peecTpe W HampamiseTcs B (GeAepaibHbIM OpraH HCHOJHUTEIbHON
BJIACTH, OCYIIECTBIISIOMNNA (YHKIIMH 10 BBIPAOOTKE U peaM3alliK TOCYIapCTBEHHOM
MOJIMTUKK W HOPMATUBHO-TIPABOBOMY PETYIHPOBAHUIO B cdepe BHYTPEHHUX eI
(manee — MBJI Poccun) B anekTpoHHOM hopme.

[Ipy mnocTtynieHWd CBEAEHUW O BBIJJAHHOM MEIUIMHCKOM 3aKIIOUYECHUH,
MOATBEPKIAIONIMM OTCYTCTBHE Y BOJUTENST TPAHCIOPTHOTO CPEICTBa 3a00JIeBaHMUIA,
ABJIAIONIMXCS ~ MEIUIIMHCKUMU  TMPOTHUBOIOKA3aHUSMU  JUOO  paHee  He
BBISIBJISIBIIMMHUCS MEIUIIMHCKUMU MOKa3aHUSIMU WIn MEUIIMHCKUMU
OTPAaHWYCHHUSIMU K YIPABJICHUIO TpPaHCHOPTHBIMU cpeacteamu, MBJI Poccun
JICVCTBHE TNpaBa Ha YIPAaBICHUE TPAHCIOPTHBIMU CPEACTBAMU BOCCTAaHABJIMBAECTCH,
BOJIUTEIBCKOE YIOCTOBEPEHHUE NMPU3HACTCS AECHCTBUTEIBHBIM, O YEM YBEIOMIISIETCA
BJIQJICJIEL] BOJUTEIIBCKOTO YI0CTOBEPEHHUSI.

[Ipu mocrymienuu cBefeHuir 00 0GOPMICHHOM MEIUIIMHCKOM 3aKJIFOYEHUU,
MOATBEPKIAIONIMM HAJIMYUE y BOAUTENS TPAHCIOPTHOTO CPENCTBA 3a00JIeBaHUM,
SABIIAIOIIMXCS MEIUIIMHCKUMU NpoTuBOoNoka3zanusimMu, MB/[ Poccun nerictBue nmpasa
Ha YOpaBJICHUE TPAHCHOPTHBIMU CPEICTBAMU MPEKPALIAETCS, BOJIUTEIBCKOE
YIAOCTOBEPEHUE IIPU3HACTCS HEJACUCTBUTEIBHBIM, O Y€M YBEAOMIISICTCS BIlaJElIel]
BOJIUTEIBCKOTO YAOCTOBEPEHMUSI.

[Ipu nocrymieHuu cBejeHuit 06 0GOPMIICHHOM MEIUIIMHCKOM 3aKIIIOUCHUH,
MOATBEPKIAIONIMM HAJIMYUE y BOAMUTENS TPAHCIOPTHOTO CPENCTBA 3a00JIeBaHMM,
ABJSIIOIIMXCS PAHEE HE BbIBIABIIMMUCA MEIUIMHCKUMU TOKA3aHUSMHU WIIH
MEIUIIMHCKUMU OTPAHUYECHUSAMU K YIIPABJICHUIO TPAHCIIOPTHBIMU cpenicTBamMu, MB/I
Poccum  meiictBue mpaBa  Ha  YIPABJIEHUWE  TPAHCIOPTHBIMM  CPEIACTBAMHU
MPEKpaniaeTcsi, BOAMUTEIBCKOE YJIOCTOBEPEHUE TMPU3HACTCS HEACUCTBUTEIBHBIM.
Bnanenenr BOAUTENLCKOTO  YAOCTOBEPEHHUS YBEIOMISIETCS O HEOOXOJUMOCTH
MOJYYEHNSI HOBOTO BOAUTEIBCKOTO YJIOCTOBEPEHUS.

IIpenocraBienne u3 peecTpa CBEICHHH 00 O(QOPMIICHHBIX MEIUIIMHCKHX
3aKJTFOUYCHUSIX, CBEJICHUN O TMIPUOCTAHOBICHUU WX JACUCTBUS, 00 MX aHHYJIWPOBAHUH,
O HaJIMYMKA OCHOBAaHWUW JUIsI TPOBEACHUS  BHEOUEPEAHOTO  00S3aTEIBHOTO
MEIUITMHCKOTO OCBHUCTENHCTBOBaHMS B MH(MOpMarmonnsie cuctembl MBJ[ Poccun,
a TaKXKe MPEAOCTABICHUE CBEACHHUM O BBIAAHHBIX BOJAUTEIBCKUX YI0CTOBEPEHUAX
u3 uHpopManmoHHbIX cucteM MBJ] Poccum mnpemycMarpuBaeTcs OCYyIIECTBIISITH
¢ ucnonb3zoBannem CMOB.
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[Topsimok oOMeHa CBeAeHUSIMU B DJIEKTPOHHOU ¢dopme 00 0dOpMIICHHBIX,
MIPUOCTAHOBIICHHBIX W AHHYJIMPOBAHHBIX MEIWLIMHCKHUX 3aKIIOYEHHUSX, O HAJIUYUU
OCHOBAaHWM JIi MPOBEACHUS BHEOUYEPENHOro 0053aTeNbHOTO  MEIMIIMHCKOTO
OCBH/IETEJIbCTBOBAHHUS U O BBIJAHHBIX BOAUTEIBCKUX YAOCTOBEPEHUSAX ONPEHACHAETCS
denepanbHBIMU OpraHaMU MCHOJHUTEIBHOW BIACTH, OCYIIECTBISIONMMU (DYHKIUU
10 BBIPAOOTKE U pealn3aluy rOCyJapCTBEHHOM MOJUTUKH U HOPMAaTUBHO-IIPABOBOMY
peryanupoBaHuio B chepe 31paBOOXpaHEeHUs U B cepe BHYTPEHHUX JIETI.

B nensx BO3MOXHOCTH OCYIIECTBICHUSI 00paOOTKH onpeaeneHHbIX cTarber 10
®enepanbHoro 3akoHa oT 27 urona 2006 1. Ne 152-03 «O nepcoHAIBHBIX JTAHHBIX
CHECHHUAIBHBIX KAaTErOpMH IEPCOHAJBHBIX JAHHBIX, KaCalOIIMUXCA COCTOSHUSA
3I0POBBS, 3aKOHOIPOEKTOM BHOCATCS COOTBETCTBYIOIME W3MEHEHHUS B IIYHKT 7/
yacTH 2 ctaThu 10 ykazaHHOro ¢efepabHOTO 3aKOHa.

BHocuMble W3MEHEHHsS TO3BOJAT ONTHMH3UPOBAaTH MEKBEIOMCTBEHHOE
uHdopmaronHoe B3aumojeicteue Munznpasa Poccun 1 MBJ] Poccun o oomeny
BBIIICYKAa3aHHBIMU CBEICHUAMH, UCKIIOYUTH BO3MOXXHOCTH JOIYCKa K YIIPABJICHUIO
TPAHCIIOPTHBIMHU CPEICTBAMH JIMI, UMEIOIMIMX 3a00jeBaHUsl (COCTOSIHMSI), HaTU4Me
KOTOPBIX MPEMATCTBYET BO3MOXXHOCTH YIIPABJICHHWS TPAHCIOPTHBIM CPEACTBOM,
a TAK)KE COKpPATUTh BPEMEHHBIE 3aTpaThl IPakJaH IPU MOJYYECHUN T'OCYJapCTBEHHOU
YCIIyTH, YTO, B CBOIO OUE€PE/b, OKAXKET MOJOKHUTEIbHOE BIUSHHUE HAa OE30MaCHOCTh
JOPOKHOTO JABUKEHUS.

[lonoxeHnss 3aKOHONPOEKTAa HANPABIEHbl HA pealM3alyi0 MEpPOIPHUATHS
denepanpbHOoro mnpoekra «be3onacHOCTh MOPOKHOTO ABMKEHHS» HAUUMOHAIBHOTO
npoekrta «be3omacHble M KAYECTBEHHBIE  JIOPOTW»,  IPEAyCMaTPUBAIOIIETO
OpraHu3allil0 W  OCYyIIEeCTBICHHME oOMeHa Mexay Mun3apaBom Poccun
u MBJl Poccuu cBeieHUSIMU O BBIJAHHBIX MEAUIMHCKUX 3aKIFOYECHUSX.

B cBA3u ¢ TéM, 4TO B COOTBETCTBUM C IACHOPTOM HALMOHAIBHOIO INPOEKTa
«31paBoOXpaHeHHE» U BXOJSIIETO B €ro cocTaB (eaepaibHoro npoekra «Co3nanue
eIMHOT0 IM(PPOBOTO KOHTYypa B  3[PaBOOXPAaHEHHWHM HA OCHOBE EIAUHOM
rocyaapcTBeHHOM nHpopMaImoHHo! cucteMbl B cepe 3npaBooxpanenus (ETIC3)»,
o0ecrieueHue mepesayd JaHHBIX M3 MEIUIMHCKUX OpraHu3aluid, OKa3bIBAIOLINX
YCIYTM 10 MEAULUHCKOMY OCBMJETEIILCTBOBAHUIO HA HAJIM4YUE MEIULHUHCKUX
MPOTUBOINOKA3aHUI K YIPaBICHUIO TpaHCHIOPTHbIMU cpenctBamu, B ETMIC3 Oyxner
Bo3MoxkHa B 2021 romy, ¢ yuerom TpeOoBanuii yactu 1 crateum 3 dDenepaibHOro
3akoHa oT 31 wumrons 2020 . Ne 247-®3 «OO0 o0sA3aTenbHbIX TPEOOBAHMIX B
Poccniickoit ®denepanun» CpOK BCTYIUIEHHS B CUJIy 3aKOHOINPOEKTA YCTAHOBIICH
c 1 mapra 2022 rona.

Pacxonpr Ha nopxmouenne k EIMIC3 rocynapCTBEHHBIX M MYHHIIMIIAJIBHBIX
MEIMIHMHCKUX OpraHu3aliii BKJIIOYEHbl B (PUHAHCUPOBAHMUE BBIIICYKA3aHHOTO
denepanbHOro mnpoekra. Ilpu 3TOM TOMOMHUTENBHBIX PAcXofoB U3 (eaepaIbHOro
oromkera Ha pazButHe nojacucreM EI'MIC3, cBA3aHHBIX C MOAKIIOYCHHEM YaCTHBIX
MEIMIUHCKUX OpTaHM3alMii, He MOTpeOyeTcCs.

3aKOHONPOEKT HE NPOTUBOPEUUT mnoJoxkeHusM JloroBopa o EBpasuiickom
DKOHOMHMYECKOM COI03€, & TAKXKE IIOJOKEHUSAM HMHBIX MEXAYHAPOIHBIX JIOTOBOPOB
Pocculickon ®@enepanumu.



B 3akoHOmpoekTe OTCYTCTBYIOT o0Os3aTelbHble TpeOOBaHUS, OIEHKa
COOJIIOJICHUSI KOTOPBIX OCYIIECTBISIETCS B pPaMKax TOCYJapCTBEHHOTO KOHTPOJIS
(Hamzopa), MYHULIUNAIBHOTO KOHTpPOJIA, npu paccMOTpEHHUH Jen
00 aJIMHMHHCTPATUBHBIX IPABOHAPYIICHUSX, M oO0s3aTelibHbIE TpeOOBaHMUS,
COOTBETCTBHE KOTOPBIM TMPOBEPSAETCS TNPU BbIAAYE pa3pELICHUM, JIMIEH3HM,
aTTECTaTOB AaKKPEIWTAalWW, WHBIX JIOKYMEHTOB, HWMEIOIIMX pa3pelIuTeIbHbINA
XapakKTep, O COOTBETCTBYIOLIEM BHJI€ IOCYJAPCTBEHHOI'O KOHTPOJIA (Haa30pa), BUAE
pa3pelmnTeNIbHON AeATEIbHOCTH U IPEIIOIaraéMoi OTBETCTBEHHOCTH 33 HAPYIICHHUE
00s13aTeNIbHBIX TPEOOBAHUN WM TTOCIEACTBHUSIX UX HECOOTIOACHMS.

[Ipensiaraemele WU3MEHEHUS HE MOTpeOyIOT JOTIOJTHUTENBHOTO
(¢buHAHCHPOBAHUS M YBEIMUEHUS IITATHON YUCIEHHOCTH OPTraHOB BHYTPEHHHUX JIE.

MB/I Poccun



DHUHAHCOBO-2KOHOMHYECKOE OOOCHOBAaHUE
K MIPOEKTY (eepanbHOro 3akoHa «O BHECEHWH U3MEHEHUI B OT/E/IbHbIC
3aKOHOAATENbHbIE aKkThl Poccuiickon Penepanuu 1o Bonpocam
MEIUIIMHCKOTO 0OecriedeH s 0€30MacHOCTH JOPOKHOTO ABMKCHUS

[Tpunstue dhenepanprOoro 3akoHa «O BHECEHUU M3MECHEHHH B OTICIHHBIC
3aKOHOJIaTeNIbHbIE aKkThl Poccuiickoii denepanuu mo BOIpOcaM MEIUITUHCKOTO
obecricueHuss  0€30IAaCHOCTH  JIOPOKHOTO  JIBIDKCHHSI»  HE  INPHUBEACT
K YBEIMYEHUIO PacxoJioB ¢eaepatbHoro OropKeTa, OOKETOB CYOBEKTOB
Poccuiickoit denepariuu, MECTHBIX OIOIKETOB.

HeoOGxomumbie a1 peanusalud TOJIOKEHMM — 3aKOHOIPOEKTa
MEpPONPHUATHS TIO0 PA3BUTHIO E€AMHON TOCYJapCTBEHHOW WHMOPMAIIMOHHOM
cucteMbl B cdepe 3apaBooxpaneHus (mamee — EIMUC3), a Takxe
rOCyJIapCTBEHHBIX HMH(POPMAIMOHHBIX CHCTEM B cdepe 3apaBOOXpaHECHUS
cyobekToB Poccutickoit @enepanuu (nasnee — ['MMC cyObEKTOB) U MEIUIIMHCKHUX
MH(MOPMAITMOHHBIX CHUCTEM MEIUIMHCKUX OpraHu3aliii ToCyJapCTBEHHOM
Y MYHULIMNQIBHOW CHUCTEM 3/IpaBOOXPAHEHUs HE MOTPEOYIOT JOMOIHUTEIbHBIX
OIOJIKETHBIX ~ACCUTHOBaHUM, TMOCKOJBbKY OYyIyT BBINOJHEHBI B paMKax
peanuzaluu  MEpONpPUSTUNM, MNPETyCMOTPEHHBIX (eaepaibHbIM  TPOCKTOM
«Co3nanre eauHOro IMU@POBOr0 KOHTYpa B 3JPaBOOXPAHEHHWHU Ha OCHOBE
CAUHON  rocymaapCcTBeHHOM  MH(GOpPMAlMOHHOW  cuUCTeMbl B cdepe
snpaooxpadeHus (EI'IC3)» HanmoHaIbHOTO MPOEKTa «3IpaBOOXPAHCHHE.

[Ipr 5TOM JOMOTHUTENBHBIX PAcXol0B M3 (eaepallbHOrO OrOIKETa Ha
pazButue noacucreM EI'MC3, CcBA3aHHBIX C MOJAKIIOYEHUEM YaCTHBIX
MEIUIIMHCKUX OpTraHU3alliid, He MOTPeOyeTCs.

Peanmzannst 3akOHONPOEKTa HE TMIOBJICYET YBEJIMYEHUS IITATHOM
YUCJIEHHOCTU COTPYJHUKOB (peiepalIbHBIX OPraHOB UCTIOJHUTEIILHON BJIACTH.

MB/I Poccun



IIepeuens
benepanbHBIX 3aKOHOB, TOJIJISKAITNX TPU3HAHUIO YTPATUBILIMMU CHILY,
IIPUOCTAHOBJICHUIO, U3MEHEHUIO WM IPUHATHIO B CBS3U C IPOEKTOM
denepanbHOro 3akoHa «O BHECEHUU U3MEHEHUH B OT/ENbHbIC
3aKOHOAATeNbHbIE akThl Poccuiickon Penepanuu 1o Bonpocam
MEIUIMHCKOr0 00ecrieueHus1 0€30MacHOCTH JOPOKHOTO JIBUKEHUS

[Ipunsitue npoekra ¢eaepanbHOro 3akoHa «O BHECEHUU HW3MEHEHUM
B OT/ICJIbHBIE 3aKOHOAaTelbHbIe akThl Poccuiickoit denepanuu mo Bormpocam
MEJUIIMHCKOTO  obOecrieueHuss  O€30MacHOCTH  JIOPOXKHOTO  JIBHDKCHHSI»
He noTpedyeT NMpHU3HAHUS YTPATUBIIMMU CHITY, IPUOCTAHOBIICHUS, U3MEHEHUSI,
WM TIPUHATHSL IPYTUX (eepaTbHbIX 3aKOHOB.

MBJI Poccun



Ilepeuenb
HOPMATHUBHBIX MPaBOBbIX akTOB lIpesunenra Poccuiickoit @enepannu,
[IpaBuTenncTBa U (heaepabHBIX OPTAHOB UCIIOJTHUTEILHON BIACTH,
MOJJIEKAIINX MPU3HAHUIO YTPATUBIINMU CHITY, IPUOCTAHOBIICHUIO, N3MEHECHUIO
WJIU TIPUHSITHIO B CBS3M C MPUHITHEM (efepaibHOTO 3aKkoHa «O BHECCHUH
W3MEHEHUN B OTAEIbHBIE 3aKOHOAATENbHBIE aKThl Poccuiickon denepanuu mno
BOIIPOCAM MEJIUIIMHCKOTO o0ecnedeHus: 6€30MacHOCTH JOPOKHOTO JIBUKEHUS

[Ipunsitue npoekra deaepanbHoro 3akoHa «(O BHECEHWHM HM3MEHEHUU
B OTHEJbHBIE 3aKOHOJATENIbHbIE aKkThl Poccuiickoit denepaunu mo Bompocam
MEJUIIMHCKOTr0 oOecrieueHusi 0€30MacHOCTH JOPOKHOTO JBUKEHUS» OTPEOyeT:

1. BHeceHre N3BMEHEHNH B CIIEAYIOIINE HOPMATHUBHBIE TPABOBHIC AKThI:

a) [locranoBnenue [IpaBuTensCcTBa Poccuniickon denepanun
or 5 mas 2018 1. Ne 555 «O eauHOW rocynapCTBEHHON WH(OPMAIMOHHOU
cucteme B cdepe 3apaBooxpaHeHus» (B yactu 3akperuieHuss MBJ[ Poccun
B KayecTBE IM0Jb30BaTelasl HWHGOOpMAUUMU O MEAUIUHCKUX 3aKIIOYEHUSX,
pa3MeIIEHHbIX B  (eIepaJlbHOM PpPEEeCTpe  DJIEKTPOHHBIX  MEIUIIMHCKUX
JOKYMEHTOB).

Hcn.: Munzapas Poccun, MB/] Poccun.

Cpok: no 1 mapra 2022 r.

0) IlocranoBneHue [IpaBuTenbcTBa Poccuiickoit denepannu
or 24 oxtsa6ps 2014 1. Ne 1097 «O pomycke K YINpaBiICHUIO TPAHCTIOPTHBIMU
cpeacTBaMu» (B YaCTHU MCKIIOUECHHS MEIUIIMHCKOTO 3aKJIIOUYECHHS U3 TMEpPeyHs
JOKYMEHTOB, MPEIOCTaBISIEMbIX NI MOJIYYEHHS] TOCYJAPCTBEHHOW YCIyru Ha
OyMa)XKHOM HOCHUTENE; JOMOJIHEHUS HOpMamMd O TPUOCTAHOBICHUU W
BOCCTAaHOBJICHUM  JICHCTBHMSI MpaBa Ha  yOpaBICHUE  TPAHCHOPTHBHIMU
CpEACTBAMMU).

Ucn.: MB/l Poccun, Munszapas Poccun.

Cpoxk: mo 1 mapra 2022 r.

B) [I[pukaz MunzapaBa Poccum ot 15 wurons 2015 r© Ne 344n
«O mnpoBeneHMHn — 00sA3aTENBHOTO  MEIULMHCKOTO  OCBHUJETEIbCTBOBAHUS
BOAUTENICH TPAHCIOPTHBIX CPEIACTB (KAHIUJATOB B BOJIUTENN TPAHCHOPTHBIX
cpencTB)» (B YacTH OMNpeAeseHus mopsaka (HOPMHUPOBAHUS MEIUITUHCKOTO
3aKJIIOUCHUS] B DJIEKTPOHHOW QopMmMe u HampaBieHus uHdopMmanuu o0 ero
opopmiiennu B MBJ] Poccun).

Ucn.: Munzapas Poccun, MB/] Poccun.

Cpok: no 1 mapra 2022 r.

r) [Ipukaz MunznpaBa Poccum ot 15 wmrwons 2015 1. Ne 342n
«O0 yTBEep)KJIEHUU TOpSAJKA HANpaBICHHUs HA BHEOYEPEIHOE O00s3aTesIbHOE
MEIUIIMHCKOE OCBUIECTEIbCTBOBAHUE BOJAUTEICH TPAHCHOPTHBIX CPEACTB,
a TaK)Ke MopsJiKa MPUOCTAHOBIICHHUSI ICUCTBUS U aHHYJIUPOBAHUSI METUITUHCKOTO
3aKJIIOUYEHUS O HAJIM4UK (00 OTCYTCTBHM) Yy BOAUTENEH TPAHCIOPTHBIX CPEJCTB
(kaHIUIATOB B BOAMWTEIM  TPAHCIOPTHBIX  CPEACTB)  MEIUIIMHCKHX
MPOTUBOMOKA3aHUHN, METUIIMHCKUX TTOKa3aHUN WJIM MEIUIIMHCKUX OTPaHUYCHUM
K YIOPaBJICHUIO TPAHCHOPTHBIMH CpPEACTBAMU» (B YAaCTU PACUIMPEHHUS CIIy4aeB



HaIlpaBJIEHUS Ha BHEOYEPETHOE o0s3aTenbHOe MEIULUHCKOE
OCBHUJICTEJIbCTBOBAHME  BOJAWTEIEH  TPAHCHOPTHBIX CPEACTB, a  TaKXKe
ONMpENENCHUs] TOpsAAKAa AHHYJIUPOBAHMS MEIHULHMHCKOIO 3aKJIIOUYEHUs B
AIIEKTPOHHOU opme).

Hen.: Munzapas Poccun, MB/] Poccun.

Cpoxk: no 1 mapra 2022 1.

n) Ilpukaz MBJ] Poccun ot 20 despans 2021 . Ne 80 «O6 yTBepkeHUn
aAMUHHCTPATUBHOTO periaMmeHTa MUHUCTEPCTBA BHYTPEHHUX Aen Poccuiickoin
denepaluu M0 MNPEIOCTABICHUIO TOCYJAPCTBEHHOM YCIYTM MO TPOBENCHUIO
HK3aMEHOB Ha IIPaBO YIPABICHUS TPAHCHOPTHBIMH CPEACTBAMH U BbIJAUe
BOJIUTENLCKUX  YIOCTOBEpPEHUI» (B 4YacTU MCKIIOYEHHUS MEIUIIMHCKOTO
3aKJIIOYEHUS U3 TEPEYHS] JOKYMEHTOB, IPEAOCTABISEMBIX IS IOIYYEHUS
TrOCyJapCTBEHHOM  yCIyrd Ha  OyMaXHOM  HOCHUTENE;  ONPEICICHUS
aJMUHUCTPATUBHBIX MPOUEAYP MO MPUOCTAHOBICHUIO U BOCCTAHOBJIEHUIO
JIEMCTBHUS MpaBa Ha yNPaBJIECHUE TPAHCIIOPTHBIMH CPEACTBAMMU ).

Ucn.: MB/l Poccun, Munsapas Poccun.

Cpoxk: mo 1 mapra 2022 r.

2. [lpunsTHE CIEAYIONIMX HOPMATUBHBIX MPABOBBIX AKTOB:

a) [locranoBnenue [IpaBuTenscTBa Poccuiickon denepanuu,
YTBEPKIAIOIIEE MOPSNOK NPEKpaAILlCHUs] JCHUCTBHUS NIpaBa HaA YIPAaBICHHE
TPAHCIIOPTHBIMU  CPEACTBaMH,  MPUOCTAHOBJIECHUS  JECWCTBUS  IpaBa
Ha yIpaBJ€HUE TPAHCIIOPTHBIMHU CPEACTBAMH, BOCCTAHOBJICHUS JICHCTBUS MpaBa
Ha YNOPABICHUE TPAHCHOPTHBIMH CPEACTBAMM IIOCJI€ YTPaTbl OCHOBAaHUM
MPEKPAILCHHS WIN IPUOCTAHOBJIEHUS €T0 IEUCTBUSA.

Ucn.: MBJl Poccun, Munsapas Poccun.

Cpok: no 1 mapra 2022 r.

0) [Ipuka3z Munzapasa Poccun u MB/] Poccuu, yTBepxaarommii nopsiox
oOMEHa CBEJEHUSMU B AJIEKTPOHHON (opMe O BBIJAHHBIX, aHHYIUPOBAHHBIX
MEAUIMHCKUX 3aKIIOYEHHSIX, O HAJIWYUUM OCHOBAaHUM [UIsl TPOBENCHHUS
BHEOUEPEAHOTO  00S3aTeIbHOT0  MEAMIIMHCKOTO  OCBHUAETENIbCTBOBAHMS
Y O BBIJJAHHBIX BOAUTEIBCKUX YOCTOBEPEHUSX.

Hcn.: Munsapas Poccun, MB/I Poccun.

Cpok: no 1 mapra 2022 r.

3. [IpyU3HaHUIO YTPATUBIINUMU CUITY:

a) [loctaHoBneHue [IpaBurenscTBa Poccuiickoii denepaunun
ot 14 wosabpss 2014 1. Ne 1191 «OO6 yrBepxkaenuu IlpaBun Bo3Bpara
BOJIUTEIILCKOTO  YIOCTOBEPEHUS IOCIE YTpPaTbl OCHOBAHMM NPEKpAILECHHUS
JIEWCTBUS MIPaBa HA YIIPABJICHUE TPAHCIIOPTHBIMU CPEICTBAMM.

Hcn.: MBJI Poccun.

Cpoxk: no 1 mapra 2022 r.

MB/I Poccun



