[TpoexT Ne 1080292-7

B TPCTHEM UTCHHUUN

®EJIEPAJIBHBIN 3AKOH

O BHecennu u3MeHeHuil B @eepajbHbIi 3aK0H «O0 0CHOBaxX OXpaHbI
310pOBbi rpaxkaad B Poccuiickoii @enepauumn» u cratbu 12 u 22
®enepanbHOro 3akoHa «O JMIEH3UPOBAHUM OTAEJIbHBIX BU/I0B
AEATeJbHOCTI»

Crarpa 1

Buectu B ®enepanbhbiii 3akoH oT 21 HOsiOps 2011 roma Ne 323-03
«O0 ocHOBax oOXpaHbl 37M0pOBbs TrpaxnaHn B Poccuiickoit deneparum»
(Cobpanue 3axoHomarenbcTBa Poccuiickoit deneparuu, 2011, Ne 48, ct. 6724;
2012, Ne 26, ct.3446; 2013, Ne 48, cr.6165; 2014, Ne 30, ct.4257; Ne 49,
ctT. 6927; 2015, Ne 1, ct. 85; Ne 10, ct. 1425; Ne 27, ct. 3951; Ne 29, cr. 4397,
2016, Ne 1, c1. 9; Ne 15, c1. 2055; Neo 18, ct1. 2488; Ne 27, c1.4219; 2017, Ne 31,

ctT. 4765, 4791; Ne 50, ct. 7544, 7563; 2018, Ne 32, ct. 5092; Ne 53, ct. 8437,



2019, Ne 22, c1. 2675; Ne 52, ct. 7770, 7799, 7836; 2020, Ne 13, cT. 1856; Ne 14,
cT. 2028; Ne 29, cT. 4516; Ne 52, ct. 8584) cnenyroiiye U3MEHEHHUS:

1) mynkt 15 wactu 1 ctaThu 14 W3JI0KHUTH B CACAYIONICH PETAKITHHN:

«15) MOHUTOpPUHT 0€30MaCHOCTH MEIWUMHCKUX HW3JACNUN, pEerucTparus
NOOOYHBIX JIEWCTBHUM, HE YKa3aHHbIX B MHCTPYKIHH 1O MPUMEHEHHUIO
WM PYKOBOJACTBE MO SKCIUTyaTallud MEIUIIMHCKOTO W3/EIHs, HeXelaTelIbHbIX
peakIuii Mpu ero MPUMEHEHUHU, 0COOCHHOCTEN B3aUMOJIEHCTBUSI MEIUITMHCKUX
U3JIETUI MEXTy cO00M, (PaKTOB U 00CTOSATENBCTB, CO3/IAIOIINX YIPO3Y KU3HU U
3MI0POBBIO TpakAaH | MEAUIMHCKUX pAOOTHUKOB TMPU TPUMEHEHUH U
AKCIUTyaTalli MEAUIIMHCKUX U3ENIH (fanee - HeOIaronpusTHbIe COOBITHS );»;

2) B ctatbe 38:

a) JOIOJHUTE YacTsamu 3! u 32 ciemyrommero conepKaHus:

«3%. JlomyckaroTrcs  IpeayCMOTPEHHBIE ~HOPMATUBHOM, TEXHHYECKOI
U (W) DKCITyaTallMOHHOM JIOKYMEHTAlMe MPOU3BOAUTENS (M3TOTOBUTEINS)
TPaHCIOPTUPOBKA, MOHTaX, HaJlaJKa, HACTPOIKA, KAIMOPOBKAa MEIULIMHCKOTO
U3JIETUsl U UHbIE JNEHCTBUSA, HEOOXOIMMBIE ISl BBOJIAa MEAMIIMHCKOTO H3AEIIHS
B OKCIUTyaTal[Ml0, MNPUMEHEHUE, SKCIUTyaTalus, B TOM YHUCJIE TEXHUYECKOE
oOCITy’)KMBaHWE, M PEMOHT MEIUIIMHCKOTO U3JIETUs 10 OKOHYAHWHM CpOKa
JNENUCTBUSL PETHCTPALMOHHOIO YAOCTOBEPEHUS HAa 3TO MEIMLHUHCKOE W3JEIHE,
€CJIM CPOK CITY>KOBI (CPOK TOAHOCTH ) MEAUITMHCKOTO U3/IENIUS HE UCTEK.

32, Jlo ucTedeHus cpoka cayxkObl (CPOKa FOJTHOCTH) MEUIIMHCKUX M3/IeNHit

JIOMyCKaeTCss OOpalieHre TaKuX W3JAeTud, B TOM 4YHCJIE MPOU3BEIECHHBIX
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B TEYCHUE CTAa BOCBMHJIECATH KAJICHIAPHBIX JHEW TOCIE JHS TPUHATHS
YIOJTHOMOYEHHBIM (pe/iepaIbHBIM OpraHOM HCIIOJIHUTEIILHOW BJIACTH PEIICHUS
O BHECECHUM U3MEHEHUN B JIOKYMEHTBI, COJAEPKAIIHUECS B PETUCTPALMOHHOM JIOChE
Ha MEIMIIMHCKOE HU3JIeJIue, B COOTBETCTBUM C MHGOpPMAIIMEH, colepiKaliencs
B TaKUX JOKYMEHTaX J0 JHS MPUHITHUS YKa3aHHOTO PEUICHUS.);

0) yacTh 4 U3JIOKUTH B CIEAYIONIECH PEAAKIUU:

«4. Ha teppuropun Poccuiickoii denepanuu paspeiiaercss oOpaiieHue
MEIUUMHCKAX W3ACIUN, NPOLICANINX TOCyAapCTBEHHYIO PETUCTPALMIO B
nopsiake, ycraHoBieHHOM IIpaButensctBom Poccuiickont ®@enepanuu, u
MEIUUMHCKUX U3JEJIMK, MPOLICAIINX PETUCTPAldil0 B COOTBETCTBUU C
MEXKIyHAPOJHBIMH  JIOTOBOPaMHM W  aKTaMH, COCTAaBJISIOIMIMMHU  IPABO
EBpa3niickoro 3KOHOMHUYECKOI'0 COH3a.»;

B) 4acCTh 5 UBJIOKUTH B CICIYIONICH peaKIuu:

«5. Ha reppuropun Poccutickoit @enepanu He perucTpUpyrOTCS:

1) MEIUIIMHCKHE W3JCNNs, TepedYuclieHHble B TyHKTe 11  crathu 4
CornamieHusi 0 €AUHBIX TPUHIMIIAX M MpaBWiIax OOpalleHUus MEIUIMHCKUX
u3nenuil  (M3AeNuil MEIMIIMHCKOTO HA3HAYCHUS W MEJUIIMHCKON TEXHUKH)
B pamKkax EBpa3uiickoro 3KOHOMHUYECKOT0 coto3a oT 23 aexadps 2014 rona;

2) MCINIMHCKAE W3IEINs, BBE3CHHBIE Ha TEPPUTOPHUIO Poccuiickoii
denepanyy A1l OKa3aHUS MEIUIIMHCKON MOMOIIM T10 KU3HEHHBIM MOKA3aHUSIM
KOHKPETHOTO MAallMeHTa Ha OCHOBAaHMM Pa3pECIICHUs, BBIIJAHHOTO B TOPSIKE,

ycra"HoBieHHOM IlpaBurensctBoM Poccuiickoit Denepanuu, yrnoJHOMOYEHHBIM
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dbeneparbHBIM OPraHOM WCIIOJIHUTEILHOMN BJIACTH, OCYIIECTBIISIONUM (QyHKIIAN
10 KOHTPOJIIO M HaJ30py B cepe 0XpaHbl 3J0POBBS;

3) MemUIIMHCKIE W3/enus, Mpou3BeneHHble B Poccuiickoit deneparmu
JUISL SKCIIOPTA 3a MPEIebl TEPPUTOPUN EBpa3HilcKOro 3KOHOMHUYECKOTO CO03a
M HE NpeAHa3HAYECHHbIE JUIsI NPUMEHEHUS HAa TEppUTOpuUU EBpa3uiickoro
PKOHOMHYECKOTO CO03a, a Takxke npou3BencHHble B Poccuiickoii denepannn
JUIi  TPOBEJCHUSI  OMBITHO-KOHCTPYKTOPCKUX  pabOT,  HCCIIEeIOBaHUI
(ucnpITaHUM);

4) MeIUIIUHCKIE U3/IeNUs, KOTOPhIE MPEeIHA3HAYCHBI ISl IPUMEHEHHS Ha
TEPPUTOPUH MEKIYHAPOJHOTO MEIMIIMHCKOTO KJIACTEepa WM Ha TEPPUTOPHUSIX
WHHOBAI[MOHHBIX HAYYHO-TEXHOJOTMYECKUX LIEHTPOB;

5) MEIUITMHCKKME H3IeNUs, TPEACTABISAIOMNE COO0H YKIAIAKH, HAOOPBHI,
KOMILJIEKTBI M alTE€YKH, COCTOSAIIME W3 3apETUCTPUPOBAHHBIX MEIULUHCKUX
u3zienuil (3a UCKIOYEHUEM MEIMUMHCKUX U3JENHM, CBA3aHHBIX C MCTOYHUKOM
SHEPIUM WK 000PYIOBAHHBIX MCTOYHUKOM SHEPruu) U (WIM) JEKApCTBEHHBIX
npenaparoB, OObEIWHEHHBIX OOIIEeH YNAaKOBKOW, MpPU YCIOBUHM COXPAaHECHHUS
BTOPUYHOW  (MOTPEOUTENBCKOM) YIMAKOBKM WM  TEPBHYHOW  YIMaKOBKH
JICKapCTBEHHOTO TMpernapara B cliydae, €ClIu BTOpPUYHAS (TIOTPEOUTEIhCKAs)
YIAaKOBKAa HE MPEayCMOTPEHa, MPOU3BOAUTEINS (M3rOTOBUTENS) KaXKAOro U3
u3enuid M (WJIM) JIEKapCTBEHHBIX IMIPENaparoB, BXOMASIIMX B YyKa3aHHbIC
YKJIAAKWA, HAOOpbl, KOMIUIEKTbl M aNTe4YKd, U NPU YCIOBUU COXPAHEHHUS €€

MapKUPOBKU;
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6) MEeIUIIMHCKHAE W3NS, KOTOPbIC MpPEIHA3HAYCHBI IS JUATHOCTHUKH
3a00IeBaHUN TIyTEM TMPOBEIACHUS HCCICAOBAHUN OO0Pa3IoB OMOJIOTHYECKOTO
Marepuanga 4YeJOBE€Ka BHE €ro OpraHu3Ma, HU3rOTOBICHBI B MEIULIMHCKOMN
OpraHu3alyy U MPUMEHSIOTCS B MEAUIIMHCKOW OpraHu3alii, X U3rOTOBUBIIEH
(manmee - He3apPErUCTPUPOBAHHBIC METUIIMHCKHE WM3ICNIUS NIl AUArHOCTUKH 1n
Vitro).»;

I') JOMOJHUTH YAaCTBIO 52 CIIEAYIOLIErO COMEPKAHMS:

«5%. Ha YKa3aHHBIE B YACTH 5 HACTOSIIEW CTAaTbU MEIULIMHCKUE U3ICTUS
HE PaclpOCTPAHSIOTCS  TpeOOBaHMS K  COJCPXKAHUIO  TEXHUYECKONW W
AKCIUTYaTallHOHHOM JOKYMEHTAIINU MIPOU3BOIUTEIIS (M3rOoTOBUTENS),
YCTAaHOBJICHHBIEC YMOJHOMOYEHHBIM (heJiepaIbHBIM OPraHOM HCHOJHUTEIHHON
BJIACTU B COOTBETCTBUHU C YACThIO 3 HACTOSIIEH CTAThU.);

n)4acTh O JONOJHUTH TPEJIOKEHUEM CIIEIYIOMIETO COJEPKAHUS:
«ITopsimox BBO3a Ha Tepputropuro Poccuiickont deaepauun MeEAUIUHCKUX
W3MIeTUH, YKa3aHHBIX B TYyHKTaX 1, 2 W 5 9YacTH 5 HACTOSIIEH CTAaThH
(3a UCKJTIOYEHUEM METUIIMHCKUX U3JCNIHNM, YKa3aHHBIX B MOJAMYHKTAX «a», «B» U
«r» nyHkta 11 craten 4 CornameHus O €IWHBIX NPUHIUIIAX W MpaBUIaxX
oOpaIrieHus METUIMHCKUX W3ACIUid (M3ACIUid MEAUIIMHCKOTO HAa3HAYCHUS W
MEJIMIIMHCKOM TEXHHKH) B paMKax EBpa3uiicKoro 3KOHOMHUYECKOTO COK03a OT
23 nexkabpst 2014 roma), ycranaBmuBaercs IIpaButensctBom Poccuiickoit
Denepauvu.»;

€) IOMOJIHATH 9acThIo 8 creayromero cogepKanus:



«8*. TIpousBoaCTBO MEIULIMHCKHAX W31ETNN, MOJIJIEKALUAX
rOCyJapCTBEHHOM PETUCTPAlHd, a TAKXKE MEIHUIMHCKUX W3JCINN, KOTOPBIE
W3TOTOBJIEHBl MO WHIMBUIYAJbHBIM  3aKa3aM IMAlIUEHTOB, K KOTOPBIM
NPEABABISIIOTCS CHElHalbHbIe TPEOOBaHUS 10 HAa3HAYCHUIO MEIUIIMHCKUX
pabOTHUKOB, JIOJDKHO  COOTBETCTBOBaTh TpPEeOOBaHUSAM K  BHEIPEHHIO,
NOAACPKAHUI0 M OLEHKE CHCTEMBbI YIPABICHUA KAue€CTBOM MEIMIIMHCKUX
M3IEIUA B 3aBUCMMOCTH OT IMOTCHUUAIBHOIO PHUCKA WX MPUMEHEHHS,
yTBep)KIeHHbIM  lIpaButensctBoM  Poccuiickoit  ®enepanmun.  Ilopsimox
OpraHu3alliid W TPOBEACHUS HHCIECKTUPOBAHUSA IPOU3BOACTBA MEIUIIMHCKHUX
U3JIeTM  HA COOTBETCTBHE YKa3aHHBIM TPEeOOBAHUSM YCTaHABIIUBACTCS
[TIpaButensctBOM Poccuiickoint @enepanuu. Metoanka ompeaesieHust pa3mepa
IJIaTBl 32 OPOBEICHUE  TAaKOTO  HMHCIEKTUPOBAHUSA  YTBEPXKAACTCA
YIIOJTHOMOYEHHBIM (pefiepalIbHBIM OPraHOM UCIIOJTHUTEIBLHON BIACTHU.»;

) 4acTh 9 U3JI0KUTH B CICAYIONIEH PeIAKIIUN:

«9.3a  coBeplICHHE  YNOJHOMOYEHHBIM  (perepasbHbIM  OpPraHoM
WCTOJIHUTENbHOW  BJACTH  JICMCTBUM, CBSI3aHHBIX C  OCYUIECTBJIECHUEM
rOCYyJapCTBEHHOM PETUCTpAlMA MEIULMHCKUX W3JIEIIUi W PErucTpauvu
MEIUUUHCKUX H3IEIUNA B COOTBETCTBUHU C MEXIYHAPOAHBIMU JOIOBOPAMH H
aKTaMH, COCTAaBJIAIOIIUMHU IMpaBO EBpPa3sMiCKOro 3KOHOMHYECKOTO COHO34,
B3MMAETCS TOCYJIapCTBEHHAs TMOUIJIMHA B COOTBETCTBUM C 3aKOHOJIATEIHCTBOM
Poccuiickoit @eneparuu 0 Hajorax u coopax.»;

3) ByacTtu 11:



MYHKTBI 6 ¥ 7 U3TI0KUTH B CIAEAYIOUIEN PEAaKIINU:

«6) xog OobmepoccHiickoro KiaccudukaTopa MPOAYKIIUA 10 BHUIAM
SKOHOMUYECKOU JEATEIbHOCTH;

7) HAUMEHOBAaHUE M MECTO HAXOXICHHS FOPUIMYECKOro JUIa -
YIIOJTHOMOYEHHOTO MPEACTABUTEIIA IIPOU3BOIUTEIIA (M3roTOBUTETIS)
MEUIIMHCKOTO U3JIeTusl WM haMuiIusi, UMsl U (€ClId UMEETCs1) OTYECTBO, MECTO
JKATENBCTBA HHAUBUAYAIBHOTO NPEANPUHUMATENS] -  YIOJIHOMOYEHHOTO
MPEACTABUTEIISI MPOU3BOAUTENS (M3TOTOBUTENS) MEIULIMHCKOTO U3ICITHUS;);

JOTOJIHUTB MyHKTOM 11 ciiemyromero conepkanusi:

«11) unble cBenenusi, omnpeaensembie [IpaBurenscTBoM Poccuiickoi
denepanvu.»;

1) JOIIOJHUTH 9acThio 111 cemyromero comepsxanus:

«11'. Ha  rteppuropum  Poccmiickoii ~ dexmepanuu  JOIycKaercs
M3rOTOBJIEHUE, XpPAHCHUE, MPUMEHEHUE, YTWIA3AIUS WIA YHUYTOXKEHUE
B MIOPSIIKE, YCTAHOBJECHHOM  YMOJHOMOYEHHBIM  (efepalibHbIM  OPraHOM
WCTIOJIHUTEIBbHOW BJIACTH, HE3APETUCTPUPOBAHHBIX MEIMIIMHCKUAX W3ICIHUN I
JIMArHOCTUKH 1n Vitro IpH HATUYUHN Y MEAUIIMHCKON OpraHU3alliid pa3pelieHus
Ha T[PUMEHEHHE TaKOTO0 MEJIUIMHCKOTO M3JENHS, MPEIOCTABICHHOIO
YIOJIHOMOYEHHBIM  (peZIepalIbHBIM ~ OPTaHOM  MCTOJHUTEIBHOW  BIIACTH,
OCYUIECTBJISIOMMM (PYHKIIMM TIO KOHTPOJIO W Haa30py B cdepe OXpaHbl
3m0poBba. llopsimok mpenoctaBiaeHus, nepeoPopmiieHHs, TOATBEPKIACHUS U

OTMCHBI pa3pClICHUA Ha MPUMCHCHUEC HE3APCTUCTPHUPOBAHHOIO MEAUIIMHCKOIO
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W3NIeTUsl NI JTUArHOCTHKU in Vitro, a Takke TpeOOBaHUA K MEAUITMHCKAM
OpraHu3alusM, B  KOTOPbIX  HU3TOTaBIMBAIOTCS M MOPUMEHSIOTCA
HE3apETUCTPUPOBAHHBIE MEIUIIMHCKUE W3AENUs I JUArHOCTHUKH in Vitro, #
TpeOOBaHMS K TAKUM METUIIMHCKUM U3JEIUSIM yTBepkaatoTcs [IpaButenbcTBoM
Poccuiickoit ~ ®enepanuu.  3a mpenocTtaBieHue, — nepeopopmiieHuEe U
MOATBEPKACHUE  pa3pelICHHUs]  Ha IPUMEHEHHE  HE3apEerUCTPUPOBAHHOTO
MEIUIIMHCKOTO M3JIeNUs JJI IUarHOCTUKHU In Vitro, a TakKe 3a MPOBEJCHUE
DKCIEPTU3BI KAa4ecTBa, 0€e301acHOCTH 151 3¢ pexkTuBHOCTH
HE3apETUCTPUPOBAHHOTO METUIIMHCKOTO M3ECNUS JJisl TUArHOCTUKHU In Vitro B
LEJSAX NPEIOCTABICHUS pa3pelieHUs Ha MPUMEHEHUE HE3apEruCTPUPOBAHHOIO
MEIUIIMHCKOTO W3JACIMs JIJIS TMAarHOCTUKH IN VIO WM MOATBEPIKICHHMS
YKa3aHHOTO  pa3pelieHusi  B3UMAETCAd  TIOCYyJapCTBEHHAs  MOILIMHA B
COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu O HAJIOrax Hu
coopax.»;

K) 4acTh 13 U3JI0KUTH B CIEAYIONIECH peIaKIuu:

«13. HemoOpokaueCTBEHHOE MEIUIIMHCKOE W3JACINE - MEAUIIMHCKOE
u3JelMe, KOTOpOE HE COOTBETCTBYEeT TpeOOBaHMSIM OC30MACHOCTH M
b (HEKTUBHOCTH MEAUIIMHCKUX U3JeTui, TpeOOBaHUSM K HMX MapKHPOBKE,
HOPMATUBHOW, TEXHUYECKOW MU IKCIUTyaTaAMOHHOM JTOKYMEHTAllUh U KOTOPOE
HE MOXET ObITh 0€30MacHO HCIIOJB30BAHO IO HAa3HAYEHUIO, YCTAHOBJICHHOMY
MIPOU3BOJIUTENIEM (U3TOTOBUTEIIEM).);

7) NyHKT 1 9acTh 15 U3I0KUTh B CIIEAYIOIIEH peIaKIInu:



«1) HEe3apPErUCTPUPOBAHHBIX MEIUIUHCKUX W3JEIUN, 32 UCKIIOYECHHEM
MEJIUIIMHCKUX U3/CNINM, YKa3aHHBIX B YaCTHU D HACTOSAIIEH CTAThU;»;

M) 94acTh 16 JOMOJHHUTH CIIOBAaMH «, a TaK)Ke HE3apETHCTPHUPOBAHHBIX
MEIUIMHCKUX U3MICJINH, 3a UCKIIOYEHUEM MEAUIIMHCKUX WU3IEIUN, YKa3aHHbIX B
YaCcTH 5 HACTOAIIEH CTaTbU»;

H) yacTh 17 JOMOJHHUTH CIIOBAaMH «, a TaKXe HE3aperHCTPHUPOBAHHBIX
MEIUIMHCKUX U3JICIINHI, 34 UCKIIOYEHNEM MEAULIMHCKUX U3IEIUN, YKa3aHHBIX B
YaCTH 5 HACTOSIICH CTaTbU»;

3) myHKT 2 4YacTu 3 CTaTbu 91! JOMONHWUTH CIIOBAMH «, a TaKXKe
MEIUIIMHCKUX OpraHu3aliid,  IOJBEIOMCTBEHHBIX (enepalbHbIM OpraHam
HCTIOJIHUTEIILHOU BJIACTH, PYKOBOJICTBO JESITEIIbHOCTHIO KOTOPBIX
ocyuectisieT [Ipesunent Poccuiickon @enepauum;

4) yacTh 4 cTaThy 95 JOMONHKUTE MyHKTOM 11 criemyromero copepkanus:

«1%) nmposenenue MIPOBEPOK COOJIIOICHUS MEIUIUHCKUMU
OpraHu3alysaMHi, KOTOPbIM MPEJOCTABICHBl pa3pelICHUs] HAa NPUMEHEHHUE
HE3apeTUCTPUPOBAHHBIX MEIUIIMHCKAX M3ACIUN JIJI1 JTHArHOCTUKH in VItro,
TpeOOBAaHUM K YKa3aHHBIM MEIUIMHCKUM H3JSIUsSIM, a TaKXKe COOJIOJICHUS
YKa3aHHbIMH ~MEIUIMHCKAMHM OpPraHU3alUsIMU YCTAHOBIEHHOIO TOpPSJIKa
U3TOTOBJICHUS, XPAaHEHUs, NPUMEHECHUS, YTUIW3AlUUW WIM YHUUYTONKEHUS
HE3apEeTUCTPUPOBAHHBIX MEIUIIMHCKUX U3ACTUHN JJIsI TMAarHOCTUKH 1n VItro;»;

5) B crathe 96:

a) 4acTh | U3J0KUTH B CIEAYIONIECH PEAAKIUU:
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«1. MenuuuHCKHe U3JIeNus, HaXoAsmecs B 0OpallleHn Ha TEPPUTOPUU
Poccuiickoii @eneparuu, MOJJIEKAT MOHUTOPUHTY O€30MACHOCTH B IIENIAX
BBISIBJICHUSI U MPENOTBpaleHUs HeOJaronpusTHeIX coObiTui. Kiaccudukanus
HEOJIAronpUsITHHIX COOBITUN yTBEPXKIAETCA YIOJTHOMOYEHHBIM (efepaibHbIM
OpraHOM HMCHOJHUTEIBHOU BJIACTU, OCYIIECTBISIOMMUM (PYHKIIUU 1O KOHTPOJIIO
U HaA30py B chepe oXpaHbl 310POBBSL.Y;

0) B yactu 3 ciioBa «MOOOYHBIX JIEUCTBUM, HE YKa3aHHBIX B MHCTPYKIUU
10 MPUMEHEHUIO WJIM PYKOBOJCTBE IO AKCIUTyaTallid MEIUIIMHCKOTO W3JeIus,
O HEXKEJIATENIbHBIX PEAKIUAX TMPU €ro NpPUMEHEHHH, 00 OCOOEHHOCTSX
B3aUMOJICUCTBUS ~ MEIUIIMHCKMX  HW3JAEIUH  MeXIay coboif, o daxrax
1 00 00CTOSATENHCTBAX, CO3JAIOIIMX YTPO3y MKU3HH U 3JI0POBBIO TpaxkaaH
U MEJUIMHCKUX PaOOTHUKOB MPU MPUMEHEHUM M KCIUTyaTallid MEIUIUHCKUX
W3JICNIUI» 3aMEHUTh CJIOBAMM «HEOJIArOMPUSITHBIX COOBITUM Ha BCEX H3Tamax
oOpallleHusl COOTBETCTBYIOIIETO MEIUIIMHCKOTO U3JIeNIsd Ha TEPPUTOPUU
Poccuiickoin @enepanii 1 TEPPUTOPHUSIX IPYTUX TOCYIAPCTBY;

B) JIONOJIHUTE YacThio 3! ciemyromero conepxkanus:

«31. MonuTOpHHT 6€30M1aCHOCTH MEAUILMHCKUX U3AEIUNA OCYLIECTBIISETCS
TaKKe TOCPEACTBOM  aHalIW3a CBEACHUW, KOTOpPbIE  MPEICTaBIISIIOTCS
MIPOU3BOAUTEIIEM (M3roToBUTENEM) MEIUIUHCKOTO 15631 (176 (ero
YIIOJTHOMOYEHHBIM TPEACTaBUTENIEM) WM JIMIIOM, OCYIIECTBIISIONIMM BBO3 Ha
TEPPUTOPUIO Poccuiickon denepauun MEIULUHCKAX W3EITNH,

B YIIOJJHOMOUYEHHBI  (elnepanbHbld  OpraH  HCHOJHUTENBHOM  BJIACTH,



11

OCYIIECTBISMIOMUN (DYHKIIMM TI0 KOHTPOJIO W HAm30py B cdepe OxpaHbl
3I0POBbS, B YCTAHOBJIICHHOM UM TOPSIAKE.»;

I) 4aCTh 5 TIOCJ€ CJIOB «MEIUIIMHCKUX H3JICNIHiD JOMOJIHUTH CIOBaAaMHU
« 32 HCKIIOUCHHEM  MEAUIIMHCKUX  M3JEIUH, 3aperucTPUPOBAHHBIX
B COOTBETCTBUHU C MEXJIyHAPOJIHBIMU JOTOBOPAMHU U aKTaMH, COCTaBIISIONTUMU
npaBo EBpazuiickoro 3kKoHOMHUYECKOT0 COI03a,»;

1) B 9acTH 6 clIoBa «MOOOYHBIX MEHCTBHSIX, HE YKA3aHHBIX B HHCTPYKITUH
M0 MPUMEHEHUIO WM PYKOBOJICTBE IO AKCIUTyaTallid MEIUIIMHCKOTO W3JIEIIHs,
HEXKENATEIbHbIX pEaKIUsIX IPU €ro IMPUMEHEHUH, 00 OCOOCHHOCTSX
B3aUMOJICHCTBUS ~ MEAMIIMHCKUX  H3JCIMA  MeXay coboi, o dakrax
1 00 00CTOSATENbCTBAX, CO3JAIONIMX Yrpo3y JKU3HM M 370pPOBBIO0 TPaKJaH
U MCIUIIMHCKUX  Pa0OTHUKOB  NIPU  NPUMEHEHHMHM M JKCIUIyaTalluH
3apETUCTPUPOBAHHBIX  MEIUIMHCKUX  W3JEIUHN,»  3aMEHUTh  CJIOBaMH
«HEOJArONPUSATHBIX COOBITUIXY.

Crarbs 2

Buectu B ®emepanbnbiii 3akoH oT 4 mas 2011 roma Ne 99-@3
«O  MICH3UPOBAHMHM  OTICIBHBIX  BUIOB  jaesarenbHocTH»  (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit ®denmepammm, 2011, Ne 19, c1.2716; Ne 30,
cT. 4590; Ne 43, ct.5971; 2012, Ne 26, ct. 3446; Ne 31, ct.4322; 2013, Ne 9,
ct. 874; Ne 27, ct.3477; 2014, Neo 30, ct.4256; Ne 42, cr.5615; 2015, Ne 1,
cT. 11; Ne29, cr.4342; Ned4, cr.6047; 2016, Ne 1, cr.51; 2018, Ne 31,

ctT. 4838; Ne 32, cr.5116; Ne45, cr.6841; Neb3, cr.8424; 2019, Ne 16,
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ct. 1817; Ne 25, ct. 3168; Ne 31, cr. 4441, 4457; Ne 52, ct. 7796; 2020, Ne 8,
cT. 915; Ne 31, ct. 5029) cnenyroiire U3MEHEHUS:

1) mynkr 17 wactr 1 ctaThu 12 H3JI0XKHUTH B CICAYIONMICH peaaKIuu:

«17) Texunyeckoe oOcnyKUBaHUE MEUITUHCKHUX u3Jienui
(32 UCKJIIOYEHHEM CJIy4asi, €CJIU TEXHUYEeCKOoe O0OCTyKMBaHUE OCYILECTBISETCS
JUisi  obecrieueHUss  COOCTBEHHBIX  HYXKJ — IOPUAMYECKOrO  JIHIa  WJIH
WHIWBUIYAIBHOTO TPEANPUHUAMATENS, a TakkKe Ciydas TEXHHYECKOTO
0OCTy>)KUBaHUSI MEIUITMHCKUX W3ICIHA C HU3KOH CTENMEHBIO MOTCHIIMAIBHOTO
PHUCKA UX IPUMEHEHUS );»;

2) 4acTh 5 cTaTh¥ 22 NPU3HATH YTPATUBIICH CHITY.

Cratbs 3

1. FOpunuyeckue nuna, WHAUBUIYAbHBIE MPEANPUHUMATENN, UMEIOIINE
JUIEH3UH Ha JCATEIBHOCTD MO MPOU3BOJICTBY U TEXHHUYECKOMY OOCITYKUBAHUIO
MEIUITMHCKOW TEXHUKH (3a HCKIIOYCHHEM Ciydas, eCId TEeXHHUYECKOES
OoOCITy’)KMUBaHUE OCYIISCTBISETCA [JI1 O0OECTedeHuss COOCTBEHHBIX HYXKII
IOpUINYECKOTO  JIMIla  WJIA  HWHIWBHAYaJIbHOTO  TPEINPUHUMATENS),
B YaCTH TEXHUYECKOTO OOCIyXUBaHUA 00s3aHBl MEpeohOPMHUTH  UX
no 1 suBapst 2024 roma Ha JUIEH3UM HA JEATEIBHOCTh MO TEXHUYECKOMY
OOCTY’>KUBaHUIO MEIUIIMHCKUX W3ACHUA (32 UCKIIOUCHHUEM CIlydas, eclid
TEXHUYECKOE 0OCITY)KMBAaHUE OCYIIECTBIIICTCS ISl 00ecIieueHusT COOCTBEHHBIX
HYK]T IOPUANYECKOTO JIUIA VI WHIUBUYAJTHHOTO TIPEANPUHUMATEIIS, a TaKXKe

clydass TEXHUYECKOro OOCITYy>KMBaHUS  MEIMIIMHCKUX U3JCIUA C HHU3KOU
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CTEIMEHbIO MOTEHIIMAIIBHOTO PUCKA UX IPUMEHEHUS) B OPAJIKE, yCTAHOBIEHHOM
cratbeii 18 DegepanpHoro 3akoHa ot 4 wmas 2011 roma Ne 99-®3
«O NMUIIEH3UPOBAHUU OTACIIBHBIX BUJIOB JICSITEIHLHOCTHY.

2.B ciywae, ykazanHOM B 4YacTH | HacTosIed cTaThbH, NpPOBEpKa
COOTBETCTBHUS JIMIIEH3MATa JUIEH3UOHHBIM TPEeOOBAaHUSM IPHU OCYIIECTBICHUU
NESATEIbHOCTH 0 TEXHUYECKOMY OOCIYKMBAaHUIO MEIUIMHCKUX W3Jeauil (3a
UCKJIIOYEHUEM ClTydasi, €CJIM TEXHHUUECKOE 00CITyKMBAHUE OCYIIECTBIISCTCS IS
obOecrieueHus: COOCTBEHHBIX HY K[ IOPUAMYECKOTO JIMIA WIK UHIUBUIYATLHOTO
NpeAnpuHUMATENs, a Takke Ciaydas TEXHHMYECKOro  OOCITY>KUBaHUS
MEIMLIMHCKUX HW3AECIHIA C HU3KOM CTENEHBbIO IOTEHIMAIBHOTO PHUCKA HX
MPUMEHEHUS) JIMIICH3UPYIOIIUM OPTaHOM HE OCYLIECTBIISIETCS (32 UCKIIIOUCHUEM
CJIy4acB BHECEHUSI U3MEHEHUU B MEPEUYCHB BHITIOIHIEMBIX Pa0OT, OKa3bIBAEMBbIX
YCIYT, COCTABJISIONIUX JIUIICH3UPYEMbIN BUJT IEATCIILHOCTH).

Crarba 4

1. Hactosimmii ®denepalibHbli 3aKOH BCTYNAeT B CUJIy IO HCTECYEHHH
JECATH JHEH Tociie IHs ero o(UIMaIbHOTO OMyOJMKOBAaHUS, 32 UCKIIOUCHUEM
MOJIOKCHUM, JUIA KOTOPBIX HACTOSIIEH CTaThb€ld YCTAaHOBJIEH HWHOM CpPOK
BCTYILUICHUS UX B CUILY.

2. AG3air BOCBMOUM TOJIyHKTa «B», TMOJIMYHKTHI «€» U «W» ITyHKTa 2,
nyHKT 4 ctatbu 1, crathu 2 u 3 HacTosiero deaepaabHOTO 3aKOHA BCTYIAIOT B

cuny ¢ 1 suBaps 2022 ropa.
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3. [Nonoxxenus myHKToB 2, 3 u 5 yactu 5 crateu 38 denepanbHOro 3aK0Ha
ot 21 Hos10pst 2011 roma Ne 323-®3 «OO0 ocHOBaxX OXpaHbl 3J0POBbs TPAXK/IAH B
Poccuiickoii  ®epeparun» mnpumensitorcss no 1 suBaps 2027  roma

BKIIFOUHUTCIBHO.

[Ipe3unnent
Poccuniickon @enepanun B.Ilytun



