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Brocurcs IIpaBurenscTBoM
Poccuiickoit @enepariuu

IIpoekr

1/ 108049~
®EJEPAJBHBIN 3AKOH

O BHeceHHHU H3MEHEHHUIT B OT/eJIbHbIE
3aK0HOAAaTe/bHbIe aKkThl Poccuiickoit @enepaunu
[0 BOIIpocaM o0pallieHus MEAUIMHCKUX U3JeHii

CraTps 1

Buectu B @epepansHbelii 3akoH OT 21 Hoa6pst 2011 roga Ne 323-@3
"OO0 ocHOBax OXpaHbl 310pOBbs TrpaxaaH B Poccuiickoii Penepauun”
(Cobpanue 3akoHomarenbeTBa Poccuiickont @enepauun, 2011, Ne 48, ct1. 6724;
2012, Ne 26, ct.3446; 2013, Ne 48, cT. 6165; 2014, Ne 30, ct.4257; Ne 49,
cT. 6927; 2015, Ne 1, cT. 85; Ne 10, ct1. 1425; Ne 27, c¢T. 3951; Ne 29, ct. 4397,
2016, Ne 1, c1. 9; Ne 15, cT. 2055; Ne 18, c1. 2488; Ne 27, c1. 4219; 2017, Ne 31,
cT. 4765, 4791; Ne 50, cr. 7544, 7563; 2018, Ne 32, ct. 5092; Ne 53, cT1. 8437,
2019, Ne22, cr.2675; Ne52, cr.7770, 7799, 7836) cnenymwomue
HU3MEHEeHHS:

1) myskt 15 yactu 1 crareu 14 mnocie cnoB "mpu NpUMEHEHUH

MEIULIHHCKHUX u3aeaui," JIOTIOJIHUTD cJIOBaMH "ocobeHHOCTEH
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B3aUMOAECHCTBUS MEIMLIUMHCKUX U3AETNN Mexay coboit,", TOMOMHUTE CJIOBAMU
"(nanee - HeOMaronpusATHLIE COOBITUSA)";

2) B craThe 38:

a) 4acTb 2 Mocie CcaoB "NMOTEHLUANBHOTO pPHCKA HX MpUMeHeHHs"
JIOMOJIHUTh CJIOBaMU "(C HU3KOM CTENMEHBIO PUCKA, CO CPENHEH CTENMEHBIO
PHUCKa, C MOBBILLIEHHOH CTENEHBIO PUCKA, C BEICOKOM CTEMEHBIO pUCKa)";

6)B wacth 3 cioBa 'TOCYHapCTBEHHYIO perucTpaluio” 3aMeHUTh
CIOBaMM  "DETHCTpALMIO  YIOJIHOMOYEHHBIM  (elepalbHBIM  OpraHoM
WCITOJIHUTENIBHON BJIaCTH B [IOpsAKE, YCTaHOBJIEHHOM [IpaBUTENBCTBOM
Poccuiickoit ®enepanuu (fanee - rocyJapCcTBEHHAs peructpanus)"”;

B) JIOTONTHHTE YacTAMH 3' 1 37 clleyrommero COACpKAHUS:

"3!, Jomyckatotcs PEeAyCMOTPEHHBIE TEXHUYECKOH U (Ud)
SKCIIyaTaUMOHHON  JOKYMEHTalWed  Npou3BOAMTENsS  (M3TOTOBMTEJIS)
TPAHCIOPTUPOBKA, MOHTAX, Halalka, HacTpoika, KamuOpoBKa M HHBIE
AeHCcTBUSA, HEOOXOJUMBIE IJI1 BBOAA MEAMLIUMHCKOTIO U3/IENUs B SKCILTyaTalHIo,
NpUMEHEHHWe, OSKCIUTyaTalsi, B TOM YHCIE TEXHHYECKOe OOCTy)KHBaHHE
M PEMOHT MEIULMHCKOIO U3AeNHs, [0 OKOHYAHMU CpoKa JIeHCTBHS
PErucTpaliOHHOTO YAOCTOBEPEHUS Ha 3TO MENULMHCKOE H3JENHE, eClIU CPOK

CJIY)K6BI (CpOK FOJIHOCTI/I) MCOULIHHCKOTO U3JCIINA HE HCTEK.
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3%, Jlo McTedeHHs CpoKa CTy k65l (CpoKa FOAHOCTH) MEAULIMHCKIX H3AENuit
JoMyckaeTcs oOOpallleHHe TaKuX U3AENUi, B TOM 4YHCIE IPOU3BENCHHBIX
B TEYEHHE CTa BOCBMHIECATH KalEHJApHBIX [HEW Iocie HHS [PHHATUS
YMOJTHOMOYEHHBIM (pefeparbHEIM OpraHOM UCTIONHUTENBHON BIACTU PELICHUS O
BHECEHUH M3MEHEHUH B JOKYMEHTHI, COAEPXALIUECS B PETHCTPALIUOHHOM JOCHE
Ha MeIMLUHCKOE U3Jefe, B COOTBETCTBHM C MH(OpManuel, colepxamencs
B TaKMX JOKYMEHTaX [0 THS MPUHATUS yKa3aHHOTO peineHus.";

T') 4acTh 5 M3JI0KUTH B CIEAYIOLIEH peaaKIUU:

"5.Ha Teppuropuu Poccuiickoii ~Pegepauuu  rocyapCTBEHHOM
PETUCTPALUH HE MOJUIEXAT:

1) METUIMHCKYE U3JENUs, INepedyucieHHsle B IyHKTe 11 crareu 4
CornaileHdsi 0 €OUHBIX MPUHLHUNAX U INpaBuaax OOpallleHUs MEIHLUHCKUX
usgenuil (M3geuii MeTUIMHCKOTO Ha3HAauYeHWs U MEOULUHCKONH TEXHUKH)
B paMkax EBpasuiickoro 3kOHOMHUECKOTo coro3a oT 23 aexabps 2014 roza;

2) MenUIIMHCKHE U3lenus, BBe3eHHble B Pocculickyro @enepauuro s
OKa3aHUs MeIULUHCKOW MOMOIIM MO >XKU3HEHHBIM MOKa3aHUSAM KOHKPETHOIO
MalMeHTa Ha OCHOBAHUM pa3pelleHUs, BbIJAHHOTO YIHOJHOMOYEHHBIM
(denepaJibHBIM ~ OpraHOM — HCIOJHHUTENIBHOH  BJIACTH,  OCYILECTBJISIOIIUM
GYHKUMKM MO KOHTPONI M HaA30py B cdepe oXpaHbl 340pOBbs, B IOPSAIKE,

ycranoBiieHHoM [1paButensctBoM Poccuiickoit ®enepanuu;
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3) MEULIMHCKUE U3JIENHUsA, MpousBeAeHHble B Poccuiickoit deneparnyn
AN 9Kemopra 3a  Mpefensl  EBpasuiickoro  3KOHOMMYECKOTO  COIO3a
M He MpedHasHa4YeHHBIE /I MpPHUMEHEHUs Ha Tepputopun Espasuiickoro
9KOHQMHYECKOI0 COK3a, a TakXKe Npou3BeAeHHble B Poccuiickoit denepanyu
JJIL IPOBEIEHUS OIBITHO-KOHCTPYKTOPCKUX pPabOT, 3aBOJACKHMX MCIIBITAHHM,
WCCiIeIOBaHMM (UCIIBITAHU) B LIEMAX FOCYAapPCTBEHHON PEruCTpaliu;

4) u3nenus, NpeAcCTaBiAOlIMe co00¥ yKIaukd, HaOOpEl, KOMILIEKTEI
M anTeYKH, YKOMIUIEKTOBAaHHBIE 3aperHCTPHPOBAHHBIMU B YCTaHOBJIEHHOM
MOpsIAKe MEAMUHHCKUMH HM3JENUAMH U (WIH) JIEKapCTBEHHBIMHU MpernapaTaMu
JUIS MEIULIMHCKOTO TPUMEHEHHUS,

5) u3nenus, mpeAcTaBisomue co6oif HaGOp (KOMIUIEKT), COCTOSLIMIA
U3 3apETHCTPUPOBAHHBIX B YCTAaHOBIEHHOM MOpSOKE MEIMLMHCKUX H3AEJIHH
(kpoMe D3JEKTPUYECKUX MEAMLIMHCKHX HU3IeNni), OOBEeAMHEHHBIX OOILIKUM
(yHKLHOHAIBHEIM Ha3HAUeHUeM.";

" JI) AOTIONHUTG YaCThIO 5° CIEYIOLIEro COZiepXKaHuUs:

"5%, Ha yKa3aHHbBIE B YacTH 5 HACTOSIIEN CTATbH MeIMLHHCKHE U3TENTHs
HE  paclpOCTPaHsIOTCS  [ONOXKEHHUS YacTH 3  HAaCTofAled  CTaThH,
MpexycMaTpuBaromiye  pa3paboTKy  Npou3BOAUTENEM  (M3TOTOBUTENEM)
MEIULIMHCKOTO  M3JENUs  TEXHUYECKOH M (WIM)  3KCIUTyaTalHOHHOMN

JOKyMEHTaluu.";
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€) JOTIONHHUTD YacThio 7' CEAYIONIEro COAepiKaHU:

"7'. BBo3 Ha Tepputopuio Poccuitckoit CDeﬁepaan MeIULUHCKUX
U3JENUH, YyKasaHHBIX B YacTH 5 HACTOslIeH CTaThM (3a MCKIIOYCHHEM
MEIHMLMHCKHUX HU3AC/UH, yKa3aHHbIX B MojmyHKkTax "a", "B" u "r" myHkra 11
ctatbu 4 CornamleHuss O €OUHBIX MNpUHLMIAX U MpaBHIAX OOpalleHMUs
MEAULMHCKUX U3AEeNui (U3AeNui MEIULMHCKOTO Ha3HAYeHUS U METULUHCKOM
TEXHUKU) B paMmkax EBpa3suiickoro sKOHOMHUYECKOro coro3a oT 23 mexalps
2014 ropa), ocyuiecTBiseTcs B IopsAke, ycTaHoBiIeHHOM [IpaBurenbcTBOM
Poccuiickoii @eaepanun.”;

%) JOTOMHHUTE YaCTBIO 8' CIIEYIOLIETO CONEPIKAHMUS

"8'. IpousBoacTBO MEIULIMHCKUX U3JENUi, NOJJIeXKALIUX
rOCyJapCTBEHHOH perucTpaluy, JOJDKHO COOTBETCTBOBATh TPEOOBAHUSIM
K BHEIPEHWIO, MOJAEPKaHUIO U OLEHKE CHCTEeMBbl MEHEIKMEHTa KauyecTBa
MEAULIMHCKUX HU3JENHi B 3aBUCUMOCTU OT HOTEHLHUAIBHOLO pHCKAa HX
NpUMEHeHUs, YTBepxkAcHHbBIM IIpaButensctBoM Poccuiickolt ®epepauuu.
[Topsimox opraHu3zaldd W NPOBEACHUsS HHCIEKTUPOBAHUS Ha COOTBETCTBUE
INPOU3BOACTBA  MEAMIUHCKUX  HU3AEIMH  yKa3aHHBIM  TpeOOBaHUAM

ycraHaBnupatotcs IlpaBurensctBom Poccuiickoit ®epepanuu. Meroauka

onpeacyicHusa pasMepa IUIaThl 3a IPOBCACHUE TaKOroO HWHCIECKTHPOBAHUS

29061097.doc



3

e

6
YTBEPKIACTCS YIMOIHOMOYECHHBIM (elepalbHBIM OpPraHOM HCIONIHHMTEILHOM
BJacTh.";

3) 4acTh 9 U3OXKUTH B CIAEAYIOUICH pelaKIMHu:

"9.3a  coBeplIeHHE  YMOJHOMOYEHHBIM  (eEepabHEIM  OPraHoM
MCMONHUTENBHON — BACTH  JNCHCTBUM, CBS3aHHBIX C  OCYLIECTBIICHHEM
FOCYJAapCTBEHHON perucTpalMyd MEAMLUMHCKUX MU3ACNUH H  perucTpaiuu
MEIULMHCKUX U3JeUH, peAHa3sHaYeHHbIX A oOpallileHus Ha o0IeM phIHKE
MEIMLUMHCKUX H3AeIuii B pamkax EBpasuiickoro 3KOHOMHYECKOTO COH03a,
B3UMAETCs rOCyJapCTBEHHAs MOLUIMHA B COOTBETCTBHH C 3aKOHOJATE/ILCTBOM
Poccuiickoii @epepaunu o Hayorax u cobopax.";

1) B yacTtu 1 1:

nyHbel 6 1 7 U3N0OXKHUTH B CIEYIOLIEH peaKIHu:

"6) xox OOmepoccuiickoro knaccupuraTopa MNPOAYKIUH IO BUAAM
9KOHOMUYECKOH JesSTe/IbHOCTH;

7) HaUMEHOBaHWE U MECTO  HAxOXACHHS  YITOJHOMOUYEHHOIro
MPEJCTaBUTENS MPOU3BOAUTENS (U3rOTOBUTENA) MEIUIIHHCKOTO M3AEHS HIIH
bamunusg, uMs H  (ecoM  HUMEETCs) OTYECTBO, MECTO JKHTEJbCTBA
UHAVBUAYATBHOTO NPEAIPUHUMATENS - YIOJHOMOYEHHOTO MpefCTaBUTENs
NIPOU3BOJUTENS (U3TOTOBUTENSA) MEJULIMHCKOTO U3eNus;";

AOMOJIHUTE MYHKTOM 11 CJICAYIOIUETO COACPKAHHUS!
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"11) unble cBeneHus, omnpenensemble [IpaButensctBoM Poccuiickoit
®enepauun.";

K) 4acTh 13 U310XKUTH B cleayromel peaaKiuu:

"13. HegoOpokadyecTBeHHOE MEAMLMHCKOE H3JeNIUe - MeAULIMHCKOE
U3leNue, KOTOpOE€ HE  COOTBETCTBYeT TpeOoBaHUsAM  06€30MacHOCTH
U 3QDEKTUBHOCTH MEAULMHCKUX U3ASIHHA, TpeOOBaHHUAM K MX MapKHPOBKeE,
TEXHUUYECKONW M OIKCIUIyaTaUMOHHONW JOKYMEHTAallMM Ha HUX U HE MOXKET
ObITh  0€30MIaCHO  HCIONB30BAaHO MO  HA3HAUYEHHUI, YCTAHOBJIEHHOMY
IIPOU3BOAUTENEM.";

n) myHKT | 4acTu 15 U310XUTh B ClIeAYIOIIEH pelaKIiuu:

"1) He 3aperucTpupoBaHHBIX B Poccuiickoit ®emepaunu MeaUIIUHCKHX
U3JeNul, 3a HCKIIOYEHHEM MEJUIUHCKUX U3JeNuid, He MNoJJIekKallux
rOCYHapCTBEHHOM pErucTpalluM B COOTBETCTBUH C 4YacThi0 5 HacTosiuei
cTaThu;";

"

M) 4acTh 16 AOMOSHUTH CIOBaMHU ", a TakXe He 3aperdCTpHpPOBaHHBIX
B Poccuiickoit depepauuud MeIUUUHCKUX M3ACIHH, 32 HCKIIOYEHHEM
MEIULMHCKHUX H3JeNHH, He MOMISKAILUX TOCYNapCTBEHHOH pEerucTpaiid B
COOTBETCTBHH C YaCThIO 5 HacTosuielH cTaThu";

H) 4acThb 17 mocrne cioB "3anpemiaercs peajusalus’ JOMOIHUTE CJIOBAMU

"He 3aperucTpupoBaHHBIX B Poccuiickoit ®enepaliun METULUHCKUAX H3AEHH,
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3a MCKIFOYCHHEM MEIMUHHCKUX H3AENHH, He MOJUIeXAlIUX rOCyAapCTBEHHOM
perucTpauuy B COOTBETCTBUU C YACTBIO 5 HACTOSIIEH cTaThy,";

3) yactb 1 cratem 95 nocne cnoB "OOpailieHre MEAMLIUHCKUX H3HeHii"
JOTONHUTE CJIOBaMH "(B TOM 4MCIIE 3aperHCTPHPOBAHHBIX B COOTBETCTBUU
¢ nnpaBoM EBpasuiickoro s5KOHOMHUECKOT0 COw3a)";

4) B cTathe 96:

a) 4acTh | U3JIOXKUTH B CIEAYIOLIEH peqakiuu:

"1. MeauuuHckue U3Jenus, noJyuiexarye rocyaapCTBEHHOM
PErucTpalui W HaxojJdluuecs B OOpallleHMH Ha TeppuTopuu Poccuiickoit
defepauuy, nojjiexaT MOHMTOPUHTY O€30MacHOCTH B LIENSAX BBISBICHUS
Y TpelOoTBPAILEHUs HEOIAarONnpUATHEIX COOBITUH, CBSI3aHHBIX C NMPUMEHEHHEM
W SKCIUTyaTalued MeIMUMHCKUX u3fenui. Kiaccudukanus HeOGnaronpusTHeIX
COOBITUH, CBSI3aHHBIX C TPUMEHEHHEM U OKCIUTyaTalded MeIUIMHCKUX
U3JENIUH, yTBepXkKAaeTcs (QenepanbHbIM OpPraHom HCTIONHHTETBHOM BJIACTH,
OCYIIECTBIAIOIWMM  (QYHKIMM [0 KOHTPOJIIO M Hamsopy B  cdepe
3paBOOXpaHeHus.";

6) B 4acTd 3 ciioBa "MOGOYHBIX JEHCTBUM, HE YKA3aHHBIX B MHCTPYKLHH
10 IPUMEHEHUIO UJIM PYKOBOJACTBE M0 3KCIUTyaTallud METUIIMHCKOTO U3LeNHs,
O HEXeJIaTeNbHBIX peakUMsIX MpH €ro NpUMEHEHUH, 00 OCOOEHHOCTAX

B3aUMOJEHCTBUST MEAMLUMHCKUX H3JeNuil Mexnay coboif, o dakxtax u 06
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00CTOSATENBCTRAX, CO3MAIOLMX  YTPO3y JKU3HM K 3[OPOBBIO TPAKMAH U
MeIUIMHCKUX paOOTHUKOB MpPU MPUMEHEHUM U 3KCIUIyaTalllH METULIMHCKHX
u3fenui" 3aMEHUTb CJIOBaMM "HeONaronpUsTHBIX COOBITUM, CBS3aHHBIX C
MpUMEHEHUEM U OKCIUTyaraluell MeRULMHCKUX U3JeNuil, Ha BceX JTamax
oOpallleHusi COOTBETCTBYIOLLET0 MEIULMHCKOrO H3JAENHs Ha TEePPUTOPHH
Poccuiickoi ®egepaunvi U TEPPUTOPUIX APYTUX rocyAapcTB';

B) JOMOJIHHUTD YacThIO 3' CIEAYIONIEr0 CORepKaHuUS:

"3! MoHUTOpHHT 0e30MacHOCTH MEOULIMHCKUX u3aenui
OCYyILIECTBJIIETCA  TaKXXe IIOCPEACTBOM  aHalM3a CBENEHUil, KOTOpbIe
MPeACTABASIOTCSA MPOU3BOAUTENEM (M3rOTOBUTENEM) MEIMLMHCKOIO M3IEHUs
(ero yrmo/IHOMOUEHHBIM MPEeACTABUTENEM ) UITH JIULIOM, OCYLIECTRIISIOLINM BBO3
B Poccuiickyro @enepauyro MEIULUUHCKUX U3LeNUH, B denepalibHbId opraH
HCIOJIHUTENIPHON BJIACTHU, OCYHIECTBISIIOMIMHA (QYHKHUM MO KOHTPOIO U
HaJI30py B cdepe 3ApaBOOXpaHEHHS, B YCTAHOBICHHOM UM MOpsiake.";

r) B 4acTH 6 croBa "MoOOYHBIX AEHCTBUAX, HE YKA3aHHBIX B HHCTPYKLMH
0 MPUMEHEHUIO WIM PyKOBOACTBE 1O 3KCILTyaTalliyl MeAULIMHCKOTO W3JeNus,
HEXXEJIATSJIbHBIX  peakUHsAX [pH ero I[pUMEHEHUuH, 00 O0COOEHHOCTAX
B3aHMOJIEHCTBUA MEIULIMHCKUX H3JeNuil  Mexay coboi, o dakrax
1 00 ob6cToATENnhCTBAX, CO3JAKOMIMX Yrpo3y JKU3HHU U 3[0POBBI0 TpaKAaH

H MCAULIMHCKHUX pa60THI/IKOB [Ipu IPUMEHCHHUH U SKCILTyaTallun
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3apErUCTPUPOBAHHBIX ~ MEAUUMHCKMX  MU3AENUH,"  3aMeHHTb  CJIOBaMH
"HebJIaronpUATHBEIX COOBITHSX, CBA3aHHBIX C MPUMEHEHHEM U 3KCIUTyaTaluei
MEIMIIMHCKUX U3LeIIUM," .

Cratbs 2

Brectu B ®epepanpubiit 3akoH oT 4 mas 2011 roma Ne 99-@3
"O  JMUEH3UPOBAHMM  OTAENBHEIX BHIOB JesrensHoctH" (CoGpanue
3aKOHOJaTenbCcTBa Poccuiickoit @epepaunu, 2011, Ne 19, cr.2716; Ne 30,
cT. 4590; Ne 43, cr. 5971; 2012, Ne 26, ct. 3446; Ne 31, cr. 4322; 2013, Ne 9,
cT. 874; Ne 27, c1.3477; 2014, Ne 30, ct. 4256; Ne 42, ct. 5615; 2015, Ne 1,
cT. 11; Ne 29, cr.4342; Ne 44, ct1.6047; 2016, Nel, ct.51; 2018, Ne3l,
CT. 4838; Ne32, c1.5116; Ned5, cr.6841; Ne 52, c1.8424; 2019, Ne 16,
ct. 1817; Ne 31, cr. 4441, 4457; Ne 25, ct. 3168; Ne 52, c1. 7796) cienyrouue
U3MEHEHHUS:

1) mynkr 17 yactu 1 cratbu 12 U3NOXUTE B CleAyIOLIeH peakL{Uu:

"17) TexHU4YeCKOE o0ciTy)KMBaHUe MEIHULUHCKUX HU30eTui
(3a HCKIIIOYEHHEM ClTydasi, €CIIU TEXHHYECKOe 00CITyKUBAHHE OCYIIECTBISAETCS
st obecriedeHuss COOCTBEHHBIX HYXI  IOPDUAMYECKOro JIMLA WU
WHIUBUIYAJIBHOTO MNpPEANPHHUMATEN, 4 TaKKe 3a HCKIIOYEHHEM ClIydast

TEXHHUYCCKOIO 06CJIy)Kl/IBaHI/I$I MEAULIUHCKUX U3JNEIMH ¢ HU3KOM CTEIeHbIO

MOTEHLUANBHOTO PUCKA X TPUMEHEHMS);";
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2) yacTh 5 cTaThd 22 MPHU3HATH YTPATUBIIEH CUITY.

Crtatbs 3

Ioanyukt "a" myHkra 7 crateu 31 degepanbHOro 3akoHa ot 14 okta6ps
2014 rona Ne307-®@3 "O BHecenuu wusmeHenuit B Kopekc Poccuiickoii
@enepauu 00 aIMUHUCTPATUBHBIX [PAaBOHAPYLICHUAX M  OTHAEIbHEBIE
3aKkOHOoJaTe/ibHple  akThl  Poccuiickoii ®@emepauuud U O  OPU3HAHHUU
YTPAaTUBIIMMU CUJIy OTHENBHBIX IIOJOKECHUHM 3aKOHOJATENbHBIX AaKTOB
Poccuiickoit  @Pefepauud B CBA3M € YTOYHEHHEM  MOJHOMOUHi
rOCyJapCTBEHHBIX OpPraHOB M  MYHMUMMNAJIBHBIX OpPraHoB B  YacTH
OCYLIECTBJIEHUSI TOCYAAPCTBEHHOrO KOHTpOJsS (HAag30pa) U MYHHIMIIAIBLHOTO
koHTponsa"  (Cobpanue 3akoHomarenbcTBa  Poccuiickoit — ®eneparuu,
2014, Ne 42, cT. 5615) npussaTh yTPaTUBILUM CHITY.

Cratbd 4

1. FOpunnyeckue nuna, UHANBUAYAJIbHBIE PEANPUHUMATENIH, HMEIOILHE
AULEH3UH Ha  JeATEeNbHOCTh IO  MPOU3BOACTBY U TEXHHUYECKOMY
oOCNy)KUBaHUI0O MEAULMHCKOH TEeXHUKH (3a HUCKIIOUEHHEM Cliydas, eciu
TEXHUYECKOE 0OCITY)KUBaHHUE OCYLHECTBISAETCA M o0ecreyeHus COOCTBEHHBIX
HY)KJ IOpPHAMYECKOTO JIMLUA WIM HWHAUBUAYAIBHOTO TMpeAnpUHUMATENS),
B YaCTH TEXHUUECKOTO OOCHyXuBaHUsI 00si3aHbl MepeohOpMUTE UX

a0 31 gexabps 2021 roga Ha JMULEH3UM HA AEATENBHOCTh MO TEXHUYECKOMY
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00Cy)KMBAaHUIO MEOUUUHCKUX H3IeNUi (3a HCKIIOUEHUEM Ciydas, eciiH
TEXHUYECKOE OOCIyKUBaHUE OCYIIECTBIISIETCS I 0OeciedeHus] COOCTBEHHBIX
HYXA FOpUIUYECKOTrO0 JIMLA WIK HHAUBUAYAIBHOTO NpeIpUHUMATES, a TaKKe
B OTHOIUEHUHM MEIMIUHCKHX U3LEHH ¢ HU3KOH CTEMEHBIO MOTEHLHATIBHOTO
pHCKa X MPUMEHEHHUs) B IOPSAAKe, yCTAHOBJICHHOM cTaThei 18 denepalibHOroO
3akoHa oT 4 Masg 2011 roga Ne 99-®@3 "O nuueH3MpoBaHUU OTHENBHBIX BHAOB
JeaTeJbHOCTH" .

2.B cayyae, ykazaHHOM B 4YacTd | Hacrosed CTaThd, NpOBEpKa
COOTBETCTBUSl  JIMLEH3UATa JIMLUEH3UOHHBIM TpeOOBaHHUAM Ha  IMPaBO
OCYUIECTBIEHUS  AEATENBHOCTH MO  TEXHUUYECKOMY  OOCIY)KHUBaHHIO
MEIHITHHCKUX Itlsnennﬁ (3a HCKJIIOYEHHUEM cJiydas, €C/Id TeXHHUYECKOe
ofciy)xuBaHUE OCYLIECTBISETCS Ui oOOecHedeHUs: COOCTBEHHBIX HYX[
IOPUAMYECKOr0 JIMLA WIM WHAWBHAYaJbHOTO NpeANpUHUMATENS, a TaKXe B
OTHOIIEHUH MEIUIMHCKUX M3JeNUH ¢ HHM3KOHM CTelMeHbi0 ITOTEHIHAJIBHOIO
pucka HMX MOpPUMEHEHHUs) YIOJHOMOYEHHBIM  {QelepalbHBIM  OpraHoM
HCITOJIHUTEBHON BJIACTH HE OCYILECTBISETCS (3a MCKIIIOUEHHEM CIy4yaeB
BHECEHHs U3MCHEHHI B MEPEUCHb BHIMONHAEMBIX paboT, OKa3hIBa€MEIX YCIIYT,

COCTABJIAIOLLUX JIULEH3UPYEMBIN BUJ IEATEIBHOCTH).
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Cratba §

1. Hactosmuit @enepalibHBI 3aKOH BCTYNAET B CHUILYy MO UCTECYEHUHU
JECATH JHed mocie AHs ero oGUUHAIBHOTO OnyOJHKOBaHMS, 32 UCKITIOUEHHEM
MOJIOXKEHMH, st KOTOphIX HacTosiiuM PDenepadbHBIM 3aKOHOM YCTaHOBJICH
UHOH CPOK BCTYIUIEHHS UX B CUITTY.

2. Moanynkt "x" nyHkTa 2 crtatbd 1, cratbg 2, ctathd3 U cTaThs 4
HacTtosilero denepans,HOro 3aK0Ha BCTyNaroT B cuity ¢ 1 urons 2021 ropa.

3. TTomoXeHus YacTH 3, MyHKTOB 2 - 5 yacTu 5, yacteit 7' u 8' cratbu 38
denepanpHoro 3akona "O6 oCHOBaX OXpaHbl 300pOBbs rpakaaH B Poccuiickoif
Qenepauun" (B pemakuuu Hacrosero denepanbHOro 3aKOHa) MPUMEHSIOTCS

a0 30 uronuda 2021 ropa.

Ilpe3unent
Poccuiickoii ®eneparnuu
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HOACHUTEJIBHASA 3ATINCKA

K NpoeKTy geaepanbHoOro sakoHa 'O BHeCeHHH H3IMEHEH U
B OTIe/IbHBIE 3aKOHOAaTeIbHBIE aKkThl Poccniickoii @enepauun
no BonpocaM oO6palieHUs] MEAUHUHCKHX H3AeNHi"

[Ipoext ¢enepansuoro 3axkoHa "O BHECEHMM H3MEHEHUN B OTHeNbHBIE
3aKOHoOJaTeNbHble akThl Poccuiickoil denepauuy Mo BompocaM obpalleHus
MEIMUMHCKUX U3aenui" (layiee - 3aKOHOMPOEKT) NMOAroTOBIeH MuH3zapasoM Poccun
B LIEJIIX COBEPIUCHCTBOBAHUA HOPMATUBHOIO IPaBOBOTO PETYNUpOBaHus B chepe
o0palieHuss MeIULUUHCKMX H3JeNUi, OCHOBAaH Ha aHalM3e MPaBONPUMEHUTENLHOM
NPAaKTHKU 3aKOHOJATENLCTBA B cepe oOpallieHHs MEIUIMHCKUX U3NEIUM, a TaKxKe
NOArOTOBKH K €IHHOMY PBIHKY oOpallleHusd MeAHMLMHCKUX HU3NeNuil B paMkax
CornameHnuys o eAMHBIX NPUHLUIAX U paBUiiax o0palieHus MeIULUHCKUX U3IeiTHii
(M3nenui  MeNMUMHCKOTO Ha3sHAaueHHss M MEAMLTackol TEeXHMKH) B paMKax
EBpasuiickoro 3KOHOMHYECKOIO CO3a, 3aK/IIOYeHHOro B I. MockBe 23 mexabps
2014 r. (nanee - Cornaiesue).

Tak, 3aKkOHOIIPOEKTOM OIpeAeNAeTCS BO3MOXHOCTD OOpallleHHs MeIULMHCKUX
M3[eIUA O UCTEUEHHs MX CPOKa CIIyXObl (CpOKa FOJHOCTH), YTOUHSIOTCS CiIydau,
MpH HAJMYHK KOTOPBIX MEIMUHMHCKUE HU3JeNHs He MOMAJexXaT rocyaapCTBEHHOM
PETUCTpaLUY; a TaKXKe NOHATHE "HeloOpoKaueCTBeHHOE MEAUIMHCKOE U3nelue".

C yyeToM npaBONPUMEHHUTENBHON MNpPaKTHKM, akToB EBpasmiickoit
OKOHOMHYECKOH  KOMHMCCHU  CKOPPEKTHPOBaHBI M YTOYHEHBl  ITOJIOXKEHUS
0 rocyIapCTBEHHOM KOHTposie B cdepe obpalleHHus MeIUIMHCKUX U3AEIIHN, B TOM
uhcie B GpopMe MOHMTOpHHTra Ge30MAaCHOCTH MEIULMHCKUX HU3AEIHM, OIpeneneH
MOPANOK YTBEPXKACHUA KIAcCU(PUKAUKUU HeOIarompUATHBIX COOBITUH IO THIAM H
BUIAM, CBf3aHHBIX C OOpallicHHEM MEAVIMHCKUX u3lenui. BBeneHue naHHON
KnacCH(QUKALMU BBI3BAHO HEOOXOTMMOCTBIO YHUGHMKAIIMM M CUCTEMaTH3allul BCeX
HeOIaronpUsATHBIX COOBITHH, KOTOpHle CBSI3aHEI C NPUMEHEHMEM MEIUIMHCKUX
U3LETUN.

3aKOHOIPOEKTOM  YCTaHaBIMBAeTCs, YTO IIPOU3BOACTBO MEAMIMHCKUX
M3AENIUM, TOJUIeXKAIIUX TOCYJAapCTBEHHON pEerucTpaliu, AOKHO COOTBETCTBOBATH
TpeOOBaHUSIM K BHEIPEHHIO, IMOJIEPKAHHIO U OLEHKE CHUCTEMBI MEHEIKMEHTa
KayecTBa MEIMLUHCKMX U3NENHH B 3aBUCHMOCTH OT IMOTEHLUHANBHOTO pPHCKA HMX
npuMeHeHus, yTeepxaaeMeiM IpasutensctoM Poceuniickoit depepanyu.

Taxxe 3aKOHONPOEKTOM YCTaHABNMBAETCS, YTO IOPAAOK OpraHM3alud MU
MPOBEACHUA MHCIIEKTHPOBAHUA HAa COOTBETCTBHE MPOM3BOACTBA MEIMIIMHCKHX
H3leSIuil yKa3zaHHBIM TpeOoBaHMSIM ycTaHaBiauBaercsa [IpaBurensctBoM Poccutickoit
Denepaud. MeToauka omnpeneneHus pa3Mepa IUIaThl 3a MPOBEJAECHUE TaKOTO

2003 1456.doc



HHCTIEKTUPOBAHUS YCTAHABIMBAETCS YNOJHOMOYEHHBIM (eNepajibHBIM OpraHOM
W CTIOJIHUTENIBHOM BIACTH.

Ilpy 3TOM cO BCTyIIEHHEM B CHIly HOPMAaTHUBHOIO IpPaBOBOrO aKTa,
yCTaHaBIUBalOUiero TpeOoBaHUs K BHEAPEHHIO, MOANEPKAHUIO H OLEHKE CHCTEMBI
MEHEIKMEHTa Ka4eCTBa MeAULIMHCKUX U3ACAUN B 3aBUCUMOCTH OT [TOTEHLIMAIIBHOTO
pUCKa WX NpHUMEHEHHs, cTaThelf 5 3aKOHONPOEKTa MPEAyCMOTPEHO BCTYIUIEHHE
B CHIy MOJIO)KEHUH 3aKOHOIPOEKTa, MpeAyCMaTpHBAIONIe H3MEHEHHe ITyHKTa 17
yacTH 1 cTathy 12 u yactu 5 ctaThi 22 PenepanbHoro 3akoHa "O NULEH3UPOBaHUM
OTIENIbHBIX BUTIOB AEATEABHOCTH " .

YcraHOBNIeHHE CHEMHANBHOTO MOpANKa BCTYIJIEHHS B CHIIy IS YKa3aHHBIX
MOJIOXKEHUH 3aKOHONPOEKTa MO3BOJIUT IPOU3BOAUTENSIM MEAULUHCKUX HU3LAEIUH B
nosHoM o6beMe aJanTUpPOBaTbCd K BBOAUMBIM TpeOOBaHUAM [0 CHUCTEME
MeHEeIKMEHTAa KauecTBa.

KpoMme Toro, pnaHHas HOpMa T[O3BOJUT KOHTPOJIUPOBATh IIPOM3BOJCTBO
MEULUHCKUX U3aeIui NOCPEICTBOM [pOBEACHUS MHCIIEKTUPOBaHUA
IIPOM3BOACTBEHHBIX  IUIOM[AKOK  KaK  pPOCCHMCKMX, TaK M  3apyOexXHBIX
MIPOU3BOJMTENEH, YTO B CBOK OuYepedb YPaBHAET B IpaBaX OTE€YECTBEHHBIX
[IpOU3BOJMTENEe ¢ HMHOCTPAaHHBIMH M  IIO3BOJIMT  OTMEHUTH  MPOLENypPY
JTHUEH3UPOBaHUS JAESITENPHOCTH MO IPOU3BOACTBY MEIMLMHCKON TEXHMKH MJIs
poccHiickuX mpousBonuTeneil. YKasaHHBIE M3MEHEHHUS TIO3BOJAT ITOBBICUTH
3G QeKTUBHOCTh M 0€30MacHOCTh MEAULUHCKUX H3eNui, ofpallaroluXcs Ha
Tepputopun Poccuiickoit @enepauum Ha nepuon a0 1 susaps 2022 roga.

Bmecte ¢ TeM, mnpuHHMMas BO BHHUMaHHe [OATOTOBKY EBpasuiickoi
9KOHOMUYECKOM KoMHccHel mpoekra IIpoToxkona O BHECEHUM HM3MEHEHHUH B
CornaiieHde B 4YacTH IEPEXOJHOTO MNEpUOna, MpefyCMOTPEHHOro crarbed 11
CornaiieHusi,  3aKOHOTPOEKT  OTBeYaeT  HEOOXOOUMOCTH  OCYLUECTBJICHHMS
HAHOHAIBHOTO pEeryJupoBaHus oOpallleHus MeIULIMHCKUX H3lenuil Ha Ooee
JJIUTENBHBIA CPOK.

C y4eToM TOro, 4YTO HEATENBHOCTh IO TEXHHYECKOMY O0OCIy>KMBaHHUIO
MEIULVHCKAX M3Jeluil sBIsSeTCsS BaXHeHmuM @akTopoM, obecrnedrBaroliuM
6€e30MacHOCTh MMAllMEHTOB U MEJMIMHCKOrO MEepCOoHaNa, B MpOLEcce dKCILTyaTaluu
MEeJULIMHCKMX W3fenuii, Ha Teppuropuu Poccuiickoit ®Penepanuu HeoOXOAMMO
COXpaHeHHe peXHMa JIULEH3UPOBAHU TEXHUIECKOr0 00CITyXMBaHUA MEIULIMHCKUX
U3JEIUi.

[TpoekTUpoBaHie JaHHOW HOPMBI YCTAHOBJIEHO NPOTOKOJIOM COBELIAHHUS IO
BBIpabOTKe COrNIacOBaHHOIO MOAXOMAA B YaCTH BOMPOCOB MIPABOBOrO PEryNIMPOBAHUS
JUIEH3UPOBAHHUs MPOU3BOACTBA M TEXHUYECKOTO OOCIy)KHUBAHHA MENMIIMHCKOH
TEeXHUKH, yTBepx)aeHHOro 11 ¢eBpans 2016 r. mexxny MunskoHoMpassutus Poccuu
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U MunsapasoM Poccuu. JlanHas no3uiius Opuia BelpaboTaHa, B TOM 4HCiIe, B LENIX
HCKJIIOYEHHUS U3 3aKOHOAATENbCTBA MIOHATHS "MEQUIIMHCKAsA TeXHUKA" U CBA3aHHOTO
C 9THM IOHSITUEM HENOCTAaTOUHOCTH B IuddepeHUHaluNd MEOUITUHCKON TEXHUKH OT
MEAULUHCKUX U3JIENUM.

- CyiiecTByloliee OIpeeleHNe MEeAULMHCKON TEeXHUKHM 3a4acTyl0 He Jaer
BO3MOXXHOCTH OOBEKTMBHO M TOYHO pa3TPaHUUYUTh MEIULHMHCKYI0 TEXHUKY U
MEIMLHMHCKHE H3MIENUs, TaKUM 00pa3’oM 4YETKO BbIIEIUB JMUEH3UPYEMBIH BHUL
nedaTenbHOCTH. Tak psx MEOUIMHCKUX U3[enuil (MeOUIMHCKON TeXHUKH) NOANAaeT
OJTHOBPEMEHHO MOJ OoNpeAe/ieHre MEAULUHCKUX U3AETHHA U MEIULIMHCKON TEXHUKH,
a C YydeToM TOro, 4Yto YTrojoBHBIH Kogekc Poccuiickoit ®epepauuu
npefycMaTpUBaeT  HaKasaHHe 3a  OCYIIECTBIEHHE  IpeAlpUHUMATENhCKOM
JEeATeNbHOCTH 6€3 JIUIEH3UH, BIUIOTh JO JIMLIEHUs cBOOOJBRI Ha CPOK A0 IATH JIET,
CO3aI0TCS MPENNOCBUIKY BOBHUKHOBEHHS PUCKA KOPPYILHOHHOM COCTABIIAIONIEH U
MHBIX ciiydae s3joymnorpebnenus. KpoMe Toro, monsrue "MeIMLMHCKas TEXHHKa"
OTCYTCTBYET B MHBIX HOPMaTUBHO-IIPABOBBIX JOKyMeHTax, Bkitodas DenepanpHbld
3akoH Ne 323-03 "OO6 ocHOBaX OXpaHbl 300pOBbA IpaxgaH B Poccuiickoit
Oepepauuu’.

[MpennaraeMoe 3aKOHONPOEKTOM HM3MEHEHHE HAaUMEHOBAHUsI JULIEH3UPYEMOTO
BUAAQ [JESITENIbHOCTH TIIO3BOJIUT HE MPUHUMATh JOIMONHUTEIBHO HOPMAaTHUBHBIMN
MpaBOBOM aKT, yCTaHaBIUBAIOIIUK oOs3aTeNIbHEIE TpeOOBaHUS K MEAMIMHCKOH
TEXHUKE U MpoLieccaM ee MPOU3BOJCTBA, MOHTAXa, TEXHUYECKOI0 00CIyKUBaHUS.

OnHOBpEMEHHO  3aKOHONPOEKT  YCTaHaBJIMBaeT, 4YTO JIMLIEH3WH Ha
JIeITeJIbHOCTh IO MPOH3BOJACTBY U TEXHHYECKOMY OOCTYXKUBAHHUIO MEIULIMHCKOU
TEXHHUKH, BBIIAHHBIE [0 BCTYIUIEHUS 3aKOHOIIPOEKTa B CHIy, HOJDKHBI OBITH
riepeoGOpMIIEHEI B HaCTH TeXHHYECKOro obciyxupanus 1o 31 nexabps 2022 roga.

B 3akoHOmpoekTe conaepkarcia oOs3aTenpHble TpeOOBaHHUSA, OLEHKA
COOMIOIEHNsT KOTOPBIX OCYIUECTBIAETCA B pPaMKaX TOCYJapCTBEHHOTO KOHTPOIA
(Hag3opa), MYHHLMIOANBHOTO  KOHTpOJSA, TNpH  pacCMOTpeHHH nen 06
aIMUHHCTPATUBHBIX  MNpaBOHapylIEHUAX, U  oOs3aTenbHble  TpeOOBaHHUH,
COOTBETCTBHE KOTOPHIX MPOBEPSETCS TIpPH BblAaue pas3pelleHUul, JULCH3U,
aTTeCTaTOB aKKpeAMTAalUMUU, HHBIX [OKYMEHTOB, HMEKOIIUX pa3pelIUTe/bHbIN
XapakTep.

[TpuHATHE NOMOXKEHHMH, MPeAYCMOTPEHHBIX 3aKOHOIIPOEKTOM, HE IOBJIMAET Ha
JOCTHXKEHUE LIeJIed roCcyJapCTBEHHBIX nporpamm Poccuiickoit deneparu.

3aKOHOMPOEKT COOTBETICTBYET MonokeHusM J[loroBopa o EBpasuiickom
9KOHOMHMYECKOM COI03€, a TakXke IOJOKEHUSM HHBIX MEXAYHapOIHBIX HOTOBOPOB
Poccuiickoit degepauuu.
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OUHAHCOBO-9dKOHOMHUYECKOE OBOCHOBAHUE

K npoekTy (enepanbHoro 3akona ''Q BHeceHHH H3MeHEeHH
B OTJejbHble 3aK0HOAaTe/IbHbIE aKThl Poccuiickoii ®egepanun
M0 BOMpocaM o0pauieHUsA MeJMUHHCKHX H3de/IHii"

Peanuzaus ®epepanpHoro 3axkoHa "O BHeCEHUM H3MEHEHHH B OT/EJIBbHEIE
3aKOHOAATeNbHbie akThl Poccuiickoit Depmepauuu mo BompocaM oGpalieHus
MEOULUMHCKUX U3JeNHH" He mnoTpedyeT [OOMONHUTENBHBIX pacXoJOB 3a CHET
OIOKETHBIX accUrHoBaHUU (enepanbHOro OmKeTa M OyHeT OCYILIeCTBIATHCA
B MpefesiaX YCTAaHOBIEHHON IITaTHON YHCAEHHOCTH Pa0OTHHKOB.
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IHNEPEYEHD

¢deaepanbHBIX 3aKOHOB, MOJJIEKALIHX NPU3HAHHIO YTPATHBLIMMH CHJTY,
NPHOCTAHOB/ICHHIO, U3MEHEHHIO H/IH NPUHSATHIO B CBA3H C MPOEKTOM
denepanbroro 3akona ''O BHeceHNH H3MeHEeHHIi B oTAe/IbHbIE
3aKoHoJaTe/bHble aKkThl Poccuiickoii Meaepanuu no Bonpocam
oOpalleHHss MeAHLHHCKUX H3aeauit'

B cBa3u ¢ npoektoM denepanpHOoro 3akoHa "O BHECEHUM H3MEHEHUit
B OT/JeNibHbIe 3aKoHOJaTeNbHBle akThl Poccuiickoii @epepalyu Mo BOIpocaM
oOpailleHUs] MEOUIMHCKUX H3Jenuil" He MMOTpebyeTcs NpU3HAHUA YTPaTUBILIUMU
CUJTy, IPHOCTAaHOBJICHNUS, U3MEHEHHS WU NPUHATHS UHBIX (eepabHBIX 3aKOHOB.
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