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Cratbs 1

Baectu B ®emepanbHblil 3aK0H OT 21 HOs16pst 2011
roga N 323-®3 "O6 ocHOBax OXpaHbl 34,0POBbS
rpaxkgaH B Poccuiickoit ®emepauyn” (Cobpanue
3aKOoHozaTtenbCcTBa Poccuiickoin ®emepannn, 2011, N
48, cT. 6724; 2012, N 26, cT. 3446; 2013, N 48, cT.
6165; 2014, N 30, cT. 4257; N 49, cT. 6927; 2015, N 1,
cT. 85; N 10, c1. 1425; N 27, cT. 3951; N 29, cT. 4397;






2016, N 1, cT. 9; N 15, cT. 2055; N 18, cT. 2488; N 27,
cT.4219; 2017, N 31, cT. 4765, 4791; N 50, cT. 7544,

7563; 2018, N 32, ct. 5092; N 53, cT. 8437; 2019, N
22, cT. 2675; N 52, cT. 7770, 7799, 7836; 2020, N 13,
cT. 1856; N 14, cT. 2028; N 29, cT. 4516; N 52, cT.
8584) cnenytouiye M3MeHeHUS:

1) myHKT 15 vactu 1 cratey 14 M3I0KUTH B
cenymwolei pegakiuu:

"15) MOHUTOPUHT 6€30IaCHOCTY MeIUIIMHCKUX
U3IeINiA, perMCcTpaLys NOOOYHBIX NEMCTBUI, He
YKa3aHHBIX B MHCTPYKI UM 10 MPUMEHEHUIO WU
PYKOBOZCTBE MO 3KCILTyaTaluu MeAUIMHCKOTO
u3nenns, HexxesaTe/bHbIX peaKluii IPu ero
MpUMeHEeHNM, 0COOEHHOCTEeN B3aMMOAEeiCTBUS
MeIVIMHCKUX U3IeNil Mekay co0oi1, pakToB 1
06CTOSITETBCTB, CO3AAIIINX YTPO3Y XKU3HU U
3[0POBBIO TPAkIaH ¥ MeIULIMHCKUX PAGOTHUKOB IIpU
MIPUMEeHEeHUM U IKCIUTyaTalluy MeIULIMHCKUX
usmennii (naaee - HeOGJIArONPUSITHBIE COOBITHSN);" ;

2) B cTaThe 38:

a) DIOMOJIHUTD YacTaMu 3.1 u 3.2 ciieayroniero
comepsKaHus:

"3.1. lomyCcKawTCs IpefyCMOTPEeHHbIe
HOPMAaTUBHO, TEXHUYECKON U (UIn)






9KCIUTyaTalMOHHOV JOKyMEeHTAallei Tpou3BOAUTES
(M3TOTOBUTEJISI) TPAHCIIOPTUPOBKA, MOHTAXK,
HaJlaJika, HaCTPOJiKa, KaJIMOPOBKA MeIUIIMHCKOTO
MU3JeIMS Y MHbIe NeiicTBUS, Heo6X0mMMbIe [T BBOZA
MeAUIIMHCKOTO U3Me/Ns B 9KCIUTyaTaluio,
MpUMeHeHNe, SKCILTyaTalusi, B TOM YMcIIe
TeXHMYECKOe 00C/Ty>KMBaHME, I PEMOHT
MeIUIIMHCKOTO U3/IeJMsl 10 OKOHYaHUM CPOKa
IeiCTBUSI PETUCTPAIMOHHOTO YI0CTOBEPEHMS Ha 3TO
MeaUIIMHCKOe M3]ieJie, eC/i CPOK CITYKObI (CPOK
TOTHOCTH) MEeIUILIMHCKOTO U3Ie/Ns He VICTEK.

3.2. JIo ucTeueHMsI CpoKa CIIYysKObI (CpOKa TOAHOCTM)
MeIVIIMHCKUX U3Ie/INIA TOITycKaeTcsl obpalieHme
TaKMX U3IeNni, B TOM YNUC/Ie ITPOU3BEIeHHBIX B
TeueHMe CTa BOCbMUIECSTY KaJIeHIapHBIX THE
1OCJIe THS TIPUHATHUS YIIOJTHOMOYEHHbBIM
(denepasbHBIM OpraHOM UCIOJHUTETbHO BIACTU
pelieHns O BHECEHUM U3MEHEHUI B IOKYMEHThI,
copepskaumecs B perucTpalMOHHOM JIOChe Ha
MeJIULMHCKOe U3ene, B COOTBETCTBUM C
nHbopMaImeit, cogepskalieics B TaKUX JOKYMeHTaX
[0 THS TIPUHSTUS YKAa3aHHOTO pelerus.";

0) YacTb 4 U3JIOKUTD B CIeAYIONIEN peJaKiumn:

"4. Ha Tepputopun Poccuiickon @enepauumu
paspelaercs obpalieHe MeIUILMHCKUX U3LeNNi,






Inpomegmux rocyanapCTBEHHYIO permcTpaiunio B
nopsgaake, yCTaHOBJIEHHOM HpaBI/ITeJ'IbCTBOM

Poccuiickoit @enepatiyin, u MeAUIMHCKUX 3TN,
MpOIIeAIINX PETUCTPALINIO B COOTBETCTBUNA C
MeXIyHapOAHBIMM JOTOBOPAMU U aKTaMMU,
CcoCTaBSOIMMMMU IpaBo EBpasuiickoro
3KOHOMMYECKOro CO0103a.";

B) UaCTbh 5 U3JIOXKUTD B CJIEAYIONIEl pegaKIInm:

"5. Ha tepputopum Poccuiickoiit ®egepaiinm He
pPerucTpupyrTCs:

1) MeaUIIMHCKME U3TeNNsl, TIepeurceHHbIe B ITYHKTe
11 craTbu 4 CorynaiieHus 0 eIMHBIX IPUHLIMIIAX U
MpaBuIax oopaleHus MeIULVMHCKUX U3IeInii
(M3menuit MeAUIIMHCKOTO Ha3HAYeHUS U
MeIVLIVHCKOM TeXHUKN) B paMKax EBpasuiickoro
9KOHOMMYECKOTO €0103a OT 23 mekabps 2014 roga;

2) MeOUILIMHCKY e U3eliVsl, BBe3eHHbIe Ha
TeppuTopuio Poccuiickoi @emepaniy Ol OKa3aHUS
MeIUIMHCKOJ TTOMOILM T10 KM3HEeHHbIM MTOKa3aHUSIM
KOHKPETHOTO TaliieHTa Ha OCHOBAaHUM pa3pelieHusl,
BBIJJAHHOTO B MOPsIIKE, YCTAHOBJIEHHOM
[TpaBuTtenbcTBOM Poccuiickoit ®enepannu,
YIIOJIHOMOYEHHbIM (efiepaibHbIM OpraHOM
MUCIIOJTHUTEIbHO BJIAaCTU, OCYLIECTBIISIO M
(yHKIIMM [TO KOHTPOJIIO 1 HAA30pY B chepe oXpaHbl






300POBbAI;

3) MeOUILIMHCKME U3Jenns, IIPOU3BeIeHHbIE B
Poccuiickoit ®enmepatiyiu Ajs 9KCIIOPTa 3a Mpe/ielibl
TeppuTopum EBpasuiicKoro 3SKOHOMMYECKOro COx3a
U He TIpeJHa3HaueHHbIe [IJIsI IpUMeHeHMsI Ha
TeppuTopuu EBpasuiickoro 3AKOHOMMY€eCKOro Co3a,
a Takke npou3sBedeHHbIe B Poccuiickoit ®emepanin
IJIS1 TIPOBeIeHMsI OMTBITHO-KOHCTPYKTOPCKUX paboT,
UCC/Ief0BaHi (MCIIbITaHUI);

4) MegUUVHCKMe U3JeNus, KOTOpble ITpefHa3HaueHbl
IJ1s1 IPYMEHeHM ST Ha TepPUTOPUYN MeXIyHAPOJHOTO
MeIUIIMHCKOTO KJIacTepa Wi Ha TePPUTOPUSIX
MHHOBAI[MOHHBIX HAYYHO-TEXHOJIOTMYUECKIUX
LIEHTPOB;

5) MmeguIIMHCKMe U3Le/NNsl, TTpeCcTaBsIone coO60ii
YKIagK, HaOOpbl, KOMIIJIEKTHI U alTeUKH,
COCTOSIIIME U3 3aPEeTrUCTPUPOBAHHBIX MEOUIIMHCKUX
usnenui (3a UCKIOYEeHeM MeIUIMHCKUX U3 eNN,
CBSI3aHHBIX C UCTOYHMKOM SHEPTUM UIIU
000pyIOBaHHBIX MCTOYHMKOM SHEPIUM) U (UIIN)
JIeKapCTBEHHBIX MTpernapaToB, 00'beITHEHHbBIX 001
YIIaKOBKOI, TIPU YCIIOBUM COXPaHEHUS BTOPUUYHOM
(MOTPe6bUTENHCKOI) YITAKOBKY MJTV TIEPBUYHO
YIIAaKOBKM JIEKapCTBEHHOTO IIperapara B cjiyJyae, eciu
BTOpMUHAas (MOTpebuTenbckas) yrakoBka He






NpeaycMOTpeHa, IPOU3BOAUTES (M3TOTOBUTEIS)
KaXX[I0TO U3 U3LeNuit u (Man) 1eKapCTBEHHBIX

MperapaToB, BXOASAIIMX B yKa3aHHbIEe YKIAIKH,
HaOOpbI, KOMIUIEKTHI U allTE€UKM, ¥ IIPU YCIOBUMN
COXpaHeHMSs ee MapKUPOBKMU;

6) MeIULIMHCKME U3 e/NsI, KOTOPbIe MpeHa3HAUEeHbI
IJISI IMArHOCTUKY 3a00/1eBaHMIA ITyTEM ITPOBEIEH NS
MCCIeIOBAaHMIA 06pa3LoB OMOJIOTrMUYECKOT0
maTepuasa 4yejioBeKa BHE ero OpraHusMa,
MU3TOTOBJIEHBI B MEIVIIMHCKOM OpraHU3alum U
MMPUMEHSIIOTCS B MeAUIIMHCKOM OpraHm3ainm, ux
M3rOTOBUBIIIEN (Hajiee - He3aperucTpUpOBaHHbIE
MeIULIMHCKME U3eNus OJ1s1 AMAarHOCTUKM in vitro).";

T) IOTIOTHUTD YaCThIO 5.2 CIeAYIOero CogepskaHms:

"5.2. Ha yka3aHHbIe B YaCTM 5 HaCTOSIIEN CTaTbu
MeaOUIIMHCKME U3OeNus He paciIpoOCTPaHSIIOTCS
TpebOBaHMS K COIePKaHUIO TEXHUIECKON U
9KCIUTyaTallMOHHOM JOKYMEHTAly TPOU3BOAUTES
(M3roTOBUTEJIS), yCTAHOBJIEHHbIE YITIOJTHOMOYEHHbIM
dbenepasbHBIM OPraHOM MUCIOJIHUTETHLHON BJIACTH B
COOTBETCTBUM C YACThIO 3 HACTOSIIIEN CTAThU.";

II) 4aCTh 6 TOTIOJHUTh MPEeIJIOKeHMEM CIeIYIOIIero
conepskaHus: "IlopsinoK BBO3a HA TEPPUTOPUIO
Poccuiickoi @egepaliiy MeOULIMHCKUX U3OEINIA,
YKa3aHHbIX B IMyHKTax 1, 2 1 5 yacTu 5 HacTosIEl






CTaTbu (3& MCKIIIOUEHMEM MeIUTUHCKMNX I/IB,ZLQJ'II/II;’I,

YKa3aHHBIX B IOANYHKTax "a”, "B" ¥ "I" myHKTa 11
craTtbu 4 CornamieHns 0 eAUHbIX MPUHIIUIIAX U
MpaBwIax 0opaIeHns MeIUIMHCKUX M3IeInii
(M3menuit MeAULIMHCKOTO Ha3HAYeHUS U
MeIOULMHCKOI TeXHMKN) B paMKax EBpa3uiickoro
9KOHOMMYECKOT0 Cc0I03a OT 23 mekabps 2014 roaa),
ycraHaBauBaeTcs [IpasutenbcTBOM Poccuiickoi
®enepauyn.”;

€) IOMOJHUTD YacThbio 8.1 cienyoinero cogepkaHusi:

"8.1. IIpon3BOACTBO MeAULIMHCKUX U3EJINIA,
MojyieXkalux rocy1apCTBEeHHOM perucTpauuin, a
TaKKe MeOUIIMHCKUX U3 e/INii, KOTOpbie
M3TOTOBJIEHBI 110 MHAUBUAYAJIbHBIM 3aKa3aM
MaleHTOB, K KOTOPBIM MPEeIbSIBISIOTCS
crienvajbHble Tpe6GOBaHMS 10 Ha3HAUEHUIO
MeIUIIMHCKUX PaOOTHMKOB, TOIKHO
COOTBETCTBOBATh TPeOOBAHMSIM K BHEJPEHUIO,
MOAAEP>XKaHUIO U OLIeHKE CUCTEMBbI YIIPaBIeHUS
KaueCcTBOM MeAUIMHCKNUX U3Ae/INIA B 3aBUCUMOCTU
OT MOTEHIMAJIbHOTO PUCKa UX MTPUMeHeHMS],
yTBepXXaeHHbIM [IpaBuTenbCTBOM Poccuiickoii
®epnepauyn. [TopsaoK opraHM3alum U IpOBeIEeHUSs
MHCIIEKTUPOBAHMS IIPOU3BOACTBA MeAUIIMHCKUX
M3JeMi1 Ha COOTBETCTBYE YKa3aHHBIM TPeOOBaHMUSIM
ycraHaBuBaeTcs [IpaButenbcTBOM Poccuiickoi






dbenepaulm. MeToauka oIrpene/JIeHus pa3dMepa I1J1aTbl
3a ITpoBeAeHNMe TaKOIro MHCIIEKTMPOBaHUA

YTBEPXKIAeTCs YIIOJTHOMOYEHHBIM (deiepabHbIM
OpraHOM MCITOJTHUTEIbHOM BJIaCTN.";

3K) 4aCTh 9 U3JIOXKUTD B CJIeAyIOIel peakiinn:

"9. 3a coBeplleHMe YIIOJIHOMOUEeHHBIM (defepaibHbIM
OpPTraHOM MCHOJHUTEIbHONM BJIaCTU JeiiCTBUA,
CBSI3aHHBIX C OCYILECTBJIEHMEM IOCYIapCTBEHHOM
perucTpauuy MeIuLMHCKUX U3Oe/INIA U perucTpalun
MeIUILIMHCKIUX U3Teanii B COOTBETCTBUM C
MeXIYHapOOHbIMU AOTOBOPAMU U aKTaMMU,
COCTaBJISOIIMMHU IIpaBo EBpasuiickoro
3KOHOMMYECKOI'0 COI03a, B3MMAaeTCs
rocygapCTBeHHas MOLUIMHA B COOTBETCTBUM C
3aKOHOmaTe/bCcTBOM Poccuiickoin @emepaiinm o
HaJiorax u cbopax.”;

3) Byuactu 11:
MYHKTBI 6 U 7 M3JI0XKUTH B CIeyIOIIel pegaKkiun:

"6) kon, O6I1IepoCCHiICKOTOo KaaccudukaTopa
MIPOAYKIIMM 110 BUAAM SKOHOMUYECKOI
IesTeIbHOCTH;

7) HaMMeHOBaHMe U MeCTO HaXOXAeHUS
IOPUIMYECKOTrO JINLA - YIIOTHOMOYEHHOTO






MpeICTaBUTES IPOU3BOANTEIS (M3TOTOBUTEIS)
MeIUIMHCKOTO MU3aenus Ui pamMuinst, uMs U (eciiu

MMEEeTCS) OTUYECTBO, MECTO KUTEJIbCTBA
VHOVBUIYAJIBHOTO MpeAIpUHMUMATENS -
YIIOJITHOMOYEHHOTO IIpeCTaBUTE IS [IPOU3BOAUTEIS
(M3TOTOBUTENIS) MEOULIMHCKOTO U3LeNus;";

JOITIOJIHUTD ITYHKTOM 11 clenyroiero cogep>KaHmsa:

"11) uHBIE CBemeHMS, OIIpeeisieMble
[TpaBuTenbcTBOM Poccuiickoit ®enepann.”;

U) IOTOJHUTB 4acThio 11.1 ciepyroiero
comepskaHus:

"11.1. Ha tepputopuu Poccuiickoi @enepauinm
JIOITyCKaeTcsl U3TOTOBIeHNe, XpaHeH!e,
MIpUMeHeHue, yTUIN3alus Wi YHUUTOXeHMe B
TOpsiAKe, YCTAHOBJIEHHOM YIIOJTHOMOYEHHbIM
(emepanbHBIM OPraHOM UCIIOJTHUTEIbHO BIACTH,
He3aperMcTPUPOBAHHBIX MeAVUIIMHCKUX U3A eI JIJIsI
IMArHOCTUKMU in vitro mpu HaJIUMUUM Y MeIULIMHCKOM
opraHmu3saluy paspelleHus Ha MIpUMeHeHMe TaKOro
MeaIUIIMHCKOIO MU3ae/ns, IIpeJoCTaB/JIeHHOTO
YIIOJTHOMOYEHHBIM (heJie paTbHbIM OPTaHOM
MUCIIOJTHUTEbHOV BJIACTH, OCYLIEeCTBISIOIIM
(YHKIMM 110 KOHTPOJIIO U HAaJ30pY B chepe OXpaHbl
300poBbs. ITOpsSIIOK IIpegoCcTaB/IeHMs],
nepeodopmieHMs, TOATBEPXKIAEHMS ¥ OTMEHbBI






pa3penieHnda Ha IIpMMeHeHne
He3apermcTpuMpoOBaHHOIO MeAMIIMHCKOTO U3ae/Ind

IUISL AMArHOCTUKY in vitro, a Takke Tpe6oBaHMS K
MeIUIIMHCKMM OpraHu3alysM, B KOTOPbIX
MU3TOTaBJIMBAIOTCS U IIPUMEHSIIOTCS
He3aperMCcTpUpPOBaHHbIE MeIUILIMHCKIE U3eNs IJ1s
IMATHOCTMKM in Vitro, 1 Tpe6oBaHMS K TAKUM
MeJIUILIMHCKUM U3AeIUsIM YTBePKIAtTCS
[TpaBuTtenscTBOM Poccuiickoit ®enepannu. 3a
IpenocTaBieHue, mepeodopmiIeHne 1
MOATBEPKIEeHME pa3pellleHsI Ha IpUMeHeHNe
He3aperucTpMpOBAHHOTO MeULIMHCKOTO U3 e/ns
IIJISI IMarHOCTUKY in vitro, a TakKe 3a IpoBe/ieHe
9KCIIepPTU3bI KaUeCTBa, 0€30IacHOCTU U
3(pHeKTUBHOCTY He3aperuCTPUPOBAHHOTO
MeIUIIMHCKOTO U3Oeaus OIS AMarHoCTUKMU in vitro B
LIeJIsIX TIpeaoCTaBIeHys pa3pelieHnst Ha
MMpUMeHeHNe He3aperMcTpUpOBAHHOTO
MeIULIMHCKOTO U3aenns IJis1 JMarHoCTUKY in vitro
WIN TIOATBEPXKAEeHMS] YKa3aHHOTO pa3pelieHnst
B3MMaeTCsl TOCyJapCTBeHHAs MOLIIMHA B
COOTBETCTBUM C 3aKOHOZATeJIbCTBOM Poccuitckoit
denmepanyu o Hajiorax u coopax.”;

K) 4aCTb 13 M3JI0XUTD B CJIEAYIOINIEi pegaKIun:

"13. Hemo6pokauecTBEHHOE MeIUIIMHCKOe U3Mene -
MeJIUIIMHCKOe U3iene, KOTOpoe He COOTBeTCTBYeT






TpeboBaHMSIM 6€30ITacHOCTH U 9HPEKTUBHOCTHU
MeIVIIVHCKUX U3IeNii, Tpe6OBaHMUSIM K UX

MapKMUPOBKe, HOPMATUBHOM, TEXHUUYECKOI U
3KCIUIyaTalMOHHOM JOKYMEHTAal N U KOTOpPOoe He
MOKeT ObITh 6€30T1aCHO MCIT0Ib30BaHO I10
Ha3Ha4YeHUI0, YCTAHOBJIEHHOMY ITPOU3BOAUTEIEM
(usroroBurenem).”;

7) TyHKT 1 yacT 15 U310KUTH B CaeAyolei
pefaKiumn:

"1) He3aperuCcTPUPOBAHHBIX MeIULMHCKUX U3 e/INIA,
3a UCK/IIOYEeHMEeM MeOULIMHCKUX U3Oe/NU,
yYKa3aHHBIX B YaCTY 5 HaCTOsIIIel CTaThu;";

M) 4aCTb 16 JOIMOJHUTD CJIOBAMU ", @ TAKXKe
He3aperucTpUpPOBAHHBIX MeIVIMHCKUX U3LeINNA, 3a
UCKJIIOUeHMEeM MeOULMHCKUX U3Le/INiA, YKa3aHHBIX B
YyacTu 5 HacTosIIei CTaTbu";

H) 4acTb 17 JOTOJHUTh CJIOBAMM ", @ TaKXKe
He3aperMCTPUPOBAHHBIX MeIUIIMHCKUX U3A e, 3a
UCK/IIOUEeHMEM MeOULMHCKUX U3Le/INiA, YKa3aHHBIX B
YacTu 5 HACTOSsIIei cTaTbu";

3) MyHKT 2 4acTu 3 ctaThu 91.1 JOMOJHUTD CJIOBAMU
", a TaKkKe MeIUILIMHCKUX OpraHmu3aLmui,

MO BeIOMCTBEHHbIX (DefilepaabHbIM OpraHam
UCIIOJTHUTEIbHOM BJIaCTU, PYKOBOZACTBO






IlesiITeJIbHOCTbIO KOTOPBIX OCyIlecTBisieT [Ipe3nuaeHT
Poccuiickoi ®engepanyn’;

4) yacTb 4 cTaTby 95 JOMOJHUTD ITyHKTOM 1.1
CJIeyIOLIero CoaepsKaHms:

"1.1) mpoBegeHMe MPOBEPOK COOTIOIEHUS
MeIUUIMHCKUMMU OPTaHU3aALUSIMU, KOTOPbIM
MpeaoCTaB/IeHbl pa3pelleHys Ha IpUMMeHeHe
He3aperucTpUPOBAHHBIX MeAVIIMHCKUX U3AETUI IS
IMArHOCTMKM in vitro, Tpe60BaHMI K YKa3aHHBIM
MeIVIMHCKUM U3Je/NsIM, a TaKKe COOTI0IeHS
YKa3aHHbIMU MeAUILIVHCKUMY OpraHu3aluyusMu
YCTaHOBJIEHHOTO TTOPSIIKA U3TOTOBJIEHUS, XpaHEHMS,
MIpUMeHeHUs, YTUIN3a U WIN YHUUTOXEHUS
He3aperuMcTpMPOBAHHBIX MEeAVIMHCKUX U3AEIUIA ISt
IMarHoCTUKY in vitro;";

5) B ctatbe 96:
a) 4yacTh 1 U3IOXKNUTH B CJIEAVIOIIEN pelaKIVn:

"1. MeguumuHCKMe U3AeNNs, HaX0asIImecs B
obpatieHnu Ha TeppuTopun Poccuiickoi
denepaiuu, MoaexkaT MOHUTOPUHTY 6€30M1acHOCTU
B LIeJISIX BBISIBJIEHUS U [IPeOTBpalleHs
He6aronpusiITHBIX coObITU. Kitaccudukanms
HeO6JIarOTPUSITHBIX COOBITUI YTBEPKIAETCS
YIIOJIHOMOYEeHHbIM (efilepaibHbIM OPraHOM






UCIIOJTHUTEIbHO BJIaCTU, OCYLIECTBIISIOIM
(yHKIIMM 1TO KOHTPOJIIO U HAA30py B chepe oXpaHbl
300pOBbS.";

6) B yacTu 3 cjioBa "MOOOYHBIX JIeJCTBUIA, He
YKa3aHHbIX B MHCTPYKI MY 10 IPUMEHEHUIO WU
PYKOBOZCTBE MO0 SKCIITyaTaluy MeIUIMHCKOTO
uU3aenns, O HeskeJlaTeIbHbIX PeaKLysIX IIPU ero
MpUMeHeHNM, 06 0COOEHHOCTSX B3aUMOIECTBUS
MeIVIIVHCKUX U3IeINii MeXay co00ii, 0 ¢hakTax u 00
00CTOSITETBCTBAX, CO3HAIIINX YIPO3Y KU3HU U
3I0POBbIO TPAXKAAH U MeIUIIMHCKUX PAOOTHUKOB IIPU
MpUMeHEeHUM U SKCIUTyaTalyy MeIULMHCKAX
U3Iennii’ 3aMeHUTh CJIOBAMU "HeOJIaronpusITHbIX
coOBITHIT HA BCEX Tarax o6paleHus
COOTBETCTBYIOIEro MeAUIIMHCKOTO U3Ieans Ha
Tepputopum Poccuiickoi ®egepauinm u
TepPUTOPUSIX APYTUX TOCYAaPCTB";

B) IOTIOJHUTh YaCThIO 3.1 C/IeayIONIero ComepsKaHms:

"3.1. MOHUTOPUHT 6€30MaCHOCTY MEeAUIIMHCKIUX

U3O et OCyIIeCTBISETCS TakKKe ITOCPeICTBOM
aHa/jM3a CBeleHUIi, KOTOpbIe IIPeCTaB/ISIOTCS
Mpou3BoANUTe/IeM (M3TOTOBUTEIEM) MeAUIIMHCKOTO
u3nenys (ero yroJIHOMOYEHHbIM IIpeCTaBUTeIe M)
WJIN JIULIOM, OCYIIIeCTB/ISIIOIIMM BBO3 Ha TePPUTOPUIO
Poccuiickoit ®enepauiiyt MeAUIIMHCKUX U3OE/IUN, B






YIIOJIHOMOYEHHBI (enepanbHbIit OpraH
VICIIOJTHUTETbHO BJIACTH, OCYIIECTBIISIOIIIA

(yHKIIMM 1TO KOHTPOJIIO 1 HAZ30pY B chepe oXpaHbl
3[I0pOBbS, B YCTAHOBJIEHHOM UM MOpsaKe.";

I) 4acCThb 5 Mocjie CJI0B "MeIUIIMHCKUX U3Heanit"
IOIIOJIHUTD CJI0BaMM ', 32 UCK/IIOUEHMEM
MeOUIIMHCKUX U3TeNNi, 3apeTuCTPUMPOBAHHBIX B
COOTBETCTBUM C MEXIYHAPOAHBIMMU JOTOBOPAMU U
aKTaMM, COCTaBJISIONIMMMU ITpaBo EBpa3uiicKoro
SKOHOMMYECKOTO C01034a,";

Il) B 4aCTU 6 CJIOBA 'TIOOOYHBIX AECTBUSIX, HE
YKa3aHHbIX B MHCTPYKI UM 10 MPUMEHEHUIO WU
PYKOBOJICTBE IT0 3KCILTyaTalluy MeIULIMHCKOTO
U3aenms, HeskeJlaTe/IbHbIX PeaKIysX IPU ero
MpUMeHeHNU!, 06 0CO6eHHOCTSIX B3aMOIeiCTBUS
MeIVIVHCKUX U3IeINii MeKXIy co00ii, 0 ¢hakTax u 00
00CTOSITEILCTBAX, CO3AAMIINX YTPO3Y XKMU3HU U
30POBBIO IPAKIAH ¥ MEeIULIMHCKUX PAOGOTHUKOB IIPU
MPUMEHEeHUU U IKCIUTyaTaluu 3apermcTpUupOBaHHbIX
MeIVLMHCKUX U3Oeanil," 3aMeHUTb CJIOBaMU
"He6IarONIPUSATHBIX COOBITUSX .

CraTb4 2

Baectu B ®epepasibHbiii 3ak0H OT 4 mas 2011 roma N
99-®3 "O nuileH3MPOBAHUM OTAe/JIbHbIX BUIOB
nesteqpHOCTH" (COOpaHMe 3aKOHOIATEIbCTBA






Poccuiickoit ®enmepaunn, 2011, N 19, ct. 2716; N 30,
cT. 4590; N 43, cT. 5971; 2012, N 26, cT. 3446; N 31,

CT. 4322; 2013, N 9, cT. 874; N 27, cT1. 3477; 2014, N
30, cT. 4256; N 42, cT. 5615; 2015, N 1, cT. 11; N 29,
CT. 4342; N 44, cT. 6047; 2016, N 1, cT. 51; 2018, N 31,
cT. 4838; N 32, cT. 5116; N 45, cT. 6841; N 53, CT.
8424; 2019, N 16, cT. 1817; N 25, cT. 3168; N 31, cT.
4441, 4457; N 52, c1. 7796; 2020, N 8, cT. 915; N 31,
cT. 5029) cnemyrone M3MeHEeHNSI:

1) myHkT 17 yactu 1 ctaTteu 12 U3M0XKUTH B
caenymole pegaKkim:

"17) TexHUYECKOE OOCTY)KMBAHME MEAVIIMHCKUX
usnenum (3a UCKJII0YeHMeM CJIyvasi, ecimn
TeXHMYeCcKoe 00C/TysKMBaHMe OCYIeCTBIISIETCS IS
obecrieueHNst COGCTBEHHBIX HYK/ I0PUIMUECKOTO
JINTA WIV UHAUBULYAIBHOTO TIpeANIpUHMMAaTeN, a
TaKKe CIyJyas TeXHUUEeCKOTo O0CTy>KMBaHMS
MeIUILIMHCKUX U3O eIl C HU3KO0i CTelleHblo
MOTEHLMAJIbHOTO PUCKA UX IIPUMEHEHNS);";

2) 4acThb 5 cTaThby 22 MPU3HATh YTPATUBIIEN CUITY.
CraTbs 3

1. Opuandeckme auiia, UHOAUBUIyaTIbHbIE
MpeaNpUHUMATEIN, MUMeIOIIye JIUIeH3UM Ha
IesITeJIbHOCTD I10 ITPOU3BOJCTBY ¥ TEXHUYECKOMY






00CTY>KMBAHMIO MEAUILIMHCKOM TEXHUKM (3a
MCKJTIOUEeHMEM CJTy4asi, eCJI TEXHUYEeCKoe

00CTY;KMBaHME OCYIIECTBIISIeTCS )11 00ecIieueHmst
COOCTBEHHBIX HYKI, IOPUANYECKOIO JINIA VTN
MHIOVBUAYAJbHOTO MIpeapUHMMATENIS), B 4aCTU
TEeXHMUECKOTO 00C/TYy>KMBAHMST 00SI3aHbI
nepeodopmuts ux g0 1 suBaps 2024 roga Ha
JINTIEH3U HA IeSITebHOCTb [0 TEXHNYECKOMY
00CTY>)KMBaHMIO MEAVULIMHCKUX U3[IeNnit (3a
UCK/IIOUEeHMEM CJIydasi, eC/IU TEXHUYeCcKoe
00CTY>KMBaHME OCYIIECTBIISIETCS OJIs1 00ecIieueHmnst
COGCTBEHHBIX HYK]I I0PUINYECKOIO JINIA MU
VHOVBUIYAJIbHOTO MpeAIPUHMMATES, a TAKKe
CJTydast TeXHUYeCKOTO 00C/TysKMBAHUST MeIUIIMHCKIUX
u3nenmnii ¢ HU3KO¥ CTeleHbI0 MMOTEeHIIMaJTbHOI0 PUCKa
UX TIPUMEHEeHMsI) B MOPsIIKe, YCTAHOBJIEHHOM
craTbeil 18 ®emepanbHOTO 3aKOHA OT 4 Mmas 2011
roga N 99-®3 "O nuiieH3MPOBaHUM OTIeJIbHBIX
BUJIOB J1eSITeIbHOCTU".

2. B crydae, yka3aHHOM B 4aCTy 1 HACTOSIIEN CTaThH,
MpoBepKa COOTBETCTBUS JINIeH3MaTa
JIULIEH3MOHHBIM TPEOOBAHMSIM IIPYU OCYIIECTBIEHUN
IesITeJIbHOCTHU 10 TeEXHMUECKOMY 0OCTYKMBAHMIO
MeIULIMHCKUX U3l (3a UCKTIoOUeHeM CayJasi,
eC/Iv TeXHMYeCcKoe 00CTyKMBaHMe OCYIeCTBIISIeTCS
1151 obecriedeHnst COOCTBEHHBIX HYKI, I0PUINUECKOTO
U1 WIN UHAVMBUAYAJbHOTO MIpeAIIpUHMMATEIS, a






TaKKe CIyJast TEXHUUEeCKOTO0 OOCTY>KMBAHMS
MeIUIIMHCKUX U3OEIN ¢ HU3KOI CTeIleHbI0

MOTEHIMAJILHOT'O PUCKA UX TIPUMEHEHNS)
JIMUEH3UPYIOL MM OPraHOM He OCyLeCTBJIsIeTcs (3a
UCKJIIOUEeHMEM CJIyyaeB BHECEHUSI USMEHEHUII B
repeyeHb BHITIOJTHIEMbIX pabOT, OKa3bIBaeMbIX
YCIIYT, COCTABJSIONINX TIUTLLEH3UPYEMbIiT BUT,
IesSTeJIbHOCTH).

Cratbs 4

1. Hacrosimumit @efepaibHblli 3aKOH BCTYNIAET B CUITY
I10 MICTeYeHU M IeCITU JHel [0cJIe SHS ero
obuiMaNbHOTO OIMyOIMKOBaHMS, 3 UCKITIOUeHEM
MOJIOKEHU, [IJISI KOTOPBIX HACTOSIIIEN CTaThein
YCTaHOBJIEH MHO CPOK BCTYIUIEHUS UX B CUJTTY.

2. A63a11 BOCbMOJ1 ITOAITYHKTA "B", TOAITYHKTHI "€" U
"M" MMyHKTAa 2, MyHKT 4 cTaTby 1, cTaTbu 2 U 3
HacTtosuiero ®enepasbHOrO 3aKOHA BCTYMAOT B CUITY
¢ 1 suBaps 2022 roga.

3. ITosoxkeHMst MyHKTOB 2, 3 M 5 yacTu 5 craThu 38
denepanbHOro 3akoHa oT 21 Hos16ps 2011 roga N
323-®3 "O6 0CHOBaxX OXpaHbI 3T0POBbS TPAXKIAH B
Poccniickoit @epgepaunn’ npuMeHSIIOTCS 110 1 sHBaps
2027 roma BKIIOUMTEIbHO.

[TpesupeHt
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Mocksa, Kpemib
30 anpensg 2021 roga
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