POCCUICKAS ®EIEPALINSI
®EJEPAJBHBINA 3AKOH

O BHeceHHH M3MeHEHHI B 0TAeJIbHbIE 3aKOHOAATEIbHbIE AKTHI
Poccuiickoit ®eepanyuu o BOnpocam odecnedeHusi rpakiaan
JIeKapCTBEeHHBIMM NpenapaTaMi, MeIMINHCKAMH H3eTUIMHA
U CHeNMATU3UPOBAHHBIMH NPOAYKTAMH JIe4eOHOr0 MATAHUS

IIpunsar 'ocynapcrBennoit {ymoit 7 nrong 2020 rona
Onmo6pen CoBeToM demepanuu 8 uoaa 2020 roma
CraTbin 1

Brectu B ®enepanbHbiit 3akoH oT 17 urons 1999 roga Ne 178-@3
«O rocynapcTBeHHol conuansHoi nomowmu» (CoOpaHue 3aKOHOIATENbCTBA
Poccuiickort @enepanun, 1999, Ne 29, ct. 3699; 2004, Ne 35, ct. 3607; 2006,
No 48, ct. 4945; 2007, Ne 43, ct. 5084; 2009, Ne 30, ct. 3739; 2010, Ne 50,
cT. 6603; 2013, Ne 19, ct. 2326; Ne 48, cr. 6165; 2016, Ne 1, cr. 8)
CIEIYIOIHNE U3MECHEHHUS:

1) B cTaThe 6°

a) NyHKT 1 wactu 1 mocie clIOB «1Jii MEIHIMHCKOI'O MPHUMEHEHHUS»

i
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HOOIONHNUTh CIIOBAMH «B 00BEME HE MEHee, 4YeM OTO IMPeAyCMOTPEHO
[IEpEeYHEM JKU3HEHHO HEOOXOAMMBIX M BaXHEHIIHX J€KapCTBEHHBIX
IpenapaToB, cOOPMHUPOBAHHEIM B COOTBETCTBHM ¢ DenepalbHBIM 3aKOHOM
or 12 ampens 2010 roma Ne 61-@3 «O6 oOpamieHHM JIeKapCTBEHHBIX
CPELCTBY»,»;

6) B 9acTu 2 cIOBa «IE€pEYeHb IEKAPCTBEHHBIX MpernapaToB /I
MEAMLIMHCKOTO NMPUMEHEHHS], B TOM YHUCJIE JIEKAPCTBEHHBIX MpENapaToB s
MEIULMHCKOTO IPUMEHEHHUS, HA3HAYaeMBIX [0 pEMEHUI0 BpadeOHBIX
KOMHUCCHI MEIULIIMHCKUX OpPraHu3aluii,» HCKIIOYNTE;

2)  craTeio 6° qomonHMTH YacThio 3' crexyromero COLEpKAHMUA:

«3'. Opran, ocymecTBIMIOMuUil BeeHne denepanbHOrO perucTpa Juil,
UMEINMX IPaBO Ha IOMYyY€HHE TOCYAapCTBEHHOW CONWAJIBHOW MOMOIIH,
obecrieynBaeT MNpENOCTaBICHHE CBeIeHMH u3 ykazanHoro denepanbHOro
perucTpa B IpedyCMOTPEHHHIH dacThio 1 cTathu 44' demepaapHOro 3aKoHa
or 21 HosOpsa 2011 roma Ne 323-®3 «O6 ocHOBax OXpaHbBl 370POBBS
rpaxnad B Poccuiickoii ®enepanun» @DenepaidbHBIA perucTp rpaxia,
UMEIIIMUX [paBo Ha oOeclnedyeHWe JIeKapCTBEHHBIMHM IpenapaTaMi,
MEIAMIMHCKMMH  HM3ACIUSAMUH U CIENHMAIU3UPOBAHHBIMH  TPOAYKTAMHU
Ne4eOHOro NHUTAHMUA 3a CcYeT OIOMKETHHIX aCCUTHOBAHHMH (enepanbHOro
OromxeTa u Or01KeTOB cyOBekTOB Poccuiickoit ®enepanun.y;

3) wacTe 2 cTathM 6'° JONONHHTh INYHKTOM 6 CIEAYIOLIETO



COZlepKAHUSA:

«6) obecrneduBaeT NPEAOCTABICHUE CBEICHHH B IMPEAyCMOTPEHHEIM
gacTeio 1 crateu 44' demepanpHOro 3axona or 21 HOs16ps 2011 rogma
Ne 323-®3 «OO0 ocHOBax OXpaHBI 3J0pPOBbS TpaxaaH B Poccuiickoii
Oenepanuu»  DenepanbHbli  perucTp TpaxJaH, HMEIOMHUX HPaBoO
Ha o0ecrieyeHune JE€KapCTBEHHBIMU npenapaTamMu, MEIUIMHCKUMHU
U3IEIUIMM M CHENUATU3UPOBAHHBIMU MPOAYKTAMH JIEYeOHOI'O0 NHTAHUA
3a CYET CpPeACTB OIOIKETHBIX AacCUTHOBaHUHM (enepaibHOro OromKeTa
1 Oro1xeToB cyorekToB Poccuiickoit @enepariun..

Crartps 2

Buectu B ®epepanpHbiit 3akoH oT 12 anpenrs 2010 roma Ne 61-33
«O0 oOpammennu JiekapcTBeHHBIX cpeacts» (CobpaHue 3aKOHOIATENLCTBA
Poccuiickorn @enepanun, 2010, Ne 16, cr. 1815; Ne 42, cr. 5293; 2011, Ne 50,
cT. 7351; 2012, Ne 26, ct. 3446; 2013, No 48, cr. 6165; 2014, Ne 52, cr. 7540;
2015, Ne 29, ct. 4367; 2017, Ne 31, c1. 4791; 2018, Ne 1, ct. 9; Ne 49, ct. 7521;
2019, Ne 23, cr.2917; Ne 31, cr. 4456; Ne 52, cr. 7780, 7793; 2020, Ne 13,
cT. 1856; Ne 14, cr. 2035) cnenyromue U3MEHEHHS

1) B myHKTe 6 CTaTBH 4 CIIOBO «EXKETOJHOY» UCKIIOUNTE;

2)B nyHkte 1 wactu 1 cratem 60 cii0BO «COPMHPOBAH» 3aMEHHTH

ciioBaMH «(opMHpyeTCs U He peke OJHOTO pasa B TOJl IEPeCMaTPHBAETCS,
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3) uwacte 7' cratbM 67 IONOIHHTB IPEIIOKEHUAMI  CIEAYIOLIETO
conpepxanus: «lIpaBurenscrBo Poccuiickoit denepanmu BIpaBe YCTaHOBHUTH
O0COOCHHOCTH BBOJA B TPaKAaHCKHH OOOPOT JE€KaPCTBEHHBIX MpENapaToB ISt
MEIULMHCKOIO IPUMEHEHUS, TPOU3BENEHHBIX B niepuo ¢ 1 utossa 2020 roga no
1 oxta6ps 2020 roza. B nensx BBoja B IpakIaHCKUI 000pOT J€KapCTBEHHBIE
IIpenaparsl Uil MEAUIIMHCKOTO IIPUMEHEHHUS], 32 UCKIIOYEHHUEM JIEKapCTBEHHEIX
IPEapaToB, IPeIHAa3HAYCHHBIX A obecniedeHus M, OOJIBHBIX TeMO(HIHeH,
MYKOBHUCIIUI030M, runou3apHeIM HaHU3MOM, 0071€3HBI0 I'ome,
3JI0KAYECTBEHHBIMM ~ HOBOOODa30BaHUAMH  JUMGOUIHON, KpPOBETBOPHOM
U POJCTBEHHBIX MM  TKaHEHW, pPACCEIHHBIM  CKJIEpO30OM, JIMI[ TOCHE
TPAHCIUIAHTALIMMA OPraHOB M (WIM) TKaHEH, IPOM3BEICHHBIE 3a NpeAeaMH
Tepputopun Poccuiickoit Deneparmu 10 1 oktabps 2020 roma, Moryr OBITH
BBe3eHbl B Poccuiickyro @enepammio 10 1 suBaps 2021 roma B mopsike,
ycranoBineHHoM IlIpaBurensctBom Poccuiickoit ®enepanuu, 6e3 HaHeceHUs
CPENCTB NACHTU(DUKALIUH.Y.

Crarps 3

Brectn B @enepansubiii 3akoH oT 21 HOosOpss 2011 roma Ne 323-®3
«O0 ocHOBax OXpaHBl 370pOBbS TpaxnaaH B Poccuiickoit deneparum»
(Cobpanne 3axoHomarenbcTBa Poccuiickoit deneparun, 2011, Ne 48, cT. 6724;
2013, Ne 39, ct. 4883; No 48, cT. 6165; 2014, Ne 43, cT. 5798; Ne 49, cr. 6927;

2015, Nel, ct. 85; Ne 10, ct. 1425; Ne27, cr.3951; Ne29, cr.4397; 2016,



Ne 18, cr. 2488; Ne 27, c1.4219; 2017, Ne 31, cT. 4765, 4791; Ne 50, cr. 7544,
2018, Ne 1, c1. 49; Ne 32, ct. 5092, 5116; Ne 53, ct. 8415; 2019, Ne 10, ct. 888;
Ne 49, cr. 6958; Ne 52, cr. 7770, 7799, 7836; 2020, Ne 13, cr. 1856; Ne 14,
cT. 2028; Poccuiickas razera, 2020, 11 uioHs) claeayroie U3MEHEHH

1) B cratee 38:

a)dactb 4 [ONOJHUTH CJIOBAaMH «, W MEIWUIHHCKUX H3JEIIIi,
3apeTUCTpUpPOBaHHBIX B Poccmiickoir  @emepaniii B COOTBETCTBUH
C MEXIYHApOIHBIMH  JOTOBOPAMH W  aKTaMM, COCTaBISIOIIUMH  IPaBO
EBpasuiickoro S5KOHOMHYECKOTO COI03a);

0) B wacTu 5 mepBOe MpEenoKEHUE HU3IOKHUTH B CICAYIOMICH peaaKIThu:
«Ha teppuropun Poccuiickoii ®enepanuy TOCyAapCTBEHHOH perucTpanuu
He NOJJIeKAT MEIUIMHCKUE U3MeNus, MepeurcieHHble B myHkre 11 cratem 4
Cornamenvs O eAMHBIX NPUHIMUIAX W MPaBWIaX OOpamIeHHs MEIMLIMHCKHX
nm3femi (M3menuit MEQUIMHCKOTO HA3HAYEHUS M MEIWIUHCKOM TEeXHHKH)
B pamkax EBpasuiickoro skoHommueckoro coroza ot 23 mekabps 2014 roga,
BTOM  YHCIIE MEIUUMHCKUE  H3AENus, KOTOpPHIE  HM3TOTOBJIECHBI
II0 MHIUBUAYalbHBIM 3aKa3aM [AIMEHTOB, K KOTOPBIM IPEIbSBIAIOTCS
CHelYallbHble TpeOOBaHMSA [0 HA3HAUYEHHI0O METUIMHCKHAX pabOTHHKOB
¥ KOTOPBIE IMpENHA3HAYEHbl MCKIIOUUTENBHO MJI JIMYHOTO HCIIOJIB30BaHMUS
KOHKPETHBIM [IAIMEHTOM, a TakkKe MEAMLIMHCKHE WU3IENUd, KOTOPEHIE

IpeqHa3sHadeHsl U1 MCHONB30BaHUSA HAa TEPPUTOPHUHM MEXIYHAPOIHOTO



MEIUIMHCKOIO KJacTepa HWIM HAa TEPPUTOPUAX WHHOBAIIMOHHBIX HAYYHO-
TEXHOJIOTMYECKUX IICHTPOB.»;
2) nomoHUTE cTaTheit 44' ciemyromero COJICp/KAHMUS:
«Cratps 44'. ®enepajbHEIi perucTp rpaxkiaH, MMeIOIUX PaBo
Ha o0ecrneyeHue JieKapcTBEHHBIMH NIpenapaTaMy,
MeIMUIMHCKUMU H3AeJTHAMA U
CHelUAJTM3MPOBAHHBIMY IPOAYKTAMH JIe4e0HOT0
MHTAHUA 32 cYeT OI01KeTHBIX aCCHTHOBAHMIA
(penepanbHOro 6101xKeTa H GIOKETOB CYyOBEKTOB
Poccuiickoii ®enepannn
1.B memsx KOOpAMHALMU JAEATENBHOCTH (eAepaTbHBIX  OpraHoB
UCIOJIHUTEIBPHOW BIACTH, OpPraHOB MCIOJHUTEILHOM BIacTH CyOBEKTOB
Poccuiickoit denepanuy, OpraHoB MECTHOTO CaMOYIIPABICHHUA, METUITMHCKHAX
OpraHu3al¥i TOCYNApCTBEHHOW, MYHUIIMIIAJLHOM ¥  YacTHOM  CHCTEM
3IpaBOOXpaHEHUs: B d4acTH oOecmedeHHs TpaxIaH JEKapCTBEHHBIMH
IperapataMd, MEIULMHCKMMH  H3JCIUSMH M CIEHUAIN3HPOBAHHEIMH
MPOAYKTaMH JIedeOHOrO TMMTaHUs 32 Cc4YeT OIO/KETHBIX ACCHTHOBaHHiA
denepanpHoro Oromkera U OlomkeToB cyOnrekToB Poccuiickoit Pemepanmu
YIOTHOMOYEHHBIM  (pefepanbHBIM ~ OpraHOM — HCIOJHHUTEIBHOM  BIACTH
ocyuecTBisgeTcs Beaenue denepanbHOro perucrpa rpaxaaH, UIMEIONIUX IpaBo
Ha oOecniedyeHHe JIEKapCTBEHHBIMH MpelapaTaMy, METUIIMHCKUMU H3/ETHIMU
U CIELUAIM3UPOBAHHBIMM  IPOLYKTAaMH  Jie4eOHOIO0 MHUTAHMS 3a  CYeT

OIO[UKETHBIX aCCUIHOBaHMHU QelepanbHOro OrpkeTa W OI0DKETOB CYOBEKTOB

Poccuiickon ®eneparun (manee B HacTodmed crathe - DeepanbHbBIA perkucTp
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rpa)</iaH), COIEPKaIIeTo CICYIOMHE CBEICHYS:

1) ctpaxoBoifi HOMEp WHIMBUAYAILHOTO JMIEBOTO CYETa TIpa)kJAaHUHA
B cHCTeME 0053aTeIbHOr0 NEHCUOHHOTO CTPpaxoBaHus (IIpY HAIUIUN);

2) amunus, uMs, OTY4ECTBO (NIpM HANWYUM) TpaKAaHWHA, a TaKKe
damuis, KoTopas ObLIa Y HETO IPU POXKICHUH;

3) mara poxaeHus;

4) nou;

5)ampec Mecra JKUTENBCTBA, MecTa UpeOBIBaHUS WM  MecTa
($aKTUIECKOTO MPOKUBAHMUS,

6)cepus W HOMep macmopra (CBHUACTENRCTBA O  POXKICHHUH)
WIH yIOCTOBEpEHHs TUYHOCTH, JaTa BEIAAYH YKa3aHHBIX JOKYMEHTOB,;

7) HoMep moimca  OOA3aTENILHOTO  MEIULMHCKOTO  CTPaxOBaHHUS
3aCTPaxOBaHHOTO JIMIIA;

8) cBelieHUSs O IPaXJAHCTBE;

9) cemenuss 00  OCHOBaHMAX  mNpeObIBaHMA WM  NPOKHUBAHUSA
B Poccuiickoit ®epepamuu (An8 HMHOCTPAHHOTO TIpaXJaHWHA, JIAIA
0€3 rpaxJIaHCTBa, B TOM YHCIE OExKEHIIA);

10) nata Bkmouenus B GenepanbHbIi pErUCTp TpaXkiaH;

11) nuarno3  3aboneBaHust  (COCTOSIHHME), BKJIIOYAas  €ro  KOJA
10 MexXIyHapoaHOW CTaTUCTHUECKON Kiaccubukanuu Oojie3Helt U mpolieM,

CBsA3AaHHBIX CO 3IOPOBBEM,



12) xkateropus rpaxigaH (Tpynma HaceleHHs), HMMEIOMHUX [PaBO
Ha o0ecrieueHue JEKApCTBEHHBIMH TIpenapaTaMi, MEAWIIMHCKHMH H3IEITHAMHU
U CHIELUANM3NPOBAHHBIMUA  IIPOAYKTaMHM JIe4eOHOTO INHMTaHUSA, KaTeropus
3aboneBaHus, KOTOpas  SIBJIAETCS  OCHOBaHHMEM JjId  obOecHeueHus
JEKapCTBEHHBIMH npernaparamMmy, MEIUITUHCKAMHU M3JIETHIMU
U CHEUUAIU3UPOBAHHBIME NOPOAYKTAMH JIe4eOHOIrO IHUTaHHSA, B TOM YHCIIE
¢ yuyeroM IlepeuHs rpynn HaceneHuss W Kareropuil 3a0oyieBaHWi, IpH
amMOyJIaTOPHOM JIEUYEHHH KOTOPBIX JIEKAPCTBEHHBIE CpEACTBA M H3AEIHS
MEJMLMHCKOIO Ha3Ha4yeHHs OTIIYCKAIOTCS MO pelenTaMm Bpaded OecIniaTHO,
u Ilepeunss rpynn HaceneHus, Hpu aMOyJIaTOPHOM JIEUEHHH KOTOPEHIX
JIEKapCTBEHHBIE CpelcTBa  OTIMYCKAIOTCA oo  peuenraMm  Bpauei
¢ NATUAECATUIIPOLEHTHON CKUAKOM;

13) cBeneHNMs O Ha3HAUEHHM M OTIIYCKE JIEKAPCTBEHHBIX IPEIaparoB,
MEIUIMHCKUX HM3ACIUH UM  CHENUAIM3UPOBAHHBIX MPOAYKTOB JIEUeOHOTO
IIUTAaHUS, YKa3aHHBIX B MyHKTE 12 HacTosAuleH gacru;

14) uuple cBeneHMsA, KOTOpPHIE BIpaBe ONpPEAETUTH IIPaBUTEIHCTBO
Poccuiickont ®enepanun.

2. lopsanok Benenus DenepanbHOTO pPErucTpa TpaXJaH, B TOM YHCIIE
IOPAZOK JOCTYIIa K CBEICHHAM, COIEP)KAII¥MCS B HEM, MOPAJOK U CPOKH
IIPENCTABICHUS CBEJEHUM B  YKa3aHHBIM PETUCTp  YCTaHABJIMBAIOTCS

ITpaButensctBOM Poccuiickoit deneparmm.



3. CBenenus, NpeIyCMOTpPEHHBIE YacThl0 1 HACTOAINEH CTAThU
U BKII049aeMblie B DenepaibHblil peTUCTP TpakIaH, IPEXCTaBISIOTCS U3:

1) denepatbHBIX PETHCTPOB, IPELYCMOTPEHHBIX dacThio 2' craThu 43,
gacraMu 4 u 8 crateu 44 Hacrosimero denepaabHOro 3aKOHA, YaCThIO 2
ctatem 6° @emepampHoro 3akoa or 17 wmioms 1999 roma Ne 178-@3
«O rocyrapcTBEHHOU COLMATBHOM ITOMOIIIH»;

2) enuHOM roCcyIapCTBEHHOW WH()OPMAIMOHHOW CHUCTEMBI COIMAILHOrO
obecrnieueHusl.

4. Oprassl rocyJapcTBeHHON BiIacTu cyObpekToB Poccuiickoii ®emepaituu
OCYILIECTBIIAIOT BEJAECHHE DPETMOHANBHBIX CETMEHTOB denepanbHOTrO perucrpa
TPaXAaH U CBOCBPEMEHHOE IIPE/CTaBICHUE CBEICHMIA, COJIEPKAIIMXCA B HHX,
B YIIOJTHOMOYEHHBIN (efepanbHblil OpraH UCIIOJHUTEILHOW BJIACTH B IOPSJIKE,
ycranosieHHOM IIpaBurenscTtBoM Poccuiickoit enepaium.»;

3) myHKT 5 gactu 2 ctarthbu 81 JOMONHUTH CIOBAMH «, C(HOPMUPOBAHHEIM
B o00peMe He MeHee, YeM IJTO INPEeAYCMOTPEHO TIIepEYHEM KH3HEHHO
HEOOXOOMMBIX M BAXHEHUIIMX JIEKApPCTBEHHBIX MpPENapaToB, YTBEPKIAEMEIM
IlpaButensctBoM Poccuiickoit @eneparmu B cooTBeTcTBHHM ¢ DemepanbHEIM
3akoHOM OT 12 ampenst 2010 roma Ne 61-®3 «O6 obpamennn JeKapCTBEHHBIX
CPEICTBY;

4)B yactu 4 crate;m 91' cioBa «uacTaMu 4, 8 craTeu 44» 3aMEHHTH

croBaMH «JacTsMu 4 U 8 crateu 44, yacTeio 1 crateu 44'y.
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Crarbs 4

1. Hacrosmmii ®enepaibHblil 3aKOH BeTynaeT B cuity ¢ 1 saBaps 2021
roja, 3a UCKIIOYCHUEM MONOXKEHUN, IS KOTOPBIX HACTOAIIEH CTaThei
YCTaHOBJICHBI MHBIE CPOKY BCTYIUICHHS UX B CUJTY.

2. Cratbs 2 Hacrosero denepaasHOTo 3aKOHA BCTYIIAET B CHIIY CO JHS
o(uIMaNEHOTO ONMyOIMKOBaHUs HacTosmero denepalbHOTO 3aKOHA.

3. Craresg 3 mHacrosmero ®engepanprHOro 3aKOHAa BCTYNAEeT B CHIY
¢ 1 centa6psa 2020 rona.

4. JleiicTBHe MONOXEHMH uwact 7' cratem 67 ®enepanbHOro 3aK0Ha
o1 12 ampensa 2010 roma Ne 61-®3 «O6 obpanieHnn J€KapCTBEHHBIX CPEIICTBY
(B pemakimu Hacrosuiero ®DemepalbHOrO 3aKOHA)  PACIPOCTPaHSETCH

Ha [IpaBOOTHOINeHUs, Bo3HUKIMeE ¢ 1 utomns 2020 roxa.

B.Ilytun

Mocksa, Kpemnb
13 urong 2020 roaa
Ne 206-D3



