I'ocynapctBeHHas [yma
®enepansHoro Cobpanus

NMPABUTEIBCTBO Poccuiickoit @enepauyn
POCCHHCKON ®EJEPAIIMH

« 13 OKTAGDA 2017 1
Ne 7298m-1112

MOCKBA

O BHeceHHU NIPOeKTa (PeepaTBLHOrO
3akoHa "O BHeCeHHH H3MEHEHNM

B OT/AEbHBIE 3aKOHOJATEIbHbIE aKThI
Poccuiickoit denepannu B 4aCTH
PO3HHUYHOU TOPTOBIIH JIEKAPCTBEHHBIMH
npenapaTaMy IACTaHLIMOHHBIM CIIOCOOOM"

B cootBerctBun co cratbeid 104 Konctutyunu Poccuiickoir Penepaumu
IlpaButensctBo  Poccuiickoit ~ ®enepauud  BHOCHT  Ha  PacCMOTpEHHE
[ocynaperBennoit Jlymst @enepansHoro Cobpanus Poccuiickoit Depepanvy MpoexT
denepanbHOoro 3akoHa "O BHECEHHMM WM3MEHEHUH B OTAENbHBIE 3aKOHOJATENbHBIE
akThl Poccuiickoii @enepaniu B YacTH PO3HHYHON TOPrOBIU JIEKAPCTBEHHBIMHU
npenapaTamMy JUCTAaHIIMOHHBIM criocoboM".

Hpunoxenue: 1. [Ipoekr denepanpHoro 3akoHa "O BHECEHUH WU3MEHEHUHN B
OTHeNLHBIE 3aKOHOaTeIbHbIE akThl Poccuiickoil Menepanun
B 4YacTH  pPO3HUYHOW  TOPrOBIM  JIEKAPCTBEHHBIMH
npenapaTaMy TUCTAaHITHOHHBIM criocobom" Ha 3 J1.

2. IlosicuuTtenbHas 3almMckKa K MPOEKTy (elepalbHOrO 3aKOHA
"O BHeCEHHH HW3MEHEHUH B OTACIBHBIE 3aKOHOAATENIbHEIE
akThl Poccuiickoii ®denepaliyy B 4acTU pPO3ZHUYHON TOPIrOBJIU
JIeKapCTBEHHBIMH IIperapaTaMy JHCTAaHIHOHHBIM CIIocOO0OM"
Ha 3 I.

3. ®UHAHCOBO-3KOHOMHUYECKOe  OOOCHOBaHHME K  IPOEKTY
denepansHOro 3akoHa 'O  BHeCEHMHM U3MEHEHHMH B
OTZIeNbHbIE 3aKOHOATENbHEIE akThl Poccuiickolt denepannu
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B YacTH  PO3HUYHOM  TOProBIM  JEKAPCTBEHHBIMU
npernaparaMi JUCTaHIIMOHHBIM criocobom" Ha 1 1.

4. IlepeueHpb QefAepalIbHBIX 3aKOHOB, MOMIEKAIIUX IIPU3HAHUIO
YTPaTUBIIUMH CUIY, MPUOCTAHOBICHUIO, U3MEHECHHUIO WIIHU
OPUHATHIO B CBSI3U C npuHATHeM DenepalbHOrO 3aKOHA
"O BHECEeHUM HU3MEHEHHI B OTHeNbHBIE 3aKOHOAATEJbHBIE
akThl Poccutickoit @enepaiuv B 4aCTH PO3HUYHOMN TOPrOBIU
JeKapCTBEHHBIMU npenapaTamu JUCTAHIIUOHHBIM
crocoboM", Ha 1 1. _

5. lepeyeHr HOpPMATUBHBIX IIPaBOBBIX akToB IlIpesuneHta
Poccuiickoii Penepaumn, IIpaButensctBa Poccuiickoi
Genepaniu 1 peAepasibHBIX OPraHOB HMCIIOJHUTENBHOMN
BJIaCTH, TMOJUIeXKAIUX NPU3HAHUIO YTPAaTHUBILMMH CHUILY,
IMPHOCTAHOBJICHHUIO, H3MEHEHWUI0O WM MPHUHITHIO B CBI3HU
¢ mnpunatueM @DenepanbHoro 3akoHa 'O BHECEHHUU
W3MEHEHUI B  OTJENBHbIE  3aKOHOAATEIIBHBIE  AKTHI
Poccuiickoii Penepaliud B 4YacTH PO3HUYHOH TOPrOBIH
JIEKapCTBEHHBIMU npenapaTaMu JUCTAaHIMOHHBIM
cnocobom", Ha 3 1.

6. Pactiopsokenne [IpaButensctBa Poccuiickoit @enepauuu
0 BHECEHUHU TNpoekTa (enepanbHOro 3akoHa "O BHECEHUH
W3MEHEHUH B  OTHAENbHbIE  3aKOHOJATENbHBIE  aKThl
Poccuiickoii ®epepanud B 4YacTd PO3HUYHOH TOPTOBIIH
JeKapCTBEeHHBIMH NperapaTaMy AUCTaHIMOHHBIM CIIOCOOOM"
B TocymapctBennyio Jlymy @enepansHoro Cobpanus
Poccuiickoit @enepauyit 1 0 HazHAYeHUM OG(UIMAIBHOTO
npeactasutens [IpaButenscrBa Poccuiickoil denepanuu 1o
JIaHHOMY BOIpOCY Ha 1 1.

Ilpencenarens IIpaBuTenscTBa
Poccuiickoit ®denepaiuu H.MenBenen
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Buocurtcs I[IpaButenbcTBOM
Poccuiickoit @enepannn

ITpoekt
28559997

®EJEPAJIBHBINA 3AKOH

O BHeceHHH U3MEHEHHUI1 B OTAe/IbHbIE 3AKOHOAATEIbHbIE AKTHI
Poccuiickoit @egepanuy B YaCTH PO3ZHUYHOM TOProBJIH
JIEKAPCTBEHHBIMH MPeNapaTaMu AUCTAHIIHOHHBIM CIIOCOOOM

Cratbs 1

Iynxr 1 wactu 5 cratem 15! DegepampHoro 3akoHa ot 27 HIONs
2006 roma Ne 149-®3 "O6 wuHpopmauuu, HHPOPMALMOHHBIX TEXHOJOTUSIX
u o 3saumre uHPopmanuu" (CobpaHue 3akoHOAaTeNbeTBa Poccuiickoit
Oenepaunn, 2006, Ne 31, cr.3448; 2012, Ne31, cr.4328; 2013, Ne 14,
ctT. 1658; Ne 52, c1. 6963; 2014, Ne 30, ct. 4223; 2016, Ne 52, ct. 7491; 2017,
Ne 24, ct. 3478) 1oNOTHUTH NOAITYHKTOM "K" CIEAYIOIIEro CoAep KaHuUS:

"X) MHQOpManMM O  PO3HUYHOH  TOProOBJie  JICKAPCTBEHHBIMU
IIpenaparamy, OTIIyCKAa€MbIMH IO pELENTy Ha JIEKapCTBEHHBIA Mpenapar,
JUCTAHIUOHHBIM crocooomM;".

Cratbs 2

BHectu B @epnepanbHblii 3akoH oT 12 anpens 2010 roma Ne 61-@3

"O6 oOpameHuu JekapcTBeHHBIX cpeacTB" (CoOpaHHe 3aKOHOAATENbCTBA
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Poccuiickoit ®enepanuun, 2010, Ne 16, ct. 1815; Ne 31, ct. 4161; 2011, Ne 50,
cT. 7351; 2012, Neo 26, ct. 3446; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165; 2014,
Ne 52, cr. 7540; 2015, Ne 29, cr. 4367, 4388; 2016, Ne 27, cr.4238; 2017,
Ne 31, ct1. 4791) cnenytolue u3MeHEHHU:

1) mynkter 33, 35 u 36 crarbu 4 mociie CI0B "PO3HHYHYIO TOPTOBIIIO
JICKapCTBEHHBIMHM IIpelaparaMmy,’ JTONOJHHUTH CJIOBaMH "B TOM YHCIIE
JIUCTAHIIMOHHBIM CITIOCOO0M,";

2) myHKT 24 cTaThy 5 U3JI0OXKHUTH B CJIEAYIOIIEH peaaKIuu:

"24) orpaHuueHHE B TMOPSAKE, YCTAHOBJICHHOM 3aKOHOAATEILCTBOM
Poccuiickoit ®enepanuu o6 nHpOpManyK, HHOOPMAIMOHHEIX TEXHOJIOIHIX
M O 3allliTe HH(pOpMAaLUH, TOCTYIIa K caiitaM B ceTd "MHTEepHET", coepKalum
MHQOpPMALMI0O O pPO3HHYHOM TOProBile JIEKAPCTBEHHBIMHM IIpEIapaTaMu,
OTIIyCKaEMBIMHU IO PELENTy Ha JIEKapCTBEHHBIN IMpenapar, AHCTaHIHOHHBIM
criocobom.";

3) B cratbe 55:

a) B yacTu 1:

JIOTIOJIHUTh HOBBIM BTOPBLIM MPEIIOKEHHEM CJIEAYIOIMIETO COACPIKAHUS:
"Po3HM4Has TOProBiisl JIEKAPCTBEHHBIMU I[IpenapaTaMi, OTIIyCKaeMbIMH Oe3

peuciirta Ha HCKapCTBCHHBIﬁ Impenapar, MOXET OCYIICCTBIIATLECA AlITCUHBIMH
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OpraHM3aisMd W BETEPUHAPHBIMH  aNTEUYHBIMH  OPraHU3aLMAMH
JUCTAHLMOHHBIM criocoboM.";

BTOpOE TpPEAJIOKEHHE IOCiIe CIOB "pO3HWYHAS TOProBJI" HOIOJHUTE
clIoBaMu ", B TOM YHcCJiIe JUCTAaHIIMOHHBIM CIOCO00M,";

TpeThe MPEMIOKEHUE MOCTIe CIOBa 'MpenaparaMyu" TOMOJIHUTH CIIOBAMH
" B TOM 4YHCJI€ JUCTAHHUOHHEIM ciocoboM,";

0) B yactu 5 cimoBa "(3a UCKIIFOUEHUEM HApPKOTHYECKUX JIEKAPCTBEHHBIX
IIpernapaToB M ICHXOTPOITHBIX JICKAPCTBEHHEBIX MpenaparoB)’ HCKIIOUYHTD.

Cratbs 3

Hacrosimuit  ®denepanbHBIii 3akOH BCTyllaeT B CHIy ¢ 1 sHBaps

2018 rona.

Ilpe3unent
Poccuiickoit @enepanuu
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MOACHUTEJIBHAS 3AIINCKA

K NpoekTy ¢enepabHoro 3akona ''QO BHeceHHH H3MeHCHHH B OTAe/IbHbIE
3aKOHOJaTeNbHbIe aKThI Poccniickoil Peaepannu B 4acTH pO3HUYHOM
TOProBJIH JIEKAPCTBEHHBIMH NpenapaTaMH AMCTAHIMOHHBIM cniocobom '

IIpoext ¢enepanbHoro 3akoHa "O BHECEHWHM H3MEHEHHH B OTHENBHBIE
3aKoHoAaTeNbHble akThl Poccuitckol Penepanuu B 4acTH PO3HHUYHOM TOPTOBIIH
JIEKapCTBEHHBIMM  TIpernapaTaMd  JUCTAHLMOHHBIM  crmocoboM” (nanee -
3aKOHOIIPOEKT) pa3paboTaH B LENAX pealu3aldd 3aKOHOAATENILHOIO 3aKperieHHs
IIpaBa OCYILECTBIECHUS PO3HUYHON TOPrOBIM JIEKapCTBEHHBIMU IIpenapaTaMH,
OTIyCKaeMbIMM 0Oe3 peLenTa Ha JEKapCTBEHHBIN TmpernapaT, IHCTaHI[MOHHEIM
cnocoOoM.

3aKOHOIIPOEKTOM IIpejjIaraeTcsl MPeJOCTaBUTh MPaBO PO3HUYHOW TOPrOBIIH
Oe3pelenTypHbBIMM  JIEKAPCTBEHHBIMU  TIpemaparaMd Ui  MEIUIMHCKOTO U
BETEpHUHAPHOI0 NPUMEHEHHUS AUCTaHLMOHHBIM CIIOCOOOM aNTeYHBIM OpraHH3alusIM
M BETEPHHApHBIM AaNTE€YHbIM OpraHMU3alUsAM, a TaKkKe BHECTH IIONPaBKU B
onpezeneHus "(apmaneBTHUecKas IeATeNbHOCTR", "amTedHas opraHusanus”’ U
"BEeTepHHapHas anTe4yHas OopraHu3alug” B 4acTH BBEAECHUS HOBOro Buja paboT
(ycayr) mo po3HHMYHO# TOProBile JEKapCTBEHHBIMM IperapaTaMid JUCTaHIIHOHHBIM
CII0c000M, OCYILIECTBIIIEMBIX B paMKax (hapMaleBTHYECKOM AeSITEILHOCTH.

3aKOHONPOEKTOM  Ipe[IaraeTcs  3alpeTHTh  PO3HHYHYI0  TOPTOBIIO
peLenTypHBIMU JIEKapCTBEHHBIMU IIpenapaTaMu IUCTAHLMOHHEBIM criocobom. [lns
3TOro IpeyaraeTcs BHeCTH M3MeHeHHe B DexnepanbHblil 3akoH "O0 nHbOpManuy,
MHQOPMALIMOHHBIX TEXHOJOTHAX W O 3aIlUTe WHPopManuu" B YacTH BKIIOUEHHS B
"EQVHBIA peecTp HAOMEHHBIX UMEH, yKazarened crpaHull caiitoB B cetu "MuTepHeT"
M CETEBBIX a[IpeCOB, MO3BONISIOMINX UACHTU(UUHNPOBATh CalThl B ceTd "MHTepHET",
cofepxaluye HHPOpPMaIUIO, pacrpocTpaHeHne KoTopoil B Poccuiickoit deneparuu
3anpelieHo" cBeieHM o calitax B ceTu "MHTepHer", comepxamiux nHOOPMAIHUIO O
MpoJlaXke JUCTAaHLMOHHBIM CIIOCOOOM JIEKapCTBEHHBIX MPEraparoB, OTILyCKAaeMBbIX 110
peLenTy.

Take 3aKOHOIPOEKTOM IpeAiaraeTcs U3MEHHUTh MOJHOMOYHS (eaepaabHbIX
OpraHOB HCIIOJIHUTEJIEHOH BIACTH IpH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB,
3aMEeHHUB BO3MOXKHOCTh JOCYJIE€OHOIO 3aKPBITUS CAlTOB, CoAepXallux UH(POPMAITUIO
O TMpOJaXe JIEKApCTBEHHBIX IIpeNaparoB JUCTAHLMOHHBIM  CrocoOoM, Ha
OTpaHUYEHHME JOCTyna K caidTaMm, coAepXalluM HHGPOPMAILHI0 O PO3HUYHOU

27093074.doc




TOPrOBJIE  JWCTAHIMOHHBIM  CHOCOOOM  JIEKapCTBEHHBIMH  IIpelapaTaMy,
OTIYCKa€MBIMH 110 PELENTY.

®enepanbHbM 3akoHOM "O BHeceHMM H3MeHeHUH B (DellepallbHBIA 3aKOH
"O HapKOTHYECKHX CPEACTBaX U IICUXOTPOIHBIX BEUIECTBax" BHECEHBI U3MEHEHHUS B
OyHKT | cTaThl 25 yka3zaHHOrO 3aKoHAa B YacTH YCTAaHOBIEHHs OpraHamMu
UCIIOJIHUTENbHOH  BiacTH  cyObekToB  Poccuiickoit  Depepauuu  mepeqHs
MEIUIIMHCKUX OpraHu3aluid ¥ 000COONICHHBIX MOJApa3feieHul MEeAUIUHCKUX
OpraHU3alMi, pacloNOKEHHBIX B CEJIbCKUX HACENEHHBIX IIYHKTaX M yIaJ€HHBIX OT
HaceJeHHBIX IIyHKTOB MECTHOCTAX, B KOTOPBIX OTCYTCTBYIOT AaIIT€UHBIE
OpraHU3alMK, MW IIepeYHs HapKOTHYECKUX JIEKApCTBEHHBIX IIpenapaTtoB U
IICUXOTPOITHBIX JIEKAPCTBEHHBIX IIPEIapaToB, OTIIyCK KOTOPHIX (U3UYECKUM JHUIaM
MOXKET OCYIIECTBIATECH YKa3aHHBIMH MEIUIMHCKUMH OpraHu3aldsMH M HUX
000CcO0IEHHBIMHU MOAPa3ICICHASIMHU.

B cBf3u ¢ 3TUM 119 TPUBEACHHS B COOTBETCTBHE HOpM (PenepaibHBIX
3ak0HOB "0 o0pallieHHH JieKapCcTBeHHBIX cpeAcTB" U "O HApKOTUYECKUX CPEACTBaxX
U TCHUXOTPOMHBIX BEIIECTBaX' 3aKOHOIPOEKTOM IIpeAjaraercs paspelInuTh
BKJIFOUCHHE HAPKOTHYECKUX M IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IIpelapaToB B
yCTaHaBJIUBaeMbIi OpraHaMHM HCIIOJIHATEIBHON BiacTu cyObekToB Poccuiickoit
denepanyy IMepeyeHb JIEKAPCTBEHHBIX IIperapaToB, IpoJa)Xka KOTOPBIX MOXET
OCYIIECTBATHCS MEIMIMHCKUMU OpraHU3alisM{, HMEIIIMMHY JIUIEH3UI0 Ha
(hapMalleBTHYECKYIO ACSATEIIEHOCTh, U UX 000COOIEHHBIMH NIOApa3AeICHUAMH.

[TonoxxeHusi 3aKOHOIPOEKTa HE IPOTUBOpeYaT IooxeHusM Jlorosopa o
EBpazuiickoM S5KOHOMHUYECKOM COI03€ M TOJIOXKEHUSAM WHBIX MEXIYyHapOIHBIX
norosopoB  Poccuiickoit  ®Denepaiuu, KacaloolUXCs BOIMPOCOB  OOpalleHus
JIeKapCTBEHHBIX CPEJICTB.

[TpennaraeMele 3aKOHOITPOEKTOM pELIEHUs HE BIUAIOT Ha JOCTHXXKEHHUE Lielieh
rocyJapCTBEHHEBIX MporpamMM Poccuiickoii @enepalivy ¥ He MOTPEOYIOT BBIAEICHUS
JOIIOJTHUTEIIHLHBIX CPEACTB U3 (eiepalbHOTO OroKeTa.

3aKOHOIIPOEKTOM MpeJiaraeTcss OTCPOYEHHas HOpMa BCTYIUIEHHS B CHIY -
¢ 1suBaps 2018 Tr. B CBS3M C HEOOXOAUMOCTBIO IIPHHATHS COOTBETCTBYIOIIMX
HOPMATHUBHBIX IIPAaBOBBIX AaKTOB, a TakxXke IepeoOpMIICHUSA  AalTEYHBIMH
OpraHM3alsIMH W BETEPUHAPHBIMH AalNTEYHBIMU OpTraHHU3aAlUAMH, HMEIOIHNMH
JHUIEH3UI0 Ha (apMaleBTHYSCKYIO AeSITeIbHOCTb, JaHHOH JMIIEH3UH B CBA3M C HX
HaMEpEeHWEM OCYIIECTBIIATh PO3ZHUYHYIO TOPIOBIIO JEKAPCTBEHHBIMHU IIperapaTaMu
ITUCTAHIIMOHHBIM CIIOCOOOM.

B cBs3u ¢ npunstem @enepanbHoro 3axkoHa "O BHECEHHHM H3MEHEHHH B
OTZENbHBIE 3aKOHOMATENbHbIe akThl Poccuiickoil Penepanyi B 4acTH PO3HUYHOM
TOPrOBJAM  JIEKAPCTBEHHBIMH  NpermapaTaMd  IWCTAHIMOHHBIM  criocobom”
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IIPENYyCMOTPEHO BHECEHUE U3MEHEHUH B IpUKa3 MuH3apasa Poccuu ot 31 aBrycra
2016 r. Ne 6471 "O6 ytBepxnennu [IpaBun Hamnexarnei anTedyHol NpPaKTUKH
NEKapCTBEHHBIX IpernapaToB I MEIUIMHCKOTO IpUMEHEHHA"' ¢  IeNbIo
YCTaHOBJICHUS 0cOOEHHOCTEM OCYIIECTBIEHUS PO3HUYHOHN TOPrOBJIH
JIEKapCTBEHHBIMU IIpenapaTaMy Uil MEIULHCKOro INPUMEHEHHUs AUCTaHLIHOHHBIM
CII0coO0M, B CBSI3M C Y€M HapyIIeHHe IIPaBUII OCYILIECTBIECHUS PO3HUYHOM TOProBiIu
JIEKapCTBEHHBIMHU IpenaparamMu I MEIULMHCKOro NMPUMEHEHHS AUCTAHLHOHHBIM
cnocoboM OyAeT SBIATbCA AAMUHUCTPATHBHBIM IIPAaBOHAPYIIEHHEM, 32 KOTOPOE
aIMUAHHMCTPATHBHAs OTBETCTBEHHOCTHh IIpeaycMoTpeHa crateed 14.4.2 Kopekca
Poccuiickoit @enepanuu 06 aAMUHUCTPATUBHBIX IPABOHAPYIICHHSIX.
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O®UHAHCOBO-5 KOHOMMYECKOE OBOCHOBAHHUE

K npoekTy (eaepaabHoro 3akona 'O BHeceHHHN H3MEHEHHH B OTAEJbHbIE
3aKoHoJaTeJbHbIe aKThl Poccuiickoil Peaepaunu B 4acTH POZHHYHOM
TOPTOBJIH JIEKAPCTBEHHBIMH MpeNapaTaMH JHCTAHIHOHHBIM criocobom'

Berynnenue B cuny ®epepansHoro 3akoHa "O BHECEHUHM W3MEHEHMH
B OTACJIbHBIE 3aKOHOJATeNbHble aKThl Poccuiickoit denepanyy B 4aCTH PO3HUYHOMN
TOPTOBJIM  JICKAPCTBEHHBIMU  MpemapaTaMd  JUCTAHIMOHHBIM  crocobom”
He noTpeOyeT NOMOTHUTENBHBIX PacXOJOB 3a CYET ONOJKETHBIX aCCUTHOBaHUM
(denepanpHOro OroIKETA.
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IIEPEYEHD

(dheaepabHBIX 32aKOHOB, MOJIEKAINX NPU3HAHHIO YTPATHBIIUMH CHITY,
NPHOCTAHOBJICHHIO, H3MEHEHH IO, HJIH NPHHSITHIO B CBSI3H C IPHHSTHEM
®enepanbHOro 3akoHa 'O BHeceHHH H3MEHEHHUI B OTe/IbHbIE
3aKOHOAaTeNAbHble akThl Poccuiickoii @enepaunu B 4acTH po3HUYHOH
TOPrOBJIH JIEKADCTBEHHBIMH NpenapaTaMH JHCTAHUHOHHBIM ciocobom''

IIpunstne @epepansHoro 3akoHa "O BHeCEHUHM W3MEHEHWH B OTAeNIbHbIE
3aKOHoJaTeNnbHble aKkThl Poccuiickoil Penepany B 4YacTH PO3HUYHOU TOPTOBIH
JIeKapCTBEHHBIMH IIpernapataMHd AUCTAHIMOHHBIM crocoboMm" He mnorpedyer
IIPUHATHS, U3MEHEHHUS, IPUOCTAaHOBIICHUS WU IIPU3HAHUS YyTPATUBIIMMH CUTYy MHBIX
3aKOHOJATEIbHbBIX aKTOB.

27093076.doc




NEPEYEHD

HOPMAaTHBHBIX NpaBoBbIX akToB IIpesunenta Poccuiickoit ®exepanuu,
IIpaButeascTBa Poccuiickoit @enepanuu u peaepajbHLIX OPraHOB
HCHOJIHUTEIbHOH BJACTH, MOAJIEKAUIMX IPU3HAHHUIO YTPATHBIIMMH CHJTY,
NMPHOCTAHOBJIEHHI0, ©3MEHEHHIO HJIM NIPUHATHIO B CBSI3H ¢ IPHHATHEM
®enepajibHOro 3akoHa ''QO BHeceHHH H3MEHEeHHH B OTAe/IbLHbIE
3aKoHoAaTeabHbIe aKkThl Poccuiickoii @enepanuu B 4acTH pOZHHYHOMN
TOPTOBJIM JIeKAPCTBEHHBIMH NpeNapaTaMu AHCTAHUHOHHBIM criocofom''

[Tpunasatie @epepanbHoro 3akoHa "O BHECEHUHM WU3MEHEHHH B OTHENIBHBIC
3aKoHoAaTebHble aKThl Poccuiickoil @epepanur B 4acTH pPO3HUYHOM TOProOBIIH
JeKapCTBEHHBIMH  IperapaTaMM  AWCTaHIMOHHBIM  criocobom” (nanee -
3aKOHONPOEKT) NOTpedyeT BHECEHUSI U3BMEHEHUH:

1) B Va3 Ipesunenta Poccuiickoit denepamyn ot 22 ¢espans 1992 r. Ne 179
"O Bumax mnpoaykudud (paboT, yciayr) M OTXOIOB IPOU3BOJACTBA, CBOOOIHAs
peanu3anus KOTOphIX 3ampelieHa’.

OO6ocHOBaHMeM  HEOOXOJUMOCTM  BHECEHHMs  U3MEHEHWH  SBIAETCS
3aKOHOIPOEKT.

Cpox oAroTOBKHA HOPMAaTHBHOTO MPaBOBOTO aKTa - fexabps 2017 r.

Llenpt0o JaHHOTO HOPMATUBHOTO TPAaBOBOTO aKTa SBJISETCS BHECEHHUE
M3MEHEHHH B YaCTH YTOYHEHUSA (POPMYIHPOBKHU IO 3alpeTy CBOOOAHON peanu3aluu
JIeKapCTBEHHBIX MpenapaToB, MOAJIEXKAIIUX OTIYCKy 10 PEeLeNTy Ha JeKapCTBEHHBIN
npernapar, TAUCTaHIIHOHHBIM CIIOCOOOM.

["onoBHO# ucnonuuTens - Mun3zapas Poccun.

Coucnonuurenn - MunskoHoMpasButus Poccuu, Muncensxo3 Poccun,
®AC Poccun.

2) B noctaHoBieHus IIpaButenscTBa Poccurickon ®eaepanyn:

a)or 27 ceutsOps 2007 1. Ne 612 "O6 yrBepxaenun IlpaBun npomaxu
TOBApOB AMCTAHLIMOHHBIM cIlocoboM".

ObGocHoBaHMEM  HEOOXOAMMOCTM  BHECEHHUS  H3MEHEHUH  SBISETCA
3aKOHOIIPOEKT.

Cpok HMOAroTOBKH HOPMATHBHOIO IPaBOBOro akTa - Aekabppb 2017 r.

Llenpl0 [OaHHOTO HOPMATUBHOI'O IIPaBOBOTO aKTa SBISIETCS BHECEHHE
U3MEHEHUH B YacTH CHATHS 3alpeTa Ha AUCTAHLUOHHYIO IPOAAXY JIEKAPCTBEHHBIX
npernapaToB JUIA METULUHCKOTO NPHMEHEHHS M JIEKAPCTBEHHBIX IMpEIapaToB
BETEpPUHAPHOTO IPHMEHEHUS M YCTAHOBJIEHHUS IIOJHOMOYHH Poc3apaBHan3opa
1 Poccenbx03Haa30pa 1o OCYIIECTBIEHUIO KOHTPOJIS 3a yKa3aHHOU NPOJaXKeH.
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I"onoBHo# ucnonuurens - Munszapas Poccuu.

Coucnonautend - MuHskoHOMpa3Butug Poccun, MuHcensxo3 Poccun,
MunkomeBsse Poccnu, @®AC Poccun, Pocaapasnanzop, Poccensxo3nansop.

0) or 22 pexabps 2011 r. Ne 1081 "O nuien3upoBaHuu (apMaleBTHIECKOM
JeSATENBHOCTH ",

O6ocHOBaHHMEM  HEOOXOAMMOCTM  BHECEHWS  W3MEHEHHH  sABJseTCs
3aKOHOIIPOEKT.

Cpok NoAroTOBKM HOPMaTHUBHOTO NPABOBOIO akTa - Aekadpp 2017 1.

Ilenpr0 [aHHOrO HOPMATHBHOTO TIPAaBOBOrO AaKTa SBJSETCS BHECEHHE
U3MEHEHMH B  YacTM  YCTAHOBJICHMsI JIMLIEH3WOHHBIX TpeOOBaHMU  TIpU
OCYLUECTBJIEHUH PO3HUYHONM TOPrOBIM JIEKAPCTBEHHBIMHU IIpernapaTtamMu IS
MEIULMHCKOrO NPUMEHEHUS U JIEKapCTBEHHBIMH NpenapaTaMy JIJis BETEPUHAPHOTO
MPUMEHEHUS JUCTAHITUOHHBIM CITOCOOOM.

I"onoBHo# ucnonuuTens - Munsapas Poccun.

Coucnonaurenu - MuHakoHoMpa3Butus Poccuu, Muncensxo3 Poccun,
Munkomcessass Poccun, ®AC Poceun, PocznpaBHanzop, Poccensxo3nanzop.

B)oT 26 okTia6ps 2012r. Ne 1101 "O egunoit aBTOMATH3MPOBAHHOM
UH(OpPMAaLMOHHON cucteMe "EMHEBIN peecTp JOMEHHBIX HMEH, yKasaTejleld CTpaHuIl
CaliToB B MHQOpPMaLMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH "HTepHET" M ceTeBBIX
aZpecoB, IO3BOJSIOIIUX HACHTUQULHPOBATH CcaliTel B  MHGOPMAIMOHHO-
TEJIEKOMMYyHUKAallMOHHOM  cetd  "HHTepHer", conepxamue  UHDoOpMaIuIo,
pacrpocTpaHeHue Kotopoi B Poccuiickoit @eneparyu 3anpenieHo".

O6GocHoBaHMEM  HEOOXOAMMOCTH  BHECEHUs  H3MEHEHWH  sBJseTCs
3aKOHOIPOEKT.

Cpok IOAroTOBKM HOPMaTHUBHOT'O IPaBOBOIO aKTa - Aekabps 2017 1.

Ilenpr0o HaHHOrO HOPMATHBHOTO IIPaBOBOTO aKTa SBJSETCS BHECEHHE
M3MEHEHMH B 4YacTH  YCTaHOBJIECHUS TonHOMouwii  Poc3apaBHagzopa u
Poccenbxo3Hagzopa No NPUHATHIO PpEUIEHUH, SBISIONIMXCS OCHOBAHUAMHM IS
BKIIFOYEHUs] [OMEHHBIX HMEH W (WIM) YyKa3zaTeled CTpaHWI] CalWTOB B CETH
"MHTepHeT", a TaK)Xe CeTEeBBIX aapecOB B EIUHBIA pEeCTp B OTHOIIEHHH
UHQOpMAallMM O  pO3HUYHOM  TOProBie  JICKAPCTBEHHBIMH  IIpernapaTaMu
JUCTAaHLIMOHHBIM CIIOCOOOM.

I'onoBHOM ucnonuutens - Munzapas Poccun.

Coucnionautrenu - MuHsKkoHOMpa3BuTus Poccuu, Muucensxo3 Poccun,
Munkomessp  Poccun, ®AC Poccun, PocsgpasHamzop, Poccensxosznanzop,
PockomHazop;
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3)B npuka3 MunsapaBa Poccum ot 31 asrycra 2016r. Ne 647H
"O6 yTBepKAeHUH I[IpaBWJI HANJIEKAIIEH anTedyHOM IPaKTHKH JIEKapCTBEHHBIX
IpenaparoB Uit MEAULUHUHCKOTO TPAMEHEHUS .

ObocHoBaHMeM  HEOOXOAWMOCTHM  BHECEHUS  U3MEHEHUH  SABJIAETCA
3aKOHOIIPOEKT.

CpoK MOATOTOBKY HOPMATHBHOTO PaBOBOrO aKTa - Aekadbpp 2017 r.

Ileqpt0 J@HHOTO HOPMATHBHOTO TIIPaBOBOTO AaKTa SABJAETCS BHECEHHE
U3MEHEHHH B 4YacTH YCTAHOBJIEHHS OCOOCHHOCTH OCYILLECTBIECHHS PO3HUYHOM
TOProB/IM JIEKAPCTBEHHBIMU TMpernapaTaMd Ui MEAULMHCKOIO IIPUMEHEHHUs
OUCTAaHIMOHHBIM CIIOCOOOM.

Ucnonuurens - Munzapas Poccun.
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[PABUTEJILCTBO POCCHIICKOI ®EJEPAIIAN
PACIIOPAXEHHUE

ot 12 okts16ps 2017 r. Ne 2209-p

MOCKBA

1.Buectu B TocymapctBennyio [ymy @enpepansHoro Cobpanus
Poccuiickoii  Denepanuu  npoekT ¢exaepansHoro 3akoHa "O BHeceHHH
U3MEHEHWH B OTHEJbHBIE 3aKoHoAarenbHble akThl Poccuiickoit Peaepaunu
B 4aCTH PO3HUYHOW TOPrOBIHU JEKapCTBEHHBIMU INpenapaTaMu JUCTAHIUOHHBIM
crniocoboMm".

2. Haznauuth cTarc-ceKpeTtaps - 3aMeCTHUTENA Munucrtpa
3apaBooxpaHenus  Poccuiickoit  ®enepauun  KocTennukosa  JImurpus
BsiuecnaBosnuua oduiiMansHeIM NpeactaButeneM [lpaBurenscrBa Poccuiickoi
denepaunu  npu  paccMoTpeHud nanaramu  PenepansHoro  CobGpanus
Poccuiickoii  @enepanuu Tpoekta (enepansHoro 3akoHa "O BHeceHUH
MU3MEHEHHUI B OTHeNbHBIE 3aKOHOAATeNbHBIE aKThl Poccuiickod Penepauvu B
YacTH PO3HMYHOW TOProBiM JEKApCTBEHHBIMU IIpeNapaTaMd JAMCTAaHIHMOHHBIM
crniocobom”.

JI.MenBeneB
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