POCCUVICKAS] ®EJEPALIUS
O®EJEPAJBHBINA 3AKOH

O BHeceHHH M3MeHeHH# B cTaThI0 61 PesepajbHOIO 3aKOHA
«006 obpaleHuN JeKapPCTBEHHBIX CPeICTB»

Ipuast N'ocynapctBenHoit Jlymon 20 despainsa 2015 rona
Ono6pen CoBeToMm denepaliuu 25 ¢PeBpassa 2015 ropa
Cratpa 1

Buectu B crathio 61 ®PepepanbHoro 3akona ot 12 ampens 2010 roma
Ne 61-03 «O6  oOpamenuu  JiekapcTBeHHBIX — cpeactB»  (CoOpanue
3akoHOmaTenbcTBa Poccuiickort @epeparum, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; 2014, Ne 52, ct. 7540) cnenyroniue M3MEHEHHUS :

1) HauMeHOBaHUE U3IIOXKUThH B CIEAYIOIIeH peaaKIum:

«Crtatbs 61. TocymapcTBeHHasi perucTpanusi yCTaHABJIHBAaEeMbIX
NPOHN3BOAUTE/ISIMH JIeKAPCTBEHHbIX NPeNapaToB
npeaelbHbIX OTHYCKHBIX LIeH Ha JIeKapCTBeHHbIE
npenaparbl, BKJIKYeHHbIE B lepeYeHb )KH3HEHHO

HEOOXOJHMBIX H Ba)KHEHIIHX JIeKaPCTBEHHbIX
npenapaToBy;

win



2)vactu | U 2 U3T0XKUTH B CIEAYIOMIEH peIaKIUu:

«1. YcranaBnuBaeMble MPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX IIPENApaToB
npeneNibHble OTIYCKHbIE IIEHbl Ha JIEKapCTBEHHBIE IIPENapaThl, BKIIOYECHHbBIE B
riepeveHb )KU3HEHHO HEOOXOUMBIX U BOXXKHEHIINX JIEKAPCTBEHHLIX IIPENaparos,
HOJJIEXXKAT TOCYJAapCTBEHHONM pETUCTpalldd B IIOpAAKE, YCTaHOBJIEHHOM
[paBurensctBoM Poccuiickoit Peneparuu.

2. Ha ocHoBaHuMH mOJaHHOTO JO 1 OKTSAOps KaXAoro roja 3asBICHHA
IIPOM3BOJUTENS JIEKAPCTBEHHBIX IIpeNapaToB, BKIIOYEHHBIX B II€pEUEHb
XKH3HEHHO HEOOXOIMMBIX M BaXXHEHIIMX JIEKApCTBEHHBIX IIpenaparos,
3apEerMCTPUPOBAHHAS TIpelellbHas OTIyCKHas [IeHa Ha JIeKapCTBEHHBIN
nperapar MOXeT OBITh NepeperucTpUpoBaHa OJWH pa3 B KaJIEHJAPHOM IOy B
nopsiake, ycranosieHHoM [IpasurensctBoM Poccuiickoit @enepanuu.»;

3) vactu 2! m 2 MIPU3HATh YTPATUBIINMH CHILY;

4) yacTh 3 U3M0XKUTH B CIEAYIOIIECH pelaKyuu:

«3. Pacuer mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B dYacTsx 1 u 2
HacToAlIed  CTaThbW, MNPU WX TOCYJAPCTBEHHOW  pErucTpaluud WU
MepeperucTpaldid  OCYILIECTBISETCS B  COOTBEICTBUM C  METOAUKOH,
yrBepxaeHHol [IpaButensctBoM Poccuiickoit denepanyiv ¥ y4uTHIBAIOLIEH, B
YaCTHOCTH:

1) cobmonenne OanaHca WHTEPECOB MOTpeOUTENEH JIeKapCTBEHHbIX

[peraparoB, BKIOYCHHBLIX B IICPCUCHDb XXKU3HCHHO HGO6XO,HI/IMI>IX U BOXKHEHUIINX



JIEKapCTBEHHBIX IIPenapaToB, U IPOU3BOAUTENEH JIEKAPCTBEHHBIX IIPENapaToB,
BKIIOYEHHBIX B I€peYeHb IKU3HEHHO HEOOXOAMMBIX ¥  BaXKHEHIIMX
JIEeKapCTBEHHBIX IIPEIIapaToB;

2) (hakTHYEeCKyl0 OTITYyCKHYIO LI€eHy Ha JIEKapCTBEHHbIE IIpenaparhl B
Poccuiickoit ®enepauvu, I1eHy BBO3a JIEKAPCTBEHHBIX IIpernapaTroB B
Poccuiickyto @enepanuio, a Takxke I[EHbl Ha aHAJIOIMYHBIE JIEKAPCTBEHHBIE
npernapaTsl, HaxoAmuecs B oOpameHnu B Poccuiickoin Penepanuy;

3) 3aTpaThl MPOU3BOAUTEIIS JIEKAPCTBEHHOIO IIperapaTa Ha IIPOU3BOLACTBO
U peanu3allMio JEKapCTBEHHOT0 IIpernapara;

4) neHy Ha JIeKapCTBEHHBIM IpernapaTr MHOCTPAHHOIO IPOU3BOACTBA, €ro
L[EHy B CTpaHe TIMPOU3BOAMUTENS U B CTIpaHax, B KOTOpBIX Ipenapar
3aperucTpupoBaH W (WJIM) B KOTOpble IIOCTAaBJIAETCS HWHOCTPAHHBIM
TIPOM3BOJIUTEIIEM. »;

5) MOMOJIHUTB YacTsIMU 4 U 5 CIIEYIOLIEro COACPKAHUS:

«4. He nomyckarorcs peanuszanus U OTIIYCK JIEKAPCTBEHHBIX MPEIaparos,
BKJIIOUEHHBIX B IIepedYeHb O KU3HCHHO HEOOXOIMMBIX ¥  BaKHEHIIHX
JIEKapCTBEHHBIX IIPEIapaToB, HAa KOTOpPBIC INPOU3BOLUTENISIMU JIEKAPCTBEHHBIX
[pernapaToB He 3aperuCcTpUpOBaHa MpeaesbHas OTIIyCKHas LieHa, peanu3alus U
OTIIyCK  IIPOM3BOAUTENAMH  JIEKAPCTBEHHBIX  MpPENaparoB II0  LEHaM,
IPEBBIMANOIIKMM 3apErUCTPUPOBAHHBIE INPEJEIbHBIE OTIYCKHBIE II€HBl Ha

JIEKapCTBCHHBIC IIpEIIapaTbl, a TaKXe pealu3allisad U OTIYCK JICKapCTBCHHBIX
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IpernapaToB OpraHU3allUsMKM ONTOBOM TOPrOBIM M PO3HUYHOH TOPrOBIH
JIeKapCTBEHHBIMHM IMpernapaTaMd I10 ILeHaM, YPOBEHb KOTOPBIX C YYETOM
NpeenbHOM  ONMTOBOM Han0aBKM M NpelebHOM PO3HUYHON HanOaBKH
IpeBbIlIaeT pasmMep GakTUIeCKON OTITyCKHOH LIEHBI.

5. OcoOeHHOCTH  TOCYHAapCTBEHHOTO  PErylIUpOBaHUs  IIPEeNeNIbHBIX
OTIYCKHBIX II€H Ha JIEKapCTBEHHBIC Ipemnaparhl, BKIIOYEHHBIE B II€peY€Hb
KM3HEHHO HEOOXOAMMBIX W BaXXHEUINNX JIEKApCTBEHHBIX IIPEIaparoB, B
3aBHCHMOCTH OT YKOHOMHUYECKHMX U (MJIHM) COIMANBbHBIX KpUTEepHeB (M3MEHEHHE
YCIIOBUH, TIOpAlIKa U CTOMMOCTH IPOHU3BOACTBA JIEKAPCTBEHHBIX IIPENaparos,
HCIIOJIb30BAHHE HOBBIX (OPM, METOJOB U CIIOCOOOB TOCYJIapCTBEHHOTO
peryJupoBaHus LIEH Ha JICKApCTBEHHBIC IIPENaparthl, B TOM YHUCJIE Ha OCHOBE
MexaHn3Ma pedepeHTHOro LEeHOOO0pa30oBaHUsA, U3MEHEHHH IOpsIKa OKa3aHUA
MEIUIMHCKOW  TOMOINM, W  HWHBIE  HM3MEHEHWs)  YCTaHABIMUBAIOTCA

IIpaBurensctBOM Poccuiickoit Menepanuu.».

Crartbs 2

1. [MoamynkTel «6» U «B» myHKTa 10 cratbu 1 PenepansHOTO 3aKOHA OT
11 oxtsa6pa 2010 roga Ne 271-®3 «O BHeceHMH u3MeHeHuH B DenepaibHbIH
3akoH  «O0  oOpameHuun  JexkapcTBeHHbIX  cpenctB»  (CobOpanue
3akoHogarenbcTBa Poccuiickoit @enepanuu, 2010, Ne 42, ct. 5293) nmpussath

YTpaTUBIIHAMU CUITY.



2. Iyukr 42 craten | @enepanbHoro 3akoHa oT 22 nexabps 2014 rona
No 429-03 «O BHecenun uzMeHeHuil B DenepanbHblii 3akoH «O6 oOpamennn
nexapcTBeHHBIX  cpenctB»  (CobOpaHue  3akoHojaTenbcTBa — Poccuiickoi

@eneparmn, 2014, Ne 52, ct. 7540) UCKIIIOYUTE.

CraTtbs 3

1. Hacrostmuit denepanbHblil 3akoH Berynaer B cuiny ¢ 1 mronsa 2015
roja, 3a UCKJIoYeHneM ab3ala TpeThero MyHKTa 5 cTaThy 1 ¥ 9acTH 2 cTaThy 2
Hacrosiniero denepabHOroO 3aKOHa.

2. Yacts 2 ctarbu 2 Hactoslero PenepanbHOro 3aKOHa BCTYHAET B CUILY
co AHs ohuIHaIpHOTo onmydIuKoBanus HacTosmero denepaibHOro 3aKoHa.

3. AG3an Tpetuit myHkra 5 cratbu | HacTosuiero denepajbHOrO 3aKOHA

BCTymaeT B cuily ¢ 16 mapta 2015 ropa.

B.Ilytun

Mocksa, Kpemib
8 mapta 2015 roga
Neo 34-03



