POCCUVICKASI ®EJIEPALIMS
O®EJIEPAJBHBIA 3AKOH

O BHeceHHH M3MeHeHHH B cTaThi0 61 DeepaibHOIO 3aKOHA
«006 obpalieHuN JeKapCTBEHHBIX CPEeACTB»

Ipuast lN'ocynapctBerHoit Jymoit 20 despansa 2015 rona
Ono6pen CoBeToMm denepaliuu 25 ¢eBpansa 2015 ropa
Cratpa 1

Buectu B crateio 61 ®PepepanbHoro 3akona ot 12 ampens 2010 roma
Ne 61-03 «O6  oOpamienuu  jekapcTBeHHBIX  cpenctBy  (CoOpanue
3akoHOnaTenbcTBa Poccuiickort @epeparum, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; 2014, Ne 52, ct. 7540) cnenyronue N3BMEHEHHUS:

1) HaMeHOBaHKe U3II0XKUTH B CIEAYIONIEH peJaKIuu:

«Ctatpsa 61. TocymapcTBeHHasi perucTPAlHsl YCTAHABIHBAEMbIX
NPOM3BOAUTE/ISIMH JIEKAPCTBEHHBIX NpenapaTos
npeaeJbHbIX OTHYCKHBIX LIeH HA JIeKapCTBEHHbIE
npenapartbl, BKJIIOYeHHbIe B IepeYeHb ;KU3HEHHO

HeO0OXO0AUMBIX H BaKHEHIIHX JIeKaPCTBEHHBIX
npenaparToBy;
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2)vyactu 1 U 2 U3JOXKUTH B CIEAYIONIEH peIaKIUu:

«1. YcranaBauBaeMple MPOU3BOJUTENSAMHU JIEKAPCTBEHHBIX IIPENapaToB
npeleNbHble OTIYCKHbIE IIEHbl Ha JIEKapCTBEHHBIE IIPeNapaThl, BKIIOYECHHbBIE B
repeueHb )KU3HEHHO HeOOXOUMBIX U BOKHEHNIINX JIEKAPCTBEHHEIX IIPEapaToB,
HOJIEXAT TOCYJapCTBEHHONM perucrpaldd B IOpSJKe, YCTaHOBICHHOM
[paBurensctBoM Poccuiickort Penepanuu.

2. Ha ocHoBaHuu mojaHHOTO J0 1 OKTAOpsA KaXAoro roja 3asBICHHA
IIPOM3BOJAMUTENS JIEKAPCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B IIE€PEUYECHb
JKU3HEHHO HEOOXOJMMEBIX ¥ Ba)XKHEWIIHUX JIEKAPCTBEHHBIX Ipenaparos,
3aperMCTPUPOBAHHAS TIpelellbHas OTIyCKHas [eHa Ha JIeKapCTBEHHBIN
nperapar MoXxeT ObITh MepeperucTpupoBaHa OAMH pa3 B KaJ€HAAPHOM I'OAY B
nopsiake, ycraHoBieHHoM [IpaButensctBoM Poccuiickoit @enepannu.»;

3) vactu 2! 2? NPU3HATH YTPATUBILIMMH CHILY;

4) yacTp 3 U3T0XXUTH B CIEAYIOIIEH pelaKuu:

«3. Pacuer mpenenbHBIX OTIIyCKHBIX II€H, YKa3aHHBIX B 4dactax | u 2
HacTosAlIed  CTaTbd, MNOpPU WX TOCYJAPCTBEHHOW  pErucTpaiuyd WU
nepeperucTpalii  OCYLIECTBISIETCSS B COOTBETCTBUM C  METOJUKOH,
yrBepxaeHHol [IpaButenscTBoM Poccuiickoit denepaliu U y4UTHIBAIOIIEH, B
YaCTHOCTH:

1) cobmonenne OanaHca HMHTEPECOB MOTpeOUTENel JIeKapCTBEHHbIX

pemnaparoB, BKIIOYEHHBIX B IICPECYCHDb XXU3HEHHO HGO6XOﬂI/IMI:IX 1 Ba)XHEMIINX



JIEKapCTBEHHBIX IIpernapaToB, U MPOU3BOAUTENEH JIEKAPCTBEHHBIX IPENapaTosB,
BKJIIOYEHHBIX B II€peYeHb IKM3HEHHO HEOOXOAMMBIX M  BaXXHEHIIUX
JIEKapCTBEHHBIX IIPEIIapaToB;

2) hakTHYEeCKyl0 OTITYCKHYIO LIeHy Ha JIEKapCTBEHHbIE IIpenaparbl B
Poccuiickoit ®enepainvy, 1eHy BB03a JIEKAPCTBEHHBLIX IIpENapaTroB B
Poccuiickyto @epnepanuio, a Takke I[EHbBl Ha aHAJIOIMYHBIE JIEKapCTBEHHEBIE
npenaparsl, Haxojsamuecs B oOpamieHnu B Pocculickoit @enepanuy;

3) 3aTpaThl IPOU3BOJUTEIS JIEKAPCTBEHHOIO IIperapaTa Ha IIPOU3BOICTBO
U peanu3allyio JEKapCTBEHHOI0 IIpernapara;

4) neHy Ha JIEKapCTBEHHBIA IpernapaT WHOCTPAHHOIO MPOU3BOJCTBA, €ro
LIEHy B CTpaHe MPOU3BOAMTENS W B CTIpaHax, B KOTOpBIX Ipenapar
3aperucTpUpoBaH W (WJIM) B  KOTOpPbIE IOCTABJISETCS HWHOCTPAHHBIM
TIPOM3BOIUTEIIEM. »;

5) MOMOJIHUTB YacTsIMU 4 U 5 CIEAYIOLIEr0 COAEePIKAHUS:

«4. He nomyckatorcs peanuzanus U OTIIYCK JISKAPCTBEHHBIX MPEINapaTos,
BKJIIOUYEHHBIX B I[IepeuyeHb JKU3HEHHO HEOOXOIMMBIX ¢  Ba)XHEHMIINX
JIEKapCTBEHHBIX IIPENapaToB, Ha KOTOpPbIE ITPOMU3BONUTEISIMU JIEKAPCTBEHHBIX
[penapaToB He 3aperucTpUpoBaHa IpezesbHas OTIIyCKHAs LieHa, peanu3alus U
OTIIyCK  IIPOM3BOAMUTENSAMU  JIGKAPCTBEHHBIX  [pPEnapatoB IO  I€HaM,
IPEBBIAIOIIKAM 3apErUCTPUPOBAHHbIE IIPEJEIbHbIE OTIYCKHBIE II€Hbl Ha

JICKapCTBEHHBIC IIpCIIapaThbl, a TaKXe peau3aliluad U OTIIYCK JICKapCTBCHHBIX
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[penapaToB OpraHW3allUsM{ ONTOBOM TOPrOBIAM M PO3HUYHOM TOProBIIH
JIeKapCTBEHHBIMHU IMpernapaTaMd I10 ILeHaM, YPOBEHb KOTOPBIX C YYETOM
NpelenbHOH ONTOBOW HanOaBKU M TpeleIbHOM pPO3SHMYHOH Haj0aBKH
IpeBbIaeT pasmep GakTUIeCKON OTIIyCKHOH LIEHBI.

5. OcoOeHHOCTH  TOCYHApCTBEHHOTO  PEryIHUpOBaHMs  IIPENENIbHBIX
OTIIYCKHBIX II€H Ha JIEKapCTBEHHbIC MpeNnaparhl, BKIIOYECHHBIE B II€peyYeHb
KM3HEHHO HEOOXOAMMBIX ¥ Ba)XXHEUIIMX JIEKQpCTBEHHBIX IIPEIaparoB, B
3aBHCHMOCTH OT DKOHOMHYECKHMX U (MJIM) COIMANbHBIX KpUTEepHeB (M3MEHEHHE
YCIIOBHUH, TIOpAKAa X CTOMMOCTH IPOU3BOACTBA JIEKAPCTBEHHBIX IIPENaparos,
HCIIOJB30BAHHE HOBBIX (OPM, METOJOB U CIIOCOOOB TIOCYJapCTBEHHOTO
peryIupoBaHus LIEH Ha JICKApCTBEHHBIEC NPENApaTthl, B TOM YHCJIE Ha OCHOBE
MeXaHu3Ma pedepeHTHOro ILEeHOOO0pa30oBaHUsA, U3MEHEHHH IOpsKa OKa3aHUA
MEIUIMHCKOW  TOMOIIM, ¥  WHBIE  HM3MEHEHWs)  YCTaHaBIUBAIOTCA

ITpaBurensctBOM Poccuiickoit Meneparuu.».

Crartbs 2

1. [ToamyskTel «6» U «B» myHKTa 10 crathu 1 DenepanbHOro 3aKoHa OT
11 oxts6psa 2010 roga Ne 271-03 «O BHeceHun uM3MeHeHuil B DenepanbHbIN
3akoH  «O06  oOpamenum  nexkapcTBeHHBIX  cpeactB»  (Cobpanue
3akoHojarenscTBa Poccuiickoit @epeparuu, 2010, Ne 42, cr. 5293) npusHaTh

yTpaTUBIIUMU CUITY.



2. ITynkt 42 craten 1 @enepanbHoro 3akoHa ot 22 nexabps 2014 roxa
Ne 429-03 «O BHecenun uzMeHeHuit B ®enepanbHblii 3akoH «O6 obOpameHun
nexapcTBeHHBIX  cpenctB»  (CoOpanue  3akoHozarenscTBa  Poccuiickoin

®eneparun, 2014, Ne 52, ct. 7540) HCKIIIOYUTD.

Cratbs 3

1. Hacrosmuit denepanbHbll 3akoH BerynaeT B cuiy ¢ 1 mrons 2015
roja, 3a UCKJIIOYeHHeM ab3ala TpeThero MmyHKTa 5 cTaThd 1 ¥ 9actu 2 cTaThy 2
Hacrosiniero denepalbHOroO 3aKOHAa.

2. Yacts 2 ctarbu 2 HacTosiero OeaepanbHOro 3aKOHA BCTYIAET B CUILY
co AHS ohuIHaTLHOTO OmyOIMKoBaHus HacTosmero denepaabHOro 3aKoHa.

3. AG3an Tpetuit myHKTa 5 cratby | HacTosniero denepajbHOrO 3aKOHa

BCTymaeT B cuily ¢ 16 mapra 2015 roza.

B.Ilytun

Mocksa, Kpemiib
8 mapta 2015 roga
Ne 34-03



