MocTtaHoBneHue MpaButenscrea P® ot 29 okta6ps 2010 r. N 865
"O rocyaapCTBEHHOM perysiupoBaHuUM LIeH Ha JfieKapCTBEHHbIE npenaparbl,
BKJTHOYEHHbIe B Nepe4yeHb XXM3HEHHO HEOOXOAUMbIX U BaXXHEWLUMX NeKapCTBEHHbIX
npenapatoB"”

B cootBetctBUM C DPepepanbHbiM  3akoHOM "O6 obpalleHun nekapCTBEHHbIX
cpeacts" NpaButenbctBo Poccumnckon degepaunm nocTaHOBNSET:

1. YTBEpOuTb npunaraemole:

MpaBuna rocydapCTBEHHOW  perucTpauun  npefenbHbIX — OTAYCKHbIX  LEeH
npou3BoauUTENen Ha feKkapCTBEHHble npenapaTbl, BKMOYEHHblE B NepeyYeHb >KU3HEHHO
HeobX0OMMbIX N BaXKHEMNLLMX NeKapCTBEHHbIX NpenapaTos;

MpaBuna BegeHWa rocygapCTBEHHOIO peecTtpa npedesnbHbIX OTMYCKHbIX LeH
npou3BoauUTENEN Ha feKapCTBEHHblE npenapaTbl, BKMOYEHHbIE B NepeyYeHb >KU3HEHHO
HeobX0OMMbIX N BaXKHENLLMX NekapCTBEHHbIX NpenapaTos;

lMpaBuna yctaHoOBREHUS NpederibHbIX pa3smMepoB ONTOBbLIX U NpeaernbHbIX pa3mepos
PO3HMYHbLIX HagbaBOK K (PakTUYEeCKMM OTMYCKHbIM LeHaM npousBoauTenen Ha
NeKapCTBEHHbIE npenapaTbl, BKOYEHHbIE B MEpeYeHb >XMU3HEHHO HeobXoaMMbIX W
Ba)KHEMLLUMX NeKapCTBEHHbIX NpenapaTos, B cybbekTtax Poccunckon depepauuu;

N3MEHEHUS, KOTOpble BHOCATCA B MOCTaHoBneHus [NpaBuTtenbctBa Poccuickon
degepaumm nNo BonpocaMm, CBS3a@HHbIM C  pPerynMpoBaHMEM LEH  Ha XXWU3HEHHO
HeobXxoaMMble N BaXKHEWLINE NTeKapCTBEHHbIE CpeacTBa.

2. NpepenbHble OTNYCKHbIE LieHbl NPOM3BOAUTESNEN HA XMU3HEHHO Heobxoaumble M
BaXXHeWLLMe nekapCTBEHHble CpeacTBa, 3aperMcTpyMpoBaHHble [0 BCTYMMEHUS B CuUny
HaCTOSILLEro MNOCTaHOBMEHWUS, noAanexaT BKIYEHU0 B rOCYJapCTBEHHbIM peecTp
npegenbHbiX OTMAYCKHbIX LUEH npou3BoauTernen Ha fnekapCTBeHHble npenapaTbl,
BKMIOYEHHbIE B MNepevYeHb >KU3HEHHO HEeOOXOAMMbBbIX W BaXHEWLWMUX feKapCTBEHHbIX
npenaparos.

3. 3apeructpupoBaHHble Ao 26 okta6ps 2010 r.:

npegenbHble OTMYCKHblE LeHbl MHOCTPaHHbIX MNPOU3BOAUTENEN B WHOCTPAHHOM
BanioTe Ha feKapCTBEHHble npenapaTbl, BKMOYEHHble B MepeyYeHb KU3HEHHO
HeobXOAMMbIX W BaXHEWLWUX feKapCTBEHHbIX MpenapaToB, noanexar nepecyeTy OO0
1 pekabps 2010 r. B pybnu no kypcy LleHTpanbHoro 6aHka Poccunckon depepaumm Ha
1 Hos6ps 2010 r. (6e3 npeacTaBneHNa 3asBeHNS NPON3BOANTENEN O NepecyeTe LiEeHbI) C
BHECEHMEM COOTBETCTBYIOLUMX W3MEHEHUN B TOCYyOapCTBEHHbIA peecTp npeaeribHbIX
OTNYCKHbIX LEH Mpou3BoauTENen Ha neKkapCTBEHHble npenapaTbl, BKMOYEHHbIE B
nepeyeHb XNU3HEHHO HEOOXOANMBIX U BaXXHEWLLMX NeKapCTBEHHbIX NpenapaTos;

npegenbHble OTMNYCKHble LeHbl POCCUNCKUX MPOU3BOAUTENEN Ha NeKapCTBEHHble
npenapatbl, BKIIOYEHHbIE B MNEepeyvYeHb >KU3HEHHO HEOOXOAUMbBbIX W  BaKHEWLIUX
NleKapCTBEHHLIX MpenapaToB, noanexar wuHaekcaumm ¢ 1 Hosabpa 2010 r. ucxoga w3
NPOrHO3NPyeMoro YpoBHA WHGNAUMK, ycTaHoBneHHoro Ha 2011 rog ®epepanbHbIM
3akoHoM "O degepanbHom Oropkete Ha 2010 rog m Ha nnaHoBbit nepumog 2011 w
2012 rogoB", C BHECEHMEM COOTBETCTBYIOLLMX M3MEHEHUMA B FOCY4apCTBEHHbLIN peecTp
npegenbHbiX OTMAYCKHbIX LUEeH nNpou3BoauTENEen Ha feKkapCTBEeHHble npenaparthl,
BKMIOYEHHbIE B MNepeyvYeHb >XU3HEHHO HEeOoOXOAMMbIX W BaXXHEWULUMX NeKapCTBEHHbIX
npenaparos.

4. MUHMUCTEpPCTBY 34paBOOXPaHEHUS W coumanbHOro passButua Poccuinckon
depgepaumm no cornacoBaHMld €  MUWHUCTEPCTBOM MPOMbLILLIIEHHOCTU U TOProBMnn
Poccuinckon  depepaunn, MUHUCTEPCTBOM 3KOHOMMYECKOro passutna Poccumnckom
depepaumm n MuHuctepctBom uHaHcoB Poccunckon Pepepaumm exXerogHo, He
nosgHee 15 okTabps, npeacrasnate B lNpaButensctBo Poccuiickon denepaunmm nNpoekT
NnepeYHs XXN3HEHHO HEOBXOOUMbIX N BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos.
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5. MMHMUCTEPCTBY NpOMbILWSIEHHOCTN WM ToproBnun Poccunckon depepaummn no
cornacoBaHuio ¢ ®egepanbHon cnyxbon no Tapudam go 1 anpena 2011 r. paspaboTaTb
N yTBEpAUTb MNOPSAOOK BeOeHUs POCCUMCKMMU MPOU3BOAUTENSMU yyeTa [AOXOL4OB U
pacxogoB MO MNPOU3BOLCTBY JleKAapPCTBEHHbLIX MNpenapaTtoB, BKIKOYEHHbIX B MepeyeHb
XM3HEHHO HEOBXOANMBIX U BaXXHEWLLMX NIEKapCTBEHHbIX NPenapaToB, pasaenbHO OT yyeTa
AOXOA0B N pacxo[oB B OTHOLLEHUM APYruMX nekapcTBEHHbIX NpenapaToB.

6. Mpn3HaTb yTpaTUBLLUMMK CUNTY:

noctaHoBsneHune [lpasutensctBa Poccurckon ®epepaumm oT 9 HoA6psa 2001 .
N 782 "O rocyoapCTBEHHOM perynmpoBaHuMM LEeH Ha nekapcTBeHHble cpeacTtea”
(CobpaHue 3akoHogaTensctBa Poccuiickon ®egepaunn, 2001, N 47, cT. 4448);

noctaHoBneHune lpasutensctea Poccunckon Pepepaumm ot 17 oktadbpsa 2005 .
N 619  "O coBepLlIEHCTBOBAHUN  FOCYJApPCTBEHHOrO  perynMmpoBaHUs  LEeH  Ha
nekapctBeHHble cpeactea" (CobpaHue 3akoHopatenbctBa Poccunckon Pepepauuu,
2005, N 43, cT. 4400);

NYHKT 3 M3MEHEHWN, KOTOpble BHOCATCA B akTbl [lpaBuTenbctBa Poccuickon
depgepaumm no Bonpocam geatenbHocTM MuHucTepcTBa NPOMBILLFEHHOCTM U TOProBu
Poccunckon depepaunn, yTBepXaeHHbIX noctaHosrieHneM [paButensctBa Poccuickomn
depepaumm ot 7 mwoHa 2008 r. N 441 (CobpaHue 3akoHogaTenbctBa Poccuinckon
®epepaumn, 2008, N 24, cT. 2869);

nyHKT 1 noctaHoBneHusa [NpaBuTtenbctBa Poccunckon depepaumm ot 30 gekabps
2009 r. N 1116 "O BHECEHUN M3MEHEHUN B HEKOTOpble MoCcTaHoBreHus [MpaBuTenbcTBa
Poccunckon degepaumm no Bonpocam, CBA3aHHbIM C PEryNIMPOBaHMEM LIEH HA XU3HEHHO
HeoOxoauMble N BaxHeunwune nekapcTBeHHble cpeactea" (CobpaHue 3akoHopaTenbcTBa
Poccunckon ®egepaunn, 2010, N 2, cT. 179).

MNpencenatens NpaBuTtenscTea
Poccuinckon ®egepaunm B. MNyTuH

Mocksa
29 okTabps 2010 .
N 865

MNMpaBuna
rocyaapcTBEHHOM permctTpauumn npeaeribHbIX OTNYCKHbIX LieH Nnpou3BoauTenen Ha
neKkapcTBeHHble npenapartbl, BKIIOYEeHHbIe B NepeyeHb XXU3HEHHO He0b6XoAUMBIX U
BaXHeMLUMX NeKapCTBEHHbIX NpenapaToB
(yTB. noctaHoBneHuem lNpaButennctBa PP o1 29 okTAabpsa 2010 r. N 865)

1. Hacrosilwme MpaBuna yCTaHaBnuBaroT nopsiaoK OCYLLIECTBIEHMS
rocyapCTBEHHOW perncTpaumm npefenbHbiX OTMYCKHbIX LIeH POCCUIACKUX M MHOCTPaHHbIX
npousBoauTENen JekapCTBEHHbIX nNpenapaToB (Oanee - npov3BoavTeENW) Ha

NeKapCTBEHHble npenapaTtbl, BKMOYEHHble B NepevYeHb XU3HEHHO HeobXOAMMbIX U
BaXXHEWLLMX NeKapCTBEHHbIX MpenapaToB, e€XerogHo yTeepxaaembln [MpaBuUTensCTBOM
Poccunckon ®egepaunn (ganee - nekapCTBEHHbIE NpenapaTbl).

2. locypapctBeHHas perucTpaumsa npefenbHblX OTMYCKHbIX LUEH POCCUMCKUX U
WHOCTPaHHbIX MNPOM3BOAMTENEN Ha feKapCTBEHHble MpenapaTbl OCYLeCTBNAeTCa B
pyonsx.

3. MMHUCTEPCTBO 30paBOOXPaHEHUs U couuanbHoro passutus Poccunckon
depgepaumn ocyllecTBNAeT pernctpaumio npegenbHOn OTMYCKHOM LeHbl Npou3BoaAUTENS
Ha J5eKapCTBEHHbLIM npenapaT, nepeperucTpaunio 3apermncTpupoBaHHON npeaenbHOn
OTNYCKHOM LieHbl, BHECEHNE 3aperncTpupoBaHHOM (NepeperMcTpmpoBaHHON) NpeaenbHON
OTMYCKHOW LUEeHbl B rOCyJapCTBEHHbI peecTp npedenbHbIX  OTMYCKHbIX  LEeH
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npoussBoauMTenen Ha  JfieKapCTBEHHble  npenapaTbl,  Bblgadyy  MPOU3BOAUTESTHO
(ynosiTHOMOYEHHOMY UM NnLY) BbLIMUCKKM U3 Mpukasa MuHUCcTepcTBa 34paBOOXPaHEHUS U
coumnanebHoro passutna Poccuinckon degepaumm 0O rocygapCTBEHHOW permcrpauuu
npenensHOM OTNYCKHOM LIEHBbI.

4. ina  rocygapCTBEHHOM  peructpaumm  npenenbHOM  OTNYCKHOW  LeHbl
Npou3BoAMUTENSA Ha JleKapCTBEHHbIM npenapaT npousBoauTesib (YNONHOMOYEHHOE UM
nnuyo) npegctaBndetr B MUWHUCTEPCTBO 34paBOOXPaAHEHUSI M COLMAnbHOrO pasBuUTUS
Poccunckon ®depepaunm Ha BymaxxHOM HocuTerne (B 2 ak3emnnsipax) U B 3N1EKTPOHHOM
Buge no dopme, yreepxgaemMon MUHUCTEPCTBOM 34paBOOXPAHEHUS U COUMANbHOro
pa3suTtua Poccuinckon eagepauuu, cnegyrowime 4OKYMEHThI:

a) 3asiBfieHMe O peructTpauun npegenbHoM OTNYCKHOW LUeHbl, cogepxallee
cnegywowme cBegeHus:

HauMeHOBaHWe IeKapCTBEHHOro npenapaTta (MexgyHapogHOoe HenaTeHTOBaHHOe
NI XMMUYECKOe N TOProBoe HauMeHOBaHUS);

npegenbHas OTMNYCKHas LUeHa MNpou3BOAUTENS Ha NeKapCTBEHHbIM npenapar,
paccyMTaHHas B COOTBETCTBMM C YTBEpPXAeHHOM MUHUCTEepPCTBOM 30paBOOXPaHEHUS
1 coumnanbHoro passutna Poccuinckon defepaumm coBmecTtHo ¢ PegeparnbHoOM Criy>k6om
no Tapudam MeTOAMKOW YCTaHOBMEHUSI NPOU3BOOUTENSMU NIEKAPCTBEHHbLIX MpenapaTos
npegenbHbIX OTNYCKHbIX LEH Ha fekapCTBEHHble mnpenapaTbl, BKIOYEHHbIE B NepeyYeHb
XN3HEHHO HEOBXOOMMBbIX U BaXXHENLLMX NIEKAPCTBEHHbIX NpenapaToB (ganee - MeToanka);

KOO  NnekapcTBeHHOro npenapata B cooTBeTcTBUM € OBLLEPOCCUMIACKUM
KnaccudgukaTtopom npoaykumm u (unm) ToBapHOM HOMEHKNATYpPOW BHELLHEIKOHOMNYECKOWN
AeATenbHOCTY;

nekapcTBeHHasi opMa C ykazaHneMm 403UPOBKMU;

KOSNIMYeCcTBO BO BTOPMYHON (NOTPEBUTENBCKOM) YNaKOBKE;

LUTPUX KOZ;

0) KonNusa NULEH3UN Ha NPOM3BOLCTBO NEKapCTBEHHbIX CPEACTB;

B) KOMWsI pernMcTpaLmoHHOro yaoCTOBEPEHUS Ha NIeKapCTBEHHbIM Npenapar.

5. MuHUCTEPCTBO 34paBOOXpaHEHNs W couuanbHoro passutna Poccunckon
depepaumm B TeyeHue 15 pabounx pgHen € paTbl obpalleHUss  MPOU3BOAUTENS
(YNnosITHOMOYEHHOIO MM §nnua) OCYLLECTBASET MNPOBEPKY MOSMHOTbI MpPeAcTaBfEHHbIX B
COOTBETCTBUM C MYHKTOM 4 Hactodwmx [MpaBun AOKYMEHTOB (fanee - OOKYMEHTbI) U
coaepXalimxcs B HUX CBEOEHUW, NPOBOLAMT B COOTBETCTBMM C METOAMKOW MNPOBEPKY
npegenibHOM  OTMYCKHOM LieHbl NPOM3BOOUTENSA Ha JeKapCTBEHHbIM npenapaTt ans
peleHns Bonpoca O perucTpaumMm Kn  HanpasnseT 1 9K3emMnnsp OOKYMEHTOB B
depepanbHyto cnyxby no Tapudgam.

B cnyyae npeacraBneHns JOKYMEHTOB HE B MOSTHOM O6beMe U OTCYTCTBUS B HUX
Tpebyembix cBegeHun MUHUCTEPCTBO 34paBOOXPaHEHUA U COLMAnbHOrO pasBUTUSA
Poccuinckon depepaunmn BosBpallaeT npeactaBfieHHble OOKYMEHTbl Mpou3BOAUTENO C
NMUCbMEHHbBIM YBEAOMIIEHNEM.

6. PegepanbHas cnyxba no Tapudam B TeyeHne 15 pabouymx agHenm c pathbl
Nnony4yeHns JOKYMEHTOB NPOBOAUT B COOTBETCTBUM C METOAMKON S3KOHOMWYECKUIN aHanm3
npenenbHOM OTNYCKHOW LieHbl NPOU3BOAUTENS HA NIEKAPCTBEHHbLIM Npenapat, NpUHUMaeT
peLleHne O CornacoBaHUM yKasaHHOW npeaenbHOn OTMYCKHOW LieHbl unn o6 oTkase B ee
cornacoBaHmn (C M3MOXEHMEM MNPUYUH OTKasa) M HanpaenseTr ero B MuHUCTEpPCTBO
34paBoOXpaHeHNsa n coumanbHoro passutna Poccuimnckon ®enepaunn.

7. MMHUCTEPCTBO 34paBOOXpPaHEHUss W coumanbHOro passutus Poccuinckon
depepaummn B TedeHune 5 paboumx AHen € gaTbl nonyveHus peweHna depepanbHON
cnyxbbl No Tapucgam o cornacoBaHuM nNpeaenibHOM OTMYCKHOW LieHbl MPOU3BOAUTENS Ha
NeKkapcTBEHHbIN npenapaT nMbo o6 oTkase B ee COornacoBaHUM NPUHUMAET pelueHue
O rocyJapCTBEHHOW perncTpauum npegenbHOn OTMYCKHOW UeHbl MNpou3BoamTend Ha
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NeKapCTBEHHbIN npenapat nméo o6 oTkase B rocyJapCTBEHHOW pernctpaumm ykasaHHOW
LEHbl C Y4eTOM peLleHust, npuHaToro degepanbHon cnyxoom no Tapudam.

8. B cny4yae HeobGX0ANMMOCTM YTOYHEHNS CBEOEHMUIN, COAEPXKaLLUMXCA B JOKYMEHTaX,
npounssoauTens (YnosIHOMOYEHHOE UM NULO) npeacTaBnseT no 3anpocy MuHuctepcTBa
34paBOOXpaHeEHns 1 coumnanbHoro passutna Poccuinckon depepauum nnm degepanbHoOn
cnyx6bl Mo Tapuam COOTBETCTBYHOLLYIO JOKYMEHTANbHO OOPMIEHHYIO MHOpMaLUIO.
Mpn 3TOM CPOKM PaCCMOTPEHUA [OOKYMEHTOB, MpPeayCMOTPEHHble NyHKTaMu 5 un 6
HacToawmx [NpaBuMn COOTBETCTBEHHO, yBenuyuBakTca He 6Gonee yem Ha 10 pabounx
OHEN.

Mpn HenocTynneHun B Npefenax YCTaHOBIEHHOrO CpoOKa  3arnpoLUeHHOM
AOKyMeHTarnbHO odopMneHHon WuHgopmaumn PepepanbHaa cnyxba no Tapudam B
TeyeHne 5 paboymx OHenW C JaTbl UCTEYEHUsI CpoKa ee npencTaBfeHus npuHUMaeT
peweHne o6 oTkase B COrfacoBaHUW npenenbHOM OTNYCKHOW LeHbl NPou3BOAMTENS Ha
NeKapCTBEHHbLIN npenapaT W HanpasnseT ero B MWHUCTEpPCTBO 34paBOOXpaHEHUs U
coumanbHoro passutus Poccuinckon degepauumn, KoTopoe B TedeHne 5 paboumx gHen ¢
AaTbl MOMNyYeHUs 3TOro pelleHus NpUHUMaeT pelleHne o6 oTkase B rocyaapcTBEHHOW
permctpauum ykasaHHOW LUeHbl, O 4YeM B MUCbMEHHOW dopMe YyBedoMmnsieT
nponssoauTens.

9. B cnyyae NpuUHATUA peLleHns O rocyfapCTBEHHOW permcrtpauuun npeaesisHon
OTMYCKHOW LEHbl NPOM3BOAUTENS Ha JleKapCTBEHHbIN npenapaTt MwuHUcTepcTBO
34paBooOXpaHeHnss M coumanbHoro passutna  Poccuinckon  depepauum  BHOCUT
COOTBETCTBYWLUME [aHHble B FOCYJAapPCTBEHHbLIN peecTp npefernbHbiX OTMAYCKHbIX LEH
Npou3BoAuUTENEN Ha fEeKapCTBEHHbIE MnpenapaTbl, BKMOYEHHblIE B NepeYeHb >KU3HEHHO
HeobXOAMMbIX W BaXHEWLLMX feKapCTBEHHbIX MpenapaToB, BblAaeT MPOU3BOAUTENIO
(ynonHOMOYEHHOMY MM nvuUy) BbIMUCKY M3 MpuKasa O rocydapCTBEHHOM perncrpauunm
npegenbHOM  OTMYCKHOM LEeHbl MPOU3BOAMTESNS Ha JeKapCTBEHHbLIN npenapaTr W
pasmellaeT COOTBETCTBYIOLLY MH(pOpMaLMo Ha CBOEM OMuuManbHOM canTe B CeTu
NHTepHeT.

10. Mpu nNpuHATUM MWHUCTEPCTBOM 30pPaBOOXPAHEHUS U COLMAanbHOrO pa3BUTUA
Poccunckon ®depepaunmn peweHns o6 oTkase B rOCyAapCTBEHHOW perucTpauumm
npegenbHOM  OTNYCKHOWM  LEeHbl  MPOM3BOAMTENS Ha  JIeKapCTBEHHbLIM  npenapart
MuHUCTEPCTBO yBEAOMAMAET NPOU3BOAUTESNS B MUCbMEHHON (POpMeE O NPUHATOM peLueHnn
C U3NOXeHNeM NPUYMH OTKa3a.

11. OcHoBaHueM gns oTKasa B cornacoBaHun degepanbHoun crnyxoom no Tapudgam
rocyapCTBEHHOM perncTtpauum npegesibHoM OTMYCKHOW LieHbl MNpou3BoauTena Ha
nekapCTBEHHbIN npenapaTt MU oTkasa B rocydapcTBeHHou pernctpaumm MuHUCTepCcTBOM
34paBoOXpaHeHns n couuanbHoro passutuss Poccunckon depepaumn npenenbHOn
OTMNYCKHOM LieHbl NPOU3BOAMUTESNS Ha NeKapCTBEHHbIM Npenapar sBnseTcs:

a) NnpeAcTaBneHne HeJOCTOBEPHbIX CBEAEHUI O NNeKapCTBEHHOM npenaparTe;

0) HenonHoTa NpeacTaBneHHbIX JOKYMEHTOB;

B) NPEBbLILLIEHNE NPeACTaBNEHHON NS rOCy4apCTBEHHOW permcTpaumm npeaeribHom
OTMYCKHOW LIEHbI NPOM3BOAMTESSI HA SIeKapCTBEHHbIN NpenapaTt Haj LLeHOW, paccYnTaHHOM
B COOTBETCTBMM C METOOUKOWN.

12. PeweHune 06 oTkase B rocygapCTBEHHOW perncrpaunmn npenenbHoOn OTNYyCKHOM
LUeHbl MpOM3BOAMTENS Ha JeKkapCTBEHHbIM npenapat MoxeT ObiTb 00XanoBaHoO B
cynebHom nopsigke.

13. ina  rocymaapCTBEHHOM  peructpauuMm  npeferibHblX — OTMAYCKHbIX — LieH
Npomn3BOANTENEN Ha NEeKapCTBEHHble npenapatbl, He MNocTynaswue B obpalleHne Ha
Tepputopun Poccuinckon degepaunmmn, 1 Ha OpUrMHarbHble NEeKapCTBEHHble npenapaThbl
KpoMe OOKYMEHTOB, NpeayCMOTPEHHbIX MYHKTOM 4 HacToswmx NpaBun, npeacraBniseTcs:
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POCCUNCKUMUN MPOU3BOAUTENSAMN - pacyeT pacxodoB, CBA3aHHbIX C pa3paboTkon,
NPOM3BOACTBOM, peanusaumnen nekapcTBEHHOro npenapara, no dopwme,
npegycMOTPEeHHON METOLMKOM;

WHOCTPAHHbLIMM NPOU3BOAUTENAMU - pasMep MUHUMAlbHOW OTMYCKHOW LEHbl
NPON3BOAUTENSA Ha JleKapCTBEHHbIM MpenapaTt B rocyaapctse npousBoauTens n Opyrux
rocygapcreax, rge OH 3apermcTpMpoBaH, C y4eTOM PacxXofoB, CBA3AHHLIX C TAMOXEHHbIM
odopmMmnieHMeM (TaMOXEHHbIX nowsivH M cbopoB 3a TaMoOXeHHOoe odhopmreHne), wn
TPaHCMOPTHLIX PacxoaoB.

14. 3apernctpupoBaHHas npenenbHas OTNyCKHas LieHa POCCUNCKOro
NPOM3BOAMTESNST HA FEKApPCTBEHHbIN Mpenapat MoXeT ObiTb nepeperucTtpupoBaHa Ha
OCHOBaHUW €ro 3asBfieHnsa, nodaHHoro Ao 1 okTaAbpsa kaxgoro roga B nopsiake,
npegycMOTPEHHOM MyHKTOM 4 HacTtoswmx [Npasun. lNepeperncrpaumsi ocywecTBnsieTcs
Ha OCHOBaHWW OOKYMEHTOB U B Mopske, KOTOpble YCTaHOBMEHbl AS1 ee perncrpauum,
ncxogs u3 pacyeta, npeaycCMOTPEHHOro MeToAMKOM, He 4Yawe 1 pasa B KaneHgapHOM
rogy:

a)B Crydae W3MEHEeHUs1 LEeH Ha Cbipbe M MaTepuanbl, a TakKkKe W3MEHEeHUs
HaknagHbIX Pacxoaos;

0) ncxoast N3 yctaHoBneHHoro dgegeparbHbIM 3aKOHOM O doegeparnbHoM BrogxeTte
Ha COOTBETCTBYHOLLMIA (PUHAHCOBLIN rO4 N HA NMAHOBLIN NEPUOA NPOrHO3NPYEMOro YPOBHS
MHPNALMN.

15. lNocypapcTBeHHaa pernctpauma (nepepermcrpaumsi) npefenbHbIX OTMYCKHbIX
UueH npousBoauTENEn Ha JNeKapCTBEHHble npenapaTtbl  OCyWecTBndeTcsa  Ansd
npousBoguTenen 6ecnnartHo.

MpaBuna
BeAeHUs1 rocyapCTBEHHOro peecTtpa npeaesibHbIX OTNYCKHbIX LieH
npousBoauTeneun Ha neKkapcTBeHHbIe npenapaTbl, BKNHOYEHHbIE B NepeyvyeHb
XU3HEHHO HeO6XOAUMbIX U BaXXHEMLUNX NeKapCTBEHHbIX NpenapaToB
(yTB. noctaHoBneHuem lMpaButensctBa PP o1 29 oktabpsa 2010 r. N 865)

1. Hactoswume [lpaBuna ycTaHaBnNuBawT MOPSOOK BeAeHUs rocygapCTBEHHOro
peectpa 3aperycTpuypoOBaHHbIX MpedenbHbIX OTMYCKHbIX LEeH npoussBoauTenen Ha
neKkapCTBEHHble npenapaTtbl, BKMOYEHHblIE B MNepeyvYeHb XWU3HEHHO HeobxoauMMbIX |
Ba)KHEMLLMX NeKapCTBEHHbIX NpenapaToB (aanee - peecTp).

2. Peectp sBnaetca degepanbHON MHGOPMALMOHHOM CUCTEMOM, coepXxallen
cBeleHUss O  TOCYAapCTBEHHOM  peructpauumn  npegefibHblX  OTMYCKHbIX  LeH
NpounsBoANTENEN Ha NeKapCTBEHHble npenapartbl, BKIOYEHHbIE B MepeYeHb XMU3HEHHO
HeobXOAMMbIX W BaXHEWLWWUX feKapCTBEHHbIX MpenapaToB (ganee - IekapCTBEHHbIE
npenapartbl).

3. Peectp Begetcd MUHUCTEPCTBOM 34paBOOXPaHEHUS U COLMANbHOMO pas3BUTUS
Poccuinckon depepaumm B 3MEKTPOHHOM BuAE C MPUMEHEHMEM aBTOMaTU3MPOBAHHOM
CUCTEMbI MyTEM BHECEHUSA B PEECTP PEEeCTPOBbIX 3aruCen.

4. BegeHne peectpa  OCyWeCcTBNAeTCA B  COOTBETCTBUM C  €OUHbIMU
OpraHn3aumoHHbIMW, METOAONOMMYECKUMU U NPOrPaAMMHO-TEXHUYECKUMU MNPUHLMNAMMU,
obGecneynBaroLLMMN COBMECTUMOCTb W B3aMMOLEWCTBME ITOMO peectpa C MHbIMMI
dheneparnbHbIMU MHPOPMALMOHHBIMYU CUCTEMaMN N CETAMM.

5. PeecTpoBas 3anucb cooepXuT crnegyowne cBeeHns:

a) HaMMeHoBaHMe NPOU3BOANTENS NEKaPCTBEHHOMO Npenapara;

6) HaumeHoBaHWe NeKkapcTBEHHOIoO npenapaTta (mexgyHapoaHoe
HenaTeHTOBaHHOE UM XMMUYECKOE N TOProBOE HAMMEHOBAHWS);

B) HOMep PerncTpaumMoHHOro YA0OCTOBEPEHMS NEKapCTBEHHOIO nNpenapara;
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r) nekapcTBeHHasi opMa C ykaszaHMeM [O3MPOBKM JIeKapCTBEHHOro npenapata u
ero Konm4yecTsa BO BTOPUYHOM (NOTpebUTEnbCKom) ynakoBKe;

[) 3apernctpmpoBaHHas npegenbHas OTNyCKHas LueHa npousBoauTens
Ha nekapCTBEHHbIN Npenapart B pyonsx;

e)jata  rocygapCTBEeHHOW — perucTpauuuM  npeferibHoM  OTNYCKHOW  LeHbl
NPOM3BOAMTENS HA NIEKAPCTBEHHbIN npenapar.

6. BHeceHMe B peecTp peecTpoBOM 3annCU OCYLLECTBASETCA Ha OCHOBaHUU
CBeJEeHUn, MOJSlydeHHbIX MpW rocyaapCTBEHHOM pernctpaumm (nepepervcrpauumm)
npenensHOM OTMYCKHOM LieHbl NPOM3BOAUTENSA Ha JIeKapCTBEHHbIA npenapar, B TeyYeHune
1 paboyero gHa ¢ aaThbl:

a) NPUHATUSA peLLUEeHNa O rocygapCTBEHHOW perncrpaunm npeaesisHon OTMYyCKHOM
LleHbl NPOM3BOAUTENS HA NEKapCTBEHHbIM Npenapar;

0) NpMHATMA pelleHns O nepeperncTpaumm npegesibHom OTNYCKHOW  LEeHbl
NPOM3BOAMTENS HA NEKapCTBEHHbIN Npenapar.

7. CBefeHNss O rocygapCTBEHHOW perucTpauumn npefenibHoM OTMAYCKHOM  LeHbI
NPOM3BOAMTENS Ha NEeKapCTBEHHbIN npenapaT noasfexaTt WCKIYEeHNI0 N3 peectpa B
cnyvae:

a) NnpeAcTaBneHns NpomM3BOAUTENEM JlEKapCTBEHHOro npenaparta 3asBrieHust 06
WCKMNIOYEHNN CBEOEHUNIN U3 PEECTPA;

0) MCKNIOYEHNA NEeKapCTBEHHOro npenapata W3 rocygapCTBEHHOro peectpa
neKapCTBEHHbIX CPeaCTB ANns MeaMLUHCKOro NPUMEHEHUS;

B) UCKITIOYEHUS NNEKAPCTBEHHOMO nNpenapaTta 13 nepeydHs >XM3HeHHO HeObXoaANMbIX U
BaXXHENLUNX NEeKapCTBEHHbIX NpenapaTos.

8. Mpun npuHATUM MUHUCTEPCTBOM 34pPABOOXPAHEHUS M COUMANbHOrO pas3BUTUSA
Poccunckon ®depepauumn peweHns o0 UCKNKYEeHUN CBeAeHUA O rocygapCTBEHHOWN
permctpauum npegenbHon OTNYCKHOW LieHbl NPOM3BOANTENS Ha NeKapCTBEHHbIM npenapart
COOTBETCTBYHOLLAA 3annucb NPoOU3BOAUTCHA B peecTpe B TedeHue 1 paboyero gHs ¢ gathl
NPUHATUSA TAKOro peLleHns C ykazaHnemM OCHOBaHUSA M AaTbl €ro NPUHATUA.

9. PeecTp nybnukyeTcs Ha ocmumnanbHoMm cante MuHMCTepCcTBa 34paBOOXPaHEHUS
n coumanbHoro passutus Poccuinickon Pepepauum B cetu VIHTepHeT n obHoBRsieTcs
eXeOHEeBHO C COXpaHEHNEM Ha CanTe BCeX NpeablayLUnX peaakunin peecrpa.

10. IHbopMaumsa o0  3apermcTpupoBaHHbIX NpefernibHbiX  OTMYCKHbIX  LieHaXx
npon3BoaMTENEN Ha feKapCTBEHHble MpenapaTtbl pasMmellaeTcs B anTeYHbIX
opraHmsaumsax B [OOCTYNHOW [N BCEX 3aWMHTEPECOBaHHbIX Nny ¢opme C y4vyeToMm
rpynnuMpoBKM NO MeXAYHapOAHbIM HenaTeHTOBaHHbIM HaMMEHOBaHUSM JleKap CTBEHHbIX
npenaparos.

11. CeBegeHus, cogepxawmecs B peecTpe, ABNATCA OTKPbITbIMU
N 00LWEea0CTYNHbIMKY U NPEeAOCTaBNASATCA 3auHTepecoBaHHbIM fivuam 6ecnnaTHo.

Mo enaHuo 3anHTepPecoBaHHbIX L, 0OpaTUBLUMXCSA 3a 3TUMU CBEAEHUSMU, OHM
MoryT 6bITb NpeacTaBfeHbl MO X MMCbMEHHBIM 3anpocam B BMAE BbIMUCOK U3 peecTpa B
TeyeHue 5 gHen ¢ aaTbl NOCTYNMEHMs 3anpoca.

MpaBuna
yCTaHOBIEHUSA npeaenibHbIX pa3MepoB ONTOBLIX U NpeAenbHbIX pa3MepoB
PO3HUYHbIX Hafb6aBoOK K (PaKTUYECKUM OTNYCKHbIM LleHaM npousBoauTenen Ha
neKkapcTBeHHble npenapartbl, BKIMOYEHHbIE B NepeyYeHb XXU3HEHHO He0OXoaAUMbIX U
BaXXHEeMLUMX NeKapCTBEHHbIX NpenapaToB, B cybbekTax Poccunckon ®egepauumn
(yTB. noctaHoBneHuem NpasutenbctBa PP oT 29 okTabpsa 2010 r. N 865)

1. OpraHbl ucnonHuTenbHOM Brnactm cybbektoB Poccuiickon depepaumm
yCTaHaBNMBaT B OTHOLUIEHMM OpraHu3aumii ONTOBOW TOProBMv, anTeYHbIX OpraHM3auun,
WHOMBMAYanbHbIX NpeanpuHUMaTenen, MWMEKLWNX JNULEH3NI0 Ha  OCYLLECTBIIEHME

6
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papmaueBTUYEeCKON [eATerbHOCTU (Janee - uHAMBUAOYyanbHble npeanpuHUMaTenn),
MeaNLMHCKNX opraHusauuu, NMeoLLUX NUUEH3UI0 Ha ocyLlecTBneHune
dhapmaLeBTU4EeCKON AesaTenbHOCTU, U nx 06ocobneHHbIX nogpasaeneHnin (ambynatopui,
denbalwepckmx 1 denbalepcKo-akyLepCkux MyHKTOB, UEHTPOB (OTAeneHwun) obLuen
BpayebHoM (CeMeNHOM) NPaKTUKK), PacnoNIOKEHHbIX B CENbCKUX NOCENEHUAX, B KOTOPbIX
OTCYTCTBYHOT anTeyHble oOpraHuM3aumn (ganee - MeOVUMHCKME — opraHusaummn),
OCYLLECTBNALWMNX peanm3aunio nekapCTBEHHbIX NpenapaTtoB, BKOYEHHbIX B NepeveHb
XU3HEHHO HeobXOOUMbIX W BaXHEWWWX JieKapCTBEHHbIX MpenapaToB (ganee -
neKapCTBEHHbIe npenapaTtbl), Ha TeppuTopun 3TnX cybbekToB Poccurckon depepaunu,
npefenbHble pasMepbl OMTOBbLIX W MNpeferibHble pasMepbl PO3HUYHbLIX HagbaBOK K
pakTU4EeCKUM OTMNYCKHbIM LeHaM, YCTaHOBSIEHHbIM MPOU3BOAUTENSIMU JEKAapCTBEHHbIX
npenapaTtoB, Ha feKapCTBEHHble npenapaTbl (ganee - dakTu4eckne OTMYCKHble LeHbI
npoussBoauTeNnen Ha JekapCTBEHHble npenapaThbl), BblpaXeHHble B MNpoueHTax u
anddepeHUnpoBaHHble B 3aBUCUMOCTU OT CTOMMOCTU JIeKapCTBEHHbIX NpenapaToB U C
yyeToM reorpaduMyeckon  yaaneHHoCTW, TPaHCNOPTHOW  OOCTYMHOCTM W OPYrux
ocobeHHoCcTeN.

2. OpraHbl  ucnonHuTenbHoM Bractu cybbektoB Poccuickon ®depepaunn
yCTaHaBnuBalT npedenbHble pa3Mepbl ONTOBLIX U NpedernbHble pa3Mepbl PO3HUYHbLIX
HagbaBoOK K (PakTMYEeCKMM OTMYCKHbIM LeHaM MpOou3BOAUTENEN Ha NEKapCTBEHHbIE
npenapaTtbl B COOTBETCTBUM C METOAMKOW, yTBepxagaemon PenepanbHOM cryxbom no
Tapudam, ncxoas U3 creayrowmx NPUHLMNOB:

a) BO3MELLEeHe oOpraHmsauusiM OMTOBOM TOProBfivM, anTeYHbIM OpraHM3aunsamMm,
WHOMBMAYanbHbIM NpeanpuHUMaTens M U MeOULMHCKUM OpraHmsauusiM 3KOHOMUYECKM
ODOCHOBaHHbIX 3aTpaT, CBA3aHHbIX C 3aKYMKOW, XpaHeHWeM U peanusauven
neKkapCTBEHHbIX NpenapaTos;

0) yueT pasmepa npmbbinun, Heobxoanmon ans obecneyeHns opraHmsaunm ONTOBOK
TOProBnu, anTeyvHbIX OpraHn3auun, HaMBMAyanbHbIX NpeanpuHuMaTenen n MeguLmMHCKUX
opraHusauun cpeacresamu Ha obcnyxuBaHne  MPUBIIEYEHHOrO0  Kanutana U
hbrHaHCMpoBaHe apyrmx 060CHOBaHHbIX PACXOA0B;

B) YY4ET B CTPYKTYpe HagbaBOK BCeX HASoroB M UHbIX 0Bs3aTeribHbIX NraTexen B
COOTBETCTBUM C 3aKOHOAaTenbCcTBOM Poccuiickon ®egepauum.

3.Mog dakTMyeckom OTNYCKHOM LIEHOW MpoOu3BOAUTENSA Ha NeKapCTBEHHbLIN
npenapaTt noHMmMaeTcsa LeHa (6e3 Hanora Ha AobaBfieHHY CTOMMOCTL), YKa3sbiBaemMasi
POCCUMCKMM  NPOU3BOAMTENEM JIeKapCTBEHHOro Mpernapata B  COMNPOBOAUTENTbHOW
AOKYMEeHTaumMm Ha ToBap, a MHOCTPaHHbIM NPOU3BOAMTENEM JleKapCTBEHHOrO npenapaTa -
B COMPOBOAUTESIbHOM OOKYMEHTauuMM Ha ToBap, Ha OCHOBaHMW KOTOPOW odopMiseTcA
rpy3oBas TaMOXeHHas Aekrnapauusi, C y4eTOM pacxOAoB, CBA3AHHbLIX C TaMOXEHHbIM
odhopmrieHMeM rpy3a (ynnatonm TaMOXEHHbIX MownMH M cbopoB 3a TaMOXeHHoe
odopMneHme).

B cnyyae ecnu 3akoHoOaTenbCTBOM TaMOXEHHOro cow3a He npeaycMOTpPeHbI
AeKknapupoBaHue CTOMMOCTU nepemellaeMblX Yepe3 TaMOXEeHHYH rpaHuuy Poccuinckon
depgepaumn  TOBapoB, MECTOM MPOUCXOXAEHUS KOTOPbIX SBNAETCA Tepputopus
rocyapcCTB - Y4aCTHMKOB TaMOXEHHOro cok3a, 1 0popMIieHne B OTHOLLEHUM NX FPY30BOW
TaMOXEHHOW [eKnapaumnm TaMOXeHHbIMW opraHamu Poccuickon ®depepaumm, nopg
drakTM4yeckom OTMYCKHOW LIEHOM WMHOCTPAHHOrO MpPOU3BOAUTENS Ha JIeKapCTBEHHbIN
npenapar NOHMMAaeTCA LeHa, yka3aHHast MHOCTPaHHbIM NPOM3BOAMTENEM NEKapCTBEHHOIO
npenapara B CONPOBOANTENBHON AOKYMEHTALMMN.

4. Cymma onToBbIX HagbaBoOK K hakTMYECKOM OTMYCKHOW LieHe Npou3BOAUTENS Ha
NeKapCTBEHHbIN npenapaT, NpPUMEHSeMblX BCEMU OpraHusauusiMyv OMTOBOW TOProBnu,
y4yacTByWOLWMMM B peanusaunm 3TOro feKapCTBEHHOro rmnpenaparta Ha Tepputopuu
cybbvekta Poccuickon degepaunn, He [OMKHA MpeBbiWAaTb COOTBETCTBYHOLLMM
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npegenbHbli pasmep ONTOBOM HaabaBKW, YCTAHOBIIEHHbIN OPraHOM WCMOSHUTENbHOWN
BnacTu atoro cybbekta Poccunckon ®epepauunu.

5. Paamep po3Hn4HOM HaabaBkM K haKTUYECKOW OTMYCKHOW LieHe Npou3BoauTens
Ha neKapCTBEHHbIN npenapar, YCTaHOBJIEHHbIN anTeyHom opraHusauuen,
NHOVBNOYanbHbIM npeanpuHMMmaTenem n MeONLMHCKON opraHusaumen,
OCYLLECTBNALWUMN peanu3auunio nekapCTBEHHbIX NpenapaToB Ha Tepputopun cybbekTa
Poccunckon ®efepauunn, He 4OMKEH NpeBbiaTbh COOTBETCTBYOLWMI NpeaenbHbIn pasmep
PO3HMYHOW HaabaBKW, YCTAaHOBIEHHbI OPraHOM UCMONHUTENTbHOW BNacTu 3TOro cybbekta
Poccuinckon ®egepaunn.

6. Peannsaumsa nekapCTBEHHbIX NpenapaToB OpraHmM3auusiMm ONTOBOW TOProBin
ocyLecTBnsaeTcs ¢ opopMiieHMeM MNpPOTOKOMa COrfacoBaHUA LEH MOCTaBKU XXU3HEHHO
HEeoOXOOMMbIX N BaXXHEWWMX NeKapCTBEHHbIX NpenapaTtoB Mo ¢opme, YyTBEPXAEHHOW
noctaHoBsneHnem [lpasutensctea Poccuickon degepaumm ot 8 asrycta 2009 r. N 654
"O COBEpLIEHCTBOBAHMUM  FOCYAApPCTBEHHOINO  perynupoBaHuUs LUeH Ha  XXU3HEHHO
HeobxoauMble 1 BaXXHENLLME NeKapCTBEHHbIE cpeacTea”.

Peanunsauus neKapCTBEHHbIX npenapaToB anTeyHomn opraHusaumen,
UHOMBMAYanbHbIM NpegnpuHMMaTeneMm u MeguuMHCKON opraHu3aumen OcyLecTBRsieTcs
NpU HaNM4MM yKkasaHHOro NPOTOKONa.

7. dopMupoBaHMe OTMYCKHOM LieHbl Ha NeKapCTBEHHbLIN npenapaTt opraHu3aumsiMm
ONTOBOM TOProBM M (UNM)  anTeYHbIMXM  OpraHu3aumsamMu, UHAUBUOYaNbHbIMU
npegnpMHAMaTens Mn N MegUUMHCKUMW OpraHm3aumsiMm OCYLLEeCTBNSIeTCS ucxoas w3
akTU4YeCcKonM OTMYCKHOW LiEeHbl MPOM3BOAMUTENS HA JIEKAapCTBEHHbIN npenapart, He
NpeBbILAIOWEN 3apErMCTPUPOBAHHYIO LEHY, M ONTOBOW W (MNK) PO3HUYHOW HaabaBoK,
pa3Mep KOTOpPbIX HE NpeBbILaeT COOTBETCTBEHHO NMpeaesibHbIA pasmep OnTOBOW W (Unn)
npefenbHbli pasMmep pPO3HWYHOW HaabaBku, yCTaHOBIEHHble B cybbekte Poccumnckon

depepauymn.
Mpn  dopmupoBaHUM  opraHusauMsmMm  ONTOBOW  TOProBnW,  anTeYHbIMU
opraHmsaumnsamum, NHOMBMAYaNbHbIMU npegnpuHMMmaTensmm n MeANLNHCKUMN

opraHusaumsamMm  OTMYCKHOW LeHbl Ha JeKapCTBEHHbI npenapaT WMHOCTPaHHOro
npounsBoanTensa onrtoBas W (MNKW) po3HMYHAsA HaabaBkM MPUMEHSIOTCH K pakTU4eCKoM
OTMYCKHOW LIeHe NpOou3BOOMTENS Ha JNeKapCTBEHHbIA npenapart, LeKknapupyemoun npu
nepecevyeHnn TOBAPOM TaMOXEHHOW rpaHuubl Poccunckon Pepepaumn, € y4yeTom
pacxofoB, CBA3AHHbIX C TaMOXEHHbIM OOpMSIEHMEM rpy3a (TAMOXEHHbIX MOLUMINH W
cbopoB 3a TaMOXeHHoe OMOpMNEeHNE), He MpesblllaloWen 3aperMcCTpUupoBaHHYO
npegenbHyo OTNYCKHYKO LieHYy NPOM3BOAUTENsS Ha 3TOT JfleKapCTBEHHbIN npenapart. [pu
3TOM paKkTnyeckass OTMyCKHasd LeHa MpoM3BOAUTENS Ha JieKapCTBEHHbIM npenapar,
3ajeknapupoBaHHass B MHOCTPAHHOM BanioTe, nepecuynTbiBaeTcs B pybnv Mo Kypcy
LleHTpanbHoro ©6aHka Poccuickon ®Pepepauum Ha pgaty odOpMieHUs rpy3oBOu
TaMOXXeHHOW feKnapauuu.

B cny4yae, ykasaHHOM B ab3aLe BTOpoOM nyHkTa 3 Hactoswux [pasun, ontoBas u
PO3HWYHas HagbaBKu NPUMEHSAIOTCS K (PakTUYEeCKOM OTMYCKHOW LieHe Npou3BoanTeNns Ha
neKkapCTBEHHbIW npenapart, ykasaHHOW B COMPOBOAMUTESNIbHOM AOKYMEHTauun Ha ToBap U
He MpeBbILAaLWENn 3aperncTpUpoBaHHYO NpeaeribHy OTMNYCKHYI LieHy Npou3BOaMTENS
Ha OaHHbIA NeKkapcTBeHHbI npenapaTt. PakTndyeckasa OTNyCcKHasi LeHa Npov3BOAMTENS Ha
NeKapCTBEHHbIN npenapar, ykasaHHas B WHOCTPaHHOW BanioTe, NepecynTbiBaeTcs B
pybnu no kypcy LeHTpanbHoro 6aHka Poccunckon ®depepauum Ha gaTy nepegayu
NeKapCTBEHHOro npenaparta WHOCTPaHHbIM NPOU3BOAUTENEM POCCUMCKOMY MOKynaTesio
(ynonHOMOYEHHOMY MM nvuy) MO NepeaaTtoyHOMY akTy WMAM WMHOMY  aHanornyHomy
OOKYMEHTY.

8. OpraHusaumm ONTOBOW TOProBMW, WMEKLWME CTPYKTYpPHble noapasneneHus
PO3HMYHOW TOProBnu, MOryT OPMUPOBaTL PO3HUYHLIE LEHblI Ha JeKapCTBEHHbIEe
npenapatbl C MPUMEHEHMEM OAHOBPEMEHHO OMNTOBOW U PO3HUYHOW HaabaBoOK K
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CbaKTVI‘-IeCKOﬁ OTHyCKHOVI ueHe npoum3soaunTend Ha J'IeKapCTBeHHbII7I npenapart, pa3mMep
KOTOPbIX HE OOJIKEH MNpeBblllaTb npep,eanbM pa3mep OnTOBOWN U npep,eanbu?l pa3mep
pO3HVI‘-IHOl7] HagbaBOK COOTBETCTBEHHO, yCTaHOBJIEHHbIE B Cy6'beKTe Poccuinckon
CDe,u,epau,MM, npu ycrioenun BeaeHna pa3gesribHoro y4derta OnTOBOW U pO3HVI‘-IHOI7I TOProsJin.

N3meHeHus,
KOTOpPble BHOCATCA B NnocTaHoBneHuA NpaButenbcTBa
Poccuinckon ®epepaumm no Bonpocam, CBA3aHHbIM C COBEpPLUEHCTBOBaAHUEM
rocyfapCTBEHHOro perynmpoBaHus LieH Ha XXM3HEHHO HeobxoauMble U BaXKHeMrLume
NneKapcTBEeHHble cpeacTBa
(yT8. noctaHoBneHuem lNpaButensctBa PP ot 29 oktabpsa 2010 r. N 865)

1. B noctaHoBneHuu lMNMpaButenoctea Poccuiickon ®eagepaunmn ot 7 mapta 1995 r.
N 239 "O mepax no ynopsgoyeHuto rocyaapCTBEHHOro perynuposaHus ueH (Tapudos)”
(CobpaHue 3akoHogaTenbctBa Poccuinckon degepaunn, 1995, N 11, c1. 997; 1996, N 7,
CT. 690; N 17, cT. 2002; N 32, cT. 3942; 1997, N 27, cT. 3232; 1998, N 32, cT. 3907; 1999,
N 1, ct. 201; 2001, N 7, cT. 656; N 20, c1. 2015; N 26, cT. 2680; N 36, cT. 3561; 2002,
N 15, cT. 1431; 2004, N 51, c1.5184; 2005, N 29, cT. 3066; 2007, N 16, cT. 1910; 2008,
N1,cT.3;N7,cT.597; N 17, cT. 1887; 2009, N 33, cT. 4086; 2010, N 30, cT. 4096):

a) ab3au, OeBATHagUATbI MNEepeyYHs NPoayKUuMKM MNPOU3BOLACTBEHHO-TEXHUYECKOrO
Ha3Ha4yeHusi, TOBApOB HAPOAHOro MOTPebreHnst U YCrnyr, Ha KOTOopble rocyaapCTBEHHOEe
perynupoBaHne ueH (TapucoB) Ha BHYTpeHHeM pbiHke Poccuiickon ®degepaunmn
ocywectBnaT [lpaButensctBo Poccuiickon depepaumm u  denepanbHble  OpraHbl
WCNOSTHUTENbHON BriacTW, YTBEPXOEHHOro YyKas3aHHbIM MOCTAHOBMEHWEM, W3IMOXWUTb B
cnegyloLlen pegakumn:

"[lekapcTBEHHbIE NpenaparTbl, BKMOYEHHbIE B NepeYvYeHb XU3HEHHO HEODXOANMBIX U
Ba)XKHENLLUKNX NIEKApPCTBEHHbLIX npenapaToB”;

0) ab3ay  [OeBATbIN  NepeyHss  NpoayKuMM  NMPOU3BOACTBEHHO-TEXHUYECKOro
Ha3Ha4yeHus, TOBapOB HapPOOHOro NoTpebneHns U ycryr, Ha KOTopble rocydapCTBEHHOE
perynupoBaHne LuUeH (TapudoB) Ha BHYTPEHHeEM pbiHke Poccuiickon degepaumm
OCYLLECTBNAT OpraHbl WUCMONHUTENbHOM Bractu cybbektoB Poccuiickon depepaumn,
YTBEPXAEHHOro YKa3aHHbIM NOCTaHOBNEHNEM, N3NOXUTL B CreayoLwen pegakumm:

"MpegenbHble pasmepbl ONTOBbLIX U NpefernbHble pasMepbl PO3HUYHBLIX HAAbaBoOK K
aKTUYyeCckuM OTMYCKHbIM LieHaM npou3BoauTernien Ha JeKkapCTBEHHble npenaparhl,
BKMIOYEHHbIE B MNepeyvYeHb XWU3HEHHO HeobXOAMMbIX W  BaXHEWLMX FeKapCTBEHHbIX
npenapaTos”.

2. JononHutb [lonoxeHne o PegepanbHon cnyxbe no Hag3opy B cdepe
30paBOOXpPaHEHNA U  COUMANbHOrO  pPasBUTUHA, YTBEPXKOEHHOE  MOCTaHOBMEHMEM
MpaButenbctBa Poccurckon Pegepaumm ot 30 moHa 2004 r. N 323 (CobpaHwue
3akoHogartenbctBa Poccuinckon depepauuun, 2004, N 28, ct1. 2900; 2009, N 2, cT. 244,
2010, N 35, cT1. 4574) nognyHktom 5.1.3.10 cneayrowiero cogepxaHus:

"5.1.3.10. npumMeHeHeM LUeH Ha JieKkapCTBEHHble npenapaTtbl, BKMIOYEHHble B
nepeyeHb XN3HEHHO HEOOXOANMbIX U BaXXHEWLLNX NTEKAPCTBEHHbIX NpenapaTtos;”.

3. B ab3aue cegbmom nognyHkta 5.2.1 onoxeHus o depepanbHon cnyxbe no
Tapudam, yTBepxaeHHoro nocraHosneHuem lNpasutensctea Poccuinckon denepaunm ot
30 noHa 2004 r. N 332 (CobpaHue 3akoHopaTtenbctBa Poccuiickon depepaunn, 2004,
N 29, ct.3049; 2006, N 3, ct.301; 2009, N 33, cT.4086; 2010, N9, cT.960; N 13,
cT. 1514; N 30, cT1. 4096), cnoBa "XM3HEHHO HEODXOANMbIE N BaXXHENLINE NIEKAapPCTBEHHbIE
cpeAacTBa" 3aMeHUTb CrioBamMu "nekapCTBEHHblE MpenapaTbl, BKKYEHHbIE B NepedeHb
XN3HEHHO HEOOXOAMMBIX N BaXXHENLLMX NEKapCTBEHHbIX NpenapaTos”.

4. B noctaHosneHun lNMpasutensctea Poccuinckon ®egepaumnm ot 8 aBrycta 2009 r.
N 654 "O coBepLUEHCTBOBAHUN TOCYOAPCTBEHHOIO PErynMpoBaHUA LEH Ha >XM3HEeHHO
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HeobXxoaMMble U BaHeNwWme nekapcTBeHHble cpeactea” (CobpaHue 3akoHogaTenbCTBa
Poccuinckon ®egepaunn, 2009, N 33, cT. 4086; 2010, N 2, cT. 179):

a) B HanmeHoBaHuMM M ab3auax BTOPOM M TpeTbeM MyHKkTa 1 croBa "KU3HEHHO
HeobXxoaMMble M BaXkKHEWLLME NeKapCTBEHHblE CpeacTBa" B COOTBETCTBYHOLIEM MNagexe
3aMEeHUTb CroBamMu "NMeKapCTBEHHble NpenapaThbl, BKIHOYEHHbIE B NEepeYeHb XU3HEHHO
HEeO06XOAMMbIX N BaXXHENLLNX NTEKapPCTBEHHbIX NpenapaToB” B COOTBETCTBYHOLLEM NaLEXKE;

0) B NyHKTE 2:

B ab3aue BTOPOM crnoBa "KM3HEHHO HeOOXoAMMble U BaXKHENLUNE NeKapCTBEHHbIE
cpenctea" 3aMeHUTb CroBaMu "nekapcTBEHHble npenapaThbl, BKMNIOYEHHblE B NEepeYeHb
XN3HEHHO HEOOXOANMbBIX U BaXKHENLUMX NeKapCTBEHHbIX NpenapaTtoB (ganee - XM3HEeHHO
HeobXxoguMble N BaXKHeKWLne fiekapCTBEHHbIe nNpenapaTbl)”;

B ab3aLe TpeTbeM CrioBa "NekapCTBEHHbIE CpeAcTBa" B COOTBETCTBYIOLLEM Nagexe
3aMeHUTb CroBaMu "NnekapcTBeHHbIe npenapaThbl” B COOTBETCTBYIOLLEM Nadexe;

ab3aL YeTBepTbIN NPU3HaTb YTPATUBLLMM CUNY;

B) B NyHKTax 3 - 9 crioBa "nekapcTBeHHble cpeacTBa" B COOTBETCTBYIOLLEM Nagexe
3aMeHUTb CroBaMu "NnekapcTBeHHbIe npenapaThbl” B COOTBETCTBYIOLLEM Nadexe;

r) nyHKT 10 npu3HaTb YTPaTUBLLMM CUNTY;

A) NYHKT 2 M3MEHEHUN, YTBEPXAEHHbIX YKa3aHHbIM MOCTAHOBMEHMEM, MPU3HaTb
yTpaTUBLUUM CUny;

e) B bopMe NpoToKona, yTBEPKAEHHOW yKa3aHHbIM NOCTaHOBIIEHMEM:

B HAMMEHOBaHMM CIoBa "KU3HEHHO HEeOoOXOOAUMbIX U BaXXHEWMLLUUX NeKapCTBEHHbIX
cpenctB" 3aMeHUTb CroBaMu "NMeKapCTBEHHbIX MpenapaToB, BKITHOYEHHbIX B MNepeyYeHb
XXN3HEHHO HEODXOAMMbIX U BaXHENLLMX NEKAPCTBEHHbIX NpenapaToB”;

B CHOCKax MepBOW W BTOPOM cnoBa "KM3HEHHO HeobxoaMmoe u BaxHenlwee
nekapcTBeHHOEe CpeacTBO" 3aMEHUTb CrioBamMu "nekapcTBeHHbIN npenapar, BKIHYEHHbIN
B NepeyveHb XN3HEHHO HEOOXOOUMbBIX N BaXXHENLLMX NEeKapCTBEHHbIX NpenapaTos,”.
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