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npenapaTbl, BK/IKOYEHHbIE B NEPEYEHb XNU3HEHHO HEOOXOANMbIX U BaXXHEMLLNX NIEKAPCTBEHHbIX
npenapaTtos", "lNpasunamn BeaeHns rocylapCTBEHHOro peectpa npeaesnbHbIX OTNYCKHbIX LeH
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XM3HEHHO HEOBXOAMMBIX U BaXKHEMLUMX NEKAPCTBEHHbIX NpenapaTos, B CybbekTax Poccuinckom
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865 K n
(pea. ot 03.02.2016) HokymeHT npepocTtaeneH KoHcynbTaHTlInoc

"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs... Rata coxpanerus: 05.05.2017

NPABUTENbCTBO POCCUUCKOW ®EOEPALUNU

NMOCTAHOBIJIEHUE
oT 29 okTA6ps 2010 r. N 865

O rocyaAPCTBEHHOM PETYJIMPOBAHWUU LIEH
HA NEKAPCTBEHHbIE NPEMNAPATbI, BKINIOYEHHbIE B NEPEYEHb
XU3HEHHO HEOBXOAUMbIX U BAXXHEULLUNX NEKAPCTBEHHbIX NMPEMAPATOB

CnMcoK N3MeHSLWNX JOKYMEHTOB
(8 pea. MNMoctaHoBneHun MNMpaeutenscrea P® ot 05.12.2011 N 1001,
o1 04.09.2012 N 882, ot 15.08.2014 N 816, ot 28.08.2014 N 871,
ot 04.09.2015 N 941, ot 15.09.2015 N 979, ot 03.02.2016 N 58)

B cootBetctBUM ¢ PepepanbHbiMm 3akoHOM "O6 obGpalleHun nekapCcTBeHHbIX cpeacTB" [paBuTenbCTBO
Poccuiickon degepaumm nocTaHOBNSET:

1. YTBepanTb npunaraemsole:

MpaBuna rocygapCTBEHHOW peructpaumMmM W nepeperucTpaumMm ycraHaBnvMBaeMblX MPOU3BOAUTENAMM
nekapCTBEHHbIX MpenapaToB MpedefibHbIX OTMYCKHbIX LEeH Ha NeKapCTBEHHble mnpenapaTtbl, BKIIOYEHHblE B
nepeYveHb XXU3HEHHO HEOBXOAUMBIX U BaXKHENLLNX NEKapCTBEHHbIX NPEnapaTos;

(B pea. NocTtaHoBneHus MNpasuTtensctea PP ot 15.09.2015 N 979)

lMpaBuna BegeHWs rocygapCTBEHHOro peecTpa npefenbHbIX OTNYCKHbIX LUeH npousBoauTenen Ha
nekapcTBeHHblE Mpenaparbl, BKIIIOYEHHbIE B NepeYeHb XXM3HEHHO HEeoOXOOUMbBIX U BaXKHEMLIMX JNEKapCTBEHHbIX
npenaparos;

lMpaBuna ycTaHOBNEHMS NpeaenbHbIX pasMepoB OMTOBbLIX U NpeAesibHbIX Pa3MepPOB PO3HUYHbIX HaAOaBoOK K
aKTU4ECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHbLIM MPOM3BOAUTENSIMU NMEKapCTBEHHbIX NpenapaToB, BKIHOYEHHbIX
B MepeyeHb XM3HEHHO HeobXOAMMbIX W BadKHEWLMX FeKapCTBEHHbIX npenapaTtoB, B cybbekTtax Poccuickon
depepauymuy;

(8 pea. NoctaHoBneHus Mpaeutensctea PO ot 03.02.2016 N 58)

N3MeHeHwusi, koTopble BHocATcs B [loctaHoBneHus lMNpasuTtensctBa Poccuickon ®egepaummn no Bonpocam,
CBSA3aHHbIM C PErynnpoBaHMeM LeH Ha XN3HEHHO HEODXOAMMbIE U BaXHENLLNe NnekapCTBeHHbIE CPeacTBa.

2. TpepenbHble OTMYCKHbIE LEHbI MPOU3BOOAUTENEN HA >KU3HEHHO HEOOXOOUMbIE W BaXHeWwne
nekapcTBeHHble CpeACcTBa, 3aperncTpupoBaHHbIe 40 BCTYMMEeHUs B cuny HacTtoswero NoctaHoBneHus, noanexar
BKIMIOYEHNIO B FOCYOQAapCTBEHHBLIA peecTp npeferibHbiX OTMAYCKHbIX LieH Mpou3BoauTene Ha neKapCTBeHHble
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLUMNX NEKapCTBEHHbIX NpenapaTos.

3. 3apeructpupoBaHHble 0o 26 oktsbpsa 2010 r.:

npegenbHble OTNYCKHbIE LieHbl MHOCTPaHHbIX Npou3BoauTenen B MHOCTPAHHOM BaroTe Ha feKkapCTBEHHbIE
npenapaTbl, BKIIOYEHHbIE B MepeyeHb XWU3HEHHO HeobXOoOAMMbIX W BaXHEWLIMX JeKapCTBEHHbIX MNpenapaTos,
nognexat nepecyety oo 1 gekabpsa 2010 r. B pybnu no kypcy LleHTpanbHoro 6aHka Poccunckon ®epepauum Ha 1
Hosbps 2010 r. (6e3 npeactaBneHus 3asiBNeHMS MNpPOM3BOAUTENENW O nepecyeTe LUEHbl) C BHECEHVEM
COOTBETCTBYHOLUNX U3MEHEHWA B FOCyAapCTBEHHbI peecTp npedernbHbIX OTMYCKHbIX LEeH npousBoguTenen Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepevYeHb XM3HEHHO HeobXOoOUMbIX U BaXKHEMLLMX JeKapCTBEHHbIX
npenaparos;

npeaenbHble OTNYCKHbIE LIeHbl POCCUMCKUX NPOM3BOAUTENEN Ha NeKapCTBEHHbIE NpenapaTbl, BKIIOYEHHbIE B
nepeyveHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUMX FeKapCTBEHHbIX MpenapaToB, nognexar wmHaekcaumm c 1
Hosbps 2010 r. ncxoas M3 MPOrHO3MPYEMOro YPOBHSA MHMNSLMKU, ycTaHoBneHHoro Ha 2011 rog ®enepanbHbiM
3akoHoMm "O depepanbHom Brogxkete Ha 2010 rog u Ha nnaHoBbld nepuog 2011 1 2012 rogos", ¢ BHECEHUEM
COOTBETCTBYIOLLMX W3MEHEHUA B roCyAapCTBEHHbIA peecTp MpedernbHbIX OTMYCKHbIX LeH npou3BoauTenen Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepevYeHb XM3HEHHO HeobXOoOUMbIX U BaXKHEMLIMX JeKapCTBEHHbIX
npenapaTos.

4. MwuHucTepcTBy 3apaBooxpaHeHus Poccuiickon ®depepaumm no cornacoBaHuioo ¢ MuHucTepcTBOM
NPOMBILLIEHHOCTM 1 Toproenu Poccuiickon degepaumm, MMHUCTEPCTBOM 9KOHOMUYECKOro passButms Poccuickon
depepaummn, MuHucTEpcTBOM Tpyga M coumanbHon 3awmtbl Poccunckon Pepepauun, MuHUCTEPCTBOM
pernoHanbHoro pasputus Poccuiickon ®Pepepauun, denepanbHON aHTUMOHOMOMbHOW cnyx6on, PepepanbHon
cnyxbon no Haasopy B cdepe 3awmTbl npaB notpebutenen u Gnarononyunsa yenoseka, PepepanbHbIM
areHTCTBOM Hay4HbIX opraHusaumm u MuHuctepctBoM prHaHcoB Poccuinckon depepaumm exerogHo, He nosaHee
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865
(pea. ot 03.02.2016)
"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[arta coxpaHeHusi: 05.05.2017

15 okTs0ps1, NnpeacTaBnaTb B [paBuTenbcTBo Poccuiickon degepaumm NpoekT NepeyHs XXU3HEHHO HeOBXoaMMbIX
N BaXXHEWNLLMX NeKapCTBEHHbIX NpenapaTos.
(B pea. MNoctaHoBneHun MNMpaeutensctea PP ot 04.09.2012 N 882, ot 28.08.2014 N 871)

5. MuHucTepcTBY NpOMBbILLIIEHHOCTU U Toproenu Poccuickon ®enepaumm no cornacosaHuio ¢ degepansHon
cnyxbon no Ttapudam po 1 anpens 2011 r. paspabotate M yTBEpAUTH MNOPALAOK BeOEHUS POCCUMCKUMU
npov3BoauTENAMU yyeTa OOXOAO0B M pacxOO4oB MO NPOUM3BOACTBY NEKapCTBEHHbIX MpenapartoB, BKMIOYEHHbIX B
nepeYeHb XU3HEHHO HEOBXOAMMbBIX N BaXXHEMWLUNX NeKapCTBEHHbIX NpenapaTtoB, pasfenbHO OT yyeTa A0XO040B U
pacxofoB B OTHOLLEHUM APYIMX NeKapCTBEHHbIX NpenapaTos.

6. MpusHaTb yTpaTUBLLUMMK CUTY:

MoctaHoBneHue lNpaButensctBa Poccunckon ®Pepgepaumm ot 9 Hoabps 2001 r. N 782 "O rocyaapCTBEHHOM
perynupoBaHum LieH Ha fnekapcTBeHHble cpeacTBa” (CobpaHue 3akoHopaTtenscTBa Poccuiickon ®egepaunn, 2001,
N 47, cT. 4448);

MoctaHoBneHne [lpaButensctBa Poccuiickon ®egepaumm ot 17 oktabpa 2005 r. N 619 "O
COBEpPLUEHCTBOBAHMM TOCYAapCTBEHHOIO pPErynvpoBaHWsl LIEH Ha nekapcTBeHHble cpeactBa” (CobpaHue
3akoHopartenbcTBa Poccuickon ®enepauun, 2005, N 43, cT. 4400);

NyHKT 3 U3MEHEeHWW, KoTopble BHOCATCA B akTol [MpaButensctBa Poccuickon $Pegepauun no Bonpocam
gesaTenbHocT MuHMCTEpcTBa npoMmbiWneHHocTn u  ToproBnu  Poccuickon ®egepauun, yTBEPXKOEHHbIX
MoctaHoBneHnem [paButensctBa Poccunckon ®egepauum o1 7 wmoHa 2008 r. N 441 (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 2008, N 24, cT. 2869);

nyHkT 1 TMocTtaHoBneHus [MpaButensctea Poccuiickon ®epepaumm ot 30 gekabpsa 2009 r. N 1116 "O
BHECEHUM MN3MeHeHun B HekoTopble [locTaHoBneHus [lpaButenbctBa Poccuiickon degepaumm no Bonpocam,
CBSI3@aHHbIM C PEryrMpoBaHUEM LIEH Ha >XM3HEHHO HeobxoaWMble W BaXKHeWLIME JieKapCTBEHHble cpeacTsa”
(CobpaHnue 3akoHogaTenscTBa Poccuickon Pegepaumm, 2010, N 2, cT. 179).

Mpencenatens MNpaButenbcTea
Poccuickon denepaumm
B.MYTWH

YTBEPXOEHDI

MocTtaHoBneHnem lNpaButenbcTBa
Poccuitckon denepaumm

oT 29 okTabps 2010 r. N 865

NMPABUNA
rOCYOAPCTBEHHOW PETMCTPALIUM U NEPEPEMUCTPALMA
YCTAHABJIIMBAEMbIX MPOU3BOAOUTENAMN NEKAPCTBEHHbIX NMPEMAPATOB
NPEQENBbHbLIX OTNYCKHbIX LLEH HA NEKAPCTBEHHbIE MPEMAPATbI,
BKITIOYEHHbIE B NEPEYEHb )KU3HEHHO HEOBXOANMBbIX
U BAXHEWLUNX NEKAPCTBEHHbIX NMPEMNAPATOB

Cnuncok n3MeHsILWUX AOKYMEHTOB
(B pea. MoctaHoBneHus Mpasutensctea P® ot 15.09.2015 N 979)

1. Hactoswue [lpaBuna ycTaHaBnMBalT MNOPSAOK OCYLECTBMEHUSA TOCYSAPCTBEHHOW peructpauum u
nepeperucTpaumm ycTaHaBfMBaeMbIX MPOU3BOAUTENSIMU rOCY4ApPCTB - 4reHoB EBpasumnckoro 3KOHOMUYECKOTO
COH3a M MHOCTPAHHBLIMWU MPOM3BOOUTENSIMUN NIEKAPCTBEHHbLIX NMpenapaToB (ganee - NpovM3BoguTeNn) nNpeaenbHbIX
OTMYCKHbIX LIEH HA NEKApPCTBEHHbIE NpenapaTtbl, BKMIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHENLINX
NEeKapCTBEHHbIX MpenapaTtoB, €XerogHo yrteepxaaembin [NpaButenbctBom Poccuiickon depepaunm (ganee -
nekapcTBeHHble npenaparbl).

2. TocypapcTBeHHas perncrTpaumsi U nepeperncrpaumsi npenerbHbiX OTMYCKHbIX LIeH MPOU3BOAMTENEN Ha
NeKapCTBEHHbIE NpenapaTbl OCYLLEeCTBNSAETCA B pyOnsax.

3. MuHucTtepcTBO 3apaBooxpaHeHust Poccuickon defepaumm OCyLWECTBNSET peructpauuio npeaensHon
OTNYCKHOWN LieHbl NPOWU3BOAMTENS Ha NEeKapCTBEHHbIW MnpenapaT, ee nepeperncrpaunio, BHECEHUE YyKasaHHOW
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865
(pea. ot 03.02.2016)
"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[arta coxpaHeHusi: 05.05.2017

3aperMcTpupoBaHHON (MepeperncTpupoBaHHON) npedenbHOW OTMYCKHOW UeHbl B TOCY4apCTBEHHbIN peecTp
npefenbHbIX OTMNYCKHbIX LEeH MNpouM3BoAUTENENn Ha mnekapCcTBEHHble npenapatbl, BKMIOYEHHble B MNepeyeHb
XN3HEHHO HEODOXOAMMBIX N BaXKHEWLLMNX JIEKapCTBEHHbIX NpenapaToB (ganee - rocygapCTBeHHbIN peecTp), Bbigavy
Jepxartento unu BnagensLy perncTpaumoHHOro yaA0CTOBEPEHUSA NeKapCTBEHHOro npenapara (ynonHOMOYEHHOMY
UM nuuy) BbINUCKM M3 npukasza MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon depepaumm o0 rocyaapCTBEHHON
pernctpauumu (nepepermctpawmmn) npegenbHOn OTNYCKHOM LeHbl MPOM3BOANTENS HA NEKapCTBEHHbIN Npenapar.

4. [Ina rocynapCTBEHHOW perncrTpaumm u nepeperucrpaumm npegensHon OTNYCKHOWM LieHbl NPOU3BOAUTENS
Ha nekapcTBeHHbIN npenapat B MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon depepauum npeacraBnsaoTcA
cneayoLmne AOKyMeHThbl (Ha ByMaXHOM HOcuTerne B 2 3K3eMnngapax U B 3NeKTPOHHOM Buae):

a) 3asiBfieHne O perucTpauum WUnuM nepeperucTpauun npegenbHOW OTMYCKHOW LUEeHbl MPOU3BOAUTENS Ha
NneKkapcTBEHHbIM npenapat no dopme, yTBepxaaemon MUHUCTEPCTBOM 34paBooOxpaHeHus Poccunckon
depepaumun, cogepxallee criefyolime ceefeHus:

HaumeHoBaHMe Jepxatens wnu Bragenbla perucTpaLMoHHOrO  YAOCTOBEPEHUSA  feKapCTBEHHOro
npenapaTta, agpec SMneKTPOHHOW NOoYTbl, HAMMEHOBaHMe NPOU3BOAUTENSA, MECTO HaXOXAEHUS MPOU3BOACTBEHHbIX
NnoLaaoK, y4acTBYIOLLMX B NpoLiecce NpoM3BOACTBA NekapCTBEHHOro npenapara, ¢ ykasaHmeM ctaguu npolecca
NpOu3BOACTBA;

HanmMeHoBaHMe NekapCTBEHHOro npenapaTa (MexayHapogHoe HenaTeHTOBAHHOE, UMW rPYNNUPOBOYHOE, UMK
XUMUYECKOE U TOProBOE HAaMMEHOBaHUS);

HOMEep pPerncTpaunoHHOrO YAOCTOBEPEHUS TeKapCTBEHHOMO Npenapara;

nekapcTBeHHast opma C YyKa3aHMeM [O3UPOBKU JIEKAPCTBEHHOrO Mnpenaparta M ero Konuyectsa BO
BTOPWYHOM (MOTPEeOUTENBCKOW) YNaKoBKe, a TAaKkKe KOMMIEKTHOCTb;

LUTPUXOBOW KOA, HAHECEHHbBIN Ha BTOPUYHYIO (MOTPeOUTENbCKYI) YNAaKoBKY fleKapCTBEHHOMO Npenapara;

KOO ~ nekapCcTBEHHOro  npenapata nNo  aHaToOMO-TepaneBTUYEeCKO-XMMUYECKOW  Krnaccudukaumu,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooxXpaHeHus;

KO NekapCTBEHHOro npenapaTa B cooTBeTcTBUM ¢ OBLLEPOCCMINCKMM KnaccudmkaTopom Npoaykuumn u (unm)
eavHon ToBapHOW HOMEHKNaTYpPOM BHELLHEIKOHOMUYECKOW AeaTenbHOCTU EBpa3snnckoro 3KOHOMMYECKoro coo3sa;

npegenbHas OTNyCKHas LieHa NPOu3BOAMTENS Ha NEKapCTBEHHbIV NpenapaT, paccyMTaHHas B COOTBETCTBUM
C MeTOAMKOM pacyeTa yCTaHaBNMBaEMbIX MPOM3BOAUTENSMU NIEKAPCTBEHHbIX NpenapaToB NpeaenbHbIX OTMYCKHbIX
LEeH Ha neKapCTBEHHble npenapaTbl, BKMAYEHHbIE B MEPEeYEHb XMU3HEHHO HEOOXOOAUMbBIX W  BaXKHEWMLLNX
NEeKapCTBEHHbIX NpenapaToB, MNPW WX FOCYAAPCTBEHHOM perucTpauuMm u nepeperucrpaumv, yTBEpPXAEHHON
noctaHoeneHuem [lpaButensctBa Poccunckon Pepepauum ot 15 ceHTtabpsa 2015 r. N 979 "O BHeceHuun
n3meHeHn B nocTtaHoBneHue [lpaButenbctBa Poccunckon depepaumm ot 29 oktsabpss 2010 r. N 865 mn o6
YTBEPXOEHUN METOAMKU pacyeTa yCcTaHaBNMBaeMbIX MPOU3BOAUTENSIMU NEKapCTBEHHbIX NpenapaToB npeaenbHbIX
OTMNYCKHbIX LIEH HA NEKApCTBEHHbIE Npenaparbl, BKMYEHHbIE B NEpPeYeHb XN3HEHHO HEOOXOOUMBIX U BaXKHENLLMX
nekapcTBEHHbIX NpenapaToB, NPW NX rocy4apCTBEHHOW perucTpaLumm u nepepeructpaumun” (ganee - metoauka);

noanunck 1 pacumngposka NOANMCKU YNONHOMOYEHHOro nuua, A0MKHOCTb, KOHTaKTHbIE TenedOoHbl;

©0) konusa NUUEH3UN Ha NPOM3BOACTBO fIEKAPCTBEHHbIX CPEACTB;

B) KOMWsi permcTpaumoHHOro yaoCToBepEeHNs NnekapCTBEHHOro npenapara;

r) cnegyrowne OKYMEHTbI, MpeacTaBnsiemMble ¢ y4eToM TpeboBaHUN METOLMKN:

cBegeHnss o6 obbemMax M uUeHax OTNycka Haxogswmxcs B obpaweHun B Poccuiickon ®Pegepauun
nekapCTBEHHbIX NpenapaToB NPOM3BOACTBA FOCYAapCTB - YNeHoB EBpasmmnckoro SkOHOMMYECKOroO COH3a;

pacyeT npefernbHbIX OTMYCKHbIX LIEH Ha JIeKapCTBEHHbIE MpenapaTtbl NPOU3BOACTBA rOCYAAPCTB - YJIEHOB
EBpa3niickoro akOHOMMYECKOro Cok3a, MPeAcTaBnseMbIX Ha roCy4apCTBEHHYIO PerMcTpauuio;

pacyeT npefernbHbIX OTMYCKHbIX LIeH Ha fieKkapCTBEHHble MpenapaTtbl NPOW3BOACTBA rOCYAApCTB - UNEeHOB
EBpasunickoro SKOHOMUYECKOro coto3a, NpeacTaBnsieMblX Ha roCcyAapCTBEHHYIO NepeperucTpaLmio;

060CHOBaHWE npedenbHbIX OTMYCKHbIX LIeH Ha JekapCTBEHHble Npenapartbl, BKIHOYEHHbIE B MNEpeYeHb
XN3HEHHO HEOOXOAMMbBIX W BaXKHEWMLUUX JEKAapCTBEHHbIX MpenapaToB, NpPeAcTaBMsieMbIX Ha rOCY4apCTBEHHYHO
perncTpaumuio unm nepeperncTpaumio;

cBefeHMss 06 obbemax M LeHax BBO3a JIEKAPCTBEHHbLIX MpenapaTtoB WHOCTPAHHOIO MNPOM3BOACTBA,
HaxogsAwWmxcsa B obpaweHun Ha TeppuTtopun Poccurickon ®epepauuu;

pacyeT npefenbHbIX OTMYCKHbIX LEH Ha JleKapCTBEHHble npenapaTbl WHOCTPAHHONO NPOU3BOACTBA,
NpeAcCTaBnsieMbIX Ha roCy4apCTBEHHYO PErMcTpauuio.

5. MuHucTepcTBo 3apaBooxpaHeHusi Poccuiickon ®egepaumy He Bnpase TpeboBaTb y Aepxartens wunu
Bnagernbua perncrpauuoHHOro yAOCTOBEPEHUS FeKapCTBEHHOro mnpenapata (YNOMHOMOYEHHOro um  nuua)
npeacTaBneHns KONu OOKYMEHTOB, MPegyCMOTPEHHbIX MoamnyHkTamu "6" n "B" nmyHkTa 4 HacTtoswwmx [lpaswn.
Oepxatenb unu sBnagenel perncTpaLnoHHOro yaoCcToOBEPEHUs NeKapCTBEHHOro npenapata (YnonHOMOYEHHOE UM
NuUO) BNpaee NpeacTaBUTb KOMUU YKa3aHHbIX AOKYMEHTOB N0 COGCTBEHHOM UHULMATUBE.
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"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs... Rata coxpanerus: 05.05.2017

6. B cnyyae npeacrtaBneHus gepxartenem wunM  BrnagenbueM  perncTpaumMoHHOro  yAoCTOBEpPEHUs
NeKapCcTBEHHOro npenaparta (ynomHOMOYEHHbIM UM NMLIOM) 3asiBIEHNs] O perMcTpaunm npeaenibHon OTMyCKHOW
LEeHbl MPOU3BOAUTENSI Ha NEKapCTBEHHbIN MnpenapaT OO0 UcTedeHuss 3 NeT CO AOHS MPUHATUS pelleHust o
UCKINIOYEHMM NpeaernbHOW OTMYCKHOW LieHbl Ha 3asiBNSEMbI NEeKapCTBEHHbIM npenapat M3 rocygapCTBEHHOro
peectpa, NPUHATOrO Ha OCHOBAHWW 3asiBIEHWs1 3TOr0 AepXaTens wnu Bragenbua pernctpaumoHHOro
yOOCTOBEPEHUS NEKapCTBEHHOro npenapaTa (YNnonMHOMOYEHHOro UM nuua), 3asBneHHasi npegenbHas OTnycKHas
LeHa He MOXeT NpeBblLlaTh PaHee NCKIMIOYEHHYIO.

7. MuHuctepctBo 3apaBooxpaHeHusi Poccurickon degepaumm B TedeHne 15 pabounx gHenm co OHs
obpalleHns pepxaTtensa wnu Bragenbua pPerucTpauMoHHOro yAOCTOBEPEHUs! feKkapCTBEHHOro mnpenapaTa
(YNnoONHOMOYEHHOro nM nuua):

a) OCYLLEeCTBMSIET NPOBEPKY MOMHOTbLI NMPeACTaBIEHHbIX B COOTBETCTBMM C MYHKTOM 4 HacTosiwmx [paBun
OOKYMEHTOB (garnee - AOKYMEHThI) N COAepKalLMXCS B HAX CBEAEHWI;

0) B cnyyae ecnu pepxatenb WAM Brageney perncTpalMoHHOro yAOCTOBEPEHUSI JEKapCTBEHHOMO
npenapaTta (YNnofIHOMOYEHHOE MM N1LO) HEe NpeacTaBuIT:

KOMWMIO PErncTpaLMoOHHOrO YAOCTOBEPEHMS Ha JleKapCTBEHHbIM Npenapart, - MNpoBepsieT CBeAEeHUs O
rocy4apCTBEHHOW perucTpalumm nekapCTBEHHOro npenaparta Ha OCHOBaHWM AaHHbIX FOCYAapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPeacTs;

KOMUIO IMUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACcTB, - 3anpalmnBaeT U Mony4vyaeT B Mnopsake
MEXBEOOMCTBEHHOIO MHMOPMAaLMOHHOIO B3ammoaencTeust oT MuHMCTEpCTBa MPOMBILSIEHHOCTM U TOProBnu
Poccuinckon ®epepaumn  MHpOpMauuio O HanMuuu NO  AaHHbIM - peecTpa  NULEH3MA Ha NpOM3BOACTBO
NeKapCTBEHHbIX CPeAcTB ANA MeOWMUMHCKOrO NMPUMEHEHWs COOTBETCTBYIOLLEN IULEH3UM Yy npou3BoauTens (B
OTHOLLUEHMN POCCUNCKOrO MPON3BOANTENS);

B) MPOBOAMT B COOTBETCTBUM C METOAMKOW MPOBEPKY MpenenibHOM OTMYCKHOW LieHbl NMPOW3BOAMTENS Ha
NeKapCTBEHHbIN NpenapaTt A4S peleHna Bonpoca O HanpasneHun 1 ak3emnnsipa AokymeHToB B deneparbHyto
aHTUMOHOMOJIbHYIO CNYXOY;

r) npyHMMaeT pelleHne ob OTKase B rOCyAapCTBEHHOW perucrpauuum unu nepeperncrpauum npegenbHomn
OTNYCKHOM LiEeHbl MPOM3BOOUTENSA Ha JIEKAPCTBEHHbIN nNpenapat B Clydae OTCYTCTBMS B NpeacTaBlEHHbIX
OOKYMEHTax HeobOXOAMMbIX CBEAEHUN, BbIABMEHMS COAEPXKALLUMXCA B HMX HEOOCTOBEPHbLIX CBEAEHUA UMK
NpeBbILEHUs 3asBNEHHON NpeaenbHON OTMYCKHOWM LeHbl Npu nogade 3asiBneHus ¢ y4eTom TpeboBaHui nyHkTa 6
HacToswwmx NpaBun, a Takke B criydae HenpeacTaBneHUs cBefeHU B COOTBETCTBUM C NyHKTOM 10 HacTosLwmx
Mpasun.

8. depepanbHas aHTMMOHOMNOMbHaA cnyxba B TedeHme 15 pabouux gHen co AHA NOMy4YeHWs AOKYMEHTOB
NpoBOAMT B COOTBETCTBUM C METOAUKON SKOHOMUYECKUI aHanu3 npegernbHOM OTMYCKHOW LieHbl Npou3BoanTens Ha
NeKapCTBEHHbIN Npenapar, a Takke NpUHMMaeT M HanpasnseT B MUHUCTEPCTBO 34paBooxpaHeHus Poccumnckon
denepaummn pelleHne O COrfacoBaHUM YyKa3aHHOW MpefernbHOM OTMYCKHOM LeHbl unnm o6 oTkase B ee
corrnacoBaHuu (C U3NoXeHWeM NpuUYnH oTKasa).

9. MunHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®enepaumm B TedeHne 5 paboumx gHer co gHSA NonyyYeHus
peweHns degepanbHON  aHTUMOHOMOSMBHOW  CAyXObl O coOrnacoBaHWM MNPeferibHOM  OTMYCKHOW  LEeHbI
npov3BOaUTENSA Ha JeKapCTBEHHbIN npenapaT unu o6 oTkase B e€e CorfacoBaHMM MNPUHMMAET peLleHne o
rocy4apCTBEHHOW perncrpaumm wunm nepepernctpauum npegenbHoM OTMYCKHOM LieHbl MNPOU3BOAMTENS Ha
NeKapCTBEHHbIN npenapaT unu ob oTkase B roCygapCTBEHHOW perncTpauum ykasaHHOW LieHbl C y4EeTOM peLUeHus,
npuHaToro degepanbHON aHTUMOHOMOSBHOW CryXOO0M.

10. B cnyyae HeobGXOAMMOCTM YTOYHEHUS] CBEOEHWUN, COAEPXaLMXCA B NPEenCTaBMEHHbIX OOKYMEHTax,
nony4YeHust OOMOSNTHUTENbHON HeoOXOoOMMOW MHOpMauuM AepXaTenb WAM  BNageney, perucTpaumMoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapata (YNOMHOMOYEHHOe UM  Nuuo) npeacTaBngeT Mo 3anpocy
MwuHucTepcTBa 3gpaBooxpaHeHust Poccuiickorn deanepaumm COOTBETCTBYIOLLYKO AOKYMEHTanbHO O(OpMMEHHY0
nHpopmaumo. MNpu 9TOM CPOK PacCMOTPEHUSI OOKYMEHTOB, NpefyCMOTPEHHbIA MyHKTOM 7 HacTodAwmx [lpaswun,
yBenuumeaeTcs He 6onee 4yem Ha 10 paboumnx gHeN.

B cnyyae HeobOXoAMMOCTM YTOYHEHWUS CBEOEHMI, COAEpXalMXcA B MNPEACTaBMEHHbIX [OKYMeHTaXx,
nony4YeHnst [OMNOSIHUTENBHOMW HeobXxoouMMon MHdOopMauun gepxatens WnM  Briagenel pPerucTpauymoHHOro
YOOCTOBEPEHMS NIEKAPCTBEHHOrO npenapara (ynofIHOMOYEHHOE UM JULO), FOpUanYeckMe nuua, oCyLLecTBAsoWmne
OEeATenbHOCTb Mpu obpalleHMM NeKapCTBEHHbIX CPEACTB, OpraHbl MCMOMHUTENbHOW BracTv B npegenax ux
KOMMEeTEHUUN MpeacTaBnaoT no 3anpocy PepepanbHOWM aAHTUMOHOMOSBHOM CRYXObl  COOTBETCTBYHOLLYHO
OOKYMEHTanbHO 0GOpMIIEHHYK MHGOopMaLmMio. [pu 3TOM CPOK PacCMOTPEHUSI OOKYMEHTOB, NMpenyCMOTPEHHbIN
nyHkToM 8 HacToswwmx NMpaswun, yBennunBaetcs He 6onee yem Ha 10 pabouunx gHewn.

[Mpn HenocTynneHun OT AepxaTens unu Bnagenbla perncTpaumoHHOro YAOCTOBEPEHMSI NEeKapCTBEHHOro
npenapata (YNnonHOMOYEHHOrO MM nuua) B npefenax YCTaHOBMNEHHOro Cpoka 3anpoLUeHHOW [OKYMEHTarnbHO
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odopmrieHHon mHGopmauun degepanbHass aHTMMOHOMONbHaA cnyxba B TedeHne 5 paboumx OHeN co OHs
NCTEYEHMs Cpoka ee MpeacTaBneHusl NpMHUMaeT pelleHne ob oTkase B COrnacoBaHWW NpederibHON OTMYCKHOMW
LUeHbl NpousBoAMTENA Ha NeKapCTBEHHbI npenapaT M HanpaeBnseT ero B MMHUCTEPCTBO 34paBOOXpaHEHUs
Poccuiickon depepaumm, koTopoe B TedeHuMe 5 paboumx gHen CO AHS MOMy4YeHus 3TOro peLleHus npuHMMaeT
peweHne 06 OTKase B rOCYAapCTBEHHOW peructpaumM wnv nepepermctpaumm ykasaHHOW LeHbl, O 4eM B
NMCbMEHHON dopMe  yBeOoOMMseT AepxaTtens WM - Bnagenbua  perMcTpaurvoHHOro  YAOCTOBEPEHWUS
nekapcTBeHHOro npenapata (YnorHOMOYEHHOE UM fnLO).

11. B cnyyae npuvHATUA pelleHuMs O rocy4apCTBEHHOW perucrpauumn unm nepepeructpauum npeaenbHom
OTNYCKHOWM LieHbl MPOM3BOAUTENS Ha MekapCTBEHHbIM npenapat MuHucTepcTBO 3apaBooxpaHeHus Poccunckon
denepaumn BHOCUT COOTBETCTBYIOLIME AaHHbIE B rOCYAapCTBEHHbIA peecTp, BblAaeT AepxaTenio nnun snagensuy
perncTpauMoHHOro YyOOCTOBEPEHMS JeKapCTBEHHOro npenapaTta (YNoNHOMOYEHHOMY WM Nuuy) BbIMUCKY U3
npykasa O rocygapCTBEHHOW perucrtpaumm unu nepeperucrpaumm npegenbHon OTNYCKHOW LieHbl NPOU3BOAUTENS
Ha nekapcTBEHHbIN NpenapaT U pa3MeLlaeT COOTBETCTBYOLLYIO MHOPMaLUM0 Ha cBoeM oduLManbHOM canTe B
MHOPMAaLMOHHO-TENEKOMMYHMKALMOHHOM ceTh "UHTepHeT".

12. B cny4ae nNpuHATMA pelleHMs o6 oTka3e B roCydapCTBEHHOW peructpaumvM unv nepeperncrpauuu
npegenbHoOn OTMYCKHOW LieHbl NMPOM3BOAMTENS Ha NeKapCTBEHHbIM npenapaTt MuHMCTepCTBO 34paBOOXpaHeHus
Poccuiickon ®depepaumm  yBegomnsieT  gepxaTens  wnu  BRagenbua  perucTpauMoHHOro  yAOCTOBEpEeHWSs
nekapCcTBEHHOro npenapaTta (YnofHOMOYEHHOE WM IULO) B MUCbMEHHOM (OpMe O MPUHATOM pelleHumn (c
N3MNOXEHNEM NPUYUH OTKa3a).

13. OcHoBaHMeM ans oTkasa B cornacoBaHun PegeparnbHOM aHTUMOHOMOMbHOM CNY60oW rocygapCTBEHHOM
perncTpaumm unu nepeperncTpavum npenenbHon oTNyCKHOW LieHbl NPOU3BOAMTENSA Ha NeKapCTBEHHbIN npenapar,
OoTKasa B rocygapCTBEHHOW perucrpaumm unu nepepermvcrpaumm MuHMCTEPCTBOM 34paBooxpaHeHns Poccuickon
denepaumun npegenbHOM OTMAYCKHOW LUeHbl NPOW3BOAMTENS Ha NekapCTBEHHbLIN Mpenapat C y4eToM pelleHus,
npuHaToro ®egepanbHON aHTUMOHOMOMLHOW CryXbown, sBnsieTcs:

a) npeAcTaBrieHe He4OCTOBEPHbIX CBEAEHWUI;

©0) npeacTaBneHne JOKYMEHTOB B HEMOJIHOM 0ObeMe 1 (Mnn) HENOMHOTA COAEPXKALLUUXCHA B HAUX CBEAEHUN;

B) npeBbllleHne NpeacTaBNeHHON AN rocygapCTBEHHON perucTpauum nnv nepeperncrpaumn npeaensHomn
OTNYCKHOW LieHbl MPOU3BOAUTENS Ha JIeKapCTBEHHbIN npenapaTt Hag LeHOW, pacCYMTaHHOW B COOTBETCTBUM C
METOANKON.

14. PeweHne o6 oTkase B rocyqapCTBEHHOW percrpauun unm nepeperucrpaumm npeaenbHon OTMYCKHOM
LeHbl MPOU3BOAUTENS Ha NeKapCTBEHHbIV NpenapaTt MoxeT ObiTb o6xanosBaHo B cygebHoM nopsiake.

15. [Insa rocygapCTBEHHON perncTpaumm npegenbHblX OTNYCKHbIX LieH Npon3BoAMTenen Ha NekapcTBEHHbIe
npenapaTbl, He MNoOcCTynaBwue B obOpalwieHne Ha Tepputopumn Poccunckon Pepepaummn, Kpome [OKYMEHTOB,
npeacTaBnSAOTCS:

a) Nnpou3BoaANTENSAMM rocynapcTB - YreHoB EBpa3nmnckoro 3KOHOMMYECKOro cosa:

pacyeT pacxo[oB, CBA3aHHbIX C pa3paboTKon, NPOM3BOACTBOM M peanusalmen nekapcTBEHHOrO npenapara,
C npeAcTaBneHnemM HeOOXOAMMbIX JOKYMEHTOB;

JaHHble 00 y4yeTHOW MonuTMKe MpeanpuaTMs B YacTUM  cnocoba ydeTa W pacnpegeneHuvs
06LLenpon3BoACTBEHHbLIX U OBLLEXO3SINCTBEHHbBIX PACXOA0B Ha cebeCTOMMOCTb NekapCTBEHHbIX NpenapaTos;

AaHHble, [OOKYMeHTanbHO noareBepxawwme cymmy o6Lenpon3BOACTBEHHbIX UM OBLLEXO3SNCTBEHHbIX
pacxonos;

uHdopmaums o crnocobe OTHeCeHMs OOLLEenPON3BOACTBEHHbLIX U OOLEXO3SMCTBEHHbIX PacxodoB Ha
cebecToMMOCTb KOHKPETHOIO NIekapCTBEHHOMO Npenapara;

AaHHble 00 obbemax BbiMycka JlekapCTBEHHOrO npenapara, ero yaenbHoM Bece B obuwem obbeme
NPOV3BOAUMbIX eKapCTBEHHbIX NpenapaTos;

AOKYMEHTanbHOe noaTBepXaeHue M pacwmndpoBka 3atpaTt, 3aHUMMalwLwWwmx Hanbonbluni yaenbHbld BeC B
cebecToMMocTM NpenapaTos.;

pacwmdpoBKa pacxodoB Ha MPOUM3BOACTBO JEKApPCTBEHHOro mnpenapata no cratbsam "Cobipbe" 1
"MaTtepuansl", a Takke JOKYMeHTarnbHoe NoATBeEpPXAeHNe pacxoaoB MO YKa3aHHbIM CTaTbsM;

0) npousBoAMNTENSIMA TFOCYOAPCTB - 4NeHoB EBpPasMMCKOro 3SKOHOMMYECKOrO COH3a, MNITaHUPYHLLUMU
OCYLLECTBMAATb NEPBUYHYIO U (MNN) BTOPUYHYIO YMaKOBKY NekapCTBEHHOro npenapata B Poccunckon ®enepauun,
agepxatenem  WnM  BNagenbueM  pPerncrpauuoHHOro  yAOCTOBEPEHWS  FIeKapCTBEHHOro  mnpenapara
(ynOfTHOMOYEHHbIM MM fMLOM) B Clyvae OTCYTCTBMS 3apermcTpyMpoBaHHOW npedenbHOW OTMYCKHOM  LEHbl
WHOCTPAHHOIO MPOU3BOAMTENS Ha 3TOT NEKapCTBEHHbIV MpenapaT - pasMep MWHUMAanbHOW OTMYCKHOW LeHb
npoussogutens (6e3 ydyeTa HaMMEHOBaHWUS MNPOM3BOACTBEHHbLIX MIOWAA0K, YYacTBYWOLWMX B npouecce
Npou3BOACTBA) Ha NEKapCTBEHHbIM NpenapaT B CTpaHax, ykasaHHbIX B npunoxeHun N 4 Kk MeToauke, ¢ y4eToMm
pacxodoB, CBSA3a@HHbIX C TaMOXEHHbIM OMOPMIIEHNEM (TaMOXEHHbIX MOWMH KM CcOOpOB 3a TaMOXeHHoe
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odhopMreHune), a Takke ceegeHus (Mo BbibOpy AepxaTens vwnu Bnagenbua perncrpauyoHHOro yaoCTOBEPEHNUS
nekapcTBeHHOro npenapara (ynomHOMOYEHHOro MM Nnvua), NoATBEpXAalolWme MnpeacTaBneHHY MUHUMAanNbHYO
OTMYCKHYK LEHy MpoOuM3BOAUTENS Ha JleKapCTBEHHbIM npenapaT (Ha OymaXHOM HocuTerne C 3aBEepeHHbIM B
YCTaHOBMNEHHOM NOpSAKe NePEBOAOM Ha PYCCKUN A3bIK);

B) WHOCTpPaHHbIMW NPOU3BOAUTENSMU - pasMep MUHUMAnNbHOW OTMYCKHOW LieHbl WHOCTPaHHOro
npoussogutens (6e3 y4yeTta HaMMEHOBaHUS MNPOU3BOACTBEHHbLIX MNIOWAAO0K, Y4acTBYWOWMX B npouecce
NpoV3BOACTBA) HAa NeKapCTBEHHLIN MpenapaTt B CTpaHax, ykasaHHblX B npunoxeHun N 4 K MeToguke, ¢ y4eTom
pacxodoB, CBSA3a@HHbIX C TaMOXEHHbIM OMQOPMIIEHNEM (TaMOXEHHbIX MNOWMH KU CcOOpPOB 3a TaMOXeHHoe
odopmneHue), a Tarke cBefeHusa (no BblbOpy AepxaTtens vnu Bnagenbla perucTpauuoHHOro yaoCTOBEPEHMS
nekapcTBeHHOro npenapara (ynofHOMOYEHHOro MM Nnuua), NoaTBepXAallmne NpeacTaBneHHY MUHUMAanbHYHO
OTMYCKHYK LEHY WMHOCTPAHHOIO MpOU3BOAUTENS Ha fekapCTBEHHbI npenapaT (Ha OymaxHOM HocuTene ¢
3aBEPEHHbIM B YCTAaHOBMEHHOM MOPSiAKE NEPEBOAOM Ha PYCCKUN A3bIK).

16. [HepxaTene wnu Bnageney, perucTpaumoHHOro yaocToBepeHus (YNOMHOMOYEHHOE WM fMLO)
BOCMPOM3BEAEHHOrO feKapcTBEHHOro npenapata WHOCTPaAHHOrO MpOM3BOACTBA WNU  BOCMNPOU3BEOEHHOro
nekapcTBEHHOro npenaparta nNpouW3BOACTBa rocydapCTB - 4YneHoB EBpasvMiCcKOro SKOHOMWYECKOro coko3a, He
Haxogswerocs B obpaweHun B Poccuiickon ®depepaumu, npeacraenseT AN rOCygapCTBEHHOW peructpaumm
npegenbHy OTNYCKHYI LeHy NpOovM3BOAMTENSA Ha NeKapCTBEHHbIN npenapar, He npesbiwatowyo 80 npoueHToB
cpegHen 3aperMcTpupoBaHHON NpeaenbHOW OTMYCKHOM LieHbl NPOU3BOAUTENS Ha pedepeHTHbIV NeKkapCTBEHHbIN
npenapaT, paccyMTaHHOM 3a nepuod 3 neT A0 NpeAcTaBneHus gepXxarenem unu BrnagensuemM perncTpaumoHHOro
YAOCTOBEPEHUst (YNMOMHOMOYEHHbIM MM JIMLOM) YKa3aHHOrO BOCMPOW3BEOEHHOro NEeKapCTBEHHOro npenapaTta
npeaenbHON OTMNYCKHOW LieHbl, pacCYMTaHHOW UCXOOA M3 CTOMMOCTU OOHOW fekapCTBEHHOW hOpMbl, a B crny4vae
ero OTCYTCTBUSA - npefernbHylo OTMAYCKHY LUeHy, He npesblwawwyw 80 npoueHToB MakcMManbHOW
3aperncTpupoBaHHON NpeaenbHOM OTNYCKHOW LieHbl NPOM3BOAUTENSA HA aHANOMM4HbIN NekapCTBEHHbIM NpenapaTt
(no MexgyHapogHOMY HenaTeHTOBaHHOMY HaWMEHOBAHWK WM MpU €ro OTCYTCTBMM - XMMMUYECKOMY WIU
rpynnMPOBOYHOMY HAaUMEHOBAHMIO, NEKApPCTBEHHON hOPME U JO3NPOBKE (KOHLEHTpaUun, akTMBHOCTU B eANHMLAX
OeNCTBUS1), pacCYUTAHHON UCXOAA U3 MakCUMaribHOW CTOMMOCTM OOHOW nekapcTBeHHoW dopmbl. B criyyae ecnu ¢
MOMEHTa rocygapCTBEHHOW perncTpaumm LeHbl Ha pedepeHTHbI NekapCTBEHHbIV npenapaTt npowsio mMeHee 3
neTt, pacdeT npPoOM3BOAUTCS MCXOAA M3 aKTUYecKoro nepvoda rocyfapCTBEHHOW perncrpaumn LeHbl Ha
pedepeHTHbIN NekapCcTBEHHbIN npenapar.

Oepxatenb unu Bnagenewl perucTpauMoHHOro ygocToBepeHus (YNOmHOMOYEHHOE MM NULO) BTOPOro U
nocneayoLwmnx BOCMPOU3BEOEHHbIX NIeKapCTBEHHbIX NpenapaToB MHOCTPaHHOrO NPOU3BOACTBA, HE HaxOAsLMXCH B
obpaweHnn B Poccuiickon ®depepaumn, npeactaBnseT AnNg rocygapCTBEHHOW peructpaumv npegenbHyo
OTNYCKHYKO LEHY nNpouM3BOAMTENA Ha MeKkapCTBEHHbIN npenapaTr Hwxe Ha 5 npoueHToB nocnegHen
3aperncTpupoBaHHON MpeaenbHON OTNYCKHOM LUeHbl NPOW3BOAMTENS Ha aHanoruyHbini BOCMPOU3BEAEHHbIN
nekapcTBeHHbI npenapat (N0 MexayHapogHOMY HenaTeHTOBaHHOMY HaUMEHOBaHWKO UMK Npu ero OTCyTCTBUU -
XUMUYECKOMY UMK  rPYNNMPOBOYHOMY HaMMEHOBaAHWIO, IeKapCTBEHHOW dopMe, [03UpoBKe (KOHLEeHTpauuu,
aKTUMBHOCTM B eAMHULAX OEWCTBUS), pacCUMTaHHOM UCXOOA U3 MakCMMarbHOW CTOMMOCTU OOHOW NeKapCTBEHHOW
dopMbl.

Mpy CHWXEeHUN OT MaKcumaribHOW 3aperncTpupoBaHHOW NpeferibHOW OTMYCKHOW LieHbl NMPOU3BOAUTENS Ha
pedepeHTHbIN NekapCTBEHHbIM Npenapar, a B criydae ero oTCyTCTBUSA - OT MakCUMaribHOW 3aperncTpupoBaHHOM
LeHbl Ha aHanorMyHbIN NeKapCTBEHHbIV NpenapaT (Mo MexgyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHUIO MIKn
Mpu ero oTCyTCTBUMN - XMMUYECKOMY UMW FPYNMUPOBOYHOMY HaMMEHOBaHWIO, NNEKapCTBEHHOW hopme 1 [O03npoBKe
(kOHUEeHTpauMmM, akKTUBHOCTU B eQuHMLax AeNCTBUS), PaCcCYNTAHHON UCXOAA M3 MakCUMarbHOW CTOMMOCTM OOHOM
nekapctBeHHon opmbl, Ha 40 NpoUEHTOB NpeaenbHasi OTNYCKHas LieHa NPOM3BOAMTENS Ha BOCMNPOU3BEOEHHbIN
nekapcTBeHHbIM npenapaT MHOCTPaHHOro MPOU3BOACTBA He MoXeT npesblwaTte 60 NpoueHTOB MakcMMarbHON
3aperncTpupoBaHHON npeaenbHOoN OTMYCKHOM LieHbl MPOU3BOANTENS Ha pedepeHTHbIN NekapCTBEHHbIV Npenapar,
a B Cnyyae ero oTCyTCTBMS - MakCMMarnbHOW 3aperMcTpupoBaHHON NpeaenbHON OTMYCKHOW LeHbl NPOU3BOAUTENS
Ha aHanorn4yHbIn NekapcTBEHHbLIN npenapat (No MexayHapooHOMY HenaTeHTOBaAHHOMY HauMEHOBaHWK0 UInu npu
€ero OTCYTCTBUU - XMMUYECKOMY WNU FpynnMpoOBOYHOMY HauMeEHOBaHWIO, fnekapcTBeHHoOW dopmMe U [03MPOBKe
(kOHUEeHTpauMmM, akTUBHOCTU B eAuHMLax AeNCTBUS), PacCYNTAHHON UCXOAA M3 MakCUMarbHOW CTOMMOCTM OOHOM
nekapcteeHHon hopMbl.

17. [epxaTtenb wnu Bnagenel perucTpauyMoHHOro yaoCTOBEPEHMST (YMOSTHOMOYEHHOE UM NULO)
BGroaHanorooro (6MonogobHOr0) NekapCTBEHHOrO npenapara MHOCTPAHHOIo NPOM3BOACTBA MM BUOaHaNoroBoro
(6buonogobHOro) NekapcTBEHHOro NpenapaTta NpoM3BOACTBA rOCYAapCTB - YeHOB EBpa3niickoro SKOHOMUYECKOro
CO3a, He Haxogsuweroca B obpaweHun B Poccuiickon depepauuu, npepcraBnseT LMsi rOCy4apCTBEHHOM
permcTpaumm npegenbHyo OTNYCKHYI LEHY NPOM3BOAUTENS Ha NeKapCTBEHHbIW NpenapaT, He npesbiwatowyto 90
NPOLIEHTOB CpefHEen 3aperncTpupoBaHHOW npeaenbHOW OTMYCKHOM LeHbl Npou3BOAUTENs Ha pedepeHTHbIN
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nekapcTBeHHbIM npenapaT, paccynMTaHHOW 3a nepuwopg 3 neT OO0 NpeacTaBneHus gepxarenem unu srnagenbLem
pPErncTpaumoHHOro yaocToBepeHus (YNosTHOMOYEHHbIM UM JINLIOM) yKa3aHHoro 6uoaHanorosoro (6monogo6Horo)
NneKkapcTBEHHOro npenaparta npegenbHoM OTMYCKHOW UeHbl, pacCYUTaHHOWM WCXOAS W3 CTOMMOCTUM OAHOW
nekapcTBeHHON bopMbl, @ B Cnyvae ero OTCYTCTBUSA - NpedernbHy OTMYCKHYK LeHy, He npesbiwatowyo 90
NPOLIEHTOB MaKCUMarbHOW 3aperncTpupoBaHHON NpeaenbHON OTMYCKHOM LeHbl Ha aHanormyHbIn NekapcTBeHHbIN
npenapaT (N0 MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaVMEHOBaHWUIO UMW MPU €ro OTCYTCTBUU - XMMUYECKOMY UMK
rpynnMpOBOYHOMY HAaUMEHOBAHUIO, NEKApCTBEHHON hOpME U AO3NPOBKE (KOHLEHTpaLUW, akTUBHOCTU B eAnHMLax
OEeNCTBUSA), pacCUMTaHHOM UCXOAst U3 MakCMMarbHON CTOMMOCTWU OLHOWN fnekapcTBeHHOW hopmbl. B cnyvae ecnm ¢
MOMEHTa rocyaapCTBEHHON perncTpaumm UeHbl Ha pedpepeHTHbIN NeKkapCTBEHHbIA npenapart npowno meHee 3
neT, pacdeT npou3BOoaUTCA ucxoaa u3 dhakTUYecKoro nepuoda rocyaapCTBEHHOW perncTpauum LeHbl Ha
pedepeHTHbIN NiekapCTBEHHbIN npenapar.

Hepxatenb unu Bnagenewl perucTpauyMoHHOro yOOCTOBEPEHUs (YNMOMHOMOYEHHOE MM NULO) BTOPOrO U
nocnegywowmnx GuoaHanorosbix (6nonogobHbLIX) NeKapCTBEHHbIX MpenapaToB WMHOCTPAHHOTO MPOM3BOACTBA, HEe
Haxogsawmxca B obpaweHun B Poccunckon depepauun, npeactaBnsieT Ansi rocygapCTBEHHOW perncrpaummn
npeaenbHy OTNYCKHYIO LeHY NMpOouM3BOAUTENSA Ha NeKapCTBEHHbIM nNpenapaTt HuXe Ha 5 NpoueHToB nocnegHen
3aperncTpmpoBaHHON NpeaenbHON OTMYCKHOW LieHbl MPON3BOANTENS HA aHanOrMMyHbIN NeKapcTBEHHbIM npenapar
(no mexgyHapoaHOMY HenaTeHTOBaHHOMY HaUMEHOBAHWMIO WU MpU €ro OTCYTCTBUM - XMMMUYECKOMY WIu
rpynnNMPOBOYHOMY HAaUMEHOBAHMIO, NEKapCTBEHHON (hOPME N A03UPOBKE (KOHLEHTpaLuun, akTMBHOCTU B €AMHMLAX
OEeNCTBUS), paCCYNTaHHOW MCXOAS U3 CTOMMOCTW O4HOWN NekapCTBEHHON hopMbl.

Mpu CHWXEHMM OT MaKCMManbHON 3aperncTpMpoBaHHON NpeAernbHOW OTMYCKHOW LeHbl NPOM3BOAUTENS Ha
pedepeHTHbIA NekapcTBeHHbIW npenapar, a B Criydyae ero oTCyTCTBUS - OT MakCMMarbHOW 3aperncTpupoBaHHOM
npenenbHON OTMYCKHOM LieHbl MPOM3BOAUTENS Ha aHaNOrMYHbIA NEKapCTBEHHBIN Npenapat (Mo MexayHapo4HOMY
HenaTeHTOBaHHOMY HauWMEHOBaHWK WM MpuM  ero OTCYTCTBUM - XUMUYECKOMY WNU  rpynnMpoBOYHOMY
HaVMEHOBaHMIO, fEeKapCTBEHHON dopMe M [O03UPOBKE (KOHLUEHTpauuu, akTMBHOCTM B eauHMLax OEeNCTBuS),
paccyMTaHHOM uCXoas W3 MakCUManbHOW CTOMMOCTW OOHOW nekapcTBeHHOW ¢opmbl, Ha 40 npoueHToB
npegenbHas OTNyCKHasi LieHa npou3BoauTenst Ha GuoaHanoroBbii (GMOMOAOOHLIN) NEKapCTBEHHbLIN npenapat
WMHOCTPAHHOIO NPOM3BOACTBA He MOXeT npesBbiwartb 60 MNpPOLEHTOB MakCMMarbHON 3aperncTpupoBaHHON
npeaensHON OTMNYCKHOW LieHbl Mpou3BOAUTENs Ha pedepeHTHbIN NeKapCTBEeHHbIW npenapart, a B crnydae ero
OTCYTCTBUSI - MaKCMMarnbHOW 3aperucTpuMpoBaHHOM MpeferibHOW OTMYCKHOW LeHbl NPou3BOAUTENs Ha
aHanorvyHbIN NekapcTBeHHbIN npenapaT (N0 MeXayHapogHOMY HernaTeHTOBaHHOMY HavMEHOBaHWMIO UMK Npu ero
OTCYTCTBUM - XMMMWYECKOMY WM [PYMNNMPOBOYHOMY HaUMEHOBAHMWIO, JeKapCTBEHHOW opme W [O3MPOBKe
(kOHUEeHTpaummM, akTMBHOCTW B eAuvHULAxX AeWCTBUS), pacCYMTaHHOW MCXOAS M3 CTOUMOCTU OAHOW NeKapCTBEHHON
dopMbl.

18. BapeructpupoBaHHas npegenbHas OTMNYCKHAs LieHa NPOWM3BOAMTENS Ha NeKapCTBeHHbIW npenapart
MOXeT OblTb NepeperncTtpMpoBaHa Ha OCHOBaHMM 3asBIEHUs U OOKYMEHTOB, MOAAHHbIX AepXaTenem unu
BnagenbLemMm perncTpauuoHHOro yaoCcToOBEpeHUs ekapcTBEHHOro npenapara (YnosIHOMOYeHHOro MM nuua) o 1
oKTAOps kaxpgoro rofda. [ocygapcTBeHHass nepeperncrpauus  OCYLLEeCTBISIETCA MCXOAA M3 pacyeTa,
npeaycMOTPEHHOro MeTOAUKON, He Yalle 1 pasa B KaneHgapHoM rogy.

19. 3apeructpupoBaHHasi npegernbHas OTMNyCKHas LeHa Ha fekapCTBeHHbI npenapaTt npou3BOACTBA
rocygapcTB - 4neHoB EBpa3nnckoro akOHOMMYECKOro CoK3a MOXET BbITb NepeperncTpupoBaHa:

a) AN nekapCTBEHHbIX NpenapaToB HMKHECPEAHEro LeHOBOro cermeHTa Ao 500 pybnen (BKMOUMTENBHO) - B
crlyyae YyBENWYEeHWss LUEH Ha Cbipb€ W MaTepuanbl, MWCNONb3yemMble MpuW MNPOM3BOACTBE KOHKPETHOMO
NekapCTBEHHOro npenapaTa, a Takke HaknagHblX PacxOAoB, KOTOpble B PaBHOW CTEMEHU BMWSAKOT Ha YpPOBEHb
3aperncTpupoBaHHbIX LeH Ha BCe neKapCTBeHHble MnpenapaTtbl, OTHECEHHble K OOHOMY MeXAyHapoaHOMY
HenaTeHTOBaHHOMY HaMMeHOBaHMO (KornebaHusi BantoTHbIX KypCOB, MOBbILIEHWE CTABOK Hanoros, pocT TapudoB
Ha 9neKkTPO3Hepruo, TennocHabxeHne, BOAOCHaOXeHWe, TapudOB Ha MNEepeBO3kW, LEH Ha TOMMMBO,
dopc-MaxopHble 0BCTOATENLCTBA, BO3HMKLLME Y MOCTABLUMKOB Cbipbsi M MaTepuarnioB), HO He BbIlle YPOBHS
hakTnyeckon UHMNAUMM NpeaLecTBYOLWEro KaneHgapHoro roga ¢ y4eToM MpPorHO3npyemoro YpoBHS MHAMALUK
TeKyLlero roga, yCTaHOBMNEHHOrO defeparnbHbiM 3akOHOM O doeepanbHOM OlogkeTe Ha COOTBETCTBYHOLLMMA
1HaHCOBBIN rof, 1 NNaHOBbLIN Nepuoa;

0) B cnydae M3MeHeHWs LUEeH Ha Cbipb€ U MaTepuanbl, a Takke WU3MEHEHUs HaknagHblIX pacxodoB, HO He
BbllLE€ MPOrHO3UPYEMOr0 YPOBHSA WHMMAUMM TeKywero roda, YCTaHOBMEHHOro denepanbHbiM 3aKOHOM O
denepanbHoM GrogKeTe Ha COOTBETCTBYHOLLMIA (PMHAHCOBBIV rof, U NITAHOBLIN NEPUOL;

B) B Crny4yae ecnv cpegHeB3BelleHHas hakTnyeckas OTMYCKHas LeHa Ha fekapCTBEHHbIN npenapart 3a
nepuog, NCTEKLLMIN CO OHSA FOCYAapCTBEHHOW permctpaummn (mocnegHen nepepernctpaummn) npeaensHon OTnyCKHON
UeHbl, Bbina HWXe 3aperncTpupoBaHHOM Ha 3TOT nepuof LeHbl He 6ornee 4yem Ha MPOrHO3Upyembld YPOBEHb
WH(NSAUMM, YCTaAHOBMEHHbIN Ha Tekywun rof denepansHblM 3akoHOM O degepansHoM BroaxeTe Ha
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COOTBETCTBYIOLMNA (PUHAHCOBLIA O W MIaHOBLIA MEepuof, HO He Bbille pasHULbl MeXAy MPOrHo3Mpyembim
YPOBHEM WHMNALMN TEeKyLlero roga, ycraHoBneHHoro degeparnbHbiM 3aKOHOM O defepanbHoMm OrogxeTte Ha
COOTBETCTBYHOLWMNA (PUHAHCOBLIN 04 W NMAAHOBLIM MNepuos, W pasHULEW, pacCUMTaHHOM B MNpoueHTax oT
3aperncTpupoBaHHON LIEHbl, MEXAY 3aperncTpupoBaHHOM MNpedenbHON OTMYCKHOW LEeHOW npou3BoauTens Ha
nekapcTBEHHbIM npenapart 1 cpegHeB3BeLleHHON PakTUYeCKon OTNYCKHOW LleHOW Ha NekapCTBEHHbIN npenaparT 3a
nepvoa, NCTEKLINIA CO AHSA rocyaapCTBEHHON perncTpauum (nocnegHen nepepernctpaunm) npeaenbHOM OTNyCKHOM
LeHbI.

20. lMpwn rocypapCTBEHHON nNepeperncTpauun npeaenbHbiX OTNYCKHbIX LEeH Npou3BoauTenen rocyaapcts -
yneHoB EBpPasMnMCKOro 9KOHOMMYECKOrO COH3a [AOKYMEHTbl Ha WMHOCTPAHHOM 4A3blke MpPeacTaBnsioTCA Ha
BGymMaXHOM HocuTerne C 3aBePEeHHbIM B YCTAHOBMEHHOM MOPSAKE NEPEBOAOM Ha PYCCKUM A3bIK.

[aHHble B OTHOWeEHMM Bcex akTUYeckMx LeH B BanwTe rocydapctsa - urneHa EBpasunckoro
SKOHOMMYECKOTO COH3a MpeAcTaBnsaiTCa C Y4eToM nepecyeta Ha pybnuM no Kypcy, YCTaHOBMEHHOMY
LleHTpanbHbim 6aHkom Poccunckon ®Pegepaumm Ha gaTty, Korga npowussoguTenem Obina ocyllecTBneHa
dakTnyeckaa peanusaums fekapcTBEHHbIX NpenapaToB OpraHmsauuM OMTOBOW TOProBnu W (MnM) anTeyvyHoun
opraHusaumm nubo uHAMBMAYanNbHOMY MpeanpuHUMATeNio, MMEKLWVM MUMUEH3NK0 Ha dapmaueBTUYeCKyo
AesaTenbHOCTb.

21. 3aperncTpuvpoBaHHas MnpegernbHas OTMNyCKHas LUeHa Ha NeKapCTBEHHbIM npenapaT WMHOCTPaHHOro
npoussoauTens MOXeT OblTb nepeperncTtpvpoBaHa B Criyyae, €CnM PoCT Kypca HauMOHanbHOW BanioTbl
rocygapctBa-npovssoauMTens Kk pybnio 3a nepuog CO AHA rOCyQapCTBEHHOM peructpaumu (nocrnegHew
nepepermcTpaumm) npeaenbHON OTMNYCKHOM LieHbl NPOVM3BOAMTENS Ha NeKapCTBEHHbIN npenapaTt 40 AHA nogayu
OOKYMEHTOB Ha O4YepefHylo ee nepeperncrpaumio rnpesbillaeT MPorHO3NpyeMblil YypoBeHb UHMMALNN TeKyLLero
roga, ycraHoBneHHbln hegepanbHbiM 3akoHOM O hegepanbHOM GrogXeTe Ha COOTBETCTBYHOLLMI (DPUHAHCOBbLIN roA
1 NraHoBbIN NepuoA.

['ocypapcTBeHHass nepepermcTpaums npenenbHOM OTNYCKHOM LEeHbl AN MHOCTPaHHbLIX Mpon3sBoanTenen
OCYLLECTBMAETCHA C Y4ETOM MPOrHO3NPYEMOro YPOBHS MHANALMM TEKYLLLEro rofa, yCTaHOBIEHHOro deaeparbHbIM
3aKkoHOM O dhedepanbHOM OrogKeTe Ha COOTBETCTBYOLWMA (DUHAHCOBLIN ro4 W NaHOBLIA Nepuod, HO He Bbllle
pasHULbl Mexay NPorHO3npyembiM YPOBHEM MHANALMM TEKYLLEro roga, yCTaHoBMEHHbIM deaepanbHbiM 3aKOHOM
0 denepanbHOM O6lOOKETEe Ha COOTBETCTBYHOLMMA (DPUHAHCOBLIV 04 W MAaHOBbIA Mepuod, W pasHuuen,
paccynMTaHHOW B NMpoLeHTax OT 3aperncTpupoBaHHON LieHbl, MeXAy 3aperncTpupoBaHHOW NpeaensHON OTMYCKHOM
LeHOW npou3BoAUTENS Ha INeEeKapCTBeHHbIM npenapat U CpeaHeB3BELUEHHOW (aKkTU4ecKkonW LeHOMW BBO3a
NnekapCcTBEHHOro npenapata 3a nepuond, WCTEeKWWA CO [OHS rOoCyAapCTBEHHOW peructpaumy (nocnegHen
nepepermcTpaumm) npegenbHOW OTMYCKHOW LieHbl, C Y4eTOM MUHMManbHOW OTMYCKHOW LeHbl npou3dsoguTens (6e3
yyeTa HauMMEHOBaHWs MNPOM3BOACTBEHHLIX NMOLWAAO0K, Y4YacTBYHOLMX B Npouecce NPOUM3BOACTBA) Ha Takow
nekapcTBEHHbIN npenapaTt B CTpaHaX, yka3aHHbIX B npunoxeHun N 4 kK metoauke, ¢ npeacraBneHvemM cBefeHun
(no BbIGOpPY pAepxaTens unu Bnagenbua pPerucTpPauuoHHOrO YAOCTOBEPEHWs fleKapCTBEHHOro npenapaTta
(ynoriHomo4yeHHOro um  nvua), nNoATBepXAalWwuxX NPEeAcTaBnNeHHY  MUHUMAInbHYK — OTMYCKHYI  LieHY
NPOM3BOAUTENS HA NeKapCTBEHHbIV Npenapat (Ha 6yMaXHOM HocuTene C 3aBepeHHbIM B YCTaHOBIIEHHOM Mopsiake
nepeBogoOM Ha PYCCKUI A3bIK).

22. lNpwn rocygapcTBEeHHOW nepeperncTpaumm npegenbHbIX OTNYCKHbIX LEeH Npov3BoavTenen rocygapcts -
uneHoB EBpPa3sncKOro aKOHOMUYECKOro COK3a, B TOM YUCIE OCYLLECTBASIOWINX MEPBUYHYIO U (MNKN) BTOPUYHYIO
yNakoBKy NeKapCTBEHHOro npenaparta B Poccunckon ®egepauun, Ha nekapCTBeHHble Npenapatbl B Criyyasix,
npegycMOTpeHHbIX nognyHktamm "a" n "6" nyHkra 19 HactosAwmx MNpasun, npeaenbHbIN YpoOBEHb peHTabenbHOCTH
He moxeT npesblwaTs 30 NPOLEHTOB.

23. Ha ocHOBaHMM 3agBneHus fepxatens unu Bnagenbua PerucTpaumoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapaTta (YNnofIHOMOYEHHOMO WM Jivua) O CHWKEHWUM 3aperucTpupoBaHHOW NpeferibHon
OTMNYCKHOW LeHbl npoussoauTens MuHucTepcTBoM 3apaBooxpaHeHuss Poccuiickon deaepauny paccMmaTpuBaeTcs
BOMNPOC O BHECEHUWN COOTBETCTBYIOLLMX U3MEHEHUI B PEECTPOBYIO 3anWCb rocy4apCTBEHHOro peecTpa.

B cnyyae cHuXeHus 3aperMcTpupoBaHHOW MNpeaeribHOM OTMYCKHOM LieHbl NPOW3BOAMTENS Ha OCHOBAaHMU
3asBreHNs fepXxatensa wnu Bragensua perncTpauumoHHOro  yAOCTOBEPEHUS NeKkapCTBEHHOro npenaparta
(ynmomHOMOYEeHHOro MM nnua) ueHa Ha Takon npenapart He MOXeT ObiTb 3asiBneHa gepxaTtenem unv Bnagernsuem
pPerncTpaumMoHHOro  yOOCTOBEPEHUS  NIEeKapCTBEHHOro npenapata  (YNOMHOMOYEHHbIM MM NMUOM) Ha
nepepermcTpaumio B Te4eHne roga co OHS NPUHATUS PELLEHMS O CHDKEHUM NpeaenbHON OTMYCKHOW LIEHDI.

MwuHncTepcTBO 3apaBooxpaHeHus Poccuickon denepaumm no pesynbTatam BHECEHWUSI COOTBETCTBYHOLLIMX
N3MEHEHNI B roCy4apCTBEHHbIN peecTp BblAaeT AepXKaTerno unu Bnagernbuy perncTpauroHHOro yAOCTOBEPEHNWS
nekapcTBeHHOro npenaparta (ynorHOMOYEHHOMY MM ML) BbIMUCKY M3 FOCYAapCTBEHHOMO peecTpa.

24. T'ocynapcTBeHHas peructpaums U nepeperucTpaums npeaenbHbIX OTNYCKHbIX LEH NpoM3BOAMTENER Ha
nekapcTBeHHble npenapaTbl OCYLLEeCTBNAETCA AN nponssoauntenen 6ecnnaTHo.
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865
(pea. ot 03.02.2016)
"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[arta coxpaHeHusi: 05.05.2017

25. depepanbHasi aHTUMOHOMOSbHAsA cnykba OTMEHSAET peLleHne O COornacoBaHUy NPeaernbHON OTMYCKHOW
LEeHbl NPOM3BOAUTENS HAa NEKAapCTBEHHbIA MpenapaT, €Cnv Mocne MPUHSATUSA Takoro peLleHust YCTaHOBMEHO, YTO
aepxatenem  WnM  BMNagenbueM  PerncrpauuoHHOro  yAOCTOBEPEHWS  JIeKapCTBEHHOro  mpenapara
(yNnonHOMOYEHHbIM UM nuUoM) ObiNM NpeAcTaBneHbl MNOBMAMSABLUME HA pe3ynbTaT pelleHus HeaoCTOBEpPHbIe
cBeaeHus.

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon depepaumm OTMEHSIET pelleHue O rocyaapCTBEHHOW
perncrTpaumm unu nepeperncTpaunm npeaenbHom oTnyCKHOM LieHbl MPOM3BOAUTENS HA NeKapCTBEHHbIN NpenaparT B
cnyyae, ecnv nMocrne TMpUHATUS Takoro pelleHWs YCTaHOBMEHO, YTO [fepXaTenem wunu Bnagernbuem
pPErncTpaumMoHHOro YOOCTOBEPEHUS NeKapCTBEHHOro npenapata  (YNOMHOMOYEHHbIM UM nvuoM)  Bbinu
npeacTaBneHbl HEAOCTOBEPHbIE CBEAEHUS, MOBMMSBLUME Ha pe3ynbTaT MPUHATOr0O MUHMCTEPCTBOM pelleHus, a
Takke B cnydae, ecnu depepanbHas aHTUMOHOMOMbHas cnyxkba OTMEeHWna pelleHne O CorfacoBaHWK
npegenbHON OTMYCKHOW LeHbl NPOM3BOAMTENS HAa fekapCTBeHHbIV npenapat. MUHUCTEPCTBO 30paBOOXpaHEHUs
Poccuiickon ®epepaumy B ykasaHHbIX Cryvyasix MWCKHOYaeT 3aperMcTpupoBaHHYO (NepeperncTpupoBaHHYIo)
npenenbHy OTMYCKHYH LEHY U3 rocygapCTBEHHOIO peecTpa.

YTBEpPXKOEHDI

MocTtaHoBneHnem lNpaButenbcTBa
Poccuickon denepaumm

oT 29 okTabpsa 2010 r. N 865

NMPABUNA
BEOEHWUA TOCYOAPCTBEHHOIO PEECTPA NPEAENIbHbIX OTMYCKHbIX LIEH
NPOU3BOAUTENEW HA NNEKAPCTBEHHBIE NPEMAPATbI, BKITKOYEHHbIE
B NEPEYEHb XXU3HEHHO HEOBEXOAUMbIX N BAXXHEULLUX
JIEKAPCTBEHHbIX MPEMNAPATOB

CnmMcoK N3MeHSILWNX JOKYMEHTOB
(B pea. NoctaHoBneHun MNpasutensctea P® ot 04.09.2012 N 882,
o1 15.09.2015 N 979)

1. Hactoswwme T[lpaBuna  ycTaHaBnuBalT  MOPSAOK  BeAeHWs  rocyfapCTBEHHOro  peectpa
3aperncTpupoBaHHbIX NpeAeribHbIX OTMYCKHbLIX LIEH NPOU3BOAMTENEN Ha NeKapCTBEHHbIE Npenaparthbl, BKIIOYEHHbIe
B NepeyeHb XM3HEHHO HeOoOXOAMMbIX N BaXKHENLLMX NeKapCTBEHHbIX NpenapaTtoBs (aanee - peecTp).

2. Peectp 4aBndetca degepanbHon MHGPOPMALMOHHOM CUCTEMOW, COAepXalwen CcBedeHuss o
rocy4apCTBEHHOW pernctpauun npefenbHbIX OTMYCKHbIX LEeH Mpou3BOAUTENEN Ha feKkapCTBEeHHble npenaparhbl,
BKIIOYEHHbIE B MEepeyYeHb >XU3HEHHO HeobXoOuMbIX W BaKHEWLWX NeKapCTBEHHbIX npenapatoB (ganee -
nekapcTBeHHble npenaparhbl).

3. Peectp Begetca MuHuctepcTBom 3gpaBooxpaHeHusi Poccuiickon ®egepauummn B 3MEeKTPOHHOM Buae C
NPMMEHEeHeM aBTOMaTU3MPOBAHHON CUCTEMbI MyTEM BHECEHMWS B PEECTP PEECTPOBbLIX 3anncen.

(8 pea. lNoctaHoBneHus Mpasutensctea PO ot 04.09.2012 N 882)

4. BepeHve peecTpa OCYLWECTBNSETCA B  COOTBETCTBUM C  €AMHBIMA  OpPraHU3auMOHHbLIMMU,
METOOOMNOMMYECKUMU U MPOrpaMMHO-TEXHUYECKUMU  MpUHUMNaMK, obecrneyvBaloliMMn COBMECTUMOCTb U
B3anMMOENCTBMNE 3TOro peecTpa € UHbIMK dheaeparnbHbIMU MHPOPMALIMOHHBIMU CUCTEMAMW U CETAMMN.

5. PeecTpoBas 3anncb COAEpXUT cneayoLime CBeAeHNs:

a) HauMeHoBaHWe [AepxaTens WM Bnagenbua PerucTpauMoHHOro YAOCTOBEPEHWUS NeKapCTBEHHOMO
npenapaTa, HaMMeHOBaHMe MPON3BOAUTENS NeKapCTBEHHOro npenaparta, MecTO HaxoXAEeHWs MPOU3BOACTBEHHbIX
nrnowanok, y4acTByloLMUX B NpoLecce Npou3BoACTBa JIEKapCTBEHHOrO npenaparta, C yka3aHuem ctagum npouecca
NpOu3BOACTBA;

0) HavMeHOBaHMe NekapCTBEHHOro npenapara (MexayHapogHOe HenaTeHTOBaHHOe, UMW rPyNnMpPOBOYHOE,
UNN XMMMYECKOEe 1 TOProBoe HaUMEHOBaHWS);

B) HOMEp PerMcTpaLnoHHOro YAOCTOBEPEHNS NIeKapCTBEHHOro npenapara;

r) nekapcrBeHHas opma C yka3aHMeM [O3UPOBKW NEKapCTBEHHOro npenapata W ero Konuyectea BO
BTOPWYHOM (MOTPeBbUTENBCKON) YNaKoBKe, a TakKe KOMMIEKTHOCTb;
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865
(pea. ot 03.02.2016)
"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[arta coxpaHeHusi: 05.05.2017

[) 3apeructpupoBaHHas npefenbHasi OTMNyCcKHas LUeHa NpouM3BOAWTENS Ha NeKapCTBEHHbIM npenapaT B
pyonsx;

€) gata n Homep npukasza MuHUCTepcTBa 3apaBooxpaHeHust Poccunickon degepaumm o rocygapCTBEHHOMN
permcTpaumu, nepepermctpaumm NnpeaenbHOoN OTNYCKHOW LieHbl NPOM3BOAMTENS Ha NEKapCTBEHHbIN npenapar;

X) LUTPUXOBOW KO, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEBOUTENBCKYIO) YNaKOBKY NeKapCTBEHHOMO Npenapara;

3) KOA JFeKapCTBEHHOro nmnpenapata MO  aHaTOMO-TEpaneBTUYECKO-XMMNYECKON  Kraccudukauum,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooxXpaHeHus.

(n. 5 B pea. MNoctaHoBnenusa MNpasutensctea P® ot 15.09.2015 N 979)

6. BHeceHue B peecTp peecTpOBOW 3anvcy OCYLLECTBMSIETCS HA OCHOBaHWWM CBEAEHMWM, MOMYYEHHbIX Mpu
rocygapCTBEHHOW peructpaumm (nepeperucrpauum) npegenbHon OTMYCKHOW  LeHbl  MpouM3BOAWUTENS  Ha
nekapCTBEHHbIN Npenapar, B TeyeHne 1 pabo4yero gHs ¢ gaTbl:

a) MPUHSTUSA peLleHus O rocydapCTBEHHOW perncTpaumv npegenbHOW OTMYCKHOM LeHbl NPOM3BOAMTENS Ha
nekapcTBeHHbIM Npenapar;

0) nNpuHATMSA pelleHMs O nepeperucTpaumvM npedenbHOW  OTMYCKHOM  LieHbl MPOWM3BOAUTENS  Ha
nekapcTBeHHbIM Nnpenapar.

6(1). BHeceHue nameHeHnii B peecTpoByto 3anncb O rocygapCTBEHHON perncTpauuy npegenbHon OTnyCKHOM
LUeHbl MpPOU3BOAUTENS Ha NeKapCTBEHHbIW npenapatr B YacTW M3MEHEHUS HauMeHOBaHWS NeKapCTBEHHOro
npenapata (MeXQyHapoOAHOrO0 HENaTeHTOBaHHOro, WAW  PYMNAMPOBOYHOIO, WAM XUMWYECKOrO W TOProBOro
HaMMEHOBaHWs1), HanucaHus NeKapCTBEHHOM OpPMbI, HanucaHus [OO3MPOBKW FfEeKapCTBEHHOrO mnpenapara,
M3MEHeHVs JdepxaTens wnu BhRagenbua perucTpauMoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro npenapara,
NU3MEHEHNsT NPOU3BOAMTENS NEeKapCTBEHHOro npenapata, HauMEHOBaHUS MNPOU3BOACTBEHHbLIX NIOLWAnoK,
yyacTBYyHOLIUX B NpoLiecce Npon3BoACTBa fleKapCTBEHHOMo npenapaTta, HoMepa perMcTpaLmMoHHOro yaoCTOBEPEHMS
NeKkapCTBEHHOro npenaparta, LWTPUXOBOrO Koda, HAHECEHHOro Ha BTOPUYHYH (NOTPEOUTENbCKYK) YNakoBKY
NeKkapCTBEHHOro npenapaTta, KOMMMEKTHOCTU NeKkapCTBEHHOrO npernapara (npu yCrnoBuUM OTCYTCTBUS WU3MEHEHWS
€ero KonuyectBa BO BTOPUYHOWM (NOTPEOUTENBCKOM) YNakKOBKE) OCYLLECTBMSETCA Ha OCHOBaHMU 3asiBMNEHUS
aepxaTtenst unu Bnagenbua perncTpauuoHHOro yAOCTOBEPEHUSI NIEKAapCTBEHHOro npenapaTta (ynofHOMOYEHHOro
um nuua) MuHucTepcTBOM 3apaBooxpaHeHus Poccunckon ®Pepepaumm 6e3 cornacoBaHus ¢ PepgepanbHom
aHTVMOHOMOMbHOW CMNyXboW C CcoxpaHeHWeM nocrnegHen 3aperuMcTPpUpoBaHHOM UEHbl Ha feKapCTBEHHbIN
npenapat. MuHMCTEPCTBO 3apaBooxpaHeHus Poccunckon degepaumm no pesynbTataMm BHECEHUS U3MEHEHWI B
peecTpoBylO 3anuCb BblgaeT AepXaTemni unv Bnagenbuy PerncTpauyoHHOro YAOCTOBEPEHUs NeKapCTBEHHOro
npenapaTta (YynonHOMOYEHHOMY UM NULLY) BbINMUCKY U3 peecTpa.

(n. 6(1) BBegeH lMNMoctaHoBneHvem lMNpasutensctea PP ot 15.09.2015 N 979)

7. CBefjeHus O rocygapCTBEHHOM peructpaumMm npegenbHOW OTMYCKHOW LeHbl Mnpou3BoauTens Ha
nekapcTBeHHbIM NpenapaT nognexaT UCKNIYEHUIO U3 peecTpa B crny4ae:

a) npeAcTaBrieHNsi NPOM3BOAMTENEM NIEKAPCTBEHHOIO NpenapaTa 3asBneHus 06 MCKIIoYEeHUM CBEeAEHUI U3
peecTpa;

©) WCKMIoYeHUss NekapCcTBEHHOrO Npenaparta U3 rocyaapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeAcTB ANis
MeOMWLMHCKOro NpUMEHEHMS;

B) WCKIIOMEHUS INEeKapCTBEHHOro mnpenapata W3 MepeyHss XU3HEHHO HeoOXOOUMbIX U BaKHEWLnX
nekapCTBEHHbIX NpenapaTos;

) OTMEHbI PeLLEHNs O rocygapCTBEHHON perncTpaumu unm nepepernctpaummn npegenbHom OTnyCKHOW LeHbI
npou3BoauTens Ha NnekapCTBEHHbIV Npenapar.

(nn. "r" BBegeH MoctaHoBneHuem MNpasutensctsa P® ot 15.09.2015 N 979)

8. MNpu npuHsaTUM MuHUCTEpCTBOM 3apaBooxpaHeHusi Poccuiickon depepaumm pelleHnst 06 UCKNioYeHUK
CBeJEeHUNn O rocygapCTBEHHOM peructpauuu npefenbHON OTNYCKHOW LieHbl NPOM3BOAMTENS Ha NeKapCTBEHHbIN
npenapaT COOTBETCTBYIOLLAA 3anucb NPOM3BOAUTCHA B peecTpe B TeudeHune 1 pabodero gHA ¢ gatbl NPUHATUS
TaKoro peLleHnsi ¢ ykasaHueM OCHOBaHWS U AaTbl €ro NPUHATUS.

(8 pea. lNoctaHoBneHus Mpasutensctea PO ot 04.09.2012 N 882)

9. PeecTtp nybnukyeTtcs Ha odmumansHoM cante MuHucTepcTBa 3gpaBooxpaHeHnst Poccuiickon depepaumm
B ceTn VIHTepHeT 1 06HOBSIETCS eXXeHEBHO C COXPaHEHVEM Ha caliTe BCex NpeablayLux peaakuui peectpa.

(B pea. NoctaHoBneHus MNpasuTtensctea PP ot 04.09.2012 N 882)

10. WHdopmauma o 3aperncTpupoBaHHbIX NpefenbHbIX  OTMYCKHbIX  LeHax npoussoguTenen Ha
nekapcTBeHHble nNpenapaTtbl pa3meLLaeTcs B anTeyHbIX OpraHn3auusix B AOCTYMHOW ANS BCEX 3aMHTEePEeCOBaHHbIX
niy cdopmMe C y4eToMm FpynnMpOBKM MO MEeXAYHapOAHbIM HEeNaTeHTOBAHHbIM HaUMEHOBAHMSAM FeKapCTBEHHbIX
npenapaTos.

11. CBeaeHus, cogepXxalwnecs B peectpe, SBNATCA OTKPbITbIMM U 06LLEeAO0CTYNHBIMU U NPEeAoCTaBNSoTCS
3anHTepecoBaHHbIM Nuuam 6ecnnaTHo.
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865 K n
(pea. ot 03.02.2016) HokymeHT npepocTtaeneH KoHcynbTaHTlInoc

"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs... Rata coxpanerus: 05.05.2017

Mo »xenaHuto 3aunHTepeCoBaHHbIX JnL, OGpE\TVIBLUVIXCFl 3a J3TMMKn cBedeHnaMn, OHU MOryT ObITb
npencrtasrieHbl N0 X NMCbMEHHbIM 3anpocamM B BUAe€ BbINMNCOK U3 peecTpa B Te4YeHne 5 oHen ¢ pgathl nocrtynneHusa
3anpoca.

YTBEPXOEHDI

MNocTaHoBneHnem lNpaButenscTBa
Poccuickon denepaumm

oT 29 okTabpsa 2010 r. N 865

NPABUNA
YCTAHOBJEHUA NPEOENBbHbLIX PASMEPOB ONTOBbLIX U NMPEAEJIbHbLIX
PASMEPOB PO3HUYHbIX HAOBABOK K ®AKTUYECKUM OTMYCKHbIM LLEHAM,
YCTAHOBIJIEHHbIM NMPOU3BOAUTENAMU NIEKAPCTBEHHbLIX MPEMNAPATOB,
BKINIOYEHHbIX B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX U BAXXHEMLLINX
JIEKAPCTBEHHbIX MPEMAPATOB, B CYBBEKTAX
POCCUUCKON ®EOEPALIUN

CnMcoK N3MEeHSLWNX JOKYMEHTOB
(B pea. NoctaHoBneHun MNpaeutensctea P® ot 15.08.2014 N 816,
oT 04.09.2015 N 941, ot 03.02.2016 N 58)

1. OpraHbl ucnonHUTENbHOW BRacTn cybbektoB Poccuiickon Pegepaumm NpUHMMAKOT pelleHust ob
YyCTaHOBMEHUN MpefenbHbIX pasMepoB OMTOBbIX HagbaBOK M npeferbHbIX Pa3mMepoB PO3HUYHbIX HagbaBoOK K
aKTU4EeCKMM OTNYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENAMW fEeKapCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO HEeOOXOAMMbBIX M BaXKHEMWLUX NeKapCTBEHHbIX
npenapaToB (Oanee COOTBETCTBEHHO - JleKapCTBEHHble npenapaTbl, (aKTUYeckne OTMYCKHble LeHbl
npoussoguTenen), MOCMe COrMacoBaHMA  MNPOEKTOB  COOTBETCTBYWOLWIMX  peweHun ¢ PegepansHoOn
aHTUMOHOMOMbHOW CryX60W.

MpepenbHble pa3mepbl ONTOBLIX HAaA0aBOK U MpeaerbHble pasMepbl PO3HUYHbIX HaaGaBoK K pakTUYeCcKum
OTMYCKHbIM  LieHaM Mpou3BoAUTENEN Ha NeKkapCTBEHHble npenapartbl, BbIpaXeHHble B MpoueHTax W
anddepeHUNpoBaHHble B 3aBUCUMOCTU OT CTOMMOCTW JIeKapCTBEHHbLIX MNpenapaTtoB, YCTaHaBnUBAalOTCA B
OTHOLUEHMW OpraHu3auuin ONTOBOW TOProBSM, anTeYHbIX OpraHM3auun, WHAMBWUAYarbHbLIX MpeanpuHUMaTenen,
UMeLWNX NULEH3NI0 Ha OCYLIeCTBreHne dapMaLeBTUYECKon [eaTenbHocTn (fanee - uHAMBUAYyalbHblE
npeanpuHuMaTenu), MeauuUMHCKUX opraHusauuin, UMeLmnX NULEH3NI0 Ha ocyllecTBrieHne dapmaueBTUYeCKON
aeaTenbHoCTH, n ux o6ocobneHHbIx nogpasgeneHuin (ambynaTopun, enbawepckmx 1 penbaLepcKo-akyLLepCKmX
MyHKTOB, LEHTpoB (oTAeneHwun) obwen BpadyebHOM (CemMerHOM) NpPakTWKW), PaCrONOXEHHbIX B CEeNbCKUX
NMoCeneHnsix, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3auuv (ganee - MeOMUUHCKME OopraHusaumm),
OCYLLECTBMAOLWMNX peannsaumio NeKapCTBEHHbIX MNpenapatoB Ha Tepputopum 3tmx cybbektoB Poccuiickon
depepauymm.

(n. 1 B peq. MNMoctaHoBneHusa MNpasutensctea P® ot 03.02.2016 N 58)

2. OpraHbl MCMONHUTENBLHOM Bnactn cyobektoB Poccuiickon ®Pepepaumm yctaHaBnuMBatoT npefesibHble
pa3mepbl ONTOBbIX W MpedernbHble pasMepbl PO3HUYHbIX HaabaBOK K aKTUYECKUM OTMYCKHbIM LieHaMm
npousBoauTENEN Ha fekapCTBEHHbIE npernapaTtbl B COOTBETCTBMM C METOAMKOW, yTBepxaaemon depeparnbHOW
aHTMMOHOMOJbHOW CNYX60W, MCXoast U3 criegyoLwmux NPUHLMMNOB:

(8 pea. lNoctaHoBneHus Mpasutensctea PO ot 04.09.2015 N 941)

a) BO3MELLEeHWe OopraHv3aumsM OMNTOBOW TOPrOBMW, anTeYHbIM OpraHusauusaM, WHAMBWUAYanbHbIM
npegnpvHuMaTensM W MeOUUMHCKUM OpraHm3auusaM 3KOHOMMYECKM OBOCHOBAaHHbLIX 3aTpaTt, CBSA3aHHbIX C
3aKyrnKoW, XpaHeHeM U peanu3aumen nekapcTBeHHbIX NpenapaTos;

0) yyeT pasmepa npubbinu, Heobxoaumon ans obecrnedeHns opraHuM3aluii ONTOBOW TOProBfv, anTeYHbIX
opraHm3auui, uHanBUAyanbsHbIX NpeanpuHuMaTenen n MeAMLMHCKNX OpraHM3auui cpeactTsamMmmn Ha obenyxmBaHme
NMPMBNEYEHHOro KanuTana u nHaHcupoBaHue Opyrnx 060CHOBaHHbIX PACXOAOB;

B) y4eT B CTPYKType HaabaBOK BCEX HANOroB W WHbIX 0BA3aTenbHbIX NNaTexen B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccuickon depepaumu.
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3. Mo dakTu4yeckon OTMYCKHOW LIEHOW NPOU3BOAMTENS Ha NeKapCTBEHHbIM MpenapaTt NoHMMaeTcs LeHa
(6e3 Hamora Ha p[oGaBMEHHYI CTOMMOCTB), YKasblBaeMasi POCCUMWCKMM MNPOM3BOAMTENEM FEeKapCTBEHHOMO
npenapaTta B CONPOBOAUTENMbLHOW OOKYMEHTauun Ha ToBap, a MHOCTPaHHbIM NPOU3BOAMTENEM feKapCTBEHHOro
npenapaTta - B CONPOBOAWUTENbLHON AOKYMEHTauMu Ha ToBap, Ha OCHOBaHUM KOTOPOW odopmnseTcs rpysosas
TaMOXeHHas Aeknapauus, C y4eTOM pacxOAOoB, CBS3aHHbIX C TaMOXeEHHbIM odopmneHvem rpysa (ynnaTtown
TaMOXEHHbIX NOLLMMH 1 cOOPOB 3a TaMOXeHHOe OhOpMIIEHME).

B cnyyae ecnu 3akoHogaTenbCTBOM TaMOXEHHOro Coto3a He NpeayCMOTpeHbl AeKnapnupoBaHMe CTOMMOCTU
nepemMeLLaeMblX 4epe3 TaMOXeHHyK rpaHuuy Poccuiickon ®epepauum TOBapOB, MECTOM MNPOUCXOXAEHMUS
KOTOPbIX SBMSETCH TEPPUTOPUS rOCYAapPCTB - YHACTHUKOB TaMOXEHHOro co3a, U 0hOpMIeHNe B OTHOLLIEHUN MX
rPy30BOM TaMOXEHHOW [eKnapauun TaMOoXeHHbIMW opraHamn Poccuickon dPegepaumu, nog  akTuyeckon
OTNYCKHOW LIEHOW MHOCTPaHHOro NPOW3BOAWTENS Ha NeKapCTBeHHbIM npenapaTr NoHMMaeTCs LeHa, ykasaHHas
WHOCTPaHHbLIM NPON3BOAMTENEM NEeKapCTBEHHOro Npenapara B CONPOBOAUTENbHOW AOKYMEHTaLNN.

4. Cymma onToBbiX HaabaBok K (QaKTUYECKOW OTMYCKHOW LeHe MNpPOM3BOAMTENS Ha JleKapCTBEHHbIN
npenapaTt, NPUMEHSIEMbIX BCEMW OpraHusaumsMy ONTOBOM TOProBMnW, Yy4acCTBYWOLMMW B peanus3auum 3Toro
nekapcTBEHHOro npenapata Ha Ttepputopun cybbekta Poccuiickon ®epepaumn, He [OIPKHA NpeBblWATh
COOTBETCTBYIOLLMIA NpeAenbHbI pasMep ONTOBOW HaA0aBKW, YCTAaHOBMEHHbI OpPraHOM UCMOSNTHUTENBHOW BMNacTu
aToro cybbekta Poccuiickon Pegepaumm.

5. Pasamep posHuM4HOM HagbaBkm K HakTUYECKOW OTMYCKHOW LEeHe npou3BoauTens Ha NeKkapCTBEHHbIN
npenapaTt, YCTAHOBMEHHbIN anTe4YHOW opraHusauven, UHAuBMAyanbHbIM NpeanpuHMMaTteneMm M MeaUUMHCKOMN
opraHmsauven, OCYLIEeCTBNAWNMA peannsauunio  fekapCTBEeHHbIX npenapaToB Ha TeppuTopum cybbekTa
Poccuiickon degepauunm, He OOIMKEH MPEBbLIWATL COOTBETCTBYHOLWMUI NpedenbHbI pa3mep PO3HUYHOW HagbaBKu,
YCTaHOBIEHHbIN OpraHoOM MCMNOMHUTENbHOW BracTh aToro cybbekta Poccuiickonn Pegepaumu.

6. Peanusaums nekapCTBEHHbIX MpenapaToB oOpraHuM3auusiMuM  OMTOBOW  TOProBAW, anTeYHbIMU
opraHusaumsaMn, UHAMBMAYanbHLIMU NpeanpuHUMaTensaMn 1 MeguuuHCKUMU OpraHmM3auumsMu OCyLLeCTBRseTCs
npyv HanuuMM NPOTOKONAa COrfacoBaHWs LieH MOCTaBKW NEeKapCTBEHHbLIX MpenapaToB, BKIOYEHHbIX B NepeyeHb
XW3HEHHO HEOOXOOMMBIX WM BaXKHEWLUMX NEeKapCTBEHHbIX MNpenapaTtoB, COCTABIIEHHONO Mo ¢opMe COrnacHo
MPUIOXEHWIO, 38 UCKMIOYEHNEM NEKAPCTBEHHbIX NpenapaToB, KOTOpble He Bblfn BKMOYEHbI B TAKOW NepeyeHb Ha
MOMEHT UX NpuobpeTeHns ykasaHHbIMW OpraHn3aumMsaMy U MHOMBUAYaNbHBIMU NpeanpuHUMaTensamu.

lMpoTokon cornacoBaHUs LEeH MOCTaBKM IeKapCTBEHHbIX npenapatoB MoxeT ObiTb co3gaH B Buge
3NEeKTPOHHOro  [AOKYMEHTa, MNoANWCaHHOro  YCUMEHHOW  KBanudUUMPOBaAHHOW  3NEKTPOHHOW  MOAMUCHIO
YMOMHOMOYEHHbBIX NAL, MOCTaBLUUKa M NoKynaTens.

(n. 6 B pea. NoctaHoBneHus MNpasutensctea PP ot 03.02.2016 N 58)

7. ®opMunpoBaHue OTMNYCKHOW LieHbl Ha NekapCTBEHHbLIW MpenapaTt opraHm3auusiMy ONTOBOW TOProBnu u
(vnn) anTedyHbIMU OpraHusauuaMu, UHOUBMAYanbHbIMU NpeanpuHUMaTENaMM U MEeOULUUHCKUMU OpraHn3aunsMmm
OCYLLLECTBNSAETCHA UCXOAS M3 (PaKTUYECKOW OTMYCKHOW LeHbl NMpouM3BOAUTENS Ha NekapCTBeHHbIA npenapat, He
npeBbIaloLWen 3aperncTpMpoBaHHY0 LEHy, M OMTOBOM M (MNM) PO3HUYHOW HAO0aBOK, pa3mMep KOTOPbIX He
npeBbIlWaeT COOTBETCTBEHHO NMpefernbHbl pa3mep ONTOBOW U (MNW) NpPederbHbIA pasMep po3HWYHOW HaabaBky,
yCTaHOBMEHHble B cybbekTe Poccunckon ®enepaumn.

Mpn hopmmnpoBaHUM opraHu3aumsaMmn ONTOBOW TOProBMM, anTEYHbIMU OpraHn3aunsiMm, UHOUBMAYaIbHbIMU
npeanpMHUMaTensaMmM W  MeOULMHCKUMM  OpraHuM3auusMuM  OTMYCKHOW LEeHbl Ha JeKapCTBEHHbIM npenapart
WMHOCTPaHHOIO NPOV3BOAWTENSA ONTOBas U (MNn) PO3HMYHAs HaabaBKM MPUMEHSIIOTCA K (hakTUYEeCKon OTMYCKHON
LeHe NpoV3BOAMTENSA Ha NEeKapCTBEHHbIM Npenapar, AeKnapvpyemMon npu nepeceyeHnr TOBapoM TaMOXEHHOW
rpaHuubl Poccuiickon ®depepaumm, C y4eTOM pacxOfoB, CBSI3@HHbIX C TaMOXEHHbIM O(OpMIIeHMEM [py3a
(TaMOXeHHbIX MOWMMH M cOOpoOB 3a TaMOXeHHOe OMOpPMIIEHME), He MpeBbIWALWENA 3aperncTpMpoBaHHYO
npefenbHy0 OTNYCKHYK LieHY Npou3BOAUTENst Ha 9TOT NekapcTBeHHbI npenapaT. [pu aToMm bakTuyeckas
OTNYyCKHas LeHa Npov3BOAUTENS Ha NeKapCTBEHHbIW npenapart, 3ajeknapuvpoBaHHasi B MHOCTPaHHOW BarnioTe,
nepecynTbiBaeTcss B pyonu no kypcy LleHTpanbHoro 6aHka Poccunickon Pepepauun Ha gaty odopmiieHus
rpy30BOM TaMOXEHHOW Aeknapaunn.

B cnydae, ykaszaHHOM B ab3aue BTOpoM MnyHkTa 3 HacTtoswmx [MpaBun, ontoBas M po3HMYHas HagbaBku
NPUMEHSIOTCHA K (PaKTUY4EeCKOW OTMYCKHOM LeHe Mpou3BOAUTENs Ha NeKapCTBEHHbIW npenapaT, yka3aHHoOW B
COMNpPOBOAUTENBHON AOKYMEHTAUMM Ha TOBap M He MpeBblluatollent 3aperncTpMpoBaHHy0 NpeaenbHy0 OTMYCKHYH0
LEeHy Npov3BOAMTENSA Ha AaHHbIA NEeKapCTBEHHbIN npenapaT. PakTudeckasd OTMycKHas LeHa npou3BoauTens Ha
nekapCcTBEHHbIN Mpenapart, YyKasaHHas B WHOCTPaHHOW BamnwTe, nepecyuTbiBaeTca B pybnu no  Kypcy
LleHTpanbHoro 6aHka Poccuiickon Pepepaumm Ha paTy nepegadv fekapCTBEHHOro npenapata MHOCTPaHHbIM
npou3soguTeneM pPoOCCUMIUCKOMY MOKynaTento (ynOMHOMOYEHHOMY MM Fvuy) NO NepeaaTtodHOMY akTy UM MHOMY
aHarnormMyHoMy JOKYMEHTY.

8. OpraHusauun onTOBOW TOProBfW, UMEIOLNE CTPYKTYPHbIE MOAPA3AeneHUs PO3HUYHOW TOProBnu, MoryTt
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¢dopMMpoBaTbL PO3HUYHLIE LIEHblI Ha feKapCTBEHHble npenapaTtbl C NPUMEHEeHWEM OOHOBPEMEHHO OMTOBOW U
PO3HUYHOW HaabaBoOK K hakTMYecKoW OTMYCKHOW LieHe MpPOV3BOAMTENS Ha JeKapCTBEHHbIM Mpenapart, pasmep
KOTOPbIX HE [OOMKEH MNpeBblaTb NpPeAenbHbI pa3mMep ONTOBOW W NpeAenbHbll pa3mep PO3HUYHOW HagbaBoOK
COOTBETCTBEHHO, YCTaHOBMNEHHbIE B cybbekTe Poccuiickon ®epepauun, npy ycrioBun BeAeHUs pasgenbHoro yyeTa
ONTOBOMW M PO3HUYHOWN TOProBNU.

9. OpraH ucnonHuTensHoM Bnactn cybvekta Poccunckon depepaumm HanpaBnseT NpoOeKkT pelleHns ob
yCTaHOBNEHMM U (MNN) M3MEHEHUW npefdenbHbIX pasMepoB OMNTOBbIX HaA0aBOK M npedenbHbIX pasmMepoB
PO3HMYHbIX HaabaBOK K (QaKTUYECKUM OTMYCKHbIM LieHaM NpoM3BOAUTENEN Ha NeKapCTBEHHble npenaparhbl,
NOArOTOBIIEHHbIV B COOTBETCTBUM C METOAMKON (Oanee - NpoekT pelleHus), B ®eaepanbHyt0 aHTUMOHOMOSbHYHO
Cnyxoy.

(n. 9 BBeaeH lNoctaHoBneHneM lMpasutensctea PP ot 03.02.2016 N 58)

10. K npoekTy pelleHus npuraralTca cregylolme OOKYMEHTbl M MaTtepuanbl (OpurMHamnbsl UM Komuu,
3aBEpEHHblE PYKOBOAMTENEM WM 3aMECTUTENEM PYKOBOAUTENsS OpraHa WCMOMHWUTENbHOW BriacTu cybbekTa
Poccuiickon ®enepauun):

a) nosicCHUTEeNbHasa 3anucka, codepxallass B TOM 4YMcCre MNpou3BefeHHble B COOTBETCTBMU C METOAMKOW
pacyeTbl NpedenbHbIX pPa3MepoB ONTOBbIX HaA0aBOK M nNpefenibHblX pas3MepoB pPO3HMYHbIX HagbaBoOK K
aKTUYECKUM OTMYCKHBIM LieHaM NpoM3BOaUTENEN Ha NeKkapCcTBEHHbIE NpenapaTbl;

©) martepuanbl, NpeaCTaBfeHHblE OpraHM3auMsiMy OMNTOBOW TOProBMAKM, anTeYHbIMKM OpraHM3auusmu,
MHAUBMAYaNbHbIMU NpeanpUHUMaTENSIMN U MEOULUHCKUMM OpraHn3aLmsMm B COOTBETCTBUN C METOLMKON.

(n. 10 BBeaeH MocTtaHoBneHneM Npasutensctea P® o1 03.02.2016 N 58)

11. lMpoekT pelleHnsa ¢ npunaraemMmbiMu K HeMy AOKYMEHTaMn U MaTepuanamu, ykasaHHbiMu B nyHkTe 10
HacTosawwmx [NpaBun, npeacrtaensetcs B degepanbHyl0 aHTUMOHOMOSBHYO CryX0y B NMMCbMEHHOM Buae Wnv B
BYE 3NEKTPOHHOIo JOKYMEHTa, NOAMUCAaHHOIo YCUNEHHOW KBannduumMpoBaHHOW 3NEKTPOHHOM NOANUCLI0, a Takke
Ha agpec aneKTPoHHON NoyTbl PeaepanbHON aHTUMOHOMOSBHOWM CIYXObI.

MpoekT pelleHuns peructpupyetcsa B PefeparnbHON aHTUMOHOMONBHON Cry>k6e B yCTaHOBNEHHOM MOpsiAKe.
(n. 11 BBeaeH MoctaHoBneHneM MNpasutensctea PP o1 03.02.2016 N 58)

12. depepanbHas aHTUMOHOMONbHast cnyxba B TeyeHne 30 paboumx gHEN Co OHS perncTpauum npoekta
pelleHns HanpaBnseT B OpraH WCNOMHUTENbHOW Bnactu cybbekta Poccuickon depepaumm npuHATOe elo
peLleHne O cornacoBaHMn NpoekTa pelweHns Nnbo o6 oTkase B ero cornacoBaHum.

(n. 12 BBeaeH MocTtaHoBneHneM MNpasutensctea PP o1 03.02.2016 N 58)

13. OcHOBaHUAMU O11s 0TKasa B COrfiacoBaHuy NPOEKTa peLleHns ABMASTCS:

a) HecooTBETCTBME pacyeToOB MpedefbHbIX pa3MepoB OMNTOBbIX HaAbaBoK M MNpedenbHbIX pasMepoB
PO3HUYHBIX HagbaBOK K (paKTMYECKMM OTMYCKHbIM LieHaM MpOM3BOAUTENEN Ha JeKapCTBEHHblE MpenapaThbl
pacyeTam, npegyCMOTPEHHbIM METOANKON;

0) npeactaeneHne B PegepanbHy0 aHTUMOHOMOSBHYIO CryX0y ykasaHHbIX B nyHkTe 10 HacToAwwmx Npasun
OOKYMEHTOB 1 MaTepuanos, cogepxallnx HeJOCTOBEPHbIE CBEAEHMS,;

B) OTCYTCTBME B MpPEACTaBMIEHHbIX OOKYMEHTax W Martepuanax cBeAeHWun, TpebyembiXx B COOTBETCTBUU C
MEeTOUNKOW;

r) NpeAcTaBneHMe HEMOSTHOMO KOMMMEKTa AOKYMEHTOB M MaTepuarnoB, ykasaHHbIX B nyHkTe 10 HacToswmux
MpaBun;

A) npedcTaBrneHve JOKYMEHTOB M MaTepuanos, ykasaHHblX B nyHkTe 10 HacToswmx NMpaBun, cocTaBneHHbIX
He no chopmam, yCTaHOBNEHHBIM METOAMKOWN.

(n. 13 BBeaeH lNoctaHoBneHveM Mpaeutensctea PP o1 03.02.2016 N 58)

14. NHdopmauusa o cornacoBaHum nmbo o6 oTkase B cornacoBaHun PegepanbHON aHTUMOHOMObHOWN
cnykbon npoekTa pelleHns He nosgHee 3 pabouMx AHEN CO OHA MPUHATMA Takoro pelueHust pasMellaeTcs
Cnyx6oW Ha ee ohmLmanbHOM canTe B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "MIHTepHeT".

(n. 14 BBeneH lNoctaHoBneHveM MNpasutensctea P® ot 03.02.2016 N 58)

15. 3a npegctaBneHne B ®PegepanbHyld aHTUMOHOMOJNIBHYK CRyXOy [AOKYMEHTOB, COAEpXaLLMX
HeOCTOBEpHblE CBeAEHUsl, PYKOBOAUTEMb (3aMeCcTUTerb pPYKOBOAMTENS) opraHa WCMOMHUTENbHOW BracTu
cybbekta Poccuiickon ®egepaunn HeceT OTBETCTBEHHOCTb, MPEAYCMOTPEHHYIO 3akoHogaTenbCcTBOM Poccuinckon
depepauymm.

(n. 15 BBegeH lNoctaHoBneHveM Mpaeutensctea PP ot 03.02.2016 N 58)
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MpunoxeHune

K MpaBunam ycTaHOBNEHUS NpeaenbHbIX
pa3mepoB ONTOBLIX U NpeaeribHbIX
pa3MepoB PO3HUYHbLIX HaabaBokK

K (bakTU4eCKUM OTNYCKHbIM LieHaMm,
YCTaHOBMEHHbLIM NPOU3BOANTENAMMU
NeKapCTBEHHbIX NMpenapaToB, BKITHOYEHHbIX
B NepeYeHb XN3HEHHO HEOBX0ANMbIX

1 BaXKHEMLUNX NEKapCTBEHHbIX
npenapaToB, B cybbekTax

Poccuickon denepaumm

CnuncoK N3MeHsILWUX AOKYMEHTOB
(sBegeHo MNocTtaHoBneHmem lMpasutensctea PO ot 03.02.2016 N 58)

(dpopma)

MPOTOKON
COrnacoBaHusA LieH NoCTaBku NEKapCTBEHHbIX NpenapaTos,
BKIMIOYEHHbIX B NepeYeHb XN3HEeHHO HEOBXOANMBIX N BaXKHENLLNX
neKapcTBeHHbIX npenapaTos

nocTaBLWNK

nonyyarenb (OpraHu3aLuusi ONTOBOW TOProBnu
Uy opraHM3aLms pO3HUYHON TOProBn)

nony4yaTens (opraHv3aLms ONTOBOW TOProBnu
Uy opraHM3aLms pO3HUYHON TOProBIn)
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ToproBoe Cep | Npouse | 3apernctpu | dakTuyecka Paamep dakTnyecka Paamep dakTnyeck CyMmapHbIn Pasmep daKTnye
HaMMEHOBaHW | M | OOUTEN | poBaHHasa | 51 OTNYCKHas |  dhakTUYeCcKon s OTMyCKHas dakTnyeckon asi pasmep dakTnyeckon OTnycK
e, b npegenbHas LueHa, OnTOBOW LueHa, OnTOBOW oTnyckHas daKTUYeCcKnx PO3HUYHOM LEHs
nekapcTBEHH OTNYyCKHas | yCTaHOBMEH HaabaBku yCTaHOBMEH HaabaBku ueHa, ONTOBbIX HaabaBkuy, YCTaHOBI
as gopma, ueHa, Hag opraHusaumm Has opraHusaummM | yctaHoBrne HaabaBoK, yCTaHOBMEHHON |
[03MPOBKa, YCTaHOBMEH | NpOu3BOauUT ONTOBOW opraHusaum ONTOBOW HHas YCTAHOBMEHHBIX | OpraHusaunen | opraHus:
KONM4ecTBO B Has enewm, 6e3 TOProBnun <2> | €N ONTOBOW | TOProBnu <3> | opraHu3ay | opraHu3aumsamm PO3HUYHOWN PO3HUY
notpeburterns npon3BoauT HAOC TOproBenu, nen ONTOBOM TOProBmun TOProBl
Ckon enem (pybnen) 6e3 HOC OnTOBOW TOproBnn <4> HIOC (py
yrnakoBKke (pybnen) <1> (pybnen) TOProBnu, <5>
npoLeHT | pybne <2> npoueHT | pybne | 6es HOC | mpoueHT | pybne | npoueHT | pybne
oB 7 oB 7z (pybnen) 0B 7z o] "
<3>
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
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(mognucb yNnonHOMOYEHHOTO nnua (b.n.0.) (mognucb yNnonHOMOYEHHOrO nnua (b.n.0.)
nocTaBLLMKa - OpraHM3auum nocTaBLLMKa - OpraHu3auum
ONTOBOW TOProBAN UMK ONTOBOWV TOPrOBAN UMK
opraHv3aumm po3HWYHOW TOProBu - opraHu3aumm po3HUYHOWN TOProBy
yKasaTb HY>XHOoe) - yKa3aTb HyXHoe)
ll_ll 20_ I_‘ Il_ll 20_ r‘
M.IT. M.MN
(nognnch yNonMHOMOYEHHOrO nnua (dp.n.0.) (nognnch YNOMHOMOYEHHOrO nnua (d.n.0.)
nocTaBLLMKa - OpraHM3auum nocTaBLLMKa - OpraHn3auum
ONTOBOW TOProBNN UMK ONTOBOW TOPrOBAN UMK
opraHv3aumm po3HWYHOW TOProBu - opraHu3aumm po3HUYHOWN TOProBu
yKasaTb HY)XHOe) - yKa3aTb HYXXHOoe)
n n 20 r n n 20 r
M., M.N

<1> ®akTudeckass OTNYCKHas LeHa Ha nekapCTBEHHbIN npenapar, BKMYEHHbIN B NepeyeHb XU3HEHHO
HeOOXOAMMbIX W BaXXHEMLIMX NeKapCTBEHHbIX MpenapaToB, YCTaHOBMEHHAss MHOCTPaHHbIM MPOU3BOAUTENEM,
yKa3blBAETCS C YHETOM TAMOXEHHOM MOLUINHBI U COOPOB 32 TaMOXXEHHOE OhOPMIIEHME.

<2> 3anonHsieTca opraHusauven OnTOBOW TOProBnu, npuobpeTalolen rekapCcTBEHHbIM MpenapaT vy
npov3BoaUTENS UMK Yy €ro YNoNHOMOYEHHOrO NpeacTaBuTens.

<3> 3anonHseTca BceMu oOpraHMsauuMsiMM OMNTOBOWM  TOProBNW, Yy4acTBYyKOWMMUW B peanusauuu
nekapcTBEHHOro npenapata [0 Mepefayn ero opraHusauuu posHuyHon Toprosnu. KonuvectBo rpacd
COOTBETCTBYET KONMYECTBY OpraHu3auunin ornToBOW TOProBNN, y4acTBYIOLMX B TOBAPONPOBOASLLEN LieMnoyKe.

<4> 3anonHaeTcs opraHu3auven onToBON TOProBnuv, peanuayloLlen nekapcTBeHHbIM npenapaT opraHusaumm
PO3HUYHOW TOProBIN.

<5> OpraHusaumsa pO3HWYHOW TOProBNW, He SBNAOWANACH NNaTenbUKOM Hanora Ha AobaBrneHHyo
CTOMMOCTb U Y4UTbIBatOLLLAs ero B CTOMMOCTM ToBapa, ykasblBaeT DakTU4ecKyto OTNYCKHYIO LiEHY.

YTBEPXOEHDI

MoctaHoBneHuem NMpaButenscrTea
Poccuiickon ®epepauun

oT 29 okTabps 2010 r. N 865

MU3MEHEHWA,

KOTOPbLIE BHOCATCA B NOCTAHOBJIEHUA
NMPABUTEJIbCTBA POCCUACKON ®EQEPALIUM NO BOMNPOCAM, CBA3AHHbIM
C COBEPLLEHCTBOBAHUWEM roCYOJAPCTBEHHOIO PErYNMPOBAHUA LLIEH
HA XXU3HEHHO HEOBXOAUMbIE U BAXXHENLLUE
JIEKAPCTBEHHbIE CPELICTBA

Cnncok N3MEHSIOLWNX JOKYMEHTOB
(B pea. MoctaHoeneHus Mpasutensctea P® ot 04.09.2015 N 941)

1. B MNocTtaHoBneHnun lMpaButensctea Poccuiickon depepaumm ot 7 mapta 1995 r. N 239 "O mepax no
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MocTtaHoeneHue MpaBuTtensctea PP ot 29.10.2010 N 865
(pea. ot 03.02.2016)
"O rocyaapCTBEHHOM perynmpoBaHun LieH Ha NekapcTs...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[arta coxpaHeHusi: 05.05.2017

YyNOpPSAOYEHMIO FOCYOAPCTBEHHOIO perynupoBaHus ueH (Tapudos)” (CobpaHune 3akoHogaTenbcTBa Poccuiickon
depepaummn, 1995, N 11, ct1. 997; 1996, N 7, cT. 690; N 17, c1. 2002; N 32, cT. 3942; 1997, N 27, cT. 3232; 1998, N
32, c1. 3907; 1999, N 1, ct1. 201; 2001, N 7, cT. 656; N 20, cT. 2015; N 26, cT1. 2680; N 36, c1. 3561; 2002, N 15, cT.
1431; 2004, N 51, cT. 5184; 2005, N 29, c1. 3066; 2007, N 16, cT. 1910; 2008, N 1, c1. 3; N 7, c1. 597; N 17, cT.
1887; 2009, N 33, cT. 4086; 2010, N 30, cT. 4096):

a) absay pJeBATHaguaTbi MEpPeyYHs MNpOAYKUMW MNPOU3BOACTBEHHO-TEXHUYECKOrO HasHadeHusi, TOBapoB
HapoAHOro noTpebneHnst 1 ycnyr, Ha KOTOpble rocygapCTBEHHOE perynupoBaHune LieH (TapndoB) Ha BHYTPEHHEM
pbiHke Poccuiickon deagepaumm ocyllecTenstoT [NpasutensctBo Poccuickon ®epepaumm n denepansHble opraHbl
WCNONHUTENBHON BNACTU, YTBEPXAEHHOIO yKka3aHHbIM [loCTaHOBNEHMEM, U3MOXNUTL B CneayoLlen pegakumm:

"IlekapcTBeHHble nNpenapartbl, BKMOYEHHbIE B MNepeyYeHb XWU3HEHHO HEeobXOoOUMBIX W BaXKHEWLUX
NeKkapCTBEHHbIX NpenapaTtos”;

0) ab3ay OeBATbIN NepevHs NPOAYKLMU NMPOVU3BOACTBEHHO-TEXHUYECKOTO Ha3Ha4YeHus, TOBapoB HApOAHOro
noTpebneHns 1M ycnyr, Ha KOTOpblE rOCYyOapCTBEHHOE PErynvpoBaHve LeH (TapudgoB) Ha BHYTPEHHEM pPbIHKE
Poccuiickorn ®eaepaumm OCYLLECTBNSKOT opraHbl UCMOMHUTENbHOW BRactu cybbektoB Poccuiickon Peagepaumm,
YTBEPXXAEHHOIO yKa3aHHbIM [loCTaHOBNEHNEM, N3NOXUTE B CRieAyoLwen pegakunm:

"MpenenbHble pasmepbl ONTOBbLIX U NPeAernbHble pa3Mepbl PO3HUYHBIX HAA6aBOK K haKTUYECKMM OTMYCKHbIM
LeHam Npou3BOAMTENEN Ha NEeKapCTBEHHbIE npenapartbl, BKMOYEHHbIE B MepeyYeHb XU3HEHHO HEOOXOAMMBIX U
Ba)KHEWLUNX NeKapCTBEHHbIX NpenapaTos".

2. fJononHutb MNonoxeHne o ®enepansHon cnyxbe no Hag3opy B chepe 30paBOOXPaHEHUSA U COLMATTbHOMO
pas3suTus, yrBepxaeHHoe lNoctaHoBneHuem lMpaeuTtensctBa Poccunckon ®enepaumm ot 30 uioHa 2004 r. N 323
(CobpaHnue 3akoHogaTenbcTBa Poccurickon ®enepaumu, 2004, N 28, c1. 2900; 2009, N 2, cT. 244; 2010, N 35, cT.
4574) nognyHktom 5.1.3.10 crnepgytowlero cogepxaHus:

"5.1.3.10. nNpMMeHeHMeM LEH Ha neKkapCTBEHHble MpenapaTtbl, BKMOYEHHbIE B MNEPEYEHb >KU3HEHHO
HeoOX0AMMbIX N BaXKHEMNLLMX NEKaPCTBEHHbIX NpenapaTos;”.

3. YTpatun cuny. - lNoctaHosneHue MNpasutensctea PP ot 04.09.2015 N 941.

4. B ToctaHoBneHun [lpaButenbctBa Poccuiickonn Pepepauum ot 8 aerycta 2009 r. N 654 "O
COBEPLUEHCTBOBAHMM TOCYOAPCTBEHHOIO PErynvpoBaHnst LIEH Ha >KM3HEHHO Heobxoaumble W BaXxHewnwwue
nekapctBeHHble cpeacTea” (CobpaHue 3akoHogaTtenscTBa Poccuickon ®egepauun, 2009, N 33, ct. 4086; 2010, N
2,cT. 179):

KoHcynbTaHTlntoc: npumedaHne.
MoctaHoBneHunem lMpasutensctea P® ot 03.02.2016 N 58 noanyHKT "a" nyHkTa 4 npusHaH yTpaTUBLUUM
CUNY B 4acTu BHECEHMWS U3MEHEHMS, Kacatollerocs absaua TpeTbero nyHkTa 1 MoCTaHOBNEHUS.

a) B HaMMeHOBaHUM 1 ab3auax BTOPOM U TpeTbeM NyHKTa 1 cnosa "XM3HEHHO HEOOXoAUMbIE U BaXXHeNLWmne
neKkapcTBeHHble cpeAcTBa" B COOTBETCTBYIOLWIEM MNajexe 3aMeHWTb CcrioBamu “nekapcTBeHHble npenapaTsl,
BKIIIOYEHHbIE B MNEpeyYeHb KU3HEHHO HEeOoOXOAMMBIX W BaXXHEMWMWX JeKapCTBEHHbIX MpenapaTtoB” B
COOTBETCTBYIOLLEM Nafexe;

0) B nyHkTE 2:

B ab3aue BTOpOM croBa "KM3HEHHO HEOOXOOUMBIE W BaXXHEWLUME JeKapCTBEHHblE CpeAcTBa” 3aMeHUTb
CnoBaMy "NMeKapcTBEHHble Npenaparbl, BKIOYEHHbIE B MepeyYeHb XU3HEHHO HeobXoaAMMbIX W BaXKHEMLUMX
nekapCTBEHHbIX NpenapaToB (ganee - XM3HeHHO HeOOXOAMMbIE U BaXXHENLLNE NekapCTBeHHbIe npenapaThl)”;

B ab3aue TpeTbeM CroBa "NeKkapCTBEHHble CpeacTBa" B COOTBETCTBYIOLLEM Mafexe 3aMeHWUTb CIoBamm
"fiekapcTBEHHbIE NpenapaThl" B COOTBETCTBYIOLLIEM Nagexe;

ab3al YyeTBepTbIN NPU3HaTb YTPaTUBLLMM CUIY;

B) B MyHkTax 3 - 9 crnoBa "nekapCTBeHHble CpeAcTBa" B COOTBETCTBYIOLEM MNadexe 3amMeHWUTb CroBamu
"fiekapCTBEHHbIE NpenapaThl”" B COOTBETCTBYIOLLIEM Nagexe;

r) nyHkT 10 npu3HaTh yTpaTUBLLUM CUny;

[) NYHKT 2 U3MEHEHUI, YTBEePXAEHHbIX yKasdaHHbIM [ocTaHOBNEeHNeM, Npu3HaThb yTpPaTUBLLMM CUIY;

€) B opme NpoToKona, yTBEPXKAEHHOW yKka3aHHbIM [ocTaHOBNEHNEM:

B HaMMEHOBaHMU CIoBa "KM3HEHHO HEOOXOOUMBIX W BaXKHEMLIMX JIEeKapCTBEHHbIX CpPeacTB" 3aMeHUTb
CnoBaMy "NEeKapCTBEHHbIX MNPENapaToB, BKIMOYEHHLIX B MEPEYEHb KU3HEHHO HEOOXOAMMBIX W BaKHEMWLUMX
NneKkapCcTBEHHbIX NpenapaTtos”;

B CHOCKax NepBOW M BTOPOM CroBa "XM3HEHHO HeobxoaMMoe WM BaXkHenwee fnekapCTBEHHOe CpeacTBo”
3aMEHUTb CrNoBaMu "NeKapCTBEHHbIV NpenapaT, BKIMIOYEHHbIV B NEPEYEHb XXU3HEHHO HEOOXOAMMBIX U BAXKHENLLMX
NeKkapCTBEHHbIX nNpenapaTos,”.
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