O coBepLUEHCTBOBaHUM rOCYyA,apCTBEHHOIO pPeryJimpoBaHus LeH
Ha JieKapCTBEHHble cpepncTBa

MocTtaHoBneHue MpasuTtenbcTBa Poccunckon ®epgepauum - Ne 619 - o1 17.10.2005 - MpaBuTenscTBO Poccuinckon
®epepauunu - YTpaTun cuny

MocTaHoBneHwue MpasuTenscTBa Poccuinckon ®epepaumm ot 17.10.2005 r. Ne 619 (CobpaHue
3aKoHoJaTenbCTBa Poccuinckon Pepepaumm ot 2005 r., Ne 43, cT. 4400; "Poccuinckas raseta" oT
27.10.2005 r., Ne 241)

NMPABUTEJIbCTBO POCCUCKOW ®ELEPALNN
MOCTAHOBJNEHWE

oT 17 okTs6ps 2005 . N 619
r. MockBa

YTpatuno cuny - NocTaHoBNeHME
MpaBuTenbcTBa Poccuinckon denepaumu
0T 29.10.2010 r. N 865

O coBepLUEeHCTBOBaHMM rOCYLapCTBEHHOIO PerynpoBaHns LeH Ha
JleKapCTBEeHHble CpeacTBa

B Lensax rocy0apCTBEHHOr0 PeryvpoBaHNs LIEH Ha JIeKapCTBEHHble
CpencTBa B COOTBETCTBMU C PefiepalibHbIM 3aKOHOM "O JleKapCTBEHHbIX
cpencTeax" MpaBuTtenbcTBo Poccminckon depepauun
nMocTaHoOBNAET:

1. YTBEpAWTb NpuiaraeMble N3MeHeHus, KOTOpble BHOCATCA B
noctaHoBseHUs MpaBuTenscTBa Poccuinckon ®epepaum no BONpocam
roCyfapCTBEHHOMO perynpoBaHus LIeH Ha JleKkapCTBeHHble CpeacTBa.
2 - 8.(YTpaTuaum cuny - NoctaHoBneHue MNpaBuTenscTBa Poccuninckon
®epepaumnm ot 28.12.2007 r. N 935)

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunn M.®pankos

YBEPXXEHbI

nocTaHoBfeHveM lNpaBuTenpCTBa
Poccuiickon ®epepaumm

oT 17 okTsa6psa 2005 r.

N 619

M3MEHEHMNWA4,

KOTOpbIE BHOCATCS B MOCTAHOBNEHUSA MpaBUTENbCTBA

Poccuinckon ®eaepaliii Mo BONPOCaM FroCyAapCTBEHHOrO PeryanpoBaHus
LIeH Ha NIeKapCTBEHHbIE CPeACTBa

1. B noctaHoBneHun MpaButenbcTBa Poccuinckon ®eagepaumm ot

9 Hos6ps 2001 r. N 782 "O rocyapCTBEHHOM peryanmpoBaHnm LieH Ha
NekapcTBeHHble cpeacTBa" (CobpaHue 3akoHogaTeNbCTBa POCCMIACKON
®epnepaumun, 2001, N 47, cT. 4448).

a) ab3aL BTOpOW NYHKTa 2 U3NIOXUTb B Cnefyowen pefakuuu:
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"MWHNCTEPCTBY 34PaBOOXPAHEHNS U COLMAJIBHOIO Pa3BUTUSA

Poccuiickon ®epepaummn n degepansHon cnyxbe no Tapndam faBaTb
pa3bACHEeHUA Mo BOMNpocaM NpUMeHeHNs yKa3aHHoro fonoxenus.";

6) NYHKT 3 M3M10XKNTb B CNIEAYIOLLEN peaaKLumu:

"3. s ocyLweCcTBJIeHUS roCylapCTBEHHOIO PEryInpoBaHuns LeH B
OTHOLLIEHUW XXN3HEHHO HEOBXOAMMBIX N BaXXHEMLLNX NEKAPCTBEHHbLIX CPEACTB:
a) MMHUCTepCTBY 34paBOOXPaHEHUS U COLMAIBHOIO Pa3BUTUS

Poccninckon ®degepaumm No CoraacoBaHnio ¢ MMHUCTEPCTBOM
NPOMbILLJIEHHOCTU W 3HepreTunku Poccuinckon ®epepaumm 1 MUHUCTEPCTBOM
3KOHOMUYECKOro pa3BuTUS U TOProsan Poccminckon depepauum exerogHo
npeactaBnaTb B [paBnTensCTBO Poccuinckon denepaunm NPoekT NepeyHs
YKN3HEHHO HEOBXOANMBIX U BaXXKHEMLLNX NEKAPCTBEHHbIX CPELCTB;

6) ®epepanbHo cnyxbe No Haa3opy B chepe 34PaBOOXPAHEHNS U
COLMANIbHOro pa3BUTUS:

OCYLLEeCTBAATb FOCY4apCTBEHHYIO PErMCTPaLMIo COrnacoBaHHbIX C
depepanbHOM Cy>x6o nNo Tapugam NpeaenbHbIX OTAYCKHbIX LLEH POCCUNCKUX
1 MHOCTPaHHbIX OpraHu3aunii-Nnpon3BoamMTeNen (fanee - NponussoanTenn)

Ha XKM3HEHHO HeobX0AUMbIE U BaXKHENLLMNE TIEKAPCTBEHHbIE CPEACTBA;

BeCTU 0CYAapCTBEHHbIN peecTp 3apernCcTpUpoBaHHbIX NpefenbHbIX
OTMYCKHbIX LIEH NMPOU3BOANTENEN Ha XN3HEHHO HEOBX0AMMbIE N BaXKHENLINE
JleKapCTBEHHbIE cpeacTBa (ganee - F0CyfapCTBEHHbIN PeecTp LeH Ha
NeKapCTBEHHblE CpeacTBa);

HanpaBNATb eXeMeCA4HOo, He no3gHee 15-ro yncna, B MUHUCTEPCTBO
MPOMBILLNEHHOCTY 1 3HepreTnku Poccunckon depepauun, degepanbHyio
cny>by no Tapungam 1 opraHbl NCNOJIHUTENBHON BNAaCTK CyOBbEKTOB
Poccunckon ®egepalimm MHHOPMaLMIO O LIeHaX, 3aperncTpupoBaHHbIX 1
BHECEHHbIX B [0CyapCTBEHHbIN peecTp LEeH Ha eKapCTBEHHbIE CPeACTBa,

a TakxXe Ny6NKoBaTb yKa3aHHbIE LieHbI;

B) PenepanbHon ciyxbe no Tapudam oCyLLECTBAATL COrlacoBaHune
npeaenbHbIX OTAYCKHbIX LIEH NPON3BOANTENEN Ha XXN3HEHHO HEOBX0AMMbIE 1
Ba)KHeNLMe NeKapCTBEHHbIE CPEACTBa;

) opraHam UCNOJSIHUTEIbHOW BNacTn CybbekToB Poccninckon

depepaumu:

yCTaHaBAMBaTb NpefesibHble ONTOBbIE U NpefesibHble PO3HUYHbIE

HafbaBKM K LleHaM Ha )KM3HEHHO HEOOXOAUMbIE N BaXKHENLLNE JIEKAPCTBEHHbIE
CpencTBa;

NpeacTaBNATb €XeKBapTanibHO, He No3aHee 15-ro ynucna mecsaua,
CnefyoLero 3a 0TYeTHLIM KBapTanoM, B ®efepancHyto ciyxby no Tapudam
no gopme, yteepxgaemon Cnyxboin, gaHHble 06 yCTaHOB/IEHHbIX B
cybbekTax Poccuinckon ®epepaunm npeLenbHbiX ONTOBLIX U NPeaesbHbIX
PO3HMYHbIX HagbaBKax.";

B) MYHKT 5 Npu3HaTb yTpaTMBLUMM CUy;

r) NMosnoXeHne 0 rocylapCTBEHHOM PerypoBaHUN LeH Ha XU3HEHHO
HeobXxoaMMbIe N BaXXHeWLINe NeKapCcTBEHHbIE CPeACTBa, YTBEPXKAEHHOE
yKa3aHHbIM MOCTaHOBJIEHNEM, U3N0XNTb B CIeyIOLWLEN pefaKLumm:

"MONOXEHWNE
0 roCy[apCTBEHHOM PEryanpoBaHUK LiEH Ha XKU3HEHHO HeobXxoauMble
1 Ba)KHeNLUNE NeKapCTBEHHbIE CPeCTBa
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|. ObLme NnonoXeHns

1. HacTosuwee MNMonoxeHne onpenenseT NopsaLoK rocyaapCTBEHHOM0
perynnpoBaHNs LIEH Ha NIeKapCTBEHHbIe CPeACTBaA, BKJIIOYEHHbIE B NEpeYeHb
YKN3HEHHO HEOBXOANMBIX U Ba>KHEMLLNX NEKAPCTBEHHBLIX CPELCTB,
yTBepxnaembii MpaBnTensCcTBoM Poccuiickon ®epepaumm (Lanee -
JleKapCTBEHHbIE CPeacCTBa).

2. F'ocynapCTBEHHOE peryanpoBaHune LieH Ha JIEKaPCTBEHHbIE
cpencTBa OCYLLECTBAAETCSA MyTEM roCyAapCTBEHHON perncTpaunm
npenesibHbIX OTNYCKHbIX LeH POCCUNCKUX U MHOCTPaHHbIX
opraHu3aunn-npon3soanTenen (ganee - NPOM3BOANTENN) Ha
JleKapCTBEHHbIE CpeacTBa M YCTAHOBEHMA NpeLesbHbIX ONTOBbIX U
npenesbHbIX PO3HNYHbIX HaAbaBOK K LleHaM Ha 3TU JIeKapCTBEHHbIE
cpencTsa.

II. MopAaoK roCyaapCTBEHHON perncTpaumm npenesbHbix
OTMYCKHbIX LleH NPOU3BOAMTENEN Ha NEKAPCTBEHHbIE CPeACTBa

3. rOCYﬂ,apCTBEHHaH perncTtpaynsa npeaesibHblX OTNYCKHbIX LIEH

NPOM3BOANTENE Ha IEKApPCTBEHHbIE CPEACTBA OCyLeCcTBAseTCs becnaaTHo.

4. TocypnapCTBEHHAs perucTpaumsa npefesbHbiX OTNYCKHbIX LieH
Npou3BOANTENEN Ha JIeKapCTBEHHbIE CpeACcTBa NpeaycMaTpuBaeT
npeacTaBneHne NPoN3BOANTENEM UMW UHBIM IOPUANYECKUM INLLOM MO
Nopy4eHuo NPoM3BOAUTENS LOKYMEHTOB, YKa3aHHbIX B MyHKTe 5
HacTosLwero MonoXxeHns, corsiiacoBaHWe U perncTpaumio npenesibHomn
OTMYCKHOW LieHbl, BHECEHUE ee B [0CyapCTBEHHbIN peecTp LeH Ha
JleKapCTBEHHble CpeACcTBa, Bblgayy NpoM3BOAUTESNIO NN UHOMY
IOPUANYECKOMY LY MO NMOPYYEHUIO MPOMU3BOAUTENS BbINMUCKM U3 MpUKasa o
perncTpaumnm LeHbl o popme, yTeepxaaemon ®egepansbHom cnyxxbon no
HaZ30py B Chepe 34paBOOXPaHEHNS 1 COLMANBHOMO Pa3BUTUS.

5. Ina rocyjapCTBEHHOW perncTpauuy npefenbHon 0TNYCKHON LeHbI
NPOU3BOANTENS Ha JIeKapCTBEHHOE CPeLCTBO MPOU3BOAMTESNb UM UHOE
IOpUAMYECKOe NNLO NO MNOPYYEHUIO MPON3BOANTENS NPeLCTaBNSET B
depepansHyto cnyxby no Haa3opy B chepe 3ApaBOOXPAHEHNS U
COLMANLHOro PasBUTUS CaefyoLlmne JOKYMEHTbI B 2 3K3eMNspax:

a) 3asB/ieHMe 0 perncTpauny npeaenbHon OTANYCKHOM LiEeHbI MO

hopmMe, yTBepxaaemon PeaepanbHon cnyx6oi no Haa3opy B cthepe
3[paBOOXPaHEHNS 1 COLMANBHOMO Pa3BUTUS;

6) Konus [OKyMeHTa, NOATBEPXKAAIOLLEro Haanymne AMLEeH3nN Ha
NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

B) KOMWA perncTpaumnoHHOro yaoCcToBEPEHUS Ha lekapCTBEHHOoe
CPeLCTBo;

) LaHHble O MeXAYHapOAHOM HernaTeHTOBaHHOM U MPMCBaNBaEMOM
npousBoAUTENEM NPY roCyAapCTBEHHOW perncTpauny B yCTaHOBNEHHOM
nopsiike HaMMeHOBaHUN NIeKapCTBEHHOMO CPEACTBA, KOAE IeKapCTBEHHOI0
CpeacTBa B COOTBETCTBUM C AENCTBYHOLLEN B Poccunckon Gegepauum
Knaccuukaumen, opMe BbiMyCcka, LO3NPOBKE, KOMYECTBE B
noTpebuTenbCKom YNakoBKe U WTPUX-Koae no hopMe, yTBepKAaeMow
depepanbHOM Cy>k60 Mo Hag30py B Chepe 34PaBOOXPAHEHUNS 1
COLMANbHOro pasBuTusS;
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1) 060CHOBaHMEe POCCUNCKNM NPON3BOANTENEM NPEAEbHON OTMYCKHOW
LieHbl Ha IeKapCTBEHHOE CPEACTBO B pybnsx 3a eAnHMLY MPOAYKLNN
(moTpebnTenbCcKyo yNakoBKy) Ha yC/I0BMAX "dpaHKo-cknag npeanpuaTus”,
cofepxxallee 0THETHbIE NoKasaTenn o6 obbemMax peanusalmm NPpoayKLUN 3a
nonyroave, npeallecTsytollee gate NpeAcTaBieHNs NpeaesibHON OTMNYCKHON
LeHbl Ha rOCy4apCTBEHHYI0 perncTpaumio, n NMPporHo3MpyeMble Ha
nocnepyiouliee noayrogune aaHHslie no obbLemam ee peanusauumu (B
HaTypaJbHOM 1N CTOMMOCTHOM Bbipa>keHun), cebecTommocTy n Nnpubelan, no
thopmMe, yTBepxhaemon PenepanbHon cnyx6oi no Haa3opy B cthepe

3[4 paBOOXPaHEHNS 1 COLMANbHOrO Pa3BUTUSA MO COrlacoOBaHMIO C
depepansHon cnyxbon no Tapudam;

e) 0boCHOBaHME NHOCTPaHHbLIM NPOU3BOANTENEM NPEeLeNbHON

OTMYCKHOW LieHbl Ha NeKapCTBEHHOE CPeACTBO B MUHOCTPAHHON BaloTe U B
pybnsax no kypcy LleHTpanbHoro 6aHka Poccuinckon depgepauum Ha gaty
perncTpaumm LeHbl 3a eANHNLY NpoayKumumn (MoTpebntenbCcKyo ynakosKy)
Ha ycnoBusix "noctaeka 6e3 onnaTbl NOWAMHBI" C y4€TOM Pacxonos,
CBSAA3@HHbIX C TAMOXXEHHbIM 0hOPMAEHMEM rpy3a (YNnnaTon TaMOXEHHbIX
nownH 1 cbopoB 3a TaMoXXeHHoe 0hopMIIeHUNE), C YKa3aHMeM 06bemMoB
peann3aunm NeKapCTBEHHOro CpeacTBa Ha TeppuTopmm Poccuinckon
depnepaumm 3a Noayrogme, npeflwecTsyolee gate npeacTaBieHns
npegenbHon OTNYCKHOWM LeHbl Ha FOCYAapCTBEHHYIO perncTpaunio (B
HaTypasbHOM U CTOMMOCTHOM Bblpa>eHUN B MHOCTPaHHOW BatoTe), 06beMoB
npofaky AaHHOr0 IeKapCTBEHHOI0 CpeacTBa B rocyaapCTee
NPOU3BOANTENS U APYrUX rOCYyAapCTBaX, FAe OHO 3aperncTpupoBaHo,
pa3MepoB CTaBKW BBO3HOW TaMOXXEHHOW MOLLUAUHBI Ha Hero 1 cbopa 3a
TaMOXXeHHoe odhopmiieHme No opme, yTBepxxaaemon ®enepanbHon cnyxbon
no HaA30py B chepe 34paBOOXPAHEHNS U COLMANBHOMO Pa3BUTMA MO
cornacoBaHuto ¢ depepancHom cnyxbom no Tapudam.

6. PepepanbHas cnyxba no Hafa3opy B chepe 34paBOOXPaAHEHMNS U
COLMANbLHOro pasBUTUS B CPOK, HE MpeBbIWatoWwmnin 15 paboynx oHen ¢ gatol
obpalleHns Npon3BOAMTENS UM UHOTO IOPUANYECKOr0 AnLa MO NOPYHEHNIO
Npon3BOANTENA, aHaNN3NPyeT NpeacTaBNeHHble B COOTBETCTBUN C MYHKTOM
5 HacTosero MNMonoXXeHnsa LOKYMEHTbI C Y4eTOM UMEKLUXCA CBEAEHNN O
Ka4yecTBe BblMyCKaeMon NpoayKLMK, KOTOPble MOTYyT noBneys 3a cobon
0TKa3 B rocylapCTBEHHON perncTpaLmm LeHbl, U HanpasnseT 2-1
3K3eMNIAp YKa3aHHbIX JOKYMEHTOB B PefepanbHyto Cnyxby no tapudgam.
7. ®epepanbHasn cnyxxba no TapudamM B CPOK, HE NPEBbILLIAOLLINIA

15 paboynx oHeN C gaThbl NOAYYEHUS JOKYMEHTOB, MPUHNMAET peLleHne 0
COrflacoBaHMN NPeaenbHON OTNYCKHONM LIEeHbI Ha JIeKapCTBEHHOE CPeacTBo,
3a8B/IEHHOW MPON3BOAMTENEM, NSK 06 OTKa3e B COrnacoBaHUm U
HanpasnseT ero B ®efepanbHyto cnyxby no Hag3opy B cepe
3[1paBOOXPaHEHUS U COLMANBHOIO Pa3BUTUS.

8. B cornacoBaHuu npeaenbHON OTNYCKHOM LieHbI, 3aSBIEHHON
Npon3BOANTENEM, HE MOXET BblTb 0TKa3aHo, eC/iv OHa ABNAETCS
MUHMUMaNbHON OTNYCKHOWN LLEHOW 3TOro NPon3BoANTENS MO CTAaTUCTUYECKUM
LaHHbIM 3a Noayroaue, npefLllecTsylollee AaTe NpeacTaBNeHns CBeLeHN
ANS roCy4apCTBEHHOW perncTpaumm 3Ton LEeHbI.

9. PepepanbHas cnyxxba no Haa30py B chepe 34paBOOXPaHEHMNS U
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COLMaIbHOro pa3BMTUS B CPOK, HE MpeBbIWalownin 5 paboynx gHeln ¢ gaThl
nonyvyeHus peweHuns ®enepanbHoN cyxbbl N0 Tapugam 0 CornacoBaHnm
npenesibHON OTNYCKHOW LieHbl Ha 1IeKapCTBEHHOe CpeacTBo nam 0b oTkase
B €€ COrnacoBaHmm:

a) NPYHMMAET peLleHne 0 rocyfapCTBEHHOW perncTpauun npenenbHow
OTMYCKHOW LieHbl MPOM3BOAMTENA Ha IeKapCTBEHHOE CpelCcTBO nam 06
0TKase B ee perucrpawmu;

6) BHOCUT OaHHbIe O 3aperncTPUPOBAHHON NMpeaesbHOM OTMYCKHOM

LeHe NPON3BOANTENS Ha JIEKAPCTBEHHOE CPeACTBO B [0CYAaPCTBEHHbIN
peecTp LIeH Ha JleKapCTBEHHbIe CpefCTBa U pa3MeLlaeT HhopMaLmio Ha
ouLmanbHOM canTe B CeTU IHTEpPHET;

B) BblAAeT NPOM3BOAUTENIO NN UHOMY IOPUANYECKOMY ALY MO

nopy4eHuto NPoM3BOAUTENS BBINMUCKY U3 NpUKasa 0 perncrpauum
npenenbHON OTNYCKHOW LieHbl Ha IeKapCTBEHHOE CPeACTBO;

) B CPOK, HE NpeBbILAOWNA 5 AHEN C AaTbl NpMATUA pelleHuns 06

OTKa3e B rocyapCTBEHHON perncTpaunmn npeaenbHom 0TNYCKHON LeHbI Ha
NeKapCTBEHHOe CPeACTBO, yBefoMaseT 06 3TOM B NUCbMeHHONW hopme
NPOU3BOAUTENS U MHOE IOPUAMNYECKOE SIMLO MO NOPYYEHMIO NPOU3BOANTENS
C U3NTI0XKEHMEM MPUYUH OTKa3a. [1py 3TOM [OKYMEHTHI, yKa3aHHble B MyHKTE
5 HacToswero NonoxxeHns, He BO3BpaLLLAOTCS.

10. PeweHne 06 oTKa3e B rocyaapCTBEHHOWN perucTpauum

npenesbHON OTAYCKHOW LieHbl NMPOU3BOANTENS Ha JIeKapCTBEHHOE CPeLCTBO
MOXXeT ObITb 06>KaloBaHO B Cy .

11. Mpw rocyfapCTBEHHON perncTpaLmm npeaesbHas 0TNyCKHasa LeHa
POCCUNCKOro MPON3BOAMTENS Ha NEKAPCTBEHHOE CPEACTBO BbipaXkaeTcs B
pybnax, @ UHOCTPAHHOIO NPOU3BOANTENS - B MIHOCTPAHHOW BajloTe U B
pybnsx no Kypcy LleHTpanbHoro 6aHka Poccuiickon degepaunm Ha gaTy ee
roCyfoapCTBEHHOW perncrpaunu.

12. 3aperucTpupoBaHHas npefenbHas 0TMNyCKHas LieHa

NPOU3BOANTENS Ha JIeKapCTBEHHOE CPeLCTBO NOAJIEXMUT nepeperncTpaLmm
depnepansHOM Cny>x60 No Hag3o0py B chepe 34paBOOXPaAHEHUS 1
COLManbHOro pasBUTUS B Cy4ae ee U3MEHEHNS B CBA3W C U3MEHEeHneM

LieH Ha Cbipbe U MaTepurasbl, POCTOM 3apaboTHON NAaTbl, HaKNAL4HbIX
PacxofoB, U3MEHEHNEM KOHBIOHKTYPbl TOBAPHbIX PbIHKOB, NOTPEOHOCTM B
CpefCTBax Ha pa3BMTME NPON3BOACTBA, @ TakXKe UHbIX PaCX00B,
CBSAA3@HHbIX C NPOU3BOACTBOM M peanu3aluen Tosapos (paboT, ycnayr).
MepeperncTpauns LeH OCyLLEeCTBSETCA B NopsAaKe, yCTaHOBNEHHOM

0N UX perncTpauuu.

13. [loKyMeHTbI, CBA3aHHbIe C FOCYAapCTBEHHOWN pernctpaumnei
npefenbHbIX OTMYCKHbIX LIeH NPOU3BOANTENEN Ha JIeKAapCTBEHHbIE CPEACTBa,
XPaHATCA B YCTAHOBJIEHHOM MOPSALKE B Te4YeHue 3 feT.

[ll. MopsinoK yCTaHOBAEHUA NpefesibHbIX ONTOBbIX U NpefefbHbIX
PO3HMYHBLIX HaAbaBOK K LieHaM Ha NeKapCTBEHHbIE CpeacTBa
B cybbekTax Poccuinckon ®epepaLuu

14. OpraHamm UCnosHUTENbHON BNacTh cybbekToB Poccuinckon
depnepalmm yCTaHaBAMBAKOTCS B OTHOLLIEHUN OpraHmn3aLnii ONTOBOW TOProB/n
NIEKaPCTBEHHbIMU CPeACTBAMU M anTeYHbIX YYPEXAEHNI, OCYLLECTBASIOLLNX
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peann3aumnio 1eKapCTBEHHbIX CPeACTB Ha TEPPUTOPUM 3TUX CYOBEKTOB
Poccuiickon ®epepaumm, npefenbHblie ONTOBbIE U NPeAeNbHbIE PO3HUYHbIE
HanbaBKM K LleHaM Ha JleKapCTBEHHbIE CpeacTBa.

15. OpraHbl NCMONHMUTENLHON BlacTu CybbekToB Poccminckon

defepauunm yCTaHaBAMBAKOT NpefesibHble ONTOBbIe HaabaBKu:

a) K (baKTUYeCKON OTMYCKHOW LieHe NPON3BOANTENS IEKAPCTBEHHbIX
cpefcTB. Mpu 3TOM NoA haKTUHECKON OTNYCKHOW LLEeHON POCCUINCKOro
NpoM3BOANTENA MOHMMAETCSH LIeHa, MO KOTOPOW NPOoM3BOANTE b (haKTUYECKN
OTNYCKaeT JleKkapCTBEHHOE CPeiCTBO U KOTOPas yKa3biBaeTCs B LOroBope
KYMJIM-NpoLaxKu 1 CONpPoBOAMTENIbHON LOKYMEHTaLMK Ha ToBap (B
HakKnagHbIX U T. M.), @ MIHOCTPAHHOI 0 NPOM3BOAUTENA - KOHTPAKTHas LeHa
Ha JlekapCTBEHHOe CPeLCTBO, He NMpeBbIllaloLlas 3aperncTpUpoBaHHyo
npeaenbHylo 0TNYCKHYIO LieHy, B pybnax no Kypcy LleHTpanbHoro 6aHka
Poccunckon ®efepalmm Ha gaTy ohopMAEHNUS rpy30BO TaMOXXEHHOM
AeKnapauun;

6) K OTNYCKHOWM LieHe opraHn3aL M oNTOBOW TOProBAKN, 3aKynatoLlen
NeKapCTBEHHblE CPeACTBa 3a CcHeT COOCTBEHHbIX CPeACTB HENOCPeACTBEHHO
y NPON3BOANTENEN.

16. CymMa onTOBbLIX HaibaBOK BCEX OpraHM3aLMin ONTOBOW TOProBM,
Y4YaCTBYIOLLMX B peann3aunm N1eKkapCTBEHHOro CPeaCcTBa Ha TeppuTopumn
cybbekTa Poccuinckon ®epepaumm, He 0OJXKHa NPeBbIWATL COOTBETCTBYIOLLLYIO
npeaesibHyo ONToBYO HaabaBKy, yCTaHOBIEHHYIO OPraHOM UCMONHUTENbHOW
BNacTu 3Toro cybwekTa Poccuiickon depepaunn.

17. OpraHbl NCMONHUTENLHON BlacTu cybbekToB Poccnnckon

defepaumm yCTaHaBAMBAOT A5 anNTeYHbIX YYpeXXAeHNI HE3aBUCUMO OT UX
OpraHn3aLnoHHO-NPaBOBON (hOPMbI MpefesibHble PO3HUYHbLIE HaabaBKy K
(haKTMHeCKom OTMYCKHOMN LieHe MPOU3BOAMNTENS JIEKAPCTBEHHbIX CPEACTB UK
K OTMYCKHOW LIeHe OpraHmn3auumn oNToBOW TOProBAN NIEKAaPCTBEHHbLIMM
cpencTeamu.

18. Pa3mep po3HUYHOM HaabaBKN aNTEYHOro yyYpeXaeHus,
OCYLLeCTBAALLEro peann3aLnio IekapCcTBEHHOI0 CPeACcTBa Ha TeppuTopun
cybbekTa Poccuinickon ®epepalmm, He 0OJXKEH NMpeBbIWaTh pa3Mep
COOTBETCTBYHOLLEN NpeaebHON PO3HUYHON HaabaBKK, yCTaHOB/EHHBIN
OpraHoM UCMosHUTENbHON BRacTu cybbekTa Poccumnckon depepauun.”.

2. NyHKT 1 nocTaHoBseHna MNpaBuTenbCTBa Poccninckon degepaunm

oT 12 nekabpsa 2004 r. N 769 "O mepax no obecneyvyeHunto IeKapCTBEHHbIMU
cpencTBaMu OTLENbHbIX KaTeropui rpakaaH, MMeroLWwmx npaso Ha
rocyZLapCTBEHHYIO COLManbHYI0 MOMOLb B BUAe Habopa coumnanbHbIX ycayr"
(CobpaHue 3akoHogaTenbcTBa Poccuinckon ®egepaumm, 2004, N 51,

CT. 5184) M3N0XUTb B ClleyOLen peaakLmm:

"1. PepepanbHon cnyxbe no Haasopy B chepe 34paBOOXPAHEHNA U
CoLUManbHOro pa3BUTUS MO cornacoBaHuio ¢ PefepanbHON cnyxboi no
Tapudam OCyLLeCTBAATb FOCYAaPCTBEHHOE pPeryampoBaHmne LieH Ha
JleKapCTBEHHbIE CpeacTBa, KOTopbiMK 0becrneynBaloTCa OTAE/bHbIE
KaTeropum rpaxKfaH, MMeLLNX NpaBo Ha roCyAapCTBEHHYIO COLMANbHYI0
nomoLlb B BUAe Habopa coumanbHbIX ycayr.".
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