NPABUTENIbCTBO POCCUNCKOM GEAEPALIUN

NOCTAHOBJIEHUE
ot 3 peBpana 2016 r. N 58

O BHECEHWUM U3SMEHEHWIA
B NOCTAHOBNEHMUE MPABUTE/NIbCTBA POCCUICKOM ®EAEPALUMA
OT 29 OKTAABEPA 2010 . N 865 U MPU3HAHWUU YTPATUBLLUUMU CUNY
OTAENbHbIX NONOMKEHUA AKTOB NPABUTE/IbCTBA
POCCUMCKOMN GEOQEPALIUMN

MpasuTenbcTBo Poccuiickon Pepepaunmn NoCTaHOBAAET:

1. YTBepauTb npunaraemble M3MEHEHWA, KOTOpble BHOCATCA B MOCTaHOBAeHWe [paBuTenbCcTBa
Poccuinckoit ®egepaumm ot 29 oktabps 2010 r. N 865 "O rocyaapCTBEHHOM pPeryanpoBaHMU LEH Ha
NIeKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MNepevyeHb MU3HEHHO HEeOoBXOAMMbBIX W  BaXKHEWMLIMX
NleKkapcTBeHHbIX npenapaTtos” (CobpaHne 3akoHoaaTenbcTBa Poccuiickon Pepepaumn, 2010, N 45, cT.
5851; 2014, N 34, ct. 4673; 2015, N 37, c1. 5153; N 38, cT. 5302).

2. Mpn3HaTb yTPaTUBLUNMUK CUNY:

ab3au, TpetTuit nyHkTa 1 noctaHosneHua lMpasuTtenbctBa Poccuiickoit ®Pepepaummn ot 8 aBrycra
2009 r. N 654 "O coBepLEHCTBOBAHUM FOCYAapCTBEHHOIO PEeryavMpoBaHMA LEeH Ha /IeKapCTBEHHble
npenapaTbl, BK/OYEHHblE B MNepeyeHb M3HEHHO HEOOXOAMMBIX WM BaXKHEWMWIMX JIEKAPCTBEHHbIX
npenapatos" (CobpaHue 3akoHoAaTenbcTBa Poccuiickon deaepaumm, 2009, N 33, cT. 4086);

noAnyHKT "a" nyHKkTa 4 M3MeHeHWIA, KOoTopble BHOCATCA B MOCTAHOBAeHWA [lpaBUTeNbCTBA
Poccuinckoit Pepepaumm no Bonpocam, CBA3AHHbIM C COBEPLUEHCTBOBAHMEM FOCYAAPCTBEHHOTO
peryiMpoBaHMA LeH Ha XW3HEHHO HeobxoauMmble W BaXKHENWME JNIeKapCTBEHHbIE CPeacTBa,
YTBEPXAEHHbIX NocTaHoBNeHneM [NpaButenbctea Poccunitckon ®Peaepaunm ot 29 oktabpa 2010 r. N 865
"O rocypapcTBeHHOM pery/iMpoBaHMM LLeH Ha JIeKapCTBEHHbIE NpenapaTbl, BKAKOYEHHbIE B NepeyeHb
KU3HEHHO HeobXOAMMbBIX U BaXKHEWLWWUX NeKapCTBEHHbIX npenapaToB” (CobpaHue 3aKoHOAaTeNbCTBA
Poccuitckoit depepaumm, 2010, N 45, cT. 5851), B YacTM BHeceHMA M3MeHeHUs, Kacalollerocs ab3aua
TpeTbero nyHKTa 1 nocrtaHoBneHus MNpasutenbctBa Poccnitickolt ®epepaumm ot 8 asrycta 2009 r. N 654
"O coBepLIeHCTBOBaHMM TOCYAAPCTBEHHONO PETY/IMPOBAHUA LeH Ha JIeKapCTBEHHble Mpenapartol,
BK/IIOUYEHHbIE B NepeYeHb KU3HEHHO HEODXOAMMbIX U BaXKHEWNLUNX NEKAPCTBEHHbIX NpenapaTos".

3. HactoAuwiee noctaHoBAeHMe BCTynaeT B cuay ¢ 1 mapta 2016 r.

Mpepcepatens MNpasutenbcTea
Poccuitckoit Pepepaunm
O.MEOBEAEB

YTBepKaeHbl

nocraHosseHnem paBuTenbCTBa
Poccuiickoin Pepepaunm

ot 3 ¢deBpana 2016 . N 58

M3MEHEHMA,
KOTOPbIE BHOCATCA B NOCTAHOB/IEHUE NPABUTE/IbCTBA POCCUNCKOW
QEEPALIUUN OT 29 OKTABPA 2010T. N 865

1. AB3aL, yeTBepTbii NYHKTa 1 U3N0KUTb B Cneayiollei peaakuuu:



"MpaBuKna ycTaHOBAEHUA Npene/ibHbIX Pa3sMepPoB ONTOBbLIX U MpPeaesibHbIX Pa3MEPOB PO3HUYHbIX
HafbaBOK K (AKTMYECKMM OTMYCKHbIM LLEHAM, YCTaHOBNEHHbIM MPOU3BOAUTENAMU JIEKAPCTBEHHbIX
NPenapaToB, BK/IOYEHHbIX B MEPEYEHb KMU3HEHHO HEeOBXOAUMbBIX W BayKHEMLWMUX JIeKapCTBEHHbIX
npenapaTos, B cybbeKTax Poccuiickoin Pepepauymu;”.

2. B [lpaBuiax YyCTaHOBAEHMA NpeaenbHbIX PAa3MepoB ONTOBbIX WM MpeaesibHbIX Pa3mepos
PO3HWYHbIX HaA0aBOK K (AKTMYECKMM OTMYCKHbIM LEeHam NpoOu3BOAMTENIE Ha JeKapCTBEHHbIe
npenapatbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HEeobXOAUMbIX W BAXKHEMNLMX JIeKapCTBEHHbIX
npenapaTtos, B cybbeKkTax Poccuiickon Pegepaunn, yTBEpKAEHHbIX YKa3aHHbIM NOCTAHOBEHMEM:

a) HAaUMEHOBaHME U3/I0KUTb B CAeayHoLLel pefakumm:

"MPABUNA
YCTAHOBJ/IEHUA NPEAE/IbHbIX PA3MEPOB OMNTOBbIX U NPEAENbHbIX
PA3MEPOB PO3HUYHbIX HAAJBABOK K ®AKTUYECKUM OTMNYCKHbIM LEEHAM,
YCTAHOBJ/IEHHbIM MPOU3BOAUTENAMMU NEKAPCTBEHHbIX MPEMNAPATOB,
BKNIOYEHHDIX B NEPEYEHDb YXU3HEHHO HEOBXOAMMbIX U BAXXHEMLLIUX
NEKAPCTBEHHDbIX MPEMNAPATOB, B CYEbEKTAX
POCCUIACKON GEAEPALIUN";

6) NYHKT 1 N310XKNTb B CeAyOLWEen peaakumnu:

"1. OpraHbl UCNOAHUTENBHOW BAacTU cybbekToB Poccuiickoit Pegepaumm NpUHMMAIOT pelleHus
06 ycTaHOBNEHWUW NpeaesibHbIX PAa3mMepoB OMNTOBbIX HaAOABOK M MpenesibHbIX PasMepPoB PO3HUYHbBIX
HafbaBOK K (AKTMYECKMM OTMYCKHbIM LLEHAM, YCTaHOBNEHHbIM MPOU3BOAUTENAMU JIEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHble MpPenapatbl, BKAOYEHHbIE B NEepeyeHb KU3HEHHO HeobXoAUMBbIX U
Ba*KHEMLUMX JNeKapCTBEHHbIX MpenapatoB (ganee COOTBETCTBEHHO - JIEKAPCTBEHHblE Mpenaparbl,
daKTMYecKMe OTMyCKHble LLeHbl NPoM3BOAMUTENEN), NOCAe COrNacoBaHMA MPOEKTOB COOTBETCTBYHOLLMUX
peweHnin c PeaepasbHON aHTUMOHOMO/ILHOWN CAYXKOOMN.

MpeaenbHble pasmepbl ONTOBbIX HaA0ABOK M NpeaesbHble pasMepbl PO3HUYHbIX HAaAbaBOK K
baKTMYECKMM OTMYCKHbIM LLEHAM MPOM3BOAMUTENEN HA NEKApPCTBEHHble Mpenapatbl, BblpaxKeHHble B
npoueHTax n puddepeHLMpPOBaHHbIE B 3aBUCUMMOCTM OT CTOMMOCTM JIEKAPCTBEHHbIX MNPEenapaTtos,
YCTaHaBAMBAIOTCA B OTHOWEHWMM OpPraHM3auMii OMTOBOW TOProBAM, anTeYHbIX OpraHU3auuii,
WHOMBUAYANbHBIX NpegnpuHUMaTENel, UMEeILLMX INLEH3UIO Ha ocyliecTBiaeHne dapMaleBTUYECKOM
AeATeNbHOCTU (Aanee - MHAUBMAYANbHbIE NPeAnpUHMMATENN), MESULMHCKMX OPraHU3aLMMi, UMEOLWMX
JIMLLEH3UIO Ha ocyLecTBaeHMe papMaLLeBTUYECKOW AeATENbHOCTU, U X 060CO6AEHHbIX MOAPa3AeNeHNI
(ambynatopuii, penbawepckmx n denbaepcko-aKyLWEePCKUX MYyHKTOB, LLEHTPOB (oTaeneHunin) obuiei
BpayebHol (cemeltHOM) NPAKTUKKM), PAaCNONOXKEHHbIX B CE/IbCKUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble oOpraHu3aumm (panee - MeAMUMHCKME OpraHU3aLMu), OCYLLECTBAAIOWMX peanmsaLmio
NIeKapCTBEHHbIX MPenapaToB Ha TeppUTOPUM 3TUX cybbekToB Poccuninickon dPepepaumn.”;

B) NYHKT 6 U3N0XNUTb B CieaytoLLe peaaKkLumm:

"6. Peanusauma NnekapCTBEHHbIX MpenapaToB OPraHM3auusMU ONTOBOW TOProBAW, ANTEYHbIMU
OpraHM3aunaAMK, WHAUBUAYANbHLIMU  NPEANPUHUMATENAMU U MEAULMHCKMMMKM  OpraHM3aumamm
OCYLLECTBAAETCA MPU HANMYMM NMPOTOKONA COMAcCOBaHUA LieH MOCTaBKWU JIEKAPCTBEHHbIX MpenapaTos,
BK/IIOYEHHbIX B MNEpeyYeHb KU3HEHHO HeobXOAUMBbIX WM BaXKHEWLWWX NEeKapCTBEHHbIX MNPEnapaTtos,
COCTaB/NIEHHOIO NO ¢GOpPMe COrNacHO MPUIOKEHUIO, 33 WUCK/IIOYEHWEM JIEKAPCTBEHHbIX MpenapaTos,
KOTOpble He OblAn BK/AOYEHbl B TAKOW MepeyeHb Ha MOMEHT UX MNPUOBPEeTeHUs YyKasaHHbIMM
OpraHM3auUaAMMU U UHAMBUAYAIbHBIMW NPEANPUHUMATENAMM.

MPOTOKOA COrNacoBaHMA LieH NOCTABKM SIEKAPCTBEHHbIX MPenapaToB MOXeT 6biTb CO34aH B BUAE
3NEKTPOHHOTO AO0KYMEHTa, MOAMNUCAHHOIO YCUNEHHOW KBa/MOUUMPOBAHHOM 3/1EKTPOHHON NOANUCHIO
YMOJIHOMOYEHHbIX INL, NOCTaBLUMKA W NOKynaTena.";

r) AonosHUTL NyHKTamuK 9 - 15 cneayiolero coaepiaHums:

"9. OpraH ucnonHuTeNbHOM BRacTM cybbekTa Poccuiickon Pepepaunm HanpaBAseT MNPOEKT
peweHna 06 yCTaHOBAEHUW W (MAU) U3MEHEHUM MpefenibHbIX Pa3mMepoB OMNTOBbIX HAAOaBOK U
npefenbHbIX Pa3MepoB PO3HUYHbIX HaAHaBOK K GaKTUUYECKMM OTMYCKHbIM LLeHaM Npou3BoauTenelt Ha
NIeKapCTBEHHbIE NPenapaTbl, NOAFOTOB/AEHHbIN B COOTBETCTBMU C METOAMKOM (Aanee - NPOeKT pelleHus),
B ®esepanbHy0 aHTUMOHOMNO/IbHYHO CNYXKOY.



10. K npoeKTy pelieHus npuaaratoTca ciegyowme OOKYMEHTbl M MmaTepuasnbl (opurnHanbl uam
KONWKW, 3aBepeHHble PYKOBOAMUTENEM WM 3aMeCTUTENIeM PYKOBOAMTENSA OpraHa WCMNOJIHUTENbHOM
BNacTu cybbekTa Poccuiickont deaepaumn):

a) MNoACHWUTeNbHas 3anuCcKa, CoAep’Kallas B TOM YMCie NPou3BedeHHble B COOTBETCTBUU C
METOAMKOM pacyeTbl Npeae/bHbIX Pa3sMepoB ONTOBbIX Haf0aBOK U NpeaesbHbIX Pa3MepoB PO3HUYHbIX
Hazb0aBOK K paKTUYECKMM OTMYCKHbIM LLeHaM NPOoM3BOAUTE e Ha 1IeKAapPCTBEHHbIE NPenaparbl;

6) MmaTtepuanbl, nNpeacCTaB/ieHHble  OpPraHM3auMaAMW  ONTOBOM  TOPrOBAM,  aNTEYHbIMM
OpraHM3aunaMKn, WHAMBUAYANbHBIMA NPEeANnPUHUMATENS MU U MEAUUMHCKMMWU OpraHusauusmu B
COOTBETCTBMM C METOANKON.

11. MpoeKT peleHns ¢ NpuaaraeMbiMm K HEMY AOKYMEHTaMM WU MaTepuanamMu, YKasaHHbIMU B
nyHkte 10 Hactoawmx [pasun, npeactasnsetca B depepanbHytd aHTMMOHOMOBHYHO CAYXOy B
NMMCbMEHHOM BMAE WAW B BWUAE  SNEKTPOHHOTO  [AOKYMEHTA, MNOAMWCAHHOIO  YCWIEHHOM
KBaNPUUMPOBAHHOW 3NEKTPOHHOM NOANUCLIO, A TaKXKe Ha aApec 3NeKTPOHHOW noyTbl DesepanbHOi
aHTUMOHOMNONBLHOM CAYXKObI.

MpoeKT peweHua pernctpmpyetca B DesepanbHOM aHTUMOHOMNO/IbHOW Cy»Kb6e B YCTAHOBEHHOM
nopagke.

12. depepanbHas aHTUMOHONObLHAA cNyXba B TedeHue 30 pabounx aHen co AHA perncrpaumm
NpoeKTa pelleHnA HanpasaAeT B OpPraH MCNOAHUTENbHOM BnacTn cybbekTa Poccuiickon depepaumm
NPUHATOE €10 peLLleHne O COrNacoBaHNM NPOEKTA pelleHMA IMbo 06 OTKase B ero CornacoBaHuu.

13. OcHOBaHMAMM A5 OTKA3a B COMIACOBaHMM NPOEKTa pPeLUeHUs ABNAIOTCA:

a) HECOOTBETCTBME PACYETOB Npeae/bHbIX Pa3mMepoB ONTOBbIX HaAOaBOK U Npeae ibHbIX Pa3mepoB
PO3HMYHbIX HaA0aBOK K (AKTMYECKMM OTMYCKHbIM LEeHam NpoOu3BOAMTENIE Ha JeKapCTBEHHbIe
npenapaTbl pacyeTam, NpesycMoTPEHHbIM METOANKOW;

6) npeacrtasneHne B denepanbHyld aHTUMOHOMO/BbHYH C/AYKOY YKasaHHbIX B MyHKTe 10
HacToAwwmx MpaBua 4OKYMEHTOB M MaTepmanoBs, COAEPKALLMX HEAOCTOBEPHbIE CBEAEHMUS;

B) OTCYTCTBME B MNPEACTaBNAEHHbIX AOKYMEHTax W MaTepuanax cBeAeHui, Tpebyembix B
COOTBETCTBMM C METOAMNKOW;

r) npeacTaBNeHWE HEMONHOTO KOMIMJIEKTa AOKYMEHTOB M MATepuasioB, YKasaHHbIX B MyHKTe 10
HacToAawmx MNpasunn;

) npeactaBneHWe AOKYMEHTOB WM MAaTepuasioB, YKasaHHbIXx B NyHKTe 10 Hactoawmx Mpasun,
COCTAB/IEHHbIX He NO popmam, YCTaHOBAEHHBIM METOANKON.

14. WHdbopmauma o cornacoBaHmm amMbo 06 oOTKase B cornacosaHun PepepanbHoi
aHTMMOHOMNONBLHOM CNYKO0M NpoeKTa pewweHna He no3gHee 3 paboumnx AHel Co AHA NPUHATUA TAKOro
peweHns pasmewaetrca Cnyxkbon Ha ee oduumManbHom  cate B MHOOPMALMOHHO-
TeNIeKOMMYHUKAUNOHHOM ceTn "UHTepHeT".

15. 3a npeactasneHve B PenepanbHyto aHTUMOHOMO/BbHYIO CAYXKOY LOKYMEHTOB, COAEpPMKALLMX
HeOCTOBEPHbIE CBEAEHWA, PYKOBOAWUTENDb (3amecTUTeNb PYKOBOAWUTENA) OpraHa WCMNOJHUTENbHOM
BnacTM  cybbekta  Poccuitickon  Pepepaumm  HeceT  OTBETCTBEHHOCTb,  NPEeAYCMOTPEHHYH
3aKoHogaaTenbcTBOM Poccuiickoit Pepepaymn.”;

A) LONONHUTDL NPUAOKEHNEM CNEAYIOWEro CoAepKaHNA:



"MpunoxxeHne

K MpaBuaam ycTaHOBAEHUA NpeaesibHbIX
pa3mepoB ONTOBbIX M NpeaeNbHbIX

pa3smepoB PO3HUYHbIX HaabaBoK
K GaKTUYECKMM OTNYCKHbIM LLeHaMm,

YCTaHOB/IEHHbIM NPOU3BOAUTENAMU

NNIEKAPCTBEHHbIX NPenapaToB, BK/IKOYEHHbIX

B nepeyeHb XU3HEHHO HeO6XO,£I,MMbIX

N Ba)KHENLIUX NEKaPCTBEHHbIX
npenapaTtos, B CybbeKTax
Poccuiickoin Pepepaumn

(dopma)
MPOTOKO/
COrnacoBaHUA UeH NOCTaBKM IEKAPCTBEHHbIX NpenapaTos,
BK/IIOYEHHbIX B NepeyeHb ¥KMU3HEHHO HEOOXOAMMbIX U BaXKHEMNLLINX
JIeKapCTBEHHbIX NpenapaTos
NoCTaBLUUK
nony4yatens (opraHM3aumnsa oNTOBOM TOProBaAm
WKW OpraHM3auma PO3HUUYHOM TOProsan)
nony4yatens (opraHM3aumnsa oNTOBOM TOProBaAm
WKW OpraHM3auma PO3HUUYHOM TOProsan)
Toprosoe Cep | Mpounss | 3apernctpun | PakTmyecka Pasmep daKTnyecka Pasmep daKTnyeck CymmapHbii Pasmep daKTUYecKze
HaMMeEHOBAH | WA | ogMTen | poOBaHHaA | A OTNYCKHaA daKTnyeckom A OTNYyCKHaA daKTnyeckom an pasmep daKTnyeckom OTNYCKHAs
ve, b npegenbHas LueHa, ONTOBOW LeHa, ONTOBOW OTNYCKHasA daKTUYeCcKmx PO3HUYHOW LeHa,
NIeKapCTBEHH OTMYCKHAA | YCTAaHOB/EH HanbaBKu YyCTaHOB/EH HanbaBKu LueHa, OMNTOBbIX HafbaBKK, YCTaHOBAEH!




an dopma, ueHa, Has opraHusauumu Has opraHusaummM | ycTaHosse HagbaBoK, YCTaHOB/IEHHOM A
[O3MPOBKa, YCTaHOB/IEH | NPOW3BOAMUT onToBOW opraHusaum onToBOW HHas YCTQHOB/IEHHbIX | OpraHuW3auuein |opraHusaum
KO/JIMYECTBO B Has enem, bes TOProBAn <2> | el ONTOBOWM | TOProBaM <3> | opraHu3al, | opraHM3auuamMu PO3HUYHOW PO3HWUYHOI
notpebutenb npousBoauT HAC TOProBAu, nem ONTOBOM TOProB/n Toprosau, 6
CKoOW enem (pybnein) 6e3 HAOC onToBOW Toprosan <4> HAC (pybne
ynaKkoeke (pybneir) <1> (pybneit) TOProsnu, <5>
npoueHT | pybne <2> npoueHT | pybne | ges HAC | NpoueHT py6ne | npoueHT | pybne
oB 7 oB 7 (py6neii) oB 7 oB 7
<3>
1 2 3 5 6 7 8 9 10 11 12 13 14 15 16
(mnoanuce ynonHomoueHHoro anua (p.n.o.) (mognuck ynonHomouyeHHoro nnua (d.n.0.)
MOCTaBLMKA - OpraHM3aLmm NOCTaBLUMKA - OPraHM3aL MM
ONTOBOW TOProBAN UAN ONTOBOW TOProBAN UK
OpPraH13aumMm PO3HUYHOMN TOProBaU OpPraHn3aumMm PO3HUYHOW
- YKa3aTb Hy}KHoe) TOPrOB/IN - YKa3aTb HYXKHOE)
n n 20 r " " 20 r
M.N M.MN
(nognuce ynonHomouyeHHoro nnua (p.n.o.) (nognucb ynonHomouyeHHoro nnua (p.n.0.)

NOCTaBLUMKA - OpraHM3aLmm
ONTOBOI TOProBAN UK
OpraHM3aumMmn PO3HNUYHOM TOProBN
- YKa3aTb Hy}KHoe)

20 .

NOCTaBLWMHUKa - OpraHn3aummn

ONTOBOM TOProBAN UK

OpraHn3aumnm Po3HUYHOMN

TOPrOBAU - YKa3aTb HYXKHOe)

20



<1> ®akTMyecKana OTMYCKHas LUeHa Ha NeKapCTBEHHbIA NpPenapaTt, BKAOYEHHbIA B MepeyeHb KU3HEHHO HEOOXOAMMbIX W BaXKHEWULIUX NeKapCTBEHHbIX
npenapaTtoB, yCTaHOB/IEHHAA MHOCTPAHHbLIM MPOU3BOAMTENEM, YKA3bIBAETCS C y4ETOM TaMOXKEHHOM MOLW/MHbI M cOOpPOB 3a TaMoKeHHOoe odopMmeHMe.

<2> 3anofiHAeTcs opraHv3auuelt onToOBOW TOProsau, npuobpeTatoweir NeKapCTBEHHbIM MpenapaTt y NPOU3BOAMTENS UAM Yy €ro YnoJIHOMOYEHHOro
npeacTaBuTens.

<3> 3anosiHAETCA BCEMM OPraHM3aumMaAMM OMTOBOM TOProB/M, YYACTBYIOLWMMK B peannsaummn eKapcTBEHHOro npenapaTta 40 nepefayn ero opraHusauuu
PO3HMYHOM Toprosan. KonnyecTtso rpad COOTBETCTBYET KOJIMYECTBY OPraHM3aLMii ONTOBOM TOProB/IM, Y4aCTBYHOLLMX B TOBAPONPOBOASALLEN LEMNOYKe.

<4> 3anonHAeTcs opraHn3aLmMein onToBOM TOProB/an, peannsytowei 1eKapcTBEHHbIV NPenapaTt opraHn3aLmm PO3HUYHOWM TOProB/N.

<5> OpraHun3aums PO3HUYHOM TOProBAK, He ABAAIOLLAACA NAATENbLMKOM Hanora Ha A06aBnaeHHY0 CTOMMOCTb M YyYUTbIBAlOLLAs €ro B CTOMMOCTM TOBapa,
yKa3blBaeT GaKTUYECKYHO OTMYCKHYLO LeHy.".



