IIPABUTEJILCTBO POCCUICKOIl ®EIEPALIAN
IIOCTAHOBJIEHHUE

ot 3 deBpans 2016 . Ne 58

MOCKBA

O BHeceHnH H3MeHeHHH B noctaHoBjaenne [lpaBuTenbcTBa
Poccuniickoii @eaepaunu ot 29 oxtsiops 2010 r. Ne 865
H NPU3HAHHH YTPATHBIUMMH CHJIY OTAEJbHBIX MOJIOKEHHH
akToB IIpaButenbcrBa Poceniickoii ®exepauun

IIpaButensctBo Poccuiickoii @emepaiii mocTaHOBAAET :

1. YTBepauTe npunaraemMble U3MEHEHHs, KOTOpEIE BHOCSTCS B
nocranosienue [pasurensctea Poccuiickoit ®eneparmu ot 29 okrsa6ps 2010 r.
Ne 865 "O rocynapcTBEHHOM pETYJHPOBAaHWH II€H Ha JIeKapCTBEHHbIE
npenaparsl, BKIIOYEHHBIE B IEPEYEHb )XKU3HEHHO HEOOXOMMMBIX M Ba)KHEHMIINX
nexapcTBeHHbIX mpenapaToB” (CoOpaHue 3akOHOMATENbCTBA POCCHICKOM
®epepauun, 2010, Ne 45, cr. 5851; 2014, Ne 34, c1. 4673; 2015, Ne 37, cr. 5153;
Ne 38, ct. 5302).

2. Ilpyu3HaTh yTpaTUBIIMMH CUITY:

ab3al TpeTudl myHkta | mocranoBnenus IIpaButensctBa Poccuiickoit
Qenepaum ot 8 asBrycta 2009r. Ne 654 "O  coBeplIEHCTBOBaHUH
rocyJapCTBEHHOI0 PEryjMpOBaHMsl LIEH Ha JIeKapCTBEHHbBIC Ipenaparhl,
BKJIIOYEHHBIE B ME€PEYEHb JKU3HEHHO HEOOXOAUMBIX M  BaKHEHIIMX
nekapcTBeHHBIX mpenapatoB" (CoOpaHue 3akoHOZATenbcTBA POCCHICKOMN
®enepanuu, 2009, Ne 33, ct. 4086);

TOAINYHKT "a" MyHKTa 4 U3MEHEeHHIi, KOTOPBlE BHOCATCS B IOCTAHOBICHUS
IlpaBurensctBa Poccuiickoit @enepaumu 1Mo BompocaMm, CBS3aHHBIM —C
COBEPIIEHCTBOBAHHEM TOCYHAPCTBEHHOIO PEryJIMpOBaHHs LEH Ha >KU3HEHHO
HEOOXONUMMBIE M BaKHEHIME JIeKapCTBEHHBIE CpEJNCTBA, YTBEPKIECHHBIX
nocraHoBneHueM IlpaButensctBa Poccuiickoit ®emepanuu ot 29 okrabps
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2010 r. Ne 865 "O rocynapcTBEHHOM peryJIMpOBaHHMM IIeH Ha JIeKapCTBEHHbIE
npenaparsl, BKIIOUEHHbIE B MepeUeHb )XHU3HEHHO HEOOXOJUMBIX ¥ BaXKHEMIINX
nekapcTBeHHBIX mpenapatoB” (CobpaHue 3akoHomaTenbcTBa Poccuiickoit
OGenepaunn, 2010, Ned45, cr.5851), B 4YacTH BHECEHHMS W3MEHEHUS,
Kacarolerocs abs3auna Tperbero mnyHKTa 1 nocraHoBienus IlpaBurenbcTBa
Poccuiickoit @enepanun ot 8 aBrycra 2009 r. Ne 654 "O coBepilleHCTBOBaHHUU
TOCYyIapCTBEHHOIO pEryJupoBaHHs LEH Ha JIeKapCTBEHHbIE IpernaparThl,
BKIIIOYEHHBIE B TMeEpeYeHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIMX
JIEKapCTBEHHBIX NIpenapaToB”.
3. Hacrosiee nocraHoBieHue BCcTynaeT B cuity ¢ 1 maprta 2016 1.

I[Npencenarens [1pas __

Poccuiickoit Oejfe J.Mensenes
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YTBEPXJEHBI

noctaHoBiaeHueM IIpaButenscrBa
Poccuiickoit ®enepaunu
ot 3 deppanst 2016 . Ne 58

U3IMEHEHMNA,

KOTOpbIe BHOCSATCS B NocTaHoBJeHue [IpaBuTesnerBa
Poccuiickoii ®egepaunu ot 29 okrsadps 2010 r. Ne 865

1. AG3al yeTBepThIN IMyHKTa | M3II0KUTH B CIENYIOLIEH pelaKIiu:

"IlpaBuna yCcTaHOBJIEHUS MPENENBHBIX PA3MEPOB OMTOBBIX M MPeIebHBIX
pasMepOB  PO3HMYHBIX HaI0aBOK K (akTHHYeCKUM OTIYCKHBIM IIEHaM,
YCTaHOBJIEHHBIM NPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX MPENAapaToB, BKIFOYEHHBIX
B IEpEYeHb IKM3HECHHO HEOOXONUMBIX M BaXHEHWIUWX JIEKAPCTBEHHBIX
npernaparos, B cyOpekTax Poccuiickoit @eneparuu;”.

2.B IlpaBunax ycCTaHOBIEHHS TNpeAeSbHBIX pa3MepOB OITOBBIX M
OpeNENbHBIX Pa3sMEpOB PO3HUYHBIX HaA0aBOK K (DaKTHUYECKHUM OTIYCKHBIM
LUeHaM IpOU3BOAMTENIEN Ha JeKapCTBEHHbIE Mpenaparbl, BKIIOYEHHBIE B
nepeyeHb KU3HEHHO HEOOXOUMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX MIPENapaToB,
B cybwpekrax Poccuiickoii ®enepanuu, YTBEPKAEHHBIX  YKa3aHHBIM
IIOCTAHOBJIEHUEM:

a) HaUMEHOBaHHUE U3JIOXKHTH B CIIENYIONIEH pelaKIuu:

"TTIPABUJIA
YCTaHOBJIEHUs! NIPEAENIBHBIX Pa3MEpPOB ONTOBBIX U MpeleibHBIX pa3MepPOB
PO3HHMYHBIX HaZI0aBOK K (PaKTUUECKHUM OTITYCKHBIM ILI€HAM, YCTAaHOBIECHHBIM
NPOU3BOAUTEINIAMH JIEKAPCTBEHHBIX [IPENApaToB, BKIIIOYEHHBIX B TIEpEeUYEHb
YKM3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX JIeKapCTBEHHBIX MIPEnapaTos,
B cyOnekTax Poccuiickoit ®enepauun;

0) myHKT | U3I0KUTH B CIEAYIOIEH peaaKiuu:

"1. Oprans! HCIIOTHUTENBHON BIacTH cyObekToB Poccuiickoit ®enepanuu
NPUHUMAIOT pelleHuss 00 YCTaHOBJICHHU IIpeleNbHBIX pPa3MEpPOB OITOBBIX
Han0aBOK U NpeAeSbHBIX Pa3MEepOB PO3HUYHBIX HaA0aBOK K (DaKTHYECKHM
OTIIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IIPOU3BOJUTENSIMUA JIEKAPCTBEHHBIX
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OpernapaToB, Ha JIEKAapCTBEHHBIE IIpenapaThl, BKIIOYCHHBIE B IIepeYeHb
KU3HEHHO HEOOXOMMMBIX M BaXHEHINNX JIeKApCTBEHHBIX IpENapaToB
(1anee COOTBETCTBEHHO - JIEKApCTBEHHBIE Npenapathl, PakTHUECKHE OTITYCKHbIE
IEHbl TPOU3BOAMTENEH), IMOCIE COIJIAaCOBaHUS IPOEKTOB COOTBETCTBYIOIIMX
perienuii ¢ PenepanbHON aHTUMOHOIIONBHON CITY>KOOM.

IlpenencHple pasMepbl ONTOBBIX HAA0ABOK M MpEACIbHBIE pa3Mepsl
PO3HHUYHBIX Haf0aBOK K (PaKTHUECKHUM OTITyCKHBIM I[€HaM POU3BOAMTENIECH Ha
JIeKapCTBEHHbIE npenaparsl, BBIPa)KEHHBIE B NpoLEHTax H
IAGOEPEHIIMPOBAHHBIE B 3aBHCHMOCTH OT CTOMMOCTH JIEKAPCTBEHHBIX
[pernapaToB, yCTaHABIMBAIOTCs B OTHOLIEHUH OpPraHU3alluil ONTOBOM TOPTOBIIH,
anTeYyHBIX OpraHU3aluil, HHIWBUAYAJBHBIX TpEeANPUHUMATENEH, HMEIOLIMX
JMIIEH3UIO Ha OCYIIECTBIEHHE (papMaleBTUYECKOH JeATeNIbHOCTH (manee -
UHAUBUAYAJIbHBIE IIPEANPHHUMATENN), MEIULIMHCKUX OpPTaHHU3alMM, HUMEIOINUX
JMIIEH3MI0 Ha OCyIllecTBIeHHe (apMalleBTHYECKOM HESATENbHOCTH, W HX
000coONeHHBIX  mojpaszfencHuil  (amOynartopuit,  Genpaepckux U
denpamepcko-aKymepckux MyHKTOB, LEHTPOB (OTAesieHn) oOiell BpaueGHOM
(ceMelHOM) NPaKTUKHU), PACIONIOKEHHBIX B CENbCKUX MOCETEHHAX, B KOTOPBIX
OTCYTCTBYIOT aNTe€4YHble OpraHU3alMU (Jajnee - MeIUIUHCKHE OpTaHH3aLMH),
OCYILIECTBIIAIOUIMX pPEeau3aliio JICKapCTBEHHBIX IIPernapaToB Ha TEPPUTOPUH
3TUX cyOBekTOB Poccuiickoii ®@enepanun.”;

B) yHKT 6 U3JIOKUTH B CIEAYIOLIeH peaaKIiu:

"6. Peanu3anysi JIeKapCTBEHHBIX MPENapaToOB OpraHU3alUsIMH OITOBOM
TOPTOBIIH, anTe4YHbIMU OpraHu3aLUsIMHU, WUHAMBUAYAJIBHBIMH
NpEANPUHUMATENAMA ¥ MEAULUUHCKAMU OpPraHU3alUsIMH OCYHICCTBIISIETCS IPH
HAJIMYWH MIPOTOKOJIA COITIACOBAHHMS 1IEH ITOCTABKH JIEKAPCTBEHHBIX NPENapaToB,
BK/IFOYEHHBIX B IIepe4YeHb JKHU3HEHHO HEOOXOMHMBIX M  Ba)KHEHIIHUX
JEKapCTBEHHBIX  IIPENaparoB, COCTaBIEHHOro Mo  ¢opMe  COIIacHO
NPUJIOKEHHIO, 32 UCKITIOYEHUEM JIEKAPCTBEHHBIX NPENapaToB, KOTOPbIe He OBLIU
BKJIIOYEHBI B TAaKOHW II€peYeHb HAa MOMEHT HMX MNPHOOpETeHHs YyKa3aHHBIMH
OpraHM3alUsAMU U UHAUBUAYAIbHBIMH NPEATIPUHUMATEIISIMH.

IIpoTokon cornmacoBaHusi LEH IOCTaBKH JIEKAPCTBEHHBIX MPENapaToB
MOXeT OBITh CO3/laH B BHJAE JJEKTPOHHOrO JOKYMEHTa, IOAIMCAHHOIO
YCUJIEHHOH KBaIM(UUUPOBAHHOW 3JIEKTPOHHOM MOIMMCHIO YIIOJHOMOUYEHHBIX
JIUL [TOCTaBIIMKA U NIOKynaTens.";

I') IOTIOJHUTh MyHKTaMu 9 - 15 cienyroniero coaepkanus:

"9. Opran ucnonHUTENbHON BnacTH cyObekTa Poccuiickoit ®enepaiuu
HANpaBJIgeT MPOEKT PpelleHHs 00 YyCTAaHOBJIEHWM U (MIH) H3MEHEHHH
NpeleNbHBIX pa3’MEPOB  ONTOBBIX HAA0AaBOK U TNpeAeNbHBIX  pa3MepoB
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PO3HMYHBIX HAaJ0ABOK K (PAKTU4YECKUM OTIMYCKHBIM LIEHaM MPOH3BOJHUTENEH Ha
JIEKapCTBEHHBIE IIpenaparhl, MOATOTOBJIEHHBIH B COOTBETCTBHH C METOJUKOMN
(manee - mpoekT peuieHus ), B GenepaibHy0 aHTUMOHOIOJIBHYIO CITYKOY.

10. K mnpoexty pelueHuss MNpWIaraioTcs Cleaylomyde JOKYMEHTH H
MaTepualbl (OpPUTMHANBl WJIM KONHH, 3aBepEHHBbIE PYKOBOIUTENEM HIIU
3aMECTHUTENEM pPYKOBOJMTEIN OpraHa HCIOJIHUTENBHOM BlacTd CcyObekTa
Poccuiickoii @enepanun):

a) NOSICHUTENbHAs 3allMCKa, COJIepIKalllas B TOM YHUCIIE IIPOU3BEIEHHEIE B
COOTBETCTBHH C METOAUKON PacyeThl IPEAEIBbHBIX pa3MepPOB ONTOBBIX HaI0ABOK
U TIpeJeNbHBIX pa3MEepOB PO3HUYHBIX HAal0aBOK K (DAKTHMUECKUM OTIYCKHBIM
LleHaM [IPOU3BOAUTENIEH HA JIEKApCTBEHHBIE NIpenapaThl;

0) MaTepuanbl, NpeACTaBICHHBIE OpPraHU3alMsAMH OINTOBONW TOPrOBIH,
anTE€YHBIMM OPraHU3alUsIMHM, HHIUBUAYAJIBHBIMH MpPENNPUHUMATENISIMH |
MEIMIIMHCKHUMHU OpraHU3alUsIMU B COOTBETCTBUM C METOUKOM.

11. [Ipoekt peleHust ¢ mOpujiaraeMbIMH K HEMY JOKYMEHTAMH M
Marepuanamu, ykasaHHeIMU B NMyHKTe 10 HacTosmmx [lpaBun, npencrabnsercs
B DefepanbHy0 aHTUMOHOIOJBHYIO CIY>K0y B MUCEMEHHOM BHIE WM B BHJE
9JIEKTPOHHOIO0 JOKYMEHTA, MOIIMCAHHOIO YCWIEHHON KBaU(PHLHPOBAHHOM
3JIEKTPOHHOM MOJMNMUCHIO, 4 TAaKXKe Ha aJpec IEKTPOHHOU noutsl DenepaibHoit
AHTUMOHOIIOIBHOM CITYKOBI.

Ilpoext pemenus peructpupyercs B DenepanbHOil aHTHMOHOITOJBLHOMN
ciy>x0e B yCTaHOBJIEHHOM MOPSIKE.

12. ®enepanbHas aHTUMOHOMONBHAS Ciiyx0a B TeueHue 30 paGounx AHelH
CO JHS PErHCTpallM IPOEKTa pelleHUs HaIpaBiseT B OpraH HUCIOJHUTENbHOM
BIacTH cyOwpekTa Poccuiickoit @enepalluil NpUHATOE €10 peElIeHHE O
COTJIaCOBAaHUM IIPOEKTA pelIeHus 1ubo 00 0TKa3e B ero COriacoBaHUHU.

13. OcHOBaHMAMH [UIsI OTKa3a B COIJIACOBAaHMM TMPOEKTA peLIeHHs
SBJISIEOTCSL:

a) HECOOTBETCTBUE pacueTOB Npe/eIbHBIX pa3MepPOB ONTOBHIX HaAbaBOK
U IpPENEeNbHBIX Pa3MEPOB PO3HUYHBIX HaJ0aBOK K (PAKTHYECKHUM OTITYCKHBIM
LeHaM  MPOM3BOJAMTENIE  Ha  JIGKapCTBEHHbIE  IIpernaparbl  pacyeTam,
IIpeAyCMOTPEHHBIM METOINKOM;

0) npeacraBnenue B DeneparbHYIl0  aHTHMOHOMONBHYIO  CIIYXOy
yKasaHHbIX B IyHKTe 10 Hactosmmux IIpaBun nOKyMEHTOB M MaTepHallOB,
COAEPXKAILLMX HEJOCTOBEPHBIE CBEICHUS;

B) OTCYTCTBHE B IIPEJICTABICHHBIX JOKYMEHTax M MaTepuajax CBeJCHUH,
TpeOyeMbIX B COOTBETCTBHUH C METOAUKOM;
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I') Ipe/ICTaB/IeHHE HEMOJHOI0 KOMIUIEKTa JOKYMEHTOB W MAaTEpHalioB,
yKa3aHHbIX B yHKTe 10 HacTosimux IIpaBu;

1) IpE/ICTaBICHUE JJOKYMEHTOB M MAaTepHallOB, YKa3aHHBIX B IMyHKTe 10
HacTosmux IlpaBui, cocTaBieHHBIX He 1O (QopMaM, YCTaHOBIEHHBIM
METOAUKOM.

14. Undopmaruss o cornmacoBaHud b0 00 OTKase B COMIACOBAaHUU
DenepanbHOil aHTUMOHOMONBHONW cnyX00i mNpoekTa pellleHMs He MO3AHEe
3 pabouHx IHeH co AHA NMPUHATHS TaKoro pelieHus pasmemaercs Ciayx0oi Ha
ee opUIUATIbHOM caiiTe B WH(OPMAUHOHHO-TENEKOMMYHHMKALIMOHHON CETH
"UnrtepHet".

15.3a npexncraBneHne B PenepanbHyl0 aHTHUMOHOMOJIBHYIO CHyXO0y
JOKYMEHTOB,  COAEp)KalUMX  HENOCTOBEPHBIE  CBEIEHHUS, PYKOBOIMTEID
(3aMecTHTENs PYKOBOAUTENS) OpraHa HCIIOJHUTENBHOM BIAacTH CyOBEKTa
Poccuiickoii ~ ®enepauyu  HECeT  OTBETCTBEHHOCTb, IMPEAYyCMOTPEHHYIO
3aKoHoJartenbcTBOM Pocculickoit @engepanun.”;

1) JOTIOJIHUTE NPUIIOXKEHUEM CIIEeIYIOIIEro CONEPIKaHMS:
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