MPABUTEJICTBO POCCHHUCKOU ®EJIEPAIIIN
ITOCTAHOBJIEHHUE

ot 29 aBrycta 2020 r. Ne 1310

MOCKBA

06 yrBep:kaennu IlpaBua popMupoBaHus nepeuHst
JIeKapCTBEHHBIX MPENaparoB, He BKJIIOYEHHbIX B NlepeveHb
KH3HEHHO HeOoOXOAHMBbIX H BaXKHEHIIHX JIeKAPCTBEHHbIX
npenaparoB, B OTHOIIEHHH KOTOPbIX YCTAHABJIHBAKTCS
npeae/ibHbIe OTNYCKHBIE LHEHbI POU3BOAMTE/ICH, Npeae/ibHbIE
pa3mepsbl ONTOBLIX HAA0ABOK H NpeAe/ibHbIe pa3Mepbl PO3HUYHBIX
Hag0aBOK K (PAKTHYECKHM OTNYCKHbIM lIeHAM NPOU3BoOAUTE /el

B coorBercTtBUM ¢ 4acTeio 2 crTartbu 60 DenepanbHOro 3akoHa
"O6 oOpamenun JjekapcTBeHHbIX cpeacts” IlpaButensctBo Poccuiickoii
denepalii NOCTAHOBJIAET:

VYrBepauth  npunaraemble  IlpaBuna  dopmupoBaHus — mepevHs
JeKapCTBEHHBIX [penapaTtoB, HE BKIIOYEHHBIX B Mepe4yeHb IKU3IHEHHO
HEOOXOMUMBIX M BA)XKHEHWINUX JIEKApCTBEHHBIX [IpEerapaTroB, B OTHOIICHHH
KOTOPBIX YCTaHAaBJIMBAIOTCS MpEJENbHbIE OTIIYCKHBIE I[IE€HBI MPOU3BOIUTENIEH,
npeeabHble pa3Mepbl ONTOBBIX HaJ0ABOK M MpeAeibHbIe pa3Mepbl PO3ZHHUYHBIX
Haa0aBOK K (PaKTUYECKUM OTITYCKHBIM LIEHAaM ITPOU3BOIUTENEH.

[Ipencenarens [IpaBute
Pocculickoit ®enep

S

M.Muwyctux
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YTBEPX/IEHbBI

noctaHoBieHueM [IpaBuTenncTBa
Poccuiickoit ®enepaunu
ot 29 aBrycrta 2020 r. Ne 1310

IIPABHJA

¢popMUPOBaHHSA MEPEYHA JEeKAPCTBEHHBIX NPeNapaToB, He BKJIIYEHHbIX
B nepeyeHb ;KM3HEHHO HE0OXOAMMBIX H BaXKHEH LINX JIEKAPCTBEHHbIX
npenaparoB, B OTHOLIEHHH KOTOPBIX YCTAHABJIMBAIOTCS NpeesbHble
OTNYCKHbIe eHbl IPOH3BOANTE /e, peAe/IbHbIe pa3Mepbl ONTOBbIX
Haa0aBOK M npejejibHbIe pa3Mepbl pO3HHYHBIX HAA0aBOK K (paKTHYECKHM
OTOYCKHbIM LIeHAM NPOH3BOANTEIeH

1. Hactositue IlpaBuia onpenensitoT mopsaaok (GOpMUPOBaHUS IEepEeqHS
JIEKapCTBEHHBIX IMPENapaToB, HE BKJIIOYEHHBIX B [Epe4YeHb HKU3HEHHO
HeOOXOMMMBIX M  BaXHEHWIMX JIEKAPCTBEHHBIX IpenaparoB  (pajiee -
JIeKapCTBEHHbIE [penapaThl), B OTHOMIEHHMH KOTOPBIX YCTaHABIMBAIOTCS
npenesbHble OTIYCKHBIE LEHbl [POU3BOAUTENEH, MpeaenbHble pa3Mephl
ONTOBBIX HaA0aBOK M MpeJelbHble pa3Mepbl PO3HUYHBIX HaA0aBOK K
(dbakTHUYECKUM OTITyCKHBIM LIEeHaM IPOU3BOJUTENEH (asnee - nepevyeHb).

2. Opranbl rocyJapcTBeHHOM BiacTH cyObekToB Poccuiickoit @enepaunu
BIOpaBe HanpaBuTh B DenepanbHylo CilIyx0y Mo Haa3opy B cdepe
3[paBOOXpaHEHUs B (QopMe 3JEKTPOHHOIO JOKyMeHTa, MOJANKUCAHHOIO
YCHJIGHHON  KBIM(HUIIMPOBAHHON  3NEKTPOHHOW  TOJIUCHIO,  3asiBJIEHUE
00 yCTaHOBJIEHHHM B OTHOLUEHHH JIEKAPCTBEHHOIO IMpenapara MpeaeabHOro
pa3Mepa OTITyCKHOH LIEHbl IMPOU3BOAMUTENS, IPENENBHOrO pasMepa ONTOBOU
Hag0aBKM M MpelelibHOro pa3Mepa pO3HUYHOM Haa0aBku K (haKTUYECKOM
OTITYCKHOH IieHe MPOU3BOIUTEN (J1ajiee - 3asiBJIEHUE ).

3. 3asBieHHe NOJDKHO COAEPXKATh CIeNYIOLIHNE CBEAEHHUS:

a) TOproBoe HaMMEHOBaHHE JIEKApCTBEHHOTI'O MpernapaTta, MeXIyHapoaHOe
HEMMaTeHTOBAaHHOE, WM XHMHUYECKOe, HJIM TPYNIIHPOBOYHOE HaUMEHOBaHHE
JIeKapCTBEHHOTO Mpemnapara, jekapcTBeHHas GpopMa, 103UpOBKa,

6) laTa 4 HOMEp pEerucTpalMOHHOIO YJAOCTOBEPEHHUS, BBIJAHHOTO
B cooTBeTcTBUU ¢ DenepanbHbIM 3akoHOM "OO6 obpallleHUH JeKapCTBEHHBIX
cpeactB" win pemieHneM CoBera EBpa3uiicKOd 3KOHOMHYECKOW KOMHUCCHH
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oT 3 HosOpss 2016r. Ne78 "O IlpaBunax perucrpauiud MU IKCHEPTHU3BI
JIEKAPCTBEHHBIX  CPEACTB JUIsi MENULHMHCKOro npuMeHeHus"  (nanee -
PETHCTPALIMOHHOE YOCTOBEPEHUE);

B) HAUMEHOBAaHUE Jep)KaTeslsl WM  BlaJeibla pPEerucTpalydoOHHOTO
yAOCTOBEPEHUS;

r) npeajiaraeMble K yCTAaHOBJICHHUIO TPEIENbHbIA pa3Mep OTIYCKHOW LICHBI
NPOU3BOAUTEINS] Ha JIEKAPCTBEHHBIN ITperapar, MpelefbHbIi pa3Mep ONTOBOH
Hag0aBKH W TMpeJesbHbId pa3Mep pO3HUYHONW Haja0aBKH K (HaKTHUUYECKOH
OTIYCKHOU LIeHe MPOU3BOAMUTEINS Ha JIEKAPCTBEHHBIN Mpenapar;

1) 000CHOBaHUE MPECTABIEHHOrO 3asBJICHUS.

4. K 3asBJlI€HHIO MOT'YT IIPHJIaraTbCsl JONMOJIHUTEIbHbIE JOKYMEHTHI.

5. @enepanbHas ciyx0a Mo Hag3opy B cdepe 3ApaBOOXpaHEHHS B CPOK,
HE TpEeBbIIAIOIUNA 5 pabouux AHElN co OHS MONYyYEHUs 3asBleHUs, GopMUpYeT
MPOEKT IMepeyHs, a TaKKE TMPEJIOKEHUSI C YKazaHueM [0 KaxJIoMy
HalMEHOBAHUIO JIEKAPCTBEHHOIO IMpenapara MpeaeibHOro pasMepa OTIIyCKHOM
LeHbl  MPOU3BOAMTENSA, MOpeNelbHOrO  pa3Mepa  ONTOBOM  HanbaBKU
U MpeAesIbHOrO pa3Mepa pO3HUYHOMN HanOaBKU K (PaKTUYECKOH OTITYCKHOH LeHe
MPOU3BOAUTENSS W HampaBigeT HUX B MMUHHCTEPCTBO 3IpaBOOXpPaHEHUS
Poccuiickoii ®enepauuu b0 B cllydae HEIOCTAaTOMHOCTH CBEICHUH,
yKa3aHHbIX B MyHKTe 3 HacTosmux [lpaBui, uHpopmupyer o6 3TOM Oprad
BJacCTH, HaMpaBUBLUMI 3asBieHUWE, B (QOpMe DIIEKTPOHHOTO JOKYMEHTa,
MOJIIMTUCAHHOTO YCUJIEHHOH KBaJTU(DULIMPOBAaHHOMN 3JIEKTPOHHOHN MOAMUCHIO.

6. B ycnoBusix 4pe3Bbl4yallHONW CHUTyallMU M (WJIM) NPH BO3HUKHOBEHUU
yIpO3bl pacrlpoCTpaHEeHUsl 3a0oJieBaHUs, NPEACTABISIOLIETO OMACHOCTb AJIA
OKpyxaroumx, MUHHCTEPCTBO 3ApaBooxpaHeHHs Poccuiickoit ®enepauuu B
CpOK, He MpeBblalouil 3 pabouux AHEH co IHS MONyYeHHUs MPOoeKTa MepedHs
U MpedJIOKEHHUH, YyKa3aHHBIX B MyHKTe 5 Hacroswux [IpaBun, BHOCUT
B [IpaBurensctBo Poccuiickoit ®epepauuu npoekt akra I[IpaBurennctBa
Poccuiickoit ®enepauuu 00 YCTaHOBJIEHUH IMpPEAETBHBIX OTIMYCKHBIX LIEeH
MpPOU3BOAUTENEN HA JIEKAapCTBEHHbIE Ipenaparbl, MpedelbHbIX pa3MePOB
ONTOBBIX HAA0aBOK U TMpedeNbHBIX pa3MEpoOB PO3HUYHBIX HaaI0aBOK
K (aKkTUYeCKUM OTIIyCKHBIM I[€eHaM NPOU3BOJAMUTENEH Ha JIeKapCTBEHHbIC
npernapatsl U 00 YTBEP)KI€HUH MEePEYHS.

7.B  oTcyTcTBHE  Ype3BBIYAMHOW  CUTyalUMd U (WJIH)  Yrpo3bl
pacmpocTpaHeHusi  3a0oyieBaHHs,  MPEACTABIAIOIIETO  OMAacHOCTh  JUIS
OKpyXarolnx, MunHucrepctBo 3apaBooxpaHeHust Poccuiickoli @enepauuun
nocJjie MOJy4eHHUs INPOEKTa NEpedHs U MPEJIOKEHUM, YKa3aHHBIX B IYHKTE 5
Hacroawux IIpasus, BHOcuT B IlpaButenscrBo Poccuiickoit Penepaunu
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B YCTAHOBJIEHHOM TIopsiake MnpoekT akta IlpaBurtenbcrBa Poccuiickoit
Denepaunun o nposeneHun DenepanbHOM city)x00i Mo Haa3opy B cdepe
3[paBOOXPAHEHUS MOHUTOPHUHIA PO3HUYHBIX LIEH Ha JIeKapCTBEHHbIE

Ipenaparsl.
8. B ciyuae eciu B Teuenue 30 KaJeHIApHBIX JHEHW MOCie MNPUHSTHS
[TpaBUTENBECTBOM Poccuiickoit ~ @enepanuu  peunieHus,  YKa3aHHOIO

B INyHKTe 7 Hacroswmwux [IpaBui, BbIABIEH pOCT pPO3HUUYHBIX LIEH
Ha JiekapcTBeHHBbIe npenapatel Ha 30 npoueHToB U Oonee, PenepanpHas cinyxba
0 HaJa30py B cdepe 3apaBoOXpaHEHUs B CPOK, HE MPEBBIIAIONIUN S pabouunx
NHEH CcO [OHS 3aBEpLUCHUs MEPONPHUATHH [0 MOHUTOPUHTY TaKUX LEH,
dbopMupyeT MPOEKT MePEYHs, a TAK)Ke MPEUIOKEHNS C YKa3aHHEM M0 KKIAOMY
HAaUMEHOBAHHUIO JIEKAPCTBEHHOIO Ipernapara MNpelebHOro pa3Mepa OTIYyCKHOMH
IEeHbl  [pPOU3BOAMWTENS,  MpPENeIbHOrO0  pa3Mepa  ONTOBOM  HaaOaBKH
U TIpeaesIbHOTO pa3Mepa pO3HUYHON HaJl0aBKHU K (PaKTUYECKOHM OTITYCKHOH LieHe
NIPOU3BOJUTENS M HalpasBisieT HMX B MHHHUCTEPCTBO 3ApaBOOXPaHEHUs
Poccuiickoit Penepanuu.

9. MuHuCTEpPCTBO 3ApaBooxpaHeHus Poccuiickoit @enepanuu mnocle
MOJIy4eHHUs [MpOEKTa IIepeyHs M MpeUIOKEHUH, YKa3aHHBIX B IMYyHKTE 8
Hacrosmux IIpaBun, BHocur B [lpaButensctBo Poccuiickoit ®enepaiiuu
B YCTAHOBJIEHHOM Iopsake npoekT akrta IlpaButensctBa Poccuiickoit
QPenepanid 00 YCTaHOBJICHUHU MpeAeNIbHbIX OTIIYCKHBIX II€H MPOM3BOAMTENEH
Ha JIeKapCTBEHHBIE IIpenapartbl, NpeAeiabHbIX pa3MepOB ONTOBBIX HaAOaBOK
U TNpeaesbHbIX Pa3MEPOB PO3HUYHBIX HAJ0AaBOK K (PAKTHUYECKHUM OTITYCKHBIM
LeHaM MpOU3BOJAUTENICH Ha JIEKApCTBEHHBIE IpernapaTbl U 00 YTBEpXKISHUU
nepevHsi, a TaKXke HHpopMUpyeT 00 ITOM Jepxkarens WIM Biagebla
PErUCTPALMOHHOTO Y IOCTOBEPEHHUSI.

10. IlpenensHblii pa3Mep ONTOBOM HaJ0aBKM M MpeJIelbHBIA pa3Mep
PO3HUYHOKW Han0aBKU K (PaKTHUYECKOH OTMYCKHOHW LEHE MPOU3BOJAUTENS Ha
JISKApCTBEHHBIN IIpenapaT yCTaHABIMBAIOTCA B OTHOLIEHUU KaXAOro cyObekTa
Poccuiickoit deaepauuu.
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