O BHeceHuu nsmeHeHui B NMpasuna popMUPOBaHUSA NepeYHs
NleKapCTBEeHHbIX CPeACTB, 3aKynka KOTOPbIX OCYLUECTB/IAETCA B
COOTBETCTBMMU C UX TOProBbIMU HAUMEHOBAHUAMMU, U O
NPUMEHEeHUM JIeKapCTBEHHbIX NPenapaToB C KOHKPETHbIMU
TOProBbiIMM HAMMEHOBAHUAMU
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NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
NMOCTAHOBJIEHVE
OT 30 MNKOHSA 2020 I'. Ne 965
MOCKBA

O BHeceHWU n3meHeHuii B MpaBuia GopPMUPOBaHMS NEPEYHS IEKAPCTBEHHbIX CPEACTB, 3aKyrnKa KOTOPbIX
OCYLLECTBNIETCA B COOTBETCTBUM C MX TOPrOBbIMU HAUMEHOBAHWAMU, U O MPUMEHEHNMN NIEKAPCTBEHHbIX
npenapaToB C KOHKPETHLIMW TOPrOBbIMU HAUMEHOBAHNSMY

MpaBuTenbCTBO Poccminckon denepaLu NoCTaHOBASET:

1. YTBepauTh Npuiaraemole U3MeHeHUs, KOTopble BHOCATCA B [paBuia popMmpoBaHmMa nepeyHs
NeKapCTBEHHbIX CPpeACTB, 3aKyrnkKa KOTOPbIX OCYLLEeCTBNAETCA B COOTBETCTBUN C NX TOProOBbIMU
HaMMeHOBaHWAMY, YTBEPXKLEHHbIE NOCTaHOBNeHMeM [paBuTenscTBa Poccuinckon ®epepaunm ot 28
Hosbps 2013 r. Ne 1086 "0O6 yTBepxaeHun MpaBnn HOpMMPOBaHNS NEPEYHS NEKAPCTBEHHbIX CPEACTB,
3aKynkKa KOTOpPbIX OCYLLECTBAAETCS B COOTBETCTBUN C MX TOProBbIMU HauMeHoBaHuAMK" (CobpaHue
3aKoHoaaTenbCTBa Poccuinckon Pepepaunn, 2013, Ne 49, cT. 6429; 2018, Ne 46, cT. 7065).

2. YCTaHOBUTb, 4YTO €C/1 NPy OKa3aHUM NaLMeHTy MeAULNHCKON NOMOLLY B MeAULNHCKON opraHu3auunm B
CTaLUMOHAPHbIX YC/I0BMAX MO peLleHnto BpadebHOoN KOMUCCUM OCYLLECTBAAITCA Ha3Ha4YeHNe U NpuMeHeHne
JIeKapCTBEHHOr 0 npenapaTa C KOHKPEeTHbIM TOProBbIM HAVUMEHOBAHMEM, TO NP OKa3aHUN JAaHHOMY
naumeHTy MeAULMHCKON NOMOLUU B MHON MeAWLIMHCKON OpraHn3aLmm B CTaLMOHAPHbIX YC/IOBUSAX, @ TakxXe
B aMOyNaTOPHLIX YC/IOBUSIX OCYLLIECTBNIAETCA Ha3HaYeHNe eMy JIEKapCTBEHHOMO NpenapaTa C TEM Xe
TOProBbIM HaMMEHOBaHUEM.

Mpencepnatesns MpaBuTesbCTBA
Poccuinckon ®epepaummn M.MuwycTnH

YTBEP)XZEHbI

nocTaHoBeHVeM lNpaBUTeNLCTBa
Poccuinckon ®epepauun

oT 30 ntoHs 2020 r. Ne 965

N3MEHEHWA,
KOTOpble BHOCATCS B MpaBusia hopMUPOBaHUS NepeyHs IEKapCTBEHHbIX CPEACTB, 3aKyMnKa KOTOPbIX
OCYLLECTBNIAETCS B COOTBETCTBUM C X TOProBbIMW HaUMEHOBAHNSMM

1. MyHKT 3 M310XNTb B Cle4ylOLLEN pefakumm:

"3. PaccmoTpeHne BONpoCa 0 BO3MOXHOCTMW BKJIOYEHNS NEKAPCTBEHHbIX CPEACTB B NepeyeHb nnbo
NCKJTIOYEHUNS IeKapCTBEHHbIX CPEACTB 13 MepeyHs ocyLecTeaseTcs MexxBeLOMCTBEHHLIM COBETOM MpK
MuHucTepcTBe 3apaBooxpaHeHuns Poccuiickon Penepaunn no obwecTBEHHOMY 30pOBbIO (fanee - CoBeT),
NO0XKEeHNe 0 KOTOPOM M COCTaB KOTOPOro yTBepKAaloTCsd MUHUCTEPCTBOM 34paBOOXpaHeHNs Poccuinckon
depepaumm, No 3adBkam npeactasmTensa cybbekTa obpalleHns neKkapCTBEHHbIX CPeACcTB U (1n)
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06LLeCcTBEHHOr0 06 beANHEHNS, OCYLLECTBASIOLLENO AESTENbHOCTb B Chepax 34PaBOOXPaHEHNS,
obpalleHns NeKapCTBEHHbIX CPEACTB M 3alUNThLI MPaB rpaXAaH B 3TUX cepax (nanee - 3asBuTenb).".

2. B nyHkTe 4 cnoBa "B (hopMe 3/IeKTPOHHOIO AOKYMEHTa nan Ha ByMa)kHOM HocuTene" 3aMeHnTb CI0BaMu
"B 3JIEKTPOHHOM BUE NOCPELCTBOM UH(HOPMALNOHHO-KOMMYHUKALMOHHBIX TEXHOJIOMUA C MPUIOXEHNEM
npu HeobXoANMOCTU B 3NIEKTPOHHOM BUAE COOTBETCTBYIOLLNX JOKYMEHTOB M CBEAEHNIA".

3. JononHnTb NyHKTOM 4 1 cnegyowero CogepXXaHums:

"4 1. NHhopmMaLms 0 NOCTYNUBLLMX 3a5BKaxX pa3MeLLlaeTcs Ha omLmanbHOM cante MnHMcTepCTBa
3[paBooxpaHeHns Poccunckon ®epepauum B MHOOPMaLMOHHO-TENEKOMMYHUKALMOHHON CETK
"WHTepHeT".".

4. B nyHkTe 5:

a) B NoAnyHKTe "B" C/lI0Ba "MOHUTOPMHIra 6€30MacHOCTU NeKapCTBEHHbIX NPenapaToB" 3aMeHNTbL CJI0BaMU
"thapMakoHaa30pa, BKAYas AaHHble 06 3h(heKTUBHOCTM 1 6€30NacHOCTM NPU 3aMeHe IeKapCTBEHHbIX
npenapaToB pa3NYHbIX TOPrOBbIX HAMMEHOBAHWUI B NpeAesiax 04HOr0 MeX4yHapoAHOr 0
HernaTeHTOBaHHOIr0 HAaMMeHOBaHUA";

6) LONOAHNTL MOAMYHKTOM "I Cnepytowero cogep)XxaHms:

"I') KIMHNYECKNe peKoMeHgaumm nan CTaHgapThl MeAVLIMHCKOM NoMoLK. ",

5. NYHKT 6 OONONHUTL C/loBaMuK ", B TOM YUCse B 3IEKTPOHHOM Buae".

6. JononHnTb NyHkTamm 7 1 - 7 3 cnepyrowero CogepxaHus:

"7 1. B uenax paccMoTpeHns 3adBKM MUHUCTEPCTBO 34paBooxpaHeHus Poccuinckon ®epepaumm
HanpaBnseT ee B TeyeHne 3 paboynx OHEN He MeHee YeM 2 NPOPUIbHBIM F1aBHBIM BHELITATHbIM
cneuunanuctam MmHMCTepcTBa 34paBooxpaHeHmnsa Poccuinckon ®efepauum 4aa NoLrOTOBKU UMY B Te4eHue
15 gHel co ANA NONyYeHUs 3a9BKM IKCAEPTHOr0 MHEHUS O HAaJIMYMK UAKM OTCYTCTBUM OCHOBaHWUIA ANnA
BKJIOYEHNSA NIEKAPCTBEHHOI0 CPELCTBa B NepeyeHb M0 NCKYEHUS NEKAPCTBEHHOIO CpeacTBa U3
nepeyHs.

7 2 . Tlpy NogroToBKe 3KCNepTHOr0 MHEHWS rJlaBHble BHELUTaTHbIE CNeunanunucTsl B Leasx nojayyeHns
LOMNONHUTENBHON NHopMaLMm 0 6e30NacHOCTY 1 3NHEKTUBHOCTM NEKAPCTBEHHOI0 CpeacTBa MOryT
HanpaB/ATb 3anpochl B NpodeccnoHanbHblie MegMLUMHCKNE 1 hapMaLeBTuYeckmne coobuiectsa u
KOMMNETEHTHbIM CneunanmcTam.

7 3 . UHopmMauma o xofe 1 pesysibTaTax PacCMOTPEHMUA 3aABOK, a TaKXe 0 MecCTe, laTe U BpeMeHM
3acenaHusa CoeTa pa3mellaeTtcs 3a 10 paboynx gHen 00 COOTBETCTBYIOLWEr0 3acelaHns Ha 0uLNaIbHOM
canTe MnHMCTEepCTBa 34paBooxpaHeHus Poccuinckon ®epepaunm B MHHOPMALMOHHO-
TeNIeKOMMYHNKaLMOHHOM ceTn "UHTepHeT".".

7. B nyHKTe 8 cyioBo "Komuccummn" 3ameHnTb cnosoM "CoseTa".

8. ononHuTbL NyHKTamMu 8 1 n 8 2 cnepytolero coaepXxaHus:

"8 1. Ha 3acenaHuun CoBeTa NpUCYTCTBYIOT NPV HaaU4yMm npenBapuTensHoro obpalleHns B 31eKTPOHHOM
BMAE NOCPEeACTBOM UH(OPMALMOHHO-KOMMYHWKALMOHHBLIX TeXHO0rMn B agpec CoBeTa, NOCTYNMBLLENO He
nosfHee 4yem 3a 7 AHEN A0 AHA COOTBETCTBYIOLLEro 3acejaHns, NpeacTaBUTe b 3a8BUTENA, @ Takxe
NpeacTaBuTENN OPUANYECKNX L, peann3auns npas n (naun) 06a3aHHOCTEN KOTOPbLIX 3aTparnBaeTcs
peLleHneM 0 BKIOYEHMM JIEKapCTBEHHOro CpefCTBa B NepeyeHs.

8 2 . HopmMaLma o NpUHATLIX Ha 3acefaHnm CoBeTa pelleHnaxX pa3MeLlaeTcs Ha ouumansHOM canTe
MuHuCcTepcTBa 34paBooxpaHeHns Poccuinckon ®enepaumm B UHGOOPMALMOHHO-TENIEKOMMYHUKALMOHHON
ceTn "MHTepHeT" B TeyeHne 5 pabounx aHen nocne npoeneHns 3acenaHmsa CoeeTta.".

9. B nyHKTe 11:

a) B ab3aue nepeom cioBo "Komuccuen" 3ameHnTb ciosom "CoeTom",

6) ab3aL, BTOpON AOMNOJIHUTL COBaMK ", @ TakXXe Npu HeobXoAMMOCTM L03MPOBOK, NOKa3aHWN Ans
NPUMEHeHUs NN KOHTUHTeHTa naumMeHToB";

B) ab3aL, TPETUA JOMNOSHMTbL CJIoBaMM ", NOCPEACTBOM UHHOPMALIMOHHO-KOMMYHUKALMOHHBIX TEXHOJIOMNIA".
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