06 obpalLeHnn NekapCTBEHHbIX CPEACTB

CraTtbs 55.1. Nopsapok ocyLwecTB/IeHUS PO3HUYHOWU TOProBJIn
NeKapCTBEeHHbIMU NpenapaTaMu Ana MeAULUHCKOro
NPUMMEeHeHUs, OTNYCKaeMbiMU MO peuenTy Ha JIeKapCTBEHHbIN
npenapaT, AUCTAaHLUOHHBIM CNOCOOOM

1. B nepnopg ¢ 1 mapta 2023 roga no 1 mapta 2026 roga B ropofe gefepanbHOro sHavyeHns Mockse, B
benropoackon n MockoBckoi 0bnactsx (fanee B HacToALen cTaTbe - CybbekThl Poccuinckon ®epepatimm)
npefycMaTpUBaeTCs NPOBEAEHNE IKCNEPUMEHTA NO OCYLLECTBIEHMNIO PO3HUYHON TOProBAN
NeKapCTBEHHbIMU NpenapaTaMn 415 MeANLMHCKOrO NPUMEHEHUs, OTNYCKaeMbIMU MO peLenTy Ha
JIeKapCTBEHHbIV NpenapaT, ANCTaHUUOHHBIM cnocoboM (fanee - 3KCNepUMEHT).

2. B paMKax 3KCnepuMeHTa ero y4aCTHWUKU BNpaBe AUCTAHLMOHHBLIM CMOCO60M OCYLLECTBAATb PO3HUYHYIO
TOProB/0 JIEKAPCTBEHHbIMU NpenapaTaMu aas MeAuLMHCKOro NPUMEHeHUs, 0TNyCKaeMbIMUK MO peLenTy
Ha JleKapCTBEHHbIV NpenapaT (B TOM 4ynucsie chopMMpOBaHHOMY B (hopMe 3/1eKTPOHHOIr0 AOKYMEHTa B
NNYHOM KabunHeTe rpa)kaaHuHa Ha eAMHOM nopTane n (MAKn) Ha pernoHanbHbIX NopTanax
rOCYAAPCTBEHHbIX Y MYHULMUNAAbHbBIX YCAYT) U BKJIIOYEHHBIMUW B MEpPeYeHb JIeKapCTBEHHbIX MPenapaTos u
thapMakoTepaneBTMYECKMX FPYNM NeKapCTBEHHbLIX MPenapaToB, Pa3peLleHHbIX K peaaun3aumm B paMmkax
3KCMeprMeHTa, YTBEPXKAEHHbIN YNOAHOMOYEHHbIM hefiepaibHbIM OPraHOM UCMOMHUTEIbHOW BAacTH (3a
NCKJIIOYEHNEM IeKapCTBEHHbIX NPenapaTos, CoAepXKallnx HapKoTMYeCcKune CpeacTaa, NMCUXOTPOMHbIE
BELLEeCTBa U UX NPEeKypCopbl, JIeKkapCTBEHHbIX NpernapaTos, COAePXKaLlMX CMNbHOLENCTBYOWME BELLEeCTB,
paanodapMaLeBTUYECKMX NEKAPCTBEHHLIX NMPenapaToB, MMMYHOBMONOrMYECKNX TEKAPCTBEHHbIX
npenapaToB, a TakXe IEKAPCTBEHHbIX MPenapaToB, A KOTOPbIX B COOTBETCTBUM C UHCTPYKLIMEN MO
NPVMEHEHNIO JIEKAapCTBEHHOM O NpenapaTa yCTaHOBJIEH TeMMNepPaTYPHbIA PEXMUM XPaHEHNA HUXe 15
rpagycos Llenbcus, cnmpTocoaepKallmx NeKapCTBEHHbIX MpenapaToB ¢ 06BEMHON A0Ne 3TUI0BOMO
CnupTa CBbile 25 NPoLLeHTOB 1 IeKapCTBEHHbIX MpenapaToB, U3r0TOB/IEHHbIX anTeYHbIMU
opraHusauusammn). Kputepun BKIIOYEHNSA IeKapCTBEHHbIX NpenapaTos U hapMakoTepaneBTUYeCcKmx rpynn
NEeKapCTBEHHbIX MPenapaToB B YKa3aHHbI NepeyvyeHb yCTaHaBAMBaOTCS MpaBUTENLCTBOM POCCMNCKON
®epnepaumm. NonoXKeHNA HaCTOALWEN CTaTbh HE PACMPOCTPAHSAIOTCA Ha JIeKapCTBEHHbIE NpenapaTsl,
0TnyckaeMble 6€CnNaTHO MAKN CO CKMAKON rpaXKaaHaM, MMeLUM nNpaBo Ha obecneyeHune neKapCTBEHHbIMU
npenapaTamMm 3a cHeT cpeacTB 6104KEeTHbIX acCUrHOBaHMI benepanbHoro biogxeTa n 6l0gXeToB
cybbekToB Poccuiickon Peaepauunu.

3. Y4acTHUKaMK 3KCeprMeHTa ABASIOTCSA YNOAHOMOYEHHbIN hefepabHbI OpraH UCMOAHUTENLHOW
BNACTW, YMOJHOMOYEHHbIE NCMOJIHUTENbHbIE OpraHbl CybbekToB Poccminckon depepaunn, MeQULNHCKNE
OpraHv3auny 1 anTeyHble OpraHn3anmnm, COoTBETCTBYOWMNE TpeboBaHNAM, YCTaHOB/IEHHbLIM B
COOTBETCTBUM C HaCTbto 4 HACTOSALLEN CTaTbML.

4. Mono)eHne o NOPAAKe NPOBEAEHNS IKCMEPUMEHTA, B TOM Yyncie TpeboBaHNa K MeLULMHCKNAM
OpraHM3aunaM 1 anTeyHbIM OpraHn3aunsaM, SBASILWNMCSA Y4aCTHUKAMM 3KCNepMMeHTa, NopsLokK
OCYLLeCTBJIEHNS PO3HUYHOW TOProBAN SIeKapCTBEHHbIMU NpenapaTtaMu 419 MeANLUHCKOro MPpUMEeHeHN S,
OTMNyCKaeMbIMUN M0 pPeLenTy Ha IeKapCTBEHHbIN NpenapaT, AUCTaHLUMOHHBLIM cnocobom, TpeboBaHUs K
LOCTaBKe TaKMX JIeKapCTBEHHbIX NpenapaToB rpa)kaaHam, npasuia BblAa4u paspeLlleHns Ha
OCYLLECTBJIEHNE PO3HNYHON TOProBAW IEKAPCTBEHHbLIMU NpenapaTaMu oas MeLULUHCKOro NPUMEHeHNS,
OTMNyCKaeMbIMU M0 pPeLLenTy Ha IeKapCTBEHHbIN NpenapaT, AUCTaHLWOHHbLIM COcoboM, yTBepXXaaeTca
MpaBnTenscTBoM Poccuiickon Penepaunn. TpeboBaHUS K anTeYHbIM OpraHn3aLmam, SBASIOLLMMCS
y4aCTHMKaMU 3KCNepuMMeHTa, He MOryT BbiTb HKe TpeboBaHUNM, yCTaHOBAEHHbIX K anTeYHbIM
OpraHM3aumnsam B COOTBETCTBUM C HacTbio 1t cTaTbn 55 HacToswero ®egepasnbHOro 3akoHa.

5. YnonHoMo4eHHbI hefepasibHbI OpraH UCNOJIHUTENbHON BNaCTU:

1) ocywwecTBAAET METOAMYECKOE COMPOBOXKAEHNE IKCMEPMMEHTA, BKJIIOYaa METOANYECKOe CONPOBOXAEHNE

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.1wm33



AeATeNbHOCTU MeANLNHCKMUX OpraHn3aLmim n anTeyvHbiX OpraHn3anmmn, y4acTBYOLWMX B SKCNEPUMEHTE, Mo
0hOpMJIEHNIO, UCMOJSIb30BAHMIO U XPAHEHWIO PELIENTOB Ha JIEKAPCTBEHHbIN NMpenapaT, B TOM ynucsie
CpopMUPOBaHHLIX B (DOPME 3JIEKTPOHHbIX LOKYMEHTOB;

2) npeacTtasnseT B [paBnTensCTBO Poccunckon defepaunn npegeapuTesbHblid (B nepuog npoBeLeHns
3KCMeprMeHTa, HO He Mo34Hee YeM 3a [1Ba Mecala [0 UCTeYeHMs CPOKa MPOBeLEeHUS IKCNepUMeHTa) u
NTOrOBbIN (MO OKOHYaHWW 3KCNEepPNMEHTa, HO He NOo34Hee YeM Yyepes ABa MecAua nocsie NCTe4eHUs Cpoka
NpoBefeHNs 3KCMEPUMEHTA) A0KaAbl O pe3ybTaTaxX NMPoBeAEHNS SKCNepMMEHTa N NPEAJSIOKEHNS O
BHECEHUN N3MEHEHWI B 3aKOHOAATENLCTBO 06 0bpalleHnn NeKapCTBEHHbLIX CPeACTB.

6. YNOJIHOMOYEHHbI MCNOJIHUTENbHBIA OpraH cybbekTa Poccuinckon ®epepaunm:

1) BnpaBe yCTaHOBMTb 0CODEHHOCTM NPOBEAEHNS IKCNEPUMEHTA;

2) yTBep)KAaeT Nopsaok 0Tbopa MeANUMHCKNX OpraHn3aLmin U anTeYHbIX OpraHn3auni 4 y4acTus B
3KCMepMMEHTE, a TakXXe MPOBOAMT Takon oTOOp 1 yTBEpXKAAET nepeyeHb MeANLNHCKMUX OpraHn3aumm un
nepeyeHb anTeYHbIX OpraHn3aLnii, COOTBETCTBYHOLLMX TpeboBaHNAM, YCTaHOBIEHHbIM B COOTBETCTBUN C
YacTbio 4 HaCTOSALWEN CTaTby, U ABASIOLNXCA YYaCTHUKAMW 3KCNEPUMEHTA;

3) ocywecTBAsSeT MOHUTOPUHI NPOBEAEHNA IKCMEpUMEHTa 1 NMpeacTaBAseT ero pesyabTaTbl B
YNOJIHOMOYEHHbI (hefepalibHblA OpraH UCNOJIHUTENbHON BIACTW;

4) obecneynBaeT UHHOPMALMOHHO-TEXHNYECKOe obecneyeHne NpoBefeHNs 3KCNeprMeHTa NOCPeACTBOM
NCMNO/b30BaHUS roCyAapCTBEHHON MHOPMALMOHHOW CUCTEMBI B Chepe 34paBOOXpaHeHNs CybbekTa
Poccuinckon ®epepaumm n (Mam) MEAULUHCKNX MHDOPMALIMOHHBIX CUCTEM MEOULMHCKUX OpraHn3aLuni,
ABNAOLLNXCA YYaCTHUKAMW IKCNEPUMEHTA, U UX B3aUMOLENCTBMA C eANHON roCyAapCTBEHHON
NHMOPMaLIMOHHON CUCTEMON B chepe 34paBOOXPaAHEHNS.

7. MeanUMHCKIMe opraHmn3aumm n anTeyvHble OpraHn3auny BnpaBe 0TKa3aTbCs OT Y4aCTUS B IKCMEPUMEHTE,
nonas B YNOJHOMOYEHHbIA UCMONHUTENbHbBIN OpraH cybbekTa Poccuinckon ®enepaumm COOTBETCTBYHOLLIEE
obpalleHmne B NMCbMEHHOW hopMe.

8. AnTeyYyHble opraHM3aunm, SBAALWMNECT Y4aCTHNKAMM 3KCNEePUMEHTa, 00653aHbl MpU Npoaake
ANCTaHUMOHHBLIM CocoboM SleKapCTBEHHOr0 NpenapaTa 4S9 MeANLUHCKOr0 MPMMEHEHNS, OTNYCKaeMOro
no peuenTy Ha NeKapCTBEHHbLIN NpenapaT, obecneynTb NPy OCYLLECTBAEHUN [OCTABKN NAEHTUDUKALMNIO
JINYHOCTW FpakaHWHa, NoyYaloLLero TakoW IeKapCTBEHHBIN Npenapar, B Lesix yCTaHOBAEHNS
COOTBETCTBUSA €ro JIMYHOCTW 1 SN, YKa3aHHOro B peLenTe Ha NeKapCTBEHHbLIN NpenapaT (ero 3aKoHHOro
npeacTtasuTens), nmbo nmua, ynosHOMOYEHHOM O JINLLOM, YKa3aHHbIM B peLlenTe Ha IEKapCTBEHHbIN
npenapaT (ero 3aKOHHbIM NpeAcTaBUTENEM), Ha MOJTyYEeHME NeKapCTBEHHOr0 NpenapaTa (fanee B
HaCTOosLLEN CTaTbe - JINLO, YKa3aHHOE B peLenTe (3aKOHHbIM NPeacTaBUTENb, YNOJHOMOYEHHOE NLO).

9. Jlnuo, ocyLecTBasOLLEE OOCTABKY JIEKAPCTBEHHOr O npenapaTta 4 MeguuUnHCKOro NpuMeHeHus,
OTMNYCKAeMOro no peLenTy Ha JIeKkapCTBEHHbIV NpenapaT, 064a3aHo noTpeboBaTh y rpaXAaHuHa,
noJlyvaroLLero Takon NeKapCcTBEHHbIV NpenapaT, NPeabABUTb JOKYMEHT, YA0CTOBEPSAIOLLNA ero TNYHOCTb,
ANS NAEHTUDUKALMIM TMYHOCTM 3TOr0 FpaXKAaHWHa 1 yCTaHOBAEHNS COOTBETCTBUS €ro JMYHOCTY 1 nua,
YKa3aHHOro B peLienTe (3aKOHHOro NpeacTaBuTenNs, yNnoJHOMOYEHHOro anua). B cnyyae BbisiBneHuMs
HeCcoBMaZeHMsA TMYHOCTU FpaXkAaHWHa, NoJlyYatoWwero NeKapCTBEHHbIN NpenapaT, U Anua, YKa3aHHOro B
peLenTe (3aKOHHOrO NpeacTaBUTENA, YNOJHOMOYEHHOr0 INLA), @ TakXXe B C/ly4ae 0TKasa rpaXkKhaHuHa,
NoJlyYatoLero NeKapCTBEHHbIN NpenapaT, NPeabsaBUTb AOKYMEHT, YAOCTOBEPSIOLNIA €ro JINYHOCTb, ANLO,
OCYyLLeCTBAOLLIEee LOCTABKY JIEKapCTBEHHOro npenapaTta oas MeguuLmMHCKOro NpUMeHeHus, 0TrnycKaemMoro
Mo peLenTy Ha IeKapCTBEHHbLIN NpenapaT, 0653aH0 BEPHYTh TaKoW JIEKAPCTBEHHbIN NpenapaT B anTeYyHYo
opraHusauuio.

10. MNoaTBepxXOeHMEM (haKTa nepefayn IeKapCTBEHHOro npenapaTa 419 MeANUMHCKOro NpMMeHeHus,
OTMYCKaeMoro no peLenTy Ha JIeKapCTBEHHLIN npenaparT, ULy, YKa3aHHOMY B pelenTe (3aKOHHOMY
npeacTaBuTeNto, YNOJHOMOYEHHOMY NIMLLY), ABASIOTCA KaCCOBbIN YeK W MOAMUCh ML, NOAYYMBLUErO Takom
JleKapCTBEHHbIV NMpenapaT, Ha OOKYMEHTEe 0 NoJyYeHUM Takoro JIeKapCTBEHHOro npenapaTa no gopme,
yTBEPXAAaeMOW YNOJIHOMOYEHHbIM (hefepaibHbIM OPraHOM MCMOMHUTENbHOW BAacTu. Mocne nepegayn
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JIeKapCTBEHHOrO npenapaTa AnLy, YKa3aHHOMY B peuenTe (3aKOHHOMY npeacTaBuTeNto,
YNOJIHOMOYEHHOMY JIMLLY), 3TOT LOKYMEHT nepefaeTcsa ANLoM, OCyLLeCTBUBLUMM LOCTaBKY Takoro
JIeKapCTBEHHOrO npenapaTa, B anTe4YHY OpraHn3aLnio, OCyLeCTBMBLLYIO OTMYCK JIEKapCTBEHHOMO
npenapata. B ciiyyae BbisBNeHNUA Npu nepegaye nAuLy, yKasaHHOMY B peuenTe (3aKOHHOMY
nNpeacTaBuTeso, YNOJHOMOYEHHOMY NULLY), TEKapCTBEHHOMO nNpenapaTta PakToB MeXaHN4YeCcKoro
NOBPEeXOEHNS ero NN ero yrnakoBKU TakoN SleKapCTBEHHbIN npenapaT AnLOoM, YKa3aHHbIM B peLenTe
(3aKOHHbLIM NpeACTaBUTENEM, YNOJTHOMOYEHHbLIM ULOM), HE MPUHUMaEeTCs 1M BO3BpallaeTcs 6e3 ero
onniaTbl LYy, OCYLLECTBMBLUEMY AOCTaBKY JIEKApCTBEHHOrO npenapaTa v obecneynBatoweMy ero BoO3BpaT
B anTeYHY opraHm3auuio.

11. 3a HapyLleHUs 3aKoHoAaTeNbCTBa Poccuinckon ®enepaLim, COBepLUEHHbIE NPY NPoBeLeHUN
3KCNepMMEHTa, ero y4acTHUKN HeCYT OTBETCTBEHHOCTb, YCTAHOB/IEHHYIO 3aKOHOA4ATEIbCTBOM POCCUICKOW
®epnepauymm.

12. KoHTponb 3a ucnonHeHmeM TpeboBaHni, CBA3aHHbLIX C MPOBEAEHNEM SKCMEPUMEHTA, OCYLLIECTBNAETCA
(hefepanbHbIM OPraHoOM UCMOJIHUTENbHON BIACTM, OCYLLECTBAAOLWUM (YHKLUN MO KOHTPOIO U HaA30py B
chepe 34paBooOXpaHeHmns, B nopsaake, yctaHoBneHHOM ®OefepalsibHbIM 3akoHOM 0T 31 mniong 2020 roga Ne
248-03 "O rocygapCTBEHHOM KOHTpPOJIE (Hag30pe) U MyHULMNAIbHOM KOHTPOJie B POCCMIACKON
®epepauymn®.

(ODononHeHne cTtaTben - PegepanbHbii 3aKoH 0T 20.10.2022 Ne 405-03)
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