O BHeceHuu nsmeHeHui B MpaBuna Bbigaym paspeLUeHUs Ha
OCyLUEeCTBJIeHUe PO3HUYHOW TOProOBJIN IeKAaPCTBEHHbIMM
npenapataMu gas MeaMUUHCKOro NpMMeHeHUs AUCTaHLMOHHbIM
cnocoboM, ocyLiecTBNIeHUs TaKoW TOProBJiM U JOCTAaBKH
YKa3aHHbIX JIeKapCTBEHHbIX NpenapaToB rpa>kgaHaM

MocTtaHossieHne - Ne 827 - oT 31.05.2021 - MNpasuTenscTBO Poccuinckon ®epepaumm - lencteyeT 6e3 n3mMeHeHWI

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
NMOCTAHOBJIEHVE
OT 31 MAS 2021 I". Ne 827
MOCKBA

O BHECEHUN N3MEHEHMNI B lMpaBuna BblAa4u paspeLleHns Ha oCcyLLecTBaeHne p03HI/I‘-IHOI7I TOProsan
NNEKAPCTBEHHBIMU NpenapaTaMn ond MegnunHCKOro npuMeHeHna oNCTaHUNMOHHbIM crnocobom,
ocyuwiecTtBieHna Takom TOProBJn N AOCTaBKN YKa3aHHbIX NEeKapCTBEHHbIX

NpenapaToB rpa>xXaaHam

MpaBnTenbcTBO Poccuinckon depepaumy NOCTaHOBASET:

1. YTBEpANTb NpuiaraeMble M3MeHEHMNS, KOTOPble BHOCATCA B [IpaBuia BblAayvn paspeLlleHns Ha
OCYyLLLeCTBJIEHNE PO3HNYHOW TOProBAN JIeKapPCTBEHHLIMM NpenapaTaMn 415 MeQULMHCKOro MPUMEHEHNS
AVNCTaHLUMOHHBIM CNOCO60M, OCYLLECTBIEHNS TaKOW TOProBAN N JOCTaBKMW YKa3aHHbIX IEKapCTBEHHbIX
npenapaToB rpakaaHaM, yTBEp)KAEHHble NOCTaHoBNeHMeM MpaBnTensCcTBa Poccunckon ®epepauun oT 16
Masn 2020 r. Ne 697 "06 yTBEpxXAeHUM MpaBua BblAayun pa3peLleHnst Ha OCyLLIEeCTBAEHNE PO3HUYHON
TOProB/N SIEKAPCTBEHHbLIMU NpenapaTaMn 419 MEAULUHCKOro NPUMEHEHNS ANCTaHLMOHHBIM CocobomMm,
OCYLLLeCTBJIEHNS TaKOM TOProBAN 1 AOCTAaBKM YKa3aHHbIX IeKapPCTBEHHbIX MPenapaToB rpakgaHaM u
BHECEHMN N3MEHEHWI B HEKOTOpPLIE aKThl [NpaBuTenbcTBa Poccninckon degepaumm No BONPOCY PO3HUYHOMN
TOProB/AN SIeKapCTBEHHbLIMK NpenapaTaMn 4S9 MeANLNHCKOro MPMMEHeHNs GUCTaHLMOHHbIM cnocobom"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2020, Ne 21, cT. 3278).

2. HacTosliee nocTaHOBAEHME BCTYNaeT B cuay ¢ 1 ceHTAbps 2021 r.

Mpencepnatesns MpaBuTesbCTBA
Poccuinckon ®epepaummn M.MuwycTnH

YTBEP)XZEHbI

nocTaHoBeHVeM lNpaBUTeNLCTBa
Poccuinckon ®epepauun

oT 31 mas 2021 r. Ne 827

N3MEHEHWA,

KOTOpble BHOCATCS B MpaBusia BbiAayy pa3peLleHns Ha 0CyLLeCcTBIeHNE PO3HUYHOM TOProBIIN
JIEKAPCTBEHHbIMY NpenapaTaMn 4as MeAULIMHCKOrO NPUMeHeHNs AUCTaHLMOHHbIM Crocobom,
OCYLLIECTB/IEHUS TAKOW TOPrOBJIN 1 AOCTABKM YKa3aHHbIX JIEKAPCTBEHHbIX MPenapaToB rpa)aaHam

1. B nyHKkTe 5:

a) NOANYHKT "a" NpM3HaTb YTPaTUBLLUM CUNTY;

6) noanyHKTbI "B" 1 "I N3N10XNTb B CNeayloLen peaakunmn:

"B) canTa B UH(POPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" (oanee - ceTb "NIHTepHET") nan

npeayCcMOTPEHHOro NyHKTOM 5 1 HacTosAwmMx MpaBua 4OroBopa C PUANYECKUM JIMLOM, SIBNISIOLLMMCS
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BJlafleSIbLIEM arperatopa uHgopmaumm o ToBapax (ycayrax) B COOTBETCTBUM C 3aKOHOM Poccumnckom
®epepaunm "0 3awmTe npas noTpebutenen" (Lanee - Bnafenew arperatopa). lonyckaeTcs Hanu4me
MOBUABHOIO MPUIOXKEHNS;

r) cobcTBEHHOW Kypbepckom cnyx0bbl, nMetoLLien obopynoBaHme, obecneynBatLlee Noaaep)XxaHue
Heobxo4MMOro TeMnepaTypHOro pexunuma ans LOCTaBkM TepMonabnibHbIX 1eKapCTBEHHbIX NpenapaTos,
MM BOroBopa C MHbIMK NNLLAMKN, OCYLLECTBASIOWMMN AOCTABKY C NCMOJb30BaHNEM Takoro obopynoBaHus;".
2. JononHuTb NyHKTamMn 5 1 1 5 2 cnepytowero cogepxxaHus:

"5 1. Mpwn oCywecTBAEHNN PO3HNYHOW TOPIrOBAN NEKAPCTBEHHbLIMI NpenapaTaMy OUCTaHLNOHHBIM
cnocobom anTeyHaa opraHu3aLms BNpaBe 3akJl04NTb C BNadenbLeM arperatopa 4Orosop,
npenycMaTpuUBaloLWmi:

a) npegocTaBneHVe NoKynaTeslo BO3MOXXHOCTY 03HAKOMUTBLCA C NPeasioXKeHNeM anTeyHon opraHm3aunm o
3aKJI04EHUN LOrOBOPa PO3HUYHOW KYNAN-NPOAAXKM IEKAPCTBEHHbIX MPenapaToB Ha CalTe B CeTU
"MIHTepHeT" unn B MOBUNLHOM NPUNOXKEHUN, NPUHAANEXALLNX BlaAesblly arperaTopa;

6) npvem BnafenbLeM arperaTopa 3akasa 419 anTe4HON OpraHM3aunn 0 3aKIl04eHN [OroBopa
PO3HMYHON KYNAN-NPOAAXKN SIEKapCTBEHHbLIX MPenapaToB, a TakXe 3aK/lyeHne BlafesbLeM arperatopa
OT UMEHW 1 3a CYeT anTeyvyHOoW opraHu3aumm 4orosopa PO3HUYHON KYNAN-NPoaaXkn JeKapCTBeHHbIX
npenapaToB C NOKynaTeNeM C BO3MOXHOCTbIO MpeABapuUTeNbHOM onlaThl 3aKasa.

5 2 . AnTeyHas opraHM3aumns BnpaBe 3ak/l4YnNTb yKa3aHHbIN B NyHKTe 5 1 HacToAwwmx MpaBuna goroeop ¢
HECKOJIbKMU BJlafilelbLiaMun arperaTopos.

Brnageney arperatopa BnpaBe 3akJ4YNTb yKa3aHHbIN B NyHKTe 5 1 HacTosAwwmx MpaBua goroeop
HECKONbKUMU anTeYvyHbIMU OpraHusaumsaMn.”.

3. B nyHkTe 8:

a) B noanyHkKTe "a" cfoBa "lopnanyeckoro anua" 3aMeHnTb C/I0BaMuM "anTevyHon opraHmnsauumn';

6) NoANYHKT "A" N3N0XNTb B CIefYIOLLEeN pefakLmm:

"n) agpec mecTa (agpeca MecT) OCYLLECTBJIEHMNSA PO3HUYHON TOProBAW JIEKApPCTBEHHbIMK MpenapaTamu;”;
B) NOANYHKT "X" N3I0XXUTb B CneyloLlen pefakLunu:

")) agpec canTa (agpeca cantos) B ceTn "UHTepHET" 1 HDOpPMaLMs 0 MOBMALHOM NPUI0XKEHUN (MpK
HanM4MK), NpMHaANEeXalMX anTeYHOM opraHu3aumm n (Mnn) Bnagenbly arperatopa, B C/iyvae 3ak/lo4yeHuns
anTe4yHoW opraHu3aLmen LOroBopa, NPefyCMOTPEHHOr0 NyHKTOM 5 1 HacTosAwwmx Mpasus, ¢ BRagesbLem
arperatopa.”.

4. lonosiHMTb NyHKTOM 8 1 cnepylollero cogep)xaHus:

"8 1. MNpw 3aKJYEHUN aNTEYHOW OpraHu3aumnen, UMelLLIEN pa3peLLeHne, C BladesblLeM arperatopa
L0roBopa, NpeayCMOTPEHHOro NyHKTOM 5 1 HacToswmx MpaBus, pacTOPXXEHMM Takoro Aoroesopa mbo
M3MEHEeHUN CBeAEeHUN, NpedyCMOTPEHHbIX MYHKTOM 8 HacToAwmx MpaBui, anTe4yHas opraHu3aumns B
TeyeHue 3 paboymx LHEN CO AHA 3aK/0YEHUS fOrOBOPa, PAaCTOPXKEHUS f0roBopa AMbo n3MeHeHNs
YKa3aHHbIX CBEAEHWIN HanpaBaseT B TOM 4YnCiae NOCPeACcTBOM NHPOPMALNMOHHO-KOMMYHWKALMOHHbIX
TEeXHOJIOrnii (B YaCTHOCTU NocpeacTBoM cetu "MHTepHeT" 1 (unn) MobrunbHOro NPUIOXKEHNUS) B
depepansHyto cnyxby no Haa3opy B chepe 34paBooOXpaHeHNs No yTeepxaaemon Cnyxbon dopme
3asBJieHne 0 nepeothopMaEHNN pa3peLleHmnsa anTeyHon opraHM3aLnn C yKasaHneM COOTBETCTBYOLLNX
CBELLEHMI N NPUIOXKEHNEM KoMK LOroBopa (B C/yYae ero 3aKkaio4eHns).

Mpwn noctynneHun B defepanbHyo cyxby No Haa3opy B chepe 34paBOOXpaHEHMNS 3a58BEHNS O
nepeotopMIeHNN pa3peLLIEHNS anTeYHON opraHusauny PeagepanbHasn ciyxba no Hag3opy B cepe
3[1paBOOXPaHEHUS MPUHUMAET peLleHune:

0 NepeodopMAEHNIN pa3peLleHns anTe4YHoN opraHn3aLmm B COOTBETCTBUM C MYHKTOM 9 HaCTOALMX
Mpaswn;

06 0TKa3se B NnepeoopMIeHUN paspeLleHns anTevyHon opraHu3auny B cyiydae BbisBAeHUs 06CTOATEeNbCTBA,
YyKa3aHHOro B noanyHkTe "6" nyHkTa 29 HacToswwmx MpaBun, 1 NpekpalleHnn AenCTBUS paspeLleHuns
anTeyvyHon opraHm3aumun.".
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5. MyHKT 9 U310XXNTb B CeOyOWeENn peaakumm:

"9. PelleHue 0 Bbligaye paspelueHns, 06 0TKase B Bbigaye pa3peLleHunst, 0 nepeodopMaeHnmn pa3peLleHns
nnn 06 oTKase B NepeodopMaeHn paspeLlLeHns npuHumaeTcs ®egepansHon ciayxbo no Hag3opy B
chepe 34paBOOXpPaHEHNS B TedeHne 5 pabounx gHen Co AHS NOAYYeHUs 3as9BAEHNSA U LOKYMEHTOB
(cBepeHui), NOATBEPXAAIOLNX COOTBETCTBME anTe4YHON oOpraHn3aumm TpeboBaHUsAM, yKa3aHHbIM B MyHKTe
5 HacToawwmx Mpaeun, n1Mbo 3asBneHNs, yKa3aHHOro B NyHkTe 8 1 HacToswmx Mpasun.".

6. B nyHkTe 13:

a) B noagnyHkTax "a" n "6" cnosa "lopnanyeckoro aMua" 3aMeHuTb C/I0BaMK "anTevyHon opraHusauumn';

6) noaAnyHKTbLI "r'" 1 "4" N3N10XNTb B CNIEAYIOLLEN peaaKLmun:

"r) agpeca anTe4YHON opraHM3aLnm n ee CTPYKTYPHbIX NOApa3feneHunn (npu Hannydum);

[l) HOMep 3anncKn B peecTpe JIMLLEH3N Ha OCYLLEeCTBEHNE (hapMaLLEBTMHECKON aesaTesbHoCTY;";

B) MOANYHKT "e" LONOMIHUTbL CI0BaMM "anTe4yHOW opraHusaummn”.

7. JlononHUTb NyHKTOM 13 1 cnefyowero Coaep»XXaHms:

"13 1. MHopmaumsa Ha canTe BafesbLa arperatopa B ceTu "MHTepHeT" pa3MeLLaeTCs B COOTBETCTBUN C
TpeboBaHuaMM 3akoHa Poccminckon ®epepaumm "O 3awmnTe npas notpebutenen'.".

8. B nyHKTe 14:

a) C/I0BO "NNYHOMO" NCKIOHUTD;

6) nocne cnoB "B anTeYHYO OpraHmn3aLmi” 0ONOJAHUTL CIOBAaMK "N K BNajenbly arperatopa”;

B) Mocsie CoB "4yepes canT (MoBUIbHOE NPUNOXKEHUE) anTeYHOW opraHn3auun” ONOAHWUTL CI0OBaMMK "Unu
Bflagenbua arperaTtopa".

9. B nyHkTe 15 cnoBo "obecneymBaeT" 3aMeHUTb CNOBaMu "V BNajesew arperatopa obecneynsatoT".

10. B nyHkTe 16:

a) B ab3ale nepsom csioBo "0b6s3aH" 3aMeHNTbL cioBamn "nnbo Bragenel arperatopa obs3aHbl";

6) NoANyHKT "a" AONOAHNTL NPEeAN0XKEHNEM CeLYIOLLEro COAEPXKAHNS:

"MHopMmpoBaHmMe NoKynaTens AONyCKaeTCs NocpeacTBOM MCMOJIb30BaHUA caTa B ceTu "UHTepHeT" 1
(nim) MOBUNBLHOIO NPUNIOXKEHNSA aNTEYHON OpraHM3aLumy Nax BNafesnbla arperatopa B Nopsake,
npegycMoTpeHHOM nNyHKTamMu 16 1 n 16 3 HacToawux Mpasun;";

B) MOANYHKT "6" LONOMHUTbL NPeANOXEHNEM CNIEAYIOLLEr0 COAEPXKaHNA:

"Po3HMYHas LLeHa Ha IeKapCTBEHHbIN NpenapaT, yka3aHHas B 4Or0BOPE Kynu-npofaxu (6es yyeta
CTOMMOCTU AOCTaBKM 3aKa3a), He AO/KHA NPEeBbIaTh PO3HUYHYIO LIEHY JIeKapCTBEHHOr O npenapaTa B
anTeyHon opraHusaumm;".

11. JononHuTb NyHKTamMn 16 1 - 16 3 cnenyowero Coaep)XXaHms:

"16 1. MNpwn npmeme 3aKa3oB Ha PO3HUYHYIO NPOAAXKY NEKAPCTBEHHbIX MPenapaToB ANCTaHLUNOHHbLIM
cnocobom nocpeCTBOM obpalleHns NOKynaTens B anTe4yHyo opraHM3aLunio Uam K BnagenbLy arperatopa
npv nomowy cetn "MHTepHeT" Yepes canT (MobMAbHOE NPUNIOXKEHNE) MHDOPMMPOBAHME NMOKYNaTeNs O
NMOKa3aHUAX K MPMMEeHeHWI0 NeKapCTBEHHOr0 npenapaTa, YC0BUSAX O0TMYyCKa, NpaBuiax XxpaHeHus
JIeKapCTBEHHOrO npenapaTa, B3auMOAENCTBUN C APYrUMU SIeKapCTBEHHbIMU NpenapaTamMm
OCYLLeCTBAARTCSA NOCPEACTBOM pa3MeLLeHns B NPeasioXKeHN 0 NpofaxKe JIeKapCTBEHHOro npenaparTa
MOJIHOTO TEKCTa NOC/IefHEN aKTyasIbHOM MHCTPYKLMM MO MEAULMHCKOMY MPUMEHEHNIO TEKAPCTBEHHOMO
npenapaTa, B TOM 4Yucie NocpencTBOM agpecauunm Ha cant B ceTu "VIHTepHeT", cogepxallunin gaHHble
roCylapCTBEHHOr0 peecTpa NeKapCTBEHHbIX CPEACTB AN MeAULMHCKOro npuMeHeHus, nmbo
rpacmyeckoro n3obpaxKeHns NHCTPYKLMN N0 MeAULIMHCKOMY NMPUMEHEHWNIO (TNCTOK-BKIabILL)
JleKapCTBEHHOr o npenaparTa.

AnTe4yHas opraHm3auuns obszaHa obecneynTb pasMeLLeHmne yKasaHHOM MHopMaLmMm B NPeaoxXeHnn o
npofia>xe NeKapCTBEHHOr0 NpenapaTa Ha canTe B ceTu "MHTepHeT" 1 (1n) B MOBMALHOM NPUIOXKEHUK, B
TOM YuCJie NpUHafexallnx Biafenbly arperatopa, eCvm UHOe He NPefyCMOTPEHO AOMOBOPOM MexXay
anTeYyHoW opraHm3aumnen n BnagesblLeM arperatopa.

16 2 . B cnyyae pa3melleHmnsa anTe4yHon opraHu3aunein Ha cante B cetu "MHTepHeT" 1 (Maun) B MOBUALHOM
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NPUNOXEHNN BRagesbla arperatopa npeiyioXeHns o Npofake IekapCTBEHHOr 0 npenapaTa, He
3aperncTpupoBaHHoro B Poccuinckon depepauun, Bnageney arperatopa obs3aH npekpaTuTb pasMeLleHne
TaKoro nNpeanoXeHus o npodake (orpaHnYnTb AOCTYN K HEMY MOJib30BaTenen canta u (nim) mobuabHoro
NPUI0XKEHUS) N YBEIOMUTb O (haKTe Takoro pasmelleHus PeaepasibHyto ciyxby no Haasopy B chepe
3[1paBOOXPaHEHUS.

16 3. MNMpwn Nnpueme 3aKa3oB Ha PO3HUYHYIO NPOAAXKY JIeKapPCTBEHHbIX NpenapaToB ANCTAaHUMOHHbBIM
cnocobom nocpeacTeoM obpalleHns NoKynaTens K Bnagenbly arperatopa npu nomowm cetu "MHtepHet"
yepes canT n (nam) mobnnbHOE NPUNOXEHWE BNlafeNibLa arperaTopa Bajenel arperatopa o6s3aH
pa3MecTuTb Ha canTe B ceTn "IHTepHeT" 1 (nan) B MOBMALHOM MPUNOXKEHNN CBEAEHNS O CMIPABOYHON
cnyxbe anTe4yHon opraHusaLmmn, pasMeLLalolen NpeanoxXeHnsa o NpofaXke NeKapCTBEHHbIX NpenapaTos
(I MHOM CTPYKTYPHOM noApasfeneHny anTe4yHon opraHn3aunm, ocyLecTBASIOWEM OTIYCK
NeKapCTBEHHbIX MpenapaTos), C YKasaHueM TenedoHa, agpeca 3N1eKTPOHHOW MOYTbI, (DaMUAnK, UMEHHN,
oT4yecTBa (MpW HanM4YUKM) OTBETCTBEHHOIO 3a NPUEM 3aKa30B paboTHMKa anTe4YyHOW opraHmM3aunn.”.

12. Ab3aL, nepBbI NyHKTa 17 nocie /0B "anTe4yHON opraHusaumnen” 4onoaHNTL CIoBaMn ", Bnagesbuem
arperaTtopa".

13. B nyHKTe 19:

a) B ab3aLle nepBoM c/ioBa "LpPYron (CTOPOHHER) opraHM3aunn" 3aMeHnTb C1I0BaMM "MHbIMK Anulamn";

6) nononHUTL ab3aLamu clenyoLLIEro CoaepXKaHUS:

"AnTe4yHas opraHmsaLms, 3aK04mMBLIas JOr0BOP C MHBIMU NLAMY Ha OCYLLLeCTBAEHWe LOCTaBKUN 3aKasa,
HeceT 0TBETCTBEHHOCTb Mepes NokKynaTeseM B Cyd4ae HapyLEeHNs YKa3aHHbIMK iLaMmn yCI0BMIA
XPaHeHWs IeKapCTBEHHLIX NPenapaToB Npu OCYLLECTBAEHUN UX LOCTaBKM, MOPYM JIEKAPCTBEHHbIX
npenapaTos.

AnTeyHble opraHmMsaLnm n nuua, oCyLLeCcTBAoWMe OCTaBKY 3aKa3a, HeCYT OTBETCTBEHHOCTD 3a
peanunsaunio GanbCUOULNPOBaHHbIX, KOHTPaaKTHbIX, HeL0BPOKAaYEeCTBEHHbIX 1 HE 3aPerncTpUpPOBaHHbIX
B Poccumnckon ®egepauunm nekapCTBEHHbIX CPeacTs.".

14. B nyHKTe 23 cnoBa "n cnyxbe 00CTaBKM" 3aMeHNTb CNoBaMu ", LY, OCYLLECTBMBLUEMY AOCTaBKY
JleKapCTBEeHHbIX NpenapaTos”.

15. MyHKT 25 pononHMTbL ab3aueM cneayowero CoaepXXaHus:

"AnTe4yHas opraHM3aLmsa OCyLLeCTBASET NpMeM BO3BPaLLEHHbIX HeornJla4yeHHbIX 3aKa30B OT nL,
OCYLLLeCTBAISIOWMX OOCTaBKy 3aKkasa.".

16. AB3ay BTOpON NyHKTa 30 U3N0XUTb B CIEAYIOLLEN peaakuuu:

"MPUHUMAET peLLeHne 0 NpeKpaLleHnn OeNCTBMA pa3peLleHns anTeqHon opraHu3aumm, o Yem
yBEeAOMSIOTCA anTeyHas opraHunsaumsa 1 Bnagesblbl arperatopos, C KOTOPbIMY anTe4yHas opraHm3auuns
3aKJ04mna LOroBop, NpeayCMOTPEHHbIN NYHKTOM 5 1 HacToswmx Mpasus, B popMe 31eKTPOHHOI0
LOKYMEHTa, MOAMUCAHHOM0 YCUJIEHHOW KBanU(ULNPOBAHHON 31€KTPOHHON NOAMMUCHIO;".

17. JonosHnTb NyHKTOM 31 criefytowero cogepXxaHus:

"31. KoHTposb 3a cobnopeHnem HacToawmx Mpasun ocywecTenseTcs PeaepasibHon cny»x6oi no Hag3opy
B C(hepe 34paBOOXPaHEHUS MPK OCYLLECTBIEHUN (hefilepalibHOro rocyapCTBEHHOM0 Haa3opa B cepe
obpalLeHuns nekapCcTBEHHbIX CpeacTs.".
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