MPABATEJLCTBO POCCUNUCKON ®EJEPAIIAN
IIOCTAHOBJIEHHUE

ot 31 masg 2021 r. Ne 827

MOCKBA

O BHeceHHM H3MeHeHHi# B [IpaBuia Beigauu paspeuieHus
HA OCYIlleCTBJIEHHE POZHUYHON TOProB/IY JIeKAPCTBEHHbIMH NpenapaTamMmu
AJI51 MeIHIMHCKOr0 NPUMEeHEeHH sl TUCTAHIHOHHBIM COCO00M,
OCYLIeCTBJIEHHS TaKOii TOProBJIM U A0CTABKH YKA3aHHBIX
JIEKapCTBEHHBIX NMPENapaToB rpaskaaHam

[IpaButensctBo Poccuiickoit denepaiii mocTAaHOBJA A E T ©

1. YTBepauTh  mpujaraeMmbie = W3MEHEHHs,  KOTOpble  BHOCATCS
B IlpaBuna BblOauM  paspelleHduss Ha  OCYLIECTBIEHHUE  PO3HHYHOU
TOPrOBJIM JIEKAPCTBEHHBIMH MpenaparaMyd Al MEIULIMHCKOIO MpUMEHEeHHs
JUCTAHIIMOHHBIM CIIOCOOOM, OCYIECTBJICHUS TaKOW TOProOBIH W JOCTABKH
yKa3aHHBIX  JIEKApCTBEHHBIX  IIpenaparoB  TIpaxiaHaM, YyTBEpPXKIACHHbIE
nocranoBienreM IlpaButensctBa Poccuiickoit ®@enepanuu ot 16 mas 2020 r.
Ne 697 "O6 ytBepknenun llpaBun Bblgaun paspellieHUs Ha OCYLIECTBICHHE
PO3HUYHONW TOPrOBIM JIEKAPCTBEHHBIMHM MpemnaparamMy AJii MeIUIIMHCKOTrO
MPUMEHEHNs JMCTAaHLUMOHHBIM CIIOCOOOM, OCYILECTBJIEHUS TAaKOW TOProOBIU
M JIOCTaBKH YKa3aHHBIX JIEKAPCTBEHHBIX IMpENapaToB rpakJAaHaM U BHECEHUHU
U3MEHEHH B HeKkoTopele akThl [IpaButennctBa Poccuiickoii ®enepaunu
N0 BOIPOCY PpO3HUYHOW TOProOBJM JIEKAPCTBEHHBIMH IMpenaparamu s
MEIMLIMHCKOTO0  NpUMEHEHWs AWCTAaHHHOHHBIM  crocodom"  (Cobpanme
3akoHoarenscTBa Poccuiickoil ®enepauun, 2020, Ne 21, cT. 3278).

2. Hacrosdiee nocranoBjieHHe BCTynaeT B CluTy ¢ 1 ceHTsi0ps 2021 T.

IIpencenarens [IpaBuTen

Poccuiickoit @enepan M.Muiyctus
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YTBEPXJEHDBI

noctaHoBieHueM IIpaButenscTBa
Poccuiickoit @enepanuut
ot 31 mas 2021 r. Ne 827

NU3MEHEHMNA,

KoTopbie BHOcATeH B [IpaBuiia Bbliaun paspelieHUs HA OCYHIECTBJICHHE
PO3HHYHOH TOProBJIH JIEKAPCTBEHHbIMH NPeNapaTaMH Al MeIHIIHHCKOTO
NpUMeHeHHs JHCTAHIHOHHBIM COCO00OM, OCYIIECTBJIEHHS TAKOH TOProBJIH

H 10CTABKH YKA3aHHBIX JIEKAPCTBEHHBIX NPEeNapaToB IpaxkIaHam

1. B nyHkre 5:

a) MOANYHKT "a" npu3HaTh YTPATUBIIUM CHUITY;

0) moanyHKTHI "B" ¥ "I U3I0KUTH B CJIEAYIOIIEH peJaKuu:

"B) caiita B uH(pOpMaIIMOHHO-TEJIeKOMMYHUKaIMOHHOH ceTn "MHTepHeT"
(nanee - ceth "VIHTepHeT") WM IIPENyCMOTPEHHOTO MYHKTOM 5' HACTOSIIUX
[IpaBun moroBopa C IOPHIWYECKHM JIMIIOM, SIBJISIFOLIMMCS  BiajesIblleM
arperaropa HHQopManuu o ToBapax (yciayrax) B COOTBETCTBHH C 3aKOHOM
Poccuiickoit @enepanuu "O 3ammTe npaB notpedutesnel” (majee - Bmamenel
arperaropa). Jlonmyckaercsi Hau4yie MOOUIBLHOTO MPHIIOKEHHUS;

r') COOCTBEHHOM KyphepcKoi cioyxObl, uMelomed obopynoBaHue,
obOecneurBarollee MOAAEP)KaHUE HEOOXOIUMMOro TEMIIEpPATypHOro pexuma
IUTS. TOCTaBKH TepMOJIaOUIbHBIX JIEKAPCTBEHHBIX MpeNnaparoB, MM JOTOBOpa
C HUHBIMHU JIMLAMH, OCYLIECTBISIOLIAMH JOCTaBKY C HCIIOJIb30BAHUEM TaKOTO
obopyaoBaHus;".

2. JIonoHUTb MyHKTaMu 5' 1 57 CIIEAYIOLIErO COJIEPIKaHUS:

"5! Tlpy  OCYIIECTBICHHHM pO3HHYHON TOPrOBIH JIEKAPCTBEHHBIMH
mpernapataMd JMCTAaHUMOHHBIM CHOCOOOM amnTedyHash OpraHu3alus BIpaBe
3aKJIFOUUTH C BJIAJIENbLEM arperaTopa JOroBop, NpeayCcMaTpUBarOIIMA:

a) mpeAocTaBlieHHE NOKYTIaTeo BO3MOXXHOCTH O3HAKOMUTHCS
C TpelJIOKEHHEM alTeyHOH oOpraHu3allii O 3aKJIOYeHWH JI0roBopa
PO3HUYHON KYIUIU-NIPOJAXXH JIEKapCTBEHHBIX IpenapaToOB Ha caiiTe B ceTu
"UaTepHer" WIM B MOOWIBHOM INPUIIOKEHUH, NPUHAMJICKAIIMX BIAAENbIY
arperaropa;
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0) mpueM BIaJieNbIEM arperaTopa 3akaza Ui anTe4HoW OpraHu3auuu
0 3aKJIIOYCHHUM JIOTOBOpAa pPO3HUYHOH KYIUIU-MPOAAXKH  JIEKapCTBEHHBIX
IIpernapaToB, a TaKXkKe 3aKJIIOYEeHUE BIIaIebIEM arperatopa OT UMEHU U 3a CYET
anTeYHOW OpraHU3auuy 10r0BOpa PO3HUYHON KyIUIM-IIPOAAXH JEKapCTBEHHBIX
npenapaToB C IMOKyNaTeleM C BO3MOXXHOCTBIO IPEJBAPUTENBbHON OIUIATHI
3aKasa.

5%. ATTeuHasi OpraHM3alus BIIPaBe 3aKIOUATh YKA3aHHbIA B MyHKTE 5'
HacTosIux [1paBui 10roBop C HECKOJIbKUMHU Biia/ieNbllaMH arperaTopos.

Bnagenen arperatopa BIpaBe 3aK/IIOUMTh YKa3aHHBIH B MyHKTE 5'
Hacrosux [TpaBui 10roBop ¢ HECKOJBLKUMH alTEYHBIMHA OpraHU3alUsIMU.".

3. B nyHkre 8:

a) B MoAnyHKTe "a" cioBa "topuaMueckoro nuna" 3aMEHUTh CIIOBAMHU
"anTe4yHol opraHuzanuu';

0) MOAMYHKT "A" U3J0XKUTH B CIAEAYIOMIEH pelakluu:

"n) agpec MecTa (axpeca MeCT) OCYIIECTBJIEHUS PO3HUYHOW TOPTOBIH
JIeKapCTBEHHBIMHU Ipenaparamu;’;

B) MOAMYHKT "X" U3JNOXKHUTH B CIEAYIOLECH pelaKIIuu:

"x) angpec caiita (agpeca caiitoB) B cetu "HHTepHer" u uHboOpMaius
O MOOHUJIBHOM MPUIOKEHUU (MpHU HAJIWYUU), MPHHALIEKAIUX anTeUHOH
opraHu3aiuy 1 (UjM) BilaJelNblly arperatopa, B cilydae 3akJIO4eHHUs anTedHOU
opraHm3auueil J0roBopa, MpeayCMOTPEHHOrO MyHKTOM 5' Hacrosmux [Ipasui,
C BIIaJesiblieM arperaropa.’.

4. JlOmOTHATE IyHKTOM 8' CIIeyIOLIero coaepKaHus:

"8! Tlpu 3aKiIOUEeHHH anmTedHOil OpraHM3alueil, IMEIOLIeH paspelieHHe,
C BUameNblieM arperatopa LOTOBOPa, MpPEAyCMOTPEHHOTO MYHKTOM 5'
Hactosux [lpaBui, pacTopeHMM Takoro J0roBopa JuOO H3MEHEHUH
CBeJleHWH, MNpenycMOTpeHHbIX NyHKTOM 8 Hactosmux IlpaBun, anteunas
opraHuzalusi B TedeHHe 3 pabouux AHEH co OHA 3aKIO4YeHHs] JOroBopa,
pacTopKeHHsl JOroBopa JMOO W3MEHEHHs YKa3aHHBIX CBE/IeHHH HaIlpaBiseT
B TOM YHCJIe TOCPEICTBOM HH(DOPMaMOHHO-KOMMYHHUKAI[HOHHBIX TEXHOJOTHH
(B yactHOocTH mocpenacTBoM cetd "HMHTepHer" u  (WiiM) MOOWIBHOTO
npunioxxeHus) B GenepalibHyI0 CIyX0y Mo HaA30py B cepe 3apaBoOXpaHeHHUs
no ytBepxaaemoit CnyxOoii dopme 3asBIeHHE O MepeoPOpMIIEHUN
paspeleHus arTeyHO! OpraHu3ailii ¢ yKa3aHHeM COOTBETCTBYIOIIUX CBEACHUM
¥ IPUJIO’KEHUEM KOTIMH JOroBopa (B ciiyvae ero 3akiIoueHus).

Ilpu noctymnennu B DemepanbHyro ciyx0y no Hagzopy B cdepe
3MpaBOOXPAaHEHUST 3asBjeHUS O TMepeoGOopMIIEHHH pa3pelleHus anTeuyHOH
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opranun3zauun DenepanpHas ciayx0a Mo Haa3opy B cdepe 3apaBOOXpaHEHUS
PUHUMAET pelIeHHE:

0 nepeo$hOpMIICHUHN pa3pelieHus alTeYHONH OpraHU3allid B COOTBETCTBUH
¢ myHkToM 9 Hactosiuux [IpaBun;

00 oTkaze B Nepeo@OpMIICHUU pa3pelleHUs] anTedHOW OpraHu3aluu
B ClIy4ae BbISBJIEHUSI OOCTOATENHCTBA, YKa3aHHOrO B moAnyHKTe "0" myHkTa 29
HacTosiuux IlpaBui, M mOpekpallleHuu OeHCTBUS pa3pelieHus anTeqdHon
opraHu3aluu.".

5. IlyHKT 9 U310XXHUTb B CIEAYIOLIEH pelaKkIuu:

"0. Peluenuie o Belfaue paszpelleHus, 00 OTKa3e B Bblgadue pa3pereHwus,
0 mepeodopMiIEHUU pa3pellieHus uim 00 oTkaze B HepeodopMIIeHUH
paspeineHust npuHuMaetcs PenepanbHol ciyx0Ooil mo Hamzopy B cdepe
3/IpaBOOXpAaHEHUs] B TeueHue 5 pabouux AHEH co AHS MONMYyueHUS 3asBICHUS
U JOKYMEHTOB (CBEIEHMI), TMOATBEPKIAIOIINX COOTBETCTBHE AaINTEHYHOMN
opraHuzauud TpeOOBaHMSAM, YKa3aHHBIM B IIyHKTe 5 Hacrosux Ilpasw,
60 3asIBICHUS, YKA3aHHOTO B yHKTe 8' HacTosumux [IpaBui.".

6. B nynkre 13:

a) B moAmyHkrtax "a" u "6" cioBa "topuauueckoro JHIa" 3aMeHHTh
clIoBaMH "anTe4yHON opraHu3auuu';

6) moanyHkThl "I" U "A" U3TOXKUTD B CIEAYIONEH pelaKUun:

"r) agpeca anTeuyHOW OpraHu3allMk U €€ CTPYKTYPHBIX MOpa3deicHHM
(Ipu HANU4HUK);

) HOMEp 3alUCH B  peecTpe JIMIeH3Wd Ha  OCYIIECTBIICHHE
dbapMalieBTHUECKOH AesATeNbHOCTH;";

B) HOAMYHKT "e" TOMOJHUTH CJI0BaMU "anTe4dHOU opraHu3anuu’.

7. JIONOJHUTE IyHKTOM 13! CIIEYIOUIEr0 COAEPKAHMSA:

"13' HNudopmanus Ha caiite Bnamensua arperatopa B cett "HMutepHer"
pa3MeliaeTcsi B COOTBETCTBUM ¢ TpeOoBanusMH 3akoHa Poccuiickoit @enepanuu
" 3amuTe npas norpedurenen”.".

8. B nynkre 14:

a) CJI0BO "IMMYHOTO" UCKIIIOYHTD,

0) nocie cioB "B anTeYHYH OpraHu3aluio” IOMOJHHUTH CIOBaMH "HJIH
K BJIafieJiblly arperatopa’;

B) Hoclie CJIOB '"uepe3 caHT (MOOWJIBHOE MPHUJIOKECHHE) aNnTedYHOH
opraHu3aiuu’ JOoMOJHUTE CII0BaMH "WJIH Biajenblia arperaropa’.

9. B nyHkte 15 cnoBo "obecneunBaer" 3aMeHHTH CIOBaMu "U Biajeell
arperaropa obecrneynBaroT".

10. B mynkre 16:

5049823.doc



4

a) B ab3alle nepBoM ciIoBO "o0s3aH" 3aMeHUTH clioBaMM "NuOO Biaaenew
arperaropa o0si3aHbl";

0) moamyHKT "a" MOMONHUTH MPEIJIOKEHHEM CIIENYIOLIero CoAepK aHus:
"MadbopMupoBaHrne MNOKymarens HONYCKAeTCs NOCPEACTBOM HCHOJIb30BaHMS
caiita B cetu "HHTepHer" W (WiM) MOOMJIBHOTO MPHJIOXKCHHS AalTEUYHON
OpraHu3alliyd WM BjaJenblia arperaropa B HOPAIKE, NPEAYCMOTPEHHOM
MyHKTaMHU 16' u 16’ nacrosiumx IIpaBui;";

B) MOAMYHKT "O" JONOJHUTH NPEAIOKEHUEM CIEAYIOMIErO COAECPKAHUS:
"Po3HMuUHas IleHa Ha JIGKapCTBEHHBIM MpemapaT, ykKa3zaHHas B JIOTOBOpE
KyIa-pogaxu (0e3 ydera CTOMMOCTH JOCTaBKH 3aka3za), He MJOJDKHA
NpeBbIIaTh PO3HUYHYIO II€HY JIEKapCTBEHHOro IIpenapara B anTe4YHOH
opraHuAzauuu;'.

11. Jomonuuts nyskTamu 16' - 16° cieayroiero coaepxanus:

"161.Hpu IpyueMe 3aKa30B Ha PO3HUUYHYIO MNPOLAXY JIEKAPCTBEHHBIX
MpenapaToB JIUCTAaHLIHOHHBIM CIOCOOOM MOCPEACTBOM OOpallleHUs [TOKynaTess
B aNTeYHYH OpraHu3allii0 WIM K BJAAeNblly arperaropa Ipd [NOMOIIU
cetn "HMHTepHeT" uepe3 calT (MOOMSIBHOE MpPUIIOKEHHE) HH(DOpPMHUPOBAHUE
NOKymaTeliss O I[IOKa3aHMSAX K NPUMEHEHUIO JIEKapCTBEHHOro Mpemnapara,
YCIOBUSIX  OTIYCKa, [MpaBUJaX XpaHEHMs JIeKapCTBEHHOro Ipernapara,
B3aMMOJICHCTBUU C JIDYTUMHU JIeKaPCTBEHHBIMU IpenapaTaMu OCYLIECTBISIETCS
MOCPEACTBOM pa3MelleHUsT B TPEUIOKEHHH O Mpofaxe JeKapCTBEHHOIO
npemnapara  HOJIHOTO  TeKCTa  IOCJIENHEH  aKTyallbHOH  UMHCTPYKLHUH
MO0 MEIUIUHCKOMY IPUMEHEHHUIO JIeKapCTBEHHOro Ipernapara, B TOM 4YHCIE
OCPE/JICTBOM aJpecalud Ha caT B cetn "HHTepHet", coiepxkaluil NaHHbBIE
roCcyJapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB Ml MEIULUHCKOIO
NpUMEHEHUs, b0 rpaduyeckoro H300paXKeHUs UHCTPYKIIUH
MO0 MEIUUMHCKOMY MNPUMEHEHHIO  (JMCTOK-BKJIAAbILI)  JIEKAPCTBEHHOIO
npernapara.

AnTeyHas opraHuzaunus obs3aHa oOecrneduTh pa3MelleHHe YKa3aHHOM
HHOOpMAIlMd B MPENJIOKEHUH O MpoJaxe JEeKapCTBEHHOro [penapara
Ha caiite B cetd "MHTepHer" M (W1M) B MOOUJIBHOM NPHIOXKEHHH, B TOM
YHClie IPUHAAJIeXAlINX BIaJellblly arperaropa, ecii HHOE He MpPeLyCMOTPEHO
JIOTOBOPOM MEX/ly alNTeYHOW OpraHu3alued U BIajelblieM arperatopa.

16°>. B cnydae pasMelleHMs anTedHol OpraHMsaldedl Ha caiiTe
B cetd "HMurepHer" u (unum) B MOOWJIBHOM MpWIOKEHUU Blaaeiblia
arperatopa NOpeaJioKeHUsT O MpoJaxe JIeKapCTBEHHOTO  Ipemnapara,
He 3apeructpupoBaHHoro B Poccuiickoil ®depepauuu, Biagenel] arperaropa
00s13aH NPEKPaTUTh pa3MelIeHHe TaKoro NMPeMIOKEHUs 0 IpoJaxe (OrpaHUUUTh
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NOCTYII K HeMy IIoJib3oBarejiell caiita u (WJId) MOOHIBHOTO TMIPUIIOXKEHHUS )
U yBeJIOMUTH O (akTe Takoro pasMmemenus OenepanbHyro ciyx0y no Hag3opy
B cpepe 3ApaBOOXpaHEHUS.

16°. Tlpn TpueMe 3aKa30B HA PO3HUYHYIO TPOJAXY JIeKAPCTBEHHBIX
[penapaToB JAUCTaHIMOHHBIM CIIOCOOOM MOCPEACTBOM OOpAIlleHUsl MOKYIATes
K BJIafeNiblly arperatopa npu nomoinu cetu "MHTepHeT" depe3 calT u (Wiin)
MOOMIIbHOE MPHUIIOKEHUE Bilalesblla arperaropa Biajenel] arperaropa o0s3aH
pa3MecTuTh Ha caiite B cetd "MuTepHeTr" U (MyiM) B MOOMIIBHOM NPUIIOKEHUN
CBellcHHS O CIPaBOYHON ciyx0Oe anTeyHOW OpraHu3aluy, pa3Memaroend
NIPeIOKEHUS O IPOJaXe JIEKapCTBEHHBIX penapaToB (MM HHOM CTPYKTYPHOM
NoNpa3fieiIecHNd  alTeYyHO  OpraHu3alMdH,  OCYLIECTBJSIONIEM  OTIIYCK
JIeKapCTBEHHBIX [penaparoB), ¢ yKa3aHWeM TenedoHa, ajapeca 3JIEKTPOHHOM
nouThl, (paMUINH, UMEHH, OTYECTBA ([IPU HAJIMYHUH) OTBETCTBEHHOIO 3a IpPUEM
3aKa30B pabOTHHKA alTEeYHON OpraHu3anuu.".

12. AG3an mepBbiii myHKTa 17 mocnie cioB "amTedyHON opraHu3anuci'
JIOTIOJIHUTD CJIOBaMU "', BlajesblieM arperaropa’.

13. B myskre 19:

a) B ab3alle nepBoM ciioBa "Mpyro# (CTOpoHHEH ) opraHu3aluu’ 3aMeHUTD
cjIoBaMH "HHBIMHM juliaMu";

0) IOMOMHUTL ab3anaMu CIASAYIOIIEro CoAepKaHus:

"AnTe4yHas OpraHM3anus, 3aKJIIOYMBIIAs JOMOBOP C HWHBIMHM JIMHAMH
Ha OCYLIECTBJICHHME JOCTAaBKM 3aKa3a, HEeCeT OTBETCTBEHHOCTh IMepesn
MIOKyIIaTeJleM B cllydyae HapyIlIeHUs YKa3aHHbIMHU JIMI[aMU YCJIOBHH XpaHEHUs
JICKapCTBEHHBIX [IpenapaToB IMpU OCYLIECTBIEHUHM HX JIOCTABKH, IMOPYH
JIEKapCTBEHHBIX IIPernapaToB.

AnTeyHble  OpraHu3alil W JIMLA, OCYIIECTBISIIOLIUE  TOCTaBKY
3aKa3za, HECYT OTBETCTBEHHOCTh 3a pealu3auuio ¢anbcu@uIupoBaHHbIX,
KOHTpa(akTHBIX, HeAOOPOKAYEeCTBEHHBIX W  HE  3aperuCTPUPOBAHHBIX
B Poccuiickoil @enepannu 1eKapCTBEHHBIX CPeJCTB.".

14. B nyskte 23 cioBa "u ciy>x0e JOCTaBKH" 3aMEHUTh CIOBaMU ", JIHITY,
OCYUIECTBHMBILEMY AOCTaBKY JIEKAPCTBEHHBIX IIpeNaparoB’.

15. IlyHKT 25 nomosnHuTh ab3aueM CleIyIoIIero CoAepKaHus:

"AnTe4yHas  OpraHM3alUsl  OCYLIECTBJSET IPUEM  BO3BpAIIEHHBIX
HEOIIauY€HHBIX 3aKa30B OT JIUL, OCYLHECTBIIOIUX JOCTABKY 3aKaza.".

16. A63ar1 BTopoit myHKTa 30 M3J0XKUTH B CIEAYIOMIEeH peIaKIiuu:

"NpUHHMAaEeT pELICHHE O NpeKpallleHUH JEUCTBUS pa3pelleHus anTeyHOM
OpraHm3aliy, O 4YeM YBEIOMIISIFOTCS alTe4dHas OpraHu3alis W BIAIeNblb
arperaTopoB, € KOTOpPbIMH arTe4yHas OpraHu3alus 3aKJIlo4iiia JIOrOBOp,
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MpeIyCMOTpPEHHbIH MyHKTOM 5' Hacrosmux IlpaBui, B dopme 3IeKTPOHHOTO
JIOKyMeHTa, MNOANHCAaHHOTO0 YCHIIEHHOH KBaJM(ULUMPOBAHHOH 3JIEKTPOHHOM
MOIITUCHIO;".

17. JononHuth myHKTOM 31 ClieAyrOmero Conep KaHus:

"31. Kontponps 3a cobmonenueMm Hactosmux IlpaBui ocyimecTBisieTcs
QenepanpHoit  cayx0oif mo Hamzopy B cdepe  3IpaBOOXPAHEHHUS
IIPU OCYILIECTBIEHHH (efepalbHOro rocyJapcTBEHHOTO Haa3opa B cdepe
oOpallleHus JeKapCTBEHHbBIX CPEJCTB.".
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