006 yTBepxaeHuu MNMono>xeHus o nopsaake npoBeneHUn
3KCNepuMeHTa No OCYyLLeCTBJIEHNIO PO3HUYHON TOProBAM
NIeKapCTBEHHbIMM NpenapaTamMy ANA MeAULMHCKOro
NPUMEeHeHns, OTNYCKAaeMbiMMN NO peLenTy Ha NeKapCTBEHHbIN
npenapart, 4UCTAaHLMOHHLIM CNOCOOOM
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MPABUTESIbCTBO POCCUNCKOWN ®ELEPALIN
MOCTAHOBJIEHWE
OT 22 ®EBPAJIA 2023 . Ne 292
MOCKBA

HencTteyeT o 1 mapTa 2026 r. - OyHKT 5 HaCTOSALWEro NOCTaHOBEHUSA

06 yTBepxaeHumn MNonoxxeHns o Nopsaake NPOBEAEHNS IKCNEPUMEHTA MO OCYLLECTBAEHUIO PO3HUYHON
TOProBJIN JIeKapPCTBEHHbLIMU MpenapaTtaMn 4Ji9 MEAULNHCKOrO MPUMEHeHWs, OTNYCKaeMbIMU MO PELEenTy Ha
NeKapCTBEHHbIN NpenapaT, AUCTaHLWOHHBLIM CNocobom

MpaBuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

1. YTBepanTb npunaraemoe MonoxxeHvie o NopsnKe NposBefeHns 3KCNepuMeHTa Mo OCyLLeCTBIEHNIO
PO3HWYHON TOProBAW NIEKAPCTBEHHbLIMU NpenapaTaMun 415 MeANLMHCKOrO NPUMEHEHUs, 0TNyCKaeMbIMU M0
peuenTy Ha NeKapCTBEHHbIA NpenapaT, AUCTaHUUOHHBIM CocoboMm.

2. YCTaHOBUTb, YTO Y4aCTHMUKAMM 3KCNepMMeHTa Mo OCYLLECTBJIEHNIO PO3HUYHON TOProB/IN
JleKapCTBEHHbIMY MpenapaTamMn oag MeauLUNHCKOr0 NMPUMEHEHUS, 0TNyCKaeMbIMy MO peuenTy Ha
NEKaPCTBEHHbIN NpenapaT, ANCTaHLMOHHBIM CNOCOBOM (fanee - SKCNMEPUMEHT) SBAAOTCS:

MWHNCTEPCTBO 34paBoOXpaHeHNs Poccninckon deagepaunm;

YMOJSIHOMOYEHHbIE UCMOJIHUTENbHbIE OpraHbl CybbekToB Poccuiickon degepauum - r. MOCKBbI,
benropoackon obnactun, MockoBckon obnacTu;

MeAULMHCKME OpraHM3auum n anTeyHble opraHn3aLmm, COoTBeTCTBYOWMe TpeboBaHNAM, yCTaHOBEHHbIM
B COOTBETCTBUM C 4YacTblo 4 cTaTby 55 PepepanbHOro 3akoHa "O6 obpalleHnmn nekapCTBEHHbIX CPeacTB".
3. YNOSHOMOYEeHHbIe UCMONHUTENbHbIE OpraHbl Cy6bekToB Poccuinckon ®efepaLu, yKasaHHbIX B MyHKTe 2
HacToALWero NOCTaHOBNEHUS, yTBEPXKAAOT NOPAAOK 0TOOPa MeAULMHCKAX OPraHu3aunii U anTeyHbIX
opraHv3auni AN y4acTus B IKCNEepUMEHTe, a TakXe NPOBOAAT Takon oT6op 1 yTBepKAaloT nepeyeHb
MeAULMHCKMNX OpraHu3aunii U nepeyveHb anTeyHbIX OpraHn3aLnin, COOTBETCTBYIOWMX TpeboBaHMAM,
YCTaHOBJ/IEHHbIM HAaCTOSALLMM NOCTAHOBJIEHNEM B COOTBETCTBUM C HacTblo 4 cTaTbh 55! ®efepasibHOro
3aKkoHa "O6 obpalleHnn nekapCcTBEHHbIX CPeACTB", N ABAAOLWMXCS YH4aCTHUKaMMN IKCNEPUMEHTaA, C
pa3MeLlleHneM yKa3aHHbIX NepeyHern Ha CBOUX 0uLMabHbIX CanTax B UH(OPMaLIMOHHO-
TeNeKOMMYHUKaLNOHHOW ceTu "UHTepHeT".

4. Peanusaums MeponpuaTuia, npefycMoTPeHHbIX HaCTOALLMM NOCTaHOBJIEHNEM, OCYLLECTBASETCSA
MuHuCTepcTBOM 3a4paBooxpaHeHns Poccuinckon depepalimm B npeaenax yCTaHOBEHHONW LWTATHOW
4YncneHHoCTN paboTHUKOB MUHMUCTEPCTBA U BI0AXKETHbLIX aCCUrHOBaHWIA, NPefyCMOTPEHHbIX MUHUCTEPCTBY
Ha PYKOBOACTBO 1 yrpasJ/ieHne B cpepe YCTaHOBJIEHHbIX (PYHKLINN.

5. HacToAllee nocTaHOBNEHMe BCTynaeT B cuny ¢ 1 mapta 2023 r. n fencreyeT Ao 1 mapTa 2026 r.

MNpencenatens MpaBuTenscTea
Poccunckon ®epepaunv M.MuycTmH
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YTBEPXXOEHO

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 22 heBpans 2023 r. Ne 292

MOJIOXKEHUE

0 NopsaKe NpoBefeHNs 3KCNepuMeHTa Mo OCYLLECTBIEHNIO PO3HUYHON TOProB/IN NEeKAPCTBEHHBIMU
npenapaTtaMmu 41 MEAULUHCKOro NPMMEHEHNS, OTMYCKAaeMbIMM MO PeLenTy Ha IeKapCTBEHHbIN Npenapar,
AVNCTaHUMOHHBIM CMOCO60M

1. HacTosiwee MNosioXeHne ycTaHaBAnBaeT NopsaAoK NpoBefeHNs IKCNepmMMeHTa No oCyLLeCTBJIEHUNIO
PO3HMYHOW TOPrOBAW JIEKAPCTBEHHbIMY MpenapaTaMn gns MegnUNHCKOr0 NPUMEHEHUS, OTNYCKaeMbIMy MO
peLenTy Ha JIeKapCTBEHHbIN NpenapaT (fanee - 1eKapCTBEHHbIV NpenapaT), AMCTaHLUMOHHbIM CocoboMm
(manee - akcnepumeHT), TpeboBaHMA K MEAULMHCKUM OpraHn3aumaM 1 anTe4yHbIM OpraHn3aumsam,
ABNAOLLNMCS YHaCTHUKaMUN 3KCMEepUMeHTa, NOPSALOK OCYLLECTBAEHNS PO3HUYHON TOProBan
JIEKapCTBEHHbIMY MpenapaTamMmn GUCTaHLMOHHbIM CnocoboM, TpeboBaHMA K LOCTaBKe JIeKapCTBEHHbIX
npenapaToB rpaxKhaHaMm, NpasBusia BblAayn pa3peLlleHns Ha OCyLecTBeHne PO3HMYHON TOProBan
JIEKapCTBEHHbLIMY MpenapaTamMmn GUCTaHLMOHHBIM CNOCoboM.

2. B HacToswem onoXXeHUn NCnonb3yrTca cefyolne NoHATUS:

"cybbekTbl Poccuinckon ®enepauun” - r. Mocksa, benroponckas obnacte, MockoBckas 06nacTb;
"YNOSIHOMOY€EHHbIe NCNOSHUTENbHbIE OpraHbl CybbekToB Poccuinckon degepaunn” - ynoaHOMOYEHHbIE
NCNOJIHUTENbHbIE OpraHbl CybbekToB Poccuinckon ®enepauum - r. MockBbl, benropoackoin obnactu,
MockoBcKkon 061acTu, ABASOLMECH Y4aCTHUKAMM IKCNEPUMEHTa.

3. Uenamu akcnepumeHTa aBAA0OTCA 0TpaboTKka MeXaHU3Ma PO3HUYHOW TOProBAN JIeKapCTBEHHBIMU
npenapaTaMn AUCTaHLUMOHHBLIM CnocoboM 1 obecneyeHme BO3MOXXHOCTU AaJIbHENLIEr0 BHEAPEHNSA U
MCMNOb30BaHNSA Tako TOProBSiM Ha NOCTOSAHHOW OCHOBE Ha BCel TeppuTopumn Poccuiickon ®epepaLmm.

4. IKCNepMeHT NPOBOANTCS Ha LOOPOBOSIbHON OCHOBE Ha OCHOBAHUM 3a9BOK MEAULMHCKMX N anTeYHbIX
OpraHu3auni, No4aHHbIX B YNOAHOMOYEHHbIE UCMONHUTESIbHLIE OpraHbl CybbekToB Poccuickon ®epepaumm
B YCT@HOBJIEHHOM UMW MOPSLKE.

MeOMUUHCKME N aNTeYHble OpraHmn3aLmnm B Clyvae NPUHATMA UMK pelleHns 06 oTKase oT yy4acTus B
3KCMepMMeHTe No4atoT B YNOJHOMOYEHHbIN UCNONHUTESbHBIN opraH cybbekTa Poccuiickon Pegepaunn
COOTBETCTBYOLEee obpaLleHne B MNCbMEHHON hopMe Ha ByMa>KHOM HOCUTENE NN NOCPEACTBOM
NH(OPMALMOHHO-TEIEKOMMYHUKALNOHHON ceTn "VIHTepHeT" (panee - ceTb "MHTepHeT").

5. MnHnUCTEpCTBO 3A4paBooOXpaHeHus Poccuinckon ®eaepaumnm:

OCYLLeCTBAAET METOANYECKOE CONPOBOXAEHME IKCNEPUMEHTA, BKJIl0Yasa MeTOANYeCKoe CONPOBOXAEHNe
AeATeNbHOCTU MEANLNHCKMX OpraHn3aLmi n anTe4vHbiX OpraHn3aummn, y4acTBYLWMX B SKCNEPUMEHTE, MO
0(hOpPMJIEHMIO, UCMOJIb30BAHMIO U XPAHEHWIO PELLENTOB Ha JleKapCTBEHHbIV npenapaT, B TOM Yyucse
CpopMUPOBAHHLIX B (HOPME 3JIEKTPOHHbIX LOKYMEHTOB;

npeacTtasnseT B MpaButenscTeo Poccuinckon ®epepauymnm:

npenBapuTenbHbIN OKNAA 0 pe3yabTaTax NPOBEeAeHNS 3KCnepuMeHTa - Ao 31 gekabps 2025 r;
NTOrOBbIN AOKNAA O pe3ysibTaTax NpoBefeHns 3KCNepuMeHTa U NpeasoXXeHns 0 BHECEHUN U3MEHEHUN B
3aKoHO4aTenbCTBO 06 0bpalleHnn NeKapCTBEHHbLIX CPeAcTB - Ao 30 anpens 2026 r.

YNoNHOMOYEHHbIE NCMONHUTE/IbHbIE OpraHbl Cy6bekToB Poccminckon degepaunm ocyLwecTBASAIOT
MOHUTOPWUHI NMPOBEAEHNS SKCMEPUMEHTA 1 NpelcTaBfeHne B MUHNCTEPCTBO 34paBOOXPaHEHNS
Poccuiickon ®epepaumm:

e)XXeKBapTaJslbHbIX OTYETOB O XOe NPOBELEHNS SKCMEPUMEHTA - He No34Hee 15-ro Yyucna mecsua,
cnepyloLlero 3a 0TYeTHbIM KBapTaioMm;

NMPOMEXYTOYHOr0 U UTOFOBOro OTHETOB O XO[le MPOBeAEHUs 3KCnepuMeHTa - 10 1 aekabpa 2025r.n oo 1
anpens 2026 r. COOTBETCTBEHHO.
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6. MeaMUMHCKME OpraHn3auumn ANa y4acTusl B SKCNEPUMEHTE L0/KHbI ObITb NOAKOYEHbI K
rocynapCTBEHHOW MHGOPMaLIMOHHOM CUCTEME B Chepe 3apaBooxpaHeHmns cybbekTa Poccuiickom
depnepaumm n (MAn) MEAULNHCKON MHDOPMALMOHHON CMCTEME MEANLUHCKUX OpraHn3aLmm,
B3aMMOLENCTBYIOLNX C ANHON roCyAapCTBEHHON MHGOPMaLMOHHON CUCTEMON B Chepe
3[lpaBOOXpaHeHus.

MeaVLMHCKME OpraHu3aLmm, SBASLWNECS YHaCTHUKaMM 3KCNepuMeHTa, 0653aHbl 06ecneynTb BHECEHNE
CBELEHMIN 0 Ha3HAYeHWUN NIeEKAapCTBEHHOI0 NpenapaTa B roCyAapCTBEHHY0 MH(OPMALIMOHHYIO CUCTEMY B
cthepe 3apaBooxpaHeHus cybbekTa Poccuiickon depepaunn n (Mnn) MeguLMHCKY0 UHDOPMALIMOHHYIO
CMCTEMY MEANLIMHCKNX OpPraHn3auuii, a Takxxe NPUCBOEHME BbllaBaeMbIM PELIENTaM Ha JIEKapCTBEHHbIE
npenapaTbl YHUKaJIbHbIX HOMEPOB, (POPMUPYEMbIX NOCPEACTBOM FOCYAAPCTBEHHON MH(POPMALMOHHON
CMCTEeMbI B Chepe 3paBooxpaHeHns cybbekTa Poccuinckon Genepauum v (Mnm) MeauLNHCKON
NMHHOPMALMOHHON CUCTEMbI MEAULIMHCKUX OPraHU3aunii, 1 MHHPOPMUPOBAHNE MALMEHTOB O TaKMX HOMEpPaX.
7. AnTeyHble OpraHM3aumm gns y4acTusa B SKCNEPUMEHTE AOJKHbI ObITb MOAKJIIOYEHBI K FOCYLAapPCTBEHHON
NHOPMaLMOHHON CUCTEMe B Ccdhepe 3a4paBooxpaHeHns cybbekTa Poccunckon ®epepaumm, a Takxe
obecneynTb NOJly4eHNe paspeLleHmns Ha OCyLLeCTBIEHNE PO3HUYHON TOPrOBJIN NEKAPCTBEHHBIMM
npenapaTtaMn AUCTaHUMOHHbLIM cnocobom, npefycMoTpPeHHOe NyHKTOM 15 HacTosiwero MNonoxeHus (ganee
- pa3peLueHue).

8. B paMKax 3KCnepuMeHTa AUCTaHLMOHHBLIM CMOCOH60M MOXKET OCYLLECTBAATLCS PO3HUYHAA TOProBas
JIEKapCTBEHHbLIMY MpenapaTamu (B TOM YUC/ie OTMYCKAeMbIMI MO PELLENTY Ha SIeKapCTBEHHbIN NpenaparT,
CthopMMpOBaHHOMY B (hOpMeE I/IEKTPOHHOr0 AOKYMEHTa B JIMYHOM KabuHeTe rpaxxfaHuHa Ha e 4MHOM
nopTaJie rocy4apCTBEHHbIX M MYHULUNAJbHbLIX YCAYT U (W1KM) Ha perMoHasbHOM MopTasie rocyapCTBEHHbIX
N MyHULMNANbHbIX YCAYF), BKAOYEHHbIMW B NMepPeY€eHb JIeKapCTBEHHbIX NPenapaTos U
(hapMakoTepaneBTUYECKNX FPYNn JIeKapCTBEHHbIX MPenapaToB, Pa3peLleHHbIX K peann3aunm B paMKax
3KCMepMMeHTa, YyTBEPXXAEHHbIN MUHUCTEPCTBOM 34paBooOXpaHeHns Poccuinckon ®egepaumm, Ha OCHOBaHUK
KpUTEpPUEB BKOYEHNSA IEKAPCTBEHHbIX NPenapaToB 1 hapMakoTepaneBTUYECKUX rPynn JeKapCTBEHHbIX
npenapaToB B YKa3aHHbIN NepeyeHb, yCTaHOBAEHHLIX [paBuTensCcTBOM Poccuinckon ®enepauuu.

9. OcywecTBNEHME B paMKax 3KCMNepUMeEHTa PO3HNYHON TOProB/IN NEKAPCTBEHHbLIMM NpenapaTaMu
ANCTaHUMOHHBLIM Cocobom BKJIOYAET B cebs npmeM, (hopMUpPOBaHMe, XpaHeHME N 0OCTaBKY 3aKa30B Ha
JleKapCTBeHHbIe NpenapaThl (fanee - 3aKasbl), a Tak)Ke 0TNYCK NeKapCTBEHHbIX MpenapaTos.

10. PacyeTbl Npu onnaTe SleKapCTBEHHbIX NpenapaTos 1 YCAYr Mo UX AOCTaBKe OCYLLECTBAATCA No
BbIbOpY NOKynaTens B HaJIMYHON Mnun Be3HannyHon hopMe NyTeM NpeaonnaThl 3aKkasa WaK ero onsiaTbl B
MecTe MonyyeHnsa 3akasa.

11. Po3HMYHasA TOProBas IeKapCTBEHHbLIMU NpPenapaTaMn ANCTaHUMOHHBLIM CocoboM oCyLLeCTBASETCA
anTeYHbIMW OpraHn3aLnsaMm (3a UCKAYEHNEM NHANBMAYAbHLIX NPeanpuHMMaTenen), UMELLNMN
JINLEH3MIO Ha OCYLLECTBNAEHME (hapMaLLeBTUYECKON AEATENbHOCTY C YKa3aHNeM BbINoaHAeMon paboThl
(oKa3blBaeMow yCayriu) No po3HMYHOM TOProBJie IeKapCTBEHHbIMY MpenapaTamMun 1 BRageoLWwnumMmn Takom
JINLLEH3NEN He MeHee OAHOro rofa, Nnpu Haanyum:

a) 0bopynoBaHHbIX NOMeLLeHWI (MeCT) ons XpaHeHNs CDOPMMPOBAHHLIX 3aKa30B B COOTBETCTBUM C
npaBunaaMmn XpaHeHNA NeKapCTBEHHbIX CPeACTB 419 MeANLUHCKOro MPUMEHeHNs, yTBEPKAEHHbLIMN
MuHMCTepCTBOM 34paBooxXpaHeHns Poccminckon ®epepaumnm,

6) canTa B ceTn "UHTepHeT" nnn NpefycMOTPEHHOr0 MYHKTOM 12 HacToswero MonoxxeHna goroeopa
IOpPMANYECKMM NNLOM, SBASIOWMMCA BNagenblLem arperatopa nHgopmaumm o ToBapax (ycnyrax) B
COOTBETCTBUM C 3aKoHOM Poccuinckon ®egepaumm "O 3awnTe Npas noTpebutenen" (ganee
COOTBETCTBEHHO - BAafesnew arperatopa, LOroBOp C BnagenbLuem arperatopa). lonyckaeTca Haamymne
MOBUNBHOIO NMPUIOXKEHNS;

B) COBCTBEHHOMN KypbepcKon ciyxbbl, MMetowen obopyaoBaHune, obecnedvmsatollee nogaepxaHme
HeobXx04MMOro TeMNepPaTypPHOro peXxnma gns 4OCTaBKM 3aKa3oB, MM AOroBopa C MHbIMU TMLaMK,
OCYLLeCTBAAOLWMMN [OCTABKY 3aKa30B C NCMO0/b30BaHNEM Takoro 06opyaoBaHUS;
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) 3NEKTPOHHOW CUCTEMbI MNATEXEN U (MNIM) MOBUNBHBIX MNATEXHbIX TEPMUHAJIOB, NPefHAa3HAYEHHbIX ONs
NpoBeAEeHNS 3NIEKTPOHHBIX MaTeXeN, B TOM YNCJIE C MOMOLLbI0 HaHKOBCKUX KapT, HENMOCPEACTBEHHO B
MecCTe OKa3zaHus ycnyru;

1) pa3MeLLeHHbIX TNLEH3NAaTOM B €ANHOWN roCyAapCTBEHHON MHGOPMALMOHHON CUCTEME B Ccepe

3[4 paBOOXPaHEHNS CBeLleHU 0 (hapMaLeBTMYECKON OpraHn3aL MM 1 IMLax, yka3aHHblX B MOAMNYHKTe "H"
NyHKTa 6 [0N0XXeHNa 0 IMLEH3UPOBaHMM (PapMaLLeBTUYECKON AeATeNIbHOCTH, YTBEPXKAEHHOIO
noctaHoBneHuem MpasuTtenscTBa Poccuinckon depepauun ot 31 mapta 2022 r. Ne 547 "O6 yTBEpXKAEHUN
MonoXXeHns 0 NMLEH3MPOBaHNN (hapMaLleBTUYECKON AesTeNbHOCTN", B COOTBETCTBMM CO CTaTben 911
depepanbHOro 3akoHa "O6 0CHOBax OXpaHbl 340POBbSA rpaXkAaH B Poccuiickon ®epepaummn' B nopsagke v
CPOKW, YyCTaHOBJ/IEHHbIe [010XKeHNEM 0 eANHON FOCyAapCTBEHHON NH(OPMALIMOHHON cucTeme B chepe
3[paBOOXpaHeHNS, YTBEPXXAEHHbLIM NOCTaHOBIEHNEM [paBuTenscTBa Poccuinckon denepaunn ot 9
teBpansa 2022 r. Ne 140 "O eguHoM rocyapCTBEHHON MHDOPMALMOHHON CMCTeMe B Cchepe
3[1paBoOOXpaHeHns", MOCPeACTBOM MHAOPMALIMOHHOW CUCTEMbI (hapMaLlEBTMYECKON OpraHn3aLum, unm
nocpencTBOM roCyAapCTBEHHON MHOPMALMOHHON CUCTEMBI B Chepe 34paBooxXpaHeHns cybbekTa
Poccuinckon ®egepaumm (B cnyyae ecam rocyaapCcTBeHHas MHGoOpMaLMoHHasa cucteMa B cepe

3 paBooxpaHeHus cybbekTa Poccuinckon ®epepaunn obecneqymBaeT BbINONHEHNE YHKLNIA
MH(OPMALMOHHON CUCTEMbI PapMaLLeBTUYECKON OpraHm3aLmm), Wi nocpencTBoM MHOWM MHOPMALMOHHOW
CUCTEMbI, NpeHa3Ha4YeHHON ans cbopa, xpaHeHUs, 06paboTkmM 1 NpefocTaBAeHNS MHADOPMaLMK,
KacaloLLencs aeaTenbHOCTY hapMaLeBTUYeCKON opraHu3aLmm u NpeaocTaBasgeMblX et yCayr.

12. Mpw oCyWwecTBAEHNN PO3HNYHON TOProBAN JIEKAPCTBEHHBLIMU NpenapaTaMn AUCTaHLUMOHHBLIM cCriocobom
anTeyHas opraHu3auns BnpasBe 3akNi04UTb OMOBOP C BAagesbLeM arperatopa, npesycMaTpyBatoLWLnii:

a) NpefocTaB/ieHNe NOKynaTeslo BO3MOXXHOCTM 03HAKOMUTBLCS C NPEeAI0KEHNEM anTe4YHOoN opraHu3aLmm o
3aKJI0YEHUN OOr0BOPa KYMIN-NPoLaXKn NeKapCTBEHHbIX NpenapaTos (fanee - LOroBop Kynau-npogaxu)
Ha canTe B ceTu "MIHTepHeT" nam MobnnbHOM NPUAOKEHUN, NPUHAANEXALLNX BAALeNbly arperatopa;

6) npvem BnafenbLEM arperaTopa 3akasa 419 anTeYHON opraHM3aLny 0 3aKJII04EHN [OFrOBOPaA KYMJin-
npoLaxu, a TakXXe 3akJ/lo4YeHne BnajesibLeM arperatopa oT UMeHU 1 3a CYET anTevyHOoN opraHu3aLmm
[A0roBopa Kynam-npoga>ku C moKynaTeseM C BO3MOXXHOCTbIO NpeABapuTebHOM OnaaThl 3aKasa.

13. AnTe4yHas opraHunsaLnsa Brnpase 3akoynTb LOroBOP C HECKOJIbKMMM BflafenblLiaMun arperaTopos.
Bnageneu arperaTtopa Brpase 3aK/l04UTb LOFOBOP C HECKOJIbKMMM anTeYHbIMU OpraHu3aunsmMm.

14, NepeyeHb LOKYMEHTOB, MOATBEPXKAAIOLWMX COOTBETCTBME aNTEYHOWN OpraHn3aumm TpeboBaHusM,
YCTaHOBJ/IEHHbIM MYHKTOM 11 HacToswero MonoxeHus, n NpeLcTaBAseMbIX B COOTBETCTBUY C MYHKTOM 15
HacToswlero MNMonoxxeHus, yTeepxaaetcs PenepanbHon cayxbo no Hag3opy B chepe 34paBOOXPaHEHMS.
15. Bolgaya paspelueHmns ocyulectensetcs ®enepansHon cny>x6oi no Hag3opy B chepe 34paBOOXPaHEHNS
nocpeAcTBOM pa3MeLleHns Ha ouumnanbsHoOM canTe Cnyxbbl B ceTn "MHTepHeT" nepeyHs anTeYyHbIX
opraHmM3aLuni, NoayYnBLUNX pa3pelleHne (Lanee - MepeYeHb).

AnTeyHas opraHm3auuns BripaBe oCyLLeCTBIATb PO3HUYHYIO TOProBJIO JIeKapCTBEHHbLIMY NMpenapaTamu
AVNCTaHLUMOHHBIM CMOCOB60M CO AHSA BKJIOYEHNS B NMEPEYEHD.

[N nony4eHnsa paspelleHns anTevyHas opraHusaumsa HanpasnseT B PenepasbHyto cnyxby no Haasopy B
chepe 34paBOOXPaHEHNS 3as9BIEHME O MOJYYEHNN Pa3PELLEHUS C MPUIOXKEHNEM LOKYMEHTOB (CBeAeHNI),
NoATBEP)KAAIOLWMX COOTBETCTBME aNTeYHON OpraHu3aLmm TpeboBaHUsAM, yKa3aHHbIM B MyHKTe 11
HacTosLero MosioXxeHuns.

3asBieHne 0 NoJy4YeHUn paspeLlleHns, NoANNCAHHOE YCUIEHHOM KBaANGULMPOBAHHON 371eKTPOHHON
NOAMWCLIO, Y MpUaraeMble K HEMy AOKYMEHThI (CBEAEHNS), 3aBEePEHHbIE YCUIEHHON KBanuguLMpOBaHHOM
3/1eKTPOHHON NOANNCHIO, NPEACTaBIATCA B 31EKTPOHHON hopme B PefepasibHyto Ciyxby no Haasopy B
chepe 34paBoOOXpaHEHNS Yepes opuLnanbHbln canT Cnyxbbl B ceTn "MIHTepHeT".

16. B 3asBsIeHMM 0 MOJIyHEeHUN pa3peLleHmns yKa3biBalTCs cnefyloLlne CBefeHuns:

a) NosHoe PUPMEHHOE HaMEHOBaHME anTeYHON opraHn3aunn (Ha pycckoM Si3bIKe);

6) OCHOBHOW roCyAapCTBEHHLIN PErncTPaLMOHHbLIN HOMEP IPUANYECKOrO nLa;
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B) WAEHTUMUKALMOHHBIA HOMEpP HaNoronaTenbLInKa;

r) afpec pUaNYecKoro nmua 1 agpeca ero CTPYKTYPHbIX NOAPA3AENEHUN (NPY HaNUYnK CTPYKTYPHbIX
noapasaeneHuni);

[) agpec mecTa (agpeca MecT) OCyLLECTBIEHNA PO3HUYHOWN TOProBAW SIEKAPCTBEHHbLIMY NpenapaTamu,

€) cBeAeHWA 0 JINLLEH3UM Ha OCyLLeCTBeHUe hapMaLleBTUYeCKON AesTeIbHOCTHY C YKa3aHneM
BbIMNONIHSIEMOW PaboThl (0Ka3biIBaeMOW YCayrn) No PO3HWYHON TOProBJie IeKAapCTBEHHbIMY NpenapaTamu;
)K) agpec canTa (agpeca cantos) B ceTu "MHTepHeT" 1 nHdopMaums o MobuibHOM NpUIOKeHUK (Npu
HaM4YUM MOBUNBHOIO NPUIOXKEHINS), MPUHAANEXALUUX anNTEe4YHON opraHn3aumm n (unn) Bragenbly
arperaTopa, B C/lydae 3aKk/Ilo4eHns anTe4yHon opraHn3aumnein 4oroBopa C BlafesblLeM arperatopa;

3) CBeAeHNA 0 BKJIOYEHUN YNOAHOMOYEHHbIM UCMONHUTEIbHLIM OpraHoM cybbekTa Poccuinckon depepauuu
anTeyYHoW opraHMn3aumm B nepeyeHb anTeYHbIX OpraHn3aumnin, SBASIOWNXCSA y4acTHUKaMM 3KCNepUMEeHTa.
17. Mpw 3aKA04eHNM anTeYHON opraHm3aLmen, MeLLEN pa3peLleHne, 4orosopa C BlagesbLuem
arperaTopa, pacTOp>XXeHWUW L0roBopa C BnafenbleM arperatopa anbo n3MeHeHnn CBeAeHNN,
nNpeayCcMOTPEHHbIX MYHKTOM 16 HacTosAwero MNonoxxeHus, anTeyHas opraHn3auns B TedeHne 3 paboymx
LHEN Co OHSA 3aKJII04YEeHNS OOroBopa C BNafesbLeM arperatopa, pacTopXXeHUs 4orosopa € BlafenbLem
arperaTopa Mbo M3MeHeHNA yKa3aHHbIX CBeAEHUIN HanpaenseT B ®efepansHyto cnyxby no Hag3opy B
chepe 34paBooXpaHeHns Yepes ouLnanbHbln canT Cnyxbbl B ceTu "MIHTepHeT" 3asBNieHNe 0 BHECEHUM
N3MEHEHWUN B NepeyeHb C yKa3aHneM COOTBETCTBYIOLLNX CBEAEHMI U NPUIOXKEHNEM KOMUW 4Or0BOpa C
BNafenbLeM arperatopa (B ciiyvyae ero 3akJyeHus).

Mpwn noctynneHun B ®egepanbHyto Cy>X0y Mo HaAa30py B chepe 34paBOOXPaHEHNS 3asBJIEHNS O BHECEHUU
N3MeHeHUn B nepeyeHb PepepanbHas cnyxb6a no Haa3opy B chepe 34paBOOXPaHEHNS MPUHNMAET
pelueHwue:

a) 0 BHECEHUW U3MEHeHWI B MepeYeHb B COOTBETCTBMM C NYHKTOM 18 HacTosAwero MonaoxxeHus;

6) 06 0TKa3e BO BHECEHWM U3MEHEHWI B NepPeYeHb B Clly4ae BbiBNeHNs 06CTOATeNbCTBA, YKa3aHHOMo B
noanyHkTe "6" nyHKTa 22 HacTosiwero MNofoxeHus, 1 NpekpaLleHnn encTBMUS pa3peLleHns.

18. PelwweHune 0 Bbifaye pa3pelueHns, 06 oTKa3e B Bbl4aye paspeLleHmns, 0 BHECEHUN U3MEHEHNI B
nepe4yeHb nam ob 0TKase BO BHECEHWUW N3MEHEHWI B NepeYveHb npuHumaeTcs ®egepansHon cinyxboi no
HaA3opy B chepe 34paBOOXPaHEHNS B TedeHne 5 paboyunx gHeN co OHS NoyYeHUs 3aaBAeHN, YKa3aHHbIX
B MyHKTax 16 n 17 HacToswero MosoxeHns.

19. OcHOBaHUSMK 015 OTKa3a B BblJavye pa3pelleHns SBASITCA ceayolmne obcToaTenbCTBa:

a) OTCYTCTBME B 3a99BNEHMMN O NOYHEHWUMN Pa3peLleHNs CBEAEHWIN, YKa3aHHbIX B MyHKTe 16 HacTosALWwero
MonoxxeHwns;

6) npeacTaBneHne HeLOCTOBEPHbLIX CBEAEHUI;

B) HECOOTBETCTBME anTe4YHON opraHn3aumm TpeboBaHUsAM, yka3aHHbIM B NyHKTe 11 HacToALwlero
MonoxxeHwns;

) OTCYTCTBME anTeYHOW OpraHmn3aLmnm B nepeyHe anTeyHbIX OpraHu3aLmin, yTBepX4aeMoM
YNOJIHOMOYEHHbBIM NUCNONHUTENBHBIM OpraHoM cybbekTa Poccuinckon denepaunn.

20. YBepomneHume 06 0TKa3e B BblAaye pa3peLleHmns ¢ yKaszaHneM 0CHOBaHMSA 0TKa3a HanpaBaseTcs
anTeyHon opraHunsaumm ®egepancHon cayx6oi No Hag3opy B chepe 34paBOOXPaHEHNS, B TOM Yncie
nocpencTBOM MHHDOPMALMOHHO-TENEKOMMYHUKALNOHHBIX TEXHONOMWIA, B 3-AHEBHLIN CPOK CO AHS NPUHATUS
TaKoro peLleHus.

21. MepeyeHb BepetTca GenepanbHon cnyxbo No Hag3opy B chepe 34paBOOXPaAHEHNS B 3JIEKTPOHHOW
hopMe C yKa3aHWeM CBeLeHU, NpeyCMOTPEHHbIX NOAMYHKTaMK "a" - "X" nyHKkTa 16 HacTosLero
MonoxXeHns, a TakXKe NPUCBOEHNEM YHMNKAIbHOrO HOMEpa pa3peLleHmns 1 pa3MeLaeTcs Ha opuuanbHOM
canTe Cnyx6bl B ceTn "MIHTepHeT".

BeneHune nepeyHs ocyllecTaseTcs cnocobom, obecneyrBaloiMm aBToMaTU4eCckoe hopMnpoBaHme
BbIMNCOK N3 MEPEYHS B INIEKTPOHHON hopMe, MOAMNCAHHbBIX YCUIEHHON KBAIMPULNPOBAHHON 3N1E€KTPOHHOW
NOAMMWCHIO YNOJIHOMOYEHHOI0 AO/KHOCTHOMO Nnua ®efepanscHon Cnyx6bl No Haa3opy B chepe
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3[4 paBOOXPaHEHNS, B TeyeHne 3 paboynx OHEN CO AHSA NOMyYEHNS COOTBETCTBYIOLENO 3amnpoca.

CBefieHMs O NpeKpalleHun OenCcTBNA pa3peLleHns pa3MeltatoTcs ®enepansHon cny>xbor no Hag3opy B
cthepe 3apaBoOOXpaHEHNs Ha odumumanbHOM canTe Cnyxbol B ceTu "MIHTepHeT" NoCcpeacTBOM yKa3aHuMA B
nepeyHe Takux CBeaeHuUN.

22. OCHOBaHMAMK ANA NpeKpalLleHns 4encTBMSA paspeLleHmns aBAsITCa cneaytowmne obCcToAaTensCTBa:

a) NpeKkpaLlleHne OenCTBUS JIMLEH3UN Ha OCYLLECTBAEHNE (hapMaLlEBTNYECKON OEeATEIbHOCTM Yy anTeYHOoN
opraHu3auuu;

6) HeCOOTBETCTBME anNTeYHOWN opraHm3aunn TpeboBaHNsAM, yKa3aHHbIM B MyHKTe 11 HacTosAWwero
MonoxeHus;

B) ABYKpaTHoe n 6osiee B Te4eHMe OAHOr0 KaJleHAapHOro rofa Co AHSA BblAayy paspeLleHuns npusnedyeHune
anTeYyHOW opraHm3aumm K agMMHUCTPATUBHON OTBETCTBEHHOCTM N0 OA4HOM U3 CTaTeN - 6.33, 6.34 unn
14.4.2 - Kopekca Poccuinckon depepauunn 06 agMUHUCTPATUBHBIX MPaBOHAPYLUEHNAX;

) peweHne anTevyHoN opraHn3aLnmM 0 NpeKkpaLLeHn OCYLLECTBAEHNS PO3HNYHON TOProBN
NeKapCTBEHHbIMU NpenapaTaMn GUCTAHLNOHHBLIM CNoCo6oM.

23. B TeveHue 3 paboymx gHen Co fHA YCTAaHOBJIEHUS OQHOMO M3 06CTOATENLCTB, YKa3aHHbIX B MyHKTe 22
HacToswero MonoxeHus, PeaepanbHas cny>kba No Haa30py B Chepe 34paBOOXPAHEHMS:

a) NPYHMMAET peLleHne 0 NpeKkpaLleHnn AenCTBUS pa3peLleHns, 0 YeM yBeAOMAAITCA anTeyHas
opraHu3auus 1 Biagesblbl arperaTopos, C KOTOPbIMY anTe4yHas opraHu3aumsa 3aka4dmnia 4orosop, B
hopMe 31eKTPOHHOro AOKYMEHTa, MOAMNCAHHOMO YCUEHHON KBAaNDULMPOBAHHOW 31EKTPOHHOW
NoAMNUCkLIO;

6) BHOCWUT COOTBETCTBYIOLLME CBEAEHNS B MEPEYEHD.

24. Ha canTe anTe4yHon opraHm3aumm B cet "MiHTepHeT" 1 MOBUABHOM NPUAOXKEHUN (NPY HAaAUYUK
MOOWILHOI O NMPWUJIOXKEHMNA) pa3MeLLatloTCsa Cneaylowmne CBefeHNs:

a) NosHoe hpMEHHOE HaVMEHOBaHME anTe4YHOW OpraHn3aLmnm (Ha pyCCKOM fA3biKe);

6) OCHOBHOW roCy1apCTBEHHbIN PErNCTPALMOHHbIA HOMEP anTeYHOW oOpraHM3auuuy;

B) NAEHTUMDUNKALMOHHBIA HOMEP HanoronaTeNbLUNKa;

r) agpec anTe4yHon opraHu3aunn 1 agpec ee CTPYKTYPHbIX No4pa3aeneHmin (Npy Hann4mm CTPYKTYPHbIX
nogpasaeneHunn);

[l) HOMep 3anucK B peecTpe JNLLEH3NIA Ha OCyLLeCTBeHUe hapMaLleBTUYECKON AeSTEeNbHOCTY;

€) YHMKabHbI HOMEpP pa3peLLeHns;

) pexxum paboTbl anTe4YHON opraHu3aumm;

3) nHopmaumsa o cnyxbe 3aKa3a IeKapCTBEHHbIX NMPenapaToB, CNPaBoYHOn cny>xbe unm 06 nHoM
CTPYKTYPHOM noApa3fesieHnn anTeyHon opraHnsaLmm, oCcyLLecTBASIOWEM NPUEM 3aKa3oB (TenedoH,
afpec 3/1eKTPOHHOMN NoYThl), M 0 paboTHNKE, OTBETCTBEHHOM 3a pa3MelleHune Ha canTe B ceTu "IHTepHeT"
WH(OpMaLUKM 0 leKapCTBEHHbIX NpenapaTtax (pamMunnsa, umMs, oT4eCTBO (NpU Hann4un), TenedoH, agpec
3NEKTPOHHOW NOYThI);

1) CBEAEHNS O JIEKAaPCTBEHHBIX NMpenapaTax, UMEKLNXCSA B HaNYmMm U3 COBCTBEHHBIX TOBaPHLIX 3aMacoB U
NOANIeXaLUMX PO3HNYHON TOProBe ANCTaHLUOHHLIM CNOCobOM, cogep Kalume nHdopMaLmio o
JIeKapCTBEHHbIX NpenapaTax B COOTBETCTBUN C FOCYAAaPCTBEHHbIM PEECTPOM JIeKapCTBEHHLIX CPEACTB A4
MeLMLMHCKOr0 NPUMEHeHUs, AOCTYMHbIX AN1A 3aKa3a, NMPOU3BOANTENSAX JIEKAPCTBEHHbIX MPenapaTos.,
CPOKax roAHOCTW NeKapCTBEHHbIX NPenapaToB, KOJIMYECTBE, PO3HUYHLIX LleHaX U YCNOBUAX XPaHEHUS, a
TaKXe MHCTPYKLMUKN N0 MeANLIMHCKOMY NPUMEHEHUNIO IeKapCTBEHHbIX NpenapaTos;

K) nHopMaLma 06 ycnoBrUaX PO3HUYHON TOProBAN IEKAPCTBEHHbLIMU NpenapaTaMu AUCTaHLNOHHbLIM
cnocobom, onnaTtbl NpuobpeTaeMbix JeKaPCTBEHHbLIX MpenapaTos, 0 CTOMMOCTU, CPOKaX M YCOBUAX UX
LOCTaBKK, 0 Nopsake ohopMaeHUs N CPOKe AeNCTBUS LOr0BOPa KYMAM-MpoAakn C yCNOBNEM AOCTaBKU, O
NPOBOAUMBIX aKLUSAX N CKULKAX Ha NpoJaBaeMble IeKapCTBEHHbIE NpenapaThl;

J1) CBEAEHNS 0 HOPMATUBHbIX NMPABOBbIX aKTax, periamMeHTUPYOLWMX BO3MOXXHOCTb BO3BpaTa nokynaTesem
NEeKapCTBEHHbIX NpenapaToB HEHaAeXXaLlero KavyecTBa;
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M) cBeAeHMs 06 YNONHOMOYEHHbIX hefepabHbIX OpraHax UCMONHUTEIbHOW BNACTM, OCYLLECTBASIOLLMX
KOHTPOJIb 3a OCYLLECTBAEHNEM PO3HUYHOW TOProBJIM JIEKaPCTBEHHbLIMUM NMpenapaTamMmn AUCTaHUUOHHBLIM
cnocobom (HanmeHoBaHWe, MOYTOBLIN agpec, TenedoH, hakc, agpec 3NEKTPOHHON NOYTbI);

H) obA3aTenbCTBa NOKyNaTens;

0) CBeZeHNs 0 TOM, 4YTO PO3HMYHAs TOProBAS JIeKapPCTBEHHbIMU NpenapaTaMn AUCTaHUNOHHLIM cnocobom
OCYLLECTBJIAETCA B PpaMKaxX 3KCMEPUMEHTa.

25. Ha canTe Bnagenbua arperatopa B cetu "VHTepHeT" 1 (Mnun) MOBNABHOM MPUNOXKEHUN Pa3MeLLaeTCs
NHopmMaLus, ykasaHHasa B NyHKTe 24 HacTosLero MNosoXeHus, B COOTBETCTBUM C TpeboBaHMAMM 3aKoHa
Poccuiickon ®epepaumm "0 3awnTe npas notTpebutenen”.

B cnyyae pasmelleHnsa anTe4yHoM opraHu3aunen Ha cante B cetn "UHTepHeT" n (unmn) mobnnbHOM
NPUNOXEeHNN BRajesbla arperatopa nNpeisioXXeHns o Npofake IeKkapCTBEHHOr 0 npenapaTa, He
3aperncTpupoBaHHOro B Poccuinckon depepauun, Bnagenew arperatopa npu BbISBAEHUN TaKoro
npeanoXxeHus o6a3aH NPeKPaTUTL Pa3MeLLEHNE TaKoro NPeasIoKeHNs 0 NpoAaXke (OrpaHUYnTb OCTYN K
HeMy NoJib30BaTenen canta 1 (11m) MOBUNLHOIO MPUIOXKEHNS) U YBEAOMUTbL 0 DAaKTE TaKOro pa3MeLleHns
®epnepancHyto cyxby no Hag3opy B chepe 34paBOOXPaAHEHMS.

26. Mprem 3aKa30B OCYLLECTBNIAETCS MOCPEACTBOM obpallleHns NoKynaTens B anTeYHY opraHu3auunio nm
K BlagesibLly arperatopa npu nomoLm cetun "HTepHeT" Yepe3 cant (MobmnbHOE NPUA0XKEHNE) anTe4yHO
opraHvsauumn unu Brafesbla arperatopa.

Mpwn 3TOM NokynaTenem obecneynBaeTca NpeoCTaBAEHNE YHUKANLHOrO HOMepa peLenTa Ha
JIeKapCTBEHHbIN npenapar.

27. AnTeyvyHas opraHu3auus 1 Bnageney arperatopa obecneynBaloT KOHOUAEHLNAbHOCTb NEPCOHAbHbIX
HAaHHbIX MOKynaTens n ceefeHunin 06 oopMaeHHbIX EMY peLienTax Ha IeKapCTBEHHbIN NpenapaT B
COOTBETCTBUYM C TpeboBaHMAMYN 3aKOHOAATENbCTBA Poccuickon ®epepauumm.

28. MNpw npuemMe 3aKa3oB YNOJIHOMOYEHHbIN paboTHUK anTeyHon opraHu3aumm nnbo Bnageney arperaTopa
0653aHbl:

a) NPOUH(OPMMPOBATL MOKYMNaTENs 0 MOKA3aHUAX K MPUMEHEHNI0 NprobpeTaemMoro UM 1eKkapCcTBEHHOr0
npenapara, O ero po3HU4YHON LieHe, 0 CPOKe rogHOCTM, 06 yCI0BMSAX OTMYCKa, O MpaBuiaxX XpaHeHus, 0
B3aMMOLENCTBUN C APYrMMUN NEKAPCTBEHHbIMU NpenapaTamMu.

VHhopMUpoBaHMe NokynaTens AonyckaeTcs NoCpeaCcTBOM MCMO/b30BaHNS CaiTa B ceTu "UHTepHeT" 1
(nnKn) MOBUNBHOIO MPUIOXKEHNS anTEYHOM OpraHn3aLny AN BNadebla arperatopa B Nopsake,
npegycMoTpeHHoM nyHkTamMu 29 n 30 HacTosAwero MNonoxxeHns;

6) 3aKI04MTb C NOKyNaTeneM B yCTaHOBJIEHHOM MOpsAKe AOFOBOP KYMAN-NpoLaky C yC0BUEM LOCTaBKM,
B KOTOPOM YKa3bIBalOTCA CPOK (HOPMUPOBAHNA U CTOMMOCTb 3aKa3a, CTOMMOCTb YCYru No AOCTaBKe
3aKa3a, BO3MOXHOCTb ero noay4yeHns no MecTy HaxoXAeHUs anTe4yHOon opraH13aLmm nam 4oCcTaBKu no
MeCTY XWNTenbCTBa (MpebbiBaHUsA, HaKTUYECKOr0 HAaX0XAEHWSA) NOKyNaTeNnsd, MHOMY afpecy,
COrnacoBaHHOMY C MoKynaTenem, cnocob n MecTo onnathl NpMobpeTaeMoro UM eKapCTBEHHOMO
npenapaTta. Po3HNYHasA LieHa Ha NIeKapCTBEHHbIV NpenapaT, YKa3aHHas B 4OroBope Kynau-npodaxu (6es
yyeTa CTOMMOCTY OOCTaBKM 3aKa3a), He OJKHa NpeBbllaTh PO3HUYHYIO LeHY IeKapCTBEHHOro npernaparta
B anNTEYHOW opraHu3aumm;

B) COrflacoBaTb C MOKynaTenem HeobxoAMMOCTb NpeacTaBAeHUs LOKYMEHTOB, MOATBEP XK AAIOLLNX Ka4yeCTBO
JleKapCTBEHHbIX NpenapaTos, Npy LOCTaBKe 3aKas3a;

) NPOUHGOPMMPOBATL MOKYNaTeNs 0 HEOOXOAUMOCTM NPEABABUTL AOKYMEHT, YAOCTOBEPAIOLNIA
JINYHOCTb, 4N19 MAEHTUMUKALUN TNYHOCTM 3TOrO MOKYynaTessa U YCTaHOBJIEHNA COOTBETCTBUSA €ro JMYHOCTK
M VLA, YKa3aHHOI0 B PeLienTe Ha IEKAPCTBEHHLIN NpenapaT (ero 3aKoOHHOro npeacTasnTend), 1mbo nnua,
YNOJSIHOMOYEHHOI 0 JINLLOM, YKa3aHHbIM B PELIenTe Ha JIeKapCTBEHHbIN npenapaT (ero 3aKOHHbIM
npeacTaBuTeneM), Ha NoJlyvyeHne NekapcTBEHHOro npenaparTa.

29. Mpwn npueme 3aKa3oB NOCPeACTBOM 0bpallleHns NOKynaTens B anTeYHy OpraHn3aLmnio Ui K
BNafenblLly arperatopa npu nomowun cetun "MHTepHeT" Yepes canT (MOBUIbHOE NPUNOXKEHNE)
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NH(OPMMPOBaHNE NMOKYMaTeNS 0 NMOKa3aHMAX K MPUMEHEHWIO IEKapCTBEHHOMO NpenapaTta, 06 ycnosusx
OTMNYCKa, 0 NpaBuiax XxpaHeHWs SleKkapCTBEHHOro npenapaTa, 0 B3aMMOAENCTBUN C ApYruMun
JIeKapCTBEHHbIMY MpenapaTamMmn OCyLLECTBASETCA NOCPEACTBOM pa3MeLLEeHNs B MPEeAJIOKEHNN O Npodake
JleKapCTBEHHOr0 nNpenapaTta NOJIHOro TeKCTa NocnefHen akTyalbHON UHCTPYKLUMM N0 MEANLNHCKOMY
NPYMEHEHNI0 NEKapCTBEHHOr0 NpenapaTa, B TOM Yn1C/ie NOCPeACTBOM nepeajpecalmm Ha CalT B CETK
"WHTepHeT", copep Kalmin AaHHbIe rOCyAapCTBEHHOr0 peecTpa JIEKapPCTBEHHbIX CPeACTB O
MeONLUHCKOro NnpuMeHeHns, nnbo rpaduyeckoro n3obpa)keHmsa NHCTPYKLUKU NO MeANLIMHCKOMY
NpYMeHEeHNo (MMCTOK-BKIaAbILL) IeKapCTBEHHOrO NpenapaTa.

AnTeyYyHas opraHun3auus obs3aHa obecneynTb pa3MeLLeHne YKa3aHHON NH(OopMaLnM B NPeanoxXeHnmn o
npofake NeKapCTBEHHOr0 npenapaTa Ha canTe B ceTu "HTepHeT" 1 (1an) MOBUALHOM NPUIOXKEHUN, B
TOM YyucChie NpUHaanexallnx Bnagenbly arperatopa, €Cim UHOe He NpefyCcMOTPEHO AOMOBOPOM MexXay
anTe4yHON opraHusaLmen 1 BnagenbLem arperatopa.

30. Npw npueme 3aKa3oB NOCPeACTBOM 0bpallleHUst NOKynaTesns K BAafesbly arperatopa npv NoMoLLm
ceTn "MHTepHeT" yepes canT u (unn) MmobrnabHOE NPUNOXKEHNE BNadesbLa arperaTopa Blagened
arperatopa o6s3aH pa3MecTuTb Ha canTe B ceTu "NHTepHeT" n (nan) MobMabLHOM NPUIOXKEHNN CBELEHMNA O
CNpaBOYHOW CNy>K6e anTeYHON opraHM3aLnmy, pa3MeLlatoLen NpeasoXKeHNs 0 NPoaaxKe NeKapCTBEHHbIX
npenapaTos (Ui 06 MHOM CTPYKTYPHOM nofpasfefieHn anTeyHon opraHu3aLmm, ocyLecTBASIOWeM
OTNYCK NEKAPCTBEHHbIX MPenapaToB), C yKaszaHueM TenedoHa, agpeca 3N1eKTPOHHOM MoYThl, (haMmmaunu,
MMeHW, 0TYeCTBa (MpU HaMYUN) OTBETCTBEHHOIO 3a MPMEM 3aKa30B paboTHMKA anTe4YHON opraHn3aunm.
31. AnTeyHasa opraH13aumns npu npMeme 3aka3oB 06s3aHa NPOBEPUTL HalMYMe peLenTa Ha
nprobpeTaemblin NEKAPCTBEHHbLIN NpenapaT U CPOK ero AencTBNS NocpeacTBOM 0bpalleHns K
rocyfapCTBEHHOW MHGOPMaLIMOHHOM CucTeMe B chepe 3apaBooxpaHeHmns cybbekTa Poccuiickom
®epepaumm 1 (ManM) MeAULNHCKON MHOPMALIMOHHON CUCTEME MEeANLIMHCKOW OpraHm3aumn.

Mpwn npreme 3aka30B nocpencTBoM obpalleHns NoKynaTens K BlagenbLy arperatopa npu noMoLmn ceTu
"MHTepHeT" Yyepe3 calT n (nnn) mobunbHOE NPUIOXKEHNE BNalleNbLa arperaTopa Blagenel arperatopa
06s3aH obecneynTb B3aMOAENCTBUE C aNTEYHOW OpraHu3aLment ¢ Lenbio NPOBEPKN HalM4ms peLenTa Ha
npvobpeTaembin NeKapCTBEHHbIV Npenapar.

Mpwn ycnewHom naeHTUGNKaLum peLenTa Ha NpuobpeTaemblil NeKapCTBEHHBIN NpenapaT anTeyHas
opraHusauuns nau Bnagenew, arperatopa MHQEOPMUPYIOT NOKYNaTeNs 0 NPOXOXAEHUN MPOBEPKN HANNYNS
peuenTa Ha NpuobpeTaeMbli NEKAPCTBEHHEIN NpenapaT, a TakxXe 0 NopsiAKe NoayyYeHus
ChopMUPOBAHHOIO KOAA (HOMepa) 3aKa3a, KOTOPLIN Ao/KEH BbiTb NpeabsaBeH Npy NoyY4eHUn 3aKasa
nokynaTenem.

B cnyyae BbISIBNEHNSA OTCYTCTBUSA WM HEAENCTBUTENBHOCTU peLenTa Ha NpnobpeTaemblil IeKapCTBEHHBIN
npenapaT 3aka3 He NOANEeXUT AafbHenlweMy ohopMIEHUIO.

32. [orosop Kynau-npofau CHNTAeTCs 3aKIYEHHbIM C MOMEHTA Bbl4A4M anTeYHOW opraHu3aumnen,
BNafenbLeM arperatopa nokynaTeso KacCoOBOr0O 1M TOBAaPHOro Yeka IMbo MHOro LOKyMeHTa,
noaTBepXAatoLero onaaTy ToBapa, UM C MOMEHTa MoayyYeHNa anTeyHon opraHm3aunen, BnagenbLem
arperaTopa NOATBEPXAEHMNSA NOKyNaTeneM CBOEro HaMmepeHms NpuobpecTn nekapCTBEHHbIE NpenapaThl.
Mpw onnaTe NeKapCTBEHHOrO NpenapaTa nokynateneM B 6e3HannyHon opmMe (3a UCKAKYEHMEM OnJiaThl C
Mcnonb3oBaHMeM 6aHKOBCKOM KapThl) Npofasel, 0653aH NOATBEPAUTL Nepeaady 3akasa nyTem
COCTaB/IEHNS HAKAQHOW UM aKTa CAAYN-NPUEMKM 3aKas3a.

33. CchopMMpOBaHHbIA 3aKa3 YNaKoBbIBAETCA B repMeTUYHYI0 TPAaHCMOPTHYIO YNaKoBKY, obecrneynBatoLlyto
3alMTY JIEKapCTBEHHbIX MPenapaToB OT BHELIHEro BO34eNCTBMA B 3aBMCMMOCTI OT YC/IOBMIN XPaHEHNS,
YKa3aHHbIX B MHCTPYKLMSAX MO MEAULMHCKOMY NMPUMEHEHNIO IEKapPCTBEHHbIX NPenapaTos, K BO3MOXHOCTb
NnoaTBEPXXAeHNSA hakTa BCKPbITUS.

B cnyyae ecan nekapcTBeHHbIe MpenapaTbl TPeOYIOT pa3nyHbIX YCAOBUN XpaHeHWs 1 (MaKn) LOCTaBKMK,
3aKa3 YNaKoBbIBAETCA B HECKOIbKO FePMETUYHbIX TPAHCMOPTHBIX YMaKOBOK.

JlekapcTBeHHble NpenapaThbl, OTMNYCKAaeMble MO PEeLENTY Ha JIEKapCTBEHHbIV NpenapaT, YNaKoBbIBaeTCs
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OTAEJNIbHO OT JIeKapCTBEHHbLIX MpenapaToBs, OTNycKaeMblx 6e3 peLenTa Ha SiekapCTBeHHbIV Npenapar, C
YKa3aHMeM CBeAeHUN Ha YNaKOBKE COOTBETCTBYIOLLMX 3aKa30B O COAEPKAaHMNMN TaKUX IeKapCTBEHHbIX
npenapaTos.

Ha 3aka3 oopMnseTcs onncb BAOXKEHNSA C yKa3aHMEM HOMepa 3aka3a, AaThl U BpeMeHn cOopKmM, KoTopas
NOAMWCLIBAETCS YNOJHOMOYEHHLIM PabOTHUKOM anTeYHON OpraHm3aummn. 3akas C NPUI0XKeHNeM onucu
BJIOXKEHUS pa3MeLLaeTcs B CneunanbHo BblgeeHHOM 1 0603Ha4eHHOM MOMeLLeHMI (MecTe) C y4eToM
TpeboBaHWin K TEMNEpPaTyPHOMY peXMMY XpaHEeHMWS TIeKapCTBEHHbIX NPenapaTos.

34. locTaBKa 3aKa3a B COOTBETCTBUW C YCJIOBUSAMU 3aKJIIOYEHHOr0 C NMoKyrnaTeneM forosopa Kyniu-
NPOAAXN OCYLLECTBNAETCS PabOTHMKOM anTe4HOoW OpraHn3aLny AN NHLIMK ANLL@MN Ha OCHOBaHWM
LLOr0BOPa, B KOTOPOM YKa3bIBalOTCA 00693aHHOCTY Ka)kA0N U3 CTOPOH AO0r0BOPa, MOPSALOK LENCTBUIA U
OTBETCTBEHHOCTb CTOPOH OroBopa.

Mpn pocTaBKe 3aKa30B MCMOJIb3YTCA Npu He0bX0AMMOCTY TPaHCMOPTHbIE CpeacTBa, obecneynsatoLLme
nogaepXaHme HeobxoaMMOro TeMnepaTypHOro pexnMa, uian MHoe COOTBETCTBYOWee obopyaoBaHme,
obecneymBaloee nogaepxaHue Tpebyembix TEMNEPaATYPHbIX PEXMMOB XPaHEHNS NIeKapPCTBEHHbLIX
npenapaTos.

AnTeyYyHas opraHun3auus, 3ak4mMBLIas LOroBOP C MHLIMU WLLAMK Ha OCYLLECTBEHME OOCTaBKM 3aKasa,
HeceT OTBETCTBEHHOCTb Nepes NokynaTeseM B CJiydae HapyLLUeHUs yKa3aHHbIMU AnLamMm yCaoBrn
XPaHeHUs NeKapCTBEHHbIX NpenapaToB Npu OCYLLECTBJIEHUWN LOCTaBKMW 3aKa3a, Nopyy 1eKapCTBEHHbIX
npenapaTos.

AnTeyHble opraHM3auum 1 anua, ocyLecTBASIOWMe NOCTaBKy 3aka3a, HeCyT OTBETCTBEHHOCTb 3a
peann3aunio GanbCUOULMPOBaHHbIX, KOHTPa(aKTHbIX, HeA0OPOKAYECTBEHHLIX U HE 3aPernCTPUPOBAHHbIX
B Poccuinckon ®efiepauimm nekapcTBEHHbIX CPeACTB.

35. AnTeyHas opraHv3aunsa BefeT perncTpaumio oCyLecTBEeHHbIX 3aKa30B U UX [O0CTaBOK C YKa3aHWeM
LaTbl, BDEMEHW, HOMEpa U CTaTyca 3aKa3a, HAUMEHOBAHMUIN NIeKapCTBEHHbIX NpenapaToB U UX
npousBoauTenei, neKkapcTBeHHbIX HOpM, POPM BbIMyCKa, MHDOPMALIMM O BpEMEHU, AaTe 1 ajpece
LOCTaBKM 3aKa3a MoKynaTeno, a Tak)Ke BHOCUT MHopMaLmio 06 oniadyeHHbIX (0TNYLWEHHbIX) 1
NONyYeHHbIX NOKynaTeNieM IeKapCTBEHHbIX MpenapaTax B CUCTEMY MOHUTOPUHIa ABUXEHUS
NEKAPCTBEHHbIX MPenapaToB AN MEANLNHCKOrO MPUMEHEHMNS U FOCYAAPCTBEHHYIO NH(POPMALIMOHHYIO
cucTeMy B cepe 34paBooxpaHeHns cybbekTa Poccuinckon depepauun.

AnTe4yHas opraHusauus obs3aHa nepefaTb B rOCYAapCTBEHHYIO MHDOPMAaLMOHHYIO CUCTEMY B Chepe
3ApaBooxpaHeHus cybbekTa Poccuinckon ®epepaunm, B KOTOPON Bbla 0ohopMIeH peLenT Ha
NleKapCTBEHHbIA NpenapaT, CBeAeHNa 0 ChOPMUPOBAHHOM 3aKa3e, MecTe ero hopMupoBaHus, cnocobe
Noay4YeHUs NOKynaTeNeM IEKapCTBEHHbIX MPEnapaToB, BKOYEHHbIX B 3aKa3, N0 KaXXK40MY U3 peLienToB
nokynaTtens (4oCTaBka Nno agpecy, COrfnacoBaHHOMY C NOKynaTeseM, Uan NoayvyeHne B anTeyHon
opraHmsauun).

36. [locTaBAeHHbIV 3aKa3 nepefaeTcs NOKynaTestlo No MecTy ero XuTesbCcTBa (NpebbiBaHus,
(haKTUYeCKOro HaX0oXAEeHNS) UM MHOMY yKa3aHHOMY UM afpecy, Npy OTCYTCTBUM MOKyNaTens - UHoOMYy
nnuy (3aKOHHOMY NpefCcTaBUTENtO, YIOIHOMOYEHHOMY fiMLy), MPeAbABMBLLIEMY OPUTMHAMLI UK Konun (B
TOM YUC/1e B INIEKTPOHHOM BUAE) KBUTAHLMW UM MHOMO AOKYMEHTa, NOATBEPXKAAIOLWEro 3aKk/loyeHune
L0roBOpa KYMJIM-NpoAakun, onnaTty 3akasa uan ohopMIeHNe ero 4OCTaBKMU.

37. OTNycK neKapCTBEHHbIX NpenapaToB, AOCTaBAAEMbIX NOKYyNaTes0, OCYLLECTBASETCSA B COOTBETCTBUN C
npasuaaMmn OTMyCKa JIeKapCTBEHHbIX NpenapaTos 418 MeAULUHCKOr0o MPUMEHEHNS, B TOM Yucie
MMMYHOBMONOrMYECKUX NIeEKapPCTBEHHLIX NPenapaToB, anTeYHbIMY OpraHn3auusaMun, UHANBUAYANbHbIMU
npeanpuHUMaTeNnaMm, UMELWUMI IMLEH3NIO Ha (hapMaLeBTUYeCKYI0 AeATeNbHOCTb, YTBEPXAEHHbIMU
MWHNCTEePCTBOM 34paBooXpaHeHnst Poccunckon denepaLmu.

38. MNpwu nonyyYeHnn 3aKasa NokynaTesb NpoBepseT LeNoCTHOCTb TPAHCMOPTHON YNaKOoBKMY,
CaMOCTOATESIbHO BCKPbIBAET TPAHCMNOPTHYIO YMaKOBKY, CBEPSAET COAEPXMMOe 3aKa3a C OMUChIO BIIOXKEHNS,
npoBepseT OTCYTCTBME MOBPEXAEHNA BTOPUYHON (NOTPeObUTENLCKON) 1 NEPBUYHON YNaKOBOK
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JIeKapCTBEHHOrO npenapaTa, Haanexxaluin Bug nekapCTBEHHOr0 npenapaTa (Npu BO3MOXXHOCTH), CPOK
rofHOCTW NepenaBaeMoro NeKapCTBEHHOr0 NpenapaTa, PacnucbIBaeTCs, B TOM YMC/E C NPUMEHEHNEM
NHHOPMALIMOHHO-TEIEKOMMYHMKALMOHHbLIX TEXHOIOM I, B LOKYMEHTE O Mosy4YeHUN NeKapCTBEHHOMO
npenapaTta no gopme, yTBepXXaaeMon MUHUCTEPCTBOM 34 paBooOXpaHeHns Poccuinckon denepaunn, B
NoJIy4EeHUN 3aKa3a 1 B NOATBEPXKAEHUN OTCYTCTBUSA MPETEH3NA K aNTEYHOW OpraHmM3aumnmn, anuy,
OCyLLeCTBMBLUEMY AOCTaBKY 3aKasa.

39. Jluuo, ocywiecTeasOLLee OOCTaBKY 3aKa3a, [0 MOMeHTa nepeaayn 3akasa o0b6s3aHo notpebosatsb y
rpakAaHuHa, NoJiyvatoLwero NeKapCTBEHHbIN NpenapaT, NPeabiaBUTb SOKYMEHT, YA0CTOBEPSIOWNA €ro
JINYHOCTb, AN NAEHTUDUKALUN INYHOCTMN 3TOrO rpa)kAaHnHa U YCTaHOBIEHNSA COOTBETCTBUSA ero
JINYHOCTW 1 SN, YKa3aHHOro B peuenTe Ha Takomn NIeKapCTBEHHbIN NpenapaT (3aKoHHOro NpeacTaBuTens,
YNOJIHOMOYEHHOr 0 SinLla). B cay4yae BbIABNEHUSA HECOBNAAEHNS MYHOCTMW rpaXkgaHnHa, nosy4vatoLero
3aKas, 1 Jiua, YKa3aHHOro B peuenTe Ha IeKapCTBEHHbIN NpenapaT (3aKoHHOro NpeacTaBuTens,
YNOJIHOMOYEHHOT0 JIMLA), @ TakXXe B C/ly4ae 0TKa3a rpakAaHunHa, nojay4vatollero 3akas, npeabasuTb
LOKYMEHT, YAOCTOBEPSIOLLMA €ro IMYHOCTb, INLO, OCYLLECTBASAIOLLIEE AOCTaBKY 3aka3a, 0643aH0 BEpHYTb
TaKoW 3aKa3 B anTe4vHY OpraHm3auuio.

Mo TpeboBaHMi0 MOKYNaTeNa AMLLO, OCYLLECTBASIOWEE 4OCTaBKY 3aKa3a, AEMOHCTPUPYET COOTBETCTBUE
TeMnepaTypHOro pexxunma, Npu KOTOPOM XPaHWCS IEKAapCTBEHHbIA NpenapaT Npu A40CTaBKe, YC0BUSM
XPaHeHUs1 eKapCTBEHHOro NnpenapaTa, yKa3aHHbIM Ha ero BTOPUYHOM (NoTpebuTenbCKom) ynakoBKe.
Mocne nepefaym 3akasa AOKYMEHT 0 MOJYYEHUW JIEKaPCTBEHHOr O NMpenapaTa, yKa3aHHbIN B NyHKTe 38
HacToswero MonoxxeHns, nepefaeTcs, B TOM Yucie C npuMeHeHnemM NHMOPMaLMOHHO-
TeNIEKOMMYHMKALMOHHbIX TEXHOOT MIA, INLOM, OCYLLECTBMBLLMM LOCTaBKY 3aKa3a, B aNTeYHYHo
OpraHu3aumnto, oCyLLeCTBMBLLYIO OTNYCK NEKApCTBEHHOrO NpenapaTa.

40. MNokynaTenb BApaBe 0TKa3aTbCA OT AOCTABAEHHOr0 SIeKapCTBEHHOIO NpenapaTa Hagaexallero
KayecTBa [0 OnJaThl 3aKa3a. B 3ToM ciyyae onnaynBaeTCs TOMbKO yCayra No 4OCTaBKe.

AnTeyYyHas opraHm3aumns ocyLlwecTBASeT NpremM BO3BPALLEHHbIX HEOMNNAaYeHHbIX 3aKa30B OT NnL,
OCYLLECTBAALNX OOCTaBKYy 3aKa3sa.

41. B cnyyae f0OCTaBKM 3aKa3a HeEHa/lexXallero KavyecTea (HeHagiexallee Ka4ecTBO JIeKapCTBEHHOMO
npenapaTa, [OCTaBMIEHHbIN 3aKa3 He COOTBETCTBYET COCTaBY 3aKa3a) MOKynaTe b BpaBe BEPHYTb ero
JIMLy, OCYLLEeCTBASIOWEMY 00CTaBKy, 6e3 onnaTbl 3aka3a v (MaKn) ycayru no ero AoCTaBke u (nam)
notpeboBaTh HaANEXaLLEero NCMOJIHEHNS 3aKa3a.

42. B cnyyae ecnn OoCTaBKa 3aka3a Npon3BefleHa B YCTaHOB/IEHHbIE AOrOBOPOM KYMAWU-Npoaaku CPOKK, HO
3aKa3 He Obln NepefaH NoKynaTento No ero BMHE, Nocaeayowas JoCTaBKa 3aka3a NpoM3BOAUTCS B HOBble
CPOKMW, COrJlacoBaHHbIE C MOKYMNaTeNeM, Ha YCIOBUSX, MPEAYCMOTPEHHbIX 4OrOBOPOM KYMU-NPoaaxu.
43. 3a HapylLleHne CPOKOB Nepeaayn 3aKa3oB NOKynaTes o anTeyHble OpraHM3auum HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C FPa)AaHCKMM 3aKOHOAATeNIbCTBOM Poccminckon ®epepaumn.
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