O NUeH3MpoBaHUMN hapMaLLeBTUYECKO eaTeNbHOCTY (C u3MeHeHuaMY Ha 21 peBpansd 2020 roaa) CTpaHuua l
lMocTaHoBneHune lNMpasuTenscTea PO ot 22.12.2011 N 1081

NMPABUTENIbCTBO POCCUNCKOW ®EOEPALUUN
NMOCTAHOBJIEHUE
oT 22 nekabps 2011 ropa N 1081

O nuueH3upoBaHuM chapmaLeBTUYECKON OeATeNbHOCTU

(c nsameHeHuamMun Ha 21 cpespansa 2020 rona)

JlOKYMEHT C U3BMEHEHUSAMN, BHECEHHbIMU:

noctaHoBneHveM [paBuTtenbctea Poccuitickoit depepaunn o1 4 ceHTs6ps 2012 roma N 882 (Cobpanuve
3aKkoHopaTenbctea Poccuiickon ®epepaumm, N 37, 10.09.2012);

noctaHoeneHnem lNpaeutenbctea Poccuiickon Pepepaummn ot 15 anpens 2013 roga N 342 (OdomumanbHbIi
WHTEpPHEeT-NnopTan NpaBoBoON MHopMauumn www.pravo.gov.ru, 18.04.2013);

noctaHoBneHueM lMpaeutensctea Poccuiickoin denepaumm ot 23 ceHTs6ps 2016 roga N 956 (OdgouumanbHbIi
WHTEPHET-NopTan nNpasBOBOA WHGOpMauMM www.pravo.gov.ru, 27.09.2016, N 0001201609270001) (o nopsake
BCTYM/EHNS B CUNY CM. MyHKT 2 noctaHoBneHus MNpasutenbctea Poccuiickoin denepaumm ot 23 ceHT6ps 2016 rona
N 956);

noctaHoeneHnem [pasutensctea Poccuiickon Pepepaummn ot 4 wmona 2017 roga N 791 (OdomumanbHbii
WHTEPHEeT-NopTan NpaBoBon nHgopmauun www.pravo.gov.ru, 06.07.2017, N 0001201707060009);

noctaHoeneHunem lpasutensctea Poccuiickon dPepepauum ot 21 despansg 2020 roga N 192 (OdomumanbHbiii
WHTEPHEeT-NopTan NpaBoBON MHopMaLUn www.pravo.gov.ru, 25.02.2020, N 0001202002250007).

B cootBetctBMM c PepepanbHbiM  3akoHOM "O  NMUEH3MPOBAHMU  OTHOENbHbIX BUOOB OEATENbHOCTU"
Mpasutenbcteo Poccuiickoi denepaunn

NOCTAHOBNAET!:
1. YTBepJJ,I/ITb npunnaraemoe lMonoxeHue o NUUEH3UPOBaHUK papMaLleBTUYECKON OeATEeNbHOCTU.

2. MNpunsHaTb yTpaTuBLWIKMMKN CUNTY:

noctaHoBneHve [NpaButenbctea Poccuiickoit Penepaumm ot 6 umona 2006 roga N 416 "O6 yTBEpXAEHUM
MonoxeHust o nuueHanpoBaHMn dhapmaueBTudeckoin gesitensHocTn" (CobpaHue 3akoHomatenbctBa Pocculickoi
®depnepaumnun, 2006, N 29, c1.3250);

NyHKT 2 W3MEHeHWIA, KOTopble BHOCATCA B akTbl [lpaButenbctBa Poccuiickon denepaumm no Bonpocam
NNUEH3NpoBaHna OoTAeNIbHbIX BUOOB OEATENIbHOCTU, YyTBEepP X AEeHHbIX NOCTaHOBIEHNEM npaBI/ITeJ'IbCTBa Poccuitckon
denepaunmn ot 7 anpens 2008 roga N 241 (CobpaHue 3akoHomaTtenbctBa Poccuiickoin ®enepaumm, 2008, N 15,
cT.1551);

nyHKT 2 noctaHosneHus lMpasutenbctea Poccuiickon depepauun ot 18 mas 2009 roga N 426 "O BHeceHun
U3MeHeHW# B HekoTopble akTbl [lpaButenbctea Poccuiickon depdepaumn no BonpocaMm  NULEH3VPOBAHNUS
papmaueBTnyeckoi gestensHocTn" (CobpaHme 3akoHopatenbcTea Poccuitickoni ®epepaumnu, 2009, N 21, ¢1.2575);

NyHKT 7 W3MEHEHWR, KOTopble BHOCATCA B nocTtaHoBneHus [pasuTenbctea Poccuiicko dPepepaumn no
BOMpocam, CBsA3aHHbIM C COBepPLIEHCTBOBAHNEM IroCyoapCTBEHHOI 0 perynmposaHng LUeH Ha XN3HEeHHO H606X0,£I,VIMbIe n
BaXXHeWlne nekapcTBeHHbIe CPeACcTBa, YTBEPXAEHHbIX noctaHoBneHuem lNpasutensctea Poccuiickon depepaunn
oT 8 aBrycta 2009 roga N 654 (CobpaHue 3akoHogaTenbctBa Poccuiickoin ®epepaumnn, 2009, N 33, c1.4086);

NyHKT 14 M3MeHeHuin, KoTopble BHOCATCA B akTbl [lpaButenbctBa Poccuiickon ®epepauny no Bonpocam
rocynapCTBEHHOrO KOHTPONS (Haa3opa), YTBEepXAeHHbIX noctaHoBneHueM MNpasmTtensctea Poccuiickoin Pepepaunmn
oT 21 anpens 2010 rona N 268 (CobpaHune 3akoHogatenbcTea Poccuiickon ®epepaunn, 2010, N 19, ¢1.2316);

NyHKT 16 W3MeHeHWiA, KOTOpble BHOCATCS B nocTtaHoBneHus [lpaButenbctsa Poccuiickon ®epepaumm no
BOMPOCaM rocynapCTBEHHOW MOWAUHBI, YTBEPXOEHHbIX noctaHoBneHueM lMpasutensctea Poccuiickoin Penepaumm
0T 24 ceHTs6pst 2010 ropa N 749 (Cobparune 3akoHogatenbctea Poccuitickon ®enepaunm, 2010, N 40, ¢1.5076);

noctaHoeneHne [pasutenbctea Poccuitickoin Pepepaunm ot 13 Hosibps 2010 roma N 903 "O BHeceHun
n3MeHeHuin B MNonoxeHne o NMUEH3MPOBaHMM hapmMaueBTnyeckoin aesitenbHocTn" (CobpaHne 3akoHoAaTenbCcTBa
Poccuiickon ®epepaumun, 2010, N 47, c1.6126);
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noctaHosneHue lNpasutenbctea Poccuiickoin Pepepaunn ot 28 nong 2011 roga N 622 "O BHeCEHUN N3MEHEHWIA
B NyHKT 4 [onoxeHus 0 nvueH3vpoBaHuy dbapmauesTuyeckor ngestenbHocTn" (CobpaHune 3akoHoAaTenbcTBa
Poccuiickon depepauun, 2011, N 32, cT1.4823).

Mpencepatens lNpasutenbcTea
Poccuiickon ®epepaumu
B.MyTtuH

YTBEPXOEHO
noctaHosneHneMm NpaBntenbcTea
Poccuiickon ®epnepaumm

oT 22 pnekabps 2011 roga N 1081

MonoxeHwue o NULEH3NpoBaHNN cpapMaL,eBTUYECKON OeATEeNIbHOCTHU

(c nameHeHusmn Ha 21 dpespans 2020 ropa)

1. Hactosiwee [lonoxeHwe yctaHaBnMBaeT NOPSALOK NMLEH3MPOBaHUS hapMaLeBTUYECKON AeATeNbHOCTH,
OCYLECTBNSAEMO IOPUONYECKMM TMLIAMM, BKIHOYAS OpraHM3auum onToBOW TOProBnv NeKapCTBEHHbIMU CPEACTBaMY,
anTeyHble opraHun3auunn, BeTepuHapHble anTeyHble opraHun3auunn, a TakXe MedunuunHCKue opraHm3aumm n ux
obocobneHHble nogpasgeneHus (UeHTpbl (oToeneHus) oblwei BpavebHON (ceMeiHoi) npakTuku, ambynaropuu,
doenbawepckne M genbalepcko-akywepckne MnyHKTbl), PacrnofiOXEHHbIE B CENbCKMX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsaunmn (fanee COOTBETCTBEHHO - MEAMLMHCKUE OpraHn3aumm, 060cobneHHble
nogpasneneHunsd MeanUMHCKUX opraHm3a|_u/||7|), BETEpPUHapHbIe opraHunsauum, n nHomsmnaoyanbHbIMn
npeanpuHUMaTeNaMN.

1_1. JlnueHsunpoBaHme apMaLeBTNUYECKON OeATEeNbHOCTU, OCYWECTBASEMON Ha TEPPUTOPMM MEXAYHAPOOHOro
MEOULMHCKOrO Kractepa WHOCTPAHHBIMA OPUOUYECKMMA NLAMK - YYacTHMKaAMXM MNpPOekTa MeXAyHapoLHOro
MeOMUMHCKOro Knactepa, OCyWeCcTBNSeTCs B COOTBETCTBMM C HacTosiwmM [onoXeHnem ¢ y4eToM 0CoBeHHOCTEW,
yCTaHOBNEHHbIX PenepanbHbiM 3akoHOM "O MeXAyHapoOAHOM MEOMUMHCKOM KNacTepe M BHECEHUN W3MEHEHWU B
oTAenbHble 3aKkoHofaTeNbHble akTbl Poccuinickon denepaunn'.

(MyHKT pononHUTENnbHO BKMYeH ¢ 4 Mmapta 2020 roma noctaHosneHweMm [lpasutenbctBa Poccuiickoi
®depepaumm ot 21 pespans 2020 roga N 192)

2. ®apmaueBTUYeckas nesTeNbHOCTb BKloYaeT paboTbl U YCNYru COrnacHo NPUNoXeHuo.

3. JlnueHavnpoBaHue goapMaLeBTNYecKoi 0esTeNbHOCT OCYWECTBNSAIOT Cleaytolne NMUEH3NPYIoWmne opraHsbi:
a) depnepanpHas cnyxba no Haa3opy B cdhepe 34paBOOXPAHEHNS - B YaCTW AEATENbHOCTM, OCYLLECTBNSEMON:
opraHnsaumnsiM1 onToBOM TOProBNM NEeKapCTBEHHbIMU CpeacTBaMn AN MeANLMHCKOro NPUMEHEHUS;
anTeyHbIMK OpraHnsaunsaMm, NoiBeAOMCTBEHHbIMU doedeparbHbIM OpraHaM UCMONHUTENbHOM BNacTu;

WHbIMW OpraHn3auusaMm M NHOANBUAyaNbHbIMA MNpednpuHUMATENAMK, OCYLLECTBAAIWNMA bapMaLleBTUYECKYIO
[eATeNbHOCTb, B YaCTU NIMLEH3MOHHOrO KOHTPONS (32 MCKOYEHMEM NMLEH3MaToB, NPencTaBMBILNX 3asBEHMS O
nepeoopMieHnn NNLEH3NIA), NMOTHOMOYNI MO MPUOCTAHOBNEHWIO, BO30OHOBNEHWIO OEWCTBUS U aHHYMPOBaHUIO
NNUEH3UN;

WHOCTPaHHbIMU KOPUANYECKMMIY NULAMM - YHACTHUKAMM NpoeKTa MeX AyHapoaAHOro MeaMLMHCKOro KnacTepa;

(Ab3au pononHUTenbHO BKAOYeH ¢ 4 Mapta 2020 rogma noctaHoeneHweMm [lpaeutenbctBa Poccuiickoit
®depepaumnm ot 21 cpespans 2020 rona N 192)

(MoonyHKT B pepakuvun, BBeOeHHOW B HOeicTBue ¢ 3 okTsbps 2016 ropa noctaHoBneHueM [lpaBuTenbcTea
Poccuiickoin @ epepauum ot 23 ceHTs6ps 2016 roga N 956. - CM. npeblayLyto penakLmio)

6) opraHbl UCMONHUTENbHOW BnacTu cybbekToB Poccuiickoit depepaumm - B 4acTW  OCYWECTBIIEHUS
LesATeNnbHOCTN B cgoepe obpalleHns NeKapCTBEHHLIX CPEACTB AN MEeAWLMHCKOrO TMPUMEHEHWs (B YacTu
npenocTaBNeHnsl 1 NepeodoopMIeHNs NMUEH3WA, NpenocTaBneHns oybnvkaToB NUUEH3WUA U KOMUA NULEH3WIA,
OCYLLECTB/IEHNS NULEH3NOHHOIO KOHTPOJNS B OTHOWEHWW couckatenein NULEH3UA N NMLeH3naTos, npencTaBuBLLNX
3aaBNeHNs 0 NepeotoOPMASHNN NNLEH3NIA, NPeKpaWeHns 4eNCTBUA NULEH3UA, (DOPMUPOBAHUS 1N BEAEHUS PEECTPOB
BblLAHHbBIX OpraHamu rocyfapCTBEHHON BnacTu cybbekToB Poccuiickoih denepauum nuueH3vni, yTBEpXAeHUS OopMm
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3agBNneHNn 0 npenocTaBneHn U nepeoPopMieHnn NNLEH3UIA, YTBEPXOeHna OOopM YyBeOOMNEHW, BbIMUCOK W3
yKa3aHHbIX PEeecTpoB JIMLEH3NA W Opyrux WCMoJib3yeMblXx B NPOLECCe NULEH3NPOBaHMA [OOKYMEHTOB, a Takxe
npenocTasneHns 3amMHTepecoBaHHbIM NuLAM MHAOPMaLMKM NO BONPOCAaM NULEH3UPOBAHUA, BKAOYas pasmelleHue
3TON MHpOpMaLMKN B UHPOPMALIMOHHO-TENEKOMMYHMKALNOHHOM ceTn "VIHTepHeT" Ha ouumanbHbiX cahTax opraHos
rocynapctBeHHon Bnactn cybbekToB Poccuiickoi Pepepauuy € ykasaHWeM afpecoB 3NEKTPOHHOW MOYThl, Mo
KOTOPbIM MOMb30BaTENSMU 3TOW MHGOPMauMM MOryT ObiTb HanpasieHbl 3anpochbl U MOnyyYyeHa 3anpawvBaemas
nHpopmaLms), OCyLLEeCTBNSEMON:

opraHmsaunsamMm, 3a WCKNHYeHneM opraHmsaumVl onToBon TOoproennm nekapcTtBeHHbIMW cpencTteamMm Ons
MeagunumnHCKOoro NPUMEeHeHNA n anTeYyHblX OpFaHI/I3aLI,I/IIZ, noaBegoMCTBEHHbIX doenepanbHbIM opraHam
MCNONMHNTENbHOM BNacTu;

WMHOWBMAYaNbHbIMW NPeanpUHUMATENAMM;
(MoanyHKT B pepakuvun, BBeOeHHOW B OeicTBue ¢ 3 okTsb6pst 2016 ropa noctaHoeneHueMm [lpaBuTenbcTea
Poccuiickoin denepauum ot 23 ceHTsb6ps 2016 roga N 956. - CM. npenblayllyo pefakuumio)

B) depepanbHas cnyxba Mo BeTEPUMHAPHOMY U (OUTOCAHWTAPHOMY HAaA30py - B 4YacTW OESTENbHOCTW,
ocylecTBnsieMol B cdpepe obpalleHns nekapCTBEHHbIX CPeACTB LNS BETEPUHAPHOIO NPUMEHEHUS.

(MoanyHKT B pedakuun, BBEeAeHHONW B gencTteve ¢ 14 wmona 2017 roga noctaHosneHuem [lpasuTenbcTsBa
Poccuiickon depepauun ot 4 nionsa 2017 roga N 791. - CM. npeaplaylwyo peaakumio)

4. ConckaTenb nuueH3un ans ocylecTBneHns hapmMaueBTUYeCcKon OeaTeNbHOCTU AOSIXXKEeH COOTBETCTBOBATb
cnenyrownm nNMUeH3NOHHbIM Tpe60BaHVIF|MZ

a) HanM4ve nomelleHnin 1 obopyaoBaHUs, NPMHaAANeXalmX eMy Ha npase COBCTBEHHOCTM U HA UHOM 3aKOHHOM
OCHOBaHMW, HeobxoOMMbIX ANs  BbIMONHEHUs paboT (ycnyr), KOTOpble COCTaBASOT  (hapMaLeBTUYECKYIO
NEeATeNbHOCTb, COOTBETCTBYIOWMX YCTAHOBNEHHbIM TPEOOBaHMSIM (32 UCK/IIOYEHVNEM MEAMLMHCKUX OpraHu3auunii u
060c06NeHHBIX NOAPA3aeNEHN MELNLMHCKMX OpraHn3aLmni);

6) Hanuyne y MeouUMHCKON opraHmsaumn - comckartens nuueHsum nuueH3nn Ha ocylecTBneHne MenuunHCKOM
neAaTeNnbHOCTN;

B) HannyMe y PpyKOBOAUTENS oOpraHusaumm (3a WUCKNI0YEeHMEeM MedULMHCKWUX OpraHusauuin), AesTenbHOCTb
KOTOPOro HernocpeAcTBeHHO CBsA3aHa C OMNTOBOW TOProBfei nekapcTBEeHHbIMW CPEeACcTBaMW, UX XpaHeHueM,
nepeBo3KOoR U (M) PO3HUYHOW TOProBfei NeKkapcTBEHHbIMY NpenapaTamu, UX OTNYCKOM, XpaHeHneM, NepeBo3Kom 1
N3roTOB/IEHNEM:

NS OCylecTBNeHMs papMaLeBTUYECKOl AesiTeENbHOCTU B cdpepe obpalleHusi NeKkapCTBEHHbIX CPeAcTB Ans
MEIMLVHCKOro NMPVMEHEHUs - BbiCWero dpapmaueBTmyeckoro obpasoBaHnsa 1 ctaxa paboTbl Mo cneunanbHOCTM He
MeHee 3 net nubo cpefHero cpapmaueBTMYecKoro obpasoBaHms 1 ctaxa paboTbl MO CreunanbHOCTW He MeHee 5
neT, ceptudpmkaTa cneumanmcTa;

LNs1 OCYWeCTBNEHNS (papMaLeBTUYECKON AesTENbHOCTM B cdoepe obpalleHnst NeKapCTBEHHbIX CPEnCTB AfNs
BETEPUHAPHOrO MPUMEHEHUS - BBICWEr0 WNU CPeAHero apMaueBTUYecKoro nvbo BbICWEro WAW CPedHero
BETEpPUHapHOro obpasoBaHus, ctaxa paboTbl MO CreunanbHOCTV He MeHee 3 NeT, cepTudmkaTta cneumanmcra;

r) HanMuue y MHAMBUAYaNbHOrO NpeanpuHUMaTens:

LNS OCyleCcTBNeHus papMaLeBTUYECKOl OesiTeENbHOCTU B cdpepe obpalleHus NeKkapCTBEHHbIX CPeAcTB Ans
MEOMLIMHCKOrO MPUMEHEHMS - BbICWEro ¢oapMaLeBTUYeckoro obpasoBaHust U ctaxa paboTbl MO CAEUMANbHOCTUA He
MeHee 3 neT uUnu cpedHero papmaueBTnyeckoro obpasoBaHunst U ctaxa paboTbl NO creunanbHOCTU He MeHee 5 ner,
cepTudmkara cneumanncra;

INs OCYLLeCTBNEHUS (papMaLEeBTMYECKON OeATeNbHOCTM B cdoepe obpalleHuns NeKapCTBEHHbIX CPEeACTB AN
BETEPVHAPHOrO MPUMEHEHNS - BBICWEro WAN CpenHero papMaueBTMYeckoro nubo BbICWEro WM CpeaHero
BETEpPUHApPHOro obpasoBaHus, cepTudmkaTa crneumnanncTa;

,El) Hanu4yme y couckartenda nmueHsnn p3.60THVIKOB, 3akno4mBlnNX C HMM TpyOoBble O0OroBopbl, NeATENbHOCTb
KOTOpbIX HenocpencTteeHHO CBsA3aHa C onToBoOW TOpI'OBJ'IGI7I nexkapCTBeHHbIMKM cpeacTtBamMn, NX XpaHeHnem n (VIJ'II/I)

PO3HUYHOW TOProBNel NekapCTBEHHbIMY NpenapaTtamm, X OTMNYCKOM, XpPaHEHWEM 1 U3rOTOB/IEHNEM, UMEIOLWMX:

LNs OCYLLEeCTBNEHUS (papMaLeBTMYECKON OesTeNnbHOCTM B cdoepe obpalleHuns NeKapCTBEHHbIX CPeacTB Ans
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MeaMUMHCKOrO MPUMEHEHNs (3a UCKMoYeHneM 060Co6EHHbIX NoapasaeneHnin MeAMUMHCKMX OpraHn3auui) - Bbicluee
WM cpeaHee dpapmaueBTnyeckoe 06pa3oBaHue, CepTUgMKaT creumanucTa;

AN OCYWeECTBNEHNS ¢hapMaLleBTUYECKOR LeATENbHOCTN B cdpepe obpaleHnst NekapCTBEHHbIX CPeacTB Ons
MEIULMHCKOrO MPUMEHEHNST B 060COBNEHHbIX MOAPA3AENeHUsIXx MeOMUMHCKMX OpraHu3auuii - AONONHUTENbHOE
npogoeccnoHanbHoe 06pa3oBaHne B YacTy PO3HUYHOW TOPrOB/M NeKapCTBEHHBIMI Npenapatamm Ansi MeANLMHCKOro
NPUMEHEHNS MPW HANUYMK NpaBa Ha OCYLLECTBNEHNE MEOULMHCKOWR AEATENBHOCTY;

LNs OCYLLEeCTBNEHUS (papMaLEBTMYECKON OeATeNbHOCTM B cdoepe obpalleHuns NekapCTBEHHbIX CPEeACTB AN
BETEPVHAPHOr0 NPVMEHEHNS - BbiCWEe UMK cpelHee gpapMaLeBTnyeckoe NMbo BhiCclee MM cpeaHee BeTepuHapHoe
obpasoBaHue, cepTudmkaT cneumanmicra.

5. JluueHnamnar ans ocyuecTBneHusd cpapmaueBqueCKon neatTenbHOCTU OONXEeH COOTBETCTBOBATb Cnedylownm
NMMUEH3NOHHbIM Tpe6OBaHI/I$|MZ

a) Hanmume nomeLeHnin 1 o6opyaoBaHNS, MPUHAANEX AKX eMy Ha NpaBe COBCTBEHHOCTM UM HA MHOM 3aKOHHOM
OCHOBaHMK, HeobXxoAMMbIX ANA  BbIMONMHEHWsT paboT (ycnyr), KOTOpble COCTaBASOT  (PapMaLEeBTMYECKYHO
DNEeATENbHOCTb, COOTBETCTBYIOWMX YCTAHOBNEHHbIM TPEOOBaHMSIM (32 UCKNIOYEHMEM MEAMLMHCKUX OpraHu3auunii u
060c06/1eHHbIX NoapasneneHnii MeANLNHCKUX OpraHm3aLmni);

6) Hanun4dmne y MeOVLNHCKOW opraHmsauun - nuueH3nata nnueH3nm Ha ocyuecTBneHune MeAMLIMHCKOW
OeATeNbHOCTN;

B) cobnofeHne NNLEeH3NaToM, OoCylecTBNArWMM ONTOBYHKO TOProe/to nNekapCTBeHHbIMK CpenCcTBaMu:

0N MeOWMUMHCKOro npuMeHeHus, - TpeboBaHuii ctateih 53 n 54 depepanbHoro 3akoHa "O6 obpalieHun
NeKapCTBEHHbIX CPeAcTB", MpaBwun Hagnexawen AMCTPUOBIOTOPCKON MPakTUKWM NeKapCTBEHHbIX NpenapaTtoB Ans
MeIVLMHCKOro NpUMeHeHns, NpaBnn Hagnexauwen npakTUKn XpaHeHUs 1 nepeBo3KW NeKapCTBEHHbIX NpenapaTos
LN MEeAMLMHCKOro MPUMEHEHMS), MpaBuUi PernctpauMn onepaumnii, CBsi3aHHbIX C obpalleHMeM neKapCTBEHHbIX
CpencTB ANns MeAMUMHCKOro NMPUMEHEHWs, BKIIIOYEHHbIX B NepeyYeHb N1IeKapCTBEHHbIX CPeAcTB ANS MeULMHCKOro
NPUMEHeHNs, nognexawmx npegMeTHO-KOMYECTBEHHOMY Y4eTy, B CheuuanbHbiX XypHanax ydyeTta onepauui,
CBAA3aHHbIX C 0bOpalleHNeM NEKAPCTBEHHbLIX CPEACTB ANS MEOULMHCKOrO NPUMEHEHWS, NPaBun BEAEHUS U XPaHEHNS
cneumnanbHblX XYpHanoB yyeta onepaunii, CBA3aHHbIX ¢ obpaweHneM NekapCTBEHHbIX CPEACTB ANl MEAULMHCKOrO
NPUMEHEHNS, W YCTAHOB/EHHbIX MPELENbHbIX Pa3MepoB OMTOBbIX HAAOaBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM
Npou3BOAMTENEN Ha NeKapPCTBEHHbIE MpenapaThl, BK/IIOYEHHbIE B NepeyYeHb XNIHEHHO HEOOXOOMMbIX U BaXKHEMWnxX
NneKapCTBEHHbIX Npenaparos;

(A63au B pepakumu, BBeeHHOW B feicTeue ¢ 25 noHs 2013 roaa noctaHosneHnem MNMpaeutensctea Pocculickoii
®epepaumn ot 15 anpena 2013 ropa N 342; B penakuun, BBefeHHon B pencteme ¢ 14 wmwona 2017 ropa
noctaHosneHmem [pasutenbctea Poccuiickon ®epepaumm ot 4 monga 2017 roga N 791. - Cm. npenbiayliyto
penakumio)

LN BETEPMHAPHOro npuMmeHeHus, - TpeboBaHuit ctateir 53 n 54 depepanbHoro 3akoHa "O6 obpalleHum
NeKapCTBEHHbIX CPEeACTB" M NpaBui Hagnexalen OUCTPUObIOTOPCKOW NMPakTUKK NeKapCTBEHHbIX NpenapaToB Ajs
BETEPUHAPHOrO MPUMEHEHNS, NPaBun Hagnexalemn nNpakTUkU XpaHeHns 1 NepeBo3KN NeKapCTBEHHbIX npenapaTos
NS BETePUHAPHOr0 NPUMEHEHNS;

(A63au B pemakuun, BBeaeHHol B neicteme ¢ 14 uona 2017 rona noctaHosneHnem MNpaeutenbctea Poccuitickoi
®depnepaumm oT 4 nona 2017 roga N 791. - Cm. npeablayuLyto peaakLumio)

F) CO6ﬂI'OJJ,eHI/Ie NMUEH3naToM, OCYLWECTBNAOWNMM PO3HUYHYIO TOProB/O JieKapCTBEHHbIMU MpenapataMin Oon4
MeoNnUNHCKOro NnpuMeHeHns:

anTeyYyHbIMY OpraHn3aunaMy, HAVBUAYaNbHbIMU NPEeANPUHUMATENSIMU, UMEIOLWMMMN TULIEH3UIO HA OCYLLECTBIEHNE
hapMaLEBTNYECKON OEATENbHOCTY, - NMPaBW Haanexallen anTeyHon NpakTVKL NeKapCTBEHHbIX MpenapaTtoB Ans
MEIMUVHCKOro MPUMEHEHWs, NpaBuni Haanexauwen npakTuku XpaHeHUs U NepeBO3KM NeKapCTBEHHbIX MpenapaTtos
ANS MEOWUMHCKOrO NMPUMEHEHWS, MpaBWi OTNycka NEeKapCTBEHHbIX MpenapartoB ANs MEAWUMHCKOro NPUMEHEHNS
anTeyHbIMY OpraHu3auvsMy, UHOMBUIYyaANbHbIMA MPEANPUHAMATENAMY, UMEOWNMM NULEH3UID HA OCYWECTBNEHNE
hapMaLEeBTNYECKON OEATENbHOCTW, NpPaBUN  OTMNyCcKa HAPKOTUYECKUX CPEACTB W MCUXOTPOMHbIX BELLECTB,
3apEerncTpypoBaHHbIX B KayeCcTBe JIeKapCTBEHHbIX MPenapatoB, JNIEKAPCTBEHHbIX MpPenapaToB, COAepXalmx
HapKoTWYecKne CpeacTsa W MCMXOTPOMHbIE BEWECTBA, NPaBWa peructpauuy onepaumini, CBsiaHHbIX ¢ obpaleHnem
NIeKapCTBEHHbIX CPEACTB AN MEAUUMHCKOrO NMPUMEHEHWS, BKIOYEHHBIX B MEpeYeHb NEKapCTBEHHbIX CPEACTB Afist
MELMLMHCKOro NMPUMMEHEHUS, Nognexaimx npeamMeTHO-KONMYECTBEHHOMY YYeTy, B CrleuuanbHblX XypHanax ydyeta
orepaumii, CBS3aHHbIX ¢ obpalleHVeM NeKapCTBEHHbIX CPEACTB AN MEAMLMHCKOrO NPUMEHEHWS, MPaBu BE4EHUS 1
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XpaHeHns cneumnanbHbiX XYpHanoB ydyeTa onepauuii, CBA3aHHbIX C obpalleHVeM neKkapCTBEHHbIX CPeacTB Ans
MEIMLMHCKOro NpuMeHeHns, TpeboBaHuii yactun 6 ctatbun 55 @epepanbHoro 3akoHa "O6 obpaleHnm nekapCTBEHHbIX
CPeACTB" W YCTAHOBNEHHbIX MPEeAEeNbHbIX PasMEpPOB PO3HUYHBbIX HaL6aBOK K (DAKTUYECKUM OTMYCKHbIM LeHaMm
NpoV3BOAMTENEN HA NeKapCTBEHHbIE NpenapaTbl, BK/OYEHHbIE B NepeyeHb XN3HEHHO HEOOXOOUMBIX U BaXHeMwWwmx
NneKkapcTBEHHbIX Npenaparos;

(A63au B penakumu, BBeeHHOW B feicTeue ¢ 25 noHs 2013 roaa noctaHosneHnem MNMpaeutensctea Pocculickoii
®epepaumn ot 15 anpena 2013 ropa N 342; B penakuun, BBefeHHon B pencteme ¢ 14 wmwona 2017 ropa
noctaHoeneHnem [pasutensctea Poccuiickonn ®Pepepaunn ot 4 wons 2017 roga N 791. - CM. npenbioylyio
penakumio)

MELMLMHCKMMU OpraHu3aumsiMm, 060CoBNeHHbIMM MoApa3feneHnsiMU MeOULMHCKUX OpraHu3aunii - npasun
OTnycka feKapCTBEHHbIX MpenapatoB [ONsS MEOMUMHCKOTO MPUMEHEHUS MeOULMHCKUMK OpraHusauusmu 1
060c061eHHBIMY NOAPa3neNeHNAMA MEAULIMHCKUX OPraHn3aLuii;

n) cobniofeHne NUULEH3MaTOM, OCYLECTBASIOWMM PO3HUYHYKO TOPrOB/KO NEKAPCTBEHHbIMM Mpenapartamyi Ans
BETEPMHAPHOIO MNpUMEHeHUs (BeTepuHapHas anTeyHas opraHu3auns, BeTepuHapHas opraHusauus, umerowas
NNLIEH3MIO HA OCYLWECTBNEHNE (DapMaLEBTUYECKOW OEATENbHOCTU, MHAVBUAYANbHbIA NPeanpUHMMATENb, UMEKOLWNIA
NMLEH3MI0 Ha OCYleCTBNeHne apMaLeBTUYEeCKONn AesaTeNbHOCTN), NpaBui OTMyCcKa NeKapCTBEHHbIX NpenapaTtos
ONa BETEPMHAPHOrO MPUMEHEHWUS, NPaBUN HaLnexauweihn anTeyHOW MNPakTWMKM NIEKAPCTBEHHbIX MpenapaTtoB ans
BETEPUHAPHOr0 NPUMEHEHUS;

(MoanyHKT B pedakuun, BBEeAeHHONW B gencTteve ¢ 14 wmona 2017 roga noctaHoBneHuem [lpasuTenbcTsa
Poccuiickon depepauun ot 4 nionsa 2017 roga N 791. - CM. npeaploylwyo peaakumio)

e) cobnoneHne nMUeH3naTom, ocyuwecTBnAaArwmnM N3roToBnieHne:

nekapCTBeHHbIX npenapatos AOnd MedUUMHCKOro npuMeHeHua, - npaBusl  U3roToBieHNA W OTnNycka
NeKapCTBEeHHbIX NpenapaTtoB ond MeguUunHCKOro npuMeHeHn4;

NIEKapPCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOrO MPUMEHEHMS, - MpPaBUN  W3rOTOBMIEHWS U OTnycka
NEKAPCTBEHHBIX NMPenapaTtoB A5 BETEPUHAPHOTO NPUMEHEHNS;

X) cobnioneHne TpeboBaHuin ctatbn 57 DepepanbHoro 3akoHa "O6 obpalleHnn nekapCTBEHHbLIX CPeACTB";
3) cobnofeHne NULEH3NATOM, OCYLLECTBNSAIOWMM XPaHEHNE:!

nekapCTBeHHbIX CpenctB ANnga MeauUMHCKOro npuMeHeHud, - npaBui XpaHeHusa nekapCTBeHHbIX CpenctB Onsd
MeINLNHCKOro npuMeHeHus,

nekapcTBeHHbIX CpedcTB ANnd BEeTepMHApPHOro npuMeHeHus, - npaBun XpaHeHWUs nekapcTBeHHbIX CpedcTB and
BETEPUHAPHOro NPpUMEHeHNA;

W) Hanuyne y pyKoBOOUTENS OpraHumsauuv, OesTenbHOCTb KOTOPOro HernocpeACTBEHHO CBA3aHa C OMTOBOM
TOProBnei nekapCcTBEHHbIMW CPEACTBaMW, WX XPaHEHWeM, MepeBO3KOW W (MM) PO3HUYHOW TOProBnein
NeKapCTBEHHbIMM npenapataMmy, KX OTNYCKOM, XpaHEeHUeM, MNepeBO3KOA U W3roTOBAEHWEM (32 WCKNIOYEHUEM
MEINLMHCKNX OpraHm3aLmni):

LNS1 OCYWeCTBNEHNS (papMaLeBTUYECKON AEesTENbHOCTM B cdoepe obpaleHnst NeKapCTBEHHbIX CPELCTB ANs
MEIULMHCKOrO NMPUMEHEHNS - BbICWEro ¢papMaLeBTUYeckoro obpasoBaHms 1 ctaxa paboTbl MO CreumnanbHOCTU He
MeHee 3 net nubo cpenHero cpapmaueBTMYeckoro obpasoBaHus U ctaxa paboTbl MO CNeunanbHOCT He MeHee 5
neT, ceptudpmkara cneumanmcTa;

NS OCyLeCTBNeHMs papMaLeBTUYECKOl OesiTeNbHOCTU B cdpepe obpalueHus NeKkapCTBEHHbIX CPeAcTB Ans
BETEPVMHAPHOrO MPUMEHEHNS - BBICWEro WAN CpemnHero apMaueBTMYeckoro nunbo BbICWEro WM CpeaHero
BETEepMHapHOro obpasoBaHusi, cTaxa paboTbl MO crieunanbHOCTU He MeHee 3 neT, cepTudomkarta cneunanmeTa;

K) Hannyne y NHOMBMAYaNnbHOro NPeanPUHUMATENS:

NS OCYLLEeCTBNEHUS (papMaLeBTMYECKON OesATenbHOCTM B cdoepe obpalleHuns NeKapCTBEHHbIX CPeacTB Ans
MEeOMLIMHCKOro NMPUMEHEHMS - BbiCWEro ¢oapMaueBTUYeckoro obpasoBaHus u craxa paboTbl MO CNeuManbHOCTA He
MeHee 3 neT unu cpedHero oapmaueBTnyeckoro obpasoBaHmns U ctaxa paboTbl N0 CneunanbHOCTU He MeHee 5 ner,
cepTudmkarta cneunanncTa;

NC «TexakcnepT: 6 nokoneHne» NHTpaHeT



O NUeH3MpoBaHUMN hapMaLLeBTUYECKO eaTeNbHOCTY (C u3MeHeHuaMY Ha 21 peBpansd 2020 roaa) CTpaHunua 6
lMocTaHoBneHune lNMpasuTenscTea PO ot 22.12.2011 N 1081

NS OCYWeCTBNEHNs (papMaLeBTMYeCcKOn OesATenbHOCTM B cdpepe obpalleHnst NeKapcTBeHHbIX CPeacTs ans
BETEPVHAPHOrO MPVMEHEHUS - BbICWEro WM CPedHero apMaueBTU4eckoro nmbo BbICWEro WM CPedHero
BETEpUHapHOro obpasoBaHus, cepTudurkara cneumanmcTa;

n) HanMuue y nuueHsvnata paboTHWKOB, 3aKMOYMBLIMX C HUM TPyOOBble AOrOBOPbI, AEATENbHOCTb KOTOPbIX
HernocpencTBEHHO CBSI3aHa C ONTOBOW TOProB/eln NeKapCcTBEHHbIMU CPeACTBaMU, UX XPaAHEHWEM U (MN) PO3HUYHOM
TOProB/iei NekapCTBEHHbIMK Npenaparamu, X 0TNYCKOM, XpaHeHNEM 1N N3roTOBNIEHNEM, NMEIOLLNX:

LNs OCYLLEeCTBNEHUS (papMaLEBTMYECKON OeATeNbHOCTM B cdoepe obpalleHuns NekapCTBEHHbIX CPEeACTB AN
MEeANLIMHCKOro NpUMEHEHMs! (3a UCKtoYeHneM 060cobNEHHbIX NoApa3AeeHNA MeAULIMHCKUX OpraHn3aLunii) - Bbicee
Unu cpenHee hapmaueBTmyeckoe obpasoBaHmne 1 cepTUdMKaT CneLmanmncTa;

LONs OCYLLEeCTBNEHUS (papMaLEeBTMYECKON OeATENbHOCTM B cdoepe obpalleHunsi NekapCTBEHHbIX CPEeACTB AN
MEOVLIMHCKOrO MPUMEHeHUss B 060COBNEHHbIX MoapasfeneHnsx MeOUUMHCKUX OpraHusaunii - OOMNONHWUTENbHOe
npodpeccroHanbHoe 06pasoBaHne B 4acTy PO3HUYHO TOProBM NEKAPCTBEHHBIMK NpenapaTamy Ans MeaNLMHCKOrO
NPVUMEHEHNS NPy HANNYMK NpaBa Ha OCYLLECTBNEHNE MEANLIMHCKON 0eATEeNbHOCTY;

NS OCYWeCTBNEHNS (papMauUeBTUYECKON AesTENbHOCTM B cdoepe obpalleHns NeKapCTBEHHbIX CPencTB ANs
BETEPUHAPHOr0 NPUMEHEHNS - BbICWIEE UM cpeHee hapMaueBTMieckoe N1bo Bbiclwee UK cpeaHee BETEPUHApHOe
obpaszoBaHuve, cepTudomkaT cneumanvicTa;

M) MOBblWEHNe KBanndukaumm crneunannucToB ¢ hapMaueBTUYeCKMM WU BeTepUHapHbIM 0bpa3oBaHMEM He
pexe 1 pasa B 5 ner.

6. OcylwecTBneHne apMaLeBTUYECKO AEATENbHOCTM C rpyObiM HapyweHUeM NMUEH3UOHHbIX TpeboBaHwii
BNeYeT 3a coboii OTBETCTBEHHOCTb, YCTAHOBNEHHYIO 3akoHoAaTenbcTBoM Poccuiickoin ®epepaumu. MNpn atom nog
rpybbiM HapyweHNEM NOHMMAETCS HEBBLINOHEHNE NULIEH3MATOM OLHOro 13 TpeboBaHwWii, NPeayCMOTPEHHbIX MYyHKTOM
5 Hactoswero NonoxeHus.

(MyHKT B pegakuun, BBeAEHHOW B fenctene ¢ 14 nionsa 2017 roga noctaHosneHmem MNpasutensctea Poccuiickon
depepaumnm ot 4 nong 2017 roga N 791. - CM. npeablayluyio penakumio)

7. Ins nony4eHnsa nuueH3nn couckaTesb NULEH3UW Hanpasnset Unu npenctasnget B NNLEH3NPYIOWNA opraH
3asBfeHne U OOKYMEHTbl (KOMMM OOKYMEHTOB), yka3aHHble B YacTu 1 u nyHkTe 4 yactm 3 ctatbum 13 PenepanbHOro
3akoHa "O nnueH3poBaHnK OTAe/NbHbIX BUOOB AeATENbHOCTW", a TakXe:

(Ab3aL B penakuuv, BBEAEHHON B AeicTere ¢ 4 mapTa 2020 roga noctaHoBneHweMm Mpaeutenbctea Poccuiickoi
depnepaumnm ot 21 pespans 2020 roga N 192. - CM. Nnpeablayluyio penakumio)

a) CBeOEHWS O HanuuMm JNULEH3UN Ha OCYWECTBNEHNE MeOWUMHCKON OeATENbHOCTU (4N MeOULMHCKUX
opraHuaauuii);

6) KonuM [OKYMEHTOB, MOATBEPXAAOWMUX HaNM4Me y couckaTens NMUEH3Nn Ha npaBe COOCTBEHHOCTU UNMKU Ha
WHOM 3aKOHHOM OCHOBAHWUM HEOOXOAMMbIX LNSi OCYWECTBAEHNS hapMaLEeBTNYECKON AeaTeNbHOCTM 060pyLoBaHNS 1
MOMELLEHWIA, COOTBETCTBYIOWMNX YCTaHOBEHHbIM TpeboBaHMsM, NpaBa Ha KOTopble He 3aperucTpupoBaHsl B EauHom
rocyapCTBEHHOM peecTpe MpaB Ha HeABUXMMOE MMyWeEeCTBO W CHOENOK C HWM (B C/lyYae ecnv Takve npasa
3aperncTprypoBaHbl B yKasaHHOM peecTpe - CBedeHuWs 00 3TUX MOMeWeHUsx) (3a WUCKIOYEHWEM MeOULMHCKMX
opraHuaauuii, 060cobneHHbIX NoapasaeneHnin MeaANUMHCKUX OpraHm3aunii);

B) CBEOEHUS O HaNMuuy CaHWTAPHO-3MUOEMUONONMYECKOrQ 3aKMIOYEHUS O COOTBETCTBMU MOMELLEHNI
TpeboBaHNAM CaHUTapHbIX MPaBUN (3a WUCKIOYEHNEeM MeOVUMHCKMX OpraHm3aumin, 060cobneHHbIX noapasneneHuil
MEeAMLIMHCKMX OpraHnsauuii), Bbl4AHHOrO B yCTAHOBIEHHOM MOPSAKE;

r) KOMUM [OKYMEHTOB O BbICWEM WA cpeaHeM papmaueBTMYeckoM o6pasoBaHUM U CEpPTUMUKATOB
CMeunanucToB - LONs OCYWECTBNEHUS (hapMaLEBTMYECKON OesTENbHOCTU B copepe obpalleHus nekapcTBEHHbIX
CPELOCTB AN MEAULMHCKOrO MNPUMEHEHNs1 (3a WCKNIYeHUMEM 060COBNEHHbIX MoapasneneHnii  MeanUMHCKMX
opraHusauui);

I) KOMMM [OKYMEHTOB O AOMOJIHATENIbHOM MPOPECCOoHabHOM 006pa3oBaHUM B 4Y4acTW PO3HUYHOW TOProB/M
NneKkapcCTBEHHbIMX MpenapatamMym AN9 MeOUMUMHCKOrO MNPUWMEHEHWS W O HanMyMyM npasBa Ha OCYLWeCTBMeHue
MeOMUMHCKON [OessTenbHOCTU - ANS OCYLWECTBNeHUs dbapMaLeBTUYeCcKOn AesiTeNbHOCTU B cdpepe obpalieHns
NeKapCTBEHHbIX CPEACTB LN MEOUUMHCKOrO MpuMeHeHuss B 060COONEHHbIX MNoOpasfeneHusix MeaunuUHCKUX
opraHusauum;
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€) KOMMN LOKYMEHTOB O BbICIIEM WNW CPefHEM hapMaLEeBTMYECKOM NMOO BbICWEM MW CPEOHEM BETEPUHAPHOM
o6pazoBaHnn 1 CepTUEUKATOB CMEeLManicToB - ANs OCYWECTBNEHUS (hapMaLeBTUYECKON OeATeNnbHOCTM B cdepe
obpalleHns NekapCTBEHHbIX CPEACTB AN BETEPUHAPHOMO NMPUMEHEHNS;

X) KOMMU [OKYMEHTOB WU 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSAKE BLINMACKM M3 LOKYMEHTOB, KOTOPblEe B
cnyyasx, npeaycMOTPEHHbIX HacTosiwmM NonoxeHnem, NOATBEPXAAOT Hannyne Heobxooumoro crtaxa paboTbl Mo
CneumnanbHoOCTW Y PYKOBOAUTENS OpraHn3aunm, MHANBUAYaNnbHOro NpeanpuHuMaTens.

7_1. Ina nony4yeHus nuLEH3WM coucKaTenb NULEH3WKW, SBNSIOWWACA WHOCTPaHHbIM OPUONYECKMM JIMLIOM -
YYaCTHUKOM NpoeKTa MeXAyHapoAHOro MeauLUHCKOro Knacrtepa, OCyleCTBNSAIOWNM 0eAaTelbHOCTb Ha TepputTopumn
MeXOyHapoAHoro MeduLMHCKOro kKnacrtepa vepes dounman, akkpeamTOBaHHbI B COOTBeTCTBMU ¢ PepepanbHbiM
3aKOHOM "O6 MHOCTpaHHbIX UHBECTMLMSAX B Poccuiickor denepaunmn”, BMECTO CBEAEHUI, MPEAYCMOTPEHHBIX MYHKTOM
1 yactn 1 ctatbn 13 degepanbHOro 3akoHa "O NMUEH3NPOBaHUM OTLAENbHbIX BUOOB OEATENbHOCTM", yKa3blBaeT B
3asBneHUn ceefeHus, NpedyCMOTPeHHble 4acTblo 2 cTtatbum 13_1 depepanbHoro 3akoHa "O mexAyHapoAHOM
MeOVLUMHCKOM KnacTepe U BHECEHUN N3MEHEHWI B OTAeNbHble 3aKoHoAaTeNbHble akTbl Poccuiickon denepaunn’.

(MyHKT pomonHUTENnbHO BKAOYEeH ¢ 4 mapta 2020 roma noctaHoBneHweMm [lpasutenbctBa Poccuiickoi
®depnepaumnm ot 21 pespans 2020 roga N 192)

8. MNpy HaMepeHUN OCyLLECTBASTL PAapMaLIEBTMYECKYIO AEATENBHOCTb MO aApecy, He ykasaHHOMY B NMLEH3UU, B
3asBNEHUN O NEPEOPOPMNEHNN NNLEH3UN NNLEH3MAT YKa3blBAeT 3TOT aApec, a Takxe NpeacTaBnser:

a) ceeleHns, cogepxalime HOBbIV apec OCyWeCTBNeHNs hapMaLeBTMYeCcKon 0eaTeNbHOCTY;

6) koMWW OOKYMEHTOB, MOATBEPXJIAKOWMX HaNU4yMe y nuueHsvata Ha npaBe COOCTBEHHOCTW WMAW HA WHOM
3aKOHHOM OCHOBaHMM HEOBXOAMMBIX AN1S1 OCYLECTBNEHUS (dapMaLEeBTUYECKON AeATEeNbHOCTM NO yKa3aHHOMY HOBOMY
agpecy obopynoBaHMSA M MOMELWEHWA, COOTBETCTBYIOWMX YCTAHOBMEHHbIM TPebOBaHWAM, MpaBa Ha KOTOPbIE He
3apervcTpupoBaHbl B EAMHOM rocynapCTBEHHOM PEECTpe MpaB Ha HEOBWXVMOE WUMYLWECTBO M CLENOK C HUM (B
cnyyae ecnu Takue npaBa 3aperucTpyvpoBaHbl B YKA3aHHOM peecTpe - cBefeHus o6 aTux nomeuweHusix) (3a
WCKJIIOYEHMEM MELMLMHCKUX OpraHu3auuii, 060cobneHHbIX NoapasaeneHnin Me JMLUMHCKUX OpraHn3aLunii);

B) CBEHEHVWS O HanMuuy BbICIIEro WM CPEenHEero dapmaueBTMYeckoro obpasoBaHWs U CepTUUKATOB
cneunannucToB - ans paboTHWKOB, HAMEPEHHbIX OCYWECTBNATb (PAPMALEBTUYECKYIO [HOeATEeNbHOCTb B cdoepe
obpalleHnss neKkapcTBEHHbIX CPEACTB AN MEeOWLUMHCKOro TNPUMEHeHWs Mo ykasaHHOMy HOBOMYy agpecy (3a
UCKNIoYEHMEM 060COBNEHHBIX NOAPa3aeNeHNA MEOULMHCKMX OpraHn3auunii);

) CBEAEHMSI O HanUyMM AOMOSHUTENbHOro NMPOMPeccnoHanbHOro o6pasoBaHnst B YacTy PO3HWYHON TOProBAU
NIeKapCTBEHHbIMU MNpenapaTamMn ONs MEeOUUMHCKOTO TMPUMEHEHWS M O HanMyMM MnpaBa Ha OCYWeECTBNEHWe
MELMUMHCKON AesiTENbHOCTU - Ansi pabOTHUKOB, HAMEPEHHbIX OCYWECTBASATb (dapMaLeBTUYECKylO OesTENbHOCTb B
cpepe obpalleHnst NeKapCTBEHHbIX CPEACTB AN MEeAVUMHCKOrO MPUMEHeHMsl B 060CO6NEHHbIX NoapasneneHunsx
MeLMLMHCKMX OpraHmn3aumii no ykasaHHOMy HOBOMY afpecy;

[) CBENEHUS O HaIMyuyM BbICWEro WM CpefHero dapmaueBTUyeckoro nmbo BbICWEro WAW CpenHero
BETEPMHaApHOro o6pasoBaHnst U CepTUMKATOB CMeunanucToB - Ans paboTHWKOB, HAMEPEHHbIX OCYLECTBAATb
hapmaLeBTMYECKYIO AEATENbHOCTb B cdpepe obpaleHns nekapCTBEHHbIX CPeACTB ANS BETEPUHAPHOr0O NPUMEHEHNS
no yka3aHHOMY HOBOMY agpecy;

€) CBeLeHVs O Hannynm CaHWTaPHO-3MMAEMUONOrMYECKOro 3ak/IlOYEHUSI O COOTBETCTBMM MOMELWEHWA Mo
yKasaHHOMYy HOBOMY agpecy TpeboBaHUSIM CaHUTaPHbLIX MpPaBWn (32 WUCKIIOYEHUEM MELMUMHCKUX OpraHusauuii,
060co61eHHbIX NoapasneneHnii MeauUMHCKMX OpraHn3aumii), BblAaHHOTO B YCTAaHOBIEHHOM NMopsake.

9. MNpy HamepeHUN BbINOJHSATbL HOBble PaboThl, OKa3biBaTb HOBbIE YCNYrK, COCTaBNsOWME PapMaLeBTNYECKyto
LesiTeNbHOCTb, pPaHee He yKasaHHble B NMUEH3UW, NULEH3WaT B 3asiBEHUM O NepeoOPMNIEHUN JINLEHIUN
ykasblBaerT:

a) B ccpepe obpalleHusi NekapCTBEHHbIX CPeACTB AN51 MEAVNUMHCKOrO NPUMEHEHNS (32 UCKIIOYEHVEM NEepeBO3KM
NEeKapPCTBEHHbIX CPELCTB):

CBELleHMsl O COCTaBNAWMX hapMaLEBTMYECKYIO LeSTENbHOCTb HOBbIX paboTax (ycnyrax), KoTopble nuueHauaTt
HaMepeH BbIMONHATL (OCYLLECTBNSATL);

CBELEHMS O HanMynMm BLICWErO0 WAN CPefHero apMaueBTUYECKOro 06pa3oBaHus U CepTUUKaToB
cneumanuctoB - Ans paboTHWMKOB, HaMEpPEHHbIX BbIMONIHATL (OCYWeECTBNATb) HoBble paboTbl (ycnyru), 3a
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ncktoYeHmeM 060cobneHHbIX noapasaeneHnin MeanUNMHCKUX opraHn3aumni;

CBELEHNS O HANMYUM HeobXx0aMMOro 06opyAOBaHNS, COOTBETCTBYIOWErO YCTAHOBNEHHBIM TpeOOBaHNSM, a TakXe
CaHNTapHO-3NNAEMMNONONMYECKOrO 3aK/IYEHNSI O COOTBETCTBUM MOMELLEeHWiA, NPpeaHAa3HAYEHHbIX L7151 BbIMONHEHUS
(ocywecTBneHNs) HoBbIX paboT (ycnyr), TpebOBaHMSIM CaHUTAPHbIX MPaBUN (32 WCKIIOYEHWEM MEOULMHCKMX
opraHusauuii, 060co6neHHbIX NoapasneneHnini MeANLMHCKUX OpraHn3aunit), BblAaHHOTO B YCTAHOBEHHOM MOPSIAKE;

6) B ccpepe obpaleHunst NeKapCTBEHHbIX CPEACTB A/l BETEPMHAPHOIO NPUMEHEHUSI:

CBeLEeHMsl 0 COCTaBNAWMX papMaLEeBTMYECKYO OesTeNbHOCTb HOBbIX paboTax (ycnyrax), KoTopble nuueHauaTt
HaMepeH BbINOMHATL (OCYLWEeCTBNATD);

CBEEHVS O HaNnyMm BbICLIErO U CPEeAHEro (papMaLeBTNYECKOro MM6o BbICWEro UN CPELHEr0 BETEPUHAPHOIO
06pas3oBaHns 1 CepTMUKaTOB CrneumnanmcToB - ans paboTHUKOB, HAMEPEHHLIX BbIMONHATL (OCYLWECTBNATb) HOBbIe
paboTbl (ycnyru);

CBELEHMSI 0 HanM4Mn HeobxoamMmMoro obopyLoBaHUS, COOTBETCTBYIOLErO YCTAHOBNEHHBIM TPEBOBaHNAM, a TakXe
0 Hanuuum CaHUTapHO-aNUAEMNONOrNYECKOrO 3ak/IlOYEeHNS O COOTBETCTBMM MOMELEHWUA, npeaHasHayYeHHbIX Ans
BbINONHEHNS (OCYLLECTBNEHUS) 3aSIBNIEHHBIX HOBbIX paboT (ycnyr), TpeboBaHWsIM CaHUTapHbIX NPaBuWi, BblAAHHOMO B
yCTaHOBNIEHHOM NMopsake.

(A63au B pemakuun, BBedeHHol B neicteme ¢ 14 uona 2017 rona noctaHosneHneM MNpasutenbctea Poccuiickoi
depepaumm ot 4 niong 2017 roga N 791. - CM. npefblayluyio penakumio)

10. lMpn npoBedeHWM NPOBEPKM CBEOEHUA, COLEPXAWWUXCS B MNPEACTABNEHHbIX COUCKATENEM NULEH3WM
(MMueH3MaToM) 3asiBNEHUUN 1 NpunaraeMblx K HeMy OOKYMeHTax, cObnoeHNs comckaTtenem nUUeH3nmn (nLeH3naTom)
NMLEH3NOHHBIX  TpeboBaHu  NULEH3VPYOWMIA opraH 3anpawunBaeT HeobxoOuMMmble ONs  OCYWEeCTBEHUS
NMLEH3NPOBAHNS CBEAEHUS Y OpPraHoB, NPeLOCTaBMSWMX rOCYLAPCTBEHHbIE YCNYrU, OPraHoB, NPeLoCTaBASOWMX
MyHULMMNANbHbIE  YCAYrW, WHbIX FOCYJAPCTBEHHbIX OPraHoB, OPraHOB MECTHOro camoynpaBneHus nnbo
NMoABEOOMCTBEHHbIX WM OpraHu3auuii B nopsiake, ycTaHoBfeHHoM depepanbHbiM 3akoHom "O6 opraHvsaumu
NpenoCcTaBieHNs rocyAapCTBEHHbIX U MyHULMMANbHBIX yCnyr".

11. JluueHampyowmin opraH pasmellaeTt B coegepanbHON rocynapCTBEHHON NHAPOPMALUNOHHOM cucTeme "EnHbIN
noptan rocyaapCTBEHHbIX W MyHUUMNAnbHbIX yCnyr (COYHKUWA)" B nopsake, yCcTaHOBNEHHOM [lpaBuTenbcTBOM
Poccuiickon ®epepaunmn, CBeoeHUS O X0Oe NPUHATUS UM pelweHuMs O NpenocTaBfeHun Unnm nepeodoopMneHun
NMLEH3UN, NPOBEAEHUS NMPOBEPKM COOTBETCTBMUS CONCKATENS IMLIEH3NW U NIMLEH3NATA IMLEH3VOHHBIM TPeboBaHusM,
npeLyCMOTPEHHbBIM HACTOSWMM [ToNoXeHNEM.

12. VMlHdpopmaums, OTHOCHWAACA K OCYWECTBNEHUIO dpapMaueBTUYECKON AesATeNbHOCTW, npenycMoTpeHHas
yactamm 1 n 2 cratbn 21 depepanbHoro 3akoHa "O nULEH3MPOBAHUKM OTAENbHbIX BWOOB OeATenbHOCTU",
pasmellaeTcs Ha oduUManbHOM caiTe NULEH3MPYIOWEro opraHa B MHPOPMaLNOHHO-TENEKOMMYHUKALNOHHOR ceTu
WHTepHeT 1 (unn) Ha MHGOPMALMOHHBIX CTEHAAX B MOMELEHNSX NULEH3MPYIOWero opraHa B TeveHne 10 gHel co
IOHA:

a) oduumanbHoOro onybnMKoBaHUS HOPMATUBHBLIX MPAaBOBbIX akTOB, YCTaHaBAMBaWWMX 06sS3aTenbHble
TpeboBaHNS K TULEH3VPYEMOI AeATENbHOCTY;

6) NPUHATWS NULEH3VPYIOWMM OPraHoM PEWEHUs O NMPeAoCcTaBNeHnn, NepeoOpPMIEHNN, NPUOCTAHOBNEHUN,
BO30OHOBNEHWM, NPEKPalLEHNN OeACTBUS NULEH3NN;

B) nonyyeHus ot @denepanbHO HaNOroBoi cnyx6bl CBEAEHW A O NMKBMOAUMW HOPUAMYECKOrO nvua wan
npekpaLleHnn ero nesiTefibHoCTN B pe3ynibTaTe peopraHnsaunm, o npekpaleHuy ousnyeckm IMLOoM OesiTeNlbHOCTU
B KQYeCTBE UHAMBUAYANbHOrO NPeanpuHUMaTens;

I) BCTYNAEHNS B 3aKOHHYIO CUJTY PELLEHNS cyaa 06 aHHYNMPOBaHUN NULLEH3NN.

13. JIMLEH3NOHHbI KOHTPONb OCYLECTBNSETCS B Nopsake, ycTtaHoBneHHOM depnepanbHbiM 3akoHom "O 3awmTte
npas opuanyeckux nuu 1 nHAnBMAOyanbHblIX NpeanpuHUMartenei Npyu ocylecTBNeHNN rocynapCTBEHHOrO KOHTPONA
(Han3opa) U MyHUUMNANBbHOrO KOHTPONS", C y4eToM 0COBeHHOCTel, yCTaHOBNEHHbIX dDeaepanbHbiM 3akoHoM "O
NNLEH3MPOBaHNN OTAEbHbIX BUOOB AeATeNbHOCTIN".

14. MNpencTaBneHne couckatenem NULEH3NN 3asBNEHNS U JOKYMEHTOB, HEOOXOOMMbIX 015 NONYYEHUS NULEH3NN,
N UX NPUYEM NIMLEH3VPYIOWMM OPraHOM, NMPUHSTUE IMLEH3VPYIOWMM OPraHOM peLleHnst 0 NPeLOCTaBNEHUA NNLEH3NN
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(06 oTkase B NpeaoCcTaBNeHNN NMUEH3nK), NepeoddopMIeHnn nuueH3nmn (06 oTkase B NepeoopMIeHnn NMUEH3nK),
NMPVOCTaHOBNEHUN, BO30OHOBNEHWM, MPeKpaleHnn LeicTBUS NNUEH3UKU, a TakXe npenocTaeneHve gybnukarta w
Konnu nnueHsnn, popMmpoBaHne 1 BegeHne NULUEH3UOoHHOro gena, BeJeHue peectpa nuueH3nin n npegocTasneHne
CBeAEeHWIA, COoAepXalmxcsa B pPeecTpe NMUEH3UNA, OCYLEeCTBNAITCA B MNOpsSAKe, ycTaHoBneHHoM denepasnbHbiM
3akoHoM "O NnUEeH3NPOBaHUKN OTAENbHbIX BUAOB AEATENbHOCTK".

15. BefeHve CBOOHOrO peectpa MWUEH3WA, BblOAHHBIX OpraHamyM WCMONHUTENbHON Bnactn CcybbekToB
Poccuiickoin depepaunm B COOTBETCTBAM C NepefaHHbIMU NMOMHOMOYUSMM, ocyllecTBnsieT DenepanbHas cnyxba no
Han30py B cpepe 34paBooxXpaHeHuns.

(MyHkT B pepakumun, BBEOEHHOW B gpelictBne ¢ 18 ceHTsb6ps 2012 ropga noctaHoBneHueM [paBuTenbcTBa
Poccuiickoin denepauun ot 4 ceHTa6ps 2012 ropa N 882. - CM. npeaplayLlyio peaakLuo)

16. OpraHbl UCNONHWTENbHOM BnacTu cybbekToB Poccuiickon ®epepaumm exemecsiyHo, He no3gHee 10-ro
yucna, HanpasnsIloT B NMe4yaTHOM 1 3NIEKTPOHHOM BuAEe JaHHble, CoOoepXalnecs B peecTpax JIMLEH3N cy6bekToB
Poccuiickoin denepauun, B DeaepansHyto cnyx 6y no Haa3opy B cgoepe 34paBoOXpaHeHus.

(MyHKT B pepakumu, BBEOEHHOW B gelictBne ¢ 18 ceHTsb6ps 2012 roga noctaHoBneHueM [paBuTenbcTBa
Poccuiickoin Penepauum ot 4 ceHTs6ps 2012 rona N 882. - CM. npeaplayLlyio peaakLuo)

17. 3a npemocTaBfieHMEe NMUEH3VPYIOWMM OPraHoM fMUEH3Un, ee nepeodopMneHne 1 Bblgady aybnukarta
ynnayveBaeTcs rocynapCTBeHHas nownvHa B pasMepax U nopsiake, KOTopble YCTaHOBEHbl 3aKOHO4ATENbCTBOM
Poccuiickoin denepauun o Hanorax u cbopax.

18. denepanbHas cnyxba no HaL30py B chepe 34paBOOXpPAHEHWs HanpaBnsieT B TeyeHue 5 paboynx LHel B
opraHbl rocygapcTBeHHol Bnactu cybbekToB Poccuiickoin denepaumm, ocywecTBASOWME NONTHOMOUYUS, YKa3aHHbIE B
nyHkte 1 yactm 1 ctatbm 15 depepanbHoro 3akoHa "O6 ocHoBax oOxpaHbl 340POBbs rpaxnaH B Poccuiickoit
depnepaunmn”, 3aBepeHHble KoMUY NPUKA30B O NPUOCTAHOBNEHWUN 1 BO3OOHOBNEHUN LEACTBUSA NULEH3NIA, HA3HAYEHUN
NMPOBEPOK NIMLIEH3MATOB, KOMUW akTOB MPOBEPOK NWLEH3MAToB, NpennucaHuii 06 ycTpaHeHUW BbISIBIEHHbIX
HapyLweHUiA NULEH3NOHHbBIX TPeboBaHWi, NPOTOKONOB 06 aAMMHUCTPATMBHBIX NMPABOHAPYIIEHNAX, NOCTAHOBMEHWIA O
Ha3HaYeHUM aaAMUHUCTPATUBHbBIX HaKkasaHUin u Apyrux OOKYMEHTOB, CBA3AHHbIX C OCYLECTBAEHUEM NULEH3NOHHOMO
KOHTPONS B OTHOWEHWA NUUEH3NaToB (32 WCKNIOYEHMEM NMLEH3MaToB, MNpPeacTaBMBWNX 3asiBeHuMs O
nepeoopMiEHN  NNLEH3NIA), OCYWECTBASIOWNX (papMaueBTUY4eCKyl0 OeATEeNbHOCTb, [ONs  BK/KYEHWS B
NNUEH3VOHHblE aena.

(MyHkT pononHUTenbHO BKAOYEH ¢ 3 okTs6ps 2016 roma noctaHoBneHmeMm [lpaBuTenbcTtBa Poccuiickol
depnepaumnm o1 23 ceHTs16ps 2016 roga N 956)

Mpunoxexue
K lMonoxeHuto 0 NNLIEH3NPoBaHNK
hapmaLeBTUYeCKON AesTeNbHOCTH

nepequb BbIMOJ/IHAEeMbIX pa6OT, OoKa3blBaeMbIX YC/yr, COCTaBNsA0 WNX ¢papMaL,eBTUYECKYIO
AeATeNbHOCTb

. B ccbepe 06pau.|.e|-|m| neKapcTtBeHHbIX cpeacTts ansd MeguLUUHCKOro npuMeHeHus
1. OnToBas TOProBfs NeKapCTBEHHbIMU CPeACTBaMU 41 MEAVLIMHCKOrO NPUMEHEHUS
2. XpaHeHune nekapCTBEHHbIX CPEACTB ANS MEANLMHCKOrO NPUMEHEHUS
3. XpaHeHune nekapCTBEHHbIX NpenapaToB 415 MEOULUHCKOrO NPUMEHEHUS
4. MNepeBo3ka NeKapCTBEHHbIX CPEACTB AN MELNLMHCKOrO NMPUMEHEHNS
5. NMepeBo3ka nekapCTBEHHbIX NPenapaTtoB AN MELMLMHCKOrO NPUMEHEHNS
6. PO3HMYHasa TOproensa nekapcTBEHHbIMK Npenaparamm 4ns MeLMLMHCKOro NPUMEHeH s
7. OTNycK nekapcTBEHHbIX NpenapaToB AN MEAULIMHCKOrO MPUMEHEHUS

8. NsroToBneHne NnekKapCTBEeHHbIX nMpenapaTtoB ond MeguunHCKOro npuMeHeHus
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Il. B cchepe o6palLeHUsi neKapCTBEHHbIX CPEACTB NSl BEeTEPUHAPHOr0 NPUMEHeHUs

1. OnToBas TOProBns NEKAPCTBEHHbIMW CPEACTBAMMN ANS BETEPUHAPHOr0 NPUMEHEHWNS

2. XpaHeHne NekapCTBEHHbIX CPELCTB AN BETEPUHAPHOrO NPUMEHEHNS

3. XpaHeHune nekapCcTBEHHbIX NpenapaToB 415 BETEPUHAPHOrO NPUMEHEHUS

4. MepeBo3ka NeKapCTBEHHbIX CPEACTB AN BETEPMHAPHOr0 NPUMEHEHNS

5. NMepeBo3ka nekapCTBEHHbIX NPenapaToB ANs BETEPUHAPHOr0 NPUMEHEHWS

6. Po3HMuYHas TOpProens nekapCTBEHHLIMU NpenapaTamu Ans BETEPUHAPHOro NPUMEHEHS!
7. OTnycK nekapcTBEHHbIX NpenapaToB 4N BETEPUHAPHOrO NPUMEHEHNS

8. MaroTtoBneHune NnekKapCTBEHHbIX NMpenapaTtoB Onsd BeTepuHapHOro npuMeHeHus

Penakumns noKyMeHTa C y4eTom
N3MEHEHW 1 OOMOSHEHUI NOAroTOBNEHA
AO "Kognekc"
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