NocraHoBneHue MNpasutenncrtsa PP ot 22 pexkabpa 2011 r. N 1081
"O nnueHsupoBaHuu papmaueBTUUYECKOMN aeaTenbHOCTN"

MNOCTAHOB/IEHUE
oT 22 peKabps 2011 r. N 1081

O IMUEH3UPOBAHUU GAPMALEBTUYMECKOI AEATE/ILHOCTHU

Cn1CoK M3MEHAIOLWMX JOKYMEHTOB
(B pea. NoctaHoBneHum MpaBuTtenscTea PO ot 04.09.2012 N 882,
o1 15.04.2013 N 342, o1 23.09.2016 N 956, ot 04.07.2017 N 791)

B cootseTctBMM ¢ PeaepasibHbIM 3aKoHOM "O NMLLEH3NPOBAHMUM OTAENbHbIX BUAOB AEATEbHOCTK"
MpaBuTenbcTBo Poccunitickon Pegepaummn nocTaHOBAAET:

1. YTBepauTb npunaraemoe MNonorKeHne o NMLEH3NPOBAHMUM dapMaLLeBTUYECKOW AeATENbHOCTMU.
2. Mpn3HaTb yTPaTUBLUNUMU CUNY:

nocraHosneHune [lpasutenbctBa Poccuiickor ®Pepgepaumm ot 6 uons 2006 r. N 416 "O6
yTBEPKAEHUN [lONOXKEeHUs O /uUeH3npoBaHMKM dapmauesTnyeckoi aeatenbHoctn" (CobpaHue
3akoHoaaTenbcTBa Poccuiickon deaepauum, 2006, N 29, cT. 3250);

NYHKT 2 U3MEHEHMN, KOTOopble BHOCATCA B aKTbl [lpaBuTenbctBa Poccuitckoit Pepepaunn no
BOMPOCAaM JIMLLEH3MPOBAHUA OTAE/NbHbIX BUAOB LOEATE/IbHOCTM, YTBEPXKAEHHbIX MOCTaHOBAEHWEM
MpasutenbctBa Poccuiickonn Pepepaumm o1 7 anpens 2008 r. N 241 (CobpaHme 3aKOHOAATENbCTBA
Poccuitckoit ®epepaummn, 2008, N 15, cT. 1551);

NYHKT 2 noctaHosseHua MpaButenbctBa Poccuiickoit Pegepaunn ot 18 maa 2009 r. N 426 "O
BHECEHUM M3MEHEHWN B HeKoTopble aKTbl [MpaBuTenbctBa Poccuitckolt Pepepaumm no Bonpocam
NNUEH3NpoBaHUA dapmauesTnyeckol aeartenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickoin
depepaunn, 2009, N 21, c1. 2575);

NMYHKT 7 W3MEHEHWUN, KOTOpble BHOCATCA B MocTaHoBneHUA [lpaBuTenbctBa Poccuitckol
depepaunn no Bonpocam, CBA3aHHLIM C COBEPLUEHCTBOBAHWEM FOCYAAPCTBEHHOIO PEryIMPOBaHUA LIEH
Ha XM3HEHHO HeobxogMMmble M BaXKHEWLWIME  JIEKAapPCTBEHHbIE  CPEACTBA,  YTBEPKAEHHbIX
noctaHosneHnem MMpaButenbctea Poccuiickon depepauum ot 8 asrycta 2009 r. N 654 (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2009, N 33, cT. 4086);

NYHKT 14 M3MeHeHWin, KoTopble BHOCATCA B aKTbl lNpaButenbctBa Poccuiickoit Peaepaunn no
BOMPOCAaM rocygapCTBEHHOrO KOHTPOAs (Hagsopa), yTBEepKAEeHHbIX NocTaHoBAeHMeMm [1paBUTENbCTBA
Poccuitckoit depepaumm ot 21 anpena 2010 r. N 268 (CobpaHue 3akoHogaTenbcTBa Poccuitckol
depepaunn, 2010, N 19, cT1. 2316);

NyHKT 16 M3MeHeHWI, KoTopble BHOCATCA B NOCTaHOBAeHMA [lpaButenbctBa PoccuicKom
depepaunm  NoO  BOMPOCAM  FOCYAAPCTBEHHOW  MOWJIMHbLI,  YTBEP)KAEHHbIX  MOCTAHOBAEHUEM
MpasuTensctBa Poccuinckoit ®enepaunn ot 24 ceHtabpa 2010 r. N 749 (CobpaHue 3aKoHOAaTENbCTBA
Poccuitckoit ®epepaummn, 2010, N 40, cT. 5076);

nocrtaHosneHue [MpasuTtensctBa Poccuitickolt depepaumm ot 13 Hosbps 2010 r. N 903 "O
BHECEHUM WU3MeHeHun B [lono)KeHne o0 AnULeH3MpoBaHMKM dapmaueBTUYECKO aeATenbHOCTU"
(CobpaHue 3akoHoaaTenbcTea Poccuiickoit Pepepaumn, 2010, N 47, cT. 6126);



nocraHosneHue Mpasutenscrtea Poccuiickon deaepaumnm ot 28 mutona 2011 r. N 622 "O BHeceHUM
M3MEHEHUN B NMYHKT 4 MNoN0XKeHNA 0 NNLEH3MPOBaHUK dapmaLleBTUYeckolt aeatenbHocTu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2011, N 32, cT. 4823).

MNpeacenatens MNpasuTenscTea
Poccuiickoin Pepepaumm
B.NMYTUH

YTBepKAEHO

noctaHoBneHnem MpaBuTeNbCTBa
Poccuitckoit egepaumm

oT 22 aekabpna 2011 r. N 1081

NONOEHUE O NNLEH3UPOBAHUU GAPMALLEBTUYECKOWN AEATENBHOCTU

Cnu1CcoK M3MEHAIOLWMX JOKYMEHTOB
(B pea. NoctaHoBneHum MpaBuTtensctea PO ot 04.09.2012 N 882,
o1 15.04.2013 N 342, o1 23.09.2016 N 956, ot 04.07.2017 N 791)

1. Hactosawee [onoxKeHne ycTaHaBAMBaeT MNOPALOK NNLEH3MPOBAHUA dapmaLLeBTUYECKOW
OeATeNIbHOCTU, OCYLLECTBASEMOW PUANYECKUMU IMLEAMMK, BK/IOYAs OpraHU3auuM OnTOBOM TOProBaAM
JIeKapCTBEHHbIMWU CPeACTBaMM, anTeyHble OpraHuW3auuKn, BEeTepUHapHble anTeyHble OpraHM3aumu, a
TaKKe MeaMUMHCKME OpraHM3aumMm u nx obocobieHHble noapasaeneHun (LeHTpbl (oTaeneHuns) obuei
BpayebHol (cemeliHOW) nNpaKTUKKM, ambynatopun, denbawepckne u ¢enballiepcKko-akyllepckme
MYHKTbI), PacrnoONOXeEHHble B CENbCKMX HACENEHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHu3auun (ganee COOTBETCTBEHHO - MeAMUMHCKME opraHu3aumm, obocobneHHble nogpasaeneHus
MeANLNHCKUX opraHusaumm), BETEPUMHAPHbIE opraHu3aumm, " WHAMBUAYANbHBIMU
npeAnpuHUMATENS MU,

2. q)apMaLl,eBTW-leCKaH AeATENbHOCTb BK/ZIKOYAET p360TbI N yCnyrmn cornaCcHo npuaoxeHuto.

3.  JlnueHsupoBaHWe  ¢dapmaLeBTUYECKON  AeATeNbHOCTM  OCYLECTBAAIT  cleaylolime
JIMLLEH3UPYIOLLME OpraHbl:

a) depepanbHaa cnykba no Haasopy B chepe 34paBOOXPAHEHUA - B YACTU AEATENbHOCTH,
OCYLLEeCTBNAEMOM:

OopraHnsaunamm ONTOBOM TOpros/in  nNexKapCrBeHHbIMKM  cpeactBamm ana  MeaumumnHCKOro
NPUMEHEHUNA;

anTeYHbIMW OpraHn3auMaMKU, NoABeAOMCTBEHHbIMU deaepanbHbIM OpraHam MCMOAHUTEbHOM
BNACTY;

WHbIMW  OPraHU3auMaMnu W  WHAUBUAYANIbHbIMM  NPEANPUHUMATENAMWN, OCYLLECTBASIOWMMM
dapmMaLeBTUUECKYIO AeATeNbHOCTb, B YaCTU JIMLEH3UOHHOIO KOHTPO/IA (38 UCKNOYEHUEM /IMLIEH3MATOB,
npeacTaBMBLLMX 3asBAeHUA O NepeodpopPMAEHUN NNLEH3WUI), NOSIHOMOUYMI MO MPUOCTAHOBAEHMUIO,
BO30OHOBNEHUIO AENCTBMA U aHHYNMPOBAHMIO MNLEH3NN;

(nn. "a" B pea. NocrtaHoBneHuA Mpasutenbctea PO ot 23.09.2016 N 956)

6) opraHbl UCNONHUTENIbHOWN BNacTU cybbeKToB Poccuiickon deaepaumm - B YaCTU OCYLLLECTBAEHUS
aeAtenbHocT B chepe obpallleHMA NeKapCTBEHHbIX CPEACTB ANA MEANLUHCKOTO NpUMeHeHuA (B Yactu
npefocTaBAeHNA N NepeodOpMIEeHUs NNLEH3NIA, NpeaocTaBaeHma Ay6AMKATOB NIMLEH3NN U KON
JNIVLLEH3UIN, OCYLLECTBAEHUA JIMLEH3MOHHOTO KOHTPONA B OTHOWEHMM COUCKaTeNen NULEH3UA WU
NIMLLEH3MATOB, MPeACTaBMBLUMX 3aABAEHUA O NepeodOpPMAEHUU NNLEH3UIA, NPEKPaLLeHUs AenCcTBuA



MLEeH3n, GOPMMPOBAHMA W BeLeHUs PEeecTPoB BblAAHHbLIX OpPraHaMy rocyAapCTBEHHOM BAacTu
cybbekToB Poccuitckon ®egepaumnm AMUEH3NI, yTBEpXKAeHUA GopmM 3asBAEHUA O NPeaoCTaB/leHUU U
nepeopopmneHnn NULEH3NKN, yTBEPKAEHUA GOPM yBELOMJIEHWUNM, BbINMUCOK U3 yKa3aHHbIX PEecTpoB
JIMLEH3UMN M ApYrMX WCNO/Mb3yemblX B MNPOLECCe JIMLEH3NPOBAHMA LOKYMEHTOB, a TaKkKe
npeaocTaBAEHNA 3aUHTEPECOBAHHLIM NMLAM MHOOPMALMK MO BONPOCaM JIMLEH3UPOBAHUSA, BK/IOYas
pasmeuleHmMe 3Toh MHPopmauum B MHPOPMALMOHHO-TEIEKOMMYHUKAUNOHHOM ceTn "WHTepHeT" Ha
opUUMaNbHbIX CalTax OPraHOB rOCyAapCTBEHHOM Bnactu cybbekToB Poccuiickon Pegepaupum ¢
yKa3aHWeM agpecoB 3N1EKTPOHHOM NOYTbI, MO KOTOPbIM MO/Ib30BaTENAMM 3TON MHPOPMALLUM MOTYT ObITb
HanpaBJ/ieHbl 3aNPOCbl M NOyYeHa 3anpalinBaemasn MHGopMmaLms), OCYLLECTBASEMON:

OopraHnsaumaAmMmmn, 3a UCKAKYEHNEM opraHM3au,m71 onToBOM TOPros/nM NeKapCTtBeHHbIMU
cpegcrBamm  ana  MeguUUUHCKOro npumMmeHeHuMA WU anTeYyHbIX Opl'aHVI3aLI,VIl7I, noaBegoMCTBEHHbDIX
d)ep,epaanblN\ opraHam WUCNONIHUTENbHOM BNacCTu,

MHAMBUAYANbHBIMW NPeanpPUHUMATENAMU;
(nn. "6" B pea. MNoctaHoBneHus MpasuTtenbctea PO ot 23.09.2016 N 956)

B) deaepanbHas cayxba no BeTepMHApHOMY M GUTOCAaHUTApHOMY HaA3opy - B 4acTu
AeATeNbHOCTU, ocyuiecTenfsemolt B chepe obpalleHUA IeKapCTBEHHbIX CPeACTB AR BeTepUMHApPHOro
NPUMEHEHNA.

(nn. "8" B pea. NocrtaHoBneHuA Mpasutenscrea PO ot 04.07.2017 N 791)

4. CouckaTenb AMUEH3UW ANA OcyllecTBneHns GapmaLeBTUYEeCKON AeATeNbHOCTU [0NMeEH
COOTBETCTBOBATb C/IeAYIOWNM NNLEH3MOHHbIM TpeboBaHUAM:

a) Ha/IMuYMe NoMeLLEHNI N 060pPyA0BaHMS, NMPUHALNEKALLMX EMY HA NpaBe cO6CTBEHHOCTU UK Ha
MHOM 3aKOHHOM OCHOBAHWW, HEOBXOAMMbIX A5 BbINOAHEHMA PaboT (ycnyr), KoTopble COCTaBAAOT
dbapmMaLLeBTUUECKYIO AeSATe/IbHOCTb, COOTBETCTBYHOLMX YCTAHOBIEHHbIM TPEe60BaHUAM (33 UCKAOYEHMEM
MeAULIMHCKUX OpraHM3auuii U 060cobaeHHbIX NoapasaeneHnin MeauLUHCKMX opraHnsaLmi);

6) HanMuMe y MeANLMHCKON OpraHM3aummn - COMCKaTena NIMLEH3NN NULEH3UN Ha OCyLLecTBAeHNe
MeANLNHCKON AeATeNbHOCTY;

B) HaaMuMe y PYKOBOAMTENA OpraHvM3auuu (3a WMCKAOYEHWEM MeAMUMHCKMX OpraHusaumi),
AeATe/IbHOCTb  KOTOPOro  HEenocpeAcTBEHHO CBA3aHa C  OMNTOBOM TOProBnel JIeKapCTBEHHbIMM
CpeAcTBaMM, MUX XpaHEHMeMm, MepeBO3KOM U (MIM) PO3HUYHOW TOProBiel JieKapcTBEHHbIMU
npenapaTamu, Ux OTNYCKOM, XpaHEHMEM, NEPEBO3KOM U U3TOTOB/IEHUEM:

ONA ocylecTBneHna dapmaleBTUYECKOW AeATeNbHOCTU B chepe obpallleHUs NeKapCTBEHHbIX
cpeacts Ana MeguUMHCKOro MNpUMMeHeHUs - Bbicero dapmaueBTUYeckoro obpasoBaHMA U CTaxka
paboTbl NO cneynanbHOCTU He MeHee 3 f1eT nbo cpeaHero dpapmaLeBTUYECKOro 06pa3oBaHNA U CTaxa
paboTbl N0 CNeunanbHOCTU He MeHee 5 neT, cepTuduKaTa cneumanmcra;

ONA ocyllecTBieHnna dapmaueBTUYeCKon AeATeNbHOCTM B chepe 06palleHUa eKapCTBEHHbIX
CPeAcTB ANA BETEPUHAPHOrO MPUMEHEHMA - BbICWIErO WMAM cpeaHero ¢dapmauesTuyeckoro mbo
BbICLLErO MW CpeaHero BeTepuHapHoro obpasoBaHuMA, CTaxKa paboTbl MO cneumnanbHOCTM He meHee 3
neTt, ceptuduKaTa cneymanuncTa;

r) HaMYMe y UHANBUAYANLHOTO NpeAnpPUHUMaTENA:

AanAa ocywecrBneHuA d)apMaLl,eBTW-leCKOﬁ AeATENbHOCTU B cd)epe 06paLLI,eHVIFI NEKAPCTBEHHDbIX
cpencrte anAa MmeguumMHCKOro npummeHeHuAa - BbICWWEro d)apMaLI,EBTVI‘-IECKOI'O 06pa3OBaHVIFI N CTaxa
pa6OTbI Nno crneuyanbHOCTM He MmeHee 3 feT Uan cpeaHero d)apMaLI,eBTMLIeCKOI'O 06pa3OBaHMH N CTaxka
pa6OTbI Nno cneunanbHOCTM He meHee 5 neT, CepTMd)VIKaTa cneunanncrta,

ONA ocyllecTBieHnna dapmaueBTUYeCKon AeATeNbHOCTM B chepe 06palLeHna eKapCTBEHHbIX



CPeAcTB ANA BETEPUHAPHOrO MPUMEHEHMA - BbICWIErO WMAM cpeaHero ¢dapmauesTuyeckoro mbo
BbICLLErO WM CpeaHero BeTepuHapHOro obpasoBaHua, ceptudurKaTa cneumanmcra;

) Hanuune y couckaTena AMUEH3MM PaboTHMKOB, 3aK/AOUMBLUMX C HUM TPyAOBble AOroBOpbI,
AeATeNbHOCTb KOTOPbIX HEMoCPeACTBEHHO CBA3aHa C ONTOBOM TOProB/ieil /IeKapCTBEHHbIMM
CpeacTBaMM, MX XpaHeHMem W (MAK) PO3HWMYHOM TOProBAel NEeKapCTBEHHbIMW MpenapaTtamu, WMX
OTMYCKOM, XpaHEHWEM U U3TOTOBEHNEM, UMEIOLLMX:

ONA ocyllecTBieHnna dapmaueBTUYeCKon AeATenbHOCTM B chepe 06palleHna eKapCTBEHHbIX
CPeACTB AN MEeAMUMHCKOTO MpPUMEHeHMs (3a WcKatoueHMem 060Co6/1eHHbIX NoapasaeneHui
MeAMLMHCKUX OpraHu3aumii) - Bbicluee WAM cpegHee dpapmaleBTMyeckoe obpasoBaHue, cepTudMKaT
CNeLmanuncTa;

ONA ocylecTBneHna dapmaleBTUYECKOW AeATeNbHOCTU B chepe obpallleHUs NeKapCTBEHHbIX
cpeacts Ans  MeAMUMHCKOro npumeHeHMAa B 060CoB/eHHbIX noapasgeneHuax  MeanLMHCKUX
opraHusaumuin - A0MNONAHUTENbHOE npodeccuoHanbHoe obpa3oBaHME B 4YacTU PO3HUYHON TOProsaAU
JIeKapCTBEHHbIMM  Mpenapatamnm  ANs  MeAMUMHCKOrO MNPUMEHEHUA MNPW  HanMuMM npasa Ha
OCYLLECTBIEHNE MeANLIMHCKOW AeATeNbHOCTH;

ONA ocyllecTBneHnna dapmaLeBTUYeCKon AeATeNbHOCTM B chepe 06palleHna eKapCTBEHHbIX
CPeAcTB ANA BETEPUHAPHOro NPUMEHEHUA - Bbicllee WaM cpeaHee dapmalesTUyeckoe Mbo Bbicliee
WNu cpegHee BeTepuHapHoe 0bpasoBaHue, cepTudUKaT cneumaancTa.

5. lmueHsnar ana ocyuwecrtsaieHnAa d)apMaLI,EBTVI‘-IECKOVI AeATENbHOCTU O0/1XKEH COOTBETCTBOBATb
cnegyrowimm TMUEeH3NOHHbIM TPE6OBaHMﬂMZ

a) Ha/IMuYMe NoMeLLEHNI 1 060pPyA0BaHMS, NMPUHALNEKALLMX EMY HA NpaBe cO6CTBEHHOCTN UK Ha
MHOM 3aKOHHOM OCHOBaHWKW, HEOBXOAMMbIX AN BbINOAHEHUA PaboT (ycnyr), KoTopble COCTaBAAOT
dapmMaLLeBTUUECKYIO AeATE/IbHOCTb, COOTBETCTBYHOLIMUX YCTAHOB/IEHHbIM TPeboBaHUAM (33 UCKAOYEHMEM
MeAULIMHCKUX OpraHM3auuii U 060cobaeHHbIX NoapasaeneHnin MeauLUUHCKMX opraHnsaLumi);

6) HanAMuMe y MeAMUMHCKOW oOopraHu3aumm - AuleH3naTa JULEH3UM Ha ocyllecTBaeHue
MeANLNHCKON AeATeNbHOCTY;

B) CO6}1IO,EI,€‘HMG NMUEeH3naToM, OCyWecTBAAKWMM ONTOBYHD TOPros/ao /1eKapCTBEHHbIMU
cpencresamu:

AN MeaULMHCKOro npumeHeHusa, - TpeboBaHui ctatert 53 u 54 depepanbHoro 3akoHa "06
obpallleHn  NIeKapCcTBEHHbIX CpeacTB”, npaBua  Hagnexawen AUCTPUObIOTOPCKOM  MPaKTUKK
JIeKapCTBEHHbIX MpenapaTos A4 MEAMLMHCKOTO MNPUMEHEHUA, MpaBua  Hagnexalled npakTUKK
XpaHeHMA W MNepeBO3KM IeKapCTBEHHbIX MpenapatoB ANA MeAULMHCKOro MNpUMeHeHuUa, npasun
perucrpauumn onepaumii, cBA3aHHbIX C obpalleHMem feKapCTBEHHbIX CPeACTB A1A MeAMLMHCKOro
NPUMEHEHMA, BK/IOHYEHHbIX B MepedyeHb /IeKaPCTBEHHbIX CPeAcCTB ANA MEeAULMHCKOro MPpUMEHEHMUS,
noasiexalmx npeameTHO-KONMYECTBEHHOMY YYeTy, B CheumanbHbIX >KypHanax ydeta onepaumi,
CBA3aHHbIX C 0bpaLleHMeM NeKapcTBEHHbIX CPeACTB ANA MeAULIMHCKOrO NPUMEHEHUSA, NPaBua BeaeHus
M XpaHEHUA CneumanbHbIX XYPHaNoB ydyeTa onepauuii, CBA3aHHbIX C ObpalleHMeM NeKapCTBEHHbIX
Cpeacts Ana MeAULMHCKOrO MPUMEHEHMUA, W YCTaHOB/AEHHbIX MNPeAenbHbIX Pa3MepoB OMNTOBbIX
HanbaBoOK K (aKTMYECKMM OTMYCKHbIM LeHaM Npou3BoAUTENEN Ha JIeKapCTBEHHble npenaparsl,
BK/IOYEHHbIE B MepeyeHb XU3HEHHO HEOBXOAMMbIX U BaXKHENLLUX NeKapCTBEHHbIX NPenapaTos;

(8 pea. MoctaHoBneHuit MpaButenbctea PP ot 15.04.2013 N 342, ot 04.07.2017 N 791)

AN BETEPMHAPHOro NpuMMeHeHun, - TpeboBaHuit ctaTelt 53 u 54 depgepanbHoro 3akoHa "0O6
obpallleHn NeKapCTBEHHbIX cpeacTB" W NpaBuA  HagNeKalleld [UCTPUOBLIOTOPCKOM MPaKTUKK
NIeKAPCTBEHHbIX MNPENapaToB A/1A BETEPUHAPHOrO MNPUMEHEHWA, NPaBUA HagAeralen MNpPaKTUKK
XPaHEHUA U NePEBO3KU NEKAPCTBEHHbIX NPENapaToB ANA BETEPUHAPHOIO NPUMEHEHUSA;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 04.07.2017 N 791)



r) cobnogeHve NUMUEH3NATOM, OCYLLECTBAAIOWMM PO3HUYHYIO TOProBAO JIeKapCTBEHHbIMM
npenapatamu Aaa meauLMHCKOro NpMMeHeHMs:

anTeYHbIMW OpraHM3aLMAaMMN, UHAUBUAYANbHBIMU NPEANPUHMUMATENAMW, UMEIOLLMMN NULEH3UIO
Ha ocyluiecTBieHne ¢apmaLeBTUYECKOW AeATeNbHOCTW, - NPaBUA HaANe)kallel anTeyHon MPaKTUKK
NeKapCTBEHHbIX MPenapaTtoB AN MEeAMUMHCKOTrO MNPUMEHEHUA, MNPaBUA  Hagjexallen NpaKTUKK
XpaHeHWA N NepeBO3KM IeKapPCTBEHHbIX NPenapaTos AN MeAULMHCKOro NPUMEHeHUs, NpaBua OTNycKa
NeKapcTBEHHbIX NpenapaToB AN MeAMLMHCKOrO MNPMMEHEHUA  anTeyHbIMWM  OpraHM3auuamMM,
UHANBUAYANbHBIMU npeanpuHMMaTENIMMU, MMEWMMM  JIMLUEH3NI0  Ha  OCYLLEecTB/eHue
$bapmaueBTUYECKON 4eATEeNbHOCTU, NPABUA OTNYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOTHbIX BELLECTB,
3aperucTpuMpoBaHHbIX B  KAuyecTBe JIEKAPCTBEHHbIX MNpPEnapaToB, JIEKAPCTBEHHbIX MpenapaTtos,
cogeprKallmMx HapKoTUYECKME CpeacTBa M NCUXOTPOMHbIE BELLECTBA, MPaBU PErMcTpauumn onepaumi,
CBA3AHHbIX C 0bpalleHMeM NIeKapCTBEHHbIX CPeacTB 418 MeAULMHCKOrO NPUMEHEHWA, BKAIOYEHHbIX B
nepeyeHb JIeKapCTBEHHbIX CPEACTB AN MESUUMHCKOrO MPUMEHEHMUs, MNoA/eXaWwmnx npeameTHO-
KO/IMYECTBEHHOMY Y4eTy, B CMeLMabHbIX KypHasax ydyeTa onepauumii, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPEACTB A8 MeAULMHCKOrO NPUMEHEHUs, NPaBMUA BeAeHUA U XPaHEHUS CNeLmaibHbIX
KYPHA/OB yyeTa onepaumii, CBA3aHHbIX C 0BpalleHMeM JIeKapCTBEHHbIX CPeACTB 411 MeAULMHCKOro
npumeHeHus, TpeboBaHMiM YacTn 6 cTaTbk 55 dPeaepanbHOro 3akoHa "0O6 obpalLeHMM eKapPCTBEHHbIX
CpeacTB" M YCTaHOBAEHHbIX NpeaesibHbIX Pa3sMepoB PO3HUYHbLIX HAaABaBOK K GaKTUYECKMM OTMYCKHbIM
LeHam npousBoAauTenell Ha NeKapCTBEHHble Mpenapathl, BK/OYEHHble B MepeyeHb MKU3HEHHO
HeoBX0ANMbIX M BarKHEWLIMX IeKapCTBEHHbIX NpenapaTos;

(8 pea. MoctaHoBneHwuit MpaButensctea PP ot 15.04.2013 N 342, ot 04.07.2017 N 791)

MEANLMHCKMMM  opraHusaumamn,  o60cobneHHbIMM  noapasaeneHUAMU  MeAULUHCKUX
opraHuMsaumin - nNpaBWa OTNyCKa /IeKapCTBEHHbIX npenapaTos And MeAULMHCKOro MpuMeHeHUs
MeANUNHCKMMU OpraHu3aumMamm u 06ocobaeHHbIMM NogpasaeneHuaMM MeaUUMHCKUX OpraHn3aLmii;

4) cobnogeHVe NUUEH3NATOM, OCYLLECTB/SIOWMM PO3HUYHYHO TOPFOB/IO JIEKAPCTBEHHbIMM
npenapaTtamu gaa BeTEPUHAPHOro NPUMEHeHUA (BeTepuHapHan anTeyHas opraHu3aumsa, BeTepuHapHas
opraHusauma, wmelowas JIMLUEH3UI0 Ha  ocywecTBieHne ¢GapmaLeBTUUECKOW  AesATe/IbHOCTMH,
UHAMBUAYANbHBIA NPeanpUHUMATElb, UMEIOWMIA JIMLEH3UI0O Ha OCYLLECTB/eHWe ¢(apMaLeBTUYECKO
AeATeNbHOCTH), NPaBMA OTMYCKa JIeKapCTBEHHbIX NpernapaToB A5 BeTePUHAPHOro NPMMEHEHMUs, NpaBu
Hag/iexkallen anTe4yHoM NPaKTUKM IeKapCTBEHHbIX NPenapaToB A/ BETePUHAPHOTO NPUMEHEHMUS;
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e) cobnogeHmne AnMLEeH3naTom, OCyLLLECTBAAIOLWNUM U3roTOBAEHUE:

NNEKAPCTBEHHbIX NpenapatoB ANA MeaUUNHCKOro npnmeHeHua, - Nnpasni N3rotoBaeHnAa U oTnycKa
NEeKapCTBEHHbIX MpenapaTos AnA MegnumnHCKOro npumeHeHuA,

NNEKAPCTBEHHbIX NpenapaTtoB ANA BETEPUHAPHOIO NpUMEHEHNA, - MPaBUI N3TOTOBEHNUA N OTNYCKa
NEKapPCTBEHHbIX MPenapaTosB A1 BETEPUHAPHOIO NpUMeHeHUA;

X) cobnogeHune TpeboBaHui ctatbmn 57 PegepanbHoro 3akoHa "O6 obpalleHnn NeKapcTBEHHbIX
cpeacts";

3) cobnloaeHMe NIMLEH3NATOM, OCYLLLECTBAAIOLLMM XpaHeHue:

NNEeKapCTBEHHbIX CpeacTts AnAa MeaNUNHCKOINro npuMeHeHua, - NpaBua XpaHeEHUA NEeKapCTBEHHbIX
cpencrts onA meauumMHCKOro npuMeHeEHUA;

NEKapPCTBEHHbIX CPeacTs ANA BETEPUHAPHOIO NPUMMEHEHUA, - NPaBUl XPaHEHUA NEKAPCTBEHHbIX
cpencrts AnA BeTepuHapPHOIro NpuMeHeHUA,

W) HasMuMe y PYKOBOAWUTENN OpraHU3aumu, AedaTe/lbHOCTb KOTOPOro HenocpeacTBEHHO CBA3aHa C
ONTOBOW TOProBAei NEeKAPCTBEHHbIMW CPEACTBaMM, UX XPaHEHMEM, MepeBO3KON U (MaM) Po3HMYHOM



TOProBAen NeKapCTBEHHbIMWU MpenapaTtamm, UX OTNYCKOM, XpaHEHWEM, NEePEeBO3KOM M U3roTOB/EHNEM
(3a UckntoueHeM MeaNUMHCKUX OpraHM3auui):

ONA ocyllecTBieHnna dapmaLeBTUYeCKon AeATeNbHOCTM B chepe 06palleHna eKapCTBEHHbIX
CPeacTs AnAa MeAMLMHCKOrO MpUMEHeHMs - Bbicllero dapmaueBTUyeckoro obpasoBaHMsA WM CTaxka
paboTbl NO cneunanbHOCTM He meHee 3 feT Anbo cpeaHero GpapmaLeBTMYeckoro 06pasoBaHMA 1 CTaxa
paboTbl MO cNeunanbHOCTM He meHee 5 fieT, cepTudurKaTta cneumanmcra;

ONA ocyllecTBneHnna dapmaLeBTUUYeCKon AeATeNbHOCTM B chepe 06palleHUAa eKapCTBEHHbIX
CPeACTB O/A BETEPUHAPHOTO MPUMEHEHMs - BbICIIErO WMAM cpeaHero ¢apmaueBTUYecKoro nbo
BbICLUErO M/IN CpeaHero BeTepuHapHoro obpasoBaHusA, CTaxKa paboTbl MO creunanbHOCTM He meHee 3
neT, cepTuduKaTa CneLmanuncTa;

K) Haanuyme y uHgnsmayasabHOro npeanpuHMMmaTena:

ONA ocyllecTBieHnna dapmaLeBTUYeCKon AeATeNbHOCTM B chepe 06palleHna eKapcTBEHHbIX
CPeacTs AnAa MeAMLMHCKOrO MpUMEHeHMs - Bbiclero dapmaueBThyeckoro obpasoBaHMsA WM CTaxka
paboTbl MO CNeunanbHOCTU He meHee 3 /IeT UAK cpeaHero dapmaLeBTUYecKoro 06pasoBaHMA 1 cTaxa
paboTbl N0 cNeunanbHOCTM He meHee 5 fieT, cepTudurKaTta cneumanmcra;

ONA ocyllecTBieHnna dapmaLeBTUYeCKon AeATeNbHOCTM B chepe 06palleHUa eKapCTBEHHbIX
CPeACcTB O/A BETEPUHAPHOTO MPUMEHEHMs - BbICIIErO WMAM cpeaHero ¢apmaueBTUYecKoro mbo
BbICLUErO WM CpeaHero BeTepMHapHOro 06pas3oBaHus, cepTuduKaTa CnewmanmcTa;

1) HanuMe y nnueHsnaTa paboTHMKOB, 3aK/TOUYMBLUMX C HUM TPYAOBbIE AOTOBOPbI, AeATE/IbHOCTb
KOTOPbIX HEnocpeacTBEHHO CBA3aHa C OMTOBOM TOProB/Jei JIEKAPCTBEHHbIMM CPEeACTBAMM, WX
XpaHeHnem 1 (MAKn) PO3HMYHOM TOProBAEl NEKaPCTBEHHbIMM NpenapaTtaMm, UX OTMYCKOM, XPaHEHUEM U
N3roTOBNEHUEM, UMEIOLLUX:

ONA ocyllecTBieHnna dapmaLeBTUUYeCKon AeATeNbHOCTM B chepe 06palleHna eKapCTBEHHbIX
CPeacTB ANA MEeOMUMHCKOrO MNpUMEHeHMs (3a WcKaodeHrem 060co6ieHHbIX noapasaeneHui
MeAMLMHCKMX OpraHnsaumii) - Bbicliee Man cpeaHee dapmalesTMyeckoe obpasoBaHue U cepTuduUKar
cneumanuncTa;

ONA ocyllecTBieHnna dapmaLeBTUYecKon AeATeNbHOCTM B coepe 06palleHUa eKapCTBEHHbIX
CPeACTB  ANAa  MEeLWLMHCKOTO MpUMeHeHMs B 060COBNEHHbIX MNOAPA3AeNeHnaX MeLULUHCKNUX
OpraHusauuii - AOMNOJHUTENbHOE MpodeccnoHaNbHoe 06pasoBaHMe B YACTM PO3HWYHOW TOProBAM
NeKapCTBEHHbIMM  MpenapaTtamn  Aaa  MeAWUUMHCKOTO MPUMEHEHMA TMpW  HalMuyMM  NpaBa Ha
OCYLLECTB/IEHNE MEANLMHCKON AeATeNbHOCTY;

AR OCylecTBNeHUna dapmaLLeBTUYECKON AeATeNbHOCTM B chepe 06palLeHns JIeKapCTBEHHbIX
CPeacTB ANA BETEPUHAPHOro NPUMEHEHUA - Bbicllee WaM cpeaHee dapmalesTuyeckoe MboO Bbicliee
UNu cpegHee BeTepuHapHoe 0bpasoBaHue, cepTudmuKaT cneunanncTa;

M) noBblWeHMe KBaAMOUKaAUUM CMeunanmcToB ¢ GpapmMaueBTUYECKMM WAM  BEeTePUHAPHbIM
obpasoBaHMem He pexe 1 pasa B 5 nert.

6. OcywwecTBneHne ¢apmaLeBTUYECKON AeATEeNbHOCTU C rpybbiM HapyleHUEM JIMLEH3UOHHbIX
TpeboBaHMI BReyeT 3a cobOM OTBETCTBEHHOCTb, YCTAaHOB/IEHHYHO 3aKOHOZATeNbCTBOM Poccuiickoin
depepaunn. MNpun 3Tom nog rpydbiM HapyLEHMEM NOHUMAETCS HEBbINOHEHWE IMLLEH3MATOM OAHOrO U3
TpeboBaHMI, NPeayCMOTPEHHbIX MYHKTOM 5 HacTosAwero MonoxKeHus.

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 04.07.2017 N 791)

7. [OnAa nonyvyeHuA NUULEH3MW COUCKaTeNb JINLEH3UW HanpasaseT WAWM nNpeacTaBaseT B
JNINLEH3NPYIOLLNIA OpraH 3asBAeHNEe U AOKYMEHTbI (KONUU IOKYMEHTOB), YKa3aHHble B YacTu 1 M NyHKTax
1, 3 u 4 vactm 3 crtatbm 13 PepepanbHoro 3akoHa "O AMUEH3MPOBAHMW OTAE/NIbHbIX BWAOB



neatenbHOCTU", a TakXKe:

a) cBefleHMA O HaAMYMW NULEH3UM Ha OCYLLecTBAeHMEe MeAMLMHCKON AeAtenbHocTH (ana
MeANLMHCKNX OpraHm3aumii);

6) KoMUW OOKYMEHTOB, MOATBEPXAAIOWMX HanMuMe Yy COMCKaTens NULEH3UM Ha npase
COBCTBEHHOCTM WMAM  Ha WHOM 3aKOHHOM OCHOBAaHMM HeobXoAUMbIX ANA  OCYyLLecTBAeHMWs
dbapmaueBTUYECKON AeATeNbHOCTU 060pyA0BaHUA MU NOMELLEHMIA, COOTBETCTBYIOWMNX YCTaHOBAEHHbIM
TpeboBaHMAM, NpaBa Ha KOTOPble He 3aperucTpMpoBaHbl B EAMHOM rocyaapcTBeHHOM peecTpe npas Ha
HeABUXMMOE MMYLLECTBO U CAENOK C HUM (B C/lydae eciv Takue Npasa 3aperncTpupoBaHbl B yKazaHHOM
peectpe - cBegeHMA 06 3TUX MNOMeLLeHUAX) (3a MUCKAOYEeHMEM MeAMUMHCKMX OpraHusauui,
060c06./1eHHbIX NoApa3aeneHnin MeguLMHCKUX OpraHM3auuii);

B) CBeAEHUA O HaNMYMM CaAHWUTAPHO-3INUAEMUONOIMYECKOro 3aK/IloYeHUA O COOTBETCTBUM
nomelleHnin TpeboBaHUAM CaHUTapPHbIX MpPaBua (38 WUCKAOYEHUEM MEAULIMHCKUX OopraHu3aumi,
060cob1eHHbIX NogpasaeneHmnii MeauLMHCKUX opraHn3aLmii), BblAaHHOrO B YCTaHOB/IEHHOM MOPAAKE;

r) KonuM [OOKYMEHTOB O BbiCLIEM WAW cpeaHem dapmaueBTUYeckom 06pasoBaHUn U
cepTUPUKATOB CcrneuMananctoB - ANA OcCylecTsieHuAa dapmaleBTUYECKOn aAesTenbHOCTM B coepe
obpallleHna  NeKapCTBeHHbIX CpeacTB  ANA  MEeAUUMHCKOro NpUMeHeHuUa (33  UCKAYeHMEM
060cob6/1eHHbIX NoApa3aeneHnii MeauLMHCKUX opraHM3auuii);

) KoMK AOKYMEHTOB O A0MONHUTENbHOM NpodeccMoHabHOM 06pa3oBaHNKN B YaCTU PO3HUYHOWM
TOProBAN NEeKapCTBEHHbIMW NpenapaTamy A48 MeAMLMHCKOro NMPUMEHEHUSs U O HaaudMM npasa Ha
OCYyLLEeCTB/IeHNe MeAULMHCKOW AeATeNbHOCTU - ANA OCYLLECTB/eHUs GpapMaleBTUUYECKON AeATeNbHOCTH
B chepe obpalleHUs NeKapCTBEHHbIX CPeacTB ANA MeAUUMHCKOro NpuUMeHeHus B 060Cco6/1eHHbIX
noapasaeneHusax MeauLUMHCKUX OpraHn3aLmii;

€) KONun JOKYMEHTOB O BbICLLEM UK cpegHeEM dpapmaLeBTUYECKOM ANBO0 BbICLIEM WM CpesHEM
BeTepUMHapHOM 06pa3oBaHMM U cepTUPMKATOB CNEeLNaNNCTOB - ANA OCYLLECTBAEHUA dapMaLLeBTUYECKOM
AesTenbHOCTU B chepe 06palLeHna NekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOrO MPUMEHEHMS;

)-K) KOMUN OOKYMEHTOB W/ 3aBepeHHble B YCTaHOB/IEHHOM MNopAAKe BbIMUCKU U3 OOKYMEHTOB,
KOTOpble B CAy4vaax, MpeayCMOTPeHHbIX HactoAawmm [llonoxeHnem, MOATBEPKOAOT Haanyme
HGO6XOAMMOI'O CTaXa p360TbI no cneynanbHOCTN y pykoBoAUTENNA OPraHM3auunun, MHOUBUAYA/ZIbHOIo
npegonpuHUMmMmaTena.

8. Mpy HamepeHUN ocyLecTBAATL GapMaLEBTUYECKYIO AeATe/IbHOCTb MO agpecy, He yKasaHHOMY
B /INLLEH3UW, B 3aABeHUN O NepeoPOPMIEHMM NLEH3UM NLEH3NAT YKa3biBaeT 3TOT agpec, a TaKkKe
npeacraBnseT:

a) cBefieHMsA, coaeprKalime HoBbIN agpec ocywecTsaeHma GapmaLeBTUYEeCKON AeATeNbHOCTHY;

6) KOMUM AOKYMEHTOB, NOATBEPXKAAIOLMX HANNUME Y IMLeH3naTa Ha npaBe cOBCTBEHHOCTM UK
Ha MHOM 33aKOHHOM OCHOBaHWKN HEOBXOAUMBIX AR OCYLLECTBeHMA dapMaLLeBTUYECKON AeATeNbHOCTH
Mo yKasaHHOMY HoBOMY agpecy 060pyaoBaHUA M MOMELLLEHUI, COOTBETCTBYIOLMX YCTaHOBAEHHbIM
TpeboBaHMAM, NpaBa Ha KOTOPble He 3aperucTpMpoBaHbl B EAMHOM rocyaapcTBeHHOM peecTpe npas Ha
HeABUXMMOE MMYLLECTBO U CAENOK C HUM (B C/lydae eciv Takue Npasa 3aperncTpupoBaHbl B yKazaHHOM
peectpe - cBedeHMA 06 3TUX MNOMeLLleHUAX) (3a MUCKAOYEeHMEM MeAMUMHCKUMX OpraHusauumi,
060cob6/1eHHbIX NoapasaeneHnin MeauLMHCKUX opraHM3auuii);

B) CBeAeHWA O Ha/iMuMM BbiClIEro wauM cpegHero dapmaleBTMyeckoro o6pasoBaHuA W
cepTMdMKaTOB CMNELMaNnUCToB - ANA PaboOTHWKOB, HaMepPEeHHbIX OCYLEeCTBAATb $apMaueBTUYECKYHo
AeATeNbHOCTb B chepe O0OpalLleHUs NeKapCTBEHHbIX CPEeACTB A/A MeAMUMHCKOro MNMpUMEHEeHUs mo
yKasaHHOMY HOBOMY agpecy (3a uckaodeHMem 060c06/eHHbIX MoApasaeneHuii  MeauLUHCKUX
opraHusaumit);



r) cBeLEHUA O HA/IMYMU SONONHUTENBHOTO NPOdECCMOHANbHOTO 06Pa30BaHMA B YacTU PO3HUYHOWM
TOProBAW NIEKAPCTBEHHbIMM Npenapatamu ANA MeAMUMHCKOrO NPUMEHEHMA U O HaAMYMWM npasa Ha
OCYLLECTB/IEHNE MEAMUMHCKON AeATeNbHOCTM - Ana  paboTHMKOB, HaMepeHHbIX OCYLLecTBAATb
dbapmaueBTUYECKYIO AesATeNbHOCTb B chepe 06palleHna NeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro
npMmeHeHuA B 060CO06NEHHbIX NOAPa3AeNeHNAX MeAMLMHCKMX OpraHM3aumin no ykasaHHoOMy HOBOMY

appecy;

) cBeAeHMA O HaAM4YMKM BbiCWEro MAM cpeaHero ¢GapmaueBTUYECKOro Anbo BbICLWIEro Wau
cpefHero BeTepuHapHoro o6pasoBaHuMA U cepTUPMKATOB CMELMannctoB - Ans  paboTHMKOB,
HaMepEeHHbIX OCYLLEeCTBAATb GapMaLLEBTUYECKYIO AeATENbHOCTb B chepe 0bpaLLeHUs SIeKapCTBEHHbIX
CPeACTB ANA BETEPUHAPHOIO NPUMEHEHUS Mo yKasaHHOMY HOBOMY aZipecy;

e) cBedeHMs O HaNAVUYMU CAHUTAPHO-3NUAEMUONIOTUYECKOTO 3aK/OYeHUA O COOTBETCTBUM
nomeLleHnin No yKasaHHOMY HOBOMY agpecy TpeboBaHMAM CaHUTAPHbIX MpPaBuA (3a UCKAOYEHUEM
MeAVLMHCKMX OpraHn3aLmin, 060cobneHHbIX NnogpasaeeHnin MeanuMHCKUMX opraHnsaumii), Bbl4aHHOro
B YCTAHOBJ/IEHHOM NopAAKe.

9. lMpM HamepeHWW BLINOAHATL HOBble pPaboTbl, OKasblBaTb HOBblE YCAYTW, COCTaBAANOLWME
bapmaLeBTUYECKYIO AeATEeNbHOCTb, paHee He yKasaHHble B /ULEH3UU, AULEH3MAT B 3asABAEeHUU O
nepeodopmaeHUN NNLEH3NN YKa3bIBAET:

a) B cdepe o06palleHNA EKAPCTBEHHbIX CPeACTB A1 MeAMUMHCKOro npumMeHeHua (3a
UCK/IIOYEHNEM NePEBO3KM JIEKAPCTBEHHbIX CPeacTs):

cBeaeHnA O COCTaBNALWMNX d)apMaLI,EBTMLIECKYI-O AeATENbHOCTb HOBbIX paﬁoTax (ycnyrax), KOTOpble
NNLLEH3NAT HaMmepPeH BbINOJIHATb (OCYLI.I,ECTBJ'IﬂTb);

CBEAEHUA O HaZIMYMM BbICLLErO AN cpeaHero gpapmaLeBTMYecKoro obpasoBaHma U cepTudmKaTos
cneumanncTos - ans paboTHMKOB, HAMEPEHHbIX BbIMOJIHATL (OCYLLECTBAATL) HoBble paboTkl (ycayru), 3a
NcKkAtouYeHnem 060cob1eHHbIX NoapasaeneHnin MeaAnUMHCKUX OpraHn3aunii;

CBEAEHUA O HanMumm HeobxoamMmoro o060pya0BaHMA, COOTBETCTBYIOLLErO YCTAHOBAEHHbIM
TpeboBaHMAM, a TaK¥Ke CaHWUTapHO-3MUAEMMNOIOrMYECKOro 3aK/A0YEHUA O COOTBETCTBUM NOMELLLEHWIA,
npeaHasHavyeHHbIX 415 BbINOAHEHMA (OcyLLecTBNeHNA) HoBbIX paboT (ycayr), TpeboBaHMAM CaHUTAPHbIX
npasBuA (3a UCKAOYEHUEM MEAMUMHCKUX OpraHu3aumnin, 060cobeHHbIX noapasneneHunin meamumMHCKUX
opraHu3saumit), BbiAaHHOTO B YCTaHOBAEHHOM MOpPSAAKE;

6) B chepe 0bpalLeHNA NeKapCTBEHHbIX CPEACTB A5 BETEPUHAPHOIO MPUMEHEHMUS:

CBEAEHMSA O COCTaBAAWMX GapMaLEBTUYECKYIO AEATENbHOCTb HOBbIX paboTax (yc/yrax), Kotopble
NIMLEH3MAT HaMepeH BbINONHATL (OCYLLEeCTBAATL);

CBEAEHMA O Ha/MUMK BbICLLIErO MU cpeaHero GpapmaleBTMYecKoro 60O BbICLLIEro UAU CpeaHero
BETEPUHApHOro 06pa3oBaHMA M CepTMOUKATOB CNeuManuctoB - AaA PaboTHUKOB, HamMepeHHbIX
BbINONHATL (OCYLLECTBAATL) HOBble paboThl (ycnyru);

CBeAeHMA O HaAnumm Heobxoaumoro ob6opyaoBaHUA, COOTBETCTBYHOWErO YCTaHOB/EHHbIM
TpeboBaHMAM, a TaKKe O Ha/IMYMU CaHUTAPHO-3MUAEMMUOIONMYECKOTO 3aK/OYEHUA O COOTBETCTBUM
NoOMeLLEHWNIM, NpeAHa3HAYeHHbIX 418 BbINOAHEHUA (OCyLwecTBaAeHMA) 3aABAEHHbIX HOBbIX paboT (ycnayr),
TpeboBaHMAM CaHUTAPHbIX NPaBWUA, BblAAHHOIO B YCTAHOB/EHHOM NOpPALKE.

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 04.07.2017 N 791)

10. Mpu npoBegeHWM MPOBEPKM CBEAEHWIA, COAEPNKALMXCA B MPEeACTaB/EHHbIX COMCKaTeseM
NIMLEH3UKN (NMLEH3MATOM) 3aABAEHMM U NPUNAraemMblX K HeMy AOKYMeHTax, cobaoaeHMA comcKaTenem
NMLUEH3UN  (NMLEH3MATOM) J/IMLEH3UOHHbIX TpeboBaHMI  IMLEH3MPYIOWMIA  OpraH 3anpalwuvBaer
HeobXoAMMble ANA OCYLLEeCTBAEHUA MMLEH3MPOBAHMA CBeAEeHWA Yy OpraHoB, MPeAOoCTaBAALMX



rocyAapCTBeHHble  YCAYrM, OpraHoB, MNPeAoCTaBAAWMX  MYHUUMNAAbHbIE  YCAYTM,  WHbIX
rocyAapCTBEHHbIX OPraHoB, OPraHOB MECTHOro CcamoynpasieHuAa AnMbo NoABEeAOMCTBEHHbLIX UM
opraHusaumii B nopaake, yctaHosneHHom PeaepanbHbiMm 3akoHom "O6 opraHM3aLmu nNpeaocTaBieHnn
rocyAapCTBEHHbIX M MyHULMNAAbHbIX yCayr'.

11. JlnueH3mpyowmii opraH pasmewaet B deaepanbHOM rocyaapcTBeHHOW MHPOPMALMOHHOM
cucteme "EAMHBLIM nopTan rocyAapCTBEHHbIX W MyHUUMNanAbHbIX ycayr (pyHKumin)" B nopsake,
ycTaHoB/ieHHOM [MpaBuTenbcTBom Poccuiickoit Gegepalmum, CBeAeHUS O X0A4e NPUHATUS UM pelleHus o
npeaocTaBAeHUN UM NepeodOpPMAEHUN NNLEH3UU, NPOBEAEHUA NPOBEPKM COOTBETCTBUA COUCKATENS
JIMLLEH3UMN N INLEH3MATA INLEH3UOHHbIM TpeboBaHMAM, NPeayCMOTPEHHbBIM HACTOALWMM [oN0KeHMEM.

12. WHpopmauma, OTHOCAWAACA K OCYLLEeCTBAEHUIO (dapMaLLeBTUYECKON AeATeNbHOCTH,
npegycmoTpeHHasa yYactammn 1 n 2 ctatbm 21 PegepanbHOro 3akoHa "O AMLEH3MPOBAHUMN OTAE/bHbIX
BMAOB AeATeNbHOCTM", pasmellaeTcd Ha oduUMaNbHOM CaiTe JIMLEH3MPYIOWeEero opraHa B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTn MHTepHeT u (Mav) Ha MHGOPMALMOHHbLIX CTEHAAX B
NOMELLLEHUAX NNLEH3UPYIOLLETO OpraHa B TedyeHue 10 gHew co gHs:

a) oduumanbHoro onNyo/AMKOBAHMA HOPMATUBHbLIX MPABOBbIX aKTOB, YCTaHABAMBAOLWLMX
obs3aTenibHble TPEOOBAHUA K INLEH3UPYEMON AEATENbHOCTY;

6) NPUHATMA NUULEH3UPYIOWLMM OpPraHOM peLleHua O npeaocTaBneHuKn, nepeodopmneHmy,
NPUOCTAHOBNEHMM, BO30OHOB/IEHWN, NPEKpaLLeHUN AeACTBUA NNLEH3UNK;

B) nonydyeHuna oT PeaepanbHOM HANOroBOM CNYXObl CBeAEHUIA O NUKBUAALMU HOPUAMYECKOTO
ML UM NPeKpaLLeHnn ero AeATeNbHOCTU B pe3y/ibTaTe peopraHn3aumnmn, o NpekpaweHnn Gusnyeckum
IMLLOM AeATeNIbHOCTM B KayecTBe MHAMBUAYAIbHOrO NpeanpuHMmaTens;

I') BCTYN/1IEHMA B 3aKOHHYIO CMUYy pelleHnA cyda 06 AHHYZIMPOBAHUN INUEH3NN.

13. J/IMUEH3MOHHbIA KOHTPO/Ib OCYLIECTBASAETCA B MOpAZKe, ycTaHOBAeHHOM ®PeaepanbHbiM
3akoHom "O 3aWmTe npaB PUAMYECKUX UL, U  WUHAMBUAYaNbHbIX NpeanpuHUMaTenen npu
OCYLLECTB/IEHUN TOCYAPCTBEHHOIO KOHTPOAA (HazA30pa) M MYHMUMMNANbHOrO KOHTpona", C ydyeTom
ocobeHHOCTEN, YyCTaHOBNEHHbIX ®deaepanbHbiM 3akoHOM "O NULEH3UPOBAHUM OTAENbHbLIX BUAOB
peatenbHocTn".

14. MpeactaBneHWe coucKaTeNemM UUEH3UW 3aABAEHUS W OOKYMEHTOB, HeobxoaAuMbIX AnA
Nosly4YeHUA NNLEH3UM, U UX NPUEM NULEHIUPYIOWMM OPraHOM, NPUHATUE JIULLEH3UPYIOWMM OPraHoOM
peleHns o NpeaocTaBAeHUN nnueHsum (06 oTkase B NPeaoCTaBAEHUN NULEH3MMK), NepeodopMIeHUN
amueHsun (06 oTkase B nepeodOpPMNEHUM  NIULEH3UK), NPUOCTAHOBAEHUWN, BO30OHOBAEHWUM,
NpeKkpaweHnn AOencTBUA NULEH3MWU, a TaKXKe npeaoctaBneHve aybnvkata M KOMMWU JINLEH3UM,
dopmMpoBaHNE U BedeHWEe NULEH3MOHHOTO Aena, BeAeHWe peecTpa JIMLEH3UM M npeaocTaBieHue
CBEIEHWNI, COMEpPXKaLLMXCA B pPeecTpe JIMLUEH3UI, OCYLecTBAAKTCA B MOpsAAKe, YCTaHOB/JEHHOM
depepanbHbiMm 3aKOHOM "O ANLEH3MPOBAHMM OTAE/bHbIX BUAOB AeATeNbHOCTH" .

15. BefeHwe CBOAHOrO peecTpa AMUEH3WIA, BblAAaHHbIX OpPraHamMM WMCMNOAHWUTENbHOW BAACTU
cybbekToB Poccuitickoit ®egepaunn B COOTBETCTBUM C NepeaaHHbIMU MOJHOMOYMAMM, OCYLLECTBASET
depepanbHan cny:kba no Hagsopy B chepe 34paBoOOXPAHEHMS.

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 04.09.2012 N 882)

16. OpraHbl MCMNONHUTENIbHOM BAacTU cybbekToB Poccuinckon Pepepaummn eKemecayHo, He
nosaHee 10-ro 4ucna, HaNpaBAAKOT B MEYATHOM W 3NEKTPOHHOM BUAE AaHHble, COoAeprKalimeca B
peecTpax nMUeH3MN cybbekToB Poccuiickon dPeaepaunm, B PegepanbHyto cay:by no Haasopy B chepe
3/ paBOOXPaAHEHMA.

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 04.09.2012 N 882)

17. 3a npepocTaBieHNe IMLEH3UPYIOWMM OPraHOM JIMLLEeH3MM, ee nepeodpopmieHne 1 Bblaady



Ay6nvKaTta ynaadMBaeTca rocyAapcTBeHHaa Mow/MHa B pasmepax M NopsAaKe, KOTOpble YCTaHOB/EHbI
3aKoHogaTenbcTBOM Poccuiickolt dPegepaumm o Hanorax u cbopax.

18. depepanbHaa cnyxba no Hag3opy B cdepe 34paBOOXPAHEHUA HanpaBaAeT B TeyeHue 5
pabounx AaHen B oOpraHbl TFOCYyAApPCTBEHHOM Bnactu cybbvektoB Poccuiickoir  ®Pepepauum,
ocyllecTBAAOWME NOSIHOMOYUS, YKa3aHHble B NyHKTe 1 yactm 1 ctatbn 15 ®degepanbHoro 3akoHa "06
OCHOBAax OXpaHbl 340p0BbA rpaxgaH B Poccuiickon depepauymmn”, 3aBepeHHble KONMU MPUKA30B O
NPUOCTAaHOB/IEHUN N BO30OHOBAEHUWN AEACTBMA NNLEH3UIN, HA3HAYEHUM NPOBEPOK NNLLEH3MATOB, KONUK
aKTOB NPOBEPOK /IMLLEH3NATOB, NPeANUCAHNN 06 YCTPaHEHWUW BbIABNIEHHbIX HaPYLEHUN NLEH3UOHHbIX
TpeboBaHUIi, NPOTOKOA0B 06 aAMUHUCTPATMBHBIX NPABOHAPYLEHMAX, NOCTAHOBAEHUI O Ha3HaYeHUU
aAMUHUCTPATUBHBIX HaKa3aHWN U APYTUX AOKYMEHTOB, CBA3AHHbIX C OCYLLECTBIEHUEM JIULLEH3UOHHOTO
KOHTPOAA B OTHOLIEHMM /IMLLEH3NATOB (3@ UCKNIOUYEHMEM /IMLLEH3NATOB, NPEeACTaBMBLLMX 3aABAEHUA O
nepeodopmneHnn NNLEH3NI), OCYLLECTBAAIOWMX GAPMALLEBTUYECKYIO AeATENbHOCTb, A/1A BKAOYEHUA B
JIMLUEH3MNOHHbIE aena.

(n. 18 BBeaeH MoctaHoBneHnem MpaBuTtenbcTea PO ot 23.09.2016 N 956)

MpunoxeHune
K MonoXeHWIo 0 NNLLEH3MPOBAHUN
dapmaueBTUHECKON AeaTeIbHOCTH

MEPEYEHDb
BbINMOJIHAEMbIX PABOT, OKA3bIBAEMbIX YC/1YT, COCTABAAKOLW KX
®APMALEBTUYECKYIO AEATE/IBHOCTb

I. B chpepe obpalleHms NeKapcTBEHHbIX CPeaCTB
A7 MeAULMHCKOTo NpUMeHeHUs

1. OnToBan TOProsaAa NeKapCrBeHHbIMU CpencTtBamu ana megnumnHCKOro npuMmeHeHunAa

2. XpaHeHme NEeKapCTBEHHbLIX CpeacTs ona MeanumnHCKOro npuMeHeHnA

3. XpaHeHme NEKapPCTBEHHbIX MpenapaTtoB AN1A MeEAUUNHCKOIo NnpumMmeHeHunA

4. MNepeB0O3Ka NeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOIo NpUMeHeHMUA

5. MNepeBo3Ka IeKapCTBEHHbIX NpenapaTos ANA MeAULMHCKOro NpUMeHeHUA

6. PO3HMYHaA TOPros/aAa NeKapCTBEHHbIMUM NpenapaTamun ona meamumnHCKOro npumeHeHunA
7. OTI'IYCK NNEKAPCTBEHHDbIX NpenapaTtos Ana megnumnHCKoro npumeHeHunAa

8. 3rotoBneHme NNeKapCTBEHHDbIX MpenapaTtoB ANAa MeAUNUNHCKOro npumeHeHmA

Il. B cdepe obpalleHUa NeKapCTBEHHbIX CPeACTB
ONA BETEPUHAPHOTo NpUMMeHeHUsA

1. OnToBas TOProBAsA EKapCTBEHHbIMM CPeACTBaMM A0 BETEPUHAPHOrO NPUMEHEHUS
2. XpaHeHue IeKapCcTBEHHbIX CPeacTB A/18 BETEPUHAPHOTO NPUMEHEHMA

3. XpaHeHme NNEKAPCTBEHHDbIX NMPenapaToB A41A BETEPUHAPHOIO NpuMeHeHNA



4. NepeBo3Ka 1IeKapPCTBEHHbIX CPEACTB 415 BETEPUHAPHOrO NPUMEHEHMS

5. NepeBo3Ka NeKapCTBEHHbIX NPenapaTos A1 BETEPUHAPHOTO NPMMEHEHUA

6. PO3HMYHAA TOProB/iA AeKapCTBEHHbIMM NpenapaTammn 418 BETEPUHAPHOTO NPUMEHEHUA
7. OTNYCK NeKapCcTBEHHbIX MPenapaTos 4/19 BETePMHAPHOro NPUMeEHEHUA

8. sroToBneHune NNEKAPCTBEHHDbIX MPeNapaToB A4N1A BETEPUHAPHOIO NpuMeHeHNA




