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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 31 MAPTA 2022 T. Ne 547
MOCKBA

06 yTBeEpXXAeHUN MONOXKEHNS O IMLIEH3MPOBAHUN PapMaLLEBTUYECKON AeATENIbHOCTH

B cooTBeTCTBMM C DefepasibHbIM 3aKOHOM "O NNLEH3MPOBAHUN OTAENbHbLIX BUAOB AEATENLHOCTI"
MpaBnTenbcTBO Poccuinckon deaepau NOCTaHOBASET:

1. YTBepanTb npunaraemoe MonoxeHme o INLEH3MPOBaHNN hapMaLEeBTNYECKON OeaTeIbHOCTW.

2. Mpu3HaTb yTPaTUBLLUMMUK CUJTYy HOPMATMBHbLIE NPABOBLIE aKThl U OTAESIbHbIE MOJI0XKEHNS HOPMATUBHbIX
npaBoBbIX akTOB [paBuTenLCTBa Poccuinckon ®egepauunm no NePEYHIo CoOrnacHoO NPUIOKEHMIO.

3. HacTosuiee nocTaHoBAeHMe BCTyNaeT B cuny € 1 ceHTabps 2022 r. n gencreyeT 0o 1 ceHTabpa 2028 r.

Mpencenatens MpaBuTesbCTBA
Poccuinckon ®epepaummn M.MuwwycTnH

YTBEPXXOEHO

NMOCTaHOB/IEHNEM npaBMTeﬂbCTBa
Poccuinckon ®epepauun

oT 31 mapTta 2022 r. Ne 547

MOJIOXEHNE
0 JINLEH3MPOBaHUN hapMaLLeBTUYECKOW AeaTebHOCTH

1. HacToswee Mono)eHne ycTaHaBAMBaeT NOPSALOK TMLEH3MPOBAHUS DapMaLLeBTUYECKON AeATENBHOCTMY,
OCYLLEeCTB/IAEMO OPUANYECKUMUN IMLLAMU, B TOM YACE UHOCTPAHHLIMU IOPUANYECKUMIN INLLAMK, BKOYas
opraHm3auny onNTOBON TOProBAW NEKAPCTBEHHbLIMU CPEACTBAMMU, anTeYHble OpraHn3aunn, BEeTepnHapHbie
anTeyYyHble OpraHM3alunm, a Takxxe MeULMHCKME opraHm3anmm u nx obocobneHHble noapasfeneHus
(ueHTpbI (oTOEeneHus) obLueln BpadyebHol (ceMenHom) NpakTUKK, ambynatopun, henbilepckue n
henbaLepcKo-aKyLWepCcKMe NyHKTbI), PACroNoXEeHHbIE B CENIbCKUX HACeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHu3aLmm (fanee COOTBETCTBEHHO - MEAULIMHCKNE OpraHm3aLmy,
060cobneHHble Noapa3faeneHns MeaULMHCKUX OpraHn3aLmnin), BEeTepMHapHbIE OpraHu3aumm, u
WHAVMBUAYaNbHLIMU MPesnpuHUMaTEN MU,

2. PapMaLeBTUYECKAN AEATENBHOCTb BKOYAET PaboThl 1 YCAIYrn COrNacHO MPUI0XKEHNIO.

3. JlnueHsnpoBaHme hapMaLeBTUYECKON AeATENbHOCTY OCYLLEeCTBAAIOT CeAyloLme NuLeH3npyoLwme
opraHbl:

a) ®enepansHasg cnyxba no Hag3opy B chepe 34PaBOOXPAHEHUS - B YaCTW AEATENLHOCTH,
OCyLLeCcTB/ISEMON:

OpraHM3aunamMmn oNTOBON TOProBAN JIEKAPCTBEHHBIMU CPEACTBAMU AN MELULMHCKOrO NPUMEHEHNS;
anTeYHbIMW OpraHn3aLnaMmn, NOABELOMCTBEHHbLIMU (hefepasibHbIM OpraHaM UCMONHUTENLHON BAACTK;
WHBIMW OPraHn3aunaMn  MHAMBMAYaNbHLIMU NPEeANPUHMMATENAMM, OCYLLECTBASIOLWMMN
thapMaLeBTNYeCKyI0 AeATeNbHOCTb, B YaCTU OLLEHKN COBN0AeHUs NnLEeH3naTaMmn TNLLEH3NOHHBIX
TpeboBaHWI MOCPEACTBOM OCYLLECTBEHNS hefepanbHOro rocyaapCTBEHHOro KOHTPONA (Hag3opa) B
chepe obpalleHns NeKapCTBEHHbLIX CPEACTB (3a UCKIOYEHNEM SIMLEH3MATOB, MPeACTaBNBLLMX 3aBNEHMNS O
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BHECEHWNN N3MEHEHWI B PEECTP JIMLIEH3MI Ha OCYLLLECTBEHNE hapMaLEBTUYECKON AeATeNbHOCTM (fanee
COOTBETCTBEHHO - JINLLEH3UN, PEECTP JNLEH3MIA), NOJTHOMOYUIA MO MPUOCTAHOB/IEHNIO, BO30BHOBNEHNIO
LENCTBUSA IMLEH3UI, @ TaKXXe MOTHOMOYNIA, CBA3AHHbIX C aHHYIMPOBAHNEM JIMLIEH3UN B cyaebHOM
nopsake;

6) opraHbl MICMONHUTENBHOW BNAaCcTN CybbekToB Poccuinckon ®epepaumm - B HacTW OCYLLECTBAEHNS
AEATENbHOCTN B Chepe obpallleHns NeKapCTBEHHbLIX CPEACTB AN MeANLMHCKOrO NPUMEHeHMs (B 4acTu
npenocTaBAeHNs NNLEH3NIA N BHECEHWNS U3MEHEHWIN B PEECTP NINLLEH3MIA, NPEAOCTaBEHNS BbIMNCOK U3
peecTpa NLEH3MI, OLEHKN COOTBETCTBUSA COUCKATENS JINLEH3UN, TNLLEH3MATA INLEH3NOHHbBIM
TpeboBaHMAM - B OTHOLLEHUWN COUCKATENEN NNLEH3NIA W JINLLEH3NATOB, NPeACTaBUBLUNX 3asBIEHNS O
BHECEHWW N3MEHEHWI B PeeCTp ANLEH3UIA, MPEKpaLLEHNA OEeNCTBMA NNLLEH3MIA, DOPMUPOBAHNS N BELEHUS
peecTpoB NPeLOCTaB/EHHbIX OPraHaMmn rocy4apCTBEHHON BNacTh cybbekToB Poccuinckon ®enepaumm
JINLEH3UN, yTBEPXXAEHNS (DOPM 3asBIEHMIN O NPEeAOCTaBIEHUN ANLEH3NIA, BHECEHUN N3MEHEHUI B peecTp
JINLLEH3UI, yTBEPXXAEHNS (DOPM YBEOOMIEHUN U APYTMX NCAONb3YEMbIX B MpoLecce AULEH3NpoBaHma
NOKYMEHTOB, @ TaKXe NpPefoCTaB/IEHNSA 3aUHTEPECOBAHHbIM NMLEAM MHGOPMaLU MO BOMpPOCaM
JINLLEH3UPOBaHMA, BKOYasa pa3MeLLeHne 3Ton nHpopmaLmm B MHGPOPMaLMOHHO-TENEKOMMYHNKALLMOHHOW
ceTn "WHTepHeT" (nanee - ceTb "MIHTepHeT") Ha ouULManbHbIX CanTax OpraHoB rocyAapCTBEHHON BIACTK
cybbekToB Poccuiickon depepaumm C ykazaHUEM apecoB 3JIEKTPOHHON MOYTbl, MO KOTOPLIM
Nosb30BaTENSAMMN 3TON MHGOPMaLMKN MOTYT BbITb HampaB/eHbl 3aMpoChl U NOJIyYeHa 3anpallmBaeMas
NHOpMaLNS), OCYLLLECTBASEMON:

opraHu3aunsaMmn, 3a NCKIYEHNEM OpraHn3aLniA ONTOBOW TOProOBAM IEKAapPCTBEHHbIMK CPeACcTBaMK ANS
MeONLNHCKOro NPMMEHEHNS U anTeYHbIX OpraHu3aumnin, NoaBeAOMCTBEHHbIX (ellepalibHbIM OpraHam
NCNOJIHNTESIbHON BNaCTW;

WHAMBUAYANbHBIMY NpeanpUHUMaTeNaMu;

WHOCTPaHHbLIMU LOPUANYECKUMI NLLaMK;

B) PepepanbHas ciy>kba no BeTEpUHAPHOMY N UTOCAHUTAPHOMY HaA30pY - B YaCTW AESTENbHOCTH,
ocyLlecTBaseMol B cchepe obpalleHns NeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOIr0 NPUMEHEHNS.

4. ConckaTenb JIMLEH3UN JO/KEH COOTBETCTBOBATbL C/IeAYIOWMM NNLEH3NOHHbIM TpeboBaHNAM:

a) Ha/M4me NPon3BOACTBEHHOr0 06 bEKTa NN 0OBEKTOB (MOMELLEHNIA, 3AaHWNIA, COOPYXKEHUIA) U
obopyLoBaHMA MO MECTY OCYLLECTBEHMSA (hapMaLleBTMYECKON AeATeNbHOCTU, MPUHaANeXallnX Ha NpaBe
COBCTBEHHOCTM WA Ha MHOM 3aKOHHOM OCHOBaHWKM, NPeAyCMaTPMBAIOLLEM NPABO BAAAEHNSA 1 MPaBO
NnoJib30BaHMs, 160 NpMHaANeXallMx Ha nNpaBe COBCTBEHHOCTW UM Ha MHOM 3aKOHHOM OCHOBaHWUW NHOMY
JIMLEH3MnaTy, MMetoLweMy JINLEH3NIO Ha OCyLLecTBAeHe paboT, OKasbliBaeMbIX YCIYr, COCTaBAAOLWMX
[AeATeNbHOCTb MO OMTOBOW TOProBJie IEKAapCTBEHHbLIMY CPeACTBaMU AN MEAULMHCKOrO NPUMEHEHNS, 1
forosop (0T 12 mecsLeB) C couckaTeneM MUeH3nmn o nepegaye pabot (ycayr) Ha ayTCOPCUHT (B YacTu
XPaHEeHUS NEKAPCTBEHHbIX CPEACTB A8 MEAULUHCKOrO MPUMEHEHNS), COOTBETCTBYOLWMX TpeboBaHNAM
CTaTbk 54 PepepanbHOro 3akoHa "06 obpalleHUn neKapCTBEHHbLIX CPeACTB" , NPaBUIaM Hagnexallen
ANCTPUBBLIOTOPCKOM MPaKTUKM B paMKax EBpa3ninckoro 3KOHOMUYECKOro COt03a, MpaBuiaM HafJiexXallen
NPaKTUKN XPaHEHMNSA 1 MEPEBO3KUN JIEKAPCTBEHHbIX MPenapaToB, YTBEPXKAEHHbLIM YNOJIHOMOYEHHbIM
thefepanbHbIM OPraHoOM UCMOJIHUTENbHON BACTM (3@ MCKOYEHNEM MeANLNHCKUX OpraHn3aumm um
060c0o6/1eHHbIX MOApa3AeNeHNIn MEOULMHCKNX OPraHn3aumnii);

6) Hann4me NPon3BOACTBEHHOrO 06bEKTa UM 06BEKTOB (MOMELLEHWI, 30aHUIA, COOPYXXEHUIA) 1
obopynoBaHMs N0 MECTY OCYLLECTBJIEHNA (hapMaLEBTMYECKOW AeATeNIbHOCTU, MPUHAANEeXalmnX Ha npaBe
CcobCTBEHHOCTU NN Ha MHOM 3aKOHHOM OCHOBAHWUK, NpefyCcMaTPMBaIOLWEM NPaBO BJIAAEHUS 1 NMpaBo
NnoJib30BaHWsA, - 415 OpraHM3auunin oNTOBOW TOProB/AN SIEKaPCTBEHHLIMIN CpeACTBaMU A BETEPUHAPHOIO
NPYMEHEHNS, COOTBETCTBYOWMUX TpeboBaHmAM cTaTbn 54 PepepanbHOro 3akoHa "06 obpalyeHum
JIeKapCTBEHHbIX CPeACTB" , MpaBuiaM Haanexallen UCTpubbioTOPCKOM MPaKTUKN NeKAPCTBEHHbIX
npenapaToB A8 BEeTePUHAPHOro NPUMEHEeHNS, NpasuniamM Hagnexallen NPpakTUKM XpaHeHUs 1 NepeBo3Ku
JIEKapCTBEHHbIX NPenapaToB A8 BETEPMHAPHOr0 NPUMEHEHNS, NPaBUIaM XpaHEHNS NEKAPCTBEHHbIX
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CpencTB Ans BETEPMHAPHOIro NPpUMEHeHNSs;
B) HaJinymne Npon3BOACTBEHHOIr0 06bEKTa AN 06BEKTOB (MOMELLEHWNIA, 3AaHNIA, COOPYXKEHWNI) 1
obopyLoBaHMA MO MECTY OCYLLEeCTBAEHMSA (hapMaLLeBTMYECKON AeATeNbHOCTU, NMPUHaANeXallnX Ha NpaBe
CcobCTBEHHOCTU UM Ha MHOM 3aKOHHOM OCHOBAHWUK, NpeayCcMaTPMUBaIOLWEM NPaBO BJIAAEHUS 1 NMpPaBo
NnoJib30BaHMWs, - 414 OpraHM3aunin PO3HWYHON TOProBAW JIEKapCTBEHHbIMY NpenapaTamMmun gns
MeOULNHCKOro NPMMEeHeHNs, COOTBETCTBYOLLIMX TpeboBaHUAM CTaTbk 55 denepanbHoro 3akoHa "06
obpalleHnmn nekapCTBEHHbIX CPeACcTB" , MpaBMAaM HaffieXallen anTevyHoW NPakKTUKK, NpaBuiam
Hagfexxallen NPakTUKN XPaHEHNS U NePEeBO3KK JIEKAaPCTBEHHbIX NPenapaToB, YTBEPXAEHHbLIM
YMNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHoM UCMONHUTENbHOW BNACTH (3a UCKOYEHNEM MeaNLMHCKNX
opraHusauni n obocobneHHbIx NoapasgeneHnii MeauLMHCKUX OpraHm3auunn);

) HaAn4Yme NPoOn3BOACTBEHHOr0 06bekTa UM 06 LEKTOB (MOMELLEHWIA, 3[aHNIA, COOPYXXEHUI) U
obopynoBaHMA MO MECTY OCYLLECTBEHMSA (hapMaLLeBTMYECKON AeATeNbHOCTU, MPUHAANEeXalUNX Ha NpaBe
COBCTBEHHOCTM WMAN Ha MHOM 3aKOHHOM OCHOBaHWK, NPeayCMaTPMBalOLLEM NPABO BAAAEHNSA 1 MPaBO
NoJib30BaHMWs, - AN OpraHM3aumnin PO3HWYHON TOProBAW JIEKAPCTBEHHBIMI NpenapaTamMmun ans
BETEPUHAPHOI0 NPUMEHEHMNS, COOTBETCTBYOLWMX TpeboBaHnaM cTaTbh 55 PefepansHOro 3akoHa "06
obpalleHNn NeKapCTBEHHbIX CPeACTB" , MpaBMAaM HaffiexXallen anTe4YHOW NPaKTUKN TIEKAPCTBEHHbIX
npenapaToB A/ BETEPMHAPHOro NPMMEHEeHNS, NpaBuiaM Hagnexxalen NPakTUKKN XPaHEHNS N NEPEBO3KN
JIeKapCTBEHHbIX NPenapaToB AN BETEPMHAPHOr0 NPUMEHEHNS, NpaBuiaM XpaHeHNs NeKapCTBEHHbIX
CpencTB Ans BETEPMHAPHOIro NPUMEHEHNS;

1) Hannyne Npoun3BoACTBEHHOIr0 06bekTa (MoMelLeHns, 30aHNS, COOPY)KEHMS) 1 06opy0BaHMSA MO MECTY
OCYLLEeCTBNEHNS hapMaLLEBTUYECKON AeATENIbHOCTY, MPMHAANEXaLLMX Ha NpaBe COBCTBEHHOCTM AN Ha
WMHOM 3aKOHHOM OCHOBaHWW, NPeayCMaTpMBatOLLEM MPABO BAAAEHNS U NPABO MOJb30BaHUS, - ANS
WHAVBUAYANbHOrO NpeanpuMHUMaTENSs, COOTBETCTBYOLWEro TpeboBaHnaM cTaTbh 55 ®efepanbHOro 3akoHa
"06 obpalleHnn NeKapCTBEHHbLIX CPEACTB" , NPaBUIaM Hagnexallen anTeyHon NpakTUKK, npasuniam
Hagfexxallen NPakTUKN XpaHeHNS U NepeBO3KK JIeKapCTBEHHbIX NPenapaTos, NpaBuiaM XpaHeHus
JIEKAPCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM YNOJHOMOYEHHbLIM (hefiepaibHbIM OPraHOM UCMONHUTENBHON
BNacCTW;

€) Ha/Im4me NPon3BOACTBEHHOrO0 06bEKTa NN 06BEKTOB (MOMELLEHWIA, 3AaHUIA, COOPY>KEHUI) U
obopyLoBaHMA MO MECTY OCYLLECTBEHMSA (hapMaLleBTMYECKON AeATeNbHOCTU, MPUHaANeXallnX Ha NpaBe
COBCTBEHHOCTM WA Ha MHOM 3aKOHHOM OCHOBaHWKM, NPeAyCMaTPMBAIOLLEM NPABO BAAAEHNSA 1 MPaBO
NnoJib30BaHMWs, - A4 BETEPMHAPHON anTeYHOW opraHn3aunm Wanm UHAMBNAYaNbHOrO NpeanpuHUMaTens,
COOTBETCTBYOLWMX TpeboBaHMAM CTaTbh 56 PegepanbHOro 3akoHa "06 obpalleHn nekapCTBEHHbIX
CcpencTB" , NpaBuiiaM Haglexxallen anTe4YHoN NPaKTUKKU JIeKapCTBEHHbIX MpenapaToB A5 BETEPUHAPHOIO
NpYMeHEeHUs, NpaBuiaM HagJexallen NPakTUKN XPaHeHNS 1 MEPEBO3KUN JIeKapCTBEHHbIX NpenapaToB AN
BETEPUHAPHOr0 NPUMEHEHMNSA, NPaBWIaM N3rOTOBJIEHNS N OTNYCKA SIeKapCTBEHHbIX NpenapaTos As
BETEPWHAPHOr0 NPUMEHEHMS, NPaBWJIaM XpPaHEHNS IeEKAaPCTBEHHbLIX CPEACTB A8 BETEPUHAPHOI0
NpUMeEHEeHNS;

XK) Hannyme y MeQULMHCKON OpraHn3aunm - CONCKaTens AMUEH3UN JIMLLEH3UN Ha OCYLLECTBIEHME
MeONLNHCKON AeATeNbHOCTY;

3) Hann4Me B COOTBETCTBUM C NPaBUIaMmN Hagnexallen anTeyHon NPakTUKN JIeKapCTBEHHbIX MpenapaToB
AN MeANLUHCKOro MPMMEHEHNA, NpaBuaaMmn Hagaexxalen NPakTUKN XpaHEHNS 1 NEePEBO3KN
JIEKaPCTBEHHbIX MPenapaToB, NpaBuaaMmn Hagiexallen AMCcTpubbioTOPCKOM MPaKTUKK B paMKax
EBpPa3ninCKoro 3KOHOMMYECKOro COK3a ML, 0TBETCTBEHHOIO 3a BHeApeHue n obecneyveHne CUCTEMbI
KayecTBa XpaHEeHUs 1 NepeBO3KN SIEKaPCTBEHHbLIX MpenapaToB U akTyaan3aumio CTaHAaPTHbIX
ornepaunoHHbIX Npouenyp 4SS OCYLLEeCTBAeHNS hapMaLeBTMYECKON AeaTeNbHOCTM B chepe obpalleHuns
JIeKapCTBEHHbIX CPEACTB A1 MeAMLMHCKOrO NPUMEHEHUS;

1) Hann4me y UHAMBNAYANbHOIO NpeanpuHUMaTens:

AN19 OCYLLLeCTBAeHNS hapMaLEeBTUYECKOWN OeATEeNbHOCTM B chepe obpalleHns NeKapCTBEHHbIX CPeACTB Ais
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MeANLMHCKOro NPMMEHEHUS - BbICLLEr0 WM CPEAHErO (hapMaLEeBTMYECKOr0 06pa3oBaHUs, a Takxe
cepTudmkKaTa CneumnanncTa Mam NpPoNaeHHON akKkpeamTaLumm cneymanncTa;

AN19 OCyLLeCTBAeHNA (hapMaLEeBTUYECKOWN OeATeNbHOCTM B chepe obpalleHns NeKapCTBEHHbIX CPeaCcTB Aid
BETEPUHAPHOr0 NPUMEHEHMS - BLICLLErO UAN CPeaHEro hapMaLleBTU4eckoro obpa3oBaHus, a Takxe
cepTudmkKaTa CneumnanncTa am NponaeHHON akkpeamTaumm cneymanncTa imbo BbiCLIEro naM CpegHero
BETEPMHApPHOro 0bpa3oBaHNs, a TakXXe cepTudukaTa CneunanncTa;

K) Hain4mne y comckaTensa anueHsnm paboTHMKOB, 3aKI0YUBLUNX C HUM TPYLOBblE 0OrOBOPLI, AEATENbHOCTb
KOTOPbIX HEMOCPELACTBEHHO CBS3aHa C ONTOBON TOProOBAEN NEKAPCTBEHHbIMM CpeAcTBaMmM 4114
MeOMLNHCKOro NPUMEHEHMNS, NX XpaHeHneM 1 (MSin) PO3HUYHOM TOProBJen SIeKapCTBEHHbIMY NpenapaTamm
4719 MeANLUUHCKOr0 MPUMEHEHNS, UX OTMYCKOM, XPaHEHNEM U N3rOTOBAEHNEM, UMEIOLLNX:

AN19 OCYLLeCTBNEHNS hapMaLeBTMYECKON AeaTeNbHOCTM B cchepe obpalleHns NeKapCTBEHHbIX CPeACTB ANs
MeONLMNHCKOro NpMMeHeHNs (3a uckatoyeHmem 060cobaeHHbIX NoapasaeseHnin Me4uLNHCKMX
opraHm3aLuni) - BbICLLEro uin cpeaHero apmaLeBTU4eCcKoro obpasoBaHns, a Takxe cepTudurkaTa
cneynanncTa Uam NPOMAEHHON akKpeanTaunmy cneunanuncTa;

AN19 OCyLLeCTBAeHNA (hapMaLEeBTUYECKOWN OeATeNbHOCTM B chepe obpalleHns NeKapCTBEHHbIX CPeaCcTB Aid
MeOULNHCKOro NnpuMeHeHns B 060C061eHHbIX NoApa3aeneHnax MeanUMHCKUX OpraHm3auuni -
AONONHUTENbHOrO NpodeccnoHanbHOro obpasoBaHns B 4aCTy PO3HUYHON TOPrOBSIN NEKAPCTBEHHBLIMY
npenapataMmu 414 MeAULUHCKOro MPUMEHEHNA NP Haan4yuy npaBa Ha OCyLLeCcTBJIeHNEe Me4NLNHCKOWR
AeATeNbHOCTH.

B cny4yae nepegaym paboT (ycnyr) Ha ayTCOPCUHT (TONbKO A1 OpraHn3aLnii ONTOBON TOProBan
JIEKapCTBEHHbIMU CPeACTBaMU O MEQULMHCKOrO NPUMEHEHNS) B 4YaCTW XPaHEHUS IEKAPCTBEHHbIX
CpencTB AN MeanLMHCKOr0 NPUMEHEHUS NHOW NNLLEH3MAT, C KOTOPbIM COMCKATENEM JINLLEH3UN 3aKIt04HeH
norosop (oT 12 mecsiueB) o nepenayve paboT (ycnyr) Ha ayTCOPCUHT (B YaCTU XPaHEHUS IeKapPCTBEHHbIX
CpencTB AN MeanLUMHCKOr0 NPUMEHEHUS) U KOTOPLIN UMEET JIMLLEH3UIO Ha OCYLLECTBJIEHNE
thapMaueBTNYECKON AeATEeNbHOCTY MO OCYLLEeCTBAEHWIO BbINOHAEMbIX PaboT, OKa3blBaeMbIX YCAYT,
COCTaBNALWMNX AeATeNbHOCTb MO ONTOBOW TOProBe JIEKaPCTBEHHbIMU CPEACTBAMU O MEANLIMHCKOO
NPUMEHEHNS, LO/MKEH UMeTb PabOTHMKOB, KOTOPbIE COOTBETCTBYIOT TpeboBaHnsaM ab3aua BTOPOro
HaACTOALLEro NOANYHKTa, 3aKJIOYUIN C HAM TPYLO0BbIE 4OF0BOPbLI N AeATENIbHOCTb KOTOPbIX
HenocpeACTBEHHO CBA3aHa C ONTOBOW TOProBAew JIEKapCTBEHHbIMU CPEACTBAMU, NX XPaAHEHMNEM;

J1) Ha/IM4Me y comckaTens nuueH3nm paboTHMKa (paboTHUKOB), 3aKOYUBLLIETO C HUM TPYA0BOW AOr0BOP,
AeATeNbHOCTb KOTOPOr0 HEMOCPEACTBEHHO CBSi3aHa C ONMTOBOW TOProBJei IeKapCTBEHHLIMU CPeaCTBaMU
N5 BETEPUHAPHOIr0 NMPUMEHEHUS, NX XPaHEeHNEM 1 (MJI1) PO3HUYHON TOProBEeN IEKaPCTBEHHbLIMM
npenapataMmu 4Ns BETEPUHAPHOI0 MPUMEHEHMS, NX OTMYCKOM, XPaHEHWNEM, NEPEBO3KON N U3rOTOBJIEHNEM,
MMeloLLLero BbiCcLlee unaun cpefHee hapMaueBTnyeckoe obpa3oBaHme, a TakxXe cepTUmKaT cneynanncra
NIV NPONAEHHYI0 aKKPeAMTaLNO cneunanncTa nnbo BeiCLLEe UK CpefHee BETEpUHapHoe obpa3oBaHue, a
TaKxe cepTugmKaTt cneumnanmncra.

5. ConckaTenb NULEH3UN BNpase 0TO3BaTb 3asB/eHe 0 NPeLoCTaBAEHUN ANLEH3UN A0 NPUHATUSA
JINLLEH3UPYIOLLIMM OPraHOM peLleHns 0 NpeaoCTaBAEHNN JIMLLEH3UN UK 06 0TKa3e B ee NpefoCTaB/eHUN.

6. JlnueH3naT 4Na oCywecTBAeHNS dapMaLeBTUYECKON OeATENbHOCTY O0J)KEH COOTBETCTBOBATh
cnenyoLlnM NMLEH3NOHHbBIM TpeboBaHUSAM:

a) Haan4Yme NPoM3BOACTBEHHOr0 06bekTa M 06bLEKTOB (MOMELLEHNIA, 34aHNIA, COOPYXXEHUI) U
obopynoBaHMs N0 MECTY OCYLLECTBJIEHNA (hapMaLEBTMYECKOW AeATeNIbHOCTU, MPUHAANEeXalmnX Ha npaBe
CcobCTBEHHOCTU NN Ha MHOM 3aKOHHOM OCHOBAHWUK, NpefyCcMaTPMBaIOLWEM NPaBO BJIAAEHUS 1 NMpaBo
noab30BaHMs, MO0 NpUHaaNeXalmnx Ha npaBe COBCTBEHHOCTY WU Ha UHOM 3aKOHHOM OCHOBAHUW UHOMY
JIMLEH3NATY, MMEOLLEMY JINLEH3MIO Ha OCYLLECTBeHNE DapMaLEBTNYECKOWN OEATENbHOCTM MO
ocyLlecTB/eHNO paboT, 0Ka3biBaEMbIX YCAYr, COCTABAAIOWNX AEATENbHOCTL MO ONTOBON TOProBe
JleKapCTBEHHbIMY CPeACcTBaMy A1 MeQULMHCKOro NpuMeHeHus, n 4orosop (0T 12 mecsues) o nepegaye
paboT (ycnyr) Ha ayTCOPCUHT (B YaCTW XpaHEHWS IeKapCTBEHHbIX CPeACTB AJ19 MeANLNHCKOro
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NPUMeEHEHUS), COOTBETCTBYOLLMX TpeboBaHUsAM cTaTen 54 n 55 degepanbHoro 3akoHa "06 obpalieHun
NEKapPCTBEHHbIX CpeacTB" , NpaBuaaM Haanexalen AUCTpmbbIoTOPCKON NPakTUKK B paMKax EBpa3niickoro
3KOHOMWYECKOro COt03a, NpaBuiaM Hag exallen NpakTUKN XpaHeHUs 1 NepeBO3KN JIeKapCTBEHHbIX
npenapaTos, NPaBuiaM Hag eXXallen anTeqyHoM NPaKTUKKN, YTBEPXAEHHbLIM YMOIHOMOYEHHbIM
hefepanbHbIM OPraHOM UCMNOJIHUTE/IbHON BNACTH (3@ UCKIOYEHMEM MeAULNHCKUX OpraHmM3aLimn u
060co6eHHbIX NoApa3aeneHnin MeANUNHCKNX OpraHu3aumin). NMpun pacTopXXeHnn 4OoroBopa o nepeaaye
paboT (ycnyr) Ha ayTCOPCUHT (B YaCTW XpPaHEHUS NEKAPCTBEHHbLIX CPEACTB AN MEAULIMHCKOrO
NPUMEHEHUS) NMLEeH3MaT 0653aH HanpaBuTb B PeaepabHyto CNy>K0y Mo Haa3opy B cdepe
3[4paBOOXPaHEHNS 3asBJIEHNE O BHECEHNN U3MEHEHUNI B PEECTP JIMLEH3MNIN B 4aCTU NCKIOYEHUS
NPOU3BOACTBEHHOI0 06beKTa Uy 06bLEKTOB U3 peecTpa NULEH3UNR;

6) Hann4me NPoM3BOACTBEHHOr0 06bEKTA NN 06bEKTOB (MOMELLEHNIA, 3[aHNIA, COOPYXXEHWIA) U
obopynoBaHUsA N0 MECTY OCYLLECTBNIEHNS (hapMaLEeBTUYECKON AeATeNbHOCTU, MPUHAANeXallux Ha npase
COBCTBEHHOCTM WMAN Ha MHOM 3aKOHHOM OCHOBaHWK, NPeayCMaTPMBalOLLEM NPABO BAAAEHNSA 1 MPaBO
NoAb30BaHMW4, - AN18 OpraHn3aLnin ONTOBOW TOPrOBAN IEKAPCTBEHHLIMW CPEACTBAMMN AN BETEPUHAPHOIO
NPYMEHEHUS N PO3HUYHOW TOProBAN JIEKAPCTBEHHbLIMU NpenapaTaMn 419 BETEPUHAPHOI0 NPUMEHEHUS,
COOTBETCTBYOLWUX TpeboBaHMAM cTaTel 54 n 55 GenepanbHOro 3akoHa "06 obpalleHnn nekapCTBEHHbIX
CpeLCTB" , MpaBuaaM Hafnexallen AucTpubbioTOPCKOM MPaKTUKK NeKapCTBEHHbIX NpenapaToB As
BETEPMHAPHOI0 NPUMEHEHUSA, MPaBKIaM HaLnexallen NPakTUKN XpaHeHWa 1 NepeBO3KN NeKapCTBEHHbIX
npenapaToB A5 BETEPUHAPHOro NPUMEHEHNS, NPaBUiIaM XpaHeHNs NeKapCTBEHHbLIX CPeACTB Ang
BETEPUHAPHOI0 NPUMEHEHMS;

B) Ha/MymMe NPOM3BOACTBEHHOIr0 06beKTa NN 06 LEKTOB (MOMELLEHWNIA, 30aHNIA, COOPYXKEHUI) 1
obopynoBaHUSA N0 MeCTy OCYLLEeCTBNIEHNA (hapMaLEeBTUYECKON AeATeIbHOCTU, MPUHAANeXalux Ha npase
COBCTBEHHOCTM MM Ha MHOM 3aKOHHOM OCHOBaHWM, NPeAyCMaTPMBAIOLLEM MPABO BNAAEHNSA 1 MPaBO
Nonb30BaHMWA, 4S9 BETEPUHAPHON anTe4yHOW OpraHn3auun nanm MHANBUAYanbHOro NpeanpuHuMaTens,
NUMEeLLNX NNLEH3M0 Ha (hapMaLeBTMHECKYI0 AeATelbHOCTb C MPaBOM U3roTOBAEHNS U OTNYCKa
NEKapCTBEHHbIX MPenapaToB AN BETEPUHAPHOIO NPUMEHEHUS, COOTBETCTBYOLWUX TpeboBaHMAM CTaTby
56 ®enepanbHoro 3akoHa "0O6 obpalleHnmn neKapCTBEHHbIX CPeaCTB" , MpaBMaaM U3roTOBAEHNS N OTMNYCKa
NEKaPCTBEHHbIX MPenapaToB AN BETEPMHAPHOIO NPUMEHEHUS, NMPaBWUAaM XpaHEHNS IeKapCTBEHHbIX
CPeLCTB ANs BETEPMHAPHOMO NPUMEHEHUS, NpaBMnaM Haanexalen anTe4Hon NPakTUKKN TIeKapCTBEHHbIX
npenapaTos A/ BETePMHAPHOro NPMMEHEHNS, NpasuniamM Hagnexalen NPpakTUKM XpaHeHNs U NepeBo3Kn
NEeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOI0 NPUMEHEHUS;

) Hann4ne y MeQuUMHCKON OpraHu3aunm - AnueH3naTa ANLEH3UN Ha OCyLLeCTBAEHNE MeSULMHCKON
LEeATENbHOCTY;

L) cobnioaeHre NnLeH3naToM, OCyLLLEeCTBASIOLLNM ONTOBYIO TOPrOBJIO IeKapCTBEHHLIMU CPeACTBaMU:

AN MeONLUHCKOro NpMMeHeHuns, - TpeboBaHui ctaTen 53, 54 n vyactn 7 ctaTon 67 ®efepansHOro 3aKoHa
"06 obpalueHnn neKapCTBEHHbIX CPEACTB" , MpaBua Hagnexallen AucTpubbOTOPCKON NPaKTUKKN B paMKax
EBPa3ninCcKoro 3KOHOMMYECKOro Col3a, NPaBul Haanexallen NPakTUKN XpaHeHWa 1 MepeBOo3KM
NEKapPCTBEHHbIX MPenapaToB AN MEAULUHCKOrO MPUMEHEHNWS, MPaBUA perncTpaLny onepaumnmn, CBA3aHHbIX
c obpalLeHmem neKkapCcTBeHHbIX CPeACTB A8 MEANLIMHCKOrO MPUMEHEHWS, BKJIIOYEHHbIX B NepeYyeHb
NEKAPCTBEHHbIX CPEACTB A1 MEAULUHCKOrO0 MPUMEHEHNS, NOANEXaLUNX NPeAMETHO-KOANYECTBEHHOMY
yyeTy B CneLmanbHbIX XYpHanax yyeTa onepauuni, cBa3aHHbIX C obpalleHnem nekapCTBeHHbIX CPeacTB
4719 MeANUNHCKOrO MPMMEeHeHNs, NpaBui BeAEHNA U XpaHEeHMA CheunanbHbIX XYPHaN0B y4eTa onepawumn,
CBSAA3@HHbIX C 0bpallleHneM NeKapCTBEHHbLIX CPEACTB AN MEAULUHCKOr0 MPUMEHEHNS;

N9 BETePUHapPHOro NpUMeHeHusl, - TpeboBaHuii ctateln 53, 54 n 58 ®epepanbHoro 3akoHa "06
obpalleHnmn neKapCTBEHHbIX CPEACTB" 1 MPaBuUa XPaHEHUS NEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO
NPUMEHeHNs, NPaBuN Hagfexallen AMcTpUbbIOTOPCKOM NPaKTUKM JIeKapCTBEHHbLIX NpenapaToB As
BETEPUHAPHOI0 NPUMEHEHINSA, MPaBW HagNexXallen NPakTUKN XPaHeHUs 1 NepeBOo3KN JIeKapCTBEHHbIX
npenapaToB A5 BETEPUHAPHOro NPUMEHEHNS;
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e) cobnoeHne NMLEH3MATOM, OCYLLECTBASIOLMM PO3HNYHYIO TOPrOBJI0 JIEKAaPCTBEHHLIMM NpenapaTaMm
AN MeANLVHCKOro MPUMEHEeHNS:

anTeyvyHoW opraHu3aumen, NHANBMAYa bHbIM NpeanpUHNMaTeNneM, UMEOLLMMIN JTMLEH3NIO, - MPaBUJI
Hag/exallen anTe4YHon NPaKTUKN NEKapCTBEHHbIX MPenapaToB A8 MeAULMHCKOro NPUMEHEHNSs, NpaBu
HagfeXxallen NPakTUKN XPaHEHNS U NEePEBO3KM JIEKAaPCTBEHHbLIX NPenapaToB Aad MeanLNHCKOro
NPYMEHEHNs, NpaBua OTNYCKa JIeKAapPCTBEHHbIX NpenapaToB ANd MeAULUUHCKOrO NPUMEHEHUS, MPaBu
0TMycKa HapPKOTMYECKUX CPeACTB U NCUXOTPOMHLIX BELLECTB, 3aperncTpMpoBaHHbIX B Ka4ecTse
JIeKapCTBEHHbIX NPenapaToB, NpaBwu perncTpauny onepawummn, CBasaHHbIX ¢ obpalleHmem neKapCTBEHHbIX
CpencTB And MeQULMHCKOro NPUMEHEHNS, BKJIIOYEHHbIX B MepeyeHb IEKapCTBEHHbLIX CPeacTB AJia
MeOMLUNHCKOro NpUMeHeHns, nognexalinx npeamMmeTHO-KOJMYeCTBEHHOMY yYeTy B CrnelnalibHbIX
)KYpHanax y4eTa onepaumi, CBA3aHHbIX C 0bpaLLeHNeM NeKapCTBEHHbIX CPEACTB A5 MeANLMHCKOro
NPYMEHEHUS, NpaBu BEAEHUS N XPaHEHNS CreunanbHbIX XXYPHa0B y4eTa onepaLunii, CBA3aHHbIX C
obpalleHneM NeKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NpUMeHeHns, TpeboBaHMin YacTn 6 cTaTbn 55 1
YyacTn 7 cTaTbk 67 PenepasibHOro 3akoHa "06 obpalleHUn nekapCTBEHHbIX CPeacTs" ;

MeONLUHCKON opraHu3aumnen, 06ocobneHHbIM NnogpasaeneHneMm MeauumMHCKON opraHm3aunm - npasu
OTMNYCKa JIeKapCTBEHHbIX NpenapaToB A1 MEANLUHCKOr0 MPMMEHEHNS B COOTBETCTBUMN C TpeboBaHUSMY
YyacTn 7 cTaTbk 67 PepepasbHOro 3akoHa "06 obpalleHUn nekapCTBEHHbIX CPeacTs" ;

K) cobnoaeHne NNLEH3NATOM, OCYLLECTBAAIOWMUM PO3HNYHYIO TOProBJIO NEKAPCTBEHHLIMU NMpenapaTamu
415 BETEPUHAPHOIro NPMMEHEeHNs (BeTepuHapHas anTeyHas opraHu3aumns, BeTepmHapHas opraHmsauyms,
nUmerLLasn JULEH3NI0, MHANBUAYAJbHBIA NPeaANpPUHUMATENb, UMEKOLWMIA JIMLLEH3MIO), MPaBWN Hag eXalllen
anTeYHOW NPaKTUKK JIEKapCTBEHHbIX NpenapaToB 4/ BETEPMHAPHOIr0 NPUMEHEHNS, MPaBUa XpPaHeHUs
JIeKapCTBEHHbIX CPeACTB A1 BEeTEPUHAPHOIr0o NpUMeHeHus;

3) cobnofeHmne NMUEH3MaTOM, OCYLLECTBSAIOLWMM U3rOTOBIEHNE W OTMYCK:

JIeKapCTBEHHbIX NpenapaToB 418 MegULNHCKOro NPUMEHEeHUs, - NPaBuJl U3roTOBJEHUS U OTMNYCKa
JIeKapCTBEHHbIX NpenapaToB Anad MeaULNHCKOr0 NPUMEHEHMS;

JleKapCTBEHHbIX NpenapaToB 418 BETEPMHAPHOIr0 NPUMEHEHNS, - MPaBU U3roTOBJIEHMSA W OTMyCKa
JIeKapCTBEHHbIX NPenapaToB A1 BETEPMHAPHOr0 NPUMEHEHNS;

n) cobnoneHne TpebosaHnin cTaTb 57 PepepasbHOro 3akoHa "O6 obpalleHnn NeKapCTBEHHbIX CPEACTB" ;
K) cobniogeHne nMuLeH3naToM, oCyLLeCTBAAIOWMM XpaHeHNe:

JIeKapCTBEHHbIX CPEACTB A1 MeAULMHCKOr0 NPUMEHEHUS, - MPaBWJ XPaHEHNS NeKAPCTBEHHbIX CPeACTB
AN MeANLUHCKOr0 MPMMEHeEHNA, NPaBua Haaiexallen NPakTUKN XpaHEeHNS 1 MePEBO3KUN JIeKapPCTBEHHbIX
npenapaToB a8 MegMLUMHCKOrO NPUMEHEHUS;

JIeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOr0 NPUMEHEHUS, - NPABWJT XPaHEHNS JIEKapPCTBEHHBLIX CPeACTB
AN BETEPMHAPHOr0 NPUMEHEHUS, MPaBWA HaAaeXallen NPaKTUKN XPaHEHNS N NEPEBO3KN JIEKAaPCTBEHHbIX
npenapaTos A5 BETePUHAPHOro NPUMEHeHNS;

J1) Ha/IM4ymMe B COOTBETCTBMM C NPaBUIaMn Hagaexallen NpakTUKN XpaHEHUS 1 NEePeBO3KN JIeKapCTBEHHbIX
npenapaToB, NPaBWiaMn Haanexallen ANcTPubbIoTOPCKOM NPaKTUKK B paMKax EBpa3uinckoro
3KOHOMWYECKOro COt03a /LA, OTBETCTBEHHOIO 3a BHeApEeHMNe 1 obecrnevyeHne CUCTEMbI Ka4eCTBa XpPaHEHNS
1 NepeBO3KM IEKAPCTBEHHbIX NMPenapaToB 1 akTyaan3aumio CTaHAapTHbIX ONepauuoHHbIX Npouenyp Aas
OCYLLEeCTBNIEHNS hapMaLLEeBTUYECKON AeATENIbHOCTN B chepe 0bpalleHNst NeKapCTBEHHbIX CPeCTB AN
MeLMLNHCKOro NpUMeHeHuns;

M) Han4me y UHAMBUAYANbHOIO NpeanpuHnuMaTens:

AN19 OCYLLLeCTBAEHNA hapMaLEBTUYECKOWN OeATENbHOCTM B chepe obpalleHns NeKapCTBEHHbIX CPeACTB Afis
MeONLNHCKOro NPMMEHEHNS - BbICLLEro WK cpefHero hapMaueBTnyeckoro obpasoBaHms, a Takxe
cepTudmKaTa cneumanncTa Uam NPponaeHHON akkpeauTaumMm cneunanncTa;

AN19 OCyLLeCTBAeHNA hapMaLEeBTUYECKOWN OeaTeNbHOCTM B chepe obpalleHns NeKapCTBEHHbIX CPeaCcTB ANs
BETEPUHAPHOr0 MPUMEHEHNS - BLICLLIErO UK CpedHero apMaLeBTnieckoro obpasoBaHuns, a Takxe
cepTudmkKaTa CneumnanncTa Uan NpoNLeHHON akKpeamTaumm cneymanncTa mbo BbiCLIEro nanM CpegHero
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BeTepunHapHoro obpa3oBaHna, a Takxe cepTudmKaTa CneumanncTa;

H) Hann4me y nuueHsnaTa paboTHMKOB, 3aK/IYNBLLMX C HUM TPYZLOBble 1Or0BOPLI, AEATENLHOCTb KOTOPbIX
HernocpeaCcTBEHHO CBA3aHa C ONTOBOW TOProBew JIeKapCTBEHHbIMY CPeACTBaAMU A1 MEAMLMHCKOrO
NPUMEHEHUS, X XpPaHEeHUeM 1 (Uan) PO3HUYHOM TOProBel iekapCTBEHHbIMY NpenapaTamMn ans
MeLMNLUNHCKOro NPUMeHeHUs, NX 0TMYCKOM, XpaHEHUEM N U3TOTOBJIEHWNEM, UMEIOLLNX:

AN19 OCYLLLeCTBNIEHNS (hapMaLleBTMYECKON AeaTeNbHOCTM B cchepe obpalleHns NeKapCTBEHHbIX CPeACTB AN
MeONLMNHCKOro NpMMeHeHNs (3a uckitoyeHmem 060cobaeHHbIX Nogpa3aeneHnin MeguLNHCKIX
opraHu3auui) - BbICLLIEE NN cpeaHee hapMalleBTMYeckoe obpa3oBaHue, a TakKe cepTudunkaT
crneumnannucTa Uian NPONLEHHYI0 akKpeauTaumio cneumnanmncTa;

LN OCYLLEeCTBNIeHNS (hapMaLeBTMYeCKON AeaTeNlbHOCTM B chepe obpalleHns nekapCTBeHHbIX CPeAcTB Ang
MeLMLMHCKOro NpuMeHeHuns B 060Cob1eHHbIX NoApa3aeNeHnaX MeANLNHCKNX OpraHn3aLmi -
LOMNONHUTENbHOE NpodeccroHanbHoe obpa3oBaHMe B HaCT PO3HWYHOW TOPrOBAW IeKAaPCTBEHHbLIMU
npenapataMmu 419 MeAULUHCKOro MPUMEHEHNA NP Haan4yuy npasa Ha oCyLeCcTBIeHNe Me4NLNHCKOWR
LeATeNbHOCTY;

0) Hann4me y nnueHsnaTa paboTHMKa (pabOTHUKOB), 3aKOHYNBLLIEr0 C HAM TPYAOBON AOrOBOP,
LeATeNlbHOCTb KOTOPOro HenocpeACTBEHHO CBsi3aHa C ONTOBOW TOProBJien SIeKkapCTBEHHbIMU CpeLCcTBaMU
AN BETEPUHAPHOr0 NPUMEHEHUS, X XPaHEHNEM W (MAN) PO3HUYHOWN TOProBJIEN SIeKapCTBEHHLIMU
npenapataMmu 419 BETEPUHAPHOIO NPUMEHEHMNSA, NX OTMYCKOM, XpaHEHNEM, NepeBO3KON N U3rOTOBJIEHNEM,
MMeloLLEero BhiCLLEe Uan cpeaHee hapMaLeBTMYeckoe obpa3oBaHme, a Takxe cepTudmkaT cneumnanncTa
AN NPONAEHHYIO aKKpeanTaunto cneumanncTa nmbo Beicliee uan cpefHee BeTepuHapHoe obpa3oBaHue, a
Takxe cepTugmKaT cneunanuncTa;

n) NoBbILEHNE KBaANGMMKALNN CNELNannNCToB C hapMaLeBTUYECKNM UM BETEPUHAPHbLIM 06pa3oBaHneM He
pexe o04HOro pasa B 5 ner.

7. OcyulecTB/ieHNe hapMaLLeBTUYECKON AeATENbHOCTN C FPpybbiM HapyLeHNEM ANLEH3NOHHbIX TpeboBaHMiA
B/IeYeT 3a cobol 0TBETCTBEHHOCTb, YCTAHOBIEHHYIO 3aKOHOAATeNbCTBOM Poccuiickon Penepavuun. Mpw
3TOM nof rpybbiM HapyLeHNEM NOHNUMAETCA HEBLINOJHEHWE NINLLEH3MATOM 0HOro 13 TpeboBaHwui,
npenycMOTPEHHbIX MYHKTOM 6 HacTosLwero MonoXxxeHns, NoBaeKLLee NocneacTBus, YCTaHOBEHHbIE YacTbio
10 cTtaTbu 19 2 ®epepanbHOro 3akoHa "O NMUEH3UPOBAHUMN OTAE/bHbIX BUAOB AeAaTesbHOCTN" .

8. s nonyyeHmsa NNLEH3MN CONCKATENb NNLEH3UN HanpaBaseT B 3/1EKTPOHHON hOpMe B IMLEH3NPYIOLLMIA
OpraH 3asBJieHne 0 NPefoCTaBleHNN NLEH3NN, B KOTOPOM YKa3blBalOTCA CBeAEHMS, NpeayCMOTPEeHHble
YyacTbto 1 cTaTbn 13 GefiepasibHOro 3akoHa "O NULUEH3UPOBaHUN OTAE/bHbIX BUAOB LeAaTeNbHOCTK" |, a
Takxe:

a) CBEAEHNSA O HANNYMM JIMLLEH3UN HA OCYLLECTBAEHNE MEAULMHCKON OeaTeNbHOCTY (4158 MeANLNHCKUX
opraHusauui);

6) cBeaeHNs, MOATBEPXKAAIOLLNE HASMYME Y COMCKATENS NIMLEH3MM Ha NMpaBe COBCTBEHHOCTW WU Ha UHOM
3aKOHHOM OCHOBaHWM HEOOXOANMbIX A5 OCYLLEeCTBAEHNSA (hapMaLEeBTUYECKON AeATeNbHOCTH
NpPon3BOACTBEHHOr0 06bEKTa UM 06bEKTOB (MOMELLEHWUIA, 30aHUIA, COOPYXXEHU) 1 0bopyaoBaHMS,
COOTBETCTBYIOLNX YCTAHOBJIEHHbLIM TPpeboBaHMAM, MpaBa Ha KOTOPbIE HE 3aperncTpupoBaHbl B EQNHOM
roCyfapCTBEHHOM peecTpe HeABMXUMOCTU (B C/ly4ae eCsiv Takne npaBa 3aperncTpupoBaHbl B yKa3aHHOM
peecTpe - CBefeHNs 06 3TUX NOMeLLEHUSX) (3a NCKOYEHNEM MEOULMHCKUX OpraHu3aumnii, 060cobneHHbIx
noapasfaeneHnini MeguUNHCKNX OpraHnu3auuni);

B) CBEAEHUSA, NOATBEPKAAOLMNE HANNYME ¥ COUCKATENS IMLEH3UN forosopa (0T 12 MecsaueB) 0 nepefaye
Ha ayTCOpPCUHI paboT (ycnyr), CoCTaBAAOWMX PapMaLLeBTUYECKYI0 AeATeNbHOCTb (B YacTu XpaHeHus
JIEKApCTBEHHbIX CPEACTB A1 MEAULMHCKOr0 NMPUMEHEHNS), 3aKII0YEHHOMO C JIMLEH3NATOM,
OCYLLeCTBAALWMM (hapMaLeBTUYECKYI0 LeATeIbHOCTb Mo aApecy BbIMOJHEHNSA NepefaBaeMblX Ha
ayTCOPCUHI couckaTenem nuueHsum paboT (ycnyr) (4158 NoAyYeHUs NULEH3UU HA ONTOBYO TOProBII0
JleKapCTBEHHbIMY CPeACTBaMU B C/ly4ae NPUMEHEHNs ayTCOPCUHTa);

) CBeeHWs 0 HaIMYMKN BbIAAHHOIO B YCTAaHOBJIEHHOM MOPSAKE CaHUTApPHO-3NUAEMMNOSIOT NYECKOT O
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3aKJII04EHUSI 0 COOTBETCTBUM MOMELLEHUA TPebOBAHUSAM CaHUTAPHLIX NPaBU B OTHOLLEHUN
hapMaLEeBTNYECKON AeATENbHOCTY B chepe obpalleHns NeKapCTBEHHbIX CPeACTB AN MEAULUHCKOrO
NpUMeHEeHNs (3a NCKDYEHNEM MeOULMHCKNX OpraHn3aumi, 06ocobneHHbIx nogpasaeneHnini MegmumnHCKUX
opraHm3au,v||7|, opraHmaau,mVl OMNTOBOWN TOProBJin nNeKapCTBeHHbIMKN CpeacTBamMun, nosiy4arowmnx aTNUEH3N0 Ha
OCHOBaHMK gorosopa (0T 12 mecsueB) 0 nepegaye Ha ayTCOPCMHI paboT (ycayr) B 4acTu XpaHEeHNS
JIeKapCTBEHHbIX CPEACTB A5 MEANLNHCKOrO MPUMEHEHNS);

[) CBEAEHNSA O HaIMYUN BbIAAHHOIO B YCTAHOBAEHHOM MOPAAKE CaHUTAPHO-3NNAEMNONONNYECKOT O
3aKJII0YEHUSI 0 COOTBETCTBUM MOMELLEHUA TPebOBaHUSAM CAaHUTAPHbIX MPaBUA B OTHOLLEHUN
thapMaLeBTNYECKON AeATeNbHOCTM B cchepe obpalleHns NeKapCTBEHHbIX CPeACTB A5 BETEPUHAPHOro
NPYMEHEHUS C NPaBOM U3rOTOBJIEHNS M OTNYCKa IeKapCTBEHHbIX MpenapaToB A/ BeTePUHAPHOro
NPUMEHEHNS;

€) CBeZleHns 0 BbICLLUEM UK CpefHEM dhapMaLeBTMYeCKOM 06pa3oBaHnn, a TakxXe cepTudukaTe
crneumanncTa Uan NPONAEHHON akkpeauTauum cneunanncTa - AN oCyLecTBeHns papMaL,eBTUYECKON
AeATenbHOCTU B cchepe obpalleHns NeKapCcTBEHHbIX CPEACTB AN MEANLIMHCKOrO NPUMeHeHUs (3a
ncko4eHnem 060cobneHHbIX NoapasaeneHnii MeguUMHCKNX opraHm3auunn);

)K) CBEAEHMS 0 AOMOSHUTENBHOM NpodeccMoHansHOM 06pa3oBaHMM B HYacTU PO3HWYHON TOProBan
JIeKapCTBEHHbIMY MpenapaTamMn gas MegnUNHCKOr0 NPUMEHEHMNS 1 0 HAIMYUW NpPaBa Ha OCYLLECTB/IEeHME
MeOMLUNHCKON OeATeNbHOCTN - A5 OCYLLEeCTBIEHMA dapMaLLeBTUYECKON OeATENbHOCTN B cdhepe
obpalleHnsa NeKapCTBEHHbIX CPEACTB AN MEANLMHCKOrO NpUMeHeHUs B 060cobaeHHbIX Nogpa3aesieHnsx
MeONLMHCKUX OpraHn3auunm,

3) CBEEHNS O BbICLLEM WU CpeliHeEM (hapMaLeBTNYECKOM 06pa30oBaHUK, a TakxXe cepTugmrkaTte
cneunanncTa Wam NPONAEHHON akKpeanTauny cneumanncta nnmbo BbICLLIEM WK CpeaHEM BETEPMHAPHOM
obpa3oBaHMK, a TakXXe cepTudmkaTe cneunanncTa - A1s oCyLWeCcTBAeHNS dapMaLEeBTUYECKON
AeATenbHOCTU B cchepe obpalleHuns IeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIr0 MPUMEHEHNS.

9. MNpu nogaye 3aaBs1eHNA B heliepasibHON FOCYaapCTBEHHON MH(OPMALMOHHON cucTeMe "EQMHbIN nopTan
roCyAapCTBEHHbIX Y MyHULMNAAbHbIX YCAYT ((hYHKLMIA)" NOCPeaCcTBOM MCMOJ/b30BaHNSA MYHOIO KabuHeTa
COMCKaTeNb MLEH3NN B aBTOMATUYECKOM peXXnMe MHHOPMUPYETCS O CBEAEHUSAX, MOAJSIEXALLNX
npencTtaBsieHNo ona u,ene|7| noniy4eHna nnueH3nn.

Mpy NnpoBeaeHUN NPOBEPKN AOCTOBEPHOCTY CBEAEHWI, COAEPXKALLMXCS B MPeACTaBeHHOM COMCKATENEM
JIMLEH3UN (TNLEH3NaTOM) 3a8BJIEHN O NMPEeAOoCTaBAEHUN NNLEH3NN (3a8BNEHUN O BHECEHN N3MEHEHWIA B
peecTp NNLEH3NI), MMLEH3NPYIOLWMIA OpraH 3anpalunBaeT HeobxoanMble ANS NpefoCcTaBeHns
roCyaapCTBEHHbIX yCnyr B 06/1aCTy IMLIEH3MPOBAHNS CBEAEHUS, HAaXOAALLIMECS B PACMOPSXKEHNN OPraHoB,
NnpefoCTaBAALNX rOCYJapCTBEHHbIE YC/IYTW, OPraHoB, MPeAOoCTaBAAWMX MYHULNMAJIbHbIE YCIYTU, UHBIX
roCyAapCTBEHHbIX OpraHoB, OPraHOB MECTHOr0 CamMoynpaBieHnsa n1Mbo NoaABeAOMCTBEHHbIX
roCyaapCTBEHHbLIM OpraHaM WJn oOpraHaM MeCcTHOro CaMoynpaB/eHUs opraHm3aumni, B Nopsaake,
yCTaHoB/eHHOM ®efepasibHbiM 3akoHOM "O6 opraHmM3aunm NpenocTaBAeHNs roCyapCTBEHHbIX 1
MYHULUNANbHbBIX yCnyr" .

10. na nonyyYeHns MMUEH3UN COMCKATESb JINLLEH3MNN, ABASIOWNACSA NHOCTPAHHbLIM IOPUANYECKUM SINLLOM,
npeacTaBnseT CBeAEHNS, YKa3aHHbIe B MYHKTe 8 HacToAwero MonoxxeHus.

11. JInueH3npyowmin opraH oCyLLEeCTBASET OLLEHKY COOTBETCTBUSA COUCKATENA NNLEH3NN JINLLEH3NOHHbLIM
TpeboBaHMAM 1 NPUHMMAET peLleHne 0 NPeoCTaBeHUN ANLLEH3MM MK 06 0TKa3e B ee NpeaoCTaBAEHNN B
CPOK, He NpeBbiWatowmnin 15 paboynx gHen co AHS Npuema 3asBNeHNs 0 NPenoCTaBAEHUN JTNLEH3IUN.

12. MNpun HamepeHnn OCYLLECTBNIATL (hapMaLleBTUYECKYI0 AESATENbHOCTb N0 afgpecy, He NpenyCMOTPEHHOMY
peecTpoM JINLEH3NI, B 3asiBSIEHAN O BHECEHUN U3MEHEHUIN B PEECTP NLEH3UN NNLIEH3MAT YKa3blBaeT
cnepyloLine CBeaeHNs:

a) cBefeHMs, coaep Kallive HOBbIM aapec oCyLlecTBAeHNS DapMaLEeBTNYECKON OeATEeNbHOCTY;

6) cBeeHMs, NOATBEPXAAOLLME HAaMYME Y NNLEH3MATa Ha NpaBe COBCTBEHHOCTU AWM Ha UHOM 3aKOHHOM
OCHOBaHMW HEObX0AMMbIX 418 OCYLLECTBAeHNS (hapMaLeBTNYECKOW AeaTeNbHOCTM MO yKa3aHHOMY afapecy
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NPON3BOLACTBEHHOI0 06beKTa (06beKTOB) M 060pPYAOBAHUS, COOTBETCTBYIOLWMNX YCTAHOBIEHHbLIM
TpeboBaHMAM, NpaBa Ha KOTOPbIE HE 3aperncTprMpoBaHbl B EAMHOM rocyAapCTBEHHOM peecTpe
HeOBVXXMMOCTK (B C/ly4ae ecan Takie NpaBa 3aperncTpupoBaHbl B YKa3aHHOM peecTpe - cBegeHns 06 aTnx
noMeLleHnsx) (3a UCKNOYEHNEM MeAULMHCKUX OpraHm3aunit, 060CobneHHbIX noapasaeneHun
MeONLUHCKUX OpraHnsaumi), ninbo ceeaeHus, NoATBEPXKAAOLWME HalMyme Y inueH3mnaTa (ToNbKo ans
opraHmM3aLuin oNTOBON TOProBAW JIEKAPCTBEHHBIMY CpeacTBaMu) goroeopa (0T 12 mecsueB) 0 Nepefaye Ha
ayTcopCuHr paboT (ycnyr), cocTaBnAoWLMX PapMaLLeBTUYECKYIO AeATeNbHOCTb (B YacTu XpaHeHus
JIeKapCTBEHHbIX CPEACTB A1 MEQULMHCKOrO NMPUMEHEHNS), 3aKJIIOHEHHOTO C MHbIM JINLLEH3MATOM,
OCYLLECTBAALWMM hapMaLEeBTNYECKYIO AeATeNbHOCTb N0 aApecy BbIMOAHEHNS NepefaBaeMbIX Ha
ayTCOPCUHT paboT (ycayr);

B) CBELLEHUS O BbICLLUEM WAN CpedHeM (hapMaLleBTMYECKOM 06pa30BaHNK, a TaKxXe cepTugmrkaTe
cneunanncTa Wam NPOMAEHHON akKpeauTaunm cneumanncTa - As paboTHNKOB, HaMepPEHHbIX
OCYLLECTBNATh hapMaLleBTNYECKYIO AeATENbHOCTL B chepe obpalleHns NeKapCTBEHHbIX CPeACTB ANs
MeLMLMHCKOr0 NPUMEHEHUS Mo yKa3aHHOMY agpecy (3a ucknoveHnem 060cobneHHbIX nogpasaeneHuit
MeONLUHCKNX OpraHn3aummn);

r) cBeAEHWA 0 JOMONHUTENLHOM NPOdeCcCnoHansLHOM 06pa3oBaHnM B YaCTW PO3HUYHOM TOProBAN
JIeKapCTBEHHbIMY MpenapaTamMn gas MegnUNHCKOr0 NPUMEHEHMNS 1 0 HAIMYUW NpPaBa Ha OCYLLECTB/IEeHME
MeLVLMHCKON OeATENbHOCTM - 4119 pabOTHNKOB, HAMEPEHHbIX OCYLLECTBAATL PapMaLLeBTUYECKYIO
AeATenbHOCTb B chepe obpalleHns NeKapCTBEHHbIX CPeACTB A1 MEAULUHCKOro NPUMEHEHNS B
060Cc0o6neHHbIX NOAPA3AEEHMNAX MEANLMHCKMX OPraHn3aLnii Mo yKa3aHHOMY agpecy;

L) CBEleHUS 0 BbICLLUEM UK CpeaHeM hapMaLeBTNYeCcKoM 06pa3oBaHUK, a Takxe cepTugmkaTe
cneuvanncTa UM NporMaeHHON akkpeauTaumm cnewranncta nnbo o BbICLIEM WK CPeHEM BETEPUHAPHOM
obpa3oBaHuK, a TakXXe cepTudmkaTe cneumnanmncTa - 4na paboTHUKa (paboTHNKOB), HAMEPEHHbIX
OCYLLeCTBAATh (hapMaLeBTNYECKYIO AeATeNbHOCTh B chepe obpalleHns nekapCTBEHHbIX CPeACTB Ang
BETEPUHAPHOr0 NPUMEHEHMNA MO YKa3aHHOMY agpecy;

€) cBeAEeHNS 0 HAaIMYMUN BbILAHHOI0 B YCTAHOBNEHHOM MOPAAKE CaHUTAaPHO-3NUAEMUNONOT NYECKOr0
3aKJII04EHNS 0 COOTBETCTBUM MOMELLEHUI MO YKa3aHHOMY agpecy TpeboBaHMAM CaHUTapHbIX NpaBu B
OTHOLIEHUW hapMaLLeBTUYECKON AeATENbHOCTH B Chepe obpallleHns NeKapCTBEHHbLIX CPeACTB ANs
MeLMLMHCKOr0 NPUMEeHeHUs (3a UCK0YeHneM MeANLNHCKUX opraHu3anmin, 060cobneHHbIx
nogpasfeneHnin MeguLUHCKUX OpraHn3anmi, opraHn3aumnin ONTOBOW TOPrOBAN NEKAPCTBEHHBLIMU
cpencTBaMu AN MeAULUNHCKOro NPUMEHEHNS, 3as9BMBLUMNX O BHECEHUWN N3MEHEHWIA B PEeCTp NNLEH3NIA NS
nepenayv MHOMY JIMLIEH3MATY MO AOroBopy (0T 12 mMecsAueB) Ha ayTCOPCUHT paboT (ycayr), COCTaBASALWMX
hapMaLEeBTNYECKYIO [eATeNbHOCTb B YaCTW XPaHEHNS NEKAPCTBEHHbIX CPEACTB AN MEAULNHCKOro
NPUMEHEeHNS);

)K) CBeleHMS 0 HaMYUK BbIAAHHOIO B YCTAaHOBJIEHHOM MOPSAKE CaHUTapHO-3NUAEMNOSION MYECKOr0
3aKJII04EHNS 0 COOTBETCTBUM MOMELLEHNA TpeboBaHNAM CaHUTAPHbLIX NPaBU B OTHOLLEHNN
hapMaLeBTNYECKON AeATENBHOCTM B cchepe obpalleHns TeKapCTBEHHbIX CPEACTB A5 BETEPUHAPHOr0
NPUMEHEHUS C NPaBOM N3rOTOBJIEHNS N OTMYCKa IEKAapCTBEHHbIX NPenapaToB A1 BETEPUHAPHOIo
NpPUMeEHEeHNS.

13. MNpu HamepeHW BbINOSHATL HOBbIE PaboThl, OKa3blBaTb HOBbIE YC/IYrK, COCTaBAAOLLME
thapMaLeBTNYECKYI0 LeATeNbHOCTb, HO He MpeAyCMOTPEHHbIE PeeCTPOM JNLLEH3NIA, NULEH3MAT B
3a5BJIEHUN O BHECEHNMN U3MEHEHWI B peecTp NINLLEH3MIN YKa3blBaeT:

a) B cchepe obpalleHns neKapCTBEHHbIX CPEACTB AN MeANLUHCKOrO NPUMEHEHNS:

CBeLEeHMA 0 COCTaBAALWMNX PapMaLLEBTUYECKYI0 OeATENbHOCTb paboTax (ycayrax), KoTopble AnueH3naT
HaMepeH BbIMOJIHATbL (OCYLWEeCTBAATD);

CBEAEeHNS 0 BbICLLEM UK CpefiHeM hapMaLleBTUYeCKOM 0bpa3oBaHuK, a TakxXke cepTudurkaTe cneunanncta
NIV NPONAEHHON aKKpeanTaumm cneumannicTa - 4ns paboTHNKOB, HAMEPEHHbIX BbIMOAHATb
(ocywecTBnaTh) paboThl (ycnyru), 3a ucknoveHmem 06ocobaeHHbIX nogpasfaeneHnii MeauLnHCKUX
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opraHmMsauunm;,

CBEAEHNS 0 HanM4mm Heobxoammoro ob6opyfoBaHNS, COOTBETCTBYIOLLEr0 YCTaHOB/IEHHbIM TpeboBaHUAM, a
TaKXXe CaHWTapHO-3MNAEMNONOrNYECKOr0 3aKIl0YEHNA O COOTBETCTBUMN NOMELLLEHWI, NpeAHa3Ha4YeHHbIX
ONS BbINONHEHUS (oCywecTBneHmns) paboT (ycnyr), TpeboBaHMAM CaHUTaPHbLIX NPaBWA (3a NCKIOYEHNEM
MeLMLMHCKNX opraHun3auunin, 06ocobneHHbIx nogpasfeneHnin MeuLNHCKUX opraHn3aLnii), Bel4aHHOMO B
yCTaHOBJIEHHOM Nopsaake, MMbo CBeAEHMSA 0 HAJIMYMKM Y NLLEH3NaTa (TONbKO A OpraHn3aLnii onToBON
TOProBAUN SIEKAapPCTBEHHbLIMK CPeACTBaMM) Aoroeopa (0T 12 mMecsLeB) 0 nepefaye Ha ayTCopCcuHr paboT
(ycnyr), cocTaBAaoWwmx hapMaLeBTUYECKYI0 AeATEIbHOCTb (B YaCTW XpaHEHNS NeKapCTBEHHbIX CPeACTB
4019 MeANLUNHCKOr O MPUMEHeHN), 3aKJII04YEHHOr0 C IMLEH31aTOM, OCYLLEeCTBASALWNM (hapMaLLeBTUYeCKYIo
LesATeNbHOCTb N0 aApecy BbIMNOJHEHUS NepefaBaeMblX JIULLEH3MATOM Ha ayTCOPCUHT paboT (ycnyr);

6) B cchepe obpalleHns neKapCTBEHHbLIX CPEACTB A5 BETEPUHAPHOr0 MPUMEHEHNS:

CBEAEHNS 0 COCTaBAALWNX (hapMaLeBTUYECKYIO AeATeNbHOCTb paboTax (ycnyrax), KOTopble AuueH3mnaT
HaMepeH BbIMOJIHATbL (OCYLLECTBAATD);

CBEAEHNS 0 BbICLLEM UM CPefHEM hapMaLeBTUYeCKOM 06pa3oBaHMm, a TakxXe cepTudukaTe cnewmnanncra
AN NPONAEHHOM akKKpeauTaumm cneunanncta mbo o BbICLLIEM UK CpefHEM BeTepuHapHOM obpa3oBaHuu,
a TakXe cepTudukaTe cneymnanucTa - ons paboTHmka (pabOTHUKOB), HAMEPEHHOI O BLIMOAHATD
(ocywecTBnaTb) paboTbl (ycnyrn);

CBEAEHNS 0 Ha/IM4mMm Heobxoammoro o60pyaoBaHNS, COOTBETCTBYIOLLEr0 YCTAHOBJIEHHbIM TPebOoBaHUAM;
CBEeLleHMs 0 HaJIMYUM BbIAAHHOTO B YCTaHOB/IEHHOM MOPALKE CaHUTapHO-3NUAEMNOSIOMNYECKOr 0
3aKJ/II04EHNS 0 COOTBETCTBUW MOMELLEHUI, NpefHa3HaYeHHbIX 415 BbIMOJHEHNS (OCYLLECTBAEHNA)
3asaBneHHbIX paboT (ycnyr), TpeboBaHUAM CaHUTAPHbIX MPaBUI - B OTHOLLEHMN (hapMaLeBTUYECKON
LesATeNbHOCTY B chepe obpalleHns neKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NPUMEHEHUS C NpaBoM
N3rOTOBJIEHUSA M OTMYCKa SIeKapCTBEHHbIX NpenapaToB 419 BETePUHapHOro NPUMEHEHUS.

14. JInLeH3npYoLLKA OpraH OCYLLEeCTBASET OLEHKY COOTBETCTBUS NMULLEH3NATA JNLLEH3NOHHbBIM
TpeboBaHMAM 1 NPUHMMAET PELLEHNE O BHECEHUN N3MEHEHWI B PEECTP NNLIEH3NA nan 06 0TKa3e BO
BHECEHUWN N3MEHEHWI B PEECTp JINLLEH3UA B CPOK, He npeBbiwatowmin 10 paboyunx gHewn co AHS nprema
3a5BJIEHNS O BHECEHUWN N3MEHEHWI B PeeCTp JANLEH3NN.

15. JluueHsnaT BnpaBe 0TO3BaTb 3asBNEHNE O BHECEHUN U3MEHEHWIN B PeeCTp JINLEH3NN 40 NPUHATHS
JINLEH3MPYIOLLMM OpraHOM peLleHUs 0 BHECEHUW U3MEHEHUI B peecTp nLeH3uni namn ob oTkase BO
BHECEHWN N3MEHEHWI B PEECTP JNLEH3NI.

16. BepeHune egmHoro peectpa IMLEH3NN, B TOM YACSE NNLEH3WIA, BbIAaHHLIX OpraHaMu UCMOMHUTENbHON
BlacTu cybbekToB Poccminckon deaepauny B COOTBETCTBUM C NepefaHHbIMU MOAHOMOYUAMU,
ocyulecTBnseT OenepanbHan cnyxba no Hag3opy B chepe 34paBoOXpaHEHUs. BeneHne peecTpa NMLEH3MIA
B chepe obpalleHns NekapCTBEHHbIX CPeACTB 419 BEeTEPUHAPHOro NpUMeEHeHWs ocyLLecTBaseT
®epepanbHas cnyxba Nno BeTepnHapHOMY U (hMTOCAHUTAPHOMY HaZ30py.

OpraHbl UICNOJIHUTENbHON BAacTK cybbekToB Poccuinckon Pegepaunn oCyLLeCcTBASIOT BeAeHMe peecTpa
JINLEH3UI B OTKPbITOM 1 06LLef0CTYNHON MHOPMaLMOHHOM cucTeMe B ceTu "MHTepHeT" (nanee -
MHOpPMaLMOHHasA CUCTeEMa), ONepaTopoM KoTopon senseTca ®enepanbHas cny>kba no Haasopy B cdepe
3[paBOOXPaHEHUNS 1 B KOTOPOIN pa3MeLLaeTCs CChiIka Ha peecTp ANLEH3NIA.

17. NHopMaums, OTHOCSALLANACA K OCYLLECTBIEHNIO (hapMaLleBTUYECKON AeATeIbHOCTU, NpelyCMOTpeHHas
yacTamm 1 n 2 ctaTbm 21 ®efepanbHOro 3akoHa "O NULEH3UPOBaAHUN OTAE/IbHbIX BUAOB AesTelbHoCTU" ,
pa3MmellaeTcs Ha oduunaibHOM canTe PenepanbHoOl CyX0Obl MO Hag30py B chepe 34paBOOXPAHEHNS NN
Ha ohmumanbHOM canTe PefepanbHON CyXObl N0 BETEPUHAPHOMY U (DUTOCAHUTAPHOMY HaA30py B CETU
"WHTepHeT" (panee - ouumanbHble CanTbl) B JOPME OTKPbIThIX AaHHbIX.

AKTyanbHas UHGOPMaLUs U3 peecTpa MLEH3UI f0/KHA 0ToBpaxXaTbCs Ha oPULManbHbIX CanTax B
pexume peasbHOro BpemMeHun anbo He no3gHee 5 MUHYT C MOMEHTa BHECEHUS U3MEHEHUI B peecTp
MueH3nin. B cnyyvae HepaboToCcnocobHOCTM MHGOPMALMOHHOM CUCTEMBI akTyalbHasa MHopMaLums 13
peecTpa AMLLEH3NA pa3MeLLaeTca Ha ouLMabHbIX CalTax Nocae BOCCTaHOBAeHNS paboTocnocobHoCTH
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MHMOPMALIMOHHON CUCTEMBI, HO He Nno3aHee 3 paboymx OHe CO AHA BHECEHWNS CBEAEHUIA B peecTp
JINLEH3MIA.

18. OueHKa COOTBETCTBMA COMCKATENA NNLEH3MM (InLeH3MaTa) IMLEH3NOHHLIM TpeboBaHUAM
OCYLLeCTBAARTCS NNLEH3NPYIOLLMM OPraHOM B COOTBETCTBUM CO cTaTbel 19 1 ®enepanbHOro 3akoHa "O
JIMLLEH3NPOBAHUN OTLESIbHbIX BUOOB AeATeSIbHOCTU" .

OLEeHKa COOTBETCTBMA COMCKATENS JIMLEH3NN (TMLEH3MATA) TNLEH3NOHHLIM TPebOoBaHNAM NPOBOANTCS B
thopMe Bble34HOMN OLLEHKMN.

Micnonb3oBaHme cpeacTB ANCTAHLMOHHOIO B3aMMOAENCTBNS, B TOM YUC/e BUAEOCBA3N (Janee - cpencTsa),
npv NPOBEeAEHNN Bbl€34HON OLLEHKN COOTBETCTBUS NNLEH3NOHHBIM TPeboBaHNAM OCYLLIECTBASETCS:

npv 3asBAeHNN COMCKaTeNEM INLLEH3MM PaboT 1 yCayr Mo PO3HMYHON TOProBie NEKAPCTBEHHbLIMM
npenapatamu;

npv 3asBAeHNN IMLLEH3MATOM HOBOIO aapeca no Bmay paboT u ycnyr no po3HMYHON TOProene
JleKapCTBEHHbIMY MpenapaTamu.

MopsagoK MCnosb30BaHNS CPEACTB BKJIOYAET B cebs:

yKa3aHne conckaTenemM anUeH3nn (MMueH3naToM) B 3asBIEHUN O NPeAoCTaBJEHUN NNLLEH3MN (3adBNeHNN O
BHECEHWUW N3MEHEHWI B PEECTP JIMLLEH3NI) CBEAEHNI O HANIMYUN TEXHUYECKON BO3SMOXHOCTU
NCMNOJIb30BaHWA Npy NPOBEAEHUN BbI€34HOWN OLLEHKUN CPeACTB C BO3MOXHOCTbIO MAEHTU(MKALNN
conckaTens AMUEeH3nn (nuueHsnaTta) yepes enepasibHyto rocyAapCTBEHHYI0 MHGOPMALNOHHYI0 CUCTEMY
"EQnHasa cuctemMa uaeHTUdmKaumm n ayTeHTudrnkaumm B HDpacTpykType, obecneymBatoLen
NHHOPMALMOHHO-TEXHOJIOr NY4eCKOe B3aMOAENCTBNE MHPOPMALMOHHbBIX CUCTEM, UCMONb3YEMbIX A5
npegocTaBieHNs roCyfapCTBEHHbIX U MYHULMMAJbHbLIX YCAYT B 3/IEKTPOHHON hopme”;

NPUHATME LOJHKHOCTHBLIM JINLOM JINLLEH3MPYIOLLLEr0 OpraHa pelleHns o NPoBefeHNN OLLeHKIN COOTBETCTBMA
COVCKaTeNs NMNLEH3UN (NNLeH3naTa) IMUEH3MOHHLIM TpeboBaHMAM B hOpMe BblE3LHOWN OLEHKU B
ANCTaHUMOHHOM (hopMaTe C MPUMEHEHNEM CPELCTB;

N3BELLEHNE CONCKATENS NMLIEH3UN (TMLLEeH3MaTa) 0 BeeHUN (DOTOCLEMKU U (Man) BUAEO3aNUCK - B Cllyvae
OCYLLLeCTBJIEHWNS NpoLenypbl OLEHKN COOTBETCTBUS JINLLEH3NOHHLIM TPeOOBaHNSAM B AUCTAHLMOHHOM
thopmaTe;

obecneyeHne COXPaHHOCTU UHGOPMALLIUK, NONYYEHHON NOCPEACTBOM (DOTOCHEMKN U (MNK) BUAEO3AMNUCH.
Ecnn B x04e Bble34HOWN OLLEHKWN COOTBETCTBMA CONCKATENS NNLEH3NN (NMULEH3naTa) NLEH3NOHHbIM
TpeboBaHMAM OCYLLECTBAAANCL (POTOCHEMKA U (MAK) BMAEO3aNnCh, 06 3STOM AenaeTcs 0TMETKa B akTe
OLeHKW 1 NognucaHne ero pykosogmTenemM, MHbIM LOJHKHOCTHLIM JINLOM UAN YNOJTHOMOYEHHbIM
npeacTaBuTeNneM comckaTens AMueH3nmn (mueHsmnaTa) He TpebyeTcs. B 3ToM cnyyvae maTepuransl
hoTOCHEMKM 1 (MNK) BUAEO3ANUCK NPUNAraloTCsa K akTy OLLEHKMN.

WHpopmaLus, nosiyyeHHasa ¢ UCNonb30BaHNEM CPeLCTB, Noce NpoBefeHNsa OLeHKN COOTBETCTBUS
COVCKaTens NNLEH3UN (NnLeH3naTa) JIMUEH3MOHHLIM TPeBOBaHNAM NLEH3MPYIOW MM OPraHOM
COXpaHSAeTCs B aBTOMATU3MPOBAHHON MH(OPMaLMOHHOWN CUCTEME NULEeH3MpytoLwero opraHa. CoxpaHHOCTb
yKa3aHHON nHgopMaLnn obecneynBaeTcs JMLEH3NPYIOLW MM OPraHoM.

19. Mpn NpoBegEeHNN OLEHKIN COOTBETCTBUSA COUCKATENA NMULEH3NUN (NULLeH3MaTa) TNLEH3UOHHBIM
TpeboBaHMAM NNLEH3VPYIOLWMIA OpraH MOXKET NpMBJieKaTh K MPOBEAEHWNIO TAKOW OLIEHKN He
3aUHTEpPECcOBaHHbIX B ee pe3ysibTaTax dKCNEePTOB UM IKCNEPTHbIE OpPraHn3aLumn, akkpeanToBaHHbIE B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon ®efepanmm 06 akkpeanTaLmm B HaLMOHANbHOW CUCTEMe
aKKpeaunTauun, a Takxxe NoABeAOMCTBEHHbIE NINLLEH3MPYIOLEMY OpraHy opraHusauunv (Lanee -
3KCNepTHbIE OpraHm3auumn).

MprBNeYeHne 3KCNEPTOB N IKCMEPTHbIX OPraHn3aLMin oCyLwecTBAsSETCSA Ha 6e3B03Me3HOM aNS
conckaTenemn MLEH3UN (IMLEH3MATOB) OCHOBE Ha OCHOBAHWW peLLeHNs IMLEH3UPYIOLLEro opraHa,
NOAMUCaHHOI0 YNOJIHOMOYEHHbLIM LO/HKHOCTHBLIM JINLOM JIMLLEH3MPYIOLLLEro OpraHa, B KOTOPOM
yKa3blBaOTCA (haMUanm, MMeHa, oTHecTBa (Npy HaNn4Mm) NpruBIEKaeMbIX 3KCMEPTOB UAN HAVMEHOBAHNS
3KCMEePTHbIX OpraHM3aLni.
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MHeHMS 3KCNepToB, SKCMEPTHLIX OpraHnu3aumnin 0 COOTBETCTBUMN (HECOOTBETCTBUN) COMCKATENS NINLEH3UN
(MueH3mnaTa) MMUEH3NOHHbLIM TpeboBaHMAM N3NaralTCs B CNpPaBKe (3KCMNePTHOM MHEHUW), NOAMNUCAaHHON
3KCnepTaMm n (1am) ynoaHOMOYEHHbIMU AO/IKHOCTHBIMM ANLEAMIN 3KCMEPTHBIX OpraHn3aummn, Kotopas
NnpuaaraeTcs K akTy OLEHKMN.

B cnyyae BbISIBEHMA HECOOTBETCTBUSA COMCKATENA NLEH3MMN (MLLeH3MaTa) TMLEH3NOHHBIM TpeboBaHNsaM B
aKTe OLEHKM YKa3blBAETCS, KAKUM UMEHHO NINLEH3MOHHBIM TpeboBaHMAM He COOTBETCTBYET COUCKATENb
JINLEH3UN (IMLLEH3NAT) N KAKUM HOPMATMBHbLIM NMPaBOBLIM aKTOM (C YKa3aHWEM ero CTPYKTYPHON eauHULbI)
Takoe NnUeH3noHHoe TpeboBaHme yCTaHOBIIEHO.

20. MNpepcTaBneHne conckaTenemM JIMLEH3NN (TNLEH3NaTOM) 3adBJIEHMA O NPefoCTaBAeHUN INLEH3UN
(3a8BN1€HNSA O BHECEHMUN U3MEHEHUI B PEECTP JIMLLEH3UI) N NX NPUEM JNLEH3NPYIOLW MM OPraHoM, NpUHATUe
JINLLEH3UPYIOLLIMM OPraHOM peLleHNs 0 NpeaoCcTaBAEHUN MLEH3UKN (06 0TKa3e B NpenoCcTaBieHUN
JINLLEH3UN), BHECEHUN U3MEHEHUI B pEECTp JiMLeH3uin (06 0TKase BO BHECEHUN U3MEHEHUI B peecTp
JINLEH3UI), MPUOCTAHOBIEHNI, BO30OHOBNEHUN, NPEKPALLEHNN AENCTBUS NTNLEH3UN, @ TaKXe
npenocTaBfeHne, GOPMUPOBAHME N BEAEHWNE TMLEH3UOHHOIO efia, BeAeHNe peecTpa JNLEH3NA 1
npenocTaB/ieHne CBEAEHUI, COAEPXKALLNXCA B peecTpe ANLEH3MIA, B TOM Y/CSe BbIMNCKK M3 peecTpa
JINLLEH3UI, OCYLLIECTBASIOTCA B NOPSAKe, yCTaHOBAEHHOM PefiepanbHbiM 3aKOHOM "O NNLEH3NPOBAHUN
OTAENbHbIX BULOB AeATeNbHOCTN" .

21. MNpwn nogaye 3a8BsIEHMSA 0 NPefOCTaBAEHUN NNLEH3UN (BHECEHN N3MEHEHWIA B PEECTP JINLIEH3NIA)
IOPUANYECKUM NINLOM, MHOUBMAYANbHBIM NPeanpuHUMaTenem 1 GrU3nyecknm ULOM Npu npeacTaBaeHnn
NHTEPECOB KPUANYECKOr0 inLa (MPY HaIMYUM COOTBETCTBYIOLWMX MOJHOMOYUN Y (U3NYECKOr0 SiLa)
noAanuncaHne Takoro 3asBeHNs OCYLLECTBASETCA YCUSIEHHOW KBAaAN(ULMPOBAHHOWN 3/1EKTPOHHOMN
NoAnuckHo.

Mpwn 3TOM Npu Nogaye 3asBaeHNs 0 NPeAoCTaBAEHUN NNLEH3UN PU3NYECKUM NULIOM MOANNCAHNE
3a5BJIEHUNS OCYLLECTBAAETCS YCUNEHHON HEKBANNMDULMPOBAHHON 3NEKTPOHHON MNOAMMWCHLIO, CepTUdUKaT
KJIl04a NPOBEPKM KOTOPOW CO34aH U UCMONb3yeTCs B MHAPACTPYKType, obecnednsatollen MHOOPMaLIMOHHO-
TEXHOJIOrMYecKoe B3aMMOAeNCTBNE MH(POPMALMOHHBIX CUCTEM, NCMOJb3YEMbIX N5 NPefoCTaBAeHNS
rOCYAapCTBEHHbIX Y MyHULMUNAAbHbLIX YCAYT U UCMOMHEHUSA FOCY AAPCTBEHHbLIX U MYHULMAAbHbIX (DYHKLMIA
B 3/IeKTPOHHOW hopme.

22. 3a npefocTaBaeHne MNLEH3NPYIOLWMM OPraHOM JIMLEH3UN, BHECEHNE N3MEHEHWIN B PEECTP NINLLEH3MI
Ha OCHOBAHWUW 3a5BJIEHNS O BHECEHUN U3MEHEHNA B PEECTP JIMLIEH3MNA YyNIa4YnBaeTCa rocyaapCTBEHHas
NoLwJIMHa B pa3Mepax M NopsifaKe, KOTopble YCTaHOBMEHbI 3aKOHO4ATENbCTBOM Poccuinckon degepaunm o
Hanorax n cbopax.

Bbinncka 13 peectpa AnLEH3Un B hopMe 3J1eKTPOHHOI0 AOKYMEHTa, NOANNCAaHHOIO YCUIEHHON
KBaJIM(PULMPOBAHHON 3/1EKTPOHHOW NOAMMNCHI0 NLIEH3MPYIOLLErO OpraHa, npeaocTasnseTcs 6e3 B3nMaHus
nnaTbl.

23. GepepanbHasg cnyxba no Hag3opy B chepe 34paBOOXPaHEHUS B Te4eHne 5 paboymx OHen co gHA
BblJayN OKYMeHTa 06 OKOHYaHMM NPOBEPKU NNLIEH3MATa HAaNPaBseT B OpraHbl roCyapCTBEHHOWN BNaCcTU
cybbekToB Poccuiickon depepaunin, oCyLEeCTBASIOWME NOSHOMOYMNSA, YKa3aHHble B MyHKTe 1 YacTn 1
CTaTbh 15 PepepanbHOro 3akoHa "0Ob6 ocHOBax OXpaHbl 340p0BbA FpaxaaH B Poccuninckon degepauun” ,
3aBEPEHHbIE KOMUMN NPUKA30B O MPUOCTAHOBIEHNN N BO30OHOBNEHNW OENCTBMSA NNLLEH3NIA, HA3HAYEHWN
MPOBEPOK JINLLEH3NATOB, KOMUN aKTOB NPOBEPOK INLIEH3MATOB, NpeanncaHnin 06 ycTpaHeHn BbiSBAEHHbIX
HapyLUEeHUA NNLLEH3MOHHbIX TpeboBaHWIA, MPOTOKOI0B 06 aAMUHNCTPATUBHbBIX NMPABOHAPYLLEHUSIX,
NMOCTAHOBJIEHUI O Ha3HAYeHNWN aAMWHNCTPATUBHbLIX HaKa3aHu 1 APYrux 4OKYMEHTOB, CBA3aHHbIX C
ocyLlecTBsieHMeM eaepabHOro rocyapCTBEHHOr0 KOHTPONS (Hag3opa) B cdhepe obpalleHns
JIEKApPCTBEHHbIX CPEACTB, B OTHOLIEHWMW JIMLEH3NATOB (3a NCKIIOYEHNEM JINLLEH3NATOB, NPeACTaBUBLLNX
3a5BJIEHUS O BHECEHUWN N3MEHEHWI B PEECTp JNLEH3NI), OCYLLECTBAAOLWMNX AeaTeNbHOCTb Mo obpalleHunio
JIeKapPCTBEHHbIX CPEACTB, A5 BKOYEHNS B IMLIEH3NOHHbIE AeNa B BYMaXKHOM Un 3/IEKTPOHHOM BUIE.
24, ®opMUpOBaHME NNLEH3NOHHOMO Aena COMCKaTeNsd NNLEH3MMN (B OTHOLEHNN JIEKAaPCTBEHHbIX CPEACTB
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A5 MEAVLUHCKOTO NMPUMEHEHMS), IMLEH3MATA OCYLLECTBASETCS B aBTOMATU3NPOBAHHOA
NHMOPMaLMOHHON cncTeMe PefiepanbHON CyXObl MO HaA30pY B CPEPE 34PABOOXPAHEHUS.

25. OueHKa cobnofeHns NMLEeH3naTaMu JNLEH3NOHHbLIX TPeOOBaHUIA NMPU OCYLLLECTBAEHNN
hapMaLLeBTNYECKON AeATeNbHOCTM OCYLLIECTBASETCA B paMKax hefepalibHoro rocy1apCTBEHHOI0
KOHTpPOJIs (Hag3opa) B cchepe obpalleHnsi 1eKapCTBEHHbIX CPENCTB.

MPUNOXXEHWNE
K M0N10XKEHMIO 0 IMLLEH3MPOBaHUN (hapMaLLeBTUHECKON AeATeSIbHOCTH

MEPEYEHb
BbIMOJIHAEMbIX PaboT, OKa3blBaeMbIX yCJyr, COCTaBAALWNX (PapMaLeBTUYECKYIO AeATeSIbHOCTb

l. B cchepe obpalleHns NekapCTBEHHbIX CPEACTB AJsl MEAULMHCKOrO NPUMEHEHUS

. ONToBas TOProBAs NIEKAPCTBEHHLIMY CPEACTBAMMW A5 MEAULMHCKOMO MPUMEHeH S

. XpaHeHmne neKapCcTBeHHbIX CPeACTB A5 MeAULMHCKOrO MPUMEHeH s

. XpaHeHWe NeKapCTBEHHbLIX NPenapaToB 418 MeANLMHCKOro NPUMeHEeHUS

. MepeBo3Ka nekapCcTBEHHbIX CPEACTB A9 MEAULIMHCKOrO MPUMEHEHNS

. MepeBo3Ka NeKapCTBEHHLIX NPeNapaToB A8 MeANLMHCKOr0 NPUMEHEHUS

. PO3HMYHas TOproens ekapCTBEHHbIMU MpenapaTaMu 4S8 MeANLMHCKOro MPUMEHEHUS
. OTNyCK NIeKapCTBEHHbLIX NMPEnapaToB AN1f MEANLMHCKOrO NPUMEHEHUS

. N3roToBneHme nekapCTBEHHLIX MpenapaToB A MeAULUHCKOrO MPUMEHEHNS

00 N O U1 » W N =

. B chepe obpallieHnsi 1eKapCTBEHHbIX CPELCTB A1 BETEPUHAPHOIO MPUMEHEHNS

. OnToBas TOProB/s IEKAPCTBEHHbIMW CPEACTBAMU /15 BETEPUHAPHOI0 MPUMEHEHUS

. XpaHeHne nekapCTBEHHbIX CPEACTB 415 BETEPUHAPHOI0 NPUMEHEHUS

. XpaHeHve NeKapCTBEHHbIX NPenapaToB A BETEPMHAPHOr0 NPUMEHEHMS

. MepeBo3Ka NeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOI0 NPUMEHEHUS

. MepeBo3Ka NeKapCTBEHHbIX NPENapaToB /s BETEPUHAPHOIr0 NPUMEHEHUS

. PO3HMYHas TOproBas IeKapCTBEHHbLIMY NpenapaTaMu 415 BETEPUHAPHOT0 NPUMEHEHUS
. MI3roToBneHune nekapCcTBeHHbIX NpenapaToB A5l BETEPUHAPHOIO NPUMEHEHN s

. OTNyCcK NeKapCTBEHHbIX MpernapaToB Ajs BETEPUHAPHOIO NPUMEHEHN S

00O N O U1 B W N B

MPUNOXEHWE

K MOCTaHOB/eHMIO MpaBNTebCTBA
Poccunckon ®epepalimm

oT 31 mapTa 2022 r. Ne 547

MEPEYEHb
HOPMATMBHbIX NPaBOBbIX aKTOB W OTAE/bHbIX MOJIOXKEHNA HOPMATUBHbIX NMPABOBbLIX akTOB MpaBUTENLCTBA
Poccuinckon ®@egepaunmn, yTpaTUBLLUX CUTY

1. NocTaHoBneHue MpaBnTenbcTBa Poccuiickon Penepaunn oT 22 aekabps 2011 r. Ne 1081 "O
NMUEH3MpoBaHUN hapMaLeBTudeckon geatensHoctn" (CobpaHne 3akoHofaTensCcTBa Poccninckon
®epepaumnm, 2012, Ne 1, cT. 126).

2. MyHKT 170 n3MeHeHW, KOTOpble BHOCATCS B aKThl [paBuTenscTBa Poccunckon ®efepaumm no Bonpocam
AeAaTenbHoCTU MUHNCTEpPCTBa 34PaBOOXpaHeHns Poccminckon degepaunm, yTBEpKAEHHbIX
nocTaHoBNeHneM MpaBuTtenbcTBa Poccninckon degepauun ot 4 ceHTabps 2012 r. Ne 882 "O BHeceHUn
M3MEHeHUN B HEKOTOpble akTbl [NpaBuTenscTBa Poccuinckonn ®epepaLim No BONPOCaM AeATeNbHOCTH
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MuHncTepcTBa 3apaBooxpaHeHns Poccuiickon Pepepaunn” (CobpaHne 3akoHodaTensCcTBa Poccuickon
®epepaummn, 2012, Ne 37, cT. 5002).

3. MyHKT 1 n3MeHeHuin, KOTopble BHOCATCA B akThl MpaBuTenbcTBa Poccminckon degepauny no Bonpocam
obpalleHns neKapCTBEHHbIX CPEACTB ANA MEAULMHCKOrO MPUMEHEHNS, YTBEPXKAEHHbIX MOCTAHOBAEHNEM
MpasuTtenbcTBa Poccunckon ®epepaumm ot 15 anpens 2013 r. Ne 342 "O BHeCeHUN NU3MEHEHWI B
HeKoTopble akTbl [lpaBuTensCTBa Poccuinckon ®enepaum no BonpocaM obpalleHns NeKapCTBEHHbIX
CPeLCTB Ans MeanumnHckoro npumeHeHmnsa" (CobpaHue 3akoHomaTenscTBa Poccuiickon ®epepavmm, 2013,
Ne 16, cT. 1970).

4. TIyHKT 2 U3MEeHEeHUN, KOTopble BHOCATCA B akThl MNpaBnTenbcTBa Poccninckon depepaunu,
yTBEPXXAEHHbIX NocTaHoBNeHMeM NpaBuTenscTBa Poccuinckon ®epepaumm ot 23 ceHTabpsa 2016 r. Ne 956
"O BHECEHUWN U3MEHEHUI B HEKOTOpPLIE akTbl MMpaBuTensCcTBa Poccuinckon ®enepauun” (CobpaHue
3aKoHogaTenbCTBa Poccunckon ®epepaunmn, 2016, Ne 40, cT. 5738).

5. MyHKT 2 N3MEHEeHN, KOTOPble BHOCATCA B akThl MpaBuTtenscTBa Poccuinckon ®epepaumnm,
YTBEPXLAEHHbLIX NOCTaHOBNeHUEM NpaBuTenbcTBa Poccninckon ®egepaumm ot 4 nonsg 2017 r. Ne 791 "O
BHECEHWW N3MEHEHWI B HEKOTOpbIe akThl MpaBuTenbcTBa Poccminckon ®epepaunn” (CobpaHme
3aKoHozaTenbcTBa Poccuinckon ®epepaumm, 2017, Ne 28, cT. 4165).

6. MyHKT 1 n3MeHeHu, KOTOopble BHOCATCA B akThbl MpaBuTenscTBa Poccunckon deagepauium no Bonpocam
OCYLLEeCTBJIEHNS IMLEH3UPOBAHNA OTAE/IbHbIX BUAOB AeATeNIbHOCTU Ha TEPPUTOPUN MEXOYHAPOLHOro
MeLMLIMHCKOr0 KflacTepa, YTBEPXXAEHHbIX NOCTaHOBNeHMeM paBuTenscTBa Poccuinckon ®epepaunm ot 21
eBpansa 2020 r. Ne 192 "O BHeCeHMM N3MEHEHWI B HEKOTOpPbIE aKTbl MNpaBuTenbCTBa Poccninckon
depepaumm No BONPOCaM OCYLLECTBIEHNA NNLIEH3NPOBAHNA OTAE/bHBIX BULOB AEATENbHOCTY Ha
TEeppUTOPUN MeXAYHAPOAHOro MeanunHckoro knactepa" (CobpaHue 3akoHogaTenbcTBa Poccminckom
®epepaumnm, 2020, Ne 9, cT. 1195).

7. MocTaHoBneHne MpasutenscTBa Poccuinckon ®egepauun ot 15 mas 2020 r. Ne 687 "O BHECEHMM
N3MeHEHWUI B NYHKT 5 MofoXeHns 0 MnLeH3npoBaHumn dapmMauesTuyeckon aestensHoctn" (CobpaHue
3aKoHozaTenbcTBa Poccuinckon ®epepaumu, 2020, Ne 21, ¢T. 3269).

8. MyHKT 1 n3MeHeHun, KOTopble BHOCATCA B akThl MpaBuTenbcTBa Poccminckon degepauny no Bonpocam
JINUEH3MPOBAHUS OTAENbHbLIX BUAOB AEATENbHOCTY, YTBEPXKAEHHLIX NOCTaHOBEHNEM [1paBMTENbLCTBA
Poccuinckon ®epepaumm ot 28 Hosabpsa 2020 r. Ne 1961 "O BHeCEHUN N3MEHEHWIA B HEKOTOPbIE aKThbl
MNpaBuTenbcTBa Poccninckon Pegepaumm No BONPOCaM JIMLLEH3NPOBAHNSA OTAENbHbLIX BUAOB AEATENbHOCTH"
(CobpaHue 3akoHogaTenbcTBa Poccunckonm ®enepaumm, 2020, Ne 49, cT. 7934).

9. MNMyHKT 1 N3MEHEeHN, KOTOPble BHOCATCSA B akTbl MpaBuTenscTBa Poccuinckon ®egepaumnm,
yTBEPXAEHHbIX NocTaHoBNeHUeM MpaBuTenbcTBa Poccunckon ®epepaumm ot 9 mapta 2022 r. Ne 328 "O
BHECEHUN N3MEHEHWI B HeKoTopble akTbl MpaBuTenbcTBa Poccuinckon ®epepaumun” (CobpaHue
3aKoHofaTenbCTBa Poccuinckon Pepepaunn, 2022, Ne 11, cT. 1712).
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