[JokyMmeHT npegoctasneH KoHcynbTaHTIoC

NPABUTENIbCTBO POCCUNCKOW GEAEPALIUN

NOCTAHOBJIEHUE
ot 31 mapra 2022 r. N 547

Ob YTBEPKAEHUU NOJTOXKEHUA
O IMLEH3UPOBAHUN ®APMALEBTUYECKOWN AEATENBHOCTHU

CnNMCOK N3MEHALWMX AOKYMEHTOB
(B pea. MNocraHoBneHu Mpasutensctsa PP ot 29.11.2022 N 2164,
o1 03.08.2023 N 1268, ot 01.06.2024 N 756)

B cooTBeTcTBUM € PeaepanbHbiM 3aKOHOM "O INLEH3NPOBAHUN OTAE/bHbIX BULOB AeATebHOCTH"
MpasuTenbctBo Poccuinckoit Pepepaum NOCTaHOBAAET:

1. yTBep,CI,MTb npunaraemoe MonoxeHune o NNUEH3NPOBaHUN d)apMaLLeBTMHeCKOl)'I AeATeNbHOCTU.

2. MNpwusHaTb yTpPaTUBWMMM CWUAY HOPMATMBHbIE MPaBOBble aKTbl U OTAE/IbHble MOJ0XKEHUA
HOPMaTMBHbIX NpaBOBbIX akToB [pasBuTenbctBa Poccuitickolt Pepepauun Mo MNEpPeYHI COrnacHo
NPUIOXKEHWIO.

3. Hactosilee nocTaHoOB/IeHMe BCTynaeT B cuay ¢ 1 ceHTabpsa 2022 r. u geincreyet Ao 1 ceHTabps
2028r.

Mpepcepatens Mpasutenscrea
Poccuiickon degepauymm
M.MULWYCTUH

YTBEpPXKAEHO

noctaHosneHnem [paBuTeNbCTBA
Poccuiickon ®epgepauymm

ot 31 mapta 2022 r. N 547

NONOXEHUE O NMLEH3UPOBAHUU ®APMALEBTUYECKOW AEATE/IBHOCTYU

CnMCOK M3MEHAIOLWMX SOKYMEHTOB
(8 pea. MoctaHoBneHui MpaButenscTea PO ot 29.11.2022 N 2164,
o1 03.08.2023 N 1268, o1 01.06.2024 N 756)

1. HacTtoAwee T[lonoxeHue ycTaHaBAMBaET NOPAOOK JMLEH3NPOBAHUA (apmaLEeBTUYECKOM
AeATeNbHOCTH, OCYLLECTBASEMOM IOPUANYECKUMU TULLAMU, B TOM YUCAE MHOCTPAHHBIMW IOPUANYECKUMM
NNUAMW, BK/KOYAs OpraHM3auuMM ONTOBOM TOProBAM JIEKAPCTBEHHbIMW CPeACTBamM, anTeyHble
OpraHusaunn, BeTepuHapHble anTeyHble OpraHM3auMMu, a TaKKe MedUUMHCKME OopraHu3aumMm u ux
obocobneHHble noapasgeneHuna (UeHTpbl (oTaeneHus) obuweit BpayebHoON (cemeirHON) NpPaKTUKW,
ambynatopun, denbaliepckme U GenbAWepcKo-akylWepckue MyHKTbl), PacnonoXeHHble B CeNbCKUX
HaCeNEeHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3auun (ganee COOTBETCTBEHHO -
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MeAMLMHCKME  opraHusaumu, o060co6neHHble noApasfaeneHuMa  MeAULMHCKMX — OpraHusauuii),
BeTEepPUHapHbIe OpraHM3aumn, U UHANBUAYA/IbHbIMW NPeANnPUHUMATENAMM.

2. PapmaLueBTHMYECKAn AeATENbHOCTb BKAOYAET paboTbl M yCAYrK COrNACHO NPUIOMKEHUIO.

3.  JlMueH3upoBaHMe  QapmaLeBTUYECKOW  AeATEeNbHOCTM  OCYLECTBAAT  c/ieaylolume
NNUEH3UPYIOLLME OpraHbl:

a) depepanbHaa cayxba no Hagsopy B cdepe 34paBOOXpPaAHEHUA - B YaCTU OeATeNbHOCTH,
OCYLLECTBISAEeMON:

OpraHM3auMaMM  ONTOBOW TOProBAM  JIEKAPCTBEHHLIMM  CPeACcTBaMM A8  MeAMLMHCKOro
npUMeHeHus;

anTe4YHbiIMU OpraHmsaumamu, noasenomCTBeHHbIMU ¢e,c|,epaanb|N\ OopraHam VICI'IOJ'IHVITeI'IbHOVI
BNaCTyH;

MHBIMW  OPraHM3auUMAMM W UMHAMBUAYAJbHBIMU NPeAnpUHUMATENAMU, OCYLLECTBAAIOLWMMM
bapMaueBTUYECKYIO [eATeNIbHOCTb, B YaCTM OLEHKM COBMOAEHMSA NIMLEH3MAaTaMK IMLEH3NOHHbIX
TpeboBaHWI NOCPEACTBOM OCYLECTBNEHUA denepanbHOro rocyfapCTBEHHOro KOHTPossA (Hagsopa) B
cdepe 0bpaLLeHMs NeKaPCTBEHHbIX CPEACTB (3a UCK/IIOYEHUEM /IMLEH3MATOB, MPEACTaBMBLUMX 3aAB/IeHUA
O BHECEHWW U3MEHEHWI B PeecTp NMLEH3UI Ha OcylwecTBieHne $apMaLeBTUYECKON AeATeNbHOCTU
(manee COOTBETCTBEHHO - JIMLEH3UM, PEecCTp JIMLEH3WIA), NOJIHOMOYMIA NO NPUOCTAHOB/IEHMUIO,
BO30OHOBNEHMWIO AENCTBUA NLLEH3UIA, @ TaKKe NOJHOMOYMM, CBA3AHHbIX C aHHY/IMPOBAHMEM NINLLEH3UIA
B cyaebHom nopagkKe;

6) ucnonHuTenbHble opraHbl cybbekToB Poccuitickoit ®epepaunm - B 4acTM OCyLecTBAEHWA
aeATenbHoCcTU B chepe obpalleHUs NeKapCTBEHHbIX CPEACTB ANA MeAULMHCKOrO NPUMEHeHMA (B YacTu
npeAoCTaBNEHUA NMLEH3UA U BHECEHUA U3MEHEHWUI B PEECTP IMLLEH3UIN, NPefOCTaBNEHNA BbINMUCOK U3
peecTtpa /MUEH3WIA, OLEHKM COOTBETCTBUA COWUCKATeNs JMUEH3UW, ANLEH3MATA JIMLEH3NOHHbLIM
TpeboBaHMAM - B OTHOLIEHUW COMCKATenen ANLEH3UIA U NMLEH3NATOB, NPeACTaBUBLLNX 3aABAEHUA O
BHECEHWM W3MEHEHUN B peecTp JMULEH3UIA, NpeKpaweHus AeUCTBUA NULEH3UA, GopmupoBaHMA U
BEAEHUs PeecTpoB MNPeAOoCTaB/eHHbIX OpraHaMuM rOCyAapCTBEHHOM BnacTM cybbekToB Poccuickoi
dPepepaunm AUUEH3NN, yTBEPXKAEHMA GOPM 3aABNEHUN O NPeAOCTaBAEHUM NULEH3UA, BHECEHWUMU
N3MEHEHWI B PEECTP NNLLEH3UI, YTBEPHKAEHUA GOPM YBELOMNEHUIN U APYTUX NCNONb3YEMbIX B poLecce
JIMLEH3NPOBAHMA AOKYMEHTOB, a TaKKe NPefocCcTaBAeHMA 3aMHTEPECOBaHHbIM UL, AaM MHOPMaLMK No
BONPOCaM /IMLEH3MPOBAHUA, BKAOYAA pasmelleHMe 3Ton uHPopmaumMm B  MHOOPMALMOHHO-
TeNeKoOMMYHUKaUUOHHOM ceTh "UHTepHeT" (aanee - ceTb "MHTepHeT") Ha odULManbHbIX caiTax opraHoB
rocyapCcTBeHHOM BnacTn cybbekTos Poccuiickolt Peaepaumnm ¢ ykasaHMEM apecoB 31eKTPOHHOW NoYTbl,
Mo KOTOPbIM MNO/Ib30BATENAMM 3TOM WMHPOPMALUM MOFYT OblTb HamnpaB/eHbl 3anpocbl M MOAyYeHa
3anpawmBaemasn MHGOPMaLUMA), OCYLLECTBAAEMON:

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 03.08.2023 N 1268)

OopraHun3aumnamm, 3a UCKIlO4EHNEM opraHmsau,Mﬁ OnTOBOW TOProB/an nekapCrtBeHHbIMU CpenCcTBammn
ana MmegunumHCKOro npuMMeHeHunAa U anTedyHblX opraHM3au,m71, noaBeaAoOMCTBEHHDbIX d)ep,epaanblm
opraHam NCNONHUTENbHOM BNACTy;

MHOUBMAYaNbHbIMU NPeSNPUHUMATENAMMU,
MHOCTPaAHHbIMW LOpPNANYECKUMU TNLUAMU;

B) PenepanbHan ciyba No BeTepuHapHOMY U GUTOCAHUTAPHOMY HaA30pY - B 4aCTM AEATENbHOCTH,
ocyuiectsnsemoi B chepe obpalleHUs NeKapcTBEHHbIX CPeACTB 419 BETEPMHAPHOIO NPUMEHEHWA.

4. ConckaTtenb MMLEH3NN A0NKEH COOTBETCTBOBATL chegyrowmm MMUEeH3NOHHbIM TpE6OBaHMFIMZ
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a) HanuymMe NPOU3BOACTBEHHOrO 06bEKTA MM O6BEKTOB (MOMELLEHU, 30aHNN, COOPYIKEHUI) U
060pyA0BaHUA MO MECTy ocyLLecTBNeHUA GapMaLEeBTUYECKON AeATENbHOCTM, NPUHAANEKALLMX Ha NpaBe
CO6CTBEHHOCTM MAM HA MHOM 3aKOHHOM OCHOBAHWK, MpPeayCcMaTpPUBAIOLLEM MPaBO BAAAEHUA U NPaBO
nosib30BaHMA, MM6O NpUHagAexKaWmMx Ha npaBe COBCTBEHHOCTM WM Ha MHOM 3aKOHHOM OCHOBAHWMU
WHOMY JIMLLEH3MATy, MMEeIoWeMy JIMLUEH3MIO Ha OCYLLeCTB/ieHMe paboT, OKasblBaeMblX YCAYT,
COCTaB/IAOWMX AEeATE/IbHOCTb MO ONTOBOW TOProB/ie SIEKAPCTBEHHbIMU CPEACTBAMMU ANA MEANLNHCKOro
npumeHeHuns, n agorosop (oT 12 mecAues) C coMcKaTenem auUeH3Un o nepepadye pabot (ycayr) Ha
ayTCOPCUMHT (B 4acTU XpaHEHWs JIeKapCTBEHHbIX CPeACTB ANA  MeAWMUMHCKOro MNpUMeHeHus),
COOTBETCTBYIOLNX TpeboBaHUAM cTaTb 54 PepepasnbHOro 3akoHa "O6 obpalleHUN SIeKapCTBEHHbIX
cpeacts", npaBuiam  Hagaexalenh AUCTPUObIOTOPCKOM MNpakKTUKM B pamKax EBpasuiickoro
SKOHOMWYECKOro  COl3a, MNpaBWMlamM  XPaHEHMA  JIEKApPCTBEHHbIX  CPeACTB,  YTBEPXKAEHHbIM
yNoNHOMOYEHHbIM deaepanbHbiM OPraHOM UCMONHUTENbHOM BNACTU (32 UCKAOYEHUEM MEAULMHCKUX
opraHM3aunin u 060cobNeHHbIX NoApPa3aAeNeHNIt MeaULMHCKUX OpraHn3aunii);

(8 peq. MocTaHoBneHua MpasuTenbcTea PP o1 01.06.2024 N 756)

6) HaAnuMe NPoOM3BOACTBEHHOrO 06bEKTa UM OBBEKTOB (MOMELLEHUIA, 30aHUNIN, COOPYHKEHUI) U
obopyaoBaHMA NO MEeCTy ocyLlecTBieHnA GapMaLLeBTUYECKOW AeATENbHOCTU, NPUHAANEXKALLMX HA NpaBe
COBCTBEHHOCTM MM HA MHOM 3aKOHHOM OCHOBaHWK, NpeaycMaTPUBalOLLEM NPABO BAALEHMA U NPABO
Nnosib30BaHMA, - A1A OpraHM3aLuMii ONTOBON TOProB/IM IEKAPCTBEHHbIMW CpeaCcTBAaMU AN BETEPUHAPHOTO
NPUMEHEHUS, COOTBETCTBYIOWMX TpeboBaHuam ctatbM 54 PepepanbHoro 3akoHa "O6 obpaleHum
JIeKaApCTBEHHbIX CpeacTB”, NpaBuaAam HagneKaleh [UCTPUOBLIOTOPCKOM MNPaKTUKM B pamKax
EBpa3sniiCKOro 3KOHOMMYECKOrO COl3a, MpaBWAaM XPAaHEHWs JIEKAPCTBEHHbIX CPeacTB  AnA
BETEPUHAPHOr0 NPUMEHEHUS;

(8 peq. MoctaHoBneHwuii NMpasutenbctea PO ot 03.08.2023 N 1268, o1 01.06.2024 N 756)

B) Ha/MuMe NpPoM3BOACTBEHHOIO 06BEKTA UAN OOBEKTOB (NOMELLEHUI, 34aHUIN, COOPYKEHUN) U
0bopya0BaHMA N0 MECTy ocyLecTBieHna GapMaLLeBTUYECKOW AeATENbHOCTU, MPUHAANEXKALLMX HA NpaBe
COBCTBEHHOCTM MM HA MHOM 3aKOHHOM OCHOBaHWK, NpeaycMaTpPUBalOLLEM NPABO BAAAEHMA U NPaBO
Nnosib30BaHMA, - ANA OpraHM3auuii PO3HUYHOW TOPrOBAW NIEKAPCTBEHHbIMM MpenapaTtamu  Anas
MeAMULMHCKOTrO NMPUMEHEHUA, COOTBETCTBYOWMX TpeboBaHusm ctatbk 55 PepepanbHoro 3akoHa "0O6
obpallleHN NeKapCTBeHHbIX CpPeacTB", MNpaBuAam Hagfexalwen anTeyHoW NPaKTUKKW, npaBuaam
XPaHeHUs JIeKapCTBEHHbIX CPeacTB, YTBEPMKAEHHbIM YMNO/JHOMOYEHHbIM denepasbHbiM  OpraHom
WUCNONHUTENIbHOM  BAACTM (3@ WUCKAKOYEHMEM MEAMUMHCKUX opraHusaumn u  o060cobaeHHbIX
nogpasaeneHnin MeguUNHCKMX opraHnsaummn);

(8 pea. MoctaHoBneHun MNpasutenscrea PP ot 01.06.2024 N 756)

r) HaAMume NPOU3BOACTBEHHOIO OOBEKTA WM OOBEKTOB (MOMELLEHUN, 30aHUIA, COOPYKEHUN) U
obopyaoBaHMA N0 MECTy ocyLLecTBieHna GapMaLLeBTUYECKOW AeATENbHOCTU, MPUHAANEXKALLMX HA NpaBe
COBCTBEHHOCTU MM HA MHOM 3aKOHHOM OCHOBaHWW, NpeaycMaTpUBalOLLEM NPaBO BAAAEHMA U NPaBo
Nnosb3oBaHMA, - [ANA OpraHM3auuii PO3HUYHOW TOPrOBAW JNIEKAPCTBEHHbIMM MpenapaTtamu  Ans
BETEPUHAPHOro NPUMEHEHMA, COOTBETCTBYHOWMNX TpeboBaHUAM cTaTbn 55 deaepanbHoro 3akoHa "0O6
obpallleHUN NeKapCTBEHHbIX cpeacTB”, NpaBuiam HaAfnexallel anTe4yHOW MPaKTUKU IEKapCTBEHHbIX
npenapatoB A/A BETEPUHAPHOrO NPUMEHEHMs, MNPaBUAaM XpPaHEHMA NeKapCTBEHHbIX cpeacTB ANs
BETEPUHAPHOro NPUMEHEHUS;

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 03.08.2023 N 1268)

4) Hananume Npom3BOACTBEHHOrO 06beKTa (MOMeELLEHMA, 34aHMA, COOPYKEHUA) U 060pyA0BaHMA NO
MECTY OCYLLEeCTBNeHMA dapMaLEeBTUYECKON AeATENbHOCTM, NPUHAANEKALWMX HA NpaBe COBCTBEHHOCTM
WAN Ha MHOM 3aKOHHOM OCHOBaHMU, MPeAyCMaTPMBAIOLLEM NPaBO BAAAEHUA U NPABO NO/b30BaHUA, - ANA
WHAMBUAYANbHOrO NpPeanpUHUMATENS, COOTBETCTBYIOWEro TpeboBaHuaMm cTaTbk 55 depepanbHoOro
3aKoHa "O6 o0bpalleHMM NeKapcTBEHHbIX CpeacTs”, MpaBuMaaM HagaexKalen anTeyHOM NPaKTUKK,
npaBuiam XpaHEHUA JIEKAapPCTBEHHbIX CPeACTB, YTBEPMKAEHHbIM YNOAHOMOYEHHbIM deaepanbHbIM
OpPraHoOM UCNONHUTENIbHOM BNACTY;

(8 pea. MoctaHoBneHun Mpasutenscrea PP ot 01.06.2024 N 756)
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€) Hanuumne NPomn3BOACTBEHHOrO 06beKTa UM 0BBHEKTOB (MOMELLEHUI, 3AaHNIN, COOPYHKEHUN) U
obopynoBaHMA NO MECTy ocyLecTBAeHMnA GpapMaLLeBTUUECKOM AeATENbHOCTU, MPUHAANEKALLMX Ha NpaBe
COBCTBEHHOCTM MAN HA MHOM 3aKOHHOM OCHOBaHWK, NPeaycMaTPUBAlOLLEM NPABO BAALEHMA U NPABO
NnoJib30BaHUSA, - AJ/19 BETEPMHAPHOW anTe4yHoM opraHMsaLmm UM MHANBUAYANbHOIO NpeanpuUHUMaTENS,
COOTBETCTBYOWMX TpeboBaHMAM cTaTbn 56 PepepanbHoro 3akoHa "O6 obpalieHUM NeKapCcTBEHHDIX
cpeacTs", npaBuiam HaZiexKallen anTe4yHoM NPaKTUKKN JIEKapPCTBEHHbIX MPEnapaToB 415 BETEPUHAPHOro
NPUMEHEHUS, NPaBUIaM WM3FOTOBMIEHMA M OTMYCKa JIEKAPCTBEHHbIX MPEnapaToB A4S BETEPUMHAPHOro
NPUMEHEHUS, NPaBUIaM XPaHEHUA NEKAPCTBEHHbIX CPEeACTB A5 BETEPUHAPHOIO NPUMEHEHUS;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 03.08.2023 N 1268)

) Hannume y MeauuMHCKON OpraHM3aumm - CoMcKaTena NLEH3UM JIMLLEH3UU Ha OCyLecTB/IeHne
MeLMULNHCKON AesTeNbHOCTH;

3) HanMuMe B COOTBETCTBMM C MpaBUIAaMWM HagnexKalen anTeyHOM NPaAKTUKU NIeKapCTBEHHbIX
npenapatos ANA MEAULMHCKOrO MPUMEHEHWA, NPaBUAAMW XPAHEHWA JIEKAPCTBEHHbIX CPeacTB A
MEAMLMHCKOTO NPUMEHEHUS, MPaBUIAMM HagNexawen AUCTPUObIOTOPCKOM MNPaKTUKU B pamKax
EBpa3sniiCKOro 3KOHOMWYECKOrO COtO3a /INLA, OTBETCTBEHHOrO 3a BHeApeHMe n obecneyeHne CUCTEMBI
KauecTBa XpPaHEHUA U MNepPeBO3KU JIEKAPCTBEHHbIX MPEMapaToB W  aKTyaAu3auuio CTaHOAPTHbIX
onepaumnoHHbIX Npoueayp 411 OCyLLeCcTBAeHUA dpapmaLLeBTUYECKON AeATeNbHOCTM B chepe obpalueHus
JIeKapCTBEHHbIX CPeACTB 419 MeAULMHCKOrO NPUMEHEHUS;

(8 peq. MocTaHoBneHuA MpasuTtenbctea PP o1 01.06.2024 N 756)

VI) Hainumne y uHanBmaAyasibHOro npeanpunHnmatTena:

Aana ocyuwecrtBsieHunA d)apMaLLEBTM‘-IECKOﬁ AeATenbHoOCTn B cd)epe 06pa|.I.I,EHMFI NEKapPCTBEHHDbIX
cpeacrts ana MmeauumMHCKOro npumeHeHumaA - BbiCclwlero nnm cpeagHero cbapmau,eBTqucr(oro 06pa3OBaHVIFI,
a TaKXxe CepTVId)VIKaTa cneunanncta nan ﬂpOVIAeHHOﬁ adKKpeaunTaunun cneynanmncra;

Aana ocyuwecrtsnieHuA d)apMaLI,EBTM‘-IECKOﬁ AeATeNbHOCTU B ccbepe O6paLLI,eHVIﬂ NEKapPCTBEHHbIX
cpeacTts gnA BeETEPUHAPHOIo NpuMeHeEHUA - BbiCLLEro naun cpeagHero q)apMaLl,eBTVl‘-leCKOI'O 06pa3OBaHVIFI,
a TaKXe CepTVId)VIKaTa cneutnanncrta Unau I'IpOl\;I,CI,EHHOI\/JI aKKpegutTaunnm cneunanncrta nmbo BbICLWEro UK
cpeaHero BetTepnHapHoOro 06paBOBaHMﬂ, a TaKXe cemechKaTa cneunanncta,

KoHcynbTaHTIAOC: NnpyMeYaHme.
O cobntoaeHUM NNLEH3NOHHbIX TpeboBaHUI B Cyyae MOOUIM3ALMM COTPYAHMKA, HAa/IMUME KOTOPOro
ABnseTca obasatenbHbIM, cMm. MocTtaHoBneHMe MpaButenbctea PO ot 12.03.2022 N 353.

K) Ha/in4yne y Coumckatena NUueH3nun paGOTHMKOB, 3aKo4YMBWNX C HUM TpyAaoBbleE O0OroBopbl,
0eATeNbHOCTb KOTOPbIX HENOCPeACTBEHHO CBA3aHa C onToBOM TOpI’OBI'IEVI NeKapCTBEHHbIMU CpeaCTBaMM
ana megununHCKoro npuMmMeHeHuAa, Ux XpaHeHunem u (MHM) pO3HVIHHOl7I TOpI’OBI'Ieﬁ NeKapCTBEHHbIMU
npenapatamu ana meanumMHCKOro npuMeHeHUA, X OTNYCKOM, XpaHEHUEM U U3TOTOBJIEHNEM, UMEKLLNX:

Aana ocyuwecrtsnieHuA d)apMaLl,eBTM‘-IECKOﬁ AeATenbHoOCTn B ccbepe 06an.I,eHVIﬂ NEKaPCTBEHHDbIX
cpeacrts ana  MeAUUMHCKOINo npuMeHeHunA (38 NCKNoYeHNnEeM 060cobeHHbIX no,a,pas,a,eneHMﬁ
MmegununHCKnX opraHM3au,m7|) - BbiCWIero unan cpegHero d)apmau,eBTqucr(oro O6pa3OBaHVIFI, a TaKXxe
CepTMd)VIKaTa cneunanncta nau ﬂpOVIAeHHOVI aKKpeaunTaunm cneumnanncta,

Aana ocyuwecrtsnieHuA d)apfv\au,eBTqucr(oﬁ AeATenbHoOCTn B ccbepe 06an.I,EHVIﬂ NEKaPCTBEHHDbIX
cpeacrts gna  MeguunHCKOro npumeHeHma B 060c0b1eHHbIX nogpasaeneHnax meagununHCKux
opraHmsau,Mﬁ - AONO/IHUTENBbHOIO I'IpO(beCCVIOHaﬂbHOI'O O6pa3OBaHMH B 4acCtu pO3HW—IHOVI TOprosaun
NeKapCTBeHHbIMM npenapatamn AOna MeauunHCKoro npumeHeHmAa npu Haandmnm npasa Ha
ocyuwiecresneHune Me,CI,VILI,VIHCKOVI AeATeNbHOCTU;

Ana ocyuwecrtsneHunAa d)aprv\au,eBTquCKoﬁ 0eATenbHoOCTn B cd)epe O6paLLI,EHMFI NNeKapCTBEHHDbIX
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cpeacts Ana  MeauUUMHCKOro npumeHeHwuA B 4acCtu N3roToBsieHnA pap,mod)apmaueBTquCKmx
NIeKapCTBEHHbIX MNpenapaTtoB - Bbicllee WAKM cpeaHee dapMalLLeBTUYECKOe WAUM  MeAULMHCKoe
obpasoBaHMe W pAonosHUTenbHoe npodeccuoHasbHoe o6pasoBaHMe B 06/1aCTM  pagnOXMMUN,
pagMaumoHHoi 6e3onacHoOCTM €  y4yeTom OCOBEeHHOCTeN, YCTAHOBJ/IEHHbIX 3aKOHOAATe/IbCTBOM
Poccuiickoint Pepepaummn B 061actm obecrnedeHnsa pagnaumMoHHo 6e30nacHoCTH.

(ab3au, BBeaeH MNoctaHoBneHMem MpaButenbctsa PO o1 29.11.2022 N 2164)

B cnyyae nepepaumn pabot (ycnyr) Ha ayTCOPCUHT (TONbKO AN opraHM3aluMii ONTOBOK TOProBaM
NIeKapCTBEHHbIMM CpeacTBaMU ANA MeAULMHCKOrO NPUMEHEHMUs) B 4acTU XPaHeHUA NeKapCTBEHHbIX
CpeAcTB ANa MeAMUMHCKOrO MNMPUMEHEHUA WHOM JIMLEH3MAT, C KOTOPbIM COUCKATE/IEM JIMLLEH3UU
3aknodeH gorosop (ot 12 mecsaues) o nepepade pabot (ycayr) Ha ayTCOPCUHT (B YacTM XpaHeHus
NIEKapCTBEHHbIX CPEeACTB ANA  MEeOMUMHCKOTO MNPUMEHEHMA) M KOTOPbIA MMEEeT J/IULEH3UI0 Ha
ocyuwiectsneHme ¢GapmMaLeBTUYECKON OeATENbHOCTU MO  OCYLECTB/IEHUIO BbINOJHAEMbIX paborT,
OKa3blBaeMbIX YC/Yyr, COCTaBAAIOLLMX AEATENbHOCTb MO ONTOBOM TOProB/e JIEKapCTBEHHbIMW CPeACcTBaMM
AN MeAMLMHCKOrO NMPUMEHEHUA, A0/KEH UMETb PabOTHUKOB, KOTOPblE COOTBETCTBYIOT TPe6oBaHUAM
ab3aua BTOPOro HacToAWEro MOAMYHKTa, 3aK/AYUAM C HUM TPyAOBble AOroBOPbl U AeATENbHOCTb
KOTOPbIX HENOCPEACTBEHHO CBA3aHa C ONTOBOM TOProB/ei 1IEKaPCTBEHHbIMU CPEACTBAMMU, UX XPaHEHUEM;

N) HanMuMe y coucKaTena AnLEeH3MM PaboTHMKA (PaboTHWMKOB), 3aK/OYMBLUETO C HUM TPYAO0BOM
[LOroBOp, AEeATENbHOCTb KOTOPOro HeMnocpeacTBEHHO CBA3aHa C OMTOBOW TOProBAel NEKAPCTBEHHbIMU
CpeacTBamMu A BETEPUMHAPHOTO MPUMEHEHMUS, UX XpaHeHUeM W (UanM) PO3HUYHON Toprossem
NIeKapCTBEHHbIMUM MpenapaTamu A8 BETEPUHAPHOrO MPUMEHEHMUs, WX OTMYCKOM, XpaHeHWeM,
nepeBo3KOIN M U3roTOBNEHMEM, UMEIOLLETO BbICLLEE UK cpeaHee dapmMaueBTUYeckoe obpasoBaHue, a
Takke cepTuduKaT cneumannucta UaM NPoNAEHHYI0 aKKpeauTauuio crneuwanncta avbo Bbicliee Uau
cpepHee BeTepuHapHoe 0bpa3oBaHKE, a TaKKe cepTUOMKAT cneumanmncTa.

5. Couckarenb AMueH3um Brnpase 0T03BaTb 3aAB/ieHUE O NpPpenoCcTtaBNEeHUN INMLUEH3UN A0 NPUHATUA
NUEH3NPYHOWNMM OPpraHOM pelleHnAa o npeaocrtaBiaeHnm IMUEH3NN Unn 06 OTKaze B ee npeanocraB/ieHUN.

6. /luueHsmnar gna ocywecresneHumA d)apMaLI,EBTMLIECKOﬁ AeATENbHOCTU A0/1XKEH COOTBETCTBOBATL
cneayrowmm TMUuEeH3NOHHbBbIM Tpe6OBaHMF|MZ

a) Hanuume NPOU3BOACTBEHHOrO 06bEKTA MAM OOBEKTOB (MOMELLEHUN, 30aHNN, COOPYKEHUN) U
060pyA0BaHNA NO MECTY OCyLLLeCTBAEHMA GpapMaLLeBTUUECKOM AeATeNbHOCTU, MPUHAANEKALLMX HA NPaBe
COBCTBEHHOCTN MM HAa MHOM 3aKOHHOM OCHOBaHWW, NpPeAyCMaTPUBAIOWEM MPABO BNALEHUA U MPABO
No/b30BaHUA, MH60 NPUHAANEKALMX HA NMpaBe COBCTBEHHOCTM MM Ha MHOM 3aKOHHOM OCHOBAHMM
MHOMY JINLLEH3MATY, UMEIOLEMY JINLLEH3MIO HA OCyLLecTB/eHne papmaLeBTUYECKON AeATeNIbHOCTM No
OCYLLEeCTBNEHMIO PaboT, OKasblBaeMbIX YCAYr, COCTaBAAIOWMX AEATENbHOCTb MO ONTOBOW TOProBae
NeKapCTBEHHbIMU CPEACTBAMM AN MEANLLMHCKOTO MPUMEHEHMSA, U AoroBop (oT 12 mecAues) o nepeaave
paboT (ycnyr) Ha ayTCOPCUMHT (B 4YacTW XpaHEHWA NEeKAPCTBEHHbIX CPeacTB AAA MeAMUMHCKOro
NPUMeEHEeHUs), COOTBETCTBYOWMX TpeboBaHMAM cTaTtelt 54 n 55 dPeaepanbHoro 3akoHa "06 obpaleHum
NeKapCTBEHHbIX cpeacTs", MNpaBMAaM  HaAafeXawen OUCTPUOLIOTOPCKOM MPAKTUKM B pamKax
EBpa3sniCKoro 3KOHOMMYECKOro CcOlo3a, MpaBW/Iam XPaHEHWA JfIeKapCTBEHHbIX CPeacTB, MpaBuaam
HagNe)Kalen anTe4yHoM MPaKTUKK, YTBEPNKAEHHbIM YNOAHOMOYEHHbIM deaepanbHbiM OpraHom
WCMONHUTENBHON BAacTM (33 MCKAOYEHMEM MEOMUMHCKMX opraHusaumii u  060cobneHHbIX
noapasaeneHnini MeguunHCKMX opraHmnsaumii). NMpu pacTopeHnn Aorosopa o nepegade pabot (ycayr) Ha
ayTCOPCUHT (B YaCTU XPaHEHMA NIEKAPCTBEHHbIX CPeACTB ANA MeAUUMHCKOro NPpUMEHEHUA) AnLeH3naT
06s3aH HanpasuTb B PeaepanbHylo CAyxby no Haasopy B cdepe 34paBOOXPaHEHUA 3asBAEHWE O
BHECEHUN W3MEHEHWI B PEECTP JIMLLEH3UA B YacTU MCK/OYEHUS MPOU3BOACTBEHHOIO O6bEKTa WM
06bEKTOB M3 peecTpa ANLEH3NN;

(8 pea. MoctaHoBneHun Mpasutenscrea PP ot 01.06.2024 N 756)

6) HanMuMe NPOU3BOACTBEHHOrO 06beKTa UAM 0BBEKTOB (NOMELLEHUI, 34aHUIA, COOPYKEHUN) U
060pyA0BaHNA NO MECTY OCyLLLeCTBAEHMA GpapMaLLeBTMYECKOM AeATeNbHOCTM, NPUHAAAEKALLMX Ha NpaBe
COBCTBEHHOCTN MM Ha MHOM 3aKOHHOM OCHOBaHWW, NpPeAyCMaTPMBatOWEM MPaBoO BAALEHMA W MPaBo
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NnosIb30BaHMA, - A1A OpraHM3auUMii ONTOBOWN TOProB/IM IEKAPCTBEHHBIMW CPEACTBAMM AN BETEPUHAPHOIO
NPUMEHEHNA U PO3HUYHOW TOPrOBAN IEKAPCTBEHHbIMW NpenapaTamm ANA BETEPUHAPHOrO NPUMEHEHNS,
COOTBETCTBYIOLWNX TPpeboBaHUAM cTaTel 54 n 55 PeagepanbHoro 3akoHa "O6 obpalleHUN 1eKapCTBEHHbIX
cpencts”, npaBuiaM  Hagnerkalleh  OUCTPUObIOTOPCKOM MpPaKTMKM B pamKkax EBpasuiickoro
3KOHOMMYECKOro COl3a, MpaBWIaM XPaHEHWUSA JIEKAPCTBEHHbIX CPeacTBs ANAA  BETepUMHApPHOro
NPUMeHeHUS;

(8 pea. MNoctaHoBneHu Mpasutenbctea PO ot 03.08.2023 N 1268, ot 01.06.2024 N 756)

B) Ha/n4yMe NpPOM3BOACTBEHHOIO 06bEKTa AN 0BBLEKTOB (MOMELLEHWUI, 34aHNIA, COOPYKEHNN) K
obopyaoBaHMA NO MECTy ocyLlecTBieHMA GpapMaLLeBTUYECKOW AeATENbHOCTU, MPUHAANEXKALLMX HA NpaBe
CO6CTBEHHOCTM MM HAa MHOM 3aKOHHOM OCHOBAHWW, NpeaycMaTpMBalOLLEM MPaBO BAaAEHMA U NPaBo
Nno/ib30BaHMWsA, ANA BETEPUHAPHON anTeyHol opraHM3auMm UaM UHAUBUAYAAbHOTO NpeanpUHMMaTENs,
UMELWNX NIULEH3UIO Ha ¢apMaLeBTUYECKYIO AeATeNbHOCTb C MPaBOM W3rOTOB/JEHMA WM OTMYCKa
JIeKapCTBEHHbIX NPEnapaToB A/ BETEPMHAPHOrO NPUMEHEHUS, COOTBETCTBYIOLWMX TPebOBaHMAM CTaTby
56 ®epepanbHoro 3akoHa "06 0b6palLeHMM IeKapCTBEHHbIX CPeaCcTB", NpaBMIamM U3rOTOBIEHMA W OTMYCKa
JIeKapCTBEHHbIX MpenapaToB ANA BETEPUHAPHOro NPUMEHEHUA, NPaBMAaM XpaHeHUA NIeKapCTBEHHbIX
CpeAcTB A1 BETEPUHAPHOI0 NPMMEHEHUS, MPaBUIaM Haa/1exKallleid anTeYHoM NPaKTUKN NeKapCTBEHHbIX
npenapaTos A4/19 BETEPUHAPHOIo NPUMEHEHUS;

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 03.08.2023 N 1268)

r) HanuumMe y MeAWMUMHCKOW OpraHuM3auuu - /AuUeH3MaTa JIMUEH3UM Ha ocyllecTBaeHue
MeANUMHCKOWN AeATeNbHOCTY;

,Cl,) co6mo,u,eHme NLEH3NATOM, OCylecTBAAKWMM ONTOBYHO TOPros/al0 J1EKAPCTBEHHbIMU
cpeacrsamum:

AN MeAULMHCKOro NPUMEHEHMA, - TpeboBaHui cTaTel 53, 54 n yactu 7 ctatbn 67 PegepanbHoro
3aKoHa "06 obpalleHNM NeKapcTBEHHbIX CPeacTB", NpaBMA HagNeKalen AUCTPUObIOTOPCKOM NPaKTUKM
B pamKax EBpPasMiMCKOro sKOHOMMYECKOro COH3a, MPaBUA XPaHEHWS NeKapCTBEHHbIX CPeacTB Aas
MEOMUMHCKOTO MNPUMEHEeHUs, NpaBUa  PerncTpaumm onepaumii, CcBA3aHHbIX C obpalweHnem
NIeKapCTBEHHbIX CPeacTB ANA MeAULMHCKOTO MPUMEHEHMUA, BKIOYEHHbIX B NepeyvyeHb JIeKapCTBEHHbIX
CpeAcTB ANa MeAMUMHCKOTo NPUMEHEHMA, Nogfiexalunx npenmMeTHO-KO/IMYEeCTBEHHOMY YYeTy B
CneumanbHbIX XKypHanax ydyeTa onepauuii, CBA3aHHbIX C obpalleHMemM NeKapCTBEHHbIX cpeacTB Ans
MeAMULMNHCKOro NPUMEHEHUA, NPaBUA BEAEHMA U XPaHEHUA CNeuyManbHbIX KYPHaNoB yyeTa onepauun,
CBA3aHHbIX C 06palLeHNEM IEKAaPCTBEHHbIX CPEACTB AN MeAMLMHCKOro NPUMEHEHUS;

(8 pea. MoctaHoBneHun MNpasutenscrea PP ot 01.06.2024 N 756)

ANA BETEPUMHAPHOrO NpUMeHeHus, - TpebosaHui cTatent 53, 54 n 58 deaepanbHoOro 3akoHa "06
06 paLLeHNN NEKAPCTBEHHbIX CPEACTB" M NPABUA XPAaHEHWUA NEKAPCTBEHHbIX CPeACTB A/1A BETEPUHAPHOIO
NPUMEHEHWA, NPaBUA  HagneXawen [UCTPUObIOTOPCKOM NPaKTUKM B pamMKkax Espasuiickoro
3KOHOMMWYECKOro COH03a;
(8 pea. MoctaHoBneHui Mpasutenscrtea PO ot 03.08.2023 N 1268, ot 01.06.2024 N 756)

E') CO6!'HOA€HVI€ NNLUEH3NAaTOM, OCYLWeCTBAAKWNM PO3HUYHYKO TOProB/il0 NeKapCTBEHHbIMU
npenapatamu ana megnumHCKoro npuMeHeHunAa:

anTe4yHomn OpI'aHM3aLI,M€l7I, nHOnBUNAyanbHbIM MNMpeanpuHMUMaTenem, MMerWMMnN nnUeEH3NIO,
npasun Hap,nemam,el‘/’l anTeyHom NPaKTUKU NEKAPCTBEHHbIX MPenapaTos 4N1A MeEANUNHCKOIo NpuMeHEHNUA,
npaBun XpaHeHUA NeKapCTBEHHbLIX CPeacTB AN1A MegNUUNHCKOro npuMeHeHunA, npaBua  OTMYCKa
NeKapCTBEHHbIX NpenapaToB ANA MeANLMHCKOTo NpUMeHeHNA, NpaBu OTNYCKa HAPKOTUYECKUX CpeacTs
N NCUXOTPONHbIX BELWECTB, 3aPErNCTPUpPOBAHHbLIX B Ka4YeCTBE J/IEKAPCTBEHHbLIX MpPenapaTtosB, MNpasBun
perncrtpaummn onepau,mﬁ, CBA3aHHbLIX C O6paLLI,EHMEM NeKapCTBeHHbIX Ccpeacrts Ana megunumHCKOro
nNpuMeHeHuA, BKNKOYEHHbIX B MNnepevyeHb NeKapCTBeHHbIX Cpeacts Ana MeAUUMHCKOro npumeHeHuA,
nognexawunx npeametHo-Konnm4yeCtBeHHOMY Yy4yeTy B cChneunanbHbIX XYpHanax Yy4yeTa onepau,mﬁ,
CBA3aHHbIX C O6paLLl,eHVIEM NNeKapCTBEHHbIX CPeAcCTB ANA MeaANLMHCKOro npumeHeHumaA, npasua segeHnA


https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100618
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100620
https://login.consultant.ru/link/?req=doc&base=LAW&n=453833&dst=100032
https://login.consultant.ru/link/?req=doc&base=LAW&n=477973&dst=100018
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100629
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100629
https://login.consultant.ru/link/?req=doc&base=LAW&n=453833&dst=100032
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100609
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100618
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100834
https://login.consultant.ru/link/?req=doc&base=LAW&n=458706&dst=100016
https://login.consultant.ru/link/?req=doc&base=LAW&n=477973&dst=100020
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100609
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100618
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100636
https://login.consultant.ru/link/?req=doc&base=LAW&n=453833&dst=100033
https://login.consultant.ru/link/?req=doc&base=LAW&n=477973&dst=100021
https://login.consultant.ru/link/?req=doc&base=LAW&n=458706&dst=100016

M XpaHeHUs CneumanbHbIX XKYPHA/NOB yyeTa onepauuii, CBs3aHHbIX C obpalleHnem JsieKapCTBEHHbIX
CpeAcTB ANA MeAULMHCKOro npumeHeHus, TpeboBaHMM Yactu 6 ctaTbM 55 M vactm 7 ctatbn 67
dPepepanbHoro 3akoHa "06 0bpalleHMn NeKapCcTBEHHbIX cpeacTs”;

(8 pea. MocraHoBneHun Mpasutenbctsa PP o1 01.06.2024 N 756)

MeOULUMHCKOM opraHusaumein, 060cobieHHbIM noapasgeneHneM mMeguUMHCKOM OpraHusaumm -
NnpaBW/l OTNYCKa JIEKAPCTBEHHbIX MPEnapaTtoB A8 MeOMUMHCKOTO MPUMEHEHUS B COOTBETCTBUU C
TpeboBaHMAMM YacTn 7 cTaTbh 67 PeaepanbHoro 3akoHa "O6 obpalleHnr nekapcTBEHHbIX cpeacTs";

X) cobnogeHue NULEH3MaTOM, OCYLLECTBAAIOWMM PO3HUYHYIO TOPrOB/KO JIEKAPCTBEHHbIMMU
npenapaTtamu 418 BETePUHAPHOro NpMMeHeHUs (BeTepMHapHasa anTeyHas opraHu3aums, BeTepuHapHas
opraHM3aumsa, MMmeloLwWan JIMLEH3NI0, UHANBUAYANAbHbLIA NpeanpUHUMaTENb, UMEOLWNN IMLEH3UIO),
NnpaBW/ Haa/Nexalleld anTeyHoW MNPaKTUKM JIEKAapCTBEHHbIX MpenapatoB AN BETepPUHapHOro
NPUMEHEeHUA, NPaBUA XPaHEHUS NIeKaPCTBEHHbIX CPEACTB A1 BETePUHAPHOIo NPUMEHEHUS;

3) cob0AeHUE ULEH3MATOM, OCYLLECTBAAIOLLMM U3TOTOBIEHNE N OTMYCK:

JIEKapCTBEHHbIX MPEenapaToB A1 MeAULUHCKOTO MPUMEHEHMUA, 33 UCKIOYEHUEM U3TOTOB/IEHMUA
pasnodapmMaLeBTUYECKMX IEKAPCTBEHHbIX NPenapaToB AAA MeAMLMHCKOrO NPUMEHEHUA, - NpPaBun
W3roTOB/IEHUA U OTMYCKA JIEKAPCTBEHHbIX NPenapaTos A1 MeULUHCKOTo MPUMEHEHNS;

(8 pea. MoctaHoBneHus Mpasutenbctea PP o1 29.11.2022 N 2164)

pagmModapmaLeBTUYECKUX JIeKapCTBEHHbIX MpenapaTtoB ANs8 MeAULMHCKOro NpUMeHeHus,
nopagkKa U3rotosseHus paanodapmaLeBTUYECKUX NEKAPCTBEHHbIX NPenapaTos;
(ab3au BBeaeH MNoctaHoBneHMem MpaButensctea PO ot 29.11.2022 N 2164)

NEKapPCTBEHHDbIX NpenapaTtoB 414 BETEPUHAPHOIo NpMMeHeHuA, - NpaBu U3rotoBsIEHNA U OTNYCKa
NEeKapCTBEHHbIX NMpenapaTtos ANA BETEPUHAPHOIO NPUMEHEHUA,;

n) cobntogeHne TpeboBaHuii ctatb 57 PepgepanbHoro 3akoHa "0O6 obpallleHNn NeKapCTBEHHbIX
cpepcTs";

K) cobntogeHne NMueH3naToM, OCYLLECTBAAIOWMM XpaHeHue:

JNIEKapPCTBEHHbIX CPeacTB A1 MEAULMHCKOrO MPUMEHEHMUA, - NPABUA XPaHEHUA NEKAPCTBEHHDIX
CpeAcTB  ANAd  MeOUMUMHCKOrO MPUMEHEHMUA, NpPaBU  XPaHEHUA JIeKApCTBEHHbIX CpPeacTB A
MeANLMHCKOro NPMMEHEHMUS;

(8 pea. MoctaHoBneHun Mpasutensbcrea PP ot 01.06.2024 N 756)

NIeKApCTBEHHbIX CPeACTB AN1A BETEPUHAPHOIO NMPUMEHEHMA, - NPABUJI XPAaHEHUA JIeKapCTBEHHbIX
CpeacTB ANA BETEPMHAPHOIo NPUMEHEHUS;
(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 03.08.2023 N 1268)

N) HanuumMe B COOTBETCTBMM C NPABWIAMM XPaAaHEHMA JIEKAPCTBEHHbIX CPEACTB, MpaBuMaaMU
Haanexallel ANCTPUOBLIOTOPCKOM MPAKTUKM B pamKax EBpasMMCKOro sKOHOMWYECKOro col3a /vua,
OTBETCTBEHHOrO 33 BHeApeHMe W obecneyeHWe CUCTEMbI KayecTBa XPaHEHUs UM NepeBO3KM
NIEeKAPCTBEHHbIX MNPEenapaTtoB M  aKTyaAu3auMio CTaHOAPTHbIX OMEPAUMOHHbIX Mpoueayp Ans
ocywiectneHnn dapmaLLeBTUHECKOW AeATeNbHOCTU B chepe obpalleHMA NeKapCTBEHHbIX CPeaCcTB s
MeOMULNHCKOTo NPUMEHEHMS;

(8 pea. MoctaHoBneHun Mpasutenscrea PP ot 01.06.2024 N 756)

M) HafMyme y UHANBUAYANbHOrO NPeAnpPUHUMATENS:

Ana ocyuwecrtsneHunAa d)aprv\au,eBTqucxoﬁ AeATenbHoOCTn B cd)epe o6paLu,eva NNEKapPCTBEHHDbIX
cpeAacTts AnAa MmeanumMHCKOro npumeHeHumaA - BbiCllero nnun cpeaHero d)apmaLl,eBTqucr(oro o6pa3OBava,
a TaKXxe CepTVId)VIKaTa cneunanncta nan I'IpOVI,CI,GHHOVI adKKpeaunTaunun cneynanmncra,


https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100795
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100834
https://login.consultant.ru/link/?req=doc&base=LAW&n=477973&dst=100022
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100834
https://login.consultant.ru/link/?req=doc&base=LAW&n=432780&dst=100014
https://login.consultant.ru/link/?req=doc&base=LAW&n=432780&dst=100016
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=100634
https://login.consultant.ru/link/?req=doc&base=LAW&n=477973&dst=100022
https://login.consultant.ru/link/?req=doc&base=LAW&n=453833&dst=100033
https://login.consultant.ru/link/?req=doc&base=LAW&n=477973&dst=100023

ANA ocyulectsieHna dapmaueBTMYECcKor AeatenbHocTu B chepe obpalleHns NeKapCTBEHHbIX
CpeAcTB ANA BEeTEPUHAPHOIro NPUMEHEHMA - BbICLLEro uan cpegHero papmaueBTMYecKoro obpasoBaHms,
a Takxe ceptudunKaTa cneymanmcta UamM NpPonaeHHON akkpeamuTaumMmn cneunanncra 1Mbo BbicLEro nUau
cpepHero BeteprMHapHoOro obpasoBaHus, a TakKe cepTUdMKaTa CneLmanuncTa;

H) HaAn4KMe y nuUeH3naTa PaboTHUKOB, 3aK/TIOYUBLLMX C HUM TPYA0Bble 40TOBOPbLI, AeATENbHOCTb
KOTOPbIX HernocpeaCcTBEHHO CBfi3aHa C OMTOBOM TOProBAei NEKapCTBEHHbIMM CpPeacTBaMu  Ann
MEANUMHCKOTO TMNPUMEHEHUs,, WX XpaHeHuem W (MM) PO3HUYHOW TOProB/el NeKapCTBEHHbIMM
npenapaTtamu gas MeauuMHCKOro NPUMEHEHMUs, UX OTNYCKOM, XpaHEHMEM U U3rOTOB/IEHUEM, UMEIOLLMX:

ONA ocyllectsieHnsa dapmaueBTMYEcKor AeatenbHocTu B chepe obpalleHUs NEeKapCTBEHHbIX
CpeacTB AN  MEAMUMHCKOrO MNpUMEHeHMs (3a MCKaoYeHuem 060cobieHHbIX noapasgeneHuli
MEeAMUMHCKMX OpraHuMsaumii) - Bbicllee waM cpegHee dapmaleBTUYeckoe 06pasoBaHMe, a TaKxke
cepTUdUKaT cneunanncta Uam NpoiaeHHyo akkpegmTaumio Cneuuanmncra;

ONA ocyuwecTBneHUs ¢apmaueBTUYECKON aeATenbHoCTM B chepe obpalleHus eKapCcTBEHHbIX
CpeacTB  Aaa  MegMUMHCKOTO MNpPUMMEHEeHMA B 060COB/IeHHbIX MNoApasfeneHusx MeanUUHCKUX
opraHusaumit - gononHuTenbHoe npodeccuoHasbHOe 06pa3oBaHME B YacTU PO3HMYHOW TOProBAM
NIeKapCTBEHHbIMM  Mpenapatamn A48  MeAULMHCKOrO MPUMEHEHWA MpU  HaAuyuuMyM npaBa Ha
OCyLLEeCTBNEHME MEAULMHCKOW AeATeNbHOCTH;

ANA ocyuwectsieHus dapmMaueBTUYECKON AeATenbHOCTM B chepe obpalleHUa NeKapCTBeHHbIX
cpeacTB  ANA  MeOMUMHCKOTO MNPUMEHEHMA B 4YacTM  M3roTOBNEHUs  paauodapmaleBTUYECKUX
NIeKapCTBEHHbIX MNpenapatoB AAA MeAUMUMHCKOro MNPUMEHEeHMs - BbiCllee WAUM  cpedHee
dapmaueBTMUEeCKOe WAM  MeAMUMHCKoe o6pa3oBaHMe U AONOAHUTENbHOe npodeccUoHanbHoe
obpasoBaHue B 06s1aCTM pPagUMoOXMMnUK, pPaanauMoHHOM 6He30MacHOCTM C yyYyeTom ocobeHHocTel,
YCTaHOB/NEHHbIX 3aKOoHOoAaTenbCcTBOM Poccuitckon Pepepauum B obnactn obecneyeHna paguaumoHHOM
b6e3onacHocTH;

(ab3au BBeaeH MNoctaHoBneHMem MpaButensctea PO ot 29.11.2022 N 2164)

0) Hannuue y nnueHsmnata paboTHMKa (PaboOTHMKOB), 3aK/OYMBLLErO C HUM TPYA0BOW AOroBOp,
AeATeNbHOCTb KOTOPOro HeNoCpPeACTBEHHO CBA3aHa C OMNTOBOM TOProB/iei NeKapCTBEHHbIMM CPEeACTBaMM
AN BETEPUHAPHOrO MPUMEHEHMS, UX XPaHeHWemM W (UAKM) PO3HMYHOM TOprosael NEeKapCTBEHHbIMM
npenapatamu A48 BETEPUHAPHOTO MPUMEHEHWA, WX OTMYCKOM, XpaHEeHMeMm, TMepeBO3KON U
M3roToB/IEHWEM, MMEIOLLEro Bbiclee WAM cpeaHee ¢dapmaueBTUYeckoe o6pasoBaHMe, a TaKKe
cepTMdMKaT cneumanmcTa Uam NponaeHHyo akkpeguTaumio cneumanmncta aMbo Bbicliee UAKM cpeaHee
BETEepMHapHOe 06pa3oBaHuMe, a TaKKe CePTUOUKAT CNeunanncTa;

n) noBbllWeHMEe KBanMdMKauMM chneumannctoB ¢ ¢GapmaleBTUYECKUM WMAW  BETepPUHAPHbIM
06pa3oBaHNEM He perKe 04HOro pasa B 5 neT;

p) pasmeLleHne NNLEH3NATOM B EANHOMN rOCYyAapCTBEHHOMW MHPOPMALMOHHON cucTeme B chepe
34,paBOOXPaHEHNA CBeAEHUIN O dpapMaLeBTUUYECKOM OPraHU3aL MM U O IMLLAX, YKA3aHHbIX B MOANYHKTaX
"mM" n "H" HacToALWero NyHKTa, B COOTBETCTBUM co cTaTbel 91.1 deapepanbHoro 3akoHa "O6 ocHoBax
OXpaHbl 340p0OBbA rpaxaaH B Poccuitickon depepaunmn” B nopagKke M CPOKWU, YCTAHOB/IEHHblE
MonoxeHnem o eauHON rocyfapcTBeHHON MHPOPMaLMOHHOM cucTeme B cdepe 34paBOOXPaHEHMS,
yTBEpPXAEHHbIM NocTaHoBAeHMeM [paBuTenbcTBa Poccuiickoin Pegepaumm ot 9 pespana 2022 r. N 140
"O epunHoOl rocyfapcTBeHHON MHOOPMALMOHHOM cucTeMe B chepe 34paBOOXPaHEHUA", NocpeacTBOM
MHOOPMALMOHHON CcUCTEMBI PapMaLEBTUYECKON OPraHM3aUMM UAU NOCPEACTBOM TOCYAAPCTBEHHOM
nHdopmMauMoHHON cuctembl B chepe 34paBooxpaHeHMa cybbekTa Poccuinckoit deaepaumm (B cayyae
€C/IM rocyfapcTBeHHan MHPOpPMaLMOHHAn cuctema B chepe 34paBOOXpPaHEHMA cybbeKTa Poccuiickol
depepauum obecneymBaeT BbINOAHEHME GYHKUMA WMHOOPMALMOHHON cUCTeMbl papmaLeBTUYECKOM
OpraHM3aunn) UaM NocpPeacTBOM MHOM WHPOPMALMOHHON CUCTEMbI, NpeaHa3HauYeHHoM ana cbopa,
XpaHeHusa, 06paboTKM M NpeaocTaBaeHUs MHGOpPMaLMK, Kacatowenca AeaTeslbHOCTU GapmaLLeBTUYECKOW
OpraHM3aunn 1 NPeaoCTaBAAEMbIX €10 YCAYT.
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(nn. "p" BBeaeH MoctaHoBneHWem MpaBuTenbcTBa PP o1 29.11.2022 N 2164)

7. OcywectBneHmne dapmaueBTUYECKOM AeATe/IbHOCTU C rpybbiM HapyLeHUemM JIMLEH3UOHHbIX
TpeboBaHMN BreyeT 3a coboil OTBETCTBEHHOCTb, YCTAHOB/IEHHYIO 3aKOHOAATeNbCTBOM Poccuinickol
®epepauum. MNpu aTom nog rpybbiMm HApyLEHMEM MOHUMAETCA HEBLINOJIHEHME ANLEH3NATOM OLHOMO U3
TpeboBaHWIA, NPEeAYCMOTPEHHbIX MYHKTOM 6 HactoAwero [lonosKeHus, MoBJeKwee NocieacTBus,
yCTaHOBAEHHble YacTbio 10 ctaTbm 19.2 PenepanbHOro 3akoHa "O NMUEH3UPOBAHUN OTAE/bHbIX BUAOB
aeatenbHoctn".

8. [na nosyyeHUs NNLEH3UN COMCKATEsb JINLLEH3UN NPEACTAaBAfET B JINLEH3MPYIOLWLMI OpraH B
bopMme 3N1eKTPOHHOTO AOKYMEHTA, MOANUCAHHOIO 3/IEKTPOHHOW NOAMNUCHIO B COOTBETCTBUM C MYHKTOM 21
HacToswero MonoXKeHUs, NyTem 3ano/IHEHUA 3asABAEHUSA O MPeAOoCTaBJAEHUU JIMLLEH3UU, B KOTOPOM
YKa3blBalOTCA CBeAEeHMA, NpeaycmoTpeHHble 4Yactbto 1 ctatem 13 PepepanbHoro 3akoHa "O
JIMLLEH3MPOBAHUM OTAE/bHbIX BMAOB AeATe/bHOCTMU", C MCNoNb30BaHWMEM [AaHHbIX M3 deaepasnbHoM
rocyfapcTBeHHON MHPopmMaLMoHHON cuctembl "EgMHas cuctema aeHTMOUKaummn 1 ayTeHTMdmnKaumum B
MHPPACTPYKTYpE, obecneumBatoLeit MHGOPMALNMOHHO-TEXHOIOTMYECKOE B3aMmogencremne
MHGOPMALMOHHbIX CUCTEM, UCNONb3YEMbIX ANA NPEAOCTaBAEHUA FOCYAaPCTBEHHbIX U MYHMLMMNANbHbIX
YCNyTr B 3N1EKTPOHHON popme" 1 eanHOro peectpa yyera IMLEH3NN B IMMHOM KabuHeTe denepanbHoOM
rocyapcTBeHHoOM MHPOPMALMOHHONM cucTembl "EAMHBIN NOPTan rocygapCcTBEHHbIX U MYyHULMNANAbHbIX
yenyr (yHKumiA)".

(n. 8 B pea. MNoctaHoBneHus Mpasutenbctea PO ot 29.11.2022 N 2164)

9. Mopaaya 3aaBNEHUA O NPEAOCTABAEHUM NLEH3UMN, 3aBNIEHUA O BHECEHUN U3MEHEHUIA B peecTp
JMLEH3NN  ocylecTBAAeTcA  MocpeacTBOM — MCNOAb30BaHMA  denepanbHOM  rocyfapCTBEHHOW
MHpopmaumMoHHON cnctembl "EANHBIM NOPTan rocyaapcTBEHHbIX U MyHULMOANAbHBIX yenyr (pyHKuni)" B
bopMe 31eKTPOHHOIo AOKYMEHTa.

(8 pea. MoctaHoBneHus MpasutenbcTea PP o1 29.11.2022 N 2164)

Mpu npoBefeHUM MNPOBEPKU AOCTOBEPHOCTU CBEAEHMUM, COAEPKAWMXCA B MNpeacTaBIeHHOM
coucKaTenem J/MUEH3MM (NLEH3MATOM) 3anBAEHMM O MNPEAOCTaBNEHUN ULEH3MM (3anaBNeHUU O
BHECEHUWN U3MEHEHUI B PEecTp /IMLEH3MI), IMLEH3MPYIOLWMIA OpraH 3anpalunsBaeT Heobxoaumble ans
npeaocTaBNeHNA TOCYAaPCTBEHHbIX yCayr B 06/1acTW NMLEH3MPOBAHWUA CBEAEHMUA, Haxogslwmecs B
pPacnopsKeHMM OpraHoB, NPeAOCTaBAAIOLWMX FOCYAaPCTBEHHbIE YCNYTU, OPraHoOB, NPeAOCTABAAIOLWMX
MYHWULMNANbHbIE YCAYIU, MHbIX TOCYAapPCTBEHHbIX OPraHOB, OPraHOB MECTHOro camoynpasieHus Anbo
NoABeAOMCTBEHHbIX FOCYAapPCTBEHHbIM OpraHam Uau opraHam MecTHOro CamoynpaB/ieHUs opraH1saLuuii,
B nopagKe, ycTaHoBieHHom ®deaepanbHbim 3akoHom "O6  opraHusauum npeaocTaBeHus
roCyA,apCTBEHHbIX U MYHULMNANAbHbIX yCayr".

10. YTpaTtun cnny ¢ 1 mapta 2023 roga. - [MoctaHoBneHue MNpasutenbctsa PO 01 29.11.2022 N 2164.

11. ﬂMLLEHBMpleU.LMVI OpraH ocCywectBnAdAeTr OueHKY COOTBETCTBMA COMCKATeENA JIMUEH3UN
NMUEH3NOHHbIM Tpe6OBaHMﬂM nyTem HanpaB/1eHNA MEXBEAOMCTBEHHbIX 3aNpPOCOB B MHCbOpMaLI,MOHHbIe
CNCTEeMbI Chegyrumnx opraHoB:

depepanbHO HanoroBol CAyXb6bl - B 4acTM MOAYYEHUS CBEAEHUA 06 MAEHTUPUKALMOHHOM
HOMepe HasoronaTeNbLMKa, OCHOBHOM FOCYAapCTBEHHOM PErNCTPALMOHHOM HOMEpPE HPUAUYECKOTO
JIML,A M OCHOBHOM rOCYapCTBEHHOM PErNCTPALMOHHOM HOMEpPe UHAMBUAYANbHOTO NPeAnpUHUMATENS;

doHAa NEHCMOHHOrO M COLMANbHOIO CTpaxoBaHUA Poccuitickoit Pepepaumm - B YaCTU NONyYEHUA
CBEAEHMI, NOATBEPNKAAIOWMX HANMUME Yy CcOMCKaTena AuueHsuMnm paboTHMKa (paboTHMKOB),
3aK/I0UYMBLLETO C HUM TPYAOBOM O0rOBOP, AEATENbHOCTb KOTOPOro HEnocpeAcTBEHHO CBA3aHa C
obpalleHneM NeKapCTBEHHbIX CPeACTB;

denepanbHON cnykbbl rocyfapCTBEHHOM perucTpauuun, Kagactpa M KapTtorpaduu - B 4actu
NnoNyYeHunn cBeAeHnin, NOATBEPKAAIOWMX HalMuMe Y COMCcKaTeNa MLEH3UU Ha NpaBe COBCTBEHHOCTU UK
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Ha MHOM 3aKOHHOM OCHOBAHMW HEOOXOAMMbIX AN1A OcyllecTBeHns dapmaLeBTUYECKOM AeAaTelbHOCTH
NPou3BOACTBEHHOIO 06bEKTA MM 06BEKTOB (MOMeLLLeHUIA, 3AaHWNI, COOPYKEHUN);

depepanbHoM cny*Kbbl Mo Haa3opy B chepe 06pa3oBaHMA U HAYKM - B YACTM NOJIYYEHMA CBEAEHUN,
noATBepPXAaloLMX Hanume y paboTHUKA BbICLLEro UK cpeaiHero gpapmaueBTUYeckoro obpasosaHus, a
TaKKe cepTudUKaTa cneumanncta Mbo BbICLLIEro UK cpeaHero BeTepnuHapHoro obpasoBaHma, a TakkKe
cepTnudmKaTa cneunanncra;

dPepepanbHoON cny»bbl Mo Haa3opy B chepe 3awuTbl npaB noTpebutenen n baaronosyyums
YyenoBeKa - B YaCTW NONYYEHUN CBEAEHMI O HA/IMYUK BbIAAHHOTO B YCTAHOB/IEHHOM MOPAAKE CaHUTapHO-
3NUAEMMOIOTUYECKOTO 3aKNHOUYEHUSA O COOTBETCTBUM MOMELLEHWNN TPeboBaHUAM CaHUTaPHbIX NPaBUA B
OTHOWEHMM PapMaLLeBTUUECKOM AeATeNbHOCTU B chepe 0bpallleHMA NeKapCTBEHHbIX CPeaCTB.

B cnyyae HEBO3MOMKHOCTU MONYYEHUA TaKUX CBEAEHUA OOKYMEHTbI MOTYT ObiTb NPeAoCTaBAEHbI
3asBUTENEM NO COOCTBEHHOM MHULMATUBE.

JlMueHsupyloWMIA  OpraH  OCYLLEeCTBASET  OLEHKY COOTBETCTBMSA  COMCKATeNs  JIMLEH3UK
JIMUEH3VNOHHBIM TPEBOBAHMAM U MPUHMMAET PELLIEHWNE O NPEAOCTaBAEHUN INLEH3UN UK 06 OTKase B ee
npeaocTaBNeHnM B CPOK, He npesblwatowmin 10 pabounx pgHelt co AHA NOJayM 3asBJEHUS O
npeaocTaBNeHMM MLEH3MK, nocpeacTBom denepasbHON rocyAapcTBEHHOM MHPOPMALMOHHOW CUCTEMDI
"EQMHbIN NOpTan rocyAapCTBEHHbIX U MyHULMNANbHbIX yeayr (GyHKLmMIA)".

Mpy HamepeHUU comcKaTensa ANLEH3UN OCYLLECTBAATb AEATE/IbHOCTb HA TEPPUTOPUN 3aKPbLITOrO
A4MUHUCTPATUBHO-TEPPUTOPUANBHOTO 00pa3oBaHMA CPOK OCYLLECTB/IEHUS OLUEHKU COOTBETCTBUSA
coucKaTens NAULEH3UU JINUEH3MOHHbIM TpeboBaHMAM W MNPUHATUA peleHus O npeaocTaBieHun
NMueHsn unnm ob oTKase B ee NpenocTaBieHMU He npesbiwaeT 20 paboumx gHel co AHS npuema
3aAB/IEHMA O NPeaoCTaBAEHUN IULLEH3UN.

(n. 11 B pepn. MNoctaHoBneHMA Mpasutenbctea PP o1 29.11.2022 N 2164)

12. Mpwn HamepeHMW OCYLLECTBASATL (apMaLEeBTUUYECKYIO AeATeNbHOCTb MO agpecy, He
npeaycMoOTPEHHOMY PEECTPOM JINLEH3UI, B 3a8BJIEHUN O BHECEHUN U3MEHEHWI B PeecTp ANLEH3NM
NIMLUEH3MAT YKa3blBaeT CBeAEHWUA, COAEprKallMe HOBbIM aapec OocCyllecTBAeHus dapmaleBTUYEeCKon
OEeATEeNbHOCTU.

(n. 12 B peq. MNoctaHoBneHuA Mpasutenbctea PP o1 29.11.2022 N 2164)

13. Mpn HamepeHWM BbINOAHATL HOBble PaboOTbl, OKAa3blBaTb HOBblE YCAYrM, COCTaBAAOLLMNE
bapMaLEBTUYECKYIO [EATENbHOCTb, HO He MNpeayCMOTPEHHble PeecTpoM NULEH3UN, NULEH3naT B
3aAB/IEHUM O BHECEHUM W3MEHEHWI B peecTp JIMLEH3MA YKasblBaeT CBEAEHUA O COCTaBAAOLLUX
bapmaLeBTMUECKYIO AeATeNbHOCTb paboTax (ycnyrax), KoTopble /MLEH3MAT HaMepeH BbIMOAHATb
(ocywectBnAaTh).

(n. 13 B peq. MNoctaHoBneHuA Mpasutenbctea PP o1 29.11.2022 N 2164)

14. NINueH3NPYIOWMIA OpraH OCYLLEeCTBAAET OLEeHKY COOTBETCTBMA AMLEH3MATA JINLEH3MOHHbIM
TpeboBaHMAM NyTEM NONYyYEHUA CBEAEHUIN 13 deaepanbHbiX MHOOPMALMOHHbIX CUCTEM:

depepanbHO HanoroBol CAyXKb6bl - B 4acTM MOAYYEHUS CBeAEHUA 06 MAEHTUPUKALMOHHOM
HOMepe HasoronaaTeNblMKa, OCHOBHOM rOCYyAapCTBEHHOM PErnCcTPaLMOHHOM HOMEpPE opUANYECKOro
JIML,A M OCHOBHOM rOCYZ,apCTBEHHOM PErUCTPALMOHHOM HOMEpPe MHAMBUAYANbHOTO NpeanpUHUMATENS;

depepanbHON cnyKbbl rocyfapCTBEHHOM perucTpauuun, Kagactpa M KapTtorpaduu - B 4actu
NoNyYeHna CBeAEHUI, NOATBEPKAAIOWMX HAMYME Y IMLEH3MATa Ha NpaBe cO6CTBEHHOCTU MW HA MHOM
33aKOHHOM OCHOBaHMM HEOBXOAMMbIX ONA OCyWecTBieHna dapmaueBTMYECKO AeATeNbHOCTU
NpPOM3BOACTBEHHOrO 06bEKTA NN 06BEKTOB (MOMELLLEHWN, 34aHNIN, COOPYKEHWNN);

PoHAA NEHCMOHHOIO M COUUANBHOTO CTpaxoBaHUA Poccuitckom dJep,epau,MM - B 4aCTu nonayvyeHuA
CBGAGHVIVI, noateepXaarownx Haandyme 3aKNK4YeHHOro TpyaoBOro Aorosopa mexay NnLeH3natom um
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paboTHMKOM (paboTHMKamMK), AeATeNbHOCTb KOTOPOro HEemnocpeacTBEHHO CBA3aHa C obpalleHunem
JIeKapCTBEHHbIX CPeACTB;

dPepnepanbHoOM cny»Kbbl No Hag3opy B chepe 06pa3oBaHMA M HAYKM - B YaCTU NOJTYYEHUA CBEAEHN
0 Hannumm y paboTHMKA BbicWEro WAM cpeaHero dapmaleBTMYecKoro obpas3oBaHMA, a TaKkKe
cepTuduKaTta cneumanucta aMbo BbICLIErO WM CpeaHero BeTepuHapHOro obpasoBaHUA, a TaKKe
cepTnudmKaTa cneunanncra;

dPepepanbHoON cny»bbl Mo Haa3opy B chepe 3awuMTbl npasB nortpebutenen n 6baaronosyyus
YyenoBeKa - B YaCTW NONYYEHUN CBEAEHMI O HA/IMYUK BbIAAHHOTO B YCTAHOB/IEHHOM MOPAAKE CaHUTapHO-
3NUAEMMOIOTUYECKOTO 3aKNHOUYEHUSA O COOTBETCTBUM MOMELLEHWNN TPeboBaHUAM CaHUTaPHbIX NPaBUA B
OTHOWEHMM PapMaLLeBTUUECKOM AeATeNbHOCTU B chepe obpallleHMs IeKapCTBEHHbIX CPeaCTB.

B cnyyae HEBO3MOMKHOCTU MONYYEHUA TaKUX CBEAEHUA OOKYMEHTbI MOTYT ObiTb NPeAoCTaBAEHbI
3asBUTENEM NO COOCTBEHHOM MHULMATUBE.

JlnueHsmpylowmMin - opraH  OCYLLECTBASET OLUEHKY COOTBETCTBMA /NLEH3MATa JIMLEH3UOHHbIM
TpeboBaHMAM U NPUHMMAET pelleHne O BHECEHUN U3MEHEHUN B peecTp JNLEH3nI unm ob oTKase BO
BHECEHWM U3MEHEHUI B PeecTp /IMLLEH3UI B CPOK, He MPeBbILIAoLWMiA 5 paboumnx AHel co AHA NOAyYeHUs
3aAB/IEHMA O BHECEHUM U3MEHEHWUI1 B PEecTp /IMLLEH3UI, NocpeacTBoM deaepanbHON rocyAapcTBEHHOM
MHbOPMaLMOHHOM cucTembl "EQMHBIN MOpPTan rocyaapCcTBEHHbIX M MYyHULMNAAbHbIX ycayr (GyHKUuiA)", a
npu OCYLLECTBAEHUN AEATENbHOCTU Ha TEPPUTOPMM 3aKPbLITOrO afMUHUCTPATUBHO-TEPPUTOPUANBHOTO
06pa3oBaHUA - B CPOK, He npesblwatowmin 20 pabounx AHEN €O AHA MNOAYYEeHUA NULEH3UPYIOLLMM
OpraHoMm 3aAB/EHNA O BHECEHUU U3MEHEHUI B PeecTp IMLEH3UN.

(n. 14 B pepn. MNoctaHoBneHMA Mpasutenbctea PP o1 29.11.2022 N 2164)

15. JlnueHsmar BnpaBe 0OTO3BATb 3aABN1EHUNE O BHECEHUU W3MEHEHUN B peecTp J'IMLI,EH3VII7I Ao
NPUHATUA TULEH3UPYHOLWKMM OPraHoOm peweHnAa O BHeCeEHUn N3MEHEHUN B peecTp J'IVILI,EHBVII\;I nnn o6
OTKa3e BO BHECEHUU U3MEHEHUI B peecTp ﬂMLI,EH3Ml7I.

16. BegeHune eanHOro peectpa JIMLEH3UN, B TOM YMCAe NNLEH3WUM, BblAAaHHbIX UCMOAHUTENbHbLIMU
opraHamu cybbektoB Poccuitickoit Pepepaunm B COOTBETCTBUM C NepedaHHbIMM MOJIHOMOYUSAMM,
ocywecTtenser depepanbHas cnyxkba no Haasopy B chepe 3apaBooxpaHeHMa. BepeHue peecTpa
MueH3nin B chepe obpaLleHma NeKapCTBEHHbIX CPeACTB A1 BETePUHAPHOTo NPUMEHEHUS OCYLLEeCTBAAET
depepanbHan cnyxkba no BeTepMHapHOMY U pUTOCAHUTAPHOMY HaA30pY.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 03.08.2023 N 1268)

NcnonHuTenbHble opraHbl cybbekToB Poccuitickont Pepepalmm oCcyLLeCTBAAIOT BeAEHME peecTpa
JIMLUEH3MA B OTKPbLITOM M 06LleaocTynHon MHPopmauumoHHON cucteme B ceTn "MHTepHeT" (manee -
MHPOPMaLMOHHAA CUCTEMA), ONepaToOpPoM KoTopoit asnseTca GeaepanbHan cny:kba no Haa3opy B coepe
34,paBOOXPAHEHMA U B KOTOPOW PAa3MELLAETCA CCblIKa HA PeecTp /IMLLEH3UN.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 03.08.2023 N 1268)

17. WHdopmauusa, OTHOCAWANACA K OCYLECTBNeHUIO (GapMaLeBTUYECKON AeATeNbHOCTH,
npeaycmoTpeHHan Yactamu 1 n 2 ctatbm 21 degepanbHoro 3akoHa "O AMULEH3NPOBAHUKN OTAE/bHbIX
BMAOB AeAaTenbHOCTM", pasmellaetca Ha oduumanbHom cante PeaepancHoit cay:kbbl Mo Hagsopy B
chepe 34paBoOOXpPaHEHUA UAM Ha oduuManbHOM cailiTe PeaepanbHON CAyK6bl NO BETEPUHAPHOMY U
duToCcaHUTapHOMYy Hagsopy B cetn "UHTepHeT" (panee - oduumanbHble canTbl) B GOpme OTKPbITbIX
[AaHHbIX.

AKTyanbHaa MHPopMaLMA U3 peecTpa IMLEH3MIA A0NKHA 0TOBPaXKaTbCA Ha 0dMLMaNbHbIX CaliTax B
peXnume peanbHoOro BpemMeHn AMbo He nosgHee 5 MUHYT C MOMEHTA BHECEHUA M3MEHEeHWI B peecTp
NMuUeH3nin. B cnyyae HepaboToCnoCOBHOCTU MHPOPMALMOHHOM CUCTEMBI aKTyasbHaa MHPoOpMaLMa U3
peecTpa AnUEeH3nI pasmelaeTca Ha odMLManbHbIX CaitTax Nocae BOCCTaHOBAEHMA paboTocnocobHOCTH
MHPOPMALMOHHOIM CUCTEMbI, HO He no3aHee 3 paboumx AHel Co AHA BHECEHUA CBEAEHMI B peecTp
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JINLEH3UN.

18. OugeHKa COOTBETCTBMA COMCKATENs JMUEH3UU (IMLEeH3naTa) MLEH3UOHHBbIM TpeboBaHUAM
OCYLLECTBASAETCA NNLLEH3MPYIOWMM OPraHOM B COOTBETCTBUM CO cTaTbelt 19.1 PepepanbHoro 3akoHa "O
JINLUEH3MPOBAHNN OTAENbHbIX BUAOB AeATEeNbHOCTM" .

OueHKa COOTBETCTBMA COMCKaTeNA JIMUEH3UM (NuueH3naTa) AMUEH3MOHHbIM TpeboBaHUAM
nposoaunTca B Gopme Bble3HOM OLLEHKMU.

Mcnonb3oBaHWe CPeacTB AUCTaHLUMOHHOIO B3aMMOAENCTBMA, B TOM YMiCie BUAEOCBA3N (danee -
cpeacTsa), npuv NPOBEAEHUM BbIE3AHON OLEHKM COOTBETCTBMA JIMLEH3UOHHLIM TpeboBaHMAM
OCYLLEeCTBAAETCA:

npu 3aABAEHMM COMCKaTENEM ANLLEH3UN PAaBOT M YCAYr NO PO3HUYHO TOProB/e IeKapPCTBEHHbIMM
npenapaTtamu;

npu 3anBJeHUN IMLEH3MATOM HOBOro agpeca no Buay paboT M ycayr no po3HWYHOW Toproene
NIeKapCTBEHHbIMM Npenapatamu.

nopﬂﬂ,OK Mcnonb3oBaHUA CPenCTB BKNKOYAET B cebs:

YKasaHuWe coucKaTenem JIMLEH3UM (IMLEeH3MaToM) B 3asBJEHUMU O MPefoCTaBNeHUU IMLEH3UN
(3asBNEHUN O BHECEHWW MW3MEHEHUI B PeecTp JIMLEH3WIA) CBeAeHWA O HaAUYUU TEeXHUYECKOW
BO3MOKHOCTU MCMONIb30BaHMA NpU MPOBEAEHUN BbIE3JHON OLEHKM CPeAcTB C BO3MOMKHOCTbIO
naeHTUPUKALMKM  couCKaTeNna JMLEH3UKM (NnueH3MaTa) 4Yepe3 depepanbHyl0  rocyLapCTBEHHYHO
nHdopmaumoHHy cuctemy "EanHan cuctema naeHTMPUKaUUm 1 ayteHTMdUKaumMmM B MHPPACTPYKType,
obecneynBatowein MHGOPMALMOHHO-TEXHOIOTMYECKOE B3aMMOAENCTBUE MHGPOPMALMOHHBIX CUCTEM,
MCMONb3yeMbIX AN MNPeAoCTaBNeHUA FOCyAapCTBEHHbIX M MYHULMNA/bHLIX YCAYT B 3/1€KTPOHHOM
dopme";

NPUHATUE AOO/IKHOCTHbIM JTULUOM JIUUEH3UPYIOWEro opraHa peweHuna O npoBegeHuUn OUEHKU
COOTBETCTBMA COUCKATENA NTULEH3UN (ﬂMLI,EH3MHTa) MUEH3NOHHbIM TDEGOBaHMﬂM B d)opme Bble3,ﬂ,HOﬁ
OUu€eHKM B AUNCTAHUMOHHOM d)opN\aTe c npumeHeHnem CcpeacTs,

n3BeLleHne coMckaTensa ANMLeH3nn (nMueHsnaTa) o BeaeHun GotTocbemku 1 (Mam) Bnaeosanncu - B
CNyyae OCyLLecTBAeHWs npoueaypbl OUEHKM COOTBETCTBMA  /IMLEH3NOHHbIM  TpeboBaHMAM B
ANCTaHUMOHHOM dpopmarTe;

obecrneyeHne COXpPaHHOCTU WHPOPMaUUKM, MNONYYEHHOM MOCPeACTBOM (GOTOCHEMKU W (MaK)
BMAE03aMmnCH.

Ecnu B XoZe Bble3gHOM OLEHKM COOTBETCTBMSA COMCKATENA IMLEH3MM (IMLEH3MATa) INLLEH3MOHHbBIM
TpeboBaHMAM OCYLLECTBAANNCL GOTOCbEMKA U (MM) BUAEO3anNucb, 06 3ToM AenaeTcs OTMETKA B aKTe
OUEHKM M MOANUCAHWE ero PYyKoOBOAMTENEeM, MHbIM AOMKHOCTHbIM JIMLOM WMAM YNOJHOMOYEHHbIM
npeacTaBUTENEeM COMCKaTeNs AuWUEeH3un (nvueHsmaTa) He TpebyetcA. B 3Tom ciaydae maTepwuansl
boTOCLEMKM U (M) BUAEO3aMMUCU NPUAAralOTCA K aKTY OLLEHKMU.

NHpopmauma, NosydyeHHas C UCNob30BaHWEM CPeacTs, Noc/e NPoBeAeHNA OLEHKN COOTBETCTBUA
coucKaTena AMUEH3UKM (NMUEH3MATa) JIMULEH3UOHHbIM TpPeboBaHMAM /IMLEH3MPYIOWMM OpraHom
COXpaHAeTCA B aBTOMATU3MPOBAHHOM WHPOPMALMOHHOW CUCTEME JIMLEH3MPYIOLWEro OpraHa.
CoXpaHHOCTb YKa3aHHOW MHpOpMaL MK 0becneynBaeTcs IMLEH3MPYIOLLMM OPraHoM.

19. Mpu npoBeaeHUN OLEHKM COOTBETCTBMA COMCKaTeNA ULLEH3UM (AnLLeH3MaTa) INLEH3MOHHbIM
TpeboBaHMAM NULEH3UPYIOWMI OpraH MOMKET MpuBAeKaTb K MPOBEAEHUI0 TaKOM OLEHKM He
3aMHTEPECOBaHHbIX B ee pe3y/bTaTax 3KCNepPTOB WU/M IKCNEPTHble OpraHmM3aumuun, akkpeauToBaHHble B
COOTBETCTBMM C 3aKoHoAaaTenbCcTBom Poccuitickoit depepauumn ob akkpeguTauMuM B HaLMOHaNbHOM
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cucTeme aKKpeguTaLumu, a TakKe NnogBeaoMCTBEHHbIE IMLLEH3UPYIOLLEMY OpraHy opraHusauuu (aanee -
3KCMepTHbIe opraHunsauum).

MpuBaeYeHMEe SKCNEPTOB M SKCNEPTHbIX OpraHU3aLMii ocywecTBaseTca Ha 6e3so3amesgHol ann
couckaTesnel NMUEH3UU (IMLLEH3NATOB) OCHOBE HAa OCHOBAaHWMU peLUeHUs JIMLEH3UPYIOLWEro OpraHa,
NoANUCaHHOIO YMOJHOMOYEHHbIM LO/MKHOCTHBIM  JIMLOM JIMLLEH3MPYIOLLEro OpraHa, B KOTOpPOM
yKasbiBatoTca Gamuanm, MMeHa, oT4ecTBa (Mpu HaAnuMm) NPUBAEKAEMbIX SIKCNEPTOB UM HAUMMEHOBAHUA
3KCNepTHbIX OpPraHn3aLmi.

MHeHMA 3KCMepTOB, 3KCMEPTHbIX OPraHM3auMii O COOTBETCTBMM (HECOOTBETCTBMM) COMCKaTens
NMUEH3UK (ANLEeH3MaTa) NMLEH3MOHHbIM TpeboBaHNAM M31araloTcA B CripaBKe (3KCMEePTHOM MHEHUH),
MOAMMUCAHHON 3KCmepTamnm U (MAK) YNOAHOMOYEHHbIMM  AOMMKHOCTHBIMM  IMLAMMU  SKCMEPTHBIX
OpraHn3aLMin, KOTopan NPUAAraeTcs K akTy OLEHKMN.

B cnyyae BbIAB/AEHMA HECOOTBETCTBMA COMCKATeNA /ULEH3UM (MueH3MaTta) AULEH3MOHHbIM
TpeboBaHMAM B aKTe€ OLIEHKM YKasblBAeTCA, KaKMM MMEHHO JIMLEH3MOHHbIM TpeboBaHUAM He
COOTBETCTBYET COMCKaTe/lb J/IMLEH3UU (ULEH3MAT) U KaKMM HOPMaTMBHbIM MPaBOBbIM aKTOM (C
YKasaHWeM ero CTPYKTYPHOMN eAnHULbI) Takoe AnLeH3noHHoe TpeboBaHmne yCTaHoB/IEHO.

20. MpeacTaBneHne couckaTenem AULEH3UU (AMUEH3MaToM) 3asiBNEeHMA O NpeaocTaBAeHUn
JNMLEH3UN (3aABNEeHNA O BHECEHUU U3MEHEHUI B peecTp JNLEH3UIA) U UX NPUEeM NULEH3UPYIOLMM
OpraHoMm, NPUHATME NULEH3UPYIOLMM OPraHOM pPeLleHUa O NpeaocTaBAeHUn AuueH3umn (06 oTkase B
npeaocTaBNeHUN NULEH3UU), BHECEHUN W3MEHEHUWA B peecTp AnuUeH3uii (06 oTKase BO BHECEHWUU
U3MEHEHWA B peecTp /ULEH3UIA), NPUOCTAHOBNEHUM, BO30OOHOBNEHWUM, NPEKpPalleHUU aOelcTBUSA
NMLEH3UKN, a TaKKe npeaocTaBieHne, GopMupoBaHMe U BedeHWe NULEH3UOHHOro Aena, BefeHue
peecTpa /NMUEH3NI M NpeaocTaBieHMe CBeAEHWUIN, coaepXalumxca B peecTpe NULEH3UN, B TOM Yyncne
BbINMWCKN U3 peecTpa NULLEH3UI, OCYLLECTBAAIOTCA B NopaakKe, ycTaHoBAeHHOM PeaepasibHbIM 3aKOHOM
"O NMUEH3MPOBAHUM OTAENbHbIX BUAOB AeATenbHOCTH".

21. Mpw nogaye 3asBAEHUA O NPEAOCTABAEHUMN NULLEH3UN, 3aABJEHUA O BHECEHUM U3MEHEHUI B
peecTp ANUEH3UI IOPULUYECKUM NULLOM, UHAUBUAYANbHBIM NpeanpuHMMaTeNnemM NOAMNUCAHMUE TaKOro
3aAB/IEHMA OCYLLECTBAAETCA B COOTBETCTBMMU C PesepasbHbIM 3aKOHOM "O ANLEH3MPOBAHUM OTAENbHbIX
BMAOB  OEATeNIbHOCTU"  3/IEKTPOHHOM  MOAMUCBIO  OPUAMYECKOrO  Anua,  WHAMBWAYANbHOIO
npeanpuUHUMATENA C UCMNOb30BaHWMEM deaepanbHOl rocyAapcTBEHHON MHGOPMALMOHHOMN CUCTEMDI
"EAMHbBIN NOPTaN rocy4apCTBEHHbIX U MyHUUMNAAbHbIX yCayr (pyHKRumni)".

(8 pea. MoctaHoBneHus Mpasutenbctea PO ot 03.08.2023 N 1268)

Mpu nogave 3aaBneHna GU3NYECKUM IMLLOM NPU NPeACTaBAEHUN NHTEPECOB PUANYECKOro nLa
WUAN UHAMBUAYANLHOTO NpegnpuHumaTens (Npu Haandumn B 3NEKTPOHHOM GopMe B MaLLMHOYUTAEMOM
BMAE [0BEPEHHOCTEN, NOATBEPMKAAIOWMX COOTBETCTBYHOWME MOJHOMOYMA) NOAMNUCAHME TAKOro
3aAB/IEHMA OCYLLECTBAAETCA YCUNEHHOM KBAaAMDUUMPOBAHHOM 3/1EKTPOHHOW NOAMUCHIO MAWN YCUNEHHOM
HEeKBaNMOUUMPOBAHHOW 3NEKTPOHHON MNOAMUCHIO, CepTUPUKAT KAoYa NPOBEPKU KOTOPOM CO34aH M
ncnosbayertca B MHOPaCTPYKTYpE, obecneumBatoLLeit MHGOPMALNOHHO-TEXHOIOTUYECKOE
B3anmogencrane MHPopMaLMOHHbIX CUCTEM, UCMO/b3yEMbIX O1A NPeAOCTABAEHUA rOCYAapPCTBEHHbIX U
MYHUUMNANbHbBIX YCAYT U UCMONHEHUA TOCYAAPCTBEHHbIX U MYHUUMNAABHBIX GYHKUUIA B SNEKTPOHHOM
dopme, B ycTaHOBNAeHHOM [NpasBuTenbcTBom Poccuitckoit ®epepaummn nopagke.
(n. 21 B peq. MNoctaHoBneHuA Mpasutenbctea PO o1 29.11.2022 N 2164)

22. 3a npeaocTaBaeHUe NIMLEH3UPYIOLWMM OPraHOM IULLEH3UU, BHECEHWE M3MEHEHUI B peecTp
NNUEH3UI Ha OCHOBAHWM 3aAB/JIEHUA O BHECEHWW WM3MEHEHWIA B PeecTp AWUEH3UA ynaadymsaeTca
rocyaapcTBeHHas MOWAMHA B pasMepax M NopaaKe, KOTOpble YCTAHOBAEHbl 3aKOHOAATE/bCTBOM
Poccuiickoit ®egepaumm o Hanorax u cbopax.

BbinucKa u3 peectpa J'IVILl,eH3VIl‘;I B d)op!v\e 9N1IEKTPOHHOINo0 AOKYMEHTa, NOAMNMMUCAaHHOIo yCMﬂeHHOVI
KBaﬂMd)MLLMpOBaHHOVI 3J'IeKTpOHHO[;I noanncbo NNUEH3NPYOLWEro opraHa, npeaocrtaBaAeTcAa 6es
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B3MMaHMA NNaThbl.

23. ®epepanvHana cny»ba no Hag3opy B chepe 34paBOOXPAHEHMA B TeyeHMe 5 pabounx aHewn co
[OHS BblAayu AOKYMeHTa 06 OKOHYaHMM MPOBEPKM JIMLLEH3NATa HaNpPaB/sAeT B OpraHbl rocygapCcTBEHHOM
BNACTU cybbekToB Poccuitickon deaepaumm, ocylLecTBAAOWME MOJHOMOYMSA, YKa3aHHble B MyHKTe 1
yactn 1 ctatem 15 PepepanvHoro 3akoHa "O6 ocHOBax OXpaHbl 340pPOBbA rpakaaH B Poccuinckol
dPepepauumn”, 3aBepeHHbIE KOMUK MPUKA30B O MPUOCTAaHOBEHMN U BO3OOHOBAEHUM AEMCTBUA NNLLEH3UN,
Ha3HaYeHUM MNpPOBEPOK JIMLLEH3NATOB, KOMWWM aKTOB MNPOBEPOK JIMLEH3NATOB, npegnucaHuii o6
YCTPaHEHUN BbIABJIEHHbIX HAPYLUIEHUA NNLEH3NOHHbIX TPeO0BaHMN, MPOTOKO/1I0B 06 aAMUHUCTPATUBHbIX
NpaBOHapPYLWeHUAX, MOCTAaHOBNEHUI O Has3HaAYeHUU aAMMHUCTPATUBHBLIX HaAKasaHUKA U 4pyrux
[OKYMEHTOB, CBA3aHHbIX C OcyllecTBAeHUEM dpenepasbHOro rocyaapcTBEHHOro KOHTpoA (Haasopa) B
chepe 06paLLeHMA TEKAPCTBEHHbIX CPEACTB, B OTHOWEHUW /IMLLEH3NATOB (3a MCKAOYEHUEM NNLEH3MATOB,
NpeAcTaBMBLUMX 3aABAEHUA O BHECEHUM W3MEHEHMI B peecTp JIMLEH3MIA), OCYLLECTBAAIOLMX
AeATeNbHOCTb MO 06paLLEHUIO NIeKapCTBEHHbIX CPeACTB, AN BKAOYEHUA B JIMLEH3NOHHbIE Aena B
H6yMaxKHOM UN SNEKTPOHHOM BUAE.

24. dopmmnpoBaHMe NNLEH3NOHHOIO Aena CoMcKaTeNna ANLEH3UN (B OTHOLWEHMM IeKapCTBEHHbIX
CpeacTs AN MeAMLMHCKOro MNPUMEHEeHMA), NMueH3MaTa OCYLLEeCTBAAETCA B aBTOMAaTU3MPOBAHHOM
MHbOpPMaLMOHHOM cucTeme DeaepanbHOl cnyXbbl No Haa3opy B chepe 34paBOOXPaHEHMUA.

25. OueHka cobnoaeHUs NUUEH3MaTaMU JIMLEH3UOHHbIX TPeboBaHUI MpPU OCYLLECTB/IEHUM
dbapmaueBTMUECKON [eATeNbHOCTU OCYLLEeCTBASETCA B paMKax ¢enepanbHOro rocyAapcTBeHHOro
KOHTpoOAsA (Haa3opa) B coepe obpallleHUs NeKapCcTBEHHbIX CPeaCTB.

MpunnoxeHune
K MON0KEHMIO O INLLEH3MPOBAHNU
bapmaueBTMUECKON AeATeNbHOCTU

NEPEYEHb
BbIMO/THAEMbIX PABOT, OKA3bIBAEMbIX YCNYT, COCTABNAIOLWUX
OAPMALEBTUYECKYIO AEATE/IbHOCTb

CNMCOK U3MEHAIOLWMNX AOKYMEHTOB
(8 pea. MoctaHoBneHus Mpasutenbctea PO o1 29.11.2022 N 2164)

I. B chepe 06paLeHUs NeKapcTBEHHbIX CPeACTB
ANA MeAULMHCKOro NPUMeHeHus

1. OnToBan TOPros/sia NeKapCTtBeHHbIMUK CcpeacTBamu ana megnumnHCKoro npumeHeHunA

2. XpaHeHune neKkapcTBEHHbIX CPeACTB ANA MeAULMHCKOro NpUMeHeHMUA

3. XpaHeHne neKkapCTBEHHbIX NpenapaTos 417 MegUUMHCKOro NpUMeHeHMUA

4. NepeB0O3Ka /IeKapCTBEHHbIX CPeACTB ANA MeANLNHCKOro NpMMeHeHuA

5. MepeB03Ka feKapCTBEHHbIX NpenapaTos A4 MeANULUNHCKOro NpMMeHeHuA

6. Po3HWYHanA TOProsaAa NeKapCrBeHHbIMU nNpenapatamn ana megnumnHCKoro npumeHeHuna

7. OTI'IyCK NNEKapPCTBEHHbIX NpenapaTos ANA MeaAULMHCKOro npumeHeHumA
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8. M3roToBNeHMe fIeKapCTBEHHbIX NPenapaToB A58 MeAULMHCKOTO NPUMEHEHMUS, 33 UCK/IOYEHNEM
W3roToBAEHMA pagModapmMaLeBTUYECKUX JIEKAPCTBEHHbIX MPenapaTos A1 MeaULUHCKOTO NPUMEHEHUS
(8 peq. MocraHoBneHua MpaBuTenbcTea PP o1 29.11.2022 N 2164)

9. U3rotoBneHune pagmodapmauLeBTUHECKUX JNIEKAPCTBEHHbIX MNPENapaToB A8 MeAMULMHCKOro
npunmeHeHunA
(n. 9 BBeaeH MoctaHoBneHnem Mpasutennbcrtsa PO o1 29.11.2022 N 2164)

Il. B cdpepe obpaleHna neKapcTBeHHbIX CPeACTB
ANA BETePUHAPHOro NpMMeHeHus

1. OnToBas TOPros/aA NeKAPCTBEHHbIMM CPEACTBAMM /1A BETEPUHAPHOTO MPUMEHEHUA

2. XpaHeHue NeKapCTBEHHbIX CPeaCTB ANA BETepPMHAPHOro NpumMmeHeHusa

3. XpaHeHune NeKapCTBEHHbIX NPenapaToB A1 BETEPUHAPHOTO NPUMEHEHMUA

4. MNepeB0O3Ka I€KAaPCTBEHHbIX CPEACTB ANA BETEPUHAPHOIO NPUMEHEHMA

5. MepeBo3Ka IeKapCcTBEHHbIX NPenapaToB 419 BETEPUHAPHOIO NPUMEHEH A

6. PO3HMYHAA TOProsa NeKapCTBEHHbIMU NpenapaTamn 41A BETEPMHAPHOIo NpUMeHeHMUA
7. VIsrotoBneHme nekapCTBEHHbIX NPenapaToB A9 BETEPUHAPHOro NpUMeHeHuUs

8. OTNYCK NeKapCTBEHHbIX NPEnapaToB A/ BETEPUHAPHOro NPUMEHEeHMUs

MpunoxeHune

K noctaHoBneHwuto MpaBuTenbCTBa
Poccuiickon degepauymm

ot 31 mapta 2022 r. N 547

NMEPEYEHDb
HOPMATUBHbIX NPABOBbIX AKTOB U OTAE/NbHbIX MONOXEHUA HOPMATUBHbIX
NMPABOBbIX AKTOB MPABUTE/IbCTBA POCCUNCKOW ®EAEPALUMN,
YTPATUBLUUX CUNY

1. NocraHoBneHue MpasuTtenbctBa Poccuiickon Peaepauum ot 22 aekabpa 2011 r. N 1081 "O
NMueHsnpoBaHnn  ¢dapmauestTuyeckon pgeatenbHoctn" (CobpaHue 3aKoHopaTenbcTBa Poccuiickol
depepauum, 2012, N 1, cT. 126).

2. MyHKT 170 n3meHeHM, KOTopble BHOCATCA B aKTbl [paBuTenbcTtBa Poccuiickon depepaymm no
Bonpocam aeAaTenbHocTM MuHUCTEpPCTBA 34paBooxpaHeHna Poccuiickon depepaumm, yTBepKAEHHbIX
noctaHosneHuem MpasutenbcTea Poccuiickoit deaepaumm ot 4 ceHTabpa 2012 r. N 882 "O BHeceHuUU
M3MEeHeHWn B HeKoTopble akTbl MpaButenbctea Poccuiickon depepaumm no Bonpocam AeATe/IbHOCTU
MuHuKCcTepcTBa 34paBooxpaHeHmsa Poccuitickon ®eaepaumn” (CobpaHue 3akoHopaTenbCcTea Poccuiickol
depepauum, 2012, N 37, ct. 5002).

3. MyHKT 1 n3ameHeHU, KOTOpble BHOCATCA B aKTbl [paBuTenbctBa Poccuiickon degepaumm no
BONPOCaM OOpaLLEHUA NIEKAPCTBEHHbIX CPEACTB ANA MEeAMUMHCKOTO NPUMEHEHUS, YTBEPXKAEHHbIX
noctaHosneHmem lMpasuTtenbctsa Poccuitickoit deapepaumm ot 15 anpena 2013 r. N 342 "O BHeceHuH
M3MEHEHWN B HeKoTopble akTbl MpaBuTenbcTBa Poccuitckon Pepepauum no Bonpocam obpalieHus
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JIeKapCTBEHHbIX CPEACTB ANA MeAnLMHCKOro npumeHeHua" (CobpaHne 3akoHoaaTenbCcTBa Poccuitckol
depepauum, 2013, N 16, ct. 1970).

4. TIyHKT 2 U3MEHEHWN, KoTopble BHOCATCA B aKTbl [MpaButennbctBa Poccuiickoit depepauumm,
YyTBEPKAEHHbIX NOcTaHoBAeHUeM MpasuTenbcTsa Poccuiickon Pepepaumnm ot 23 ceHTabps 2016 1. N 956
"O BHeceHWW M3MeHeHU B HeKoTopble akTbl MpaBuTenbctBa Poccuiickolt deaepaunn” (CobpaHue
3aKoHogaTenbcTBa Poccuiickol depepaumm, 2016, N 40, ct. 5738).

5. TIYHKT 2 U3MeHEeHWI, KoTopble BHOCATCA B akTbl lpaButenbctsa Poccuinckon Pepepaunu,
YTBEpPXAEHHbIX NocTaHoBAeHnem MpaButenbctsa Poccuiickon ®egepaumm ot 4 nona 2017 r. N 791 "0
BHECEHWM M3MEHEHWI B HeKoTopble aKTbl [paButenbctBa Poccuitickon Pepepaummn” (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®eaepaunn, 2017, N 28, cT. 4165).

6. MyHKT 1 N3MeHeHUn, KoTopble BHOCATCA B aKTbl paBuTenbctBa Poccuiickon degepauymm no
BOMPOCAM OCYLLECTBJIEHUS JIMLLEH3UPOBAHMA OTAENbHbIX BWAOB AEATENbHOCTM HA TeppuTopun
MEXAYHAPOAHOrO  MEeAMUMHCKOrO Knactepa, YTBEPXKAEHHbIX MocTaHoBaeHWem [paBuTenbCTBa
Poccuiickon Pepepauunm ot 21 despana 2020 r. N 192 "O BHeCeHUN U3MEHEHWUI B HEKOTOPbLIE aKTbl
MpasutenbctBa Poccuiickon ®depepaumm No BONPOCaM OCYLLECTBAEHUA JIMLLEH3UPOBAHUA OTAENbHbIX
BMAOB AEATENbHOCTM Ha TeppuUTOpPUM MEXKAYHApPOLHOro MeguuMHCKoro Knactepa" (CobpaHue
3aKoHogaTenbcTBa Poccuiickol ®egepaumn, 2020, N 9, cT. 1195).

7. NoctaHosneHue MpasuTenbctsa Poccuiickon Pegepaumm ot 15 maa 2020 r. N 687 "O BHeceHUH
M3MEHEHWN B NYHKT 5 MonoKeHns o anueHsmpoBaHun dapmauesTnyeckon gestenbHoctn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoli ®egepaunn, 2020, N 21, cT. 3269).

8. MyHKT 1 nameHeHul, KoTopble BHOCATCA B aKTbl MpaButenbctBa Poccuiickoit depepaumm no
BONPOCaM /INLEH3MPOBaHUS OTAENbHbIX BUAOB AeATENbHOCTU, YTBEPMKAEHHbIX NOCTaHOB/IEHUEM
MpasuTtenbctBa Poccuinckoit Pepepaunm ot 28 Hoabpsa 2020 r. N 1961 "O BHeceHWU M3MEHeHWul B
HeKoTopble aKTbl MpaBuTenbcTBa Poccuiickoit desepaunmn No Bonpocam ANLEH3UPOBAHMA OTAENbHbIX
Bnpos geatenbHoctn" (CobpaHume 3akoHogatenbcTsa Poccuiickon Pepepaumm, 2020, N 49, cT. 7934).

9. MyHKT 1 M3MeHeHUI, KoTopble BHOCATCA B akKTbl lpaBuTenbctBa Poccuiickoit Pepepauuu,
YTBEPKAEHHbIX NocTaHoBAeHMeM MpaBuTenbcTBa Poccuitckoit depgepaumm ot 9 mapta 2022 r. N 328 "O
BHECEHMM W3MEHEeHWI B HeKoTopble akTbl [paButenbctBa Poccuiickon Pepepaunn” (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®egepaumn, 2022, N 11, ct. 1712).



https://login.consultant.ru/link/?req=doc&base=LAW&n=385822&dst=100022
https://login.consultant.ru/link/?req=doc&base=LAW&n=219520&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=385826&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=352722
https://login.consultant.ru/link/?req=doc&base=LAW&n=402039&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=411319&dst=100010

	ПРАВИТЕЛЬСТВО РОССИЙСКОЙ ФЕДЕРАЦИИ
	Утверждено
	Приложение
	I. В сфере обращения лекарственных средств
	II. В сфере обращения лекарственных средств


	Приложение

