MocraHoBnenve MpaButensctea PO ot 31.03.2022 N 547
"06 yTBEpXKAEHUM TMONOXKEHUS O IULEH3MPOBAHWUM (hapMaLEeBTUYECKOM
[EeSTeNbHo...

[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

A

[locTaHoBNeHue [NpaBuTenbcTBa PO oT
31.03.2022 N 547
"O6 yTBepxxaeHuu MNMonoxxeHus o
NIMLIEH3UPOBAHMN (hapMaLEBTUYECKON
nesitenbHocTn"

[okyMeHT npegoctasneH KoHcynbTaHTINIOC
www.consultant.ru

[ata coxpaHeHus: 12.08.2022

www.consultant.ru CrpaHuua 1 u3 19

HapAe)XHas npaBoBas noaaepXXKa



https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MocraHoBnenve MpaButensctea PO ot 31.03.2022 N 547
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NPABUTENIbCTBO POCCUNCKOWN ®EOEPALIUA

NMOCTAHOBJIEHUE
ot 31 mapTta 2022 r. N 547

Ob YTBEPXOEHUU NMONOXEHUA
O JIMLEEH3UPOBAHUU ®APMALIEBTUMECKOW OEATENBHOCTHU

B cootBercTBuM ¢ DeaepanbHbiM 3ak0oHOM 'O JTUIEH3UPOBAHUU OTIEIHHBIX BUIOB JIEATEILHOCTH"
[IpaButensctBO Poccutickont denepanny NOCTAHOBIISAET:

1. YTBepauTh npunaraemoe [looxkeHue o TUIEH3UPOBAaHUH (PapMaIeBTHUECKOM JIEATEITHHOCTH.

2. Ilpu3Harh yTpaTUBIIMMH CWJIYy HOPMATHUBHBIE MPABOBHIE AKThl U OTACJIBHBIEC MOJIOKEHUS
HOPMaTUBHBIX NpaBOBbIX akTOB IIpaBurenscTtBa Poccuiickonn dexepanuu No MEPEYHIO CONIACHO
MIPUIIOKEHUIO.

3. Hactosmiee nmocraHoBieHre BCTymnaeT B cuiny ¢ 1 ceHtsOps 2022 1. u nerictByeT 10 1 ceHTIOps
2028 r.

IIpencenarens [IpaBuTenscTBa
Poccuiickon ®enepanun
M.MUINYCTUH

YTBEpKIEHO

nocranosieHueM [IpaBurenscTBa
Poccuiickoit @enepanun

or 31 mapra 2022 . N 547

MONOXXEHME O JIMLUEH3UPOBAHUN ®APMALIEBTUYECKON OEATENIBHOCTHU

1. Hacrosimee IlonokeHune ycTaHaBIMBAET TMOPSAOK JIMLEH3UPOBaHUS —(hapMaleBTUUYECKON
JEeSITeNIbHOCTH, OCYIIECTBIIEMON IOPUINUYECKUMH JTUIIAMH, B TOM YHCIIe HHOCTPAHHBIMU IOPUANYECKUMHU
JMaMu, BKIIO4as OpraHu3alun ONTOBOM TOPIroBJIM JICKAPCTBCHHBIMHU CPCACTBAMHU, aIlITCUHBIC
OpraHM3alliy, BETEpUHApHBIC AaNTEeYHble OPraHu3allid, a TaKXKe METUIMHCKUE OpraHMu3ali U HX
o0ocoOneHHble moapasaeneHus (UeHTpbl (oTaeneHus) oOmeld BpaueOHOW (CeMEeHHOM) MPaKTUKH,
amOynaropuu, Qenpamepckue U (peapAIepcKo-aKyIepCKiue IMyHKTHI), PAaCHOJIOKEHHBIE B CEIBCKUX
HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHu3aluu (Jajee COOTBETCTBEHHO -
MCOIUIIMHCKHC opraHusanuu, 000Cc00JIEHHBIE noapas3acjICHUA MCOAULIMHCKHX opraHmauHﬁ),
BCTCPUHAPHBIC OpraHru3allvii, U UHAWBUAYAJIbHBIMHA PCANIPUHUMATCIISIMUA.

2. CDapMaI_[CBTI/I‘-IeCKaSI JACATCIIbHOCTD BKIIIOUACT pa6OTH N YCIIYT'U COITIACHO ITPUIIOKCHUIO.

3. JluuensupoBanue  (hapManEeBTHYECKOH  JAEATEIBHOCTH  OCYHIECTBISIOT  CIICAYIOIIHE
JTUIEH3UPYIOLINE OPTraHbl:
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a) DenepanpHas ciyx0a 1Mo HaA30py B cdepe 3apaBOOXPAaHEHHUS] - B YaCTH JACSITEIBHOCTH,
OCYIIIECTBIISIEMOIA:

OopraHu3anusiMu OIITOBOM TOPIOBJIN JICKAPCTBCHHBIMU CPCACTBAMU AJId MCAULIUMHCKOT'O IIPUMCHCHHA

AlITCYHBIMU  OpraHu3alyusiMH, IIOABECIOMCTBCHHBIMU q)ellepaJ'II)HBIM opraHam HCIIOJIHUTEILHOM
BJIACTH,

HNHBIMHA OpFaHI/ISaHI/IﬂMI/I nu I/IHI[I/IBI/II[yaJ'II)HBIMI/I HpCI[HpI/IHI/IMaTeJ'DIMI/I, OCYHICCTBJ'I?IIOHII/IMI/I
(hapmMareBTHYECKYI0 JCSATEIBbHOCTh, B YaCTH OIEHKH COOJIOACHHS JIMIIEH3MATaMHu JIUIIEH3MOHHBIX
TpeOOBaHUN TOCPEACTBOM OCYIIECTBICHHUS (EeIepaTbHOr0 TOCYAapCTBEHHOTO KOHTpOJS (HAm30pa) B
chepe oOpalieHus JTEKapCTBEHHBIX CPEACTB (32 UCKITIOUCHUEM JUIIEH3UATOB, MPEICTABUBIINX 3asBICHUS
O BHECEHHWU HW3MEHEHUW B peecTp JHICH3UI Ha OCYIIECTBICHHE (PapMaleBTHUECKON IesSTeNbHOCTH
(mamee COOTBETCTBEHHO - JIMIICH3UM, PEECTp JIMICH3UM), TOJHOMOYUN TIO0 MPUOCTAHOBICHUIO,
BO300OHOBJICHHIO JICUCTBUS JIMIICH3UH, a TAaK)Ke TTOJTHOMOYHH, CBSI3aHHBIX C aHHYJIUPOBAHHUEM JIUIICH3UH B
CyieOHOM TIOPSITIKE;

0) opraHbl UCTIOTHUTEIBHON BIacTH CyOheKkTOB Poccuiickoit depepannu - B 4aCTU OCYIIECTBICHUS
NesITeNIbHOCTH B cepe oOpallleHus JEeKapCTBEHHBIX CPEACTB AJISi MEAUIIMHCKOTO MpPUMEHEHUs (B 4acTu
IIPEIOCTABJICHUS JMIEH3UI U BHECEHUS MU3MEHEHMM B PEECTp JMLEH3UM, IPEIOCTABICHUS BBIITMCOK U3
peecTpa JIMIIEH3UH, OLIEHKM COOTBETCTBMSI COWCKATeNls JMUEH3WM, JIMIEH3Uara JIMHEH3UOHHBIM
TpeOOBaHUSM - B OTHOILIECHUHM COHMCKATeNeill TMUICH3UN M JIMIIEH3HATOB, MPEICTAaBUBIINX 3asiBICHUS O
BHECEHUH N3MEHEHHI B PEECTp JMIIEH3UH, MPEKPAICHUs ASHCTBHS JTUIEH3UN, (JOPMUPOBAHUS U BEICHUS
peecTpoB TMPEIOCTABICHHBIX OpraHaMH TOCYIApCTBEHHOH BiacTu cyObekTOB Poccwuiickoit denepariun
JIMILIEH3UH, YyTBEpKAeHHs (POPM 3asBICHUIN O MPEAOCTaBICHUH JUIIEH3UN, BHECEHUN U3MEHEHUI B peecTp
JMIICH3UH, YTBEPKICHHUsT (OPM YBEIOMIICHHN M JIPYTHX HCIOJIB3YEMBIX B IMPOIECCE JUICH3UPOBAHUS
JOKYMEHTOB, a TakKe MPEJOCTaBIICHUS 3aMHTEPECOBAHHBIM JMIIaM HH(OpMalMu MO BOMpOcaM
JMIIEH3UPOBAHUS, BKIIIOUAsl pa3MeIIeHne 3Tol HHPOpMAIK B WH(POPMALMOHHO-TEIIEKOMMYHUKAITHOHHON
cetu "UnTepuer" (nanee - cetp "MHTEpHET") Ha 0GUIIMANBHBIX CaliTaX OPraHOB rOCYapCTBEHHOM BIIACTU
cyobekToB Poccuiickoit ®Denmepanyi ¢ yKazaHHEM aJpecoB JJIEKTPOHHOW TMOYTHI, MO KOTOPBIM
MOJIH30BATENSIMU TOM WMH(GOpPMALMKM MOTYT OBITh HalpaBlIEHBI 3aPOCHl U MOJYyYEHA 3arpalirBacMast
nHpopmaIms), OCyeCTBIIEMON:

OopraHu3anusMu, 3a UCKIHOYCHHUCM OpPIt aHI/I3aI_II/II71 OIITOBOM TOPIOBJIN JICKAPCTBCHHBIMHU CPECACTBAMU
A MEAUIUHCKOTO NPUMCHCHHA U alITCYHBIX opraHmauHﬁ, IOABCIOMCTBCHHBIX Q)enepanLHmM opraHam
HCIIOJIHUTEHLHOMN BJ1aCTH,

WHIAWBUAYAJIbHBIMHA HNPCANPUHUMATCIISIMUA
HHOCTPAHHBIMHA IOPUANYCCKUMU JIMIAMU

B) ®PenepanpHast ciyx0a 1O BeTEepUHAPHOMY M (PUTOCAHUTApPHOMY HAA30pY - B YacTH
JeSITeIbHOCTH, OCYLIECTBIsieMON B c(epe oOpalieHus: JEKapCTBEHHBIX CPEACTB Uil BETEPHHAPHOIO
IIPUMEHEHHUS.

4. Couckareib JIMICH3UU OOJIKCH COOTBCTCTBOBATH CICAYIOIIUM JIMIICH3NOHHBIM Tpe60BaHI/IHMZ

a) HajJuyue MPOM3BOJICTBEHHOIO OObEKTa MM OOBEKTOB (TIOMEIICHWH, 3AaHUN, COOpPYKEHUI) U
000pyZI0BaHUS 110 MECTY OCYLIECTBICHUS (apMalleBTUUECKON AeATENbHOCTH, IPUHAICKAINX Ha [IPaBe
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COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBAaHMHM, IPEIyCMATPHUBAIOIIEM IPaBO BIAJACHUS U IMPaBO
M0JIb30BaHUs, JIMOO MPUHAMJIEKAIIMX Ha MpaBe COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBaHHUH
WHOMY JIMIICGH3MAaTy, MMEIOUIEMY JIMICH3UIO Ha OCYIIECTBIEHHE padOT, OKa3bIBAeMBIX YCIYT,
COCTABIIOIINX AEATEILHOCTb 10 ONTOBOM TOPTOBJIE JIEKAPCTBEHHBIMHU CPEICTBAMH AJII MEIULIMHCKOTO
IpUMEHeHHs, U JoroBop (oT 12 MecsleB) ¢ coMcKaTeneM JMIEH3UU O meperade paboT (yciayr) Ha
ayTCOPCUHI (B 4YacTH XpaHEHMsI JIEKAPCTBEHHBIX CPEACTB JI MEIULUHCKOIO IPUMEHEHHUS),
COOTBETCTBYIOIIMX TpeboBaHMsAM cTathl 54 PenepanbHoro 3akoHa "OO oOpallleHMH JIEKapCTBEHHBIX
cpeacTB", TpaBWJIaM HaJUIeXKallell IUCTPUOBIOTOPCKOM TMPAaKTUKA B paMkax EBpasuiickoro
SKOHOMHYECKOTO COI03a, IpaBUjIaM HAJJIEXKalle NPaKTUKH XPaHEHHs W IEPEBO3KU JIEKaPCTBEHHBIX
IIPEenapaToB, YTBEPKJIECHHBIM YIOJIHOMOUYEHHBIM (efiepalibHbIM OpPraHOM HCIHOJIHMUTENBHOM BiacTu (3a
UCKJTIOYCHUEM  MEIUIMHCKUX OpraHu3aluii ©  00OCOONEHHBIX MOAPA3ACICHUH  METUIIMHCKUX
OpraHu3aINi);

0) HamuMuue MPOU3BOJICTBEHHOTO OOBEKTAa WM OOBEKTOB (TIOMELICHWMH, 3aHHM, COOpYKEHHH) U
00O0pYIOBaHUS 110 MECTY OCYIIECTBICHHS (hapMaIleBTUIECKON JEATEIbHOCTH, IPHHAIICKAIINX Ha MIPaBe
COOCTBEHHOCTH WJIM HAa WHOM 3aKOHHOM OCHOBAaHWH, MPEIyCMaTPHBAIOIIEM IPAaBO BIAJICHUS M IPABO
MOJIb30BaHUA, - IJIA OPrt aHI/ISaI_[I/Iﬁ ONTOBOM TOPIrOBJIN JICKAPCTBCHHBIMHA CPEACTBAMU JIA BETCPUHAPHOI'O
MIPUMEHEHHUS, COOTBETCTBYIOUIMX TpeOoBaHusM cratbu 54 @DenepanbHoro 3akoHa "OO oOpauieHuH
JIEKapCTBEHHBIX CPENCTB", MpaBWiIaM HaJUIeXkaled AUCTPUOBIOTOPCKON TPAKTHKH JIEKapCTBEHHBIX
IIpenaparoB JJIsl BETEPUHAPHOIO IPUMEHEHUS, IIPABIWIIAM HAJJIEXKAIle PAKTUKU XPAaHEHUsI U IIEPEBO3KU
JIEKapCTBEHHBIX TPENapaToB JJIsl BETEPUHAPHOTO NPHUMEHEHUS, MPAaBMUIaM XPAHEHUs JIEKapCTBEHHBIX
CPEACTB AJIsl BETEPUHAPHOTO TPUMEHEHHMS;

B) HaJlM4M€ MPOU3BOACTBEHHOTO OOBEKTa WM OOBEKTOB (ITOMELIEHUH, 3JaHUll, COOpPYKEHHI) U
000pyZI0BaHUS 110 MECTY OCYLIECTBICHHS (apMalleBTUUECKO AeATEIbHOCTH, IPUHAICKAINX Ha [IPaBe
COOCTBEHHOCTH WMJIM Ha WHOM 3aKOHHOM OCHOBAHHWH, INpeIyCMaTPUBAIOIIEM IPaBO BIAJCHHUS U MPaBO
MOJIb30BAaHUS, - [UIsI OpraHM3alil pPO3HUYHOM TOPTOBIM JIEKAPCTBEHHBIMHU IpenapaTramMu JUis
MEIMIIUHCKOTO TPUMEHEHUs, COOTBETCTBYIOLIMX TpeOoBaHUsAM cTaTbi 55 PenepanbHoro 3akona "OO6
OOpaleHnn JIEKapCTBEHHBIX CpEeACTB", TpaBWIaM HaJUIekKallell anTeyHOW NpPaKTHUKH, IpaBHiIaM
Ha/JIeKalled NpPaKTUKA XPaHEHUS U IEPEeBO3KM JICKAPCTBEHHBIX IPENaparoB, YTBEP KICHHBIM
YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCHOJHUTENBHONW BIIACTH (32 MCKIIIOUEHHUEM MEIMIIMHCKUX
opranmu3anyii 1 000COOICHHBIX MTOIPA3ACTICHIA MEIUIIMHCKIUX OpTaHU3aIii);

I) HaJIW4Yue MPOU3BOJACTBEHHOIO OObEKTa WM OOBEKTOB (TMOMEIICHUMU, 3[aHUN, COOPYKEHHH) U
000pYZIOBaHUS 110 MECTY OCYLIECTBICHHS (hapMalleBTUUECKON JEATEIbHOCTH, IPUHAJICKAINX Ha IIPaBe
COOCTBEHHOCTH WJIM Ha HHOM 3aKOHHOM OCHOBAaHHMH, MMPEAYyCMATpHBAIOLICM IIPaBO BJIAACHUA W IIPaBO
MONB30BAHUS, - [UIsI OpraHM3allMii PO3HUYHOM TOPTOBIM JIEKAPCTBEHHBIMHU IpenapaTamMu  JUis
BETEPUHAPHOTO TNPHUMEHEHUs, COOTBETCTBYIOMIMX TpeOoBaHUsAM cTaThil 55 PenepanpHoro 3akona "OO0
oOpaIeHuu JIEKApCTBEHHBIX CPENCTB'", MpaBWJIaM HaJIeKalIeH anTeYHOW MPaKTUKH JIEKAPCTBEHHBIX
IpernapaToB JUIsl BETEpUHAPHOTO MMPUMEHEHHsI, TpaBUIaM HaJyIeXkalleil MPakTUKY XpaHEHUS U TIEPEBO3KH
JICKAPCTBCHHBIX IMPCIapaTroB Ajid BCTCPUHAPHOTO IMPUMCHCHUA, IpaBUJIaM XPAaHCHUS JICKAPCTBCHHBIX
CPEICTB 7Sl BETEPUHAPHOTO PUMEHEHUS;

1) HaJM4Yue MPOU3BOACTBEHHOTO O0bEKTa (TOMEIEHHS, 31aHusl, COOPYKEHHS) U 000PYIOBaHUS O
MECTy OCYILECTBICHHS (apMaleBTUUECKOH NeATeIbHOCTH, MPUHAJUIekKAIINX Ha MpaBe COOCTBEHHOCTH
WM HA UHOM 3aKOHHOM OCHOBaHHH, IIPEIyCMaTPHUBAIOIIEM PaBO BIAJACHUS U MPABO MOIB30BAHUS, - AJIS
WH/IMBUYAJIBHOTO TPENNPUHUMATENS, COOTBETCTBYIOIIEro TpeOoBaHUsAM crTaTbu 55 DenepaibHOro
3akoHa "OO oOpalieHuu JEKapCTBEHHBIX CPEACTB", TpaBWiIaM HaJIEXKaIleH anTedyHOW MPaKTHKH,
IIpaBWJIaM HaJyIeXkalled IMPaKTUKUA XPAaHEHUS M TEPEBO3KHM JIEKAPCTBEHHBIX IPENAapaToB, NpaBUIIaM
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XpaHCHHUA JICKAPCTBCHHBIX CPCACTB, YTBCPKIACHHBIM YIIOJHOMOYCHHBIM (benepam,HHM Oopranom
HUCIOIHUTEILHOU BJ1aCTH,

€) HaJIuuue MPOU3BOJCTBEHHOTO OOBEKTAa MM OOBEKTOB (MMOMEIICHHM, 3/IaHUN, COOPYKEHUN) U
000pyAOBaHuUs MO MECTY OCYILIECTBICHUS (papMalleBTUUECKOM AESITeNbHOCTH, IPUHAUICKAIINX Ha TpaBe
COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBAaHHH, IMPEIyCMAaTPHUBAIOIIEM IPaBO BIAJACHHUS U IMPABO
TOJIb30BAHUS, - JJIi BETEPUHAPHOM anTeYyHON OpraHW3alliy WM WHIWBUIYATHHOTO MPEIPUHUMATEIS,
COOTBETCTBYIOLIMX TpeOoBaHUsAM cTaThu 56 DenepanbHoro 3akoHa "OO oOpalleHHM JIeKapCTBEHHBIX
cpencTB", MpaBUiiaM HaJUICKAIEH anTeuyHON MPAKTUKYU JIEGKAPCTBEHHBIX MPENapaTroB JJisi BETEPUHAPHOTO
MIPUMEHEHUS, TIPaBUIaM HaJIJISKAIIEeH MPAKTUKN XPAaHSHUS U TIEPEBO3KH JICKAPCTBEHHBIX MTPENapaToB IJIs
BETEPUHAPHOTO MPHUMEHEHUS, IMpaBWJIaM H3TOTOBIEHUS M OTIYCKA JIEKAPCTBEHHBIX MPENaparoB IS
BETEPUHAPHOTO NPUMEHEHUs, IpaBUJIaM XpaHEHUs JIEKAPCTBEHHBIX CPEACTB [JIs BETEPUHAPHOTO
MIPUMEHEHHUS;

)K) HaJIN4YHUC Yy MEIUITUHCKOM OopraHu3alvu - COUCKATCIIA JIMICH3HWU JIMOCH3UNW Ha OCYHICCTBICHUC
MEIUITUHCKOM JACATCIIbHOCTH,

3) HaJu4Me B COOTBETCTBMM C IPAaBUIAMM HaJUIeXKALEH anTeyHOW MPAKTUKU JIEKapCTBEHHBIX
[IpenaparoB sl MEAULIMHCKOrO IPUMEHEHUS, IIPaBUIaMU HaJIeKALEH IPAKTUKHA XPAHEHUS U IIEPEBO3KH
JIEKapCTBEHHBIX IMpEnaparoB, IpaBUJIaMU HaJjexamed JUCTPUOBIOTOPCKOM MPAKTHKH B paMKax
EBpa3uiickoro 3KOHOMMYECKOIO COI03a JIMIA, OTBETCTBEHHOI'O 3a BHEAPEHHE U 00ECIEYEeHUE CHUCTEMBbI
Ka4eCcTBa XPAaHEHMS M IIEPEBO3KHM JICKAPCTBEHHBIX IPENApaToB M AKTyaJu3alMI0 CTAaHIAPTHBIX
OIIEPALMOHHBIX MPOLEAYp A OCYIIECTBIECHUS (hapMaleBTUYECKOH AeATENIbHOCTH B cepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB Ul MEIULIMHCKOTO IPUMEHEHNS,

1) HaJIM4KMe y UHIUBUYaJIbHOTO IPEANPUHUMATEIIS:

U1 OCYILICCTBIICHUA (bapMaHeBTquCKOﬁ ACATCIIBHOCTH B C(bepe o6pameHH;1 JICKaPpCTBCHHLIX
CpCACTB IS MCAUIUHCKOIO IMPUMCHCHUS - BBICHICTO WJIM CPCAHCTO (I)apMaueBTqucxoro O6paBOBaHI/ISI, a
TaK¥XKE CepTH(bHKaTa crienyajancTa uin HpOﬁﬂeHHOﬁ AKKpCauTaluu CricuyuaincTa,

JUISE OCYIIECTBICHHUS (DapMalleBTUYECKONW MAESITeNbHOCTH B cdepe oOpalieHus IeKapCTBEHHBIX
CPEICTB JIsl BETEPHHAPHOTO TPUMEHEHUS - BBICIIIETO MITU CPEAHETO (hapMaIrleBTUYeCKOro 00pa3oBaHus, a
TaKXke cepTu(dUKara CICIHAINCTa WU TMPOUIEHHON aKKPEIUTAIMH CICIHANINCTa JIMOO BBHICIIETO WU
CpeIHEero BETepUHAPHOTO 00pa30BaHUs, a TAKKe cepTU(UKATA CTICIIMATUCTA;

K) HaJM4Me Yy COMCKAaTessl JHUIEH3UU PaOOTHHMKOB, 3aK/IIOYMBIIMX C HUM TPYIOBBIE JOTOBOPHI,
JEATEIBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBA3aHa C ONTOBOW TOPIOBIIEH JIEKAPCTBEHHBIMU CPENCTBAMU
JUIS MEQUIMHCKOTO IPUMEHEHUs, MX XpaHEHUWeM U (WJIM) PO3HUYHOM TOProBiE€H JEKapCTBEHHBIMU
Ipenaparamu s MEJUIUHCKOTO PUMEHEHMS, NX OTIIyCKOM, XpPaHEHUEM U U3TOTOBICHUEM, UMEIOIIUX

JUISE OCYIIECTBICHHUS (hapMalleBTUYECKOW MAESITeNbHOCTH B cdepe oOpalieHus IeKapCTBEHHBIX
CPEICTB JJIsi MEIUIWHCKOTO TPHMEHEHUs (32 WCKIIOYCHHEM O000COONCHHBIX —TOApa3IeICHUN
MEAMIIMHCKUX OpraHu3aluii) - BBICIIET0 WM CpeaHero ¢apMaleBTHUYECKOro oOpa3oBaHMs, a TaKKe
cepru(duUKaTa CeranaucTa Wik IPOHICHHON aKKpeAUTAIUY CIICITHAIINCTA;

JUIL  OCYIIECTBICHUS (DapMaleBTHYECKON IesITeTbHOCTH B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB JUIsl MEIUIIMHCKOTO MPUMEHEHUS B 000COOICHHBIX NOAPA3ACICHUAX MEAULIMHCKUX OpraHn3aluil
- JIOTIOJIHUTENHFHOTO MPO(eCCHOHATFHOTO 00pa30BaHMsI B YaCTH PO3HUYHOW TOPTOBIHU JIEKAPCTBEHHBIMU
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"06 yTBEpXKAEHUM TMONOXKEHUS O IULEH3MPOBAHWUM (hapMaLEeBTUYECKOM
[EeSTeNbHo...

[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

npemnaparaMu ajid MCIUIHWHCKOrO IMPUMCHCHHUA IIPU HAJIMYUHK IIpaBa Ha OCYHICCTBJICHUC MC}II/IHHHCKOﬁ
ACATCIIBHOCTH.

B cnyuae nepemgaun pabot (yciayr) Ha ayTCOPCHHT (TOJNBKO JUISi OPTaHU3AIMUKA ONTOBON TOPTOBIIA
JICKApCTBECHHBIMH CPEICTBAMU JUISI MEAHMIIMHCKOTO TPUMEHEHHUS) B YaCTH XPAHCHHUS JICKapCTBEHHBIX
CPEICTB ISl MEAUIIMHCKOTO MMPUMEHEHHSI MHOM JTUIIEH3UAT, C KOTOPBIM COMCKATeNIeM JIMIICH3UH 3aKTF0UeH
noroBop (oT 12 MecsieB) o mepemade padot (yciayr) Ha ayTCOPCHHT (B YaCTH XpaHEHUS JICKAPCTBCHHBIX
CpeACTB Ui MEIUIIMHCKOTO TPHUMEHEHHs) M KOTOPBI HWMEET JIMIEH3WI0 Ha OCYIIECTBICHUE
(bapMaHeBTquCKOﬁ ACATCIIBHOCTHU II0 OCYHICCTBJICHUIO BBIMIOJIHACMBIX pa60T, OKa3bIBACMBIX YCIIYT,
COCTABIIAIOIINX JCIATCILHOCTh TI0 ONTOBON TOPTOBJIC JICKAPCTBECHHBIMU CPEICTBAMH JJIST METUITTHCKOTO
NPUMEHECHHS, JIOJDKEH HMMETh PaOOTHUKOB, KOTOPBIC COOTBETCTBYIOT TpeOOBaHHSIM ab3aiia BTOPOTO
HAaCcTOAIICTO IIOAITYHKTA, 3aKIIOYWIIM C HHUM TpPYyAOBBIC JOTOBOPbI U JCATCIBHOCTL KOTOPBIX
HETIOCPEICTBEHHO CBS3aHA C ONITOBOM TOPTOBJICH JIEKAPCTBEHHBIMU CPEIICTBAMHU, HX XPAHCHUEM;

J) HAJIWYUE Y COMCKATeNs JIMIEH3UH paboTHHKa (pabOTHHKOB), 3aKJIIOUMBIIETO C HUM TPYIOBOU
JIOTOBOP, JAEATEIbHOCTh KOTOPOTO HENOCPEACTBEHHO CBsI3aHA C ONTOBOM TOPIrOBJEH JIEKapCTBEHHBIMU
CpeICTBAaMHM [UIsl BETEPUHAPHOTO NPUMEHEHHUs, WX XpaHeHHueM U (WIM) PO3HUYHOM TOpropiei
JIEKapCTBEHHBIMU IIpenapaTaMu Jisi BETEPUHAPHOTO MPUMEHEHHS, X OTITYCKOM, XpaHEHHEM, ITEPEBO3KON
U W3TOTOBJIIGHHWEM, HMEIOLIEro BhHICIIEE MM cpenHee (apmalieBTHUeCKoe 00pa3oBaHHE, a TaKxkKe
cepTu(UKaT CHenHanTucTa WK MPOUICHHYI0 aKKpEeIUTAIMIO CIHEIHalnucTa JUOO BBICIIEEC WU CpelHee
BeTepuHapHOE 00pa30BaHMe, a TAKXKE CEPTU(DUKAT CIICIIHATUCTA.

5. Conckarenp JUICH3UN BIIpaB€ OTO3BaTh 3asiABJICHUC O MPCAOCTABIICHHUU JIMLOCH3UU 10 IIPHUHATUA
JIMICH3UPYIOIIUM OpraHOM PCUICHUS O IPEAO0CTABJICHUU JIMIICH3UU WU 00 oTKa3e B e¢ npeaoCTaBJICHUU.

6. JluueHsuar [UIsl oCylecTBIEHUs (DapMalleBTUUECKOW AESITEIbHOCTH JOJKEH COOTBETCTBOBATH
CJIEYIOIIMM JIMIIEH3UOHHBIM TPEOOBAHUSM:

a) HaJu4ue TPOM3BOJICTBEHHOTO OOBEKTa WM OOBEKTOB (TIOMEIICHMIA, 3MaHUN, COOPYKEHUH) U
000pyAOBaHuUs MO MECTY OCYILECTBICHUS (papMalieBTUUECKON AESITEeNbHOCTH, IPUHAJUIEKAIINX Ha TpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHHH, MPEIyCMAaTPHUBAIOIIEM IPaBO BIAJACHUS U MPaBO
MOJIH30BaHUs, JINOO MPHUHAMISKAINIMX Ha MpaBe COOCTBEHHOCTH WM HAa MHOM 3aKOHHOM OCHOBaHHUH
WHOMY JIMIEH3UATy, UMEIOLEMY JIMIICH3UI0 Ha OCYIIECTBICHHE (papMalleBTUUECKOM NESTENbHOCTH IO
OCYILIECTBICHUIO Pa0OT, OKA3bIBAEMBIX YCIYI, COCTABIAIONIUX JAEATEIbHOCTh I10 OINTOBOH TOpProBie
JIEKapCTBEHHBIMHU CPEJICTBAMU JJISi MEIUIIMHCKOTO MPUMEHEHMS], U 10roBop (0T 12 MecsleB) o nepenaye
pabotr (ycimyr) Ha ayTCOPCHMHT (B 4YacTH XpaHEHUS JIEKapCTBEHHBIX CPEICTB A MEIULUHCKOTO
MIPUMEHEHHS), COOTBETCTBYIOIIMX TpeboBaHMsIM cTareil 54 u 55 denepanbHoro 3akoHa "OO0 obpaieHNH
JIEKapCTBEHHBIX CpEJCTB", TMpaBWJIaM HaJuieXalled JUCTPUOBIOTOPCKOM TMPAKTUKKM B  paMKax
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, MpaBHJIaM HaJJexalled MPaKTHKUA XpaHEHHs U TEepPEBO3KU
JICKApCTBEHHBIX  TpErnaparoB, NpaBWIaM HAMISKaAIIeW aNTeYHOH MPaKTHKH, YTBEP)KICHHBIM
YHOJHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIOJHUTENbHOM BIAcTH (32 UCKIIOYEHHEM MEIUIIMHCKUX
opraHuzanii 1 000COONEHHBIX TOApa3AeiIeHUN MEAUIUHCKUX opranu3auuii). [lpu pacTopskeHHH
JIOTOBOpa O Tepenade padotr (ycliyr) Ha ayTCOPCHUHT (B YacTU XpaHEHUS JEKAPCTBEHHBIX CPEICTB IS
MEAMIIMHCKOTO MPUMEHEHHSI ) JTUIIeH3UaT 00s3aH HanpaBUTh B DeepanbHyto cayx0y 1Mo Haa30py B cdepe
37paBOOXPAHEHUS 3asBICHHE O BHECEHMHM HM3MEHEHUI B pEECTp JHMIEH3UH B YacTH HCKIIOUYEHUS
MIPOM3BOICTBEHHOTO OOBEKTA WJIM OOBEKTOB U3 peeCTpa JTUICH3H;

0) HanMMyue MPOU3BOJACTBEHHOTO OOBEKTa WM OOBEKTOB (MOMEIICHUH, 3MaHUN, COOpPYKEHUN) U
000pyIOBaHUs IO MECTY OCYIIECTBICHUS (papMaIleBTHUECKOW ACSITEILHOCTH, IPUHAUICKAIINX HA TPaBe
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COOCTBEHHOCTH WJIM Ha HHOM 3aKOHHOM OCHOBAaHHMH, MMPEAYyCMATpUBAIOLICM IIPaBO BJIAACHUA W IIPaBO
MOJIb30BaHUS, - JJIs OPTaHU3alUi ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMHU CPEICTBAMU ISl BETEPUHAPHOTO
MNPpUMCHCHUA U pO3HI/I‘-IHOI71 TOPIroOBJIM JICKAPCTBCHHBIMU IIpCriaparaMu OJid BETCPUHAPHOIO0 MPUMCHCHUA,
COOTBETCTBYIOIIUX TpeOoBaHUSAM cTaTeit 54 u 55 denepanpHoro 3akoHa "OO6 oOpalieHUH JIEKApCTBEHHBIX
cpencTB", TpaBWJaM HaJJIeKalle TUCTPUOBIOTOPCKONW MPAKTUKHM JIEKAPCTBEHHBIX IMPENapaToB IS
BCTCPUHAPHOI'O NPUMCHCHH, IIpaBUJIaM H&ILHG)K&IHGﬁ IMPAKTUKU XPaHCHHA U IIEPCBO3KU JICKAPCTBCHHBIX
MpernaparoB A BETEPUHAPHOTO TNPUMEHEHHS, MpaBWIaM XpaHEHUS JIEKapCTBEHHBIX CPEICTB s
BCTCPUHAPHOT'O IPUMCHCHU

B) HallM4yHMe MPOU3BOACTBEHHOTO OOBEKTa WM OOBEKTOB (ITOMELIEHUH, 3JaHUil, COOpPYKEHHI) u
000pyIOBaHUs MO0 MECTY OCYIIECTBICHUS (papMaIleBTUUECKON AeSITENbHOCTH, IPUHAUICKAIINX Ha TpaBe
COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBAHHWH, INPEIyCMaTPUBAIOIIEM IPaBO BIAJCHHUS U MPABO
MOJIb30BaHUs, JI1 BETEpPUHAPHOW alnTEeYHON OpraHu3alliyd WIM HHAWBUIYaJIbHOTO MpPEIIpUHUMATENs,
UMEIOIINX JIMIEH3UI0 Ha (hapMaleBTUYECKYIO0 JAEATENbHOCTh C IPAaBOM H3TOTOBJIEHUS U OTIyCKa
JICKApCTBEHHBIX MPENapaToB Ul BETEPUHAPHOTO MPUMEHEHHsSI, COOTBETCTBYIOIINX TPEOOBAHUIM CTAThU
56 ®denepanpHOTO 3aK0Ha "OO0 0OpaICHUY JICKAPCTBEHHBIX CPEICTB", IpaBUIaM U3TOTOBJICHHS M OTITyCKa
JIEKAPCTBEHHBIX MPENaparoB JJIsi BETEPUHAPHOTO IMPUMEHEHHUsS, MpPaBUJIAM XpaHEHUs JIEKapCTBEHHBIX
CPEICTB JI BETEPUHAPHOIO MPUMEHEHHUsI, TPaBUJIaM HaJUJIeKalleil anTeyHOW MPaKTUKH JI€KapCTBEHHBIX
MpernaparoB Jjs BETEPUHAPHOTO MPUMEHEHHs, paBUjIaM HaJJIeKallei MPaKTUKY XpaHEHUS U IePEBO3KU
JIEKapCTBEHHBIX IIPENapaToB AJIsi BETEPUHAPHOTO NPUMEHEHUS;

) HIMYME y MEAWIMHCKOW OpraHu3aliyd - JIMIEH3WaTa JIMICH3WM Ha OCYIIECCTBICHHE
MEIHUITMHCKOH AeSITEIbHOCTH;

Il) CO6J'IIOI[CHI/IG JIMICH3MATOM, OCYHICCTBIAIOMIUM  ONTOBYIO TOPIOBIIO JICKAPCTBCHHBIMHU
cpeacTBaMu:

JUTSE MEIMIIMHCKOTO TIPUMEHEHUs, - TpeboBaHuil crareit 53, 54 u yactu 7 cratbu 67 DenepaibHOTO
3akoHa "OO0 oOpallleHNH JeKapCTBEHHBIX CPEACTB", MPaBUII HaAJeXKalel TUCTPUObIOTOPCKOM MPaKTUKU B
pamkax EBpa3uiickoro 3KOHOMHYECKOTO COI03a, MPaBUJI HaAJNEXKalllel MPaKTUKUA XPaHEHHs U TMEPEBO3KU
JIEKapCTBCHHBIX TMPEMaparoB Ui MEAUIUHCKOTO TPUMEHECHHS, TPABWI PETHCTPAIlUU  OIepalluii,
CBS3aHHBIX C OOpaIeHUEM JICKaPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO MPUMEHEHHUS, BKIIOYCHHBIX B
MepeyYeHb JIEKapCTBEHHBIX CpencTB JUIST MEIUIIMHCKOTO MPUMEHEHUS, MOJICIKAIIUX
MPEIMETHO-KOJTMYECTBEHHOMY Y4YeTy B CHCIHAIBHBIX JKypHajaX ydeTa OIepaiuii, CBS3aHHBIX C
oOpaIeHueM JICKapCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO MPUMEHEHUs, MPaBUJ BEACHUS W XpaHCHUS
CHEIMANIbHBIX JKypHAJOB yyeTa OIepaluii, CBI3aHHBIX C OOpalleHHEM JIEKAPCTBEHHBIX CPEICTB IS
MEIMIIMHCKOTO TPUMCHCHHS,

JUIl BETEpUHAPHOTO NMPUMEHEHus, - TpeOboBaHuil crareil 53, 54 u 58 denepanbHoro 3akoHa "OO6
00palIeHn! JEeKapCTBEHHBIX CPEICTB" M MpaBWJI XPAHEHUs JEKAPCTBEHHBIX CPEJCTB JJISi BETEPUHAPHOTO
IPUMEHEHHs, TNPaBWI HaAJdeXaled AUCTPUOBIOTOPCKOM MPAKTUKH JICKAPCTBEHHBIX IPENaparoB JUIs
BETEPUHAPHOIO MPUMEHEHHUS, NIPaBWJI HaJIeXkKAIlEeld MPAKTUKU XPAaHEHUsS W NEPEBO3KU JIEKAPCTBEHHBIX
IIpenapaToB AJisi BETEpUHAPHOTO NPUMEHEHNS;

e) CO6J'II-O,Z[CHI/IC JJMOCH3WATOM, OCYHCCTBIIAIOIIUM PO3HUYHYIO TOPIOBIIO JICKAPCTBCHHBIMU
npenaparamMu Ajid MCAUIUHCKOTO IIPUMCHCHU:

anTeYHOM OpF&HH?.&HPI@fI, HHIAWBUAYAJIbHBIM NPEANIPUHNUMATCICM, UMCIOIIIUMH JTUICH3UIO, - ITPABUII
Haﬂnemameﬁ anTeuHOMu MMPAKTHUKU JICKAPCTBCHHBIX MPCIIAPATOB AJId MCAULIMHCKOI'O IIPUMCHCHUS, IIPABUJI
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HaJJIeXkKalled TMPaKTUKU XpaHEHHsT U TEPEeBO3KM JICKAPCTBEHHBIX MPENaparoB JJs MEIUIUHCKOTO
IPUMEHEHUs, MPaBWJ OTIyCKa JEKAPCTBEHHBIX IMPENaparoB A MEIUIMHCKOTO NMPUMEHEHUs, MPaBUI
OTIIyCKa HApKOTUYECKHUX CPEICTB M IICUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B KadeCTBE
JIEKapCTBEHHBbIX IpenaparoB, MpaBW PETUCTpAllMM  ONepaluid, CBS3aHHBIX C OOpaleHHEM
JIEKaPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOIO NPUMEHEHMSI, BKIIOYEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX
CPEACTB JJsl MEIULMHCKOIO TPHUMEHEHUs, MOAJEeKAlUX MPEAMETHO-KOJINYECTBEHHOMY YYeTy B
CIELMANbHBIX XXYpHajlaX ydeTa OIlepalui, CBSI3aHHBIX C OOpallleHHMEeM JIEKapCTBEHHBIX CPEACTB s
MEAMIMHCKOTO NPUMEHEHMSI, NTPaBUJI BEJEHUS M XPAHEHUs CIIELUAJIbHBIX JKypHAJOB y4eTa ONEpaLMi,
CBSI3aHHBIX C 0OpallleHUEM JIEKAPCTBEHHBIX CPEJICTB JJIsl MEIULMHCKOTO MPUMEHEHNUs, TPeOOBaHUN YacTu
6 ctatbu 55 1 yactu 7 cratbu 67 denepanbHoro 3akoHa "O6 oOpallieHHH JeKapCTBEHHBIX CPesCTB";

MEIHMIIMHCKOW OpraHu3aueii, 000COOJICHHBIM TOAPA3ICIICHUEM MEIUIIMHCKOW OpraHu3aIiy -
IPaBUI OTITyCKA JIEKAPCTBEHHBIX IPENapaToB sl MEAUIMHCKOIO NPUMEHEHUS B COOTBETCTBHU C
TpeOoBaHusAMU yacTu 7 ctarbu 67 denepanbHoro 3akoHa "OO o0palieHnu JIeKapCTBEHHBIX CPEICTB";

k) COONIOEHHE JIMIIEH3MAaTOM, OCYIIECTBISIOIIMM PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
npenaparamMy Ui BETEpUHAPHOIO NMPUMEHEHUs (BETEpUHApHAs anTeyHas OpraHu3alus, BETepHUHApHAs
OpraHM3anys, HMMEIIIas JHIEH3UI0, WHAMBUAYAJIbHBI NpEeINpUHUMATENb, HWMEIOIUN JINLEH3HIO),
MIpaBUJI HAJUJIEXKAIIEW aTeYHON TPAKTUKH JIEKAPCTBEHHBIX MPENAPATOB Il BETEPUHAPHOTO IPUMEHEHHS,
IIPaBWJI XpPaHEHUS JIEKAPCTBEHHBIX CPEACTB [UIsl BETEPUHAPHOTO IPUMEHEHMS,;

3) CO6JHOI[€HI/IC JIMICH3MAaTOM, OCYIICCTBIIAIOIINM U3TOTOBJICHUC U OTITYCK:

JICKAPCTBCHHBIX IIPEraparoB I MCAWUIUHCKOIO INPUMCHCHHS, - IMIPaBUJI U3TOTOBJICHUA W OTITYCKa
JICKApPCTBCHHLBIX MPpEHaparoB st MCAUIUHCKOTO ITPUMCHCHUS

JICKAPCTBCHHLIX IPEMaparoB IJIsI BETCPUHAPHOIO0 MPUMCECHCHUA, - IIPABUJI U3TOTOBJICHUS U OTITYCKa
JICKaPCTBCHHLIX IIPCIIapaTOB AJIs1 BETCPUHAPHOTI'O IPUMCHCHUA,

u) cobmonenue TpeboBaHmii crarbu 57 dexepanbHoro 3akoHa "OO oOpaleHHH JTEKapCTBEHHBIX
cpencts";

K) CO6J'IIOI[GHI/IC JIMIICH3UAaTOM, OCYHICCTBIISIIOINM XPAHCHUC!

JICKAPCTBCHHLIX CPCACTB JIA MCOAUIUHCKOIO NPHUMCHCHUSA, - MPAaBUJI XPAHCHUS JICKAPCTBCHHBIX
CpCACTB MjId MCAUIUHCKOIO MNPHUMCHCHUA, IIPpaBUII Haﬂnemameﬁ MMPAKTUKU XPAaHCHUA M IICPEBO3KU
JICKApPCTBCHHLBIX MPpEHaparoB sk MCAUIUHCKOTO IPUMCHCHUS

JIEKapCTBEHHBIX CPEACTB I BETEPUHAPHOIO IPUMEHEHUs, - MPABHI XPAHECHHMs JIEKAPCTBEHHBIX
CPEACTB i BETEPUHAPHOIO IPHUMEHEHUS, NMPAaBWJI HAUICKAUICH INPAKTUKM XPAHEHUS W IEPEBO3KU
JIEKapCTBEHHBIX IIPENApPaTOB Il BETEPUHAPHOIO IPUMEHEHNS,

J) HAJIWYME B COOTBETCTBUU C TPABWIAMH HAAJEXKaIle MPAKTHUKKA XPAaHCHHUS W TEPEBO3KHU
JIEKapCTBEHHBIX TMPEMaparoB, NpaBWJIaMU HaANeXalleld JUCTPUOBIOTOPCKONM MPAKTHKU B paMKax
EBpa3uiickoro 5KOHOMHYECKOTO COI03a JIMIA, OTBETCTBEHHOTO 3a BHEAPEHHE M O0ECIIEYEHUE CHUCTEMBI
KauecTBa XpaHEHUS M TEepPEeBO3KU JIEKAPCTBEHHBIX TIPEraparoB M aKTyalu3alldi0 CTaHJApTHBIX
OTIEPAIIMOHHBIX MPOLEAYP IJIA OCYIIEeCTBICHUS (hapMalleBTUUECKON NEATEILHOCTH B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MTPUMEHEHNS,

M) HaJIMYUC Y MHANBUAYAJIbHOT'O IIPCAIIPUHUMATCIIA:
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[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

JUISL OCYILIECTBIEHUS (DapMalleBTUYECKONW MAESITEIbHOCTH B cdepe oOpalieHus JIeKapCTBEHHbIX
CPEACTB JUIsl MEIUIIMHCKOTO MPUMEHEHUS - BBICILIETO WIN CpeHero (apMaleBTH4eCcKoro oopa3oBaHus, a
TaKKe cepTu(uKara CreraIicTa Wiv MPOWICHHON aKKpeAUTAIlNH CIICIIHAIICTa;

JUISL OCYILIECTBICHHS (DapMalleBTUYECKOW MAESITETbHOCTH B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB JIsl BETEPHUHAPHOTO MPUMEHEHUS - BBICIIETO WU CPEAHETo (hapMalleBTUYeCcKoro o0pa3oBaHus, a
TaKke cepTuUKaTa CICIUATNCTa WIH MPOUICHHOW aKKPETUTAIMH CIICHAINCTa JTUOO BBHICIIETO WA
CpeIHEero BETepUHAPHOT0 00pa30BaHus, a TaKXKe cepTU(UKATa CIeIMATNCTA;

H) HAJINYHUC Yy JIMICH3HUATa paGOTHI/IKOB, 3aKIIIOUUBIINX C HUM TPYAOBBIC JOTOBOPLI, ACATCIBHOCTD
KOTOPBIX HCIMOCPECACTBCHHO CBA3aHa C OIITOBOM TOpFOBJ’IGfI JICKAPCTBCHHBIMU CPCACTBAMH  JJIA
MCIUIIUHCKOI'O TIMPUMCHCHUA, HUX XpPAHCHUECM U (I/IJ'II/I) p03HI/I‘{HOI>’I Topr0Bneﬁ JICKApCTBCHHBIMU
npenaparaMu A4Jjisi MCAULUUHCKOI'O ITPUMCHCHUS, UX OTITYCKOM, XPaHCHHUECM U U3IOTOBJICHUCM, UMCIOIIINX

JUIsL OCYILIECTBICHUS (DapMalleBTUYECKOW MAESITETbHOCTH B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB HJs MENUIMHCKOTO TPHUMEHEHHs (32 HUCKIIOYeHHEeM O000COONEHHBIX MOApa3aeIeHun
MEAWIIMHCKUX OpTraHW3aluii) - BBICIICC WIH CpeaHee QapMareBTHUECKOe 00pa3oBaHUE, a TaKKe
cepTu(UKaT CenuanucTa Win IpoiIeHHYI0 aKKPEAUTALIUIO CTIeLHUAINICTa;

JUIL  OCYIIECTBIICHUS (DapMaleBTUYECKON IesTeIbHOCTH B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS B 000COOJIEHHBIX NOPa3IeICHUSIX MEIULMHCKUX OpraHu3alui
- JONOJHUTENIbHOE NpodecCHOHAIbHOE 00pa3oBaHME B YAaCTH PO3HUYHOM TOPIOBIHU JIEKAPCTBEHHBIMU
npenaparamM sl MEJULMHCKOTO NPUMEHEHUS IIPU HAJIWMYMM [PaBa HA OCYLIECTBIECHUE MEIULIMHCKON
NEeATENbHOCTH;

0) HaJMuue y JIMIEH3uaTa pabOTHHKA (PaOOTHUKOB), 3aKJIFOYMBILIETO C HUM TPYIOBOM IOTOBOP,
JESITEIBHOCTh KOTOPOTO HEMOCPEACTBEHHO CBSI3aHA C ONTOBOM TOPrOBJICH JIEKAPCTBEHHBIMHU CPEICTBAMU
IVl BETEPUHAPHOTO TPUMEHEHHs, MX XpaHEeHHeM W (WIM) PO3HUYHOW TOPTOBJIEH JIEKApCTBEHHBIMH
mpenaparaMu Ui BETEPUHAPHOIO IMPUMEHEHHs, WX OTIyCKOM, XpaHEHHUEM, IIepEBO3KOM U
M3rOTOBJICHUEM, HMEIOIIIETO BhICIIEE HIIH CpefiHee (hapManeBTHIeckoe 00pa3oBaHKe, a TAKKe CePTUPHUKAT
CTIEIUATICTA MU MPOWICHHYIO0 aKKPEAUTAINIO CICIIHAINCTA JTHOO BBICIIEE WM CPEIHEe BETEPHHAPHOE
oOpa3oBaHHe, a TAKXKE CePTH(PHUKAT CIICITUAINCTA;

1) TMOBBIIICHHE KBAJU(UKALNUK CHEHHATIUCTOB ¢ (apMaleBTUUECKUM WM BETEpUHAPHBIM
o0pa3oBaHMEM HE PeKe OHOTO pa3a B 5 JIET.

7. OcymectBiaeHue (apMaleBTUUECKON JEATEIBHOCTU € TpyObIM HapyIlIEHHEM JIMLIEH3UOHHBIX
TpeOoBaHUH BieUeT 3a COOOW OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOAATEIhCTBOM Poccuiickoit
@®enepanuu. [Ipu 3TOM 1m0 TpyOBIM HAPYIICHUEM TTOHUMAETCS HEBHITIOTHEHHE JIMIICH3MATOM OJHOTO H3
TpeOoBaHUM, MPEIYCMOTPEHHBIX TyHKTOM 6 Hactosmiero I[lomoxeHus, MOBIEKIIee TMOCIEICTBUS,
ycTaHoBiIeHHbIe yacThio 10 crarbu 19.2 ®@enepanbHoro 3akoHa "O JIHULEH3UPOBAHUM OTAEIBHBIX BUJIOB
NeATEILHOCTH" .

8. Jlns monmydeHus NMIIEH3UMM COMCKAaTenab JIMIEH3UM HAampaBiIsieT B JJIEKTPOHHOH Qopme B
JIMLICH3UPYIOLIMI OpraH 3asBJIICHUE O NMPENOCTABICHUM JULEH3UMU, B KOTOPOM YKa3bIBAIOTCS CBEICHHS,
npeaycMOTpeHHbIe dyacThio 1 ctathu 13 denepanpHoro 3akoHa "O JTUIIEH3UPOBAHUM OTICIBHBIX BHJIOB
NEeSATEIbHOCTH", @ TAKXKeE:
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a) CBEIEHUS O HAJIWYUU JIMIECH3UW Ha OCYIIECTBICHHE MEIUIIMHCKON IeATETBbHOCTH (I
MEAMIIMHCKUX OpTaHU3aIlHi);

0) CBe/ICHUs, MOATBEPIKIAIOININE HATUYHUE Y COMCKATENS JIMIIEH3UN Ha TpaBe COOCTBEHHOCTH WJIH Ha
WHOM 33aKOHHOM OCHOBaHUHM HEOOXOJMMBIX JUIsI OCYIIECTBICHHUS (hapMalleBTUYCCKOH JESITeIbHOCTH
MPOM3BOACTBEHHOTO O0OBEKTa WU OOBEKTOB (TIOMEIICHMI, 3JaHUM, COOpykeHuil) u 000pydOBaHUS,
COOTBCTCTBYIOHII/IX }’CTaHOBJ'IeHHI)IM Tpe6OBaHI/I$[M, npaBa Ha KOTOpLIG HC SapeFI/ICTpI/IpOBaHI)I B EI[I/IHOM
TOCYIapCTBEHHOM peecTpe HEABMKMMOCTH (B CIIydae €CIM TaKUe MpaBa 3aperuCTPUPOBAHBI B YKa3aHHOM
peecTtpe - cBeaeHHS OO0 OTUX TIOMENICHHSIX) (32 HUCKIIOYCHHEM MEIUIMHCKUX OpTaHU3aIlHid,
000CO0JIEHHBIX MTOAPA3ICTICHUN MEAUITMHCKUX OpTaHU3aIlHi);

B) CBEJICHUS, MOITBEPXKIAIONINE HAIUYME y COMCKATEIs JIMIEH3UH oroBopa (oT 12 mecsieB) o
nepeaaye Ha ayTCOPCUHT padoT (YCIyr), COCTaBIAIOMUX (hapMaleBTUYECKYIO ACSATEIbHOCTh (B 4acTH
XpaHECHUs JIEKAPCTBEHHBIX CPEACTB ISl MEAMIIMHCKOTO NMPHMEHEHHs ), 3aKIIOYCHHOTO C JINIIEH3UATOM,
OCYIIECTBIISIOMINM (papMaleBTHUECKYI0 JAEITeIbHOCTh IO aapecy BBIMOJHEHUS TepeaBacMbIX Ha
AyTCOPCHHT COUCKATEJIeM JIMIICH3UU paboT (ycnyr) (g MOodMydyeHUs JUIEH3UH Ha ONTOBYIO TOPTOBIIIO
JICKApCTBCHHBIMH CPEICTBAMU B CIydae MPUMEHEHHS ayTCOPCUHTA);

I') CBEJCHUSI O HAJIMYUU BBIIAHHOTO B YCTAHOBJICHHOM MOPSIIKE CAHUTAPHO-3MHUAEMHUOIOTUYECKOTO
3aKJIIOYCHUS] O COOTBETCTBMU TIOMEIICHWN TPEOOBAHMSIM CAHUTAPHBIX TMPABWI B OTHOIICHUU
(hapMalleBTHYECKON JesTENbHOCTH B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB AJI MEAULUHCKOTO
MPUMEHEHHUS (32 HCKIIOYCHWEM MEAWIIMHCKUX  OpTaHu3anuii, O00O0COOJICHHBIX MOpa3/IeICHHIA
MEIUIIMHCKUX  OpraHu3alliii, OpraHu3alMii ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CPEIACTBAMM,
MONTyYaloNUX JTUICH3WI0 HA OCHOBAaHWUHU JOroBopa (oT 12 mecsieB) o mepenade Ha ayTCOPCHUHT padoT
(ycnmyr) B 4acTH XpaHEHUs JIEKAPCTBEHHBIX CPEACTB JJII METUIIMHCKOTO IPUMEHEHUS );

Jl) CBEICHHUS O HAIWYUH BBIAAHHOTO B YCTAHOBJICHHOM MOPSAJKE CAHUTAPHO-3MUAEMHUOIOTHYECKOTO
3aKJIIOYEHUS] O COOTBETCTBHM TIOMEIICHWN TpeOOBaHMUSM CAHUTAPHBIX TMPABUI B OTHOIICHUU
(hapmaIreBTHYECKON NIeATeTbHOCTH B cepe oOpalieHus JICKApCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO
MPUMEHEHHUS C TPaBOM H3TOTOBJIEHUS W OTIyCKa JIEKAPCTBEHHBIX MPENapaToB MAJsi BETEPUHAPHOTO
MIPUMEHEHUS;

€) CBEICHMs O BBICIIEM WU cpeaHeM (apMalieBTUIeCKOM O0pa3oBaHWH, a TakkKe cepTUdUKare
CHEIHMAIMCTa WIA MPOUIEHHOW aKKPEAUTALMU CIIEIUATKNCTA - JUIsl OCYIIECTBICHUS (papMarieBTHUECKOM
NESTeTbHOCTH B cdepe oOpamieHus JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TPUMEHEHUs (3a
UCKJTFOYCHHEM 000COOICHHBIX MOIPA3ICIICHUI MEAUIIMHCKUX OPTaHU3aIil);

) CBEICHUS O JOIOJHUTEILHOM MPO(ECCHOHATBHOM 00pa30BaHUU B YaCTH PO3HUYHOM TOPrOBIH
JIEKApCTBEHHBIMHU IIpeNapaTaMy I MEJULMHCKOTO IPUMEHEHHs U O HAJUYMH [PaBa HA OCYILECTBICHHE
MEIUIUHCKOM JesATeIbHOCTH - Ul OCYLIECTBICHMs (apMalleBTUUECKOW IesATeIbHOCTH B cdepe
oOpamieHus JIEKapCTBEHHBIX CPEICTB I MEIUIIMHCKOTO MPUMEHEHHSI B 000COOICHHBIX MOIPa3IeICHUSIX
MEAMIMHCKUX OpraHu3alui;

3) CBEICHMS O BBICIIEM WU CpeqHeM (apMalleBTUYECKOM OOpa30BaHMHU, a TaKXkKe cepTudUKare
CTIEIMATNCTA WIH TMPOUICHHON aKKpEAUTAIlH CTICIHAINCTA JHOO0 BRICIIEM WM CPETHEM BETEpUHAPHOM
o0Opa3oBaHMM, a Takke ceprudukare crHeuuaiucra - I OCYLIECTBICHHUA (apMaleBTUUECKOM
JesITeIbHOCTH B c(hepe 0OpaleHNs JeKapCTBEHHBIX CPENICTB ISl BETEPUHAPHOTO IPUMEHEHHUS.
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9. Ilpu nopaue 3asBneHus B (efepaabHON TOCyIapcTBEHHON MH(pOpMannoHHON cucteme "Equnblit
MOpTaJl TOCYIapCTBEHHBIX M MYHUIIMNAIBHBIX YCIyT (PyHKIMIT)" HOCPEICTBOM HCIOIb30BAHUS JTUYHOTO
KaOMHeTa COMCKATelNb JUIICH3UN B aBTOMAaTHYECKOM PEXUME HH)OPMUPYETCS O CBEICHHSIX, TTOIEKAIINX
IPEICTABICHUIO IS 1IeJIel MOTyYeH sl TULIEH3HU.

[Ipy mnpoBeaeHUMM MPOBEPKH JOCTOBEPHOCTU CBEACHHM, COAEP)KAIIUXCS B MPEICTABICHHOM
COMCKATeJIeM JIMICH3UH (JTUIIEH3UATOM ) 3asIBJICHUU O MPEAOCTABICHUH JINLICH3UU (3asBJICHUN O BHECCHUH
W3MEHEHUH B peecTp JUIEH3UN), IUIEH3UPYIOIMNA OpraH 3ampaliuBacT HEOOXOAMMBIE s
nNpeaoCTaBJICHUA TOCYHNAapPCTBCHHBIX YCIYI' B O6JIaCTI/I JIMICH3UPOBAaHUA CBCACHUSA, HAXONAIIHUCCI B
PaACIIOPAKECHUHU OPraHoB, NPCAOCTABIIAIOIINUX TOCYAAPCTBCHHLBIC YCIYrW, OpraHOB, IMPEAOCTaBIAIOMIUX
MYHHIIMIIAIBHBIE YCIYTH, WHBIX TOCYIapCTBEHHBIX OPTaHOB, OPTraHOB MECTHOTO CaMOYyMpaBiIeHHS JTHO0
MOABCAOMCTBCHHBIX I'OCYAAPCTBCHHBIM OpTraHaM HJIM OpraHaM MECTHOI'O0 CaMOYIpPaBJICHUA OpFaHHSaHHﬁ,
B TOpsAKe, ycTraHoBIeHHOM @DeaepanbHbiM  3akoHOM  "OO  opraHu3amy  TPEIOCTaBICHUS
rOCyJapCTBEHHBIX U MyHUIIMIIATBHBIX YCIYT".

10. I[J'If[ MOJTy4YCHHA JIMICH3UW COUCKATCJIb JIMLICH3HUU, HBHﬂIOMHﬁCﬂ HHOCTPAHHBIM HOPpUANYCCKHUM
JIMOOM, IMPCACTABIIACT CBCACHNA, YKA3dHHBIC B ITYHKTC 8 HaCToAIICro Ilonoxenwus.

11. JluueH3upyroomuidi OpraH OCYIIECTBISET OLEHKY COOTBETCTBUS COMCKATelsl JIMLEH3UU
JUIEH3UOHHBIM TPeOOBaHUAM U NMPUHUMAET PELIEHUE O MPEeIOCTaBICHUHN JIMLEH3UN WK 00 OTKa3e B €e
NPEIOCTAaBICHUU B CPOK, HE NpeBblLatomuid 15 pabounx [gHeH co AHA NpueMa 3asBICHUS O
MIPEIOCTaBICHNUH JIMLICH3UH.

12. Tlpu HamepeHHH OCYIIECTBIATh (apMAIEBTUUYECKYIO JACATEIBHOCTh IO aapecy, He
MPEAYCMOTPEHHOMY PEECTpOM JIMLEH3UM, B 3asBJICHUU O BHECEHWU H3MEHEHHI B peecTp JMILECH3UU
JUIEH3UAT YKa3bIBACT CICAYIOUINE CBECHUS:

a) CBCACHUA, COACPIKAIIUC HOBBIHN aJI[peC OCYHMICCTBICHHUA q)apMaL[eBTI/I‘IeCKOI;'I ACATCIIBHOCTH,

6) CBCACHUS, NMOATBCPKAAIOMIUC HAJINYUC Y JIMICH3MATA Ha IIPaBC COOCTBEHHOCTH HJIM HA HMHOM
3aKOHHOM OCHOBaHHH H€O6XOZIHMI)IX A OCYHICCTBIICHUA (bapMaHCBTquCKOﬁ ACATCIIBHOCTH IIO0
yKa3aHHOMY ajpecy IpPOH3BOACTBEHHOTO 00bekTa (0OBEKTOB) M 00OpPYIOBaHUS, COOTBETCTBYIOIINX
YCTaHOBIICHHBIM TpeOOBaHMSAM, TpaBa Ha KOTOpPBIE HE 3apETUCTPUPOBAHBI B ENWHOM rocynapcTBEHHOM
peecTpe HEIBIKMMOCTH (B Cilydae €ClIM Takue IpaBa 3aperHCTPUPOBAHBI B YKa3aHHOM peecTpe -
CBelleHHsI 00 JTUX TNOMEINEHUSIX) (32 MCKIIOYEHHEM MEIUIMHCKHX OpraHu3auuid, 000COOIeHHBIX
HOI[pa?;I[eJIeHI/Iﬁ MEIUITMHCKHUX OpFaHHBaHHﬁ), 00 CBCACHUS, IMOATBCPIKAAIONINEC HAJTMYKUC Y JIMICH3UATAa
(TONBKO JUTS OpraHM3aIMid ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMHU CPEICTBaMH) 10roBopa (0T 12 mecseB)
0 Tepeaavye Ha ayTCOPCHHT paboT (YCIyT), COCTABISIFOIIMX (DapMaIleBTUYECKYIO JESTEIBHOCTh (B 4acTH
XpaHCHUA JICKAPCTBCHHBIX CPCACTB JIA MCIAUIHUHCKOI'O HpI/IMCHCHI/IH), 3aKJIFOUEHHOI'0O C HWHBIM
JMLEH3UATOM, OCYIIECTBISIIONIMM  (DapMaleBTHYECKYI0 JESTENbHOCTh IO  aJpPEcy  BBIMOTHEHUS
NepeaBaeMbIX Ha ayTCOPCUHT paboT (ycyr);

B) CBEJCHHUS O BBICIIEM WM CpelHeM (papMalneBTHUecKoM oOpa3oBaHMM, a TaKXke cepTudukare
CHeIHMalMCTa WU TPOUICHHOW AaKKpeAWTAlMM CHeIUaNucTa - JUisi paOOTHUKOB, HaMEpPEHHBIX
OCYILECTBIATh (PapMaleBTHUECKYIO JESITeIHbHOCTh B cdepe oOpalieHus: JEKapCTBEHHBIX CPEICTB IS
MEIUIIUHCKOTO TIPUMEHEHHS 0 YKa3aHHOMY ajpecy (3a MCKIIOUYEHHEM 000COOICHHBIX MOApa3ieieHui
MEIUIIMHCKUX OpraHu3anui);
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T') CBEICHUS O JOTOJHUTEIHLHOM NPO(EeCCHOHATBPHOM 00pa30BaHUU B YaCTH PO3SHUYHOU TOPTOBIIH
JIEKapCTBEHHBIMU IIpenapaTaMy AJI1 MEJULUHCKOTO MPUMEHEHHUS U O HAJIUYMH IPaBa Ha OCYILECTBICHHE
MEAWIIMHCKON JCSITeNFHOCTH - JUIsi PaOOTHHKOB, HAMEPEHHBIX OCYIIECCTBIATH (apMaIieBTHUECKYIO
NesTeNIbHOCTh B cdepe oOpalleHusi JEKapCTBEHHBIX CPEACTB [UIsl MEIUIIMHCKOTO TMPUMEHEHHs B
000COOJICHHBIX TOPa3IeICHUSIX MEAULIIMHCKUX OPTaHU3AIINA TT0 YKa3aHHOMY afIpecy;

JI) CBEJCHHSI O BBICIIEM WJIM CpeaHeM (apMaleBTUICCKOM O0pa30BaHWH, a TaKke cepTudukare
CHelHalluCTa WM MPOWIECHHOW aKKpeAWTallMW Cleuuagucra Jud0o O BBICHIEM WM CpPEIHEM
BETEPHHAPHOM O0Opa30BaHUM, a Takke cepTudukare CHenuanucta - s paboTHUKA (paOOTHUKOB),
HAaMEPEHHBIX OCYIICCTBIIATH (apMaleBTHUYCCKYIO JEATSIBHOCTh B cdepe oOpameHus JIeKapCTBCHHBIX
CPEICTB JIJIsl BETEPUHAPHOTO MPUMEHEHUS TI0 YKa3aHHOMY aJIpecy;

€) CBE/IECHUS O HAJIMYMH BBIJIAHHOTO B YCTAHOBJIEHHOM IOPSIKE CAHUTAPHO-3MHIEMUOIOTHYECKOTO
3aKJIIOYEHHS] O COOTBETCTBHM MOMEIICHUN M0 yKa3aHHOMY ajjpecy TpeOOBaHHSIM CaHUTAPHBIX MPaBUI B
OTHOLIEHUU (papMaLeBTHUECKON JeATENbHOCTH B c(epe oOpalleHust JIEKApCTBEHHBIX CPEACTB JUIS
MEIUIIMHCKOTO TMPUMEHEHUsS (32 MCKIIOYCHHUEM MEIUIMHCKUX OpraHu3aiuid, 000COOJIEeHHBIX
MOJpa3ieeHU MEIUIIMHCKUX OpraHu3aluii, OpraHu3aluii ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMU
CpeAcTBaMH JUII MEAULUHCKOTO NMPUMEHEHUs, 3asBUBIINX O BHECEHUH M3MEHEHUH B peecTp JUICH3HM
JUIs TIepellayd WHOMY JIMIIEH3HaTy 1o AoroBopy (oT 12 mecsineB) Ha ayTcopcuHr pabot (yciyr),
COCTaBIAIOMUX (hapMalleBTUUECKYIO ACSITENbHOCTh B YACTH XpPAHEHHUS JIEKapCTBEHHBIX CPEICTB IS
MEIUITUTHCKOTO IPUMEHEHN );

’K) CBEJCHMSI O HAJIMYUU BBIJAHHOTO B YCTAaHOBJICHHOM MOPSAKE CAHUTAPHO-3IHAEMHUOIIOTHYECKOTO
3aKJIIOYEHUS] O COOTBETCTBUM TIOMEIICHWN TpeOOBaHMUSM CAHUTAPHBIX TMPABUI B OTHOIICHUU
(hapManeBTUICCKON NEATEIHbHOCTH B cdepe oOpameHus: JIEKapCTBCHHBIX CPEICTB JJIS BETEPHHAPHOTO
MPUMEHEHHUS C MPaBOM H3TOTOBJIEHUS W OTIyCKa JIEKAPCTBEHHBIX IPENaparoB AJisi BETEPHUHAPHOTO
MIPUMEHEHUS.

13. Ilpu HamepeHUM BBINOJHATH HOBBIE PaOOThI, OKa3bIBaTh HOBBIE YCIYTH, COCTaBIISIOIINE
(bapMaleBTHUECKYIO0 JEsTEeIbHOCTh, HO HE MPEAYCMOTPEHHBIE pEecTpOM JIMIEH3HM, JUIEH3HaT B
3a5BJICHUU O BHECEHUU U3MEHEHUH B PEECTP JIMLIEH3UHN YKa3bIBaET:

a) B cepe oOpareHus JJeKapCTBEHHBIX CPEACTB JIJIsI MEIUITMHCKOTO MPUMECHECHHUS:

CBEIEHUSI O COCTAaBIAIOMIMX (hapMaleBTUYECKYIO JAEATENbHOCTh paboTax (yciyrax), KOTOpbIe
JUIEH3UAaT HaMEPEH BBIOJIHATH (OCYILIECTBIIATH);

CBEICHMS O BBICIIEM WIH cpelHeM (apmalleBTUYeCcKoM O0Opa3oBaHHM, a TakXke cepTruduxare
CHEIMAIMCTA WU MPOUICHHON aKKPEAUTAIUN CTICIHATUCTA - 17l pa0OTHUKOB, HAMEPECHHBIX BBITIOTHAITH
(ocymiecTBisATE) paboOThl (YCIOyrH), 3a HMCKIOYEHHEM OO0O0COOJEHHBIX MOAPA3IeICHUA MEIUIIMHCKUX
OpraHM3alNii;

CBEIEHUS O HAJIMYUM HEOOXOJUMOro OOOpYIOBaHUS, COOTBETCTBYIOIIETO YCTAHOBICHHBIM
TpeOOBAaHUAM, a TAKXKE CAHUTAPHO-3MUIEMHOIOTHYECKOrO 3aKIIOYEHHUS O COOTBETCTBMM MOMELICHHH,
NpeHAa3HAYEHHBIX JJIs BBIOJHEHHUS (OCYIIECTBICHHS) paboT (ycIyr), TpeOOBaHUSM CAaHUTAPHBIX MTPABUII
(32 WCKJIIOUEHUEM MEIUIIMHCKUX OpTaHM3aluid, O0O0O0COOJCHHBIX TOAPA3ICICHHNA METUITMHCKUX
OpraHu3alyii), BEIIAHHOTO B YCTAHOBJIEHHOM MOPSIJIKE, TMOO CBEACHUS O HAIMYMHU Yy JIMLIEH3UATa (TOJIBKO
JUIs OpraHu3aldii ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CpEACTBaMHU) Joroopa (or 12 MecsueB) o
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nepeade Ha ayTCOPCHHT padoT (yciyT), COCTaBISAIOMUX (HapMaIleBTUUYCCKYIO NEATEIbHOCTh (B 4acTH
XPaHCHUS JICKAPCTBEHHBIX CPEACTB JUISI MEAMIMHCKOTO MPUMEHEHHs), 3aKIFOYCHHOTO C JINIEH3UATOM,
OCYIICCTBIISIOIUM  (papMaIleBTHUECKYIO JIEATEIBHOCTh IO aApPECy BBIMOJHEHUS IepEeIaBaeMbIX
JIUIIEH3MAaTOM Ha ayTCOPCUHT paboT (yciyr);

6) B C(bepe O6paH_ICHI/I$I JICKAPCTBCHHLIX CPECACTB IJIsI BETCPUHAPHOT'O IPUMCHCHU A

CBEJICHUS O COCTAaBJSIIOMIMX (papMaleBTUUYECKYIO JEesATENbHOCTh paborax (yciayrax), KOTOpbIE
JMLIEH3UAT HAMEPEH BBIMIOIHATH (OCYIIECTBIISTH);

CBEICHUSI O BBICIIEM WJIHM CpeAHeM (apMalleBTUYeCKOM OOpa30BaHUM, a TaKkke cepTU(UKare
CICNMAINCTA WIA TPOWACHHOW aKKpEeOUTAlWW CHelHaincra 00 O BBICHIEM WIH CpPEIHEM
BETEPHUHAPHOM 00pa3oBaHUM, a Takke cepTu(dukare chenuanucra - A paboTHHKA (paOOTHUKOB),
HaMEpPEHHOTO BBITIOIHATH (OCYIIECTBIIATH) padOTHI (YCIIyTH);

CBEJICHHS O HAJIMYUM HEOOXOIUMOTo O0O0OpYIOBaHMS, COOTBETCTBYIOIIETO YCTAHOBJICHHBIM
TpeOOBaHUSAM;

CBEJICHUS O HAJIMYUU BBIJAHHOIO B YCTAHOBJICHHOM IOPSJKE CAHUTAPHO-3MIUAEMHOJIOTHYECKOTO
3aKJIIOYEHUSI O COOTBETCTBUM IOMEIIEHUH, NpeAHa3HAuYe€HHBIX JJI BBIIOJIHEHUS (OCYIIECTBICHHUS)
3asgBJICHHBIX paboT (yciyr), TpeOOBaHUSAM CAHMTAPHBIX IMPAaBHJ - B OTHOIICHWH (hapMalieBTHUYECKOH
NeSITeIbHOCTH B cepe oOpallleHus JIEKAPCTBEHHBIX CPEJICTB /Il BETEPUHAPHOTO MPUMEHEHHUS C [IPaBOM
U3TOTOBJIEHUS U OTIYCKa JIEKapCTBEHHBIX IIPENapaToB AJIs BETEPUHAPHOIO IPUMEHEHUS.

14. JIuueH3upyromMidi OpraH OCYIIECTBISET OLIEHKY COOTBETCTBHUS JIMIIEH3MATa JIMLEH3MOHHBIM
TpeOOBAaHUAM M NPUHUMAET PELICHHE O BHECEHUM M3MEHEHHH B peecTp JHUIEH3UH win 00 OTKa3e BO
BHECEHUM M3MEHEHUI B peecTp JMLEH3Uil B Cpok, He mpeBblmatomuid 10 pabounx aHel co qHS mpuema
3asBJICHUS] O BHECEHUH U3MEHEHUN B PEECTP JIMLICH3U.

15. Jlnnensuar BIpaBe OTO3BAaTh 3asBICHHE O BHECEHWU HM3MEHEHHH B PEECTp JMUECH3UN 10
NPUHATHS JIMLEH3UPYIOIIMM OPraHOM pelIeHHs O BHECEHHMM M3MEHEHUH B peecTp JUIECH3WH Wi o0
OTKa3€ BO BHECEHUU U3MEHEHHUI B pEECTp JIULECH3HUMN.

16. Benenue eauHOro peectpa JMUEH3UH, B TOM 4YHCIE JIMLUEH3UH, BBIAAHHBIX OpraHaMHU
WCTIOJIHUTENIHOW BacTH CyObekToB Poccuiickoit ®enepaiui B COOTBETCTBHM C TepelaHHBIMHU
MOJTHOMOYHMSAMH, ocymecTBisseT denepanbHas cinyx0a Mo Haa3opy B cdepe 3apaBooxpaHeHus. Benenue
peectpa nuIeH3M B cdepe oOpalieHHs JEKapCTBEHHBIX CPEACTB JAJs BETEPUHAPHOTO HPUMEHEHHUS
ocymecTBisgeT PenepanbHas CIy:k0a 10 BETEpUHAPHOMY U (PUTOCAHUTAPHOMY HA/I30DYy.

Opraspl HCTIOJHUTEIBHOW BIacTH CyOBekTOB Poccmiickoit demepanuu OCYIIECTBISIOT BEICHHE
peecTpa JUIEH3MI B OTKPBITON U 0011e10CTyTHOM nH(pOpMaLmoHHOM cucteMe B cetu "MuTepHer" (nanee
- nH(oOpMaIMOHHAs CHCTEMa), OTIEPaTOPOM KOTOpo# siisieTcss DeaepanbHas ciyk0a mo Haa3opy B chepe
3PaBOOXPAHEHUS U B KOTOPOM pa3MeIIaeTcs CChlIKa Ha peecTp JUIEH3UN.

17. Wudopmanus, OTHOCSIIAsACS K OCYIICCTBICHUIO (apMaleBTUYCCKONH JIESTeIbHOCTH,
npeaycMoTpenHas dactamu | u 2 crarbu 21 @epepanbHoro 3akoHa "O JUIEH3UPOBAHUHU OTIACIBHBIX
BUJIOB JICSTEIILHOCTHU'", pa3Melnaercs Ha odunuaabHoM caiite DeaepaiabHON CITyKObI 110 Ha130py B cdepe
3paBOOXpPAHECHUS WM Ha oQuIHaIbHOM caiTe @DenepanbHOl CoyXKObl MO BETEPUHAPHOMY H
¢dutocaHuTapHoMy Hanzopy B cetu "MHTepHer" (nmanee - odumMaNbHBIC CalTh) B (hOPME OTKPBITHIX
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JaHHBbIX.

AKkTyanbHas HHGOpMAIHs U3 peecTpa JUIECH3HUH JOHKHA 0TOOpaxarbcs Ha O(PUIIMATBHBIX caiiTax B
pEeXHMME PEAJbHOTO BPEMEHH MO0 HE MO3[HEE 5 MUHYT C MOMEHTAa BHECEHMs] U3MEHEHMH B PEECTp
nuneH3uil. B ciaydae HepaboTocrocoOHOCTH MH(POPMAIMOHHOW CHUCTEMBI aKTyajbHas MH(pOpMAIUs U3
peecTpa JHIEH3UI pa3MelaeTcss Ha OpUIMAIbHBIX caiiTax Mocie BOCCTAHOBIECHHUS PabOTOCIIOCOOHOCTH
MH(OPMAIMOHHON CHCTEMBI, HO HE Mo3faHee 3 pabouux JHEH cO JHS BHECEHUS CBEICHUN B PEECTp
JIALIEH3UH.

18. OmeHka COOTBETCTBHSI COWCKATElNs JHMICH3UHM (JTUICH3UATa) JUIICH3UOHHBIM TPeOOBaHUSIM
OCYIIECTBIIACTCS JTUIICH3UPYIOIIUM OPTaHOM B COOTBETCTBHH cO cTarbeil 19.1 denepanpHoro 3akoHa "O
JTUIEH3UPOBAHUU OTAETBHBIX BUAOB JESATEIHHOCTH .

OneHka COOTBETCTBHS COHWCKATeNs JIMICH3MM (JIHMIEH3MATa) JIMIIEH3UOHHBIM TpeOOBaHUSIM
POBOAUTCA B ()OPME BBIE3THOM OLIEHKH.

Hcnonb3oBanue cpeicTB AMCTAHIIMOHHOTO B3aWMOJICHCTBHUS, B TOM YHCIIE BHJICOCBS3M (Hanee -
CpelncTBa), TpU TPOBEICHUU BBIC3THOW OLIEHKH COOTBETCTBUS JIMIICH3MOHHBIM TPEOOBAHUSIM
OCYILIECTBIIAECTCS:

IpY 3asBJICHUM COMCKATeNIeM JIMLIEH3UN paboT M YCIyT 10 PO3HUYHON TOPTOBIIE JIEKAPCTBEHHBIMH
npenaparamu;

IIpu 3adBJICHUN JIMLICH3UATOM HOBOI'O ajpeca IO BUAY pa60T H yClIyr 1o pOSHH‘lHOﬁ TOPIOBJIC
JICKApCTBCHHBIMU IIpCIiapaTaMu.

[TopsiToK UCTIOIB30BaHUS CPEACTB BKIIFOUAET B CEOs:

yKa3aHHE COMCKaTeJeM JUIEeH3UH (JIMIEH3HaToM) B 3asBICHUM O TMPEJOCTABICHUU JIHMIEH3UU
(3asBJI€HMM O BHECEHMHM W3MEHEHHUH B pEecTp JIMLEH3UH) CBEJCHUH O HaJIMYUU TEXHUYECKOU
BO3MOXKHOCTH HCHOJB30BAHHUSI TMPU MPOBEACHUM BBIE3JHOM OLEHKU CpPEICTB € BO3MOXHOCTBIO
UACHTU(UKAIIMKA COUCKAaTeNs JIMLIEH3UM (IMIeH3uara) uepe3 (eaepalibHyl0 TrOCyAapCTBEHHYIO
nHpopmarmonHyo cucreMmy "EnuHas cucrema uaeHTH(GUKAINY U ayTeHTU(UKAIIUN B HHPPACTPYKTYpE,
obecrneunBaroniell MHGHOPMAITMOHHO-TEXHOJIOTHYECKOE B3aMMOJACUCTBHE HWH(MOPMAIIMOHHBIX CHCTEM,
UCIOJB3YEMBIX Ul IPENOCTABIECHUS TIOCYIAPCTBEHHBIX W MYHHUIMIAIBHBIX YCIYyr B 3JIEKTPOHHOMN

dhopme";

[IPUHATHE JODKHOCTHBIM JIMIOM JIMLEH3UPYIOLIErOo OpraHa pEIICHHWs O IMPOBEACHUU OLEHKU
COOTBETCTBHSI COMCKATENsl JUICH3UM (JHMIIEH3MATa) JUICH3HOHHBIM TpeOOBaHUAM B ()OpME BBIC3THOM
OLIEHKHU B IUCTAaHLIMOHHOM (hopMmare ¢ IPUMEHEHUEM CPE/CTB;

U3BEIIEHUE COMCKATEINSI JINIIEH3UH (JIUIIEH3MaTa) 0 BeACHUH ()OTOCHEMKH U (HMJIM) BUICO3AINCH - B
ClIlyda€ OCYIIECTBIICHHS TMPOIEIYypPhl OIEHKH COOTBETCTBUS JIMIICH3MOHHBIM TpPEOOBAaHUSAM B
JTUCTAaHIIMOHHOM (hopMare;

o0ecriedyeHne COXPaHHOCTH WH(GOpMAIMU, TOJIYYEHHOH TOCPEeICTBOM (OTOChEMKH U (WIIN)
BUJICO3AIIHCH.

Ecnu B X0/1€ BBIE3THON OIEHKH COOTBETCTBHS COMCKATENSI JUIICH3UH (JUICH3UATAa) JIUIICH3HOHHBIM
TpeOOBaHUSIM OCYIIECTBIUIUCH (POTOChEMKA M (WUJTM) BUICO3AMUCh, 00 3TOM JeIaeTcsi OTMETKA B aKTe

www.consultant.ru CrpaHuua 14 n3 19

HapAe)XHas npaBoBas noaaepXXKa



https://www.consultant.ru
https://login.consultant.ru/link/?req=doc&base=LAW&n=394145&date=12.08.2022&dst=283&field=134
https://www.consultant.ru

MocraHoBnenve MpaButensctea PO ot 31.03.2022 N 547
"06 yTBEpXKAEHUM TMONOXKEHUS O IULEH3MPOBAHWUM (hapMaLEeBTUYECKOM
[EeSTeNbHo...

[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

OLIGHKM U TIOAMNHCAHME €ro pPYKOBOJUTENIEM, HMHBIM JOJDKHOCTHBIM JIMIIOM WIH YHOJHOMOYEHHBIM
IPEJCTaBUTENIEM COMCKaTess JIMLEeH3UuM (JuieH3uara) He TpeOyercs. B aTom cioywyae marepuaibl
(doTockeMKH ¥ (WIN) BUICO3AMUCH MIPUIATAIOTCS K aKTy OI[CHKH.

Wudopmarusi, moaydyeHHasi ¢ UCMOIB30BAaHUEM CPEICTB, MOCIE MPOBEACHUS OLIEHKH COOTBETCTBUS
COMCKATeNsl JIMIEH3UH (JUICH3Uara) JIMICH3UOHHBIM TPEOOBAHMSIM JIMIICH3UPYIONIMM OpPTaHOM
COXpaHsieTCs B aBTOMAaTU3MPOBAHHOM MH(DOPMALMOHHOW CHCTEME JIMLEH3HUPYIOIIEro OpraHa.
CoxpaHHOCTb yKa3aHHOW HH(OpMAIIUU 00eCIIEYNBACTCS JIULIEH3UPYIOIIUM OPTaHOM.

19. IIpu npoBeleHUHU OLEHKH COOTBETCTBHUSI COMCKATENS JUIEH3UM (JIULIEH3UAaTa) JIMIICH3UOHHBIM
TpeOOBaHUSAM JIMLEH3UPYIOIIUMHA OpraH MOXET MPHUBJIEKATh K MPOBEACHHUIO TaKOMl OLEHKH He
3aMHTEPECOBAHHBIX B €€ pe3yibTaTaxX JKCIEePTOB WM JKCIEPTHBIE OpPraHMU3AINH, aKKPEIUTOBAHHBIC B
COOTBETCTBUHM C 3aKOHOAATenbCcTBOM Poccuiickoii dexepannu 00 aKKpEAWTAMH B HAIMOHAIBHOM
CUCTEME aKKpEIWUTAllMHU, a TAKXKe MOJBEIOMCTBEHHbIE JHUIICH3UPYIOIIEMY OpraHy opraHu3aiuu (naiee -
SKCIEPTHBIE OpraHU3aluN).

[IpuBnedyenne 3KCNEPTOB M HKCHEPTHBIX OPraHU3alUil OCYIIECTBISETCS Ha 0OE€3BO3ME3THOU AJis
COUCKaTeJel JMIEH3UU (JUIEH3MaTOB) OCHOBE HA OCHOBAHMHU PEIICHUS JMIEH3UPYIOIIEro OpraHa,
MIOJNUCAHHOTO YTIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLOM JIMIIEH3UPYIOLIET0 oOpraHa, B KOTOPOM
yKa3bIBaIOTCS (paMWIINK, UMEHA, OTYECTBA (MPU HATMYHMH) MPUBJIEKAEMbIX 3KCIIEPTOB WJIM HAUMEHOBAHMUS
HKCTIEPTHBIX OPraHU3aLHH.

MHeHUsT SKCIEPTOB, IKCHEPTHBIX OPTaHW3aIUil O COOTBETCTBUM (HECOOTBETCTBHH) COWCKATEIs
JTUTEH3UHN (JTUIEH3WAaTa) JIMIICH3UOHHBIM TPEOOBAaHUSAM H3JIararoTcsl B CIpaBKe (PKCIIEPTHOM MHEHUH),
MOANMUCAHHOW JKcrepraMu M (WIM) YHOJTHOMOUYEHHBIMHU JIOJDKHOCTHBIMH  JIUIIAMH  OKCHEPTHBIX
OpraHu3alyii, KOTopas MPUJIaraeTcs K akTy OLUEHKHU.

B cnywyae BbIABIECHHS HECOOTBETCTBUS COMCKATeNs JMLEH3UU (JIMLEH3MAaTa) JULEH3MOHHBIM
TpeOOBaHMSAM B aKTE OICHKH YKa3bIBAeTCS, KaKUM HMEHHO JUIICH3HOHHBIM TpeOOBaHUAM HE
COOTBETCTBYET COMCKATeNb JMIEH3UH (JIMLIEH3UaT) M KaKUM HOPMAaTHBHBIM IIPaBOBBIM aKTOM (C
yKa3aHMEM €ro CTPYKTYPHOM €MHUIIbI) TAKOE JIULEH3MOHHOE TPeOOBaHUE YCTAHOBIICHO.

20. IlpencraBieHue COMCKAaTeaeM JIMLEH3UM (JIMIIEH3UMAaTOM) 3asiBIECHUS O IPEIOCTaBICHUU
JULEH3UH (3asBIICHUS O BHECEHHHM W3MEHEHUH B pEecTp JIMIEH3MH) M UX MPHEM JHLEH3HPYIOMINM
OpraHoM, IMPHUHATHE JHMILEH3UPYIOIIMM OPraHOM peIIeHUs O MPEAOCTaBICHUM JHUIEH3UU (00 OTKa3e B
MPEOCTABICHUH JIMIICH3UH), BHECCHWHM HW3MEHEHWH B peecTp JMIeH3ud (00 OTKase BO BHECEHUU
U3MECHEHHH B PEECTp JIMIEH3Mi), NPUOCTAHOBICHHH, BO300OHOBICHHWHU, NPEKPAIICHUH JEHCTBUSA
TUICH3WH, a TaKXKe NpeocTaBleHne, (GOpMUPOBaHHUE U BEJCHHE JIMIICH3MOHHOTO Jelia, BEeICHHE peecTpa
JUIICH3UH W MPEIOCTABICHUE CBEICHUMN, COACPIKALINXCS B PEECTpe JTUICH3MM, B TOM YHCJIC BBIITUCKU W3
peecTpa JMIEH3UH, OCYLIECTBISIOTCS B TOpsaKe, ycraHoBieHHOM dexepanbHbiM 3akoHOM "O
JIMOCH3UPOBAHNUU OTACIBbHLIX BUI0B I[CSITGJIBHOCTI/I".

21. Ilpm momaue 3asBICHHS O TPEIOCTABICHUM JUIEH3UH (BHECECHHM HW3MEHCHHH B pEecTp
TUICH3UN) IOPUANYECKUM JIUIIOM, WHIUBUAYATIbHBIM MpeANpUHUMATENIEM U (U3MUYECKUM JUIOM MpH
MIPEJICTABICHUY WHTEPECOB IOPUIMYECKOTr0o JiMna (MpU HaJIMYMU COOTBETCTBYIOLIUX IIOJIHOMOYMH Y
(bu3nyecKkoro auia) MOAMUCAHUE TAKOTO 3asBJICHMSI OCYIIECTBISETCS YCHJICHHOM KBalu(UIIMPOBAHHOM
WIEKTPOHHOU MOJIHUCHIO.

HpI/I OTOM IIpU 1oga4de 3adBJICHUA O MPEAOCTABJICHUHN JIMLICH3UN (bl/ISI/I‘ICCKI/IM JIUIIOM IIOAINIMCAaHUE
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3asIBJICHUSI OCYUIECTBIISETCS YCHJIEHHOW HEKBAIU(DPUIMPOBAHHON 3JEKTPOHHOM MONIMUCKHIO, CEPTH(HUKAT
KJIIoYa MPOBEPKH KOTOPOM CO31aH M HCHONB3yeTcs B HHQPACTPyKType, oOecreunBarouiei
MH(POPMALMOHHO-TEXHOJIOTMYECKOE B3aUMOACUCTBHE HMH()OPMAIIMOHHBIX CHCTEM, HCIIOIb3yEeMBIX IS
IIPEIOCTABJICHNAA TOCYNAPCTBEHHBIX M MYHHMIMIIAJIBHBIX YCIYI M HCIOJHEHHUS TOCYIapCTBCHHBIX H
MYHUIUNAIBHBIX (PYHKIMHA B 3JIEKTPOHHOH (opme.

22. 3a mpenocTaBieHUE JIMICH3UPYIOIIMM OPTraHOM JIUIICH3WH, BHECEHHE W3MEHEHUW B PEECTp
JWIICH3UH HAa OCHOBAHWUW 3asBIICHHS O BHECECHHMM W3MCHCHHUH B peecTp JHUICH3MH YIJIadYMBaeTCs
rOCyIapCTBEHHas TONUIMHA B pa3Mepax U TOpPSAKe, KOTOpbIe YCTaHOBIEHBI 3aKOHOMATEIHCTBOM
Poccutiickoit @eneparuu o Haslorax u coopax.

Brinucka u3 peectpa JuIeH3ul B QopMe SIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHIICHHOM
KBaJU(HUIUPOBAHHON AIIEKTPOHHON TMOJMMCHIO JIMIEH3UPYIOIIEro OpraHa, IpenocTaBiserca 0e3
B3UMaHMsI MJIaThI.

23. @enepanbHas ciyx0a 1o HaA30py B cepe 31paBOOXpaHEHUS B TeUCHHE 5 paboumx IHEH co THS
BBIIaYM JIOKyMEHTa 00 OKOHYAaHMH IIPOBEPKHM JIMIIEH3WATa HANpaBisieT B OpraHbl TOCYIAapCTBEHHOMH
Biactu cyobekTtoB Poccuiickoil @enepaiuy, OCyIECTBIAIONME MOTHOMOUHUS, YKa3aHHbIE B MyHKTE |
gactu | crateu 15 depepanpHoro 3akoHa "OO oCHOBax OXpaHBI 310pOBbS TIpaxiaaH B Poccuiickoii
Oenepanun", 3aBepeHHbIE KOMUU MPUKA30B O MPUOCTAHOBIEHUU U BO30OHOBIIEHUU JIEHCTBUS JUIEH3UH,
Ha3HAYeHUHU MPOBEPOK JIMLIEH3UATOB, KOITUHU aKTOB ITPOBEPOK JIMLIEH3UATOB, IPEANHUCAaHUI 00 yCTpaHEHU!
BBISIBJICHHBIX ~ HApPYLIEHUN JIMIIEH3UOHHBIX TpeOOBaHUM, NPOTOKOJIOB 00  aJIMUHUCTPATUBHBIX
[IPAaBOHAPYUICHUSAX, IIOCTAHOBIECHUM O HA3HAYEHUU AaJMUHHCTPATUBHBIX HaKa3aHUH M JPyTux
JOKYMEHTOB, CBSI3aHHBIX C OCYILIECTBICHHEM (elepaJbHOr0 ToCyJapCTBEHHOTO KOHTpOJisi (Haa3opa) B
cdepe oOpaleHus JEKapCTBEHHBIX CPECTB, B OTHOUICHUH JIMIICH3UATOB (32 HCKIIFOYEHUEM JIMIICH3UATOB,
NPEJCTaBUBIIMX 3asBJICHUS O BHECEHWU HW3MEHEHMH B peecTp JIMLEH3HUH), OCYLIECTBISIOMINX
JESITeIbHOCTh IO OOpAIIEHUIO JIEKAPCTBEHHBIX CPEJACTB, JJS BKIIOUEHHUS B JIMIIEH3UOHHBIC Jiela B
OyMaKHOM WJIM JIEKTPOHHOM BUJIE.

24. ®opMHUpOBaHHUE JIMIIEH3MOHHOTO JIea COMCKATENs JIMICH3MH (B OTHOIICHUH JICKAPCTBEHHBIX
CpCACTB A MCAUIHUHCKOI'O HpI/IMeHCHI/IH), JIMICH3nara OCYHICCTBIIACTCA B aBTOMaTH3Hp0BaHHOﬁ
nHpopmarmonHoi cucteme denepanbHON CITyKOBI 110 HAA30PY B cpepe 31paBOOXpAHCHHUS.

25. Ouenka coOmOACHHs JUIEH3UAaTaMU JIMIIEH3UOHHBIX TPEOOBAaHUN MpPH OCYIIECTBICHUU
(apMarieBTHYECKO JEATEIBHOCTH OCYIIECTBISIETCS B paMKax (eaepaibHOTO TOCYIapCTBEHHOTO
KOHTPOJIA (Ham3opa) B chepe oOpaleHus JeKapCTBEHHBIX CPE/ICTB.

[Ipunoxenue
K [lonoxkeHutro o IMIEeH3NPOBAaHUHT
(bapMalreBTH4YECKON IesITeIbHOCTH

NEPEYEHDb
BbIMOJIHAEMbIX PABOT, OKA3bIBAEMbIX YCIYT, COCTABIAIOLLIUX
®APMALIEBTUYECKYIO AEATEJIbHOCTb
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"06 yTBEpXKAEHUM TMONOXKEHUS O IULEH3MPOBAHWUM (hapMaLEeBTUYECKOM
[EeSTeNbHo...

[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

l. B chbepe obGpalyeHns nekapCTBEHHbIX CPeaAcTB
Ans MeAULUHCKOro NnpuMeHeHus

1. OnToBas TOpProwiIst IEKaPCTBEHHBIMU CPEACTBAMH I MEAULIMHCKOTO IIPUMEHCHUS

2. XpaHeHHE JEKapCTBEHHBIX CPEICTB JIs MEAULMHCKOTO IPUMEHEHUS

3. XpaHeHue JIeKapCTBEHHBIX MPENaparoB ISl MEIULIUHCKOTO IPUMEHEHUS

4. IlepeBo3Ka JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IIPUMEHEHUS

5. IlepeBo3Ka JIEKapCTBEHHBIX IIPENAPATOB I MEJULUHCKOTO IPUMEHEHUS

6. Po3HMYHas TOProBiIs JEKapCTBEHHBIMU IIpeNapaTaMy JUIsl MEAUIIMHCKOTO PUMEHEHHUS
7. OTHycK J€KapCTBEHHBIX MTPENApaToOB AJIs1 MEAUIIMHCKOTO IPUMEHECHHUS

8. U3roroBiaecHue JICKAPCTBCHHBLIX IMPCTIapaToB AJIA MCAUITUHCKOTO MIPUMCHCHUS

Il. B chepe obpalleHnsa nekapCcTBEeHHbIX CPeAcTB
ONA BeTepUHapHOro npMmMmeHeHus

1. OnToBast TOProBiIsl IEKAPCTBEHHBIMU CPEACTBAMH ISl BETEPUHAPHOTO IPUMEHEHHUS

2. XpaHEHHE JEKAPCTBEHHBIX CPEACTB JJIsI BETEPUHAPHOTO IPUMEHEHUS

3. XpaHeHne JIEeKapCTBEHHBIX MPENaparoB [l BETEPUHAPHOIO IPUMEHEHUS

4. IlepeBo3Ka JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHUS

5. IlepeBo3Ka I€KapCTBEHHBIX MTPENAPATOB I BETEPUHAPHOTO IPUMEHEHHUS

6. Po3HMYHas TOProBIIs JIEKapCTBEHHBIMU IIpeNapaTaMu JijIsl BETEPUHAPHOIO IPUMEHEHUS
7. I3roTOBIEHNE JIEKaPCTBEHHBIX MIPENApaToOB ISl BETEPUHAPHOTO IPUMEHEHUS

8. OTmyck JeKapCTBEHHBIX MPENaparoB AJisl BETEPUHAPHOTO MPUMEHEHUS

[Ipunoxenue

K nmocta”oBiieHuto [IpaButenscTBa
Poccuiickoit @enepanuu

or 31 mapra 2022 . N 547

NEPEYEHDb
HOPMATUBHbIX NPABOBbIX AKTOB 1 OTAENbHbIX MONOXEHUA HOPMATUBHbIX
NMPABOBbIX AKTOB NPABUTENbLCTBA POCCUACKOWU ®EOEPALIUWN,
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"06 yTBEpXKAEHUM TMONOXKEHUS O IULEH3MPOBAHWUM (hapMaLEeBTUYECKOM
[EeSTeNbHo...

[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

YTPATUBLUUX CUNY

1. TlocranoBnenne IIpaButenscTBa Poccuiickoit @eneparnuu ot 22 aekadps 2011 r. N 1081 "O
nuneH3upoBanun  dapmareBTudyeckon aesrenbHocTH" (CoOpaHue 3akoHOAarenbcTBa Poccuiickoit
Oenepanuu, 2012, N 1, ct. 126).

2. Ilynkr 170 u3meHeHud, kotopele BHOcsTCS B akThl [IpaBurenscTBa Poccuiickoit deneparuu no
BOIIpOCaM JlesATeNbHOCTH MuHucTeperBa 3npaBooxpaHeHust Poccuiickoil @enepanuu, yTBEPKACHHBIX
nocranosneHneM [IpasurensctBa Poccuiickoit ®eneparu ot 4 centsaops 2012 . N 882 "O BHeceHuun
W3MEHEHUI B HekoTopble akThl [IpaBuTenscTBa Poccuiickoii denepanuu mo BOMpocaMm AESATEIbHOCTH
MunucrepctBa 31paBooxpaHenus Poccuiickoit ®eneparnuu” (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
®enepanuu, 2012, N 37, ct. 5002).

3. Ilynkr 1 u3mMeHeHu#, KOTOpble BHOCATCS B akThl IIpaBurtenbctBa Poccuiickoit ®denepanun mo
BONpOCAaM OOpallleHus] JIEKAPCTBEHHBIX CPEACTB ISl MEAWIMHCKOTO TPUMEHEHHUS, YTBEP)KICHHBIX
noctaHosieHueM IIpaBurtenscrBa Poccuiickoit @enepauuu ot 15 ampens 2013 . N 342 "O BHeceHuun
W3MEHEHUN B HEKoTopble akThl IIpaBurenscTBa Poccuiickoit denepanuyu mo BompocaMm oOparieHus
JICKApCTBEHHBIX CPENCTB Uil MeauuuHckoro npuMmeneHus" (CoOpanue 3akoHomatenbcTBa Poccuiickoit
®enepanun, 2013, N 16, ct. 1970).

4. Ilynkr 2 u3MeHEHHH, KoTopble BHOCATCA B akThl lIpaButenbctBa Poccuiickoit denepanum,
YTBEpKJIEHHBIX MocTaHoBieHneM [IpaBurenscrBa Poccuiickoii @eneparun ot 23 centsiops 2016 . N 956
"O BHeceHMM H3MEHEHUH B HekoTopble akThl IIpaBurenbctBa Poccuiickoit @enepanuu" (CobOpaHue
3akoHoAarenbcTBa Poccuiickoit @enepammu, 2016, N 40, ct. 5738).

5. Ilynkr 2 wn3MeHeHu#, KOTopele BHOcATCS B akThl IlpaBurenbctBa Poccuiickoit ®enepanuu,
YTBEPKJICHHBIX MocTaHoBieHueM [IpaButennsctBa Poccuiickoit denepanuu ot 4 urons 2017 . N 791 "O
BHECEHUM W3MEHEHHH B HekoTopble akThl IIpaBurenbctBa Poccuiickoit ®eneparuu" (CoOpanue
3akoHomarenbcTBa Poccutickoit deneparuu, 2017, N 28, cT. 4165).

6. Ilynkr 1 m3meHeHuii, kotopblie BHOcCATCS B akThl IIpaButensctBa Poccuiickoit ®@enepanuu mno
BOIIPOCAaM  OCYLIECTBIICHUs JIMLECH3UPOBAaHUSA OTHEIbHBIX BUIOB JCATCIBHOCTH HAa TEPPUTOPUU
MEXIYHapOIHOTO MEIMLUHCKOTO  KJIAacTepa, YTBEPKIACHHBIX IOCTaHOBIcHHEM lIpaBurenscTBa
Poccuiickoit ®eneparmu ot 21 ¢espang 2020 r. N 192 "O BHeceHUM M3MEHEHHUI B HEKOTOPHIC aKThI
[IpaButensctBa Poccuiickoir ®denepannu Mo BOMpPOCaM OCYIIECTBICHHS JIMIIEH3UPOBAHUSA OTACIIBHBIX
BUJOB JIESITEIBHOCTH Ha TEPPUTOPUU MEXKIYyHApOAHOro MeauuuHckoro kiacrepa" (CoOpanue
3akoHonarenbcTBa Poccutickoit denepanuu, 2020, N 9, ct. 1195).

7. lloctanosnenue [IpaBurensctBa Poccuiickoit deneparuu ot 15 mast 2020 . N 687 "O BHeceHUn
n3MeHeHud B myHKT 5 Ilonmoxenust o nuneHsupoBanuu (apmareBruyeckoil nesrenbHoctu" (CoOpaHue
3akoHonarenbcTBa Poccutickoit deneparuu, 2020, N 21, ct. 3269).

8. Ilynkr 1 m3meHeHuii, koTopsie BHOCIATCA B akThl [IpaButenbctBa Poccuiickoit deaepanuu no
BOIIpOCaM  JIMLIEH3UPOBAHUS OTHEIbHBIX BUJIOB JESATEIBHOCTH, YTBEPKICHHBIX IOCTAHOBJICHUEM
[IpaBurensctBa Poccuiickoit deneparuu ot 28 Hosa0ps 2020 . N 1961 "O BHeceHuu W3MEHEHUU B
HekoTopele akThl [IpaBuTtenbctBa Poccuiickoit denepanuu mo BOMpOcaM JUIEH3UPOBAHUS OTIEIbHBIX
Bu0B nestenpHocTh" (CoOpanue 3akoHomarenbeTBa Poceuiickoit denepanuu, 2020, N 49, ct. 7934).

9. Ilynkr 1 wu3meHeHui, KoTopele BHOcATCS B akThl I[IpaBurenbctBa Poccuiickoit ®denepanuu,
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"06 yTBEpXKAEHUM TMONOXKEHUS O IULEH3MPOBAHWUM (hapMaLEeBTUYECKOM

[AEATENBHO...

[okymeHT npepocTasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 12.08.2022

yTBEPKICHHBIX NocTaHoBiIeHHeM [IpaButenbctBa Poccuiickoit @enepaunu ot 9 mapra 2022 . N 328 "O
BHECEHUM W3MEHeHH B HekoTopble akThl IIpaBurensctBa Poccuiickoit ®enepanuu" (CoOpanue

3akoHonarenbcTBa Poccuiickoit denepanuu, 2022, N 11, ct. 1712).
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