IPABUTEJILCTBO POCCHHCKOU ®EJIEPAIIIA
ITOCTAHOBIJIEHHE

ot 31 mapta 2022 1. Ne 547

MOCKBA

006 yrBepxaennu IlosioxeHus 0 THUEH3UPOBAHUH
apmaneBTHYeCKOH 1eATEJLHOCTH

B cootBerctBUM ¢ DenepanbHbiM 3akoHOM "O JIULEH3UPOBaHUU
OTACNIBbHBIX BHAOB AeATenbHOCTH" IlpaBuTenscTBOo Poccuiickoit ®enepanuu
MOCTAHOBJAAET:

1. YTBepaute  npwinaraemoe  IlonoxkeHue 0  JHIEH3UPOBAHUU
(apmalleBTUYECKON JESITENBHOCTH.

2. Ilpu3Hath yTpaTUBIIMMHU CUJIy HOPMATHBHBIE TIIPABOBBIE  AKThI
U OTHeNbHBIE TIOJIOXKEHUS HOPMAaTUBHBIX MpaBOBBIX akToB IlpaBuTenbcTBa
Poccuiickoit @enepanuu 1o NeEPevHIO COrjiacHO MPUIOKEHUIO.

3. Hacrosiiiee moctaHoBiieHHe BCTymaeT B cuiy ¢ 1 ceHtsops 2022 r.
U aeiictByeT a0 1 centsiops 2028 r.

ITpencenarens [IpaBute

Poccuiickoit ®enepa M.MuiyctuH
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VTBEPXJIEHO

nocraHoBneHueM lIpaBurenscTBa
Poccuiickon Oenepanyu
ot 31 maprta 2022 r. Ne 547

IMOJTOXEHHUE

0 JIHHEH3UPOBAHHH (bapMaueBaneCKoii ACATCJIBHOCTH

1. Hacrosiee IlomoskeHHe ycTaHaBIMBaeT MNOPSAAOK JIMIIEH3UPOBAHHUS
bapMmalieBTUYECKON AeATENbHOCTH, OCYIECTBISEMON IOPUINYECKUMH JIUIaMH,
B TOM YHCJI€ MHOCTPAaHHBIMU HOPHINYECKUMH JIMLIAMHU, BKIIOYAs OpraHu3alluy
OTNTOBOM TOPTrOBIM JIEKAPCTBEHHBIMU CPEACTBAMHM, allTe4Hble OpPTraHU3alUH,
BETEpUHAPHBIE allTeYHble OpPraHu3alliy, a TaK)Ke MEAUIIMHCKHE OpPTaHU3aIliH U
ux 00ocoOneHHbIe mojpa3iaeneHus: (LeHTphl (OoTAeneHus) oOuiei BpaueOHOMN
(cemeiiHON) mnpakTuKu, amOynaropuu, enpamepckue u  QenpamepcKo-
aKylllepCKue MyHKTBI), paclojIO)KeHHBIE B CEbCKMX HAceJeHHBIX MyHKTax, B
KOTOPBIX OTCYTCTBYIOT AallT€4YHble OpraHu3alu{ (Jajieeé COOTBETCTBEHHO -
MEJULMHCKHWE OpraHu3alid, 000COOJIeHHbIC TIOApa3AeiieHUs MeAMIIMHCKAX
OpraHu3aluii),  BeTepUHAapHblE  OpraHW3alU¥, W  WHIWUBUIYAIbHBEIMH
TIpe APUHAMATESIMH.

2. @apmaneBTHUECKas JEATENIbHOCTh BKIIOYAaeT paboThl M YCIYTH
COTJIACHO TPIITOXKEHHIO.

3. JIunensupoBaHue (hapMaleBTHUECKOH IEATENbHOCTH OCYLIECTBISIOT
CIIEAYIOLIME JTUICH3UPYIOLINE OPTraHbl:

a) @enepanbHas ciayxba 1o Haa30py B cdhepe 3ApaBOOXPAHEHHS - B YACTH
NeSTEeIbHOCTH, OCYIIEeCTBIIAEMOI:

OpraHU3allUsIMU ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMU CPEICTBAMH IS
MEIUIUHCKOTO IPUMEHEHMS,

anTeYHbBIMU  OpPraHU3ALMSMH, [OJBEJOMCTBEHHBIMH  (eepallbHBIM
OpraHaM UCIOJHUTEIBHOMN BIIaCTH,

VWHBIMA OpraHu3alusIMU W WHIMBUAYAIBHBIMU MpeAIPUHUMATEISIMH,
OCYUIECTBISIFOIUME  (hapMalleBTHYECKYI0 AeATeNIbHOCTh, B YacTH OIICHKH
COONMIOMIEHUsT  JIMLEH3UaTaMu JIMIIEH3MOHHBIX TpeOOBaHUM  MOCPEACTBOM
OCYILLECTBIEHUS (efepalibHOro rocyAapCTBEHHOTO KOHTPOJIs (Haa30pa) B cgepe
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oOpallleHHsT JIEKapCTBEHHBIX CPEeACTB (3a HMCKIIOYEHUEM JTHIEH3UATOB,
MpPEeICTAaBUBIIMX 3asBJICHUS O BHECEHUM M3MEHEHUH B peecTp JIMLEH3UN Ha
ocyliecTBlieHne (papMaleBTHUECKOU OesSTeNbHOCTH (Jlajee COOTBETCTBEHHO -
JAUIEH3UH, peecTp JIMLEH3HWH), TOJHOMOYMH 10  IPUOCTAHOBIEHUIO,
BO300OHOBJICHUIO JEWCTBUS JIMLIEH3UW, a TaKkKe MOJTHOMOYMM, CBSI3aHHBIX
C aHHYJIMPOBAaHHUEM JTUIIEH3HH B CyZeOHOM MOPSAKE;

0) opraHbl UCTIONHUTENBHON BIacTH cyOobekToB Poccuiickoit Menepannu -
B YacTH OCYIIECTBJICHUS JEATENBHOCTH B cdepe oOpalieHHs JIeKapCTBEHHBIX
CPEJICTB ISl MEJAMLIMHCKOIrO NIpUMEHEeHHsI (B YacTH MPeOCTaBICHUS JIMLCH3UN
U BHECEHUS H3MEHEHMI B PeecTp JMUIEH3UM, MPEeAOCTaBIEHHUS BBIIUCOK U3
peecTpa JIMLIEH3UM, OLEHKU COOTBETCTBUS COMCKATENS JIMLIEH3WH, JIMICH3UaTa
JULEH3UOHHBIM TpeOOBaHUSIM - B OTHOIIEHWM COUCKaTeNled JHMIEeH3Ud u
JWLIEH3UATOB, NPEICTABUBIIUX 3afBICHUS O BHECEHUM H3MEHEHUN B peecTp
JTULEH3UHA, TpeKpalleHns AeUCTBUS JHLEH3UH, (OPMUPOBAHHS U BeAEHUS
peecTpoB MPeJOCTABICHHBIX OpTraHaMHM TOCYIapCTBEHHOW BIAcTH CyOBEKTOB
Poccuiickoii ®enepauuu JuleH3Ud, yTBepXjeHHs (opm 3asgBiIeHUN O
NPEJOCTABICHUH JIMUEH3UIA, BHECEHUHM HM3MEHEHHd B peecTp JMUEH3HH,
yTBepXaeHus (opM YBEeIOMJIEHHH M APYrHMX HCIOJIB3yeMbIX B IIpolecce
JTULEH3UPOBAHUS JTOKYMEHTOB, a TaKXe IPEeNOCTABJIIEHUS 3aUHTEPECOBAHHBIM
nunaM UHGOpMallMU MO BOMpOcaM JIMLEH3UPOBaHUSA, BKIIOYas pa3MelieHUe
3Toil  MHpopMalui B  HHGOPMAIMOHHO-TEJIEKOMMYHUKALIMOHHON  CeTH
"Uutepuetr" (manee - cets "HMHTepHer") Ha OPHMUIMATBHBIX caliTax OpPraHoOB
rocylapcTBEHHOU BiacTu cyObekToB Poccuiickoit @expepaiuu ¢ ykazaHHEM
a/IpecoB IEKTPOHHOM MOUTHI, 110 KOTOPHIM MOJIb30BATENSIMU 3TOM MHMOpMaLIUU
MOTYT OBITH HafpaBJIeHBI 3alpOChl U MOJIyueHa 3ampaiinBaeMas WHpopmaiys),
OCYILECTBISIEMOIA:

OpraHu3alusaIMH, 3a WCKIIOYEHHEM OpraHu3alUuil ONTOBOM TOProBiU
JIEKapCTBEHHBIMU CPEACTBAMM JJIi MEIULIMHCKOIO NPUMEHEHHUS U alTe4YHBIX
OopraHu3sauui, NMOoJBEJOMCTBEHHBIX (helepanbHBIM OpraHaM HCIOJHUTEIbHOU
BJIACTH;

WHIVUBUYAIbHBIMHU MPEANPUHUMATENIAMH;

MHOCTPaHHBIMU IOPUIAYECKUMU JTULIAMU;

B) MenepanbHas ciyx0a MO BeTEPUHAPHOMY U (PUTOCAHUTAPHOMY
HaJ30py - B 4YacTH [AEATENIBHOCTH, OCYIUECTBIsSIEMOH B cdepe oOpallieHus
JIEKapCTBEHHBIX CPEJCTB JJisl BETEPUHAPHOIO NPUMEHEHHS.

4. CouckaTenb JIMIIEH3UHM JIOJDKEH COOTBETCTBOBAaTh  CJIEAYIOLIUM
JTULIEH3UOHHBIM TPeOOBaHUAM:

a) HATM4KME TPOU3BOACTBEHHOr0 O0BEKTa WM OOBEKTOB (IMOMEIIEHHUH,
3MaHAKA, COOpYXeHui) W o0OpyJOBaHUS IO MECTy OCYLUECTBICHUS
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(bapmaleBTHYECKO# ACATeIbHOCTH, MPUHAANEKAIMX Ha MpaBe cOOCTBEHHOCTH
WIM Ha MHOM 3aKOHHOM OCHOBAaHHH, IpeJyCMATPHBAIOLIEM IPAaBO BIAJEHUS U
NpaBo MOJb30BaHUs, THO0 NpUHA/IEXKAIMX Ha NpaBe COOCTBEHHOCTH WM Ha
MHOM 3aKOHHOM OCHOBaHMHM WHOMY JUIEH3HATy, UMEIOLEMY IUUEH3NI0 Ha
oCyIlecTBIeHHe paboT, OKa3bIBaAEMBIX YCIYT, COCTABISIOIIUX AEATEIBHOCTD 10
ONITOBOH TOProBJle JIEKAPCTBEHHBIMH CPEACTBaMHM JJIi MEIULUHCKOTO
NpUMeHEeHMS, U 10roBop (0T 12 MecsIiieB) ¢ couckareleM JIMLIEH3UH O repenaye
paboT (ycnyr) Ha ayTCOPCHUHT (B YaCTH XpaHEHUS JIEKAPCTBEHHBIX CPEACTB AJIs
MEIMIMHCKOTO TIPUMEHEHHs), COOTBETCTBYIOIIMX TpeOOBaHHUAM cTaThu 54
®enepansHoro 3akoHa "O6 obpallleHNH JIEKapCTBEHHBIX CPEICTB", IMpaBHUIaM
HaJyle)xallell IUCTPUOBIOTOPCKOM MpakTUKM B pamkax EBpa3uiicKkoro
DKOHOMHMUYECKOr0 COK03a, IMpaBUiiaM HaJJIeXallel IMpPaKTUKA XPaHEHUS U
NIEPEBO3KH JICKAPCTBEHHBIX NPENapaToB, YTBEPKIAEHHBIM YIIOJIHOMOYEHHBIM
denepalbHBIM  OpraHOM  HMCHOJHUTENBHONW BiAacTd (3a  HCKIIOYEHHUEM
MEAWIMHCKUX OpraHu3aludid U 000COONEHHBIX MHOIpa3AelieHud MeIUIMHCKUX
opraHu3anum);

0) Hanu4Yue TMPOU3BOJICTBEHHOTO 00BEKTa WJIM OOBEKTOB (TIOMEIICHHH,
3@aHUH, COOpYXKEHWH) W OOOpYJOBaHMUS IO MECTYy OCYIIECTBIEHUS
(dapMalleBTUUeCKOU OeATeNbHOCTH, TIPUHAJIekAlUX Ha MpaBe COOCTBEHHOCTH
WIM Ha UHOM 3aKOHHOM OCHOBAaHHH, IPelyCMaTpUBAIOIIEM IPABO BIAJICHUS U
IIPaBO IOJb30BAaHUS, - JJIS OpraHU3alfil ONTOBOW TOPIOBJIM JEKAPCTBEHHBIMU
CpencTBaMH JUisl BETEPHUHAPHOTO [IPUMEHEHMS, COOTBETCTBYIOLUX TpeOOBaHUSIM
cratbu 54 @DepepansHoro 3akoHa "OO0 oOpalleHUH TeKapCTBEHHBIX CPEJICTB",
npaBWjiaM HaUieXalleld AUCTPUOBIOTOPCKOM TMPaKTUKU  JIEKAPCTBEHHBIX
IpenaparoB Uil BETEpPUHApHOrO MpPHUMEHEHHS, MpaBUJiiaM HaAJiexallen
MPaKTUKA XPaHEHWs] M TEPEBO3KM JIEKAPCTBEHHBIX IpenapaTtoB  JIs
BETEPUHAPHOTO MPUMEHEHUS, IPABUIIAM XPaHEHHUS JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO IPUMEHEHUS;

B) HaJIM4WE€ MPOU3BOJCTBEHHOIO O0BEKTa MU OOBEKTOB (IIOMEIICHUH,
3NaHuN, COOpY)XeHWil) U o0OopyHoBaHHS TIO MECTy OCYLIeCTBJICHUS
(dapmaneBTUUECKON NesATeNIbHOCTH, MPUHANJISKAIIMX Ha rpaBe COOCTBEHHOCTH
WA HA MHOM 33KOHHOM OCHOBAHWH, NPEIyCMaTPUBAIOLIEM IMPABO BIIAICHUS U
OpaBO  NOJb30BaHMA, - Uil  OpraHu3aldid  PO3HWYHOW  TOPrOBIH
JIeKapCTBEHHBIMM  @OpenaparaMd IS  MEAMIMHCKOIO  NPUMEHEHUS,
COOTBETCTBYIOIIMX  TpeOoBaHMSAM  cTaThM 55  DenepanbHOro  3aKoHa
"O6 obpaiieHny JeKapCTBEHHBIX CpeACTB", MpaBWiiaM HaJJlexalled anTedHou
MPaKTUKH, T[paBUJIAaM HaJJeXalled NpPakTHKA XpaHeHUS U MepPeBO3KH
JeKapCTBEHHBIX MpenapaToB, YTBEPKAEHHBIM YINOJHOMOYEHHBIM (eaepaibHbIM
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OpraHOM WCHOJHUTENBHOW BJacTH (32 HCKJIIOYEHHEM  MeJMLUHCKUX
opraHu3amuii ¥ 000COOIEHHBIX NMOIpa3ielleHUH MeIULIMHCKUX OpraHU3aIyii);

I) HaJIMYMe IPOU3BOACTBEHHOr0 OO0BEKTa WM OOBEKTOB (TIOMEHICHUIA,
3M@HUl, COOpyXeHHid) u o0opyAoBaHMS IO MECTy OCYLIECTBICHHUS
(apMalieBTUYECKON AedTelbHOCTH, IPUHA/IeXaIMX Ha MpaBe COOCTBEHHOCTU
WM HAa MHOM 3aKOHHOM OCHOBAaHWH, MpeayCMaTPUBAIOIIEM IPaBO BIAJCHUS U
NpaBo  MOJB30OBaHWSA, - JIA  OpraHu3aliuii  pPO3HHUYHOM  TOPrOBIIH
JeKapcTBEHHbIMH  @pernapaTaMd  JAJs  BETEPUHAPHOIO  NPUMEHEHMS,
COOTBETCTBYIOLIMX  TpeboBaHMsM  cTaTbu 55  DemepalbHOrO  3aKOHA
"O6 obpanleHUHN JIEKapCTBEHHBIX CPEACTB", MpaBMjIaM HaJieKallell anTe4HOu
NPaKTHKH JIEKApCTBEHHBIX IIpenapaTroB JUIsi BETEPUHAPHOI'O IPUMEHEHMS,
npaBWiiaM HaJJexalled NpaKTUKYd XpaHeHUsl U TepeBO3KH JIeKapCTBEHHBIX
npenapaToB Uil BETEpUHApHOTO HPUMEHEHHS, IIpaBUiaM  XpaHEHHUs
JIeKapCTBEHHBIX CPEACTB [Isi BETEPUHAPHOTO IPUMEHEHUS;

1) HAJTMYME  TPOU3BOJACTBEHHOTO0 00beKkTa  (MOMEIUEeHMs, 3JaHus,
COOpPY)XEHHUs1) U 00OpYNOBaHUS 10 MECTY OCYILECTBICHHS (apMaleBTHYECKOM
NeSITeNbHOCTH, MPUHAIJIeKAIIMX Ha MpaBe COOCTBEHHOCTH WM HAa HHOM
3aKOHHOM OCHOBAaHMM, MpeNyCMaTpUBAIOLIEM NpPaBO BIAJCHUS U IMPaBo
NIOJIB30BaHMS, - JJI1 UHAUBUAYAIBHOTO MpPEANPUHUMATENS, COOTBETCTBYIOIIETO
TpeboBaHMsAM cTaThll 55 @epepanpHoro 3akoHa "O6  obpaineHuu
JIeKapCTBEHHBIX CpPEACTB", TMpaBWiaM HaAJdeXalled anTe4HOW MpaKTHKH,
TpaBUjaM HaJUIeKallell NpakTHKM XpaHEHUS U HEPEeBO3KU JIEKapCTBEHHBIX
IpenaparoB, I[paBWIaM XpaHEHHs JI€KapCTBEHHBIX CpPEICTB, YTBEP)KACHHBIM
YIIOJTHOMOYEHHbIM (efiepabHbIM OPraHOM UCTIOJTHUTENLHOM BIacTH;

€) HUIMYhE IIPON3BOACTBEHHOTO OOBEKTa WM OOBEKTOB (IIOMEIICHMIA,
3MaHU#, CcOOpyXKeHuil) u oOopyAoBaHHS 1O MECTy OCYUIECTBJICHMS
(bapMaLeBTHUECKON JEATENBHOCTH, IPUHAJICKAIIUX Ha MpaBe cOOCTBEHHOCTH
WIK Ha UHOM 3aKOHHOM OCHOBaHMH, MpeayCMaTpHUBAIOLLEM MPaBO BIaJCHUS U
NpaBO IOJAb30OBaHMs, - [ BETEPUHAPHON aNTe4YHONM OpraHu3aluHd WId
UHAUBUAYAIBHOIO MpeANpPUHUMATENS, COOTBETCTBYIOIMX TPEOOBaHUAM CTaThU
56 ®enepanpHOro 3akoHa "O6 obpalieHUH TeKapCTBEHHBIX CPEACTR", MpaBHiiaM
Haanexailed anTeyHoW TMpPaKTUKU  JIEKAPCTBEHHBIX  MpenapaToB Ui
BETEpUHAPHOr0 NPUMEHEHUs, NMpaBWIaM HaJUIeXKalledl MpakTUKM XpaHEHUs |
MepeBO3KH JIEKAPCTBEHHBIX IMIpernapaTroB Ui BETEPUHAPHOTO IPUMEHEHUS,
IpaBUjaM M3rOTOBIEHUS U OTIyCKa JIeKapCTBEHHBIX IMpernapaTtoB s
BETEPUHAPHOTO IPUMEHEHUS, TPaBUIaM XpPaHEHUS JTeKapCTBEHHBIX CPENICTB TS
BETEPHMHAPHOTO NPUMEHEHMS;
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) Hau4ue y MEIOUIMHCKONW OpraHM3aldh - COWCKaTess JMHEH3UU
JTHUIIEH3UH Ha OCYIIeCTBIIEHUE MEOUIIMHCKOMN e TeIbHOCTH;

3) HAJIMYMEe B COOTBETCTBHM C MpaBWIAMH HaJJiexalled anTeqHon
OPaKTUKH JIEKAPCTBEHHBIX TIpernapaToB AN MEQUIMHCKOTO HpPHUMEHEHUs,
OpaBWJiaMU HajJiexallell NpaKTHKM XpaHEeHUS M IEepeBO3KH JIEKapCTBEHHBIX
IpenapaToB, NpaBIIaMH HaJaJexalleil JMCTpUObIOTOPCKOM MPAaKTUKH B paMKax
EBpa3uiickoro 3KOHOMH4ECKOT0 COr03a JIUIla, OTBETCTBEHHOTO 32 BHEJAPEHHUE H
obecIrieyeHME CHUCTeMbl KadecTBa XpaHEHHS U TEpPEeBO3KH JIEeKapCTBEHHBIX
NpenapaToB M AaKTyalM3alMi0 CTaHIAPTHBIX ONEPallMOHHBIX Mpoueayp AJs
OCYIIECTBIICHUS (DapMalleBTUYECKOM HedTeNbHOCTH B chepe olpalleHus
JICKapPCTBEHHBIX CPEJCTB AJIst METULUHCKOTO TPHUMEHEHUS;

1) HaJIM4Ke Y UHAMBUAYAJIBHOTO MpeXTPUHUMATEIS:

IV OCYLIECTBIEHUS (apMalleBTHUECKOW JesTeNbHOCTH B cdepe
oOpallieH!s] JI€KapCTBEHHBIX CPENCTB Uil MEIULMHCKOTO MPUMEHEHUS -
BRICIIETO WM CpeaHero ¢apMaleBTUHYeCKOro oOpa3oBaHUs, a TaKxke
cepTudmKaTa CrieuaInCcTa WiK NPORAEHHON aKKpeIUTalluK CIIELUAINCTa;

JUIsI  OCylIeCcTBIeHHs (apMaleBTUYECKON JeATeIbHOCTH B  cdepe
oOpaiieHls JIeKapCTBEHHBIX CPEACTB JJIi BETEPUHAPHOTO IPUMEHEHUS -
BBICILIETO FJIK CpefHero ¢apmaieBTH4yeckoro obpa3oBaHUs, a TakKke
cepTu¢uKara CrieualucTa Uil NpoHIeHHON aKKpeAUTaluy CreluanucTa Judo
BBICIIETO WJIM CpPeJHEero BEeTepUHApHOro oOpa3zoBaHUs, a TakXke cepTU(UKaTa
CTeNAIIICTA;

K) HaJu4ue y COMCKATeNs JUIEeH3UH PabOTHUKOB, 3aKJIOYMBIIMX C HUM
TPYHOBEIE JOTOBOPBI, AEATEIHHOCTh KOTOPBIX HETMOCPEACTBEHHO CBsi3aHa C
ONTOBO TOPrOBJIEH JIGKAPCTBEHHBIMU CPEACTBAMU IS MEAULIMHCKOro
IpUMEHEHHS, X XpaHeHHeM U (WJIM) PO3HHUYHON TOpro.iied JieKapCTBEHHBIMH
npenaparaMy A MEIULUUHCKOTO IMPUMEHEHHUS, MX OTIYyCKOM, XPaHEHHEM MU
HU3TOTOBJIEHUEM, UMEIOIIINX:

JUIL  OCYILIECTBIEHUS (hapMalleBTHUECKON JeATENBHOCTH B  cdepe
oOpaleHHsl JIEKAPCTBEHHBIX CPEICTB MM MEOUIMHCKOTO MpPUMEHEHUS
(32  uckiIoYeHHeM  00O0COOJEeHHBIX  MOApa3leNeHHMd  MeIULIMHCKHUX
OpraHW3aluii) - BBICIIETO MJIM CpeaHero (apMaleBTHYECKOro oOpa3oBaHUA,
a Takxe cepThudukara cHenqManuMcTa WM OPOHACHHOH aKKpeJUTalUH
CHEIUANNCTa;

IS OCYWIECTBIEHHS (apMalleBTHUECKONW JeaTebHOCTH B cdepe
oOpallieHUs JIeKapCTBEHHBIX CPEACTB M MEIWIMHCKOr0 TPUMEHEHUs B
000Cc0o0JIEHHBIX nojpasieaeHusX MEIUIIMHCKIX opraHu3alnun -
IOTOJTHUTENILHOTO MPpO(ecCHOHABHOTO 00pa3oBaHUs B 4YacTH pPO3HUYHOHN
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TOPrOBJIM JIEKAPCTBEHHBIMH MperapaTaMu AJsl MeIUIUHCKOTO IPIMEHEHUs TIPH
HAJIMYUH NpaBa Ha OCYILLECTBICHUE MEIULIUHCKON JesITEIbHOCTH.

B ciyuae mepemaun pabGor (yciayr) Ha ayTCOPCHHT (TOJBKO IS
OpraHu3allfiii ONTOBOW TOProOBAM JIEKAPCTBEHHBIMH CpEACTBAMH IS
MEIUIIMHCKOrO MPUMEHEHHUs) B YaCTH XPaHEHHUS JICKApCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TIPUMEHCHWs] HWHOW JIMIEH3MaT, ¢ KOTOPBIM COMCKaTesleM
JULIEH3UN 3aKJIfoueH Joroeop (ot 12 MecsieB) o nepenade pabot (yciyr) Ha
ayTCOPCUHT (B YacTH XpaHEHWs JIEKAPCTBEHHBIX CPEICTB ISl METUIIMHCKOTO
NpUMEHEHHs) M  KOTOPBI  WMMeeT JIMIEH3WI0 Ha  OCYIIECTBIECHUE
(dapMaLeBTUUECKON eATEeNbHOCTH MO OCYIIECTBIEHHIO BBINOIHSAEMBIX padorT,
OKa3bIBAEMbIX YCIYT, COCTaBISIOLIMX [AEATENBHOCTh IO ONTOBOH TOPTrOBIE
JIEKapCTBEHHBIMU CPEICTBAMH I MEIULMHCKOrO NPUMEHEHUSs, T0JDKEH UMETh
pabOTHUKOB, KOTOpbI€ COOTBETCTBYIOT TpeOoBaHUSM ab3ama BTOPOIO
HACTOSILIETO MOJAMYHKTa, 3aKIIOYWIM C HUM TPYJOBble JOTOBOPHl U
JOEeSATeNTBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBS3aHA C ONTOBOH TOProBiei
JIeKapCTBEHHBIMH CPEJICTBAMH, HX XPAaHCHUEM;

J) HaJIM4Yhe Yy COUCKarens JULeH3uu paboTHUKa (pabOOTHUKOB),
3aKJIIOYMBIIET0 C HHUM TPYAOBOH JAOroBOp, MAESATENBHOCTH KOTOPOTO
HEMOCPEJCTBEHHO CBsI3aHa C ONTOBOM TOPTOBJIEH JIEKapCTBEHHBIMU CpeACTBAMU
JUTSL BETEPUHAPHOTO IPUMEHEHHUS, UX XpaHEeHHEeM U (WJIH) PO3HUYHON TOProBiei
JeKapCTBEHHBIMU TIpernaparamMd JAJi BETEPUHAPHOTO NPUMEHEHHS, UX
OTIIyCKOM, XPaHEHUEM, NIEPEBO3KON U U3TOTOBIEHUEM, UMEIOILETO BBICLIEE WU
cpeanee (apmaleBTHUECKOe 00pa3oBaHHe, a Takxke CepTU(HUKAT CIEHAIUCTa
WIM TPOHICHHYIO aKKpeIWTAIWio CIelralucTa N0 BHICIIEE WM CpedHee
BeTEpUHAPHOE 00pa30BaHue, a TakKe CepTU(DUKAT CIIELHATUCTA.

5. CouckaTenp JULEH3UHU BIPaBe OTO3BATh 3asBICHHUE O MPeAOCTaBICHUH
JULIEH3UA [0 TPUHATHS  JIMUEH3UPYIOIIMM  OpPraHOM  pelIeHHs O
NpeI0oCTaBIeHUH JTULEH3UH UITH 00 OTKa3e B €€ MPEe0CTaBICHHUH.

6. JIluueH3uat Ui OCyLIECTBIEHHUS (DapMaleBTHUYECKOW AeSATeIbHOCTH
JOJKEH COOTBETCTBOBATH CIIEAYIOIIUM JIMLIEH3UOHHBIM TPEOOBAHUSIM

a) HAJIMYUE NPOU3BOJACTBEHHOIO O0BEKTa WM OOBEKTOB (MIOMEILEHUH,
30aHUi, COoOpyXkeHMi) ¥ 00OpyAOBaHHS IO MECTy OCYIIECTBICHHS
(dbapMaileBTUYECKOI IeATENIbHOCTH, PUHAAIeXalIUX Ha MpaBe cOOCTBEHHOCTH
WA HA UHOM 3aKOHHOM OCHOBaHHWH, IpelyCMAaTpPUBAIOLIEM IIPaBO BIAJACHHS H
NpaBo M0JB30BaHus, MO0 MpUHAANEKAIMX HAa MMpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBaHMM WHOMY JIMIICH3UATy, MMEIIEMY JHIEH3UI0 Ha
OCYIIECTBNICHUE (PapMalleBTUYECKOM NEATENbHOCTH M0 OCYIIECTBICHUIO PaboT,
OKa3bIBa€MBIX YCIJYT, COCTABJSIOLIMX JAEATENbHOCTh IO ONTOBOM TOProBiie
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JIEKapCTBEHHBIMH CpPEJCTBAMHU JJII MEAULMHCKOTO MPUMEHEHHUs, U JOTOBOP
(ot 12 MecsaueB) o nepenaye paboT (ycinyr) Ha ayTCOPCUHT (B 4acTH XpaHEHHUS
JICKapCTBEHHBIX CPEICTB U MEIUIMHCKOTO MPUMEHEHH), COOTBETCTBYIOLINX
TpeOoBaHusaM crtateit 54 u 55 @epepanpHoro 3akoHa "OO6 obpaleHuH
JeKapCTBEHHBIX CpeACTB", mMpaBUiaM HajJexalled AUcCTpuObIOTOPCKOMA
IpaKTHKH B paMkKax EBpasuickoro »KOHOMHYECKOTO CO3a, IpaBHIIaM
HaJyIeXamned NpakTUKU XpaHEHUsS U TepeBO3KH JIeKapCTBEHHBIX IpenaparoB,
MpaBWIaM HaJIexKame anTevyHoM MIPaKTUKH, YTBEPKACHHBIM
YIIOJTHOMOYEHHBIM  (efiepaibHBIM  OpPraHOM  HCIIOJIHUTENBHOW  BIIACTH
(3a  HCKIIIOUYEHHEM  MEJVLMHCKUX  OpraHu3almii. U  000COOJeHHBIX
NoJpa3iejieHui MEeTUIIMHCKUX opraHu3anuii). [Ipu pactopxenuu norosopa o
nepenavye paboT (yciyr) Ha ayTCOPCHHT (B 4YacTH XpaHEHHUS JIEKAPCTBEHHBIX
CpPeICTB AN MEAWLMHCKOIO NPHUMEHEHHWs) JMUEH3HaT 00s53aH HamnpaBUTh B
denepanbHylo Cly)0y MO Haa30py B cdepe 3IpaBOOXpaHEHHUS 3asABJICHUE O
BHECEHWM W3MEHEHMI B peecTp JMLHEH3UH B YacTU  HUCKIIOUYCHHUS
IIPOH3BOICTBEHHOTO0 00BbEKTa UITH OOBEKTOB U3 peecTpa JIMLICH3HIA,

0) HaJM4He MNPOU3BOJICTBEHHOTO OOBEKTa WM OOBEKTOB (IIOMEMICHHHH,
3MaHui, COOpyXeHHuH) U o0OpyHOBaHMS 1O MECTy OCYIIEeCTBIEHHUS
bapMaleBTHUECKON [eATEIbHOCTH, MPUHAJIeKAIINX Ha MpaBe COOCTBEHHOCTH
WM Ha MHOM 3aKOHHOM OCHOBAHMWH, MPEIyCMAaTPUBAIOIIEM IPABO BIAJECHUS W
[IpaBO MOJIb30BaHUs, - ISl OpraHU3allMi ONTOBOM TOPrOBIM JIEKapPCTBEHHBIMH
CpeICTBaMH [JIi BETEPUHAPHOIO0 TMPUMEHEHUS M PO3HUYHOH TOPTOBIH
JeKapCTBEHHBIMH  I[IperaparamMd s BETEPUHAPHOTO  IIPUMEHEHUS,
COOTBETCTBYIOIMX TpeOoBaHUAM crTateil 54 u 55 @enepanbHOro 3aKoHa
"O6 ofpalieHHd JIeKQpCTBEHHBIX CpPEACTB", TMpaBWiIaM  HaJyIexamien
IUCTPUOBIOTOPCKOMN MPAKTUKHU JIEKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO
NpUMEHEHHUs, IIPaBHJIaM HAJUIeKAIEd MpPaKTUKH XpaHEHUS M IEPEBO3KH
JIEKapCTBEHHBIX IpenapartoB /Js BETEPUHAPHOIO NOPHUMEHEHHs, MpaBWiiaM
XpaHEHUS JIeKapCTBEHHbIX CPEICTB JJIsl BETEPUHAPHOIO TPUMEHEHHUS];

B) HaJIM4K€ MPOU3BOACTBEHHOr0 O0BEKTa WIM OOBEKTOB (MOMELIEHWH,
3MaHUM, COOpYXEeHuH) U o0opydoBaHUS 1O MECTy OCYLIECTBIICHHUS
(dapmaieBTUUECKON eSTeIbHOCTH, IPHHAIJIEKAIINX Ha MpaBe COOCTBEHHOCTH
WIA Ha UHOM 3aKOHHOM OCHOBaHUWM, NMPEIyCMaTPUBAIOLIEM NPAaBO BIaJAEHHUS U
OpaBO IONb30BaHUA, Ui BETEPUHAPHOM AaNTEYHOW OpPraHU3alUd WU

UHANBUAYAIBHOTO IpeanpUHUMATES, UMEIOLIUX NHULEH3UIO Ha
dapMalleBTUYECKYIO JESATENbHOCTh C TPaBOM M3rOTOBIIEHUS U OTIycKa
JIeKapCTBEHHBIX penaparoB s BETEPHUHAPHOTO IPAUMEHEHHUS,

COOTBETCTBYIOILUX  TpeboBaHusiM crtaTthl 56  @DenepaibHOTO  3aKOHa
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"O06 obpallieHUY JIeKapCTBEHHBIX CPEACTB", MpaBWiiaM U3TOTOBIIEHUS U OTITyCKa
JIEKapCTBEHHBIX IIpPerapaToB M BETEPUHAPHOrO TpPUMEHEHHs, NpaBUiIaM
XpaHEeHHs JIEKapCTBEHHBIX CPECTB JJIsl BETEPHHAPHOTO IPUMEHEHMSI, MpaBUIaM
HaJuIeXxaleil  anTeyHol  MpakTUKU  JIEKapCTBEHHBIX  IpenapaToB  AJis
BETEPHUHAPHOTO TIPUMEHEHMS], NpaBWIaM HaJJeXkalled NMPaKTHKA XpaHeHUs U
[IEPEBO3KH JIEKAPCTBEHHBIX MIPENapaToB AJIT BETEPUHAPHOTO IPUMEHEHHUS,;

) HUIM9HEe Y MEAWLWHCKON OpraHu3aluM - JIMIICH3WaTa JHICH3UU Ha
OCYIIECTBJICHNE MEIUIIMHCKON eATeIbHOCTH;

1) COONIIOACHNE JIMLIEH3UATOM, OCYLIECTBISIOIIMM OIITOBYIO TOPIOBIIIO
JIeKapCTBEHHBIMU CPEJICTBAMH:

IUISL METUIUHCKOTO TIpUMEHEHUS, - TpeOoBaHuit ctateit 53, 54 u yactu 7
cratbu 67 ®enepanbpHoro 3akoHa "OO oOpallleHHH JIEKapCTBEHHBIX CPEeACTB",
mpaBuJ HaaJexamed AUCTpUOBIOTOPCKON MpakTUKU B pamkax EBpasuiickoro
DKOHOMHYECKOrO COK3a, IpaBWI HaANeXkKalled TMpPaKTUKA XpaHEHUS W
EPEBO3KHA JIEKAPCTBEHHBIX IMPEMapaTtoB A MEAULMUHCKOrO MPUMEHEHMUS,
IpaBWJI PEruCTpaluy Olepalyil, CBA3aHHBIX C OOpallleHHeM JIEKapCTBEHHBIX
CpPEeACTB JJs MEAHULUMHCKOTO TNpPHMEHEHHsS, BKJIIOYEHHbIX B IlepeyeHb
JIEKapCTBEHHBIX CPEACTB JUISI MEAMLMHCKOTO TPHUMEHEHMS, MOJJIeXalinx
MIpeIMETHO-KOIMYECTBEHHOMY Yy4ueTy B CIENUAJBHBIX JKypHajlax ydeTa
onepanuid, CBS3aHHBIX C OOpallleHWeM JIEKApCTBEHHBIX CpPEACTB M
MEAMLIMHCKOTO MPHUMEHEHHUS, NpaBW BeJEHUS W XpaHEHUS CIeLHaATbHbIX
’KYPHAJIOB y4eTa Olepalyii, CBA3aHHBIX ¢ O0pallleHHeM JIEKApPCTBEHHBIX CPEJICTB
IUISI MEJULIUHCKOTO IPUMEHEHUS;

JUIS BETEPUHAPHOTO NpPHUMEHEHUs, - TpeboBaHuiM crateidl 53, 54 u 58
®epepanbHoro 3akoHa "OO6 oOpallieHMM JIEKapCTBEHHBIX CPEACTB" M IMpPaBHII
XpaHEeHHUs JIEKapCTBEHHBIX CPEACTB ISl BETEPHHAPHOTO NMpPUMEHEHUS], MPaBHUII
Hajjexaiel JucTpuObIOTOPCKO MPaKTUKH JIEKAPCTBEHHBIX IpernapaToB I
BETEPUHAPHOTO IPUMEHEHHUS, MpaBWI HaAJEeXKalled MpaKTUKU XpaHEHUS H
NIEPEBO3KH JIEKAPCTBEHHBIX IIPENApPATOB AJI1 BETEPUHAPHOIO MPUMEHEHUS;

e) coOMI0ACHAE TUIIEH3UAaTOM, OCYIIECTBISIOUIAM PO3ZHHYHYIO TOPTOBIIIO
NleKapCTBEHHBIMU MpenaparaMi AJis MEAUIIMHCKOTO IPUMEHEHHUS :

anTe4YHoll  opraHuzauuell, WHAUBUIAYATbHBIM  MpPEANPUHUMATENIEM,
UMEIOLIMMHU  JIMLEH3UI0, - TpaBWl HajJexalleil anTeyHol MNpaKTUKU
JeKapCTBEHHBIX MpenapaToB Uil MEOUIMHCKOrO TPUMEHEHMs, MpaBHil
HajJexalei NpaKTUKW XpaHEeHHS U TepeBO3KM JIeKapCTBEHHBIX MpenapaToB
11 MEAUIIMHCKOTO MPUMEHEHHUs, TPaBuIl OTIIYCKa JIEKAPCTBEHHBIX MpenapaTos
JUIe MEAMLIMHCKOTO NMPUMEHEHMS], NTPAaBUII OTIIyCKa HAPKOTUHYECKUX CPENCTB U
MICUXOTPOIHBIX BEILECTB, 3apErUCTPUPOBAHHBIX B KauyeCTBE JIEKAPCTBEHHBIX
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npenapaToB, IpaBUJl pErHCTpally oOrepauuii, CBA3aHHBIX C oOpalleHueM
JeKapCTBEHHBIX CPEACTB Uil MEAHMLUMHCKOrO INPUMEHEHHMS, BKIIOYCHHBIX B
nepedeHb JIEKAPCTBEHHBIX CPEACTB JUISI MENUIMHCKOrO IPHUMEHEHHS,
NOJUIC)KALIMX NPEAMETHO-KOJIMYECTBEHHOMY YYETy B CIEHUaTbHBIX XypHajax
ydueTa OIepaldii, CBA3aHHBIX C oOOpallleHWeM JIeKapCTBEHHBIX CPENCTB IS
MEIULMHCKOTO [PUMEHEHHUS, IPaBUJ BEICHUS M XpaHEHUs CIEelUalIbHbBIX
KYPHAJIOB y4eTa olepalifii, CBI3aHHBIX C 0OpaIlleHUueM JIEKapCTBEHHBIX CPEJICTB
JUIST MEIUIIMHCKOTO NMpUMEHeHUs, TpeboBaHUH 4yacTh 6 cTtaThbd 55 U 4dactH 7
cratbu 67 ®enepanbHoro 3akoHa "OO6 oOpallleHnH JeKapCTBEHHBIX CPeACTB";

MEIUIMHCKON  opraHusanuer, o00COONEeHHBIM  MOApa3AeieHuEM
MEAULMHCKON OpraHU3alMHy - IPaBUII OTILyCKa JIEKapCTBEHHBIX MPENapaToB JUIs
MEAULMHCKOTO IPUMEHEHUS B COOTBETCTBHMM C TpeOOBaHUAMM dYacTd 7
ctatbu 67 PenepanbHoro 3akoHa "OO6 oOpallleHUH J1eKapCTBEHHBIX CPEACTB";

%K) coONIOCHNE JTUIEH3UATOM, OCYIECTBISIOLINM PO3HUYHYIO TOPTOBIIIO
JeKapCTBEHHBIMM  MpenapataMd  JUii ~ BETEpUHAPHOTO  NpPHMMEHEHHUs
(BeTeprHapHas anrTe4yHasi OpraHu3alys, BeTepUHapHas OpraHu3alys, UMerouas
JULIEH3UIO, WHAMBUIYAIBHBIM MpeJNpUHUAMATENb, HMMEIOUIMA JTULEH3HIO),
OpaBUJl HaJJIeXAIUEH anTe4YHON IPAKTUKU JIEKapCTBEHHBIX [pENaparoB s
BETEpPUHAPHOIO IPUMEHEHUs], NPaBUJI XPaHEHHUS JIEKapCTBEHHBIX CPEACTB AJIS
BETEPUHAPHOTO IPUMEHEHMUS,

3) COONMIOAECHNE JIMLEH3WATOM, OCYIIECTBISIIOIIMM W3TOTOBJICHHE H
OTITyCK:

JIEKapCTBEHHBIX IPENaparoB Il MEIULMHCKOTO NPUMEHEHUS, - MPABUII
W3rOTOBJIGHUS U OTIYCKa JIEKAPCTBEHHBIX MNpenapaToB Ui MeIULUHCKOTO
IPUMEHEHMS],;

JIEKapCTBEHHBIX IIPeNnapaToB JUlsl BETEPUHAPHOTO IIPUMEHEHMs], - MPaBUII
M3rOTOBIIEHUS] M OTIIyCKAa JIEKApPCTBEHHBIX MpenaparoB A BETEPUHAPHOTO
NpUMEHEHMS;

u) codbmonenue  TpeOoBaHui  crtateM 57  DemepalibHOIO  3aKOHa
"O0 oOpallleHUH JIeKapCTBEHHBIX CPEACTB";

K) coOMIoieHue TUIIEH3UAaTOM, OCYIECTBISIOUIMM XpaHEeHHe:

JIEKapCTBEHHBIX CPEACTB A MEIULMHCKOrO IPUMEHEHMs, - MNpaBull
XpaHEHHUs JIEKAPCTBEHHBIX CPEACTB U1 MEAULIUHCKOTO NPUMEHEHUs, MPaBUI
HaaJexalled NpakTUKU XpaHEeHUs] W TepeBO3KH JIEKapCTBEHHBIX IIpernapaToB
11 MEIULMHCKOTO MPUMEHEHUS;

JIEKapCTBEHHBIX CPEICTB [yl BETEPUHAPHOIO MPUMEHEHMS, - MpPaBUIl
XpaHEeHUs! JIEKApCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO IPUMEHEHUS, MPaBUII
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HaANeXalled MPaKTUKH XpaHeHHs W IEePeBO3KH JIEKAPCTBEHHBIX IIPENAPATOB
1T BETEPUHAPHOTO IPUMEHEHHUS,

) HaJlu4Yhe B COOTBETCTBHH C IpaBUIaMU HalleXxalield MpaKTUKH
XpaHeHHUs ¥ TIepeBO3KH JIEKAPCTBEHHBIX IpenapaToB, MpaBHJIaMy HajIexalei
TUCTPUOBIOTOPCKOH MPaKTHKH B paMKax EBpa3niickoro 3KOHOMHYECKOTO COH03a
JMIa, OTBETCTBEHHOrO 3a BHEJIpeHHe U obecleveHHe CHUCTEMBbI KadecTBa
XpaHEHHS M TIEPEBO3KH JIEKAPCTBEHHBIX IIPENapaToB MW  aKTyalu3alluio
CTaHAAPTHBIX OTIepaITHOHHBIX npoIeayp JUISt OCYUIECTBIIEHHUS
bapMalleBTHYECKOW JEATENbHOCTH B cdepe o0OpalleHUs JeKapCTBEHHBIX
CPeACTB JUIS MEIUIIMHCKOrO MPUMEHEHHS;

M) HaJIMuMe y MHINBUAYAIBHOTO MTPeIITPUHHMATENS:

IS OCYLIECTBIEHHS (apMaleBTHUECKOW JAeATeNbHOCTH B cdepe
oOpallleHHs] JIeKapCTBEHHBIX CPEACTB IS METUIIUHCKOTO IPUMEHEHUs -
BBICIIETO WJIHA CpelHero (apmaleBTHYECKOrOo O0Opa3oBaHUSA, a TaKxke
cepTU(UKaTa ClielanucTa UK MpoiIeHHON aKKpeAUTAINH CIIEIUATUCTA;

JUIs  OCYLIECTBIEHHS (apMaleBTUUECKOH JesTeThHOCTH B  cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEICTB I BETEPUHAPHOTO IPHMEHEHUS -
BBICIIETO MJIM CpenHero (¢apMaleBTHIeCKOTOo O00pa3oBaHUsA, a TaKXKe
cepTi(duUKaTa crenuaniucTa Uik NpoOHJIeHHOW aKKpeIUTallid CIIEHATACTA JIH00
BBICIIIETO WJIM CPENHEro BeTePHMHAPHOro 00pa3oBaHMs, a Takxke cepTHdHKaTa
CHEIHAJINCTA;

H) HAIWYHUE Y JULEH3WaTa pabOTHUKOB, 3aKIIOYUBIIMX C HUM TPYJOBBIE
JIOTOBOPBI, JAEATEIbHOCTh KOTOPHIX HEIOCPEACTBEHHO CBS3aHA C ONTOBOM
TOPrOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMH I MEAMIIMHCKOrO IMpUMEHEHHs, UX
XpaHEeHUEM U (WUJIM) POZHUYIHON TOPToBiieH JieKapCTBEHHBIMH IMpernapaTaMu s
MEIUIIMHCKOTO NpPHUMEHEHHs, WX OTIYCKOM, XpaHCHHEM W W3rOTOBJIEHHEM,
UMEIONHNX:

IUIl  OCYIIECTBIEHUS (apMalleBTUYECKOH JesITeIbHOCTH B  cdepe
oOpalieHuss JIEKapCTBEHHBIX CPEACTB M  METUIMHCKOTO MpUMEHEHUS
(3a HCKIIIOUEHHEM 000CO0JIEHHBIX nojpasaeneHui MEIUIUHCKHX
OpraHu3alnui) - BbICIIee WIM cpenHee (apmaieBTHYeckoe 0Opa3oBaHue,
a Takke cepTudUKaT CHeHHAIMCTa WM TNPOWIEHHYI0 aKKpeIHUTalMio
CIIELIMAJINCTA;

Ui OCyLIeCTBIEHUS (apMaleBTHUECKOH JAedaTelbHOCTH B cdepe
oOpallleHusl JEKapCTBEHHBIX CPENCTB [UIS MEIHIMHCKOrO IPUMEHEHHS B
000C00JIeHHEBIX nojpazJieJIieHusX MeIUIIUHCKUX OpraHu3alui -
IOTIOJIHUTENIbHOE TpodeccHoHalbHOe 00pa3oBaHUe B YacTH PO3HUYHOM
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TOPTOBJTY JIEKAPCTBEHHBIMHU IIpenapaTaMy A1 MEAUIIMHCKOTO MPUMEHEHHS TIpU
HAJIMYUH [paBa Ha OCYIIECTBIEHUE METULIMHCKOHN AeATeIbHOCTH;

0) HaJIUUMEe y JUlUeH3uara paboTHHKa (pabOTHHUKOB), 3aKIIOYMBLIETO C
HUM TPYAOBOH JOTOBOD, AEATEIBHOCTh KOTOPOIrO HEMOCPEACTBEHHO CBs3aHa C
ONTOBOH TOPTOBJICH JIEKAPCTBEHHBIMU CpPEJICTBaMU JUIS BETEPHHAPHOTO
TPUMEHEHUS, UX XpaHEHUWeM U (WIM) PO3HHUYHOU TOpProBiel JieKapCTBEHHBIMH
npenaparaMd Jis BETEPUHAPHOTO TPUMEHEHHs, UX OTIIyCKOM, XpaHEeHHeM,
IEPEBO3KOM M  HW3rOTOBJICHHEM, HWMEIOIIEr0  BBICIIEE WM  CpefHee
¢dapmanieBTHYecKkoe oOpa3oBaHHe, a TaKkKe CepTUQHUKAT CHEeIHaINCTa WU
MIPOHICHHYO aKKpEAWTALMIO ClIeUuanucTa Jubo BBICIIEE WJIH CpEaHee
BeTepHHApHOE 00pa3oBaHue, a TaKKe CepTU(UKAT CIIeUATUCTA,

1) ITOBBIIIIEHHE KBATU(PUKAIUN CHEIHATHACTOB C (papMalleBTHYECKUM HJTH
BeTEpHUHAPHBIM 00pa30BaHUEM He pexxe OIHOro pas3a B 5 JeT.

7. OcymiecTBneHre  (¢apMalleBTUYECKOH  JIEATENIbHOCTH C  TpyOBIM
HapylIeHHEeM JIMIEH3UOHHBIX TpeOOBaHMU BiIeYEeT 3a COOOH OTBETCTBEHHOCTH,
YCTaHOBJIEHHYIO 3aKOHOAaTenbcTBOM Poccuiickoit ®enepauuu. Ilpu 3ToM nox
rpyObIM HapyILIEHHEM IOHUMAETCS HEBBINOTHEHUE JIMLEH3UATOM OAHOTO U3
TpeOOBaHMH, NPENYCMOTPEHHBIX MyHKTOM 6 Hacrosmero Ilonoxenus,
ITOBJIEKIIIEE TIOCJIEICTBHUS, YCTaHOBJICHHBIE yacteio 10 crarbn 197
®enepanbHOro 3akoHa "O NHIEH3NPOBaHUK OTAEIBHBIX BHAOB AESTENBHOCTH".

8. Jlns monydeHHs IHLEH3UM COUCKATeNb JIMIEH3UM HalpaBisieT B
JJIEKTPOHHOU (hopMe B JIMLIEH3UPYIOUIUNA OpraH 3asBJICHHE O MpPeI0CTaBIEeHUU
JIMIIEH3WH, B KOTOPOM YKa3bIBalOTCS CBEIEHHUS, NPEIyCMOTPEHHbIE YacThio 1
crateu 13 @enpepanpbHOro 3akoHa "O JHLEH3UPOBAHUM OTACJIBHBIX BHUJOB
NeATENBHOCTH", a TaKXKe:

a) CBeICHUS O HAJIWYMHM JMUEH3UH Ha OCYIUECTBIEHHE MeIULMHCKOU
JeSTEBbHOCTH (/I MeIMIIMHCKUX OpraHU3allHi);

0) cBefleHUs, MOATBEPXKJAIONIME HAJIUYUE y COUCKATeNs JIMLEH3WH Ha
npaBe COOCTBEHHOCTH MJIM Ha MHOM 3aKOHHOM OCHOBaHUHM HEOOXOJUMBIX IS
OCYILIECTBIIEHUS  (apMaLEeBTUYECKOW  HEeATebHOCTH  IIPOHU3BOJICTBEHHOTO
o0bekTa uin 00BEKTOB (MOMEIIeHUH, 30aHUH, COOpYXeHHid) U 000pyAOBaHuUS,
COOTBETCTBYIOIIMX YCTaHOBJIEHHBIM TpeOOBaHMSAM, IpaBa Ha KOTOpHIE He
3aperucTpupoBaHbl B EIWHOM TOCyZapCTBEHHOM pPEECTpPE HEJBHXUMOCTHU
(B ciydae eciM TakKue IpaBa 3aperiCTPUPOBaHbl B YKa3aHHOM peecTpe -
cBelieHHsI 00 OTUX TOMeNmEeHuAX) (3a HCKIIOYEHHEM  METUIIMHCKUX
opraHuzaiuii, 060cobiIeHHbIX OApa3AeIeHU MeTUIUHCKUX OpraHu3aluii );
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B) CBEJICHHS, TNOITBEPKAAIOIINE HAJWMYUEe Yy COMCKaTels JUIEeH3UH
noroBopa (oT 12 MecsueB) O mepefadye Ha ayTCOPCHHI paboTr (yciyr),
COCTaBJIAIOMMX  (apMaleBTHUECKYI0 JesATeNbHOCTh (B YacTH XpaHEHMs
JIEKapCTBEHHBIX CPEACTB JII MEIUIMHCKOTO NPUMEHEHHS), 3aKIFOYEHHOrO C
JIMIIEH3UAaTOM, OCYLIECTBIISIOIUM (apMaIleBTHYECKYIO AATEILHOCTD IO aJipecy
BBHITIOJTHEHUSL TEpe/laBaeMbIX Ha ayTCOPCHMHI COMCKaTelieM JIMLEH3UH paboT
(ycnyr) (mias modydeHHs JUIEH3WH Ha ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMH
CpelCTBaMHU B cllyuyae MIPUMEHEHHS ayTCOPCUHTA);

I) CBeIEHUST O HAIWYMK BBJIAHHOTO B YCTAHOBJIEHHOM TIOpPSJIKE
CaHUTaPHO-3MUIEMUOJIOTUIECKOTO 3aKIIIOYEHHS O COOTBETCTBUU TOMEIEHUHN
TpeOOBaHUSM CAHUTApPHBIX TpaBWJ B OTHOLIEHHH (apMalleBTUUECKON
HedTeNLHOCTH B cepe oOpalieHus IeKapCTBEeHHBIX CPEICTB I MEAUIMHCKOTO
NpUMEHEHUs (32 MCKIIOYEHHEM MEAUIMHCKUX OpraHu3aluii, 000co0IeHHBIX
nojJpa3/ielleHu MeIULIMHCKUX OpraHHu3allvii, opraHu3aluii ONTOBOW TOPTOBIH
JIeKapCTBEHHBIMU  CPEJCTBaMH, IIONyYaloOlUX JUIEH3UI0 Ha OCHOBaHWH
noroeopa (0T 12 MecsIeB) o nepegaue Ha ayTCOPCHHT paboT (yciyr) B 4acTH
XpaHeHHUs JIeKapCTBEHHBIX CPEACTB ISl METULIUHCKOTO IPUMEHEHHUS ),

1) CBEICHUsT O HaIWYMM BBIAAHHOTO B YCTAHOBJIIEHHOM TIOPSAKE
CaHUTAPHO-3MTUIEMHOJIOTUYECKOTO 3aKIOYEHUSI O COOTBETCTBMM IOMELIEHUH
TpeOOBaHMAM CAHHUTApPHBIX TMpaBMJI B OTHOIICHUWH (apMaleBTHIECKON
OeaTenbHOCTH B cdepe  oOpaiieHuss JEKapCTBEHHBIX  CPEACTB  JUIA
BETEPUHAPHOTO TNpPUMEHEHHMS C [paBOM  M3TOTOBJIEHMS] W OTIIyCKa
JIEKapCTBEHHBIX MPENapaToB AJis BETEPUHAPHOTO NPUMEHEHUS;

€) CBeJIeHHUs O BBICILIEM WM cpeAHeM (papMalieBTU4eCKOM 0O0pa3oBaHUM,
a Takxke cepTH(dUKaTe CHeUAIUCTa WIA MPOHACHHOH aKKpeAUTALUU
CriellMajncTa - A OCYLIECTBICHUS (apMalieBTUUECKOH AEATEeILHOCTH B cdepe
oOpallleHHs] JIEKApCTBEHHBIX CpPEACTB M1 MEAWLMHCKOrO IPUMEHEHUS
(32 uckimroyeHHMeM  000COONeHHBIX  MOApA3NeNeHHd  MEIUIMHCKHUX
OpraHH3aIluii);

K) CBEJICHHSI O [OMOJHUTEIbHOM NpOdEeCCHOHATFHOM 00pa3oBaHUM B
4acTH POSHUYHOW TOPrOBIHM JIEKAPCTBEHHBIMU MIpenaparaMu AJ11 MeAULIMHCKOTO
OpUMEHEeHHUs M O Halu4Yud [paBa Ha OCYUIECTBIEHUE MEIUIMHCKOU
JEeATeTLHOCTH - JJI OCYyLIeCTBIeHUs (hapMalleBTHIECKOM JIeATeNbHOCTH B cdepe
oOpallleHuss JI€KapCTBEHHBIX CpPEACTB IUISI MEJULMHCKOrO TIPUMEHEHHUS B
000c00JIeHHBIX OIpa3JeIeHUIX MEIULIMHCKUX OpraHUu3alHnii;

3) CBE€JIEHUS O BBICIIIEM WIH CpeJHeM (apMaleBTUUeCKOM 00pa3oBaHuHy, a
Takke cepTudukarte cheuManTucTa HIM NPORAEHHOM  akKpeAUuTaluuu
CHeLHaNKCTa MO0 BBICIIEM MUJIM CpeIHEM BETEPUHAPHOM 00pa30BaHHUM, & TAKXKE
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ceptuduKare CIEHUANTACTAa - IS OCYLIECTBIEHUS (papMaleBTUHUECKOU
JedaTelbHOCTH B cbhepe oOpallleHHs JIEKapCTBEHHBIX CpPEACTB AN
BETEpUHAPHOI'O IPUMEHEHHUS.

9.Ilpu momade 3asBieHMs B (delepanbHOH  TIOCyIapCTBEHHOU
uHboOpMaMOHHON  cucteme "EauMHBIA  TOpTam = roCyIapCTBEHHBIX U
MYHHIMITATBHBIX YCIyr ((GyHKIHA)"' NOCPEICTBOM HCIOJIB30BAHUSL JIMYHOTO
KaOMHeTa COMCKATENb JIMLEH3UH B aBTOMAaTHYECKOM peXuMe HHQOPMHUPYETCs O
CBEACHUSAX, MOAJIEKAILUX PEACTABICHUIO IJIA LeNed TIOMyUYeHUs JIULICH3UH.

Ilpu npoBeeHUH NPOBEPKH JOCTOBEPHOCTH CBEJCHUM, COIEpKAIINXCS B
NpeJCTaBICHHOM COHMCKaTeleM JIMIEeH3UH (JUIEH3WaTOM) 3asBIEHHH O
IPeJOCTaBICHUM JIMLEH3UM (3asBICHUM O BHECEHMM HM3MEHEHWHl B peecTp
JUIEH3Uid), JMUEH3UPYIOLUA OpraH 3anpaiiiBaeT HeoOXOAUMBble  JIs
NpedOoCTaBle€HUs. TOCYAAPCTBEHHBIX YCIyr B 00NacTd JHULEH3UPOBAHUS
CBEICHHS, HaxOIsIMecs B pACHOPsSDKEHUH OpPraHoOB, NPeJOCTaBISIOLINX
rOoCyJapCTBEHHBbIE YCIYI'H, OpPraHOB, MNPEAOCTABIAIOMIUX MYHHUIUIAIbHBIE
yCIIyTH, UHBIX TOCYJapCTBEHHBIX OPTaHOB, OPTaHOB MECTHOT'O CaMOYIIPaBJICHHUS
1160 MOJIBEJOMCTBEHHBIX FOCYAapCTBEHHBIM OpraHaM WJIM OpraHaM MECTHOIO
CaMOyNpaBl€HHs OpraHu3alMid, B NOpsjaKe, ycTaHoBleHHOM DenepaibHbBIM
3akoHOM  "OO opraHuzalMd  TpPENOCTaBI€HUS  TOCYAapCTBEHHBIX U
MYHMIMOAIBHBIX YCIyr".

10. Ina nomydyeHWsS JUIEH3UW COMCKATeNb JHULEH3UU, SBISIOLUIUNACS
MHOCTPAHHBIM IOPUANYECKUM JIMLIOM, MpEeACTaBIsieT CBEACHHs, yKa3aHHbIE B
nyHkTe 8 Hacrosulero [lonoxeHus.

11. JIuneH3upyomuid opraH OCYIIECTBISET OLEHKY COOTBETCTBUS
COHMCKATeNs JIUIEH3UH JUIIEH3UOHHBIM TpeOOBaHUAM W NMPUHUMAET pelleHue O
NpPEeJOCTABNICHUN JIMLEH3UN UK 00 OTKa3e B €€ NpeJOCTaBICHUU B CPOK, HE
npeBbIIAOIIKUH 15 pabounx aHel co JHS MpUeMa 3asBJIeHUs O NPpel0CTaBIEHUH
JMIIEH3HH.

12. Tlpn HamepeHuH OCYIECTBIATh apMalleBTHUECKYIO JesTENbHOCTD 10
azipecy, He MpelyCMOTPEHHOMY PEecTpOM JIUIEH3UH, B 3asBJIEHUH O BHECEHHH
U3MEHEHUH B peecTp JIMLEH3UH JIMLIEH3UaT YKa3blBaeT CAeAyIOIIHe CBEACHHUS:

a) CBe/ieHUH, coiepkaliue HOBBIii azpec OCYILIECTBJIEHHS
(bapMalleBTUIECKOH NeSTETBHOCTH;
0) cBeneHus, NIOJTBEPXKAAIOIINE HaJlu4yue y JIMIEH3HATa

Ha TpaBe COOCTBEHHOCTHM WM Ha MHOM 3aKOHHOM OCHOBaHHMHM HEOOXOAMMBIX
JUI  OCYIIECTBIEHHS (apMaleBTHYCCKOH JAeATEIbHOCTH MO YKa3aHHOMY
azpecy TPOM3BOACTBEHHOro oObekTa (00BEKTOB) U  00OpYyIOBaHMI,
COOTBETCTBYIOILIMX YCTAHOBJIGHHBIM TpeOOBaHMAM, IpaBa Ha KOTOpBIE
He 3aperucTpupoBaHbl B EJMHOM ToCy/apCTBEHHOM peecTpe HeIBHXUMOCTH
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(B ciyuae ecnu TakWe NpaBa 3aperMCTPHPOBAaHBI B YKa3aHHOM peecTpe -
CBeeHHss 00 JTHUX TOMENIeHHAX) (3a HCKIIOUYCHHEM MEAUIUHCKHUX
opraHu3anuii, 000COOJIEHHBIX MOApa3AeTeHNH MEIUIMHCKAX OpraHU3allui),
au00 CBEJCHMS, NOJNTBEPXIAMONIMEe HAIWYHe Yy JHIeH3uara (TOJBKO IS
OpraHu3alMii ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMH CpPEACTBAMH) JIOTOBOpa
(ot 12 MecsueB) o mepefade Ha ayTCOPCUHI paboT (yCiIyr), COCTaBISIOLIMX
(apMaIeBTH4ECKYIO eATeIbHOCTh (B YaCTH XpaHEHUS JIEKAPCTBEHHBIX CPEICTB
IS MEIUIUHCKOrO TPHUMEHEHMSs), 3aKIIOYEHHOr0 C WHBIM JIUIEH3UATOM,
OCYHIECTBIISIOIIUM (apMaleBTHUYECKYIO JAESITeIBHOCTh TI0 aJpecy BBITTOJTHEHHS
nepeiaBaeMbIX Ha ayTCOPCHHT paboT (ycuyr);

B) CBEJIeHHs O BBICLIEM WM cpeJHeM (apmalleBTHYEeCKOM 00pa3oBaHUH,
a Takxe cepTUpUKaTe CIEUMAIUCTa WM INPOUIEHHON aKKpeAUTaI[uH
crenyamTucTa -  Ans  pabDOTHMKOB,  HaMepeHHBIX  OCYIIECTBJISThH
(bapMalleBTUYECKYIO JIeATENbHOCTh B cdepe oOpaleHuss JeKapcTBEeHHBIX
CpeACTB [ MEAMLUMHCKOrO TMpHUMEHEHHs II0 yKa3aHHOMY ajpecy
(3a UCKIIFOUEHUEM 000C00JIEHHBIX noJipa3JieneHuit MeIUITHHCKUX
opraHu3anui);

r) CBeEHU O JOMOJHUTENHHOM MpodecCHOHATEHOM 00pa30BaHHU B
YacTU PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMU TpenapaTaMu JUIsi METUITMHCKOTO
NpUMEHEHHS] M O HaJW4YUM T[paBa Ha OCYIIECTBIEHHE MEIUIIMHCKOM
IeATeNbHOCTH - I pabOTHWUKOB,  HAMEPEHHBIX  OCYUIECTBISATH
¢dapMalleBTUUECKYI0 JIeATeNIbHOCTh B cdepe oOpallleHHs JieKapCTBEHHBIX
CpeACTB Ui MEIMLMHCKOTO MpUMEeHeHHs B 000COOJIEHHBIX MOoApa3leieHusIX
MEJMIIMHCKUX OpTraHu3alyi Mo yKa3aHHOMY afipecy;

1) CBEIEHHUs O BBICILIEM WJIM CpefiHeM (hapMaleBTHYECKOM 00pa30BaHUH,
a Takke cepTHQHKaTe CHELUAIUCTa WIX MOPOHIEHHOW aKKpeIuTal|H
crienyanyucra NuO0 O BBICUIEM WIM CpeJHeM BeTepUHAPHOM OOpa30BaHUH,
a TaKe cepruduUKare crnenuanudcra - a8 paboTHUKa (paOOTHHKOB),
HaMEpEeHHBIX OCYLIECTBIATh (PapMaleBTUYECKYI0 HEeATENBHOCTh B cdepe
obpaieHuss JIeKapCTBEHHBIX CPEACTB IS BETEPUHAPHOTO IIPUMEHEHHS IO
yKa3aHHOMY ajpecy;

€) CBeJIecHUsl O HaJMYMM BBIIAHHOTO B YCTAHOBJIEHHOM TMOpPSAKE
CaHUTAPHO-3MUAEMHOJIOTHIECKOTO 3aK/IIOUeHUS O COOTBETCTBUU IMOMELICHUI
N0 YKa3aHHOMY aJpecy TpeOOBaHUSM CaHUTApHBIX NpPaBWJI B OTHOLIEHUH
(apMaLIeBTHUECKOH JIeATENFHOCTH B cdepe oOpallleHus] JieKapCTBEHHBIX
CpeICTB ISl MEAWLIMHCKOrO NpPUMEHEHHUS (3a MCKIIOYEeHHEM MEeIUIMHCKUX
OpraHu3alyif, 00OCOOJIEHHBIX MOApa3AelieHnH MEIHIMHCKHX OpraHu3alluii,
OpraHu3alliii ONTOBOW TOPrOBIM  JIGKAPCTBEHHBIMH  CpPEIACTBAMH I
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MEJMIUHCKOIO MPUMEHEHMs, 3asfBUBIIMX O BHECEHWH W3MEHEHHUU B peecTp
JMIEH3MH JUTs TIepedadyd MHOMY JIMIIEH3HMaTy Mo JA0oroBopy (oT 12 mecsieB) Ha
ayTCOpPCHHT paboT (YCIyr), COCTABIAIOUIMX (DapMalleBTHUECKYIO EATEIHHOCTD
B YaCTH XpaHEHHS JIEKaPCTBEHHBIX CPEJCTB I MEAUIIMHCKOTO TPHMCHEHHUS );

) CBEJIeHMS O HalW4YUM BBIAHHOTO B YCTAaHOBIEHHOM TMOpPSAIKE
CAaHUTAPHO-3MHUIEMHUOIIOTHIECKOTO 3aKIIOYEHUSI O COOTBETCTBHM ITOMEICHHUH
TpeOOBaHHMSM CaHUTApHBIX TMpaBWJI B OTHOLIEHWH (apMalleBTUYEeCKON
nesaTensHOCTH B cepe  oOpallleHds  JIeKapCTBEHHBIX  CpPEACTB  JJiA
BETEPUHAPHOTO TPUMEHEHHMs C TPaBOM  M3TOTOBJIEHHS H  OTITyCKa
JIeKapCTBEHHBIX TPENapaToB AJIS BETEPHHAPHOTO MPUMEHEHHS.

13.lpyu HamepeHHM BBINIOJHATH HOBBIE pPabOTHI, OKAa3bIBaTh HOBBIC
YCIyTH, COCTaBIsIOUME  (hapMalleBTUYECKYI0  JIeATeIbHOCTb, HO  He
NPeyCMOTPEHHbIE PEECTPOM JIMLIEH3UH, JTUIEH3UAT B 3aSABJICHHM O BHECEHHU
W3MEHEHUH B peecTp JIMLEH3UN yKa3bIBaeT:

a) B cdepe oOpaieHHs JTeKapCTBEHHBIX CPEIACTB IS MEIUIIHTHCKOTO
IpUMEHEHHS:

CBEJICHUS O COCTAaBJISIOMIMX (hapMalleBTHUYECKYIO AeSTeIbHOCTh paboTax
(ycnyrax), KOTOpbI€ TMLEH3UAT HAMEPEH BBIMOIHATH (OCYIIECTBIIATH),

CBeJIeHUS O BBHICIIEM WJIM cpeiHeM (hapMaleBTUUECKOM 00pa3oBaHHH, a
TaKXke cepTUUKaTe CHEHUANIUCTAa WM TNPOWJEHHOM  aKKpeaUTaluu
crenManucra - Ay pabOTHHUKOB, HAMEPEHHBIX BBINOIHATH (OCYIIECTBIATH)
pabGotel  (ycilyru), 3a HCKIIOUeHHEM O000COONEHHBIX  MOJApa3AeNeHun
MEIULIUHCKUX OpraHU3alnu;

CBEJIEHUS O HAJIMYUH HEOoOXOAMMOro 00OpYJ0BaHHS, COOTBETCTBYIOLIETO
YCTaHOBJICHHBIM TpPEeOOBAHUSIM, a TaKKe CAHUTAPHO-IMHAEMHOJIOTHYECKOrO
3aKJTIOYEHHS] O COOTBETCTBUH MOMEIIEHWH, MPeAHA3HAYEHHBIX JIJIS BHITOJIHEHHUS
(ocymectBrneHus1) pabor (ycnmyr), TpeOOBaHUSM CaHUTAPHBIX  IPaBUII
(3a UCKJIIOYEHHEM MEIMLMHCKHUX OpraHu3aluii, 000CO0JIeHHbBIX Topa3ae/ieHui
MEIULWHCKUAX OpraHwW3alfii), BBIJAHHOTO B YCTAaHOBJIEHHOM IIOpsIKe, JTHOO
CBEICHUA O HaJIM4YMU Yy JHIeH3uaTa (TOJBKO IS OpraHu3alfii ONTOBOM
TOPTOBIIH JIEKAPCTBEHHBIMH CPEACTBaMHU) A0TOBoOpa (0T 12 MecsileB) o nepenaye
Ha ayTcopcuHr pabotr (yciyr), COCTaBISIIOIIMX  (apMaleBTHYECKYIO
JeSTeNbHOCTD (B YaCTU XPaHEHHS JIEKAPCTBEHHBIX CPEACTB AJS MEAMIIMHCKOTO
NpPUMEHEHHs),  3aKIIOUYEHHOT0  C  JIMIEH3WaTOM,  OCYLIECTBISIOIINM
(bapMalleBTU4ECKYIO0 JESTEeNIbHOCTh IO aJpecy BBINOJHEHUS I[epelaBaeMbIX
JIMIEH3UaTOM Ha ayTCOPCUHT paboTt (ycnyr);

0) B cdepe oOpaieHHs JEKApPCTBEHHBIX CPENCTB ISl BETEPHUHAPHOTO
pUMEHEHHS:
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CBEJIEHUSI O COCTABIAIOUINX (hapMalleBTUYECKYIO NeATelbHOCTh paboTax
(ycnyrax), KOTOpbIe JULEH3UAT HaMePEH BBIITOJIHSATh (OCYILECTBIATD);

CBEJIEHUS O BBICIIEM MM cpelHeM (apMaleBTUIeCKOM OOpa30oBaHUH,
a TakKke cepTH(HKATe CHCNUATUCTa WM [POUICHHOH aKKpeAuTaIuu
crenuanucTa Jubo O BBICIIEM WM CpeJHEM BeTepUHAPHOM OOpa30BaHUU,
a TaKkKe cepTUdHKaTe crOenuanucrta - 8 paboTHUKa (pabOTHUKOB),
HaMepPEeHHOTO BBIMONHATH (OCYLIECTBIATE) paboThl (YCIyTH);

CBEICHHS O HaJIM4YUU HeoOXoaAuMoro obopyAoBaHUs, COOTBETCTBYIOLIETO
YCTaHOBJIEHHBIM TpeOOBaHUIM;

CBEIICHHS O HaJIM4MM BBIJIAHHOTO B YCTAHOBJIEHHOM MOPSAKE CAHUTAPHO-
3MUJIEMHOJIOTHYECKOTO  3aKIIOYEHUS O  COOTBETCTBUM  IIOMEILCHHIA,
Npe/JHa3HAYEHHBIX M BBIIOJTHEHUS (OCYILIECTBIICHHS) 3asBJICHHBIX padoT
(ycnyr), TpebOBaHHUSAM CaHUTAPHBIX MPABUI - B OTHOLICHUH (hapMalleBTHIECKOMH
HesSTenbHOCTA B cdepe  oOpalieHuUs  JIEKAPCTBEHHBIX  CPEACTB  JUIA
BETEPUHAPHOTO IPUMEHEHHMS C I[IPaBOM  U3IOTOBJIICHHSE M  OTIIYCKa
JIEKApPCTBEHHBIX MPENapaToB IJisl BETEPUHAPHOTO PUMEHEHHUS.

14. JIuieH3upyIOIKUiA OpraH OCYIIECTBISIET OLEHKY COOTBETCTBUS
JUIEH34aTa JULEH3UOHHBIM TpeOOBaHUSIM M NPUHUMAET pelleHHe O BHECEHUH
M3MEHEHHUI B peecTp JIMLEH3Wid wid 00 OTka3ze BO BHECEHWHM HM3MEHEHUH B
peecTp JHLEH3UI B CpOK, He npeBblmaroimmii 10 pabounx gHei co aHSA mpueMa
3asiBII€HUs O BHECEHUU U3MEHEHMI B peecTp JTULEH3UM.

15. JluneHsuar BmopaBe OTO3BAaTh 3aSBICHHME O BHECEHHM W3MEHEHHM B
peecTp JHMLUEH3UA [0 NPHUHATUS JUUEH3UPYIOIIMM OpPraHOM pEILIeHUus O
BHECEHUH HW3MEHEHHA B peecTp JMIEH3UH Wi 00 OTKa3e BO BHECEHHH
M3MEHEHUH B PEECTP JIMULIEH3UN.

16. Benenne enuHOro peectpa JHIEH3UA, B TOM YHCIE JHIIEH3UH,
BBIIAaHHBIX OpraHaMH HCHOOJHUTEIBHOH BlacTH cyObekToB Poccuiickoi
QDepepaii B COOTBETCTBUU C NEPENAHHBIMHU ITOJHOMOYMSIMH, OCYLIECTBISET
DenepanbHas ciyk0a 10 HaA30py B cepe 3apaBooxpaHeHus. BeaeHue peectpa
nuLeH3uit B cdepe oOpallleHHs JIeKapCTBEHHBIX CPEJACTB [UIS BETEPUHAPHOTO
npuMeHeHHus ocyuecTBiasieTr @DenepanbHas ciiy)k0a IO BETEpUHAPHOMY U
(uTOCAaHUTAPHOMY HAA30pY.

Opranbl UCIIONHUTEIBHONW BIacTH CyObekTOB Poccuiickoi Penepanuu
OCYILIECTBJISIOT BEJCHUE peecTpa JMLEH3WH B OTKPLITOH U OOIIeIOCTYINHOM
UHpopMaLMOHHOU cucteMe B cetd "HHrepHer" (manee - vHQOpMaLMOHHAS
cucTeMa), OTiepaTopoM KoTopoii siBnsieTcsd DenepanbHas ciyx0a Mo Haa30py B
cthepe 3IpaBOOXpaHEHHS W B KOTOPOM pa3MelaeTcsi ccblIKa Ha peecTp
JIALECH3UH.
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17. Uadopmarnusi, OTHOCAIIAACA K OCYHIECTBICHHIO (apMaleBTHIECKON
JIeSITENbHOCTH, NpeAycMoTpeHHas 4dacTsiMu 1 u 2 crateu 21 DegepanbHOro
3akoHa "O JMIIEH3UPOBAHUU OTAENBHBIX BUIOB JEATEIBHOCTH', pa3MellaeTcs
Ha o¢unuansHoM caidite @exepanbHoil ciayxObl MmO Ham3opy B cdepe
3PAaBOOXPAHEHUS WIM Ha OQHUIMaJIbHOM caiite DeaepalbHOH CIIyXObI TI0
BEeTEpUHAPHOMY M (purocaHuTapHOMy Ham3opy B cetu "UHrepHer" (nmajiee -
oduIManbHbIe CaiiThl) B (hOpMe OTKPBITHIX JaHHBIX.

AxTtyansHas “HpOpMaIM U3 peecTpa JHLIEH3UH JOJKHA OTOOpaXKaThCs
Ha O(UIMANBHBIX CaiiTaXx B peXUME pPeaJbHOr0 BpeMEHW JUOO0 He MOo3aHee
5 MHHYT ¢ MOMEHTa BHECEHHs W3MECHEHUW B peecTp JulleH3ud. B ciyuae
HepaboTOCTIOCOOHOCTH MH(OPMALMOHHONW CHCTEMBbl aKTyalbHass HWH(OpMarys
U3 peecTpa JHMIEH3MH pa3MmelnaeTcs Ha oQUUHMadbHBIX caiTax Mocie
BOCCTaHOBJIEHUSI PabOTOCNIOCOOHOCTH HH(MOPMAIMOHHONH CHUCTEMBI, HO He
no3zaHee 3 pabodux JHEH Co JHS BHECEHHUS CBEIEHUH B peecTp JHIIEH3HH.

18. OLeHKa  COOTBETCTBUS  COMCKaTelns  JIMUEH3UM  (JIMIlEH3UaTa)
JULICH3UOHHBIM TPeOOBaHUSIM OCYILECTBISETCS JIMIIEH3UPYIOLUIUM OpPraHOM B
COOTBETCTBHU CO cTarheil 19 O®enepanbHoro 3akoHa "O JHMIEH3WPOBAHUM
OTAEJIbHBIX BUJOB JICITEIBHOCTH .

OneHnka  COOTBETCTBUS ~ COMCKarens  JUUEH3WMd  (JMLeH3uaTa)
JVLIEH3UOHHBIM TpeOOBaHMIM NPOBOAMUTCS B (hopMe BbIE3THON OLICHKH.

Hcnonp3oBaBue CpeACTB AUCTAHIIMOHHOTO B3aUMOJEACTBHS, B TOM YHUCIIE
BUACOCBS3M (lanee - CpeAcTsa), NpU TPOBEACHHHM BHIE3JHOU OLIEHKH
COOTBETCTBUS JIMIIEH3UOHHBIM TPEOOBAHUSIM OCYIIECTBIISIETCS:

IpU 3asBJIICHUH COMCKATEJIEM JIMLEH3MM paboT M YCIyr MO PO3HUYHOM
TOPTOBJIE JICKAPCTBEHHBIMH NIpENapaTamu;

IIpY 3asBJIEHUH JIMIEH3UATOM HOBOT'O aJjpeca Mo BUAY padOT U yCIyr IO
PO3HUYHOM TOProBilE JIEeKaPCTBEHHBIMHU IperiapaTaMHu.

[TopsaoK UCTIONb30BaHMS CPEJICTB BKITIOUAET B CeO:

yKa3aHWe COUCKATeNeM JIMUEH3uM (JIMIIEH3WaTOM) B 3asiBJIEHUU O
MPEeIOCTABICHUH JIMIICH3UU (3aABJCHUM O BHECEHHM HW3MEHEHUH B peecTp
JUIEH3UH) CBEAEHUN O HaNMYUK TEXHUYECKOH BO3MOXXHOCTH HCIOJB30BaHUA
IIpU MPOBECHUU BHIE3/IHON OIIEHKH CPEACTB C BOZMOXXHOCTBIO HAEHTHU(UKAIIUN
coucKarens NUUEH3UH (JIMlleH3uaTa) uepe3 (eepalbHyl0 TOCYJIapCTBEHHYIO
uHpopMallMOHHYI0O  cucreMy "EmumHas < cucreMa — MAeHTH(GUKALUUA U
ayTeHTU(QHKalUMH B HH(QpacTpyKType, obOecrneuuBalomeli HHGOPMALHUOHHO-
TEXHOJOTHYECKOe B3aMOJICUCTBUE MH(MOPMAUOHHBIX CUCTEM, MCIOJIb3yEMBIX
JUISL TIPEJOCTaBIICHMS] TOCYAAPCTBEHHBIX ¥ MYHUUUIAIBHBIX YCIAyr B
DIIeKTPOHHOM hopme",;
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NPUHATHE TOJKHOCTHBIM JIMIIOM JIMIIEH3UPYIOLIETO OpraHa peleHHs O
IPOBEACHUU OIEHKH COOTBETCTBUSI COUCKATeNs JUIEH3WU (JIMIeH3HuaTa)
JIMIEH3HOHHBIM TpeGOBaHUSAM B (OpMe BBIC3IHOH OILEHKHA B JUCTAHIIMOHHOM
dbopMaTe ¢ IPAMEHEHHUEM CPECTB,;

U3BEILEHNE COMCKATeNs JIMIEH3UH (JIMIEH31aTa) O BeJeHNH (POTOCHEMKH
u (WIM) BHUACO3AMUCH - B ClIy4yae OCYIIECTBJIGHUS TMPOUEAYPbl OLEHKHU
COOTBETCTBHS JIUIICH3NOHHBIM TpeOOBaHHSIM B JUCTAHLIMOHHOM (hopMmare;

obecrieueHHe COXPAaHHOCTH HWH(GOPMAIMH, MOJYYeHHOH MMOCPEICTBOM
(hoTOCHEMKHU U (WITU) BUZICO3AIHCH.

Ecimu B Xone BBIE3AHOM OLIGHKM COOTBETCTBUS COUCKATENS JMIICH3UU
(uIeH3MaTa) JIMIEH3MOHHBIM TpPeOOBAaHUSM OCYIIECTBISUIMCE (DOTOCHEMKA
U (WJT1) BUIE03aMKCh, 00 3TOM JeNaeTcs OTMETKA B aKTe OIEHKU M TOIINCaHue
€ro PpyKOBOAUTENEM, WHBIM JODKHOCTHBIM JIMLIOM MM YIIOJHOMOYEHHBIM
MpeCTaBUTENIEM COMCKATeNs JHIEH3UM (JUleH3uaTa) He Tpebyercsa. B atom
ciiydae marepuaisl (OTOChEMKM U (WJIM) BHEO3alUCHU TPUJIAralOTCs K aKTy
OLIEHKH.

Wndopmauus, mnonyueHHas C KCIOJIB30BAaHUEM CpPEICTB, IOCIE
IPOBEICHUS OLEHKA COOTBETCTBUSl COMCKAaTeNns JHULEH3UU (JIUIeH3UaTa)
NWIICH3UOHHBIM TPEOOBAHUSAM JIUIICH3UPYIOUIMM OpPraHOM COXpaHsAeTCs B
aBTOMAaTU3MPOBAHHOK WHGOPMALMOHHOW CHUCTEME JIHMIIEH3UPYIOIUIEro OpraHa.
CoxpaHHOCTh yKa3aHHOW HHpOpMaLMKU O00eCTeYNBACTCS JIMIIEH3UPYIOLIUM
OpTraHoM.

19.1lpn mpoBeneHUH OLIEHKH COOTBETCTBHS COMCKATeNs JIMLIEH3UU
(JTMueH3uaTa) JMUEH3UOHHBIM TpeOOBaHUSAM JULEH3UPYIOIUI OpraH MOJXXeT
IpUBJIEKaTh K MPOBENCHUIO TAaKOW OLIGHKHM HE 3aUHTEPECOBAHHBIX B €€
pe3yibTaTax 3KCIEepTOB WJIM SKCIIEPTHHIE OpraHW3aliy, aKKpeIUTOBAaHHBIE B
COOTBETCTBHHM C 3aKOHOATeNbCTBOM Poccutickoit Mdenepain 06 akKpeIUTALUH
B HaIMOHAJILHON CHCTEME aKKpeJUTalHH, a TakXe T0JBEJOMCTBEHHBIE
JHLIEH3UPYIOLIEMY OpraHy OpraHu3alui (fajee - IKCIePTHhIE OpraHUu3aluH ).

[IpuBnedeHre 3KCHEPTOB M IKCIEPTHBIX OpPraHU3aLUN OCYIIECTBISETCS
Ha O€3BO3ME3NHOM sl COUCKaTesleld JIUeH3ud (JIMLEeH3HWaToB) OCHOBE Ha
OCHOBaHHHU peleHus JIMLIEH3UPYIOILIETO oprasa, HOJITUCaHHOTO
YIIOJTHOMOYEHHBIM JJOJDKHOCTHBIM JIMLIOM JIMLIEH3UPYIOLIETO Oprada, B KOTOpOM
yKa3biBaIOTCS (aMHIMK, WMeHa, OT4decTBa (NMPH HAJIUYHH) TNPUBIEKAEMbIX
9KCIEepPTOB WJIK HAUMEHOBaHUS SKCIEPTHBIX OpraHu3alui.

MHeHHS 3KCIEepTOB, JIKCIEPTHBIX OpraHM3allMii O COOTBETCTBUM
(HECOOTBETCTBMM) COMCKATeNs JIMIEH3UM (JMIeH3uara) JIMLEH3UOHHBIM
TpeOOBaHMUSAM H3JararoTcs B CIpaBke (SKCMEPTHOM MHEHWH), NMOAMHUCAHHOMN
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SKCIIepTaMHu U (UJTH) YIIOJTHOMOYEHHBIMH JTOJDKHOCTHBIMHU JIMI[AMHU DKCIIEPTHBIX
opraHu3aluii, KOTopasi IpUiiaraeTcst K akTy OLEHKH.

B cinyyae BbISBIEHUS HECOOTBETCTBHS  COUCKATeNs  JIMUEH3HUU
(M1IeH3naTa) TMUEH3UOHHBIM TPEOOBAHUSAM B aKT€ OLIEHKH YKa3bIBaETCH, KAKUM
UMEHHO JIMIIEH3UOHHBIM TPEOOBAHMAM HE COOTBETCTBYET COMCKATEINb JIMLIEH3UU
(TMLeH3MaT) W KakuM HOPMATHBHBIM IIPABOBBIM aKTOM (C YKa3aHHEM €ero
CTPYKTYPHOU €UHUIIBI) TAaKOE JIMLIEH3NOHHOE TpeOOBaHUE YCTAHOBJIEHO.

20. IlpencraBneHue couckaTeneM JULEH3WU (JIULIEH3UATOM) 3asBIEHUS O
MIPEIOCTaBICHUMN JIMIEH3UM (3asBJIEHUS O BHECEHWHM W3MEHEHHWId B peecTp
JIULIEH3H ) ¥ UX MPUEM JIMLIEH3UPYIOLIUM OPraHOM, IPUHATHE JTULIEH3UPYIOIIUM
OpraHOM peLLEeHUS O IPeJIOCTABICHUH JTUIeH3UH (00 0TKa3e B NPEeAOCTABIEHUHU
JUIEH3UH ), BHECEHUN U3MEHEHUH B peecTp JMlieH3Hui (00 O0TKa3ze BO BHECEHHUH
W3MEHEHU B peecTp JHULEH3UH), MNPUOCTAHOBIEHHUH, BO30OHOBIICHUH,
MpeKpallleHuy JeHCTBUS TUIEH3UH, a TaKXKe IIpelocTaBieHre, GOpMHUPOBAHNE U
BeJICHUE JIMLIEH3MOHHOTO JIejla, BEJCHUE PEECTpa JIUIEH3UM U NIPeIOCTaBlIEHUE
CBEJICHMI, COJEPXKAIUXCS B pEecTpe JIMLEH3W, B TOM 4YUCJE BBIIUCKU U3
peecTpa  JMUEH3UNA, OCYILIECTBISAIOTCS B  MOPSAKE, YCTaHOBIEHHOM
QenepalbHBIM  3aKOHOM "O nUUeH3UPOBaHUH OT/ENIbHBIX BUJIOB
JIeATeIbHOCTH "

21. Ilpu nopadve 3asBieHUS O NPENOCTAaBIEHHM JHUIEH3UU (BHECEHUHU
W3MEHEHHUI B pEecTp JHULEH3UNH) HOPUIUYECKUM JIMLOM, WHAWBUIYATBHBIM
NpeAnpuHUMaTeIeM U (U3MYEeCKUM JIMIOM IPH MPeICTaBIEHWH HHTEPECOB
IOPUIMYECKOT0 JHNa (MpH HaJWYMd COOTBETCTBYIOLIMX IOJHOMOYMHA Yy
¢bu3uyeckoro JMua) TMOANMCAaHWEe TaKOoro 3asBIEHUS  OCYLIECTBIAETCA
YCUIIEHHOH KBanu(UIUPOBAHHOMH 3IEKTPOHHOMH MOMIIHCHIO.

Ilpy s3TOM npu mnojaye 3asBIEHUS O TMPEAOCTABIIEHUH JIMLEH3UU
Gu3NYeCcKUM JUIOM TOJNUCAaHUE 3aiBJICHUS OCYLIECTBISETCS YCHIEHHOU
HEKBATU(DUIMPOBAHHOW  JJIEKTPOHHON  MOAMUCHIO, CepTUHUKAT  Kitoya
IPOBEPKM  KOTOpPOM CO3aH M  HCIONb3yercs B MHGPaACTPyKType,
obecneunBarolien UHPOPMAIIHOHHO-TEXHOJOIMUECKOE B3aUMOJICICTBUE
AHQOPMALIMOHHBIX  CHUCTEM, UCTOJB3YEMBIX NS NIpeAOCTaBICHUS
rOCYJapCTBEHHBIX M1 MYHHLIMNAIBHBIX YCIYT U UCIIOJTHEHUS TOCYJaPCTBEHHBIX U
MYHHUIUTIATBHBIX GYHKIHHA B 3JIeKTPOHHOHU dopMe.

22. 3a pefOCTaBICHUE JIMLICH3UPYIOLUM OPraHoOM JIMLEH3UU, BHECEHUE
U3MEHEHU! B peecTp JIMLEH3MIl Ha OCHOBAaHUU 3asBJIEHUS O BHECEHHUU
U3MEHEHUN B PEECTp JHMLEH3UNA YIIAYMBAETCS FOCYJapCTBEHHAs MOLUIMHA B
pasMepax M MopsliKe, KOTOpPblE YCTaHOBJIEHBI 3aKOHOJATENBCTBOM PoccuiicKoi
@denepanuy 0 HAJIOrax u cbopax.
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Brimncka w3 peectpa JULEH3WH B (opMe BJIEKTPOHHOrO OKYMEHTa,
MOANKMCAHHOTO YCUJIEHHOW KBamu(UUMPOBAHHOM 3JIEKTPOHHON MOANMCHIO
JHIIEH3UPYIOLIETO OpraHa, IpeJocTaBiseTcs 6e3 B3MMaHHs IUIaThI.

23. @enepanbHas ciayxba 1o Hag3opy B cdepe 3apaBOOXpaHEHUs B
Te4eHHe 5 pabouux AHel co AHS BBIJAYA JOKYMEHTa 00 OKOHYAaHWU MPOBEPKHU
JUIleH3MaTa HalpaBisieT B OpraHbl TOCYAApCTBEHHOW BJAcTU CyOBEKTOB
Poccuiickoii  @Denepauuy, OCYMIECTBISIOIIME IOJHOMOYHUS, YyKa3aHHbIE
B myHkTe 1 dactu 1 crateu 15 ®denepanbHoro 3akoHa "OO OCHOBaX OXpaHbI
310pOBBs rpaxaaH B Poccuiickoit enepanuu”, 3aBepeHHbIE KONUU MPUKA30B O
NIPHOCTAHOBJICHUM M BO30OHOBJICHUU JCHCTBUS JIMLEH3MWM, Ha3HAYeHUU
IIPOBEPOK JIMILIEH3MATOB, KOIIMM aKTOB ITPOBEPOK JUIIEH3UATOB, MIPEANUCAHUN 00
YCTpaHEHHW  BBISBIEHHBIX  HapylWleHWH  JIMIIEH3MOHHBIX  TpeOoBaHMiA,
MIPOTOKOJIOB 00 aJIMHUHUCTPATUBHBIX IPABOHAPYIIEHUSIX, IOCTAaHOBICHHHA O
Ha3Ha4YeHUH aIMUHUCTPATUBHBIX HaKa3aHUU U APYTUX JTOKYMEHTOB, CBS3aHHBIX
C ocymiecTBleHueM (eaepalbHOr0 TOCYJapCTBEHHOrO KOHTpOJsS (Haza3opa) B
cthepe oOpaleHus JEKapCTBEHHBIX CpPENCTB, B OTHOLIEHHUU JHULEH3UATOB
(32 HUCKIIOYEHHEM JIMLEH3UATOB, INPEACTABUBIIMX 3aiBJIECHUS O BHECEHHH
U3MEHEHW B peecTp IHUIEH3Wi), OCYIECTBIAIOIIMX MAEATEIbHOCTh IO
o0palieHuIo JIEKapCTBEHHBIX CPEACTB, AJI BKIIOYEHHUS B JIULEH3UOHHBIE JIENa B
OyMa>XHOM UJTH 3JIEKTPOHHOM BHJE.

24. ®opMHUpOBaHHUE JIMIEH3MOHHOrO Jejia COUCKATeNs JIMIEH3UHU
(B OTHOLIEHWM JEKAPCTBEHHBIX CPEACTB Il MEAMIMHCKOTO NPUMEHEHHS),
JMIIEH3MaTa OCYIIECTBISAETCS B AaBTOMATH3HMPOBAaHHOW HMHPOPMALMOHHON
cucreme DenepanbHoii cIyxO0bI 110 HAA30PY B cdepe 3ApaBOOXpaHEHHS.

25. OueHka cobtoieHUs TUIIeH3MaTaMy JIMIEH3UOHHBIX TpeOOBaHUH Npu
OCYILIECTBJIEHUH (papMalleBTUUECKON JeSTEeIbHOCTH OCYUIECTBIISETCS B paMKax
denepalbHOTO TOCYJApCTBEHHOrO KOHTpols (Haa3opa) B cdepe oOpalieHHs
JIeKapCTBEHHBIX CPEJICTB.
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TTPNJIOKEHUE
K Iloo)xeHno 0 IMLEH3UPOBaHUHU
bapMalleBTHIECKOH TeITeIbHOCTH

INEPEYEHD

BBINOJIHSIEMBIX paboT, OKa3bIBaeMbIX YCJIYT, COCTABJISIIOIIMX
(papmManeBTHYECKYIO 1eSITeIbHOCTH

I. B chepe obpalnieHus neKapCTBEHHBIX CPEJCTB ISl MEIULIMHCKOTO
OpUMEHEHHS

1. OnToBast TOProBils JEKapCTBEHHBIMU CPEACTBAMH JJIS MEAUIIMHCKOTO
MPUMEHEHUS

2. XpaHeHue JIeKapCTBEHHBIX CPEJICTB /TS METUIIMHCKOTO IPUMEHEHHUS

3. XpaHeHHe  JIEKQpCTBEHHBIX  NpenapaToB  JUIS  MEIULHUHCKOro
pUMEHEHUS

4. TlepeBo3Ka JIEKapPCTBEHHBIX CPEJACTB JJI METUITHMHCKOTO TIPUMEHEHUS

5.TlepeBo3ka  JIEKAPCTBEHHBIX  TPEMapaToB ISl  METUIIMHCKOTO
IpUMEHEHUSA

6. PosanyHas ~ TOproBis  JIEKAPCTBEHHBIMHM  NpenaparaMud  JUIs
METUIIMHCKOTO IPUMEHEHUS

7. OTIycK leKapCTBEeHHBIX IpenapaToB Al METUIIMHCKOTO IPUMEHEHUS

8. MsroroBiieHWe JeKapCTBEHHBIX IPENapaToB JIi  MEIUIMHCKOTO
pUMEHEHHUS

I1. B chepe obpartiieHuns ieKapCTBEHHBIX CPEJICTB IS BETEPUHAPHOTO
INPUMCHEHUSA

1. OnroBas TOProBJjia JICKAPpCTBECHHBIMH CPEACTBAMHU UJI BETCPUHAPHOTO

IpUMEHEHHUS
2. XpaHeHue JIeKapCTBEHHBIX CPEJICTB AJisi BETEPUHAPHOTO IPUMEHEHHUS
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3. XpaHeHHe  JIEKapCTBEHHBIX  TpermapaToB A  BETEPUHAPHOTO
IpUMEHEHUs

4. IlepeBo3Ka JIeKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTO NPUMEHEHUS

5.TlepeBo3ka  JeKapCTBEHHBIX NOpemapaToB i  BETEPUHAPHOTO
MIPUMEHEHUS

6. Po3HMuHas  TOpProBis  JIGKApCTBEHHBIMM  TpenaparamMu s
BETEpUHAPHOTO IIPUMEHEHUS

7. U3roToBlieHWEe JIEKapCTBEHHBIX [penapatoB JJisi BeTEPUHAPHOIO
TIpUMEHEHUs

8. OTmyck leKapCTBEHHBIX MPENapaToB JUisl BETEPUHAPHOTO IPUMEHEHUS
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I[MPUJIOXXEHHE
K noctaHoBieHuio [lpaBurenscTBa
Poccuiickoit ®enepanumn
ot 31 mapra 2022 r. Ne 547

HEPEYEHD

HOPMATHBHBIX IIPABOBBIX AKTOB H OTAEJbHBIX MOJIOKEHHH
HOPMaTHBHBIX PaBoOBbIX akTOB IIpaBuTe/LCTBA
Poccniickoii @egepanun, yTpaTHBIINX CHIY

1. ITocTaHoBIEHHNE IIpaBuTenbcTBa Poccuiickon ®enepanuu
or 22 nexabps 2011 r. Ne 1081 "O nuueHsupoBaHUU (hapmaleBTUYECKON
nestenpHocTH" (CoOpaHue 3akoHonarenbcTBa Poccuiickoit Menepauuu, 2012,
Ne 1, cT. 126).

2. Ilyakr 170 u3MeHeHuM#, KOTOpble BHOCATCS B akThl [IpaBuTenscTBa
Poccuiickoit @enepauuud 1O BONpPOCaM  JEATENIBHOCTH MMUHUCTEpPCTBA
3apaBooxpaHeHus Pocculickoit Denepaluy, YTBEPKACHHBIX ITOCTAHOBJICHUEM
[IpaButensctBa Poccuiickoit ®enepanum or 4 cedtsiOps 2012 r. Ne 8§82
"O BHECEHMM HM3MEHEHUH B HEKOTOpble akThl [IpaButennscrBa Poccuiickoit
Qenepanuu MO BONpOcaM JEATENBHOCTH MMUHHUCTEPCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit  ®enepauuu” (Cobpanue 3akoHomaTenbcTBa  Poccuiickoi
®eneparn, 2012, No 37, ct. 5002).

3.Ilynkr | u3MeHeHUM, KOTOpble BHOCATCA B axkThl IIpaBuTenscTBa
Poccuiickoit @eaepaniuy Mo Bonpocam oOpallleHus JEKapCTBEHHBIX CPEACTB IS
MEIWIIMHCKOTO NMPUMEHEHUS, YTBEPXKICHHBIX nocTtaHoBleHHeM [IpaBuTenbcTBa
Poccuiickoit @eaeparuu ot 15 anpens 2013 r. Ne 342 "O BHeceHHH U3MEHEHHI
B Hekotopele akThl IlpaButennctBa Poccuiickont ®@enepanuu mo BOMpoOcam
oOpauieHus JIeKapCTBEHHBIX CpEACTB I MEJUUUHCKOrO NpUMeHeHus"
(Cobpanue 3axoHogaTenbeTBa Poccuiickoit denepanun, 2013, Ne 16, ct. 1970).

4. Ilysxt 2 wW3MEHEHUM, KOTOpble BHOCATCA B akThl [IpaButenncrBa
Poccuiickoit ®epepauud, yTBEpXKIEHHBIX MocTaHOBiIeHWeM IIpaButenbcTBa
Poccuiickoit ®enepauuu ot 23 ceHtsOps 2016r. Ne956 "O BHeceHUH
U3MeHeHU B HekoTopble akThl IlpaButensctBa Poccuiickoit ®Denpepauuun’
(CobOpanue 3axoHogarenbcTBa Poccuiickoit denepanun, 2016, Ne 40, ct. 5738).
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5.TIyHKT 2 wW3MeHeHMi, KoTopble BHOcSATCS B akThl [IpaBuTenscTBa
Poccuiickoli denepanuy, yYTBepXKACHHBIX NOCTaHOBIeHHeM IlpaBuTenbcTBa
Poccuiickoit ®enepaumu ot 4 urons 2017 r. Ne 791 "O BHeceHMH H3MEHEHUH
B HekoTopeie akThl IlpaButenbcrBa Poccuiickoit ®enepanuu" (Cobpanue
3akoHoaaTenbcTBa Poccuiickoit @enepanuu, 2017, Ne 28, ct1. 4165).

6. Ilynkt 1 u3MeHeHumil, koTopble BHOCATCA B akThl [IpaBuTenbcTBa
Poccuiickoit ®enepanuu Mo BOMpPOCaM OCYIIECTBIIEHUS JIMIIEH3UPOBAHUS
OTHENbHBIX BHJOB JIEATENIBHOCTA Ha TEPPUTOPHU  MEXIYHAPOIHOrO
MEIUIIMHCKOrO KilacTepa, YTBEPXKACHHBIX IOCTaHOBJIeHHeM IlpaBuTenbCTBa
Poccuiickoit ®enepaumu ot 21 ¢epans 2020r. Ne 192 "O BHeceHUH
W3MEHEHUA B HEKOTOphie akThl lIpaButenscTBa Poccuiickoit ®enepanuu Mo
BOIIPOCAaM OCYILIECTBIICHUS JIMICH3UPOBAHMS OTHENbHBIX BUIOB NESTENBHOCTU
Ha TEPPUTOPUM MEXIYHApOJHOro MeauuuHckoro kinactepa" (CobpaHue
3akoHoAaTenbcTBa Poccuiickoit ®enepanuu, 2020, Ne 9, ct. 1195).

7. IlocranoBnenue IlpasurenbctBa Poccuiickoit Menepauun ot 15 mas
2020r. Ne 687 "O BHeceHuH u3MeHeHUH B nOyHKT S IlonmoxeHus
O  JIMLEH3UpOBaHUM  (apManeBTHUYeckol  gestenbHocTH"  (CobpanHme
3akoHoAarenbcTBa Poccuiickoit @enepaumu, 2020, Ne 21, ct. 3269).

8. Ilynkt 1 u3MeHeHuWi#l, KOTOpble BHOCATCS B aKkThl llpaBuTenscTBa
Poccuiickoit @Denepauyy 1o BOIPOCAM JUIEH3UPOBAHUS OTAENBHBIX BUIOB
JIeATeIIbHOCTH, YTBEPXKIEHHBIX nocrtaHoBieHueM [IpaBurensctBa Poccuiickoi
®eneparuu ot 28 HosOps 2020 r. Ne 1961 "O BHeceHWHM W3MEHEHMI
B HekoTtopble akThbl [IpaButennctBa Poccmiickoit @enepanun Mo BOIMpPOCaM
JTULEH3UPOBAHUS OTAENBHBIX BUJIOB nesATenbHOCTH" (Cobpanue
3akoHogaTenbcTBa Poccuiickoit ®enepanuu, 2020, Ne 49, ct. 7934).

9.IlynkT 1 wW3MeHeHMil, KOTOpble BHOCATCA B axkThl lIpaBurtenncTBa
Poccuiickoit ®enepany, yTBEpKAECHHBIX IOCTaHOBIEeHHEM IIpaBuUTenbcTBa
Poccuiickoit ®enepanun ot 9 mapta 2022 r. Ne 328 "O BHeceHMM HW3MEHEHUM
B Hekotopele akThl IlpaButennctBa Poccuiickoii ®enepanuu” (CobOpanue
3akoHogaresibcTBa Poccuiickoit @enepanuu, 2022, Ne 11, ct. 1712).

5488211



