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Kommenmapuii:

Cwm. Cpasnumenvnuviii ananuz Ionoxcenus o auyeHzuposanuu gapmayesmuyeckoul oesmenvhocmu 2011
u 2022 2.

B coorBerctBuu ¢ ®enepanbHbiM  3akoHOM "O  JIMIIEH3UPOBAHUM  OTACIBHBIX BHJIOB
nesitensHOCTH" [IpaBuTenbcTBo Poccuiickoit denepanuu mocTaHOBIISET:

1. YTBepauth npunaraemoe [lonoxkenue o MUIIEH3UPOBAaHUH (PapMaIleBTHUECKOUN e TEIbHOCTH.

2. Tlpu3HaTh yTPaTUBIIMMU CHIJIy HOPMATHBHBIE MPABOBBIE AKThl U OTIEJIbHBIC TOJOXKEHUS
HOPMaTUBHBIX TpaBOBbIX akToB IlpaBuTenbcTBa Poccuiickoit denepanuu 1O NEPEUYHIO COIIACHO
MIPUJIOKEHHUIO.

3. Hacrosiiiee nocraHoBiieHue BCTynaer B cuily ¢ 1 centsiops 2022 1. u nedctByeT 10 1 ceHTsadps
2028 r.
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IToso:xxenue
0 JIMLEH3UPOBAHNH (papMalleBTHYECKOH 1eATeJbHOCTH

1. Hacrosmee Ilonoxenue ycTaHaBIMBaeT MOPSAIOK JIHMIICH3UPOBaHUS (apMaleBTUIECKON
ACATCIIbHOCTU, OC}’IJ.IGCTBJISICMOﬁ IOPpUINYCCKUMU JIMIAaMH, B TOM YHUCJIC HHOCTPAHHBIMU IOPUANYICCKUMU
JUIaMH1, BKJIIO4ad OpraHu3alnn ONTOBOH TOPIroBJIM JICKAPCTBCHHBIMU CpPCACTBAMH, aIllTCUHBIC
OpraHM3aliy, BETEpUHAPHbIC aNTeYHbIE OPTraHU3alMM, a TaKKe MEIUIMHCKHE OpraHu3allid U HX
o0ocoOneHHble mojapaseneHus (LeHTphl (OoTaeneHus) oOmell BpadeOHOM (ceMelHOI) MpaKTHKH,
amOynaropuu, Genpamepckue U QebaIepCcKo-aKyIIepCKUe ITyHKTBI), PACIIOJIOKEHHBIC B CEIIbCKHX
HACeJEeHHbIX IYyHKTaX, B KOTOPBIX OTCYTCTBYIOT anTeUHble€ OpraHU3aluu (llajee COOTBETCTBEHHO -
MEIMIIMHCKHE  OpTraHu3aluu, O000COONEHHBbIE  MOIpa3AeNieHUus  MEOUIMHCKUX  OpraHu3aiui),
BCTCPUHAPHLIC OpraHnu3aliv, U UHANBUAYAJIbHBIMHA NPCANIPUHUMATCIISIMUA.

2. ®apMareBTHUECKas 1eATeIbHOCTh BKIIIOYAeT paboThl U YCIYTH COIVIACHO MPUIIOKEHHUIO.

3. JlunensupoBanue  (apMaleBTUYECKOW  JNEATEIBHOCTH  OCYIICCTBISIOT  CIEIYOIINE
JMIIEH3UPYIOIINE OPTaHBI:

a) QenepanbHas ciyx0a 1Mo Hag30py B cdepe 31paBOOXpaHEHHsS] - B YacTH JACSITENBLHOCTH,
OCYUIECTBIISIEMOM:

OpraHM3alMsIMH  ONTOBOM TOPrOBIM JIGKAPCTBEHHBIMU CPEICTBAMHU Ui  METUIMHCKOTO
PUMEHEHUS;

AlITCYHBIMU OpraHu3alusAMHi, NTOABCIOMCTBCHHBIMU q)eﬂepaJ'H)HI)IM opraHam HUCIIOJIHUTEILHOU
BJIACTH;

HWHBIMH OpraHu3aivsaMyd W HWHAUBUAYAJIbHBIMU HNPCANPUHUMATCIIIMU, OCYHICCTBI/IAOIINMU
(bapMaHeBTI/I'-IeCKYIO ACATCIIBHOCTh, B 4YaCTH OIICHKHN CO6J'IIO)ICHI/I$I JJMOEH3naraMn JIMIOCH3MOHHBIX
TpeOOBaHUI MOCPEICTBOM OCYIIECTBICHHUS (elepallbHOTO TOCYyAapCTBEHHOTO KOHTPOJis (Haa3opa) B
cthepe obOpaliieHus IEKapCTBEHHBIX CPENICTB (32 UCKITIOUEHUEM JTUIEH3UATOB, MPEICTABUBIINX 3asIBICHUS
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O BHECEHHM HW3MEHEHHMH B pEEeCTp JHMIEH3UH Ha OCYIIECTBICHHE (apMalleBTUYECKON AeATEIbHOCTH
(mamee COOTBETCTBEHHO - JIMIIEH3UHM, PEECTp JUIEH3UM), TOJHOMOYMA [0 TNPUOCTAHOBJICHHUIO,
BO300HOBIICHHUIO ACUCTBUS JIMLIEH3H, a TaK)Ke MOJTHOMOUYUH, CBA3aHHBIX C aHHYJIMPOBAHUEM JIMIICH3UH B
CyneOHOM TIOPSITIKE;

0) opraibl HCIOJIHUTEIBHOM BiIAacTH CyObekToB Poccuiickoit denmeparmuu - B yactu
OCYIIECTBICHUSI ACSITENBHOCTH B cdepe oOpaiieHusi JIeKapCTBEHHBIX CPEACTB Ui MEIUIIMHCKOTO
NPUMEHEHHs (B 4YacCTU MNPEAOCTaBICHUS JIMLUEH3UH M BHECEHUS M3MEHEHMH B pEECTp JIMLEH3UH,
MIPEIOCTABICHNUS BBIMMCOK W3 peecTpa JMUEH3UH, OLEHKM COOTBETCTBHSI COMCKAaTess JIMIEH3UH,
JUIEH3UaTa JIMIEH3UOHHBIM TPeOOBaHUSM - B OTHOIICHHWU COMCKAaTeNedl JHIeH3UH U JIMIIEH3UATOB,
NIPECTABUBIINX 3asBICHHUS O BHECEHMHM H3MEHEHUN B PEECTp JMULEH3UM, NPEKpalleHMs AEHCTBUS
JMILEH3UH, (GOPMUPOBAHUS M BEICHHUS PEECTPOB MPEIOCTABICHHBIX OpraHaMU TOCYJapCTBEHHOH BIIACTH
cyobektoB Poccuiickoit denepanuy JNULEH3UH, yTBEpX ACHUS (OpM 3asBICHUN O MPEIO0CTaBICHUU
JUICH3UN, BHECEHUH H3MEHEHH B peecTp JIMLEH3UW, yTBepkaAeHUs (opM yBEAOMIIEHUH U APYTUX
HCIIOJIb3YEMBIX B IIPOLIECCE JIMLIEH3UPOBAHUS IOKYMEHTOB, a TAaK)KE IIPEIOCTABICHUS 3aUHTEPECOBAaHHBIM
aunaM MHQOpMAIMM 1O BOIpOCaM JIMLEH3UPOBAHMS, BKJIOYas pa3MElIeHHE 3TOM HHQpopMaluu B
nH(pOpMAITMOHHO-TETIEKOMMYHHUKAIMOHHOW cetn  "UHtepuer" (mamee - ceth "HHTeprer") Ha
ouLManbHBIX calTaXx OPraHoB TOCYJapCTBEHHOH BiacTu cyObekToB Poccuiickoii ®Penepanuu ¢
yKa3aHHEM aJIpeCcOB JIEKTPOHHOM MOYTHI, IO KOTOPHIM IOJI30BATEISIMU 3TOW MHPOPMAIIUK MOTYT OBITH
HalpaBJIeHbI 3alIPOCHI U MOIy4YEHA 3anpaiinbBaeMas nHpopMaius), OCyeCTBISIEMON:

OpraHu3alMs MU, 3a HUCKIIOUEHWEM OpraHu3aldii ONTOBOM TOPTOBIM  JIEKAPCTBEHHBIMU
CpEeACTBAaMHM JUISI MEIULMHCKOIO NPUMEHEHUs U aNTE€4YHbIX OpraHu3aluii, MO0ABEIOMCTBEHHBIX
(denepaibHBIM OpraHaM UCIOJHUTENILHOM BIIACTH;

WHJUBUTyaJIbHBIMU NPEAIPUHUMATEISIMU;

MHOCTPAaHHBIMU IOPUINYECKUMU JINLAMU;

B) ®DenepanbHast ciayx0a IO BeTEpUHAPHOMY M (UTOCAHUTAPHOMY HAA30py - B YACTH
JeSITeIbHOCTH, OCYILIECTBIsieMOH B cdepe oOpalleHusi JEKapCTBEHHBIX CPEACTB JUIS BETEPHHAPHOTO
MIPUMEHEHHS.

4. Couckarenp JIMLEH3UH JIOJDKEH COOTBETCTBOBATh CIIEAYIOLINM JHLIEH3UOHHBIM TPEOOBAHUAM:

a) HaJM4Me MPOM3BOJICTBEHHOIO OObEKTa MM OOBEKTOB (IMOMEILIEHWH, 3AaHUN, COOpPYKEHUMN) U
000pyIOBaHUs MO MECTY OCYIIECTBICHHS (hapMalleBTUYECKON NeATeIbHOCTH, IPUHAAIEKAIINX Ha MTpaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMH, IPEAyCMATPUBAIOLIEM IPAaBO BIAJCHHUS U IPABO
NOJIb30BaHUs, JHOO0 MPUHAMISKANIMX HAa MpaBe COOCTBEHHOCTHM WM HAa MHOM 3aKOHHOM OCHOBaHHH
WHOMY JIMLIEH3HMATy, HUMEIOUIEMY JIMIICH3UI0 Ha OCYIIECTBIEHHE paboT, OKa3blBaEMbIX YCIYT,
COCTaBJISIFOIIUX JIEATEIIHOCTh IO ONTOBOM TOPTOBJIE JIEKAPCTBEHHBIMH CPEICTBAMM ISl MEAULMHCKOTO
NMpUMEHEHHs, U JoroBop (oT 12 MecsleB) ¢ coucKaresleM JIMIEH3UMH O Iepefade pador (yciyr) Ha
ayTCOPCUHI (B 4YacTM XpAaHEHUs JIEKaPCTBEHHBIX CPEACTB JUIsl MEIUIUHCKOIO IPUMEHEHUs),
COOTBETCTBYIOIUX TpeOoBaHusMm cratbu 54 denepanpHoro 3akoHa "OO oOpaleHHH JIEKApPCTBEHHBIX
cpencTB", TpaBuiaM HaANEXalled AUCTPUOBIOTOPCKOM TMpakTUKH B  pamMkax EBpasuiickoro
SKOHOMMYECKOTO COI03a, MpaBWJIaM HaIJIEKallell NPaKTHUKUA XPaHEHUS U IEPEBO3KH JIEKAPCTBEHHBIX
MIpenapaToB, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM (hefiepajbHbIM OpPraHOM HCIOJHUTENBbHOM BiacTu (3a
UCKJIIOYEHHEM MEAMIMHCKUX OpraHu3anmuii #u  00OCOOJNEHHBIX MOApPA3IeICHUA  MEIUIIMHCKUX
OpraHH3aIlHii);

0) HalM4yue MPOU3BOACTBEHHOIO OOBEKTa WM OOBEKTOB (ITOMEILIEHUH, 37JaHHi, COOpYKEeHUMN) U
000pyIOBaHHUs MO MECTY OCYIIECTBICHHS (hapMalleBTUYECKON NeATeIbHOCTH, IPUHAANEKAIINX Ha MIpaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMH, IPEAyCMATPUBAIOLIEM IPAaBO BIAJCHHUS U IMPABO
NI0JIb30BaHUS, - Il OPraHU3alUid ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEICTBAMU ISl BETEPUHAPHOTO
MPUMEHEHHUsI, COOTBETCTBYIOIINX TpeOoBaHWsAM cratbu 54 @DenepanbHoro 3akona "OO oOpamieHun
JIEKapCTBEHHBIX CpPEACTB", TMpaBWiIaM HaJJeXalled ITUCTPUOBIOTOPCKOM MPAKTUKU JIEKapCTBEHHBIX
IIpenapaToB JUlsl BETEPUHAPHOIO IPUMEHEHHUS], IPaBUIaM HaAJIeKalleld IPAKTUKU XPaHEHUS U [IEPEBO3KU
JIEKapCTBEHHBIX IpEnapaToB JUIsi BETEPUHAPHOIO MPUMEHEHHMs, MpaBUiIaM XpaHEHHs JIeKapCTBEHHBIX
CPENCTB JIJIsl BETEPUHAPHOTO IPUMEHEHNS,

B) HaJIM4KME MPOU3BOJACTBEHHOTO OOBEKTA WM OOBEKTOB (IIOMEIIEHUH, 3MaHUM, COOPYKECHUI) H
000pyI0BaHUs MO MECTY OCYIIECTBICHUS (hapMalleBTUUECKON eATeIbHOCTH, IPUHAAIEKAIIUX Ha [IpaBe
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COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHHHM, NPEAyCMAaTpPUBAIOLIEM IPAaBO BIAJECHUS U INPaBO
MOJIb30BaHus, - JUIsI OpraHu3aluil PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMU Ipenaparamu s
MEJUIMHCKOTO NMPUMEHEHHs, COOTBETCTBYIOIIMX TpeOoBaHMAM cTathu 55 dexpepanbHoro 3akoHa "OO6
OOpalleHnn JIeKApCTBEHHBIX CpEACTB", MpaBWIaM HAAJEKAIIeW anTeYyHOW MPaKTHKH, IpaBUiIaM
HaJJIeXKalled MpPaKTUKM XpaHEHUS M IEpPEeBO3KU JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KIECHHBIM
YIOJIHOMOYEHHBIM (elepalIbHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH (32 HUCKIHOUEHHEM MEIULMHCKUX
opraHu3anuii 1 000Cco0IEHHBIX MOPa3IeIeHNH MEIUIIMHCKUX OpraHu3aLuil);

I') HaJW4ue MPOM3BOJICTBEHHOIO0 00BEKTa MM OOBEKTOB (IIOMEIIEHUH, 31aHUM, COOPYKEHHI) U
000pyZIOBaHUs 110 MECTY OCYLIECTBICHUS (apMalleBTUUECKON J1eATeNbHOCTH, IPUHAAISKAIIUX Ha [IPaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMH, IPEAyCMATPUBAIOLIEM IPAaBO BIAJCHHUS U IMPABO
NOJIb30BaHMUs, - Ul OpraHM3alii pPO3HUYHOM TOProBIM JIEKAPCTBEHHBIMU IpenapaTramMu  JUis
BETEPUHAPHOTO NMPUMEHEHHs], COOTBETCTBYIOIIMX TpeOoBaHusAM ctatbu 55 denepanpHoro 3akona "OO6
oOpallleHnn JIEKapCTBEHHBIX CPEACTB", NMpaBUiaM HaJUIeXKallled anTeyHOW MPAaKTUKHU JIEKapCTBEHHbBIX
IIpenapaToB JUIsl BETEPUHAPHOIO IPUMEHEHHUS], IPAaBUIaM HaAJIeKalleld IPAKTUKU XPAHEHUS U NIEPEBO3KU
JIEKapCTBEHHBIX IpENapaToB JUIsl BETEPUHAPHOIO MPUMEHEHMs, MpaBUIaM XPaHEHHs JIEKapCTBEHHBIX
CPEACTB AJIsl BETEPUHAPHOIO IPUMEHEHMS,

1) HAJTM4YKe MPOU3BOJCTBEHHOIO 00beKTa (MIOMEIEHHS, 3AaHus, COOPYKEHHUs) U 000pYIOBaHHUS IO
MECTY OCYIIECTBICHHUS (papMaleBTHUECKON AEATEIHHOCTH, MPUHAUICKAIUX HA TpaBe COOCTBEHHOCTH
WIA Ha MHOM 3aKOHHOM OCHOBAHHUH, IIPEAyCMATPUBAIOLIEM MPABO BJIA/JECHUS U IIPABO IOJIb30BAHUS, - JUIS
UHMBUAYAJIBHOTO TPEANPUHUMATENS,, COOTBETCTBYIOLIEro TpeboBaHUsAM cTtarbu 55 denepanbHOro
3akoHa "OO oOpalieHnHn JEKapCTBEHHBIX CPEICTB", MpaBWiIaM HaJUIekKallell anTeyHOW NpaKTHKH,
MpaBWJIaM HaJyIeXalled MPakTUKKW XpPaHEHWs M IEpPEeBO3KU JIEKApCTBEHHBIX IPErnaparoB, IpaBuUiiaM
XpaHEHUsl JICKApCTBEHHBIX CPEJCTB, YTBEPXKIEHHBIM YIOJHOMOYEHHBIM (eaepaibHbIM OpPraHOM
HCIIOJIHUTENIBHOM BIIACTH;

€) HaJMuue MPOM3BOJICTBEHHOIO OObEKTa WM OOBEKTOB (NMOMEILIEHWH, 3AaHUM, COOpPYKEHUHN) U
000pyZIOBaHUs 110 MECTY OCYLIECTBICHUS (apMalleBTHUECKON IeATeNbHOCTH, IPUHAAISKAIINX Ha [IPaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMH, IPEAyCMATPUBAIOLIEM IPAaBO BIAJCHHUS U IMPABO
NOJIb30BaHMS, - JUIsl BETEPUHAPHOM anTeyHOW OpraHu3aly WIM WHAMBUAYAJIbHOIO MpEANpUHUMATES,
COOTBETCTBYIOIIHUX TpeOoBaHusM ctatbu 56 denepanpHoro 3akoHa "OO oOpalieHHH JIEKApPCTBEHHBIX
CpencTB", IpaBUIaM HaJUIeKalled anTeYHOW NPAKTHKH JIEKAPCTBEHHBIX IIPENaparoB sl BETEPUHAPHOTO
IIPUMEHEHHS], [TpaBUJIaM HaJUIeKaIled IPAaKTUKK XPaHEHUS U IEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO MPUMEHEHUS, MpaBWJIaM HU3TOTOBJIEHHUS U OTIIyCKa JIEKapCTBEHHBIX MpErnaparoB IS
BETEPUHAPHOIO IPUMEHEHMs, NpaBUIaM XpaHEHUs JIEKAPCTBEHHBIX CPEIACTB Ul BETEPUHAPHOIO
MIPUMEHEHHS;

) HAJIM4YUE y MEAUIIMHCKON OpraHU3aliy - COMCKATeNsl JIUIIEH3UH JIMIIEH3UH Ha OCYLIECTBICHHE
MEIULMHCKON JesITeIbHOCTH;

3) HaJIM4YuMe€ B COOTBETCTBMM C IMpaBUJIAMHU HaJUIeKalled anTeyHOW NPAaKTUKH JIEKapCTBEHHBIX
MpenapaToB JJi1 MEAUIIMHCKOTO MPUMEHEHMS], TPaBUIIaMU HaJJIexkallleld IPaKTUKU XpaHEHUsI U IEPEBO3KHU
JIEKapCTBEHHBIX IpenaparoB, IpaBUJIaMH HaJulexameil AUCTpUOBIOTOPCKOW MPAaKTHUKM B paMKax
EBpa3uiickoro 3KOHOMHYECKOTO COI03a JIMLA, OTBETCTBEHHOI'O 3a BHEApPEHHE U OOECIEUCHHE CHCTEMBI
KauecTBa XpaHEHUS M IIEPEBO3KU JIEKAPCTBEHHBIX INPENaparoB M aKTyaJM3allli0 CTaHJapTHBIX
OINEPALMOHHBIX MPOLELYp A OCYIIECTBICHUS (hPapMaleBTUUYECKON AEATENBHOCTH B cepe obpalieHus
JIEKapCTBEHHBIX CPEJICTB ISl MEAULIMHCKOTO TPUMEHEHMS;

1) HaJIM4KMe y UHJMBUYaJIbHOTO MPENPUHUMATEIS:

JUI OCYLIECTBJIEHUs (papMalleBTUUECKON MAEATENbHOCTH B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEACTB ISl MEUIIUHCKOTO TIPUMEHEHUS - BBICILIETO WJIM CPEIHEro (apMalieBTHYeCKOro 00pa3oBaHus, a
TaKXKe cepTU(UKaTa CIeIHUATNCTA WU IPOUICHHON aKKpeAUTAIlH CIICIIHAIIICTa;

JUIL OCYIIECTBJIEHUs (papMalleBTUUECKON MAEATENbHOCTH B cdepe oOpalleHus: JIeKapCTBEHHBIX
CPEACTB I BETEPUHAPHOTO MPUMEHEHUS - BBICIIETO WM CPETHEro (papManeBTHIECKOro 00pa3oBaHus, a
TaKkKe cepTUdUKara CleuuagnucTa WIA NMPOUIEHHOM aKKpeAUTalWu CIEUUAINCTa JIMOO BBICUIETO WU
CPEAHEro BETEpHMHAPHOI0 00pa30BaHus, a TaKXKe CepTU(HKATa CIIELUATNCTA;

K) HaJM4Me y COMCKATess JHUIEH3UM PAaOOTHHUKOB, 3aKJIIOYMBIIMX C HUM TPYAOBBIE JOTOBOPHI,
JeSITENIbBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBSI3aHA C ONTOBOM TOProBiiel JIEKAPCTBEHHBIMU CPEICTBAMU
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JUIE METUIIMHCKOTO TNPUMEHEHUS, WX XpaHeHWeM M (WJIM) PO3HUYHOM TOProBJeH JIeKapCTBEHHBIMU
npenapaTamu Ui MEIUITTHCKOTO TPUMEHEHHS, MX OTIIYCKOM, XpaHEHHEM U H3TOTOBJICHHEM, HMEIOTITHX:

JUI OCYUIECTBICHUs (papMalleBTUUECKON AEATeNbHOCTH B cdepe oOpalieHus JeKapCTBEHHBIX
CpPeACTB JUIsI MEIUIMHCKOTO TPHMEHEHHs (32 UCKIIOYeHHEeM O000COONEHHBIX —IOIpa3/IeeHuit
MEAUIMHCKUX OpraHu3aluii) - BBICIIETO WM CpeaHero (apMaleBTUYeCKOro 00pa3oBaHUS, a TaKkKe
cepruduKara CrenuanarucTa Wi NponIeHHON aKKpeAUTAlUY CIEIHAINCTA;

JUIE OCYUIECTBJICHUsI (DapMalleBTHUECKON AEATENbHOCTH B cdepe OOpalieHus: JIeKapCTBEHHBIX
CPEACTB U MEAUIIMHCKOTO TIPUMEHEHUS B 000COOJICHHBIX MOIPA3IeIICHUSIX MEAUIMHCKIX OpTaHu3anit
- IONOJHUTENHHOTO MPOQECCHOHATHLHOTO 00pa30BaHMsl B YaCTU PO3HUYHOM TOProBIHU JIEKAPCTBEHHBIMU
npemnaparamMmu Jiisli METUIIMHCKOTO MPUMEHEHUs] TPU HAJIWYWU TpaBa HA OCYIIECTBICHUE MEIUIIUHCKOU
TeSITETbHOCTH.

B cnyuae nepenaun paGot (yciayr) Ha ayTCOPCHUHT (TONBKO ISl OPTaHU3aluid OMTOBOM TOPTOBIU
JIEKapCTBEHHBIMUA CPEACTBAMHU Ul MEAMIMHCKOTO TPUMEHEHHUs) B YacTU XPaHEHHUsS JIEKapCTBEHHBIX
CPEACTB JUII MEIUIIMHCKOTO MMPUMEHEHHSI HHOM JTUIICH3HUAT, C KOTOPBIM COMCKATEIIeM JIUIICH3HH 3aKIII0YCH
noroBop (ot 12 mMecsreB) o nepenade padot (yciayr) Ha ayTCOPCHUHT (B YaCTH XPaHEHHS JICKAPCTBEHHBIX
CPEACTB Ui MEIUIMHCKOTO TIPUMEHEHHs1) M KOTOpPBIH MMEeT JIMIEH3UI0 Ha OCYIIECTBICHUE
(hapMaIieBTHYECKON JEATETPHOCTH TI0 OCYIIECTBICHHUIO BBIMOJIHSAEMBIX pabOT, OKa3bIBAEMBIX YCIYT,
COCTABJIAIOIIUX ACSITEbHOCTh MO ONTOBOW TOPrOBJE JIEKAPCTBEHHBIMU CPEACTBAMHU JIJISI MEAUIIMHCKOTO
NPUMEHEHHUs, TOHKeH HMETbh pPa0OTHUKOB, KOTOpbIE COOTBETCTBYIOT TpeOoBaHMAM ab3ama BTOPOTO
HACTOSILIETO TOAMYHKTA, 3aKIIOYMIM C HUM TPYAOBBIE JIOTOBOPBI M JAEATEIBHOCTh KOTOPBIX
HETIOCPENICTBEHHO CBS3aHAa C ONTOBOW TOPTOBJIEH JIEKAPCTBEHHBIMHU CPE/ICTBAMH, UX XpaHCHUEM;

J) HaJIM4Me Y COMCKATelNsl JUICH3UU paboTHHKA (PaOOTHHUKOB), 3aKJIFOYMBIIETO C HUM TPYAOBOI
JIOTOBOP, JAEATEIBHOCTh KOTOPOTO HEMOCPEACTBEHHO CBS3aHA C ONTOBOM TOPTOBIEH JIEKapCTBEHHBIMH
CpeACTBaMH JJisi BETEPHUHAPHOTO TPUMEHEHHUS, HMX XpaHCHWeM U (WJIM) PO3HUYHON TOpPTrOBIEH
JIeKapCTBEHHBIMH MpenaparaMu Ui BETEPUHAPHOTO MPUMEHEHUS], UX OTITYyCKOM, XpaHEHHEM, MEePEeBO3KOM
U M3rOTOBJICHHEM, HUMEIOIEro BbICIIEE WINM cpeaHee (apMaleBTUYeCKoe OOpa3oBaHME, a TaKKe
CepTU(UKAT CIEUUANTNCTA WM MPONHACHHYIO aKKPEAMTAIUIO CIIEHUAINCTa JUOO BBICIIEE MM CpeaHee
BETEpUHApHOE 00pa30BaHUE, a TAKXKe cepTUUKAT CIIeUaINCTa.

5. Couckarenb JIMIEH3UN BIPaBE OTO3BAThH 3asBICHHUE O MPEIOCTABICHUH JIUIEH3UU 10 IPUHATHUS
JMIIEH3UPYIOIIMM OPTaHOM PEUICHHUS O MPEAOCTABICHUH JTUIICH3UH WK 00 OTKa3€ B €€ MPeI0CTaBICHHUH.

6. JluneH3uar ais OCyLIECTBICHUS (apMaleBTHUECKON AEsITeNIbHOCTH JOJDKEH COOTBETCTBOBATH
CJICAYIOIIMM JIMLIEH3MOHHBIM TPEOOBAHUAM:

a) HaJM4Me MPOM3BOJICTBEHHOIO OObEKTa WM OOBEKTOB (NMOMEIIEHWH, 3AaHUI, COOPYKEHUHN) U
000pyIOBaHUs MO MECTY OCYyIIECTBICHHs (hapMalleBTUYECKON NeATeIbHOCTH, MPUHAANIEKAIINX Ha MIpaBe
COOCTBEHHOCTH WJIM HAa WHOM 3aKOHHOM OCHOBAaHHH, MPEIyCMATPUBAIONIEM IPAaBO BIAJCHUS U TMPABO
NOJIb30BaHUs, JHOO MPHUHAMISKANIMX HAa TpaBe COOCTBEHHOCTHM WM HAa MHOM 3aKOHHOM OCHOBaHHH
WHOMY JIUIICH3UaTy, UMEIOIIEeMY JIMIEH3UI0 Ha OCYIIECTBIIEHUE (papMalleBTUUECKOH AESITEeIbHOCTH IO
OCYIIECTBICHHUIO PabOT, OKa3bIBAEMBIX YCIYT, COCTABISIOUIMX NESATENBHOCTh MO OMNTOBOMl TOpProOBIE
JIEKapCTBEHHBIMH CPEICTBAMU NIl MEAULMHCKOTO MPUMEHEHUS, U 10roBop (0T 12 MecsdleB) o nepenaye
pabor (yciayr) Ha ayTCOPCHUHT (B 4YacTH XPAaHEHHUS JICKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO
MIPUMEHEHHS), COOTBETCTBYIONUX TpeOoBaHuAM ctareit 54 u 55 denepanpHoro 3akona "OO6 obOparieHUN
JICKapCTBEHHBIX CPEACTB", TMpaBWiIaM HaJJIeXaleld JUCTPUOBIOTOPCKOW TPAKTHKH B  paMKax
EBpa3uiickoro >KOHOMHYECKOTO COI03a, TpaBWIIAM HQJISKANIed MPAaKTUKU XpaHEHHs M TEePEBO3KH
JICKapCTBEHHBIX  MpPEMaparoB, IMpaBWJIaM  Ha/UICKAIIEH anTeYHOH TPaKTUKH, YTBEPKICHHBIM
YIOJTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HCIIOJIHUTENBHON BIACTH (32 MCKIIIOYEHHEM MEIMIIMHCKHX
opraHu3anii 1 00O0COOJEHHBIX NOAPA3ACICHUNA MEAMLUMHCKUX opraHuzanuii). Ilpum pacropikeHUH
JIOTOBOpa O Tepenade padoT (YClIyr) Ha ayTCOPCHHT (B YacTW XPAaHEHHS JICKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO IPUMEHEHU ) JIMIIEH3MAT 00s13aH HanpaBuTh B DenepanbHyo Ciry)0y 1Mo Haa30py B cdepe
3paBOOXPAHEHUS 3asBJICHHE O BHECEHWUM W3MEHEHMH B peecTp JMLUEH3UH B YaCTH HCKIIOYEHHUS
MIPOU3BOACTBEHHOTO 00BEKTA UM 0OBEKTOB M3 peecTpa JIUIECH3UN;

0) HaIU4YMe MPOM3BOACTBEHHOTO OOBEKTa MM OOBCKTOB (ITOMEIICHHH, 3IaHUM, COOPYKEHUHN) U
000pyIOBaHUs IO MECTY OCYIIECTBICHHS (hapMalleBTUYECKON NeATeIbHOCTH, MPUHAAISKAIINX Ha MIpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHMH, MPEAyCMaTPHUBAIOUIEM IPAaBO BIAJCHHUS U IMPABO
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NI0JIb30BaHUS, - Il OPraHU3alUi ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU ISl BETEPUHAPHOTO
MPUMEHEHUSI 1 PO3HUYHON TOPTOBIIM JIEKAPCTBEHHBIMH MpenaparaMu Ui BETEPUHAPHOTO MPUMEHEHUS,
COOTBETCTBYIOIIUX TpeOoBaHUIM cTareit 54 u 55 denepanbHoro 3akoHa "OO6 oOpalieHUuH JeKapCTBEHHBIX
cpeAcTB", TpaBWJIaM HaJJIeXKalled AUCTPUOBIOTOPCKON MPAKTHKH JIEKAPCTBEHHBIX MpEnapaTroB JUis
BETEPUHAPHOTO MPUMEHEHMS, IPaBUIIaM HaJUIeXkKalled NPaKTUKU XPAaHEHUs U NEPEBO3KHU JIEKAPCTBEHHbIX
[IPEenapaToB s BETEPUHAPHOIO NPUMEHEHHUs, IPABUJIAM XPAaHEHMs JIEKAPCTBEHHBIX CPEICTB UL
BETEPUHAPHOTO PUMEHEHUS;

B) HAJM4ME MPOM3BOACTBEHHOTO OOBEKTAa WM OOBEKTOB (IIOMEILEHUH, 3JaHull, COOPYKEHUI) U
000pyZIOBaHUs 110 MECTY OCYLIECTBICHUS (apMalleBTUUECKON J1eATeNbHOCTH, IPUHAAISKAIIUX Ha [IPaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMH, IPEAyCMATPUBAIOLIEM IPAaBO BIAJCHHUS U IMPABO
NI0JIb30BaHMs, JUIsl BETEPUHAPHOM alTEeYHON OpraHu3aldy WIM HWHIUBUAYAIbHOIO MpEANpUHUMATENS,
MMEIOIUX JIMIEH3UI0 Ha (apMaleBTUUYECKYIO JI€ATeIbHOCTh C IPAaBOM M3TOTOBJIEHHUS U OTIIyCKa
JIEKapCTBEHHBIX MpenaparoB JUIsl BETEPUHAPHOIO MPUMEHEHMs, COOTBETCTBYIOIIUX TPEOOBAHUAM CTaThbU
56 ®enepanpHoro 3akoHa "OO oOpalieHnH JIEKapCTBEHHBIX CPECTB", MpaBHiiaM U3TOTOBJICHUS U OTITyCKa
JIEKapCTBEHHBIX IpENapaToB JUIsl BETEPUHAPHOIO MPUMEHEHMs, MpaBUIaM XPaHEHHs JIEKapCTBEHHBIX
CPEACTB JJIs1 BETEPUHAPHOIO MPUMEHEHUS, IPaBUIIaM HaJjleKallel anTeyHON NMPaKTUKK JIEKapCTBEHHBIX
IIPENaparoB [yl BETEPUHAPHOIO IPUMEHEHHs, TPaBUJIaM HAJIEKAIEH IPAKTUKN XPAHEHUS U NIEPEBO3KU
JIEKapCTBEHHBIX IIPENapaToB AJIsl BETEPUHAPHOTO IPUMEHEHUS;

I) HaIW4YMe Yy MEAMLUUHCKOM OpraHM3aluy - JIMLEH3uaTa JIMLEH3UHd Ha OCYILECTBICHUE
MEIUIMHCKON JesITeIbHOCTH;

N) COONIOACHHUE JIMIEH3UAaTOM, OCYLIECTBIISIONIMM ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU
CpeAcTBaMHu:

JUTSE MEITUITMTHCKOTO MPUMEHEHUS, - TpeOoBaHwmii ctateit 53, 54 u yactu 7 cratbu 67 DenepanbHOTO
3akoHa "OO oOpallleHuu JIEKapCTBEHHBIX CPEJCTB", MpaBWJI HAJUIekKaIIeH TUCTPUOBIOTOPCKON MTPaKTUKHU B
pamkax EBpa3niickoro 3KOHOMHYECKOTO COK03a, MpaBWJ Ha/JeKallell NPAaKTUKU XPaHEHUS U MEePEBO3KU
JIEKapCTBEHHBIX IPENaparoB Ul MEAWLMHCKOTO TPUMEHEHUs, IpaBWJI PETUCTPALUU  OINEpalUi,
CBSI3aHHBIX C OOpAIICHHEM JIEKAPCTBEHHBIX CPEICTB ISl MEIUIMHCKOTO NMPUMEHEHUS, BKIIOYCHHBIX B
NepeyeHb JIEKapCTBEHHBIX CPEACTB Ui MEAULMHCKOTO TPUMEHEHUs, MOUIeKalluX MpPeAMETHO-
KOJIMYECTBEHHOMY YYeTy B CIELMAIbHBIX >KypHajax ydeTa oOIepaluid, CBS3aHHBIX C OOpalieHHeM
JIEKapCTBEHHBIX CPEACTB JJII MEIULMHCKOTO IMPUMEHEHUS, IPABWII BEIECHUS M XPAHEHUS CIELUATbHBIX
KYpPHAJIOB yuyeTa OINEpalui, CBSI3aHHBIX C OOpallleHHEM JIEKAPCTBEHHBIX CPEACTB AJI MEIULUHCKOTO
IIPUMEHEHMS,;

JUIs. BETepUHAPHOTO MPUMEHEHUs, - TpeboBaHuil crarei 53, 54 u 58 denepanbHoro 3akoHa "OO0
oOpallleHnH JIEKapCTBEHHBIX CPEICTB" M MpaBUJI XpPAaHEHUS JIEKAPCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOIO
MIPUMEHEHMs], MPaBWJI HaAJeKalleld JUCTPUOBIOTOPCKON MPAKTHKU JICKApCTBEHHBIX IpenapaTroB JUIs
BETEPUHAPHOIO IIPUMEHEHHUs, NIPAaBWJ HaJJeXkalleldl NPAKTUKUH XPaHEHMsI U NEPEBO3KU JIEKApPCTBEHHBIX
IpEenaparoB AJIsl BETEPUHAPHOIO IPUMEHEHUS;

€) COONIONeHME JIMIIEH3MAaTOM, OCYLIECTBISIOUIMM PO3HHUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
npenaparamu JUisi METUIUHCKOTO IIPUMEHEHUS:

anTeyHOW opraHu3anueil, WHAUBUAYAJIbHBIM NpPEJIPUHUMATENIEM, HMEIOIIUMU JHUIEH3HUIO, -
IpaBUI HaJyIeXkKalled anTe4HOM MPaKTUKHU JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHMS,
MIpaBWJI HaJJIeXKalled MPAaKTUKU XPAaHEHUS U NEPEBO3KH JIEKAPCTBEHHBIX IIPENaparoB Il MEIULMHCKOTO
IPUMEHEHHUs, MPaBWJI OTIIyCKa JIEKApCTBEHHBIX IPENapaToB s MEAUIMHCKOTO NPUMEHEHHUs, MpaBUIl
OTIyCKa HApKOTUYECKHUX CPEACTB U IICUXOTPOIHBIX BEUIECTB, 3apETUCTPUPOBAHHBIX B KaueCTBE
JEKapCTBEHHBIX IpenaparoB, MpaBWJ pETUCTpAllMM  ONepaluid, CBS3aHHBIX ¢ OOpaleHHeM
JIEKapCTBEHHBIX CPEACTB JUIsl MEAUIMHCKOIO NPUMEHEHMsI, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEIACTB JUIsl MEAMIMHCKOTO NPUMEHEHHUs, MOAJSKAIUX MPEeIMETHO-KOJIMUYECTBEHHOMY YYeTy B
CHELMaNbHBIX KypHajax ydyeTa oIepaluid, CBSI3aHHBIX C OOpAILEHMEM JIEKAaPCTBEHHBIX CPEICTB I
MEIUIMHCKOTO NPUMEHEHMS, NPaBUJl BEIECHUSA U XPaHEHMs CIIELMAJIbHBIX >KYPHAJIOB Y4yeTa OIEepalui,
CBSI3aHHBIX C 0OpallleHNueM JIEKAPCTBEHHBIX CPEJCTB IS MEIUIIMHCKOTO MTPUMEHEHHsI, TpeOOBaHUIN YacTH
6 crarbu 55 n yactu 7 crathu 67 denepanbHoro 3akoHa "O6 obpalieHnH JeKapCTBEHHBIX CPEICTB";

MEIUIIMHCKOM opraHu3anueif, 000COOICHHBIM IOJPA3/eIeHUEM MEIUIIMHCKOW OpraHu3aluu -
IpaBWJI OTIYCKa JIEKAPCTBEHHBIX NPENapaTroB JUIsi MEIULUHCKOTO TNPUMEHEHUS] B COOTBETCTBHM C
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TpeGoBaHusIMH yacTu 7 ctarbu 67 denepanbHoro 3akoHa "OO o0palieHnu JIeKapcTBEHHBIX CPEICTB";

) COONIONEHHE JMICH3MATOM, OCYIIECTBIISIOIIMM PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenaparamMu JUisi BETEPUHApHOTO MPUMEHEHUs (BeTepHHApHAsi anTedHas OpraHu3allvs, BeTepUHApHAs
OpraHu3ainysi, HMMeIoulas JHUICH3UI0, WHINBUIYaJbHBIH MpPEANPHHUMATEIb, HMMEIOUINNA JUICH3HIO),
MIPaBWJI HAaJUIEXKAIIEH anTeyHOl MPAKTUKH JICKAPCTBEHHBIX NPENapaToB JJIsl BETEPUHAPHOTO IPUMEHEHHS,
IpaBUJI XPaHEHHUS JICKAPCTBEHHBIX CPENICTB ISl BETEPUHAPHOTO IPUMEHEHHUS;

3) COOMIOIEHHE JTUILIEH3UATOM, OCYIIECTBIISIONIUM U3TOTOBJICHUE U OTITYCK:

JIEKapCTBEHHBIX TPEMapaToB Ul MEIUIIMHCKOTO TIPUMEHEHUS, - IPaBHUJI M3TOTOBICHHS U OTITyCKa
JIEKapCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO TPUMEHEHHUS;

JIEKapCTBEHHBIX MPENapaToB JJIsi BETEPUHAPHOTO IPUMEHEHUS, - TPABHJI U3TOTOBIICHHS M OTITyCKa
JIEKapCTBEHHBIX MTPENapaToB Uil BETEPUHAPHOTO NPUMEHEHHS;

u) coOmoaeHne TpedoBanuil crathu 57 DenepanpHoro 3akoHa "OO0 oOpalieHUH JIEKapCTBEHHBIX
cpeacTs";

K) COOJIOICHNE JIULIEH3UATOM, OCYIIECTBIISIOUINM XpaHCHHE:

JIEKAPCTBEHHBIX CPENCTB ISl MEAWIWHCKOTO MPUMEHEHHS, - MPAaBUJ XPAaHCHHS JIEKapCTBEHHBIX
CPEICTB A MEIUIIMHCKOTO TNPHMEHEHHUS, TPaBWJI HAJISKAIled MPaKTHKH XPaHEHHS M MEPeBO3KH
JIEKapCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO TPUMEHEHHS,

JIEKApCTBEHHBIX CPEICTB JJISi BETEPUHAPHOTO NMPUMEHEHUS, - TPABWII XPaHEHHsI JIEKAPCTBEHHBIX
CPEICTB sl BETEPUHAPHOTO TNPHMEHEHUS, TMpaBHJ HaJUIe)Kalleld MPaKTHKH XPaHEHUS W TMEPEBO3KH
JIEKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHHUS;

J) HalM4he B COOTBETCTBUM C TIPAaBWJIIAMH HAJUICKAIIEH MPAaKTUKA XPAHEHUS W TIEPEBO3KH
JIEKapCTBEHHBIX IPENaparoB, NpaBWJIaMH Ha/IeXamed IUCTPUOBIOTOPCKOW NPAaKTHKH B  paMKax
EBpa3uiickoro 3KOHOMHYECKOTO COI03a JIMLA, OTBETCTBEHHOI'O 3a BHEAPEHHE U OOECIEUCHHE CHCTEMBI
KauecTBa XpaHEHHWS U TEPEBO3KH JIGKAPCTBEHHBIX TMPEMApaToB M aKTyaJIHM3alHi0 CTaHJAPTHBIX
OTIEPAIIMOHHBIX TPOLEIYP A OCYIIECTBICHHUS (hapMalleBTHYECKOH JESTEIFHOCTH B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB JIJIsl MEAULIMHCKOTO IPUMEHEHMS,;

M) HAJIMYHE Y WHAUBHYaJIbHOTO MPEIIPUHUMATEIIS:

JUIl OCYLIECTBJICHUS (papMalleBTUUECKOM AEATENbHOCTH B cdepe oOpalleHus JeKapCTBEHHBIX
CPEACTB JJIsl MEIUIIUHCKOTO TIPUMEHEHUS - BBICILIETO WIJIM CPENHETO (hapMaIleBTUIECKOro 00pa3oBaHus, a
TaKXKe cepTU(UKaTa CICIUAINCTA WITH IPOUICHHON aKKPEIUTAINH CIICIIHAIICTa;

JUI OCYLIECTBJICHUs (papMalleBTMUECKOM AEATENbHOCTH B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEACTB I BETEPUHAPHOTO MPUMEHEHUS - BBICIIETO WM CPETHETo (papManeBTHIECKOro 00pa3oBaHus, a
TaKkKe cepTH(dukaTa crienuanucTa WIM MPOHIEHHONW aKKpEIWUTAIMH CIIEIHAINCTAa MO0 BBICIIETO WIIH
CpeIHero BeTeprHapHOTro 00pa3oBaHus, a TaKKe CepTH(UKaTa CIIeUaIicTa;

H) HaJM4Yue y JUICH3HaTa PaOOTHUKOB, 3aKIIOUYMBIINX C HUM TPYIOBBIE JOTOBOPHI, IEATEIHHOCTD
KOTOPBIX HETMOCPEACTBCHHO CBs3aHa C ONTOBOM TOPTOBNIEH JIEKAPCTBEHHBIMU CPEICTBAMH  JUIS
MEJUIMHCKOTO TPHUMEHEHUs, HMX XpaHeHHeM U (WIM) PpO3HWYHOW TOPrOBJIeH JIEKapCTBEHHBIMHU
npernaparamu JUis MEIUIITHCKOTO MPUMEHEHHUS, MX OTIIYCKOM, XpaHEHHEM U M3TOTOBJICHUEM, MMEIOLIHX:

JUISL OCYIIECTBIIEHUS (hapMalleBTUYECKOW NeATENbHOCTH B cdepe oOpalleHHs JIEKapCTBEHHBIX
CPeICTB JUIsi MEAMLIMHCKOTO TPUMEHEHHs (32 HCKIIOYCHHEM OO0OCOONCHHBIX —IOIpa3eleHui
MEIMIMHCKUX OpraHu3alyii) - BbICIIee WM CcpefaHee (apMaleBTHYecKoe o0pa3oBaHUE, a TaKxke
cepTU(UKAT CIIEINATHUCTA WU MPOUICHHYIO aKKPEIUTALUIO CTICIUAINCTA;

JUIL OCYIIECTBJIEHUs (papMalleBTUUECKON MAEATENbHOCTH B cdepe oOpalleHus: JIeKapCTBEHHBIX
CPEACTB I MEAMLIMHCKOTO PUMEHEHHUS! B 000COOICHHBIX MOAPA3ACICHUSIX MEAUIMHCKIX OpraHu3aluit
- JIOTIOJIHUTENIbHOE MPOo(ecCHOHANbHOE 00pa3oBaHME B YAaCTH PO3HHUYHOW TOPTOBIH JIEKAPCTBEHHBIMHU
npernaparamMy sl MEIUIIMHCKOTO NMPUMEHEHHs TMPH HAJIMYMU MPaBa Ha OCYIIECTBICHHE MEIUIIMHCKON
JesITebHOCTH;

0) HaJU4Ke y JUIeH3uara paboTHUKA (PaOOTHUKOB), 3aKJIFOUMBIIETO C HUM TPYIOBOW JOTOBOD,
JEATEIFHOCTh KOTOPOTO HEMOCPEACTBEHHO CBS3aHA C ONTOBOW TOPIOBJIEH JIEKAPCTBEHHBIMH CPEICTBAMU
JUIE BETEPUHAPHOTO NPUMEHEHHUS, UX XpaHEHHeM M (MJIM) PO3HUYHOW TOPrOBIEH JIEKapCTBEHHBIMU
mpenapataMu Ui BETEPUHAPHOTO TIPUMEHEHHWs, HX OTIIyCKOM, XpaHEHHEM, IIePeBO3KOH U
M3rOTOBJICHNEM, MMEIOIIET0 BICIIEE WM cpeaHee papmaneBTHueckoe 00pa3oBaHue, a TakXkKe CepTH(UKaT
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CHEMAJINCTA WIN NPONACHHYIO aKKpEAUTALNIO CIIEHUaNNCTa JIM00 BBICIIEE WM CPEJHEE BETEPUHAPHOE
o0pa3oBaHme, a Takke cepTU(UKAT CIICIIHAIINCTA,

1) TMOBBINIEHWE KBaTU(PUKAIUU CICIHATUCTOB C (apMaleBTUYECKUM WM BETEPUHAPHBIM
o0pa3oBaHMEM HE PEKe OAHOI0 pasa B 5 JIeT.

7. OcymectBiaeHue ¢GapMaleBTHUECKON AESTeNIbHOCTH C TPyObIM HApYyIIEHHUEM JIMIIEH3MOHHBIX
TpeOoBaHUI BleUeT 3a COOOW OTBETCTBEHHOCTh, YCTAHOBJIICHHYIO 3aKOHONATENbCTBOM Poccuiickoit
Oeneparun. [Ipu sTOM MO TPYOBIM HAPYIICHHEM MOHUMAETCS HEBBITIOJHEHHE JTUIICH3UATOM OJIHOTO W3
TpeOOBaHMUI, MPEIYCMOTPEHHBIX IyHKTOM 6 HacTtosmero [lomoxeHus, TOBIEKIIEe TOCIEICTBUS,

yCTaHOBJIEHHBIC YacThio 10 cTateu 19 2 ®enepanbHoro 3akoHa "O JIMIEH3UPOBAHUM OTJEIBHBIX BUIOB
JeATEIbHOCTH .

8. Jlmsg monmydeHus JHIICH3WHM COWCKATellb JIMIICH3WH HAMpaBiseT B AJIEKTPOHHOU (opme B
JUIEH3UPYIONIUN OpraH 3asBJIICHHE O MPEIOCTaBICHUU JUIEH3UH, B KOTOPOM YKa3bIBAIOTCS CBEIICHUS,
npeaycMoTpeHHble yactbio 1 ctateu 13 denepanbHoro 3akona "O JHMIIEH3UPOBAHUU OTIAECIBHBIX BUIOB
IesITENLHOCTH", a TaKKe:

a) CBCICHHWS O HAIWYWHM JIUICH3UU HA OCYIICCTBICHUE MEIUIMHCKOW ACSITeNbHOCTH (s
MEAUIMHCKUX OpraHu3aIuii);

0) cBelCHUS, IOATBEPKAAIOIINE HATMYUE Y COMCKATEIIS JIMIICH3UH Ha TMPaBe COOCTBEHHOCTH WJIH
Ha WHOM 3aKOHHOM OCHOBAaHHH HEOOXOTUMBIX JJI OCYIISCTBICHHS (PapMaIeBTHUECKON IeATEIhbHOCTH
MPOU3BOJICTBEHHOTO 00BEKTa WM OOBEKTOB (MOMEUICHHWM, 3[MaHUli, COOpYXeHHI) U 00OpymIOBaHUS,
COOTBETCTBYIOIIIUX YCTAHOBIEHHBIM TPEOOBaHUSM, MIPaBa Ha KOTOPHIE HE 3aperUCTpPHpPOBaHbl B EnuHOM
TOCYJIapCTBEHHOM PEECTpE HEABMKUMOCTH (B Cllydae €CJIU TaKhe MpaBa 3apeTrUCTPUPOBAHBI B YKa3aHHOM
peectpe - cBelaeHUs 00 OTHX TOMEIIEHHAX) (32 WCKIIOUYEHHEM MEIUIMHCKUX OpraHu3alni,
000COO0IEHHBIX OAPA3ICICHUI MEIUIIMHCKUX OpraHu3aIuil);

B) CBEICHMSI, MOATBEPKAAOIINE HAJIMUME Yy COUCKATENsl JIMLEH3UH J1oroBopa (oT 12 mecsieB) o
repeaade Ha ayTCOPCHUHT paboT (YCIIyr), COCTABISIONIMX (hapMalleBTUYECKYIO ACSATENBHOCTh (B 4YacTh
XpaHEHUsl JIEKapPCTBEHHBIX CPEACTB ISl MEAMIMHCKOTO MPUMEHEHHS ), 3aKIIOUEHHOTO C JIMIEH3UATOM,
OCYIICCTBISIOINUM (DapMarieBTUYECKYIO JCSATEILHOCTh TI0 aJpecy BBIMOJIHCHUS IepelaBaeMbIX Ha
AyTCOPCHHT COMCKATEJIeM JIMIEH3UU paldoT (yciyr) (Uil MOMy4YeHHUs JUIEH3UMH Ha OMTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMH CPEICTBAMU B CIIy4ae MPUMEHEHUS ayTCOPCUHTA);

) CBEICHWS O HalWYMM BBJIAHHOTO B  YCTAHOBJICHHOM  TMOPSJAKE  CaHUTApHO-
AMUACMHOJIOTHYSCKOTO 3aKIIFOYCHHSI O COOTBETCTBUU IMOMEIICHUN TPEOOBAHUSAM CAHHTAPHBIX MPABUI B
OTHOIIIEHUHU (apMaleBTHUECKON JesTeNbHOCTH B cdepe oOpalleHus JIEKapCTBEHHBIX CPEICTB IS
MEIWIIMHCKOTO TMPUMEHEHHUS (3a HUCKIIOUEHHEM MEAMIMHCKHX OpraHu3aiuii, 000COOIeHHBIX
NOJPA3JCICHU MEIULIMHCKUX OpraHu3alMid, OpraHU3aluil ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
CpeICTBaMH, MOJyYarolMX JHUIEH3UI0 Ha OCHOBaHMM JoroBopa (ot 12 wmecsueB) o mnepegaye Ha
ayTCOPCHUHT paboT (ycIyr) B 4acTU XpaHEHHs IEKAPCTBEHHBIX CPEICTB I MEAUIIMHCKOTO IPUMEHEHMS);

M) CBEACHHS O HAJIMYUU  BBIJAHHOTO B  YCTAHOBJICHHOM  IOpPSJIKE  CAHUTApPHO-
SMUAEMHOJIOTMYECKOTO 3aKIIFOYEHHS] O COOTBETCTBUU IMOMEIIEHUN TPeOOBAaHUSM CAHUTAPHBIX MPaBUI B
OTHOIIICHUU (apMaIeBTHUECKON JesITeNbHOCTH B cdepe oOpalleHus JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPHMEHEHHUS C TPaBOM H3TOTOBJICHHUS W OTITyCKAa JIEKAPCTBEHHBIX IPENApaTOB IS
BETECPUHAPHOTO IPUMCHCHUS;

€) CBEICHMs O BBICIIEM WJIH CpeqHeM (hapmarieBTUYeCcKoM OOpa30BaHUU, a TaKkKe cepThdukare
CHEIMAINCTA WU TMPONUJCHHON aKKpEeTUTAI[MHU CHEIHAIUCTa - JUIsl OCYIIECTBICHUS (papMaIieBTHUECKOMI
NeATETLHOCTH B cdepe oOpalleHus JIEKApCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MpUMEHEHHUs (3a
UCKJIIOU€HHEM 000COOJICHHBIX MOPa3/IeIeHUI MEIUIIMHCKUX OpraHu3aiuil);

) CBEIICHUS O JIOTIOJHUTEILHOM MPOQECCHOHATHFHOM 00pa30BaHUM B YaCTU POSHUYHON TOPTOBIU
JICKapCTBEHHBIMH TIperapaTaMu JijIsi MEAUIIMHCKOTO IPUMEHEHHUS M O HAJIMIHMH TIPpaBa Ha OCYIIEeCTBICHUE
MEIMIIMHCKOM JEeSATENbHOCTH - JJIs OCYHIIECTBIEHUs (apMalleBTUUECKON JedaTeIbHOCTH B cdepe
oOpaileHus: TeKapCTBEHHBIX CPEICTB M1l MEAUIIMHCKOTO MPUMEHEHUS B 000COOICHHBIX MOAPA3IEICHUIX
MEMIIMHCKUX OpPTaHHU3AIIHA;

3) CBEICHUS O BBHICIIEM WM CpeqHeM (apmarieBTHUecKkoM 00pa30oBaHHM, a Takke cepTu(ukare
CHEIMAIMCTA WU MPOUICHHOW aKKPEAUTAIIMH CIEIHAINCTa TUO0 BBICIIEM UM CPEIHEM BETEPUHAPHOM
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o0Opa3oBaHMM, a Takke cepruduKare CcHenuajgucra - Ui OCYIIECTBICHHUS (apMaleBTHIECKON
NeSITENIbBHOCTH B cpepe oOpallieHrs JeKapCTBEHHBIX CPECTB 71l BETEPUHAPHOTIO MPUMEHEHUSI.

9. Ilpu mnopmaue 3asBiueHHMA B (enepaqbHONH TOCYIapcTBEHHOH WH(OPMALMOHHON cucTeme
"EAMHBIN OpTal rocyAapCTBEHHBIX U MyHUIIMIAIBHBIX YCIyr (PyHKLUN)" MOCPEICTBOM MCIOIb30BAHUS
JUYHOTO KaOMHeTa COMCKaTelb JIMIICH3MH B aBTOMATUYECKOM pexXuMe HH(POPMUPYETCS O CBEICHHSX,
MOJUIeKAIIMNX MPEICTABICHUIO JUIS LIeJIeH MOoNTyYeHUs JTUICH3UH.

[Ipn mnpoBeneHUM MNPOBEPKH JOCTOBEPHOCTU CBEACHUMN, COAEPKALIUXCA B IPEICTaBICHHOM
coMcKaresieM JUIEeH3UN (JINLEH3UaToM) 3asBJICHUH O MIPEJOCTABICHNUH JHUIICH3UH (3asIBIC€HUN O BHECEHUU
U3MEHEHUN B peecTp JHIECH3UH), IJUIEH3UPYIOIMHA OpraH 3ampaliuBaeT HEOOXOIUMBbIE s
MPEJOCTABICHUSI TOCYIAPCTBEHHBIX YCIYr B OOJACTH JIMUIEH3UPOBAHMS CBEICHUS, HAXOISIIUECST B
pachopsKEHUH OpPraHoOB, MPEAOCTABISAIOUIMX TOCYJapCTBEHHBIE YCIYT'H, OPraHOB, MPEA0CTaBISIOLUINX
MYHHIUMAIbHBIE YCIYTH, UHBIX TOCYapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO CaMOYyMpaBiIeHHs OO0
[10/IBEIOMCTBEHHBIX TOCYJapCTBEHHBIM OpPraHaM WM OpraHaM MECTHOI'O CaMOYNpPAaBIICHUsI OpraHu3alui,
B mopsake, ycraHoBieHHOM DenepanbHbiM — 3akoHOM  "OO  opraHuzalud — IPeIOCTaBIICHUS
rOCyAapCTBEHHBIX M MyHUIIMIIAIbHBIX YCIyT".

10. 11t nony4yeHust JIMLEH3UU COMCKATENb JIMLIEH3UH, SBIISIOMIMICST HHOCTPAaHHBIM IOPUANYECKUM
JIMIIOM, TIPEACTABISAET CBEICHNUS, YKa3aHHbIE B TyHKTe § HacTosero [lonoxenus.

11. JluneH3upyrouyii OpraH OCYLIECTBISIET OIICHKY COOTBETCTBUS COMCKATeNsl JIMIIECH3UU
JMLIEH3UOHHBIM TPeOOBAaHUAM U MPUHUMAET pEIleHHe O MPEJOCTABICHUH JUIICH3UN WK 00 OTKa3e B ee
NPEIOCTABIICHUH B CpPOK, HE MpeBbIMAONMi 15 pabounmx mHEH cO [HSA TpuemMa 3asBICHUS O
MIPeIOCTaBICHNUH JIUIICH3HH.

12. Ilpu HamepeHUM OCYHIECTBIATh (PapMaLEBTHUECKYIO JEATENBbHOCTh IO aJApecy, He
MPEAYCMOTPEHHOMY PEECTPOM JIMIIEH3UM, B 3asBJICHUM O BHECEHWH HM3MECHEHUW B PEECTp JIMLEH3UU
JIMIIEH3UAT YKa3bIBaeT CIeIyIOIINE CBECHMUS:

a) CBE/ICHUS, COJIEpKAIle HOBBIN a/ipec OCYIIeCTBICHUS (hapMalleBTUIECKOM IesTeTbHOCTH;

0) cBeneHMs, MOATBEPKAAONINE HAIUYUE Y JIUI[EH3UuaTa Ha 1paBe COOCTBEHHOCTH WMJIM Ha MHOM
3aKOHHOM OCHOBAaHMHM HEOOXOIMMBIX [UIsl OCYyIIEeCTBIEHHUS (hapMalleBTUUECKONH JESATENbHOCTH TIO
yKa3aHHOMY aJpecy IPOU3BOJICTBEHHOTO O0BEKTa (0OBEKTOB) M OOOPYIOBaHUS, COOTBETCTBYIOIIHUX
YCTaHOBJICHHBIM TpeOOBaHUSAM, MpaBa Ha KOTOpPbIE HE 3aperucTpupoBaHbl B EnnHOM rocynapcTBeHHOM
peecTpe HEABIKMMOCTH (B Cllydyae €ClIM Takue IMpaBa 3aperUCTPUPOBAHBI B YKa3aHHOM peEecTpe -
CBeleHUsI 00 OSTUX IOMEIIEHUSX) (3a MCKIIOUEHHEM MEAULUHCKUX OpraHu3anuii, 000COOICHHBIX
MOJpa3AEICHUN MEIUIMHCKUX OpPTaHn3alnii), 1100 CBeEHUS, NOATBEPKAAIOIINE HATUUUE Y JIULIEH3UaTa
(TOIBKO 7151 OpraHU3AIMK ONITOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU) 10roBopa (0T 12 mMecsieB) o
nepegaye Ha ayTCOPCUHT paboT (ycnyr), COCTaBISIOMUX (apMaleBTHUYECKYIO AESITEIbHOCTh (B 4acTu
XpaHEHUsl JICKAPCTBEHHBIX CPEACTB [UISI METUIIMHCKOTO TMPUMEHEHUS), 3aKIIOYEHHOTO C HHBIM
JMIIEH3UATOM, OCYIIECTBIIIONIMM  (apMalleBTUYECKYIO0 JIEATENHOCTh TI0  aapecy  BBIMOJHEHHS
repeaaBaeMbIX Ha ayTCOPCUHT padoT (yciyr);

B) CBE/ICHUS O BBICILIEM WJIHM CpelHeM (papmaleBTHUECKOM 00pa30oBaHUM, a TaKXKe CepTH(HKaTe
CHelUalluCTa WIM TMPOUIEHHOM aKKpeIWTaluu CcHeruajucra - s paOOTHMKOB, HaMEpPEHHBIX
OCYUIECTBIIATh (HhapMalleBTUYECKYIO NEATEIbHOCTh B cdepe 0oOpalieHus JeKapCTBEHHBIX CPEACTB JUIsS
MEIUIUHCKOTO MPUMEHEHHUS M0 YKa3aHHOMY ajipecy (3a HCKIIOUEHHEM 000COOJIEHHBIX MOApa3/ieieHuit
MEIULUHCKUX OpraHU3aluii);

T') CBEICHHUS O JIOTIOJTHUTEIFHOM MPOPECCUOHATEHOM 00pa30BaHUU B YaCTH PO3HUYHON TOPTOBIU
JIEKapCTBEHHBIMU IMpernapaTaMu JiJIsl MEIULIUHCKOTO MPUMEHEHHS U O HAJIMYMU MPaBa Ha OCYIIECTBICHUE
MEIUIUHCKON JEesTeTbHOCTH - s pabOTHUKOB, HAMEPEHHBIX OCYMIECTBISATH (apMaleBTHUECKYIO
NEeSTeNIbHOCT, B c(epe oOpallleHus: JIEKapCTBEHHBIX CPEICTB JUIsi MEIUIUHCKOIO NPUMEHEHHUS B
000CO0IEHHBIX MOAPA3IEICHHUIX MEAUIIMHCKIX OpraHU3aIlHii 110 YKa3aHHOMY aJpecy;

J1) CBEICHHUS O BBICIIEM HJIHM CpeaHeM (apMaleBTHUECKOM 00pa3oBaHUM, a Takke cepThdukare
CHelMallucTa WM NPONHACHHON aKKpeOuTalMM Cclhenuanucta Ju00 O BBICHIEM WIH CpPEAHEM
BETCPUHAPHOM OOpa30BaHUMU, a TaKXKe CepTH(UKATE CIElNuaanucTa - g padOoTHHKA (paOOTHHKOB),
HaMEpPEHHBIX OCYIIECTBIATh (PapMaleBTHUECKYIO NESITEIbHOCTh B cdepe oOpalleHus JeKapCTBEHHBIX
CPEICTB /JIsl BETEPUHAPHOIO IPUMEHEHUS 110 YKa3aHHOMY a/Ipecy;
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€) CBEIEHMs O HaJM4YMM  BBIJIAHHOTO B  YCTAHOBJIEHHOM  IOpPSAJKE  CaHUTApPHO-
SMUAEMHOJIOTMYECKOTO 3aKIIOUEHUSI O COOTBETCTBHM MOMEIIEHUN MO YKa3aHHOMY aJipecy TpeOOBaHUSM
CAHUTAPHBIX TMpaBWJI B OTHOIIEHWH (hapMalleBTUYECKOW JesATeNbHOCTH B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPE/ICTB JJISI MEJUIIMHCKOTO PUMEHEHUS (32 UCKIIIOUCHHEM MEIUIIMHCKUX OpPTraHU3aIHi,
000COOJIEHHBIX MOAPA3JCICHUN MEIUIMHCKUX OpraHu3aliii, OpraHu3alMii ONTOBOH TOPrOBIU
JIEKapCTBEHHBIMH CPEJICTBAMU ISl METUIIMHCKOTO NMPUMEHEHHS, 3asiBUBIIMX O BHECEHUU M3MEHEHHH B
peecTp JUIEH3U A7 Mepelaud HHOMY JIMIEH3HUaTy 1Mo JT0roBopy (0T 12 MecsiieB) Ha ayTCOPCUHT padoT
(ycnyr), cocTaBnsONMX (GapMaleBTHUECKYIO eATebHOCTh B YaCTH XPaHEHHS JIEKAPCTBEHHBIX CPE/ICTB
JUTSE METUITTHCKOTO IPUMEHEHHS );

) CBEIGHHMS O HaJUMYMM BBIJAHHOTO B  YCTAHOBIGHHOM  TMOPSAKE  CAHUTAPHO-
SMHUIEMHUOIOTUYECKOTO 3aKIIOUEHHSI O COOTBETCTBHM TOMEIICHHH TPeOOBAaHMSIM CAHUTAPHBIX MPaBHUI B
OTHOIIIEHHWU (papMaleBTUUECKON IesTeNbHOCTH B cdepe oOpalleHusi JEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPHUMEHEHHs C TPaBOM H3TOTOBJICHHUS U OTIIyCKa JIEKAPCTBEHHBIX IPENapaToB s
BETEPUHAPHOTO IPUMEHEHUSI.

13. [lpn HamepeHHMU BBINOJHATH HOBBIE PabOTHI, OKa3bIBaThb HOBBIE YCIYT'H, COCTAaBISIOLINE
(hapmaleBTUYECKyI0 AESITeNbHOCTh, HO HE MPEeIyCMOTPEHHBIE PEECTPOM JIMIEH3UN, JHIIEH3UAT B
3asBJICHUU O BHECEHUH N3MEHEHU B PEeCTp JIMIIEH3UH YKa3bIBaeT:

a) B cepe oOpareHus JIeKapCTBEHHBIX CPEACTB JJIsI METUITMHCKOTO PUMEHEHHUSI:

CBEJIEHUSI O COCTAaBJAIOIIMX (hapMalleBTUUYECKYIO JAEATENIbHOCTh paboTax (yciayrax), KOTOpbIE
JMIIEH3UAT HaMepPeH BBITIOIHATD (OCYIIECTBIIATH);

CBEJICHHUS O BBICIIEM WM CpedHeM QapMaleBTHYECKOM OOpa30BaHMU, a TaKXkKe cepTudukare
CHEIHMAIMCTA WU TPOUACHHON aKKpEeIUTAIlMN CIEIHAINCTA - JUIsl pa0OTHUKOB, HAMEPEHHBIX BBITIOIHATH
(ocymiecTBiATh) paboThl (YCHyru), 3a HCKIIOYCHHEM OOOCOOJICHHBIX MOAPA3ACICHUN MEIUIIMHCKUX
OpraHu3aIuii;

CBEEHUSI O HAJIMYUM HEOOXOJMMOT0 OO0OpYJOBaHUS, COOTBETCTBYIOIIETO YCTAaHOBJICHHBIM
TpeOOBaHUSAM, a TaKXKe CaHUTAPHO-3IHJIEMUOJOTUYECKOTO 3aKJIIOUYEHHUS O COOTBETCTBUHU IOMEILECHUH,
MpeIHa3HAUYCHHBIX JIJIs1 BBITTOJIHEHHSI (OCYIECTBICHUS ) paboT (yCiayr), TpeOOBaHUSAM CAaHUTAPHBIX TIPABHUIT
(32 MCKJIIOYEHHEM MEIUIMHCKMX OpraHu3aluii, 000COOJIEHHBIX TOApa3leICHU MEIUIUHCKUX
OpraHu3aIyii), BEITAHHOTO B YCTAaHOBJICHHOM IOPs/IKE, TMOO0 CBEJCHHUS O HAIMYMHU y JIMI[EH3UAaTa (TOJIBKO
JUISl OpPTaHHW3allMid OMTOBOM TOPTOBIH JIEKAPCTBEHHBIMH CPEACTBaAMHU) N0ToBOpa (0T 12 MecsIes) o
nepegaye Ha ayTCOPCUHT paboT (ychyr), COCTaBISAIOMUX (apMaleBTHYECKYIO AESITEIbHOCTh (B 4acTu
XpaHEHUsl JICKAPCTBEHHBIX CPEACTB JUI MEAMIMHCKOTO MPUMEHEHHS), 3aKJIIOYEHHOTO C JIMLEH3UATOM,
OCYIIECTBISIOMUM  (papMaleBTHUECKYIO JIEATENFHOCTh IO aJpEeCy BBINMOJHEHHUS IEpeaaBaeMbIX
JUIIEH3WATOM Ha ayTCOPCUHT padoT (ycCiyr);

0) B cdepe oOpaleHus JIeKapCTBEHHBIX CPEACTB Il BETEPUHAPHOTO MPUMEHEHUS:

CBEJICHUS O COCTABIAIONIMX (DapMaleBTUUECKYIO NEATEeIbHOCTh paborax (yciyrax), KOTOpbIe
JUIICH3UAT HaMEPEH BBIOIHATH (OCYIIECTBIIATH);

CBEIEHUS O BBICIIEM WJIHM CpenHeM (apManeBTHUECKOM OOpa3oBaHHMM, a TaKKe CepTHU(HKATe
CHelMalucTa WM NPONHACHHON aKKpeOuTallMM crhenuanucta Ju00 O BBICHIEM WIH CpPEAHEM
BETCPUHAPHOM OOpa30BaHUHU, a TaKXKe CepTH(UKATE CIENUaaucTa - g padoTHHKA (paOOTHHKOB),
HaMEPEHHOTO BBIMIOJIHATH (OCYIIECTBISATh) pa0OTHI (YCIyTH);

CBEICHHUS O HAJIWYUM HEOOXOAMMOro OOOPYIOBAaHUS, COOTBETCTBYIOIIETO YCTAaHOBJIECHHBIM
TpeOOBaHUSM;

CBEICHUS O HAJIMYMM BBIJIAHHOTO B YCTAHOBJICHHOM IOPSJIKE CAHUTAPHO-3IHAEMHUOIIOIHYECKOTO
3aKJIIOYEHUS] O COOTBETCTBUU TIOMEIICHWM, MpeJHA3HAYEHHBIX Ui BBIIOJHEHHS (OCYIECTBICHHUS)
3asiBIICHHBIX paboT (yciyr), TpeOOBaHHSIM CAHUTAPHBIX MPAaBWI - B OTHONICHHH (hapMarleBTHUECKOM
JeSITeIbHOCTH B cpepe oOpaleHust JeKapCTBEHHBIX CPEJCTB Il BETEPHHAPHOTO MPUMEHEHHUS C TIPABOM
M3TOTOBJICHUS M OTITyCKA JIEKAPCTBEHHBIX MPENAapaToB JUIsi BETEPUHAPHOTO TIPUMEHEHHSI.

14. JIuueH3upyOmMid OpraH OCYILECTBISET OLEHKY COOTBETCTBHUS JIMIEH3HATa JIMIEH3UOHHBIM
TpeOOBaHUSAM M MPHUHUMAET PELICHHE O BHECEHHUH M3MEHEHHH B peecTp JHUICH3WH WM 00 OTKase BO
BHECEHMH M3MEHEHUH B peecTp JULEH3UN B CPOK, He mpeBbimatonuii 10 pabouux qHe# co nHsA mpuema
3asIBJICHUSI O BHECEHUH U3MEHEHUN B PEECTP JIMIICH3HIA.



15. JluueH3uar BOpaBe OTO3BAaTh 3asBJIEHUE O BHECEHMHM W3MEHEHUN B PEECTp JMLEH3UH 10
MPUHATHS JIMLEH3UPYIOMIUM OPraHOM DELIEHUS O BHECEHMM H3MEHEHHH B peecTp JIMLEH3UH wiu o0
OTKa3€ BO BHECEHUU U3MEHEHHI B pEECTp JTULEH3HI.

16. Benenue enuHOro peecrpa JULEH3UH, B TOM YHUCIE JUIEH3UH, BBIAAHHBIX OpraHaMH
WCTIONTHUTENIBHONW BJIacTU CyOBbeKkToB Poccuiickoit denepaniui B COOTBETCTBHU C TEpEIaHHBIMHU
MOJTHOMOYHSIMH, ocyiecTBisieT DenepanbHas ciayx0a mo Haa3opy B cdepe 3apaBooxpaHeHus. Benenue
peectpa nuueH3ui B cdepe oOpalieHusi JEKapCTBEHHBIX CPEICTB JJsl BETEPUHAPHOTO MPUMEHEHHS
ocyuiecTBiser PenepanbHas cayx0a 0 BETepUHAPHOMY U (PUTOCAHUTAPHOMY HaJ30DYy.

Opranbl UCIIONHUTENBHON BiacTu cyObekToB Poccuiickoit denepaiiuu OCYIIECTBIAIOT BEICHHUE
peecTpa JUIEH3HI B OTKPBHITON M 00111e10CTyTHOM nH(opMalMoHHOH cucteme B cetu "MHTepuet" (nanee
- MHQOPMAIIMOHHAs CUCTEMA), OTIEpPAaTOPOM KOoTopoit siBisieTcst DenepanpHas ciryx0a 1mo Ha3o0py B cdepe
3IpaBOOXPAHEHUS U B KOTOPOW Pa3MEIAETCs CChUIKA HA PEECTP JTULEH3H.

17. Wudopmarusi, OTHOCSIAACS K OCYIIECTBICHUIO (apMaleBTUYCCKONW JACSITEIbHOCTH,
npexycMoTpeHHast dactsimMu 1 u 2 crareu 21 ®denepanpHoro 3akoHa "O JTUIEH3UPOBAHUU OTACIIBHBIX
BUJIOB JIeATENBHOCTH", pa3melnaercs Ha ounnansHoM caiite denepanbHoil ¢y Obl IO HaA30py B cdepe
30paBOOXpaHeHUss WiIM Ha odunuanrsHoM caiite dexepanbHO CIykObl MO BETEPUHAPHOMY H
¢uTocanutapHomy Hangzopy B cetn "HHTepHer" (manee - oduIMaiIbHBIE CAaWThI) B (OPME OTKPHITHIX
JTAHHBIX.

AkTyanbHas uH(OpMAaIIKs U3 peecTpa JIULEH3UH TOIKHA 0TOOpaXkaThCs Ha OPHUIIMANBHBIX calTax
B PEXHMME pealbHOTO BPEMEHHM JIMOO HE IMO3/1Hee 5 MUHYT C MOMEHTa BHECEHHUS M3MEHEHHH B peecTp
munieH3uii. B ciyuae HepaboTrocrmocoOHOCTH MHPOPMAITMOHHOW CHUCTEMBI aKTyajbHas WH(POpMAIUsS W3
peecTpa JHIEH3UI pa3MeniaeTcss Ha OPUIMAIbHBIX CaliTaX MOCJe BOCCTAHOBIEHUS pabOTOCIOCOOHOCTH
MH(POPMALIMOHHON CHCTEMBI, HO He To3aHee 3 pabouux JHEH CO JHS BHECEHUS CBEICHUN B peecTp
JIMLECH3UMN.

18. OmeHka COOTBETCTBUS COMCKATeNs JHUIEH3UU (JIMIEH3UaTa) JTUIEH3MOHHBIM TpPeOOBaHUSIM

OCYIIECTBIISIETCS JUIEH3UPYIOIIUM OPraHOM B COOTBETCTBHMM CO CTaTheil 19 I ®enepanbHoro 3akona "O
JULICH3UPOBAHUH OT/AEIbHBIX BUAOB JEATEIBHOCTH .

OneHka COOTBETCTBUSI COMCKAredsl JIMLEH3UM (JIULEH3UaTa) JHUIEH3HOHHBIM TpeOOBaHUSIM
IPOBOAUTCS B (JOPME BBIE3IHOM OLIEHKH.

Hcnonp3oBaHue cpencTB AUCTAaHLMOHHOIO B3aUMOJECICTBHS, B TOM YHUCIIE BUACOCBS3MU (Haiee -
CpeICTBa), MpU TPOBEACHUU BBIE3THONM OLEHKM COOTBETCTBHSI JIMIIEH3MOHHBIM TpeOOBaHUSM
OCYLIECTBIIACTCSA:

IpY 3asBJICHUN COUCKATEJIeM JIMIICH3MH paboT U yCIyT MO PO3ZHUYHOM TOPTOBIIE JEKAPCTBEHHBIMU
npernaparamy;

IpY 3asBJICHUM JIMLIEH3UAaTOM HOBOTO ajpeca Mo BUAY paboT M yCIyr MO PO3HUYHOH TOProBiie
JIEKapCTBEHHBIMU IIpenapaTaMu.

[Topsimok ucnonb30BaHUs CPEACTB BKIIIOYAET B CEOSL:

yKa3aHHE COMCKaTeleM JMUEH3UN (JIMLEH3MaTOM) B 3asBJIECHUU O IPEIOCTaBICHUU JIHUICH3UU
(3asBIECHMM O BHECEHUU M3MEHEHMH B peecTp JMIEH3UI) CBEACHUM O HaJIWYUM TEXHUYECKOU
BO3MOXXHOCTH HCIIOJIB30BaHUSl IIpU INPOBEACHUM BBIC3AHONM OLIEHKH CPEICTB C BO3MOXKHOCTBIO
UACHTU(UKAIIMM  COUCKATeNsl JIMIEH3MW (JHMIeH3uaTa) uepe3 (eaepanbHyl0 TOCyAapCTBEHHYIO
nHpopMannoHHyro cuctemy "ExnHas cucrema niaeHTH(UKAMKA W ayTeHTH(PHUKANUU B HH}pacTpyKType,
obecrnieunBaroel MH(YOPMAIIMOHHO-TEXHOJIOTHYECKOE B3aUMOJAEHCTBHE HH(OPMAILIMOHHBIX CUCTEM,
HCIIOJIBb3YEMBIX Ul TPEAOCTABIEHUS TOCYJapCTBEHHBIX M MYHMLMIAIBHBIX YCIYyTI B 3JIEKTPOHHOU
dopme";

IPUHATHE IOJDKHOCTHBIM JIMIIOM JIMLIEH3UPYIOIIEr0 OpraHa pPEIIEHUs O IMPOBEICHUM OLICHKHU
COOTBETCTBUSI COUCKATENsl JIMLEH3UM (JUIEH3UaTa) JUIEH3UOHHBIM TpeOOBaHUAM B (opMe BBIC3THOM
OLIEHKHU B IMCTAaHIIMOHHOM (hopMmare ¢ MpUMEHEHHEM CPE/ICTB;

U3BEIICHUE COMCKATeNs JULEH3UN (JIMIEeH3UaTa) O BeJeHUN (OTOChEMKHU U (MJIM) BUICO3AIUCH - B
cllyyae OCYIIECTBJICHUS TPOLEAYPbl OLEHKH COOTBETCTBHS JIMIICH3MOHHBIM TpeOOBaHMAM B
TUCTAaHIIMOHHOM (hopMarTe;
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o0ecriedyeHne COXPAaHHOCTH HH(OPMAIMH, TOJYYEHHOH TMOCPEACTBOM (OTOCHEMKH M  (WJIIH)
BH/JICO3AMHCH.

Eciu B Xome BbIE3THOH OIGHKM COOTBETCTBHUSI COMCKATeNs JIMIEH3UM (JIMLIEH3UaTa)
JMIIEH3UOHHBIM TPEOOBAaHUSAM OCYIIECTBISUIUCH (POTOCHEMKA U (MJIM) BUACO3AIMHCH, 00 3TOM JeNacTCs
OTMETKa B aKT€ OLEHKHM M IOANHUCAHUE €ro PYKOBOAWUTENIEM, HMHBIM JOJDKHOCTHBIM JIMLIOM WX
YIOJIHOMOYEHHBIM MpEICTaBUTENEM COMCKATeNs JULEeH3UK (JnleH3uara) He TpeOyercs. B atom ciyuae
MarepHaibl GOTOCHEMKHU U (WJIN) BHICO3AMUCH MPHIIATAIOTCS K aKTy OLCHKH.

Nudopmarnius, noayyeHHas ¢ UCTIOIB30BAHUEM CPEJICTB, MOCIE MPOBEACHUS OLIEHKH COOTBETCTBUS
couckarenss JUIEeH3uM (JIMUEeH3uara) JUIEH3UOHHBIM TpeOOBaHMUAM JIMLEH3UPYIOIIUM OpPraHoM
COXpaHseTcs B aBTOMATU3MPOBAHHOW HMH(DOPMAIMOHHOW CHCTEME JIMIIEH3UPYIOIIETOo  OpraHa.
CoxpaHHOCTPh YKa3aHHOW WH(POPMALIUU 00€CTICUNBACTCS JTUIICH3UPYIOLIHM OPTaHOM.

19. Ilpu mpoBe€HUH OLIEHKH COOTBETCTBHSI COMCKATENsl JIMLEH3UH (JIMI[EH3HAaTa) JINIEH3UOHHBIM
TpeOOBaHUSAM JIMICH3UPYIOIIUI OpraH MOXET TMpPHUBJICKaTb K MPOBEACHUIO TaKOHl OIEHKH He
3aMHTEPECOBAHHBIX B €€ Pe3y/bTaTax 3KCIEPTOB WM JKCIEPTHbIE OpraHU3alluu, aKKpEIUTOBAaHHBIC B
COOTBETCTBUM C 3aKoHoJarenbcTBOM Poccuiickoit depepanyuu 00 akkKpeauTalMM B HAIMOHAJIbHOM
CHUCTEME aKKpeIUTallld, a TaKKe MOJBEIOMCTBEHHBIE JIMLIEH3UPYIOIIEMY OpraHy OopraHu3aluu (nanee -
SKCIIEPTHBIE OpraHU3alun).

[IpuBneyeHne 3KCIEpPTOB U 3KCIEPTHBIX OpraHU3alUil OCYIIECTBIIAETCS Ha OE3BO3ME3THON s
couckarejei JMLEeH3uu (JIMLEH3MaTOB) OCHOBE HAa OCHOBAaHMU PELICHUS JIMIEH3UPYIOLIEro OpraHa,
HOJIMCAHHOTO YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMIIOM JIMIIEH3UPYIOIIETO OpraHa, B KOTOPOM
yKa3bIBalOTCS (paMuiIuu, UMEHa, oT4ecTBa (TIPU HAJMYKMK) MPUBJIEKAEMbIX HKCIEPTOB MJIM HAMMEHOBAaHUS
9KCIEPTHBIX OPraHU3aLM.

MHeHust SKCHEepToB, 3KCIEPTHBIX OpPraHMU3alMil O COOTBETCTBUU (HECOOTBETCTBUHU) COMCKATENS
JUIEH3UH (JIMIICH3UaTa) JIMIICH3MOHHBIM TPEOOBaHUSM H3JIAraloTCs B CIpaBKe (SKCIIEPTHOM MHEHHUN),
HNOANUCAHHOM dKcHepTaMM U (WJIM) YIOJHOMOYEHHBIMHM JIOJDKHOCTHBIMH JIMLIAMH  SKCHEPTHBIX
OpraHM3alHil, KOTopas MpUJIaracTcs K aKTy OLIEHKH.

B ciydae BbIABIEHUS HECOOTBETCTBMSI COMCKATENs JIMLEH3MU (JIULEH3HaTa) JHULIEH3UMOHHBIM
TpeOOBaHUSIM B AaKT€ OLEHKM YKa3blBaeTCs, KAaKUM KMEHHO JIMIICH3MOHHBIM TpeOOBaHUSM He
COOTBETCTBYET COWCKATeNlb JIMLIEH3UH (IMIEH3MaT) M KaKMM HOPMATUBHBIM IIPaBOBBIM aKTOM (C
yKa3aHHUEM €ro CTPYKTYPHOH €TMHUIIbI) TaKOe JIMIIEH3MOHHOE TPeOOBaHNE YCTaHOBIICHO.

20. IlpencraBieHue coucKaTeNneM JHUIEH3UM (JIUILEH3UATOM) 3asdBJICHHUS O MPEJOCTaBICHUU
JULEH3UU (3asBJICHHUS O BHECEHHWU W3MEHEHUN B PEECTp JMIEH3UH) U UX MPUEM JHIECH3UPYIOLIUM
OpraHoM, NPUHATHE JHUIEH3UPYIOUIMM OPraHOM pELIEHUS O MPEAOCTABIECHUH JMIEH3UH (00 OTKaze B
NPEAOCTaBICHUM JIMIEH3UH), BHECEHUH H3MEHEHUH B peecTp JuLeH3ud (00 OTKa3e BO BHECEHUHU
W3MEHEHUH B peecTp JUIEeH3M), NPUOCTAHOBICHUH, BO300HOBJICHUHU, MPEKpAIICHUH JeHCTBUS
JMIIEH3WH, a TaKXKe MpeocTaBieHne, (opMUpOBaHHE U BEeJICHHE JIMIICH3MOHHOTO Jela, BEIEHUE peecTpa
JMLIEH3UH U IPEAO0CTaBICHUE CBEICHUI, COAEpIKaIMXCS B PEECTpe JIMLEH3HM, B TOM YUCIIE BBIITUCKU U3
peecTpa JHLEH3UH, OCYILECTBIAIOTCA B TOpsAKe, ycTaHoBleHHOM @DenepanbHbM 3akoHOM "O
JUILEH3UPOBAHUH OT/AEIbHBIX BUAOB JEATEIBHOCTH .

21. Ilpu momaye 3asBIEHUS O MPEAOCTABICHUU JIUIICH3UW (BHECEHHHM H3MEHEHUH B PEECTp
JMLEH3UH) IOPUINYECKUM JIUIOM, MHIUBUAYAJIbHBIM IpEeIIpUHUMATEIEM U (PU3MUYECKUM JIHMILIOM MpU
IPEICTaBICHUN HHTEPECOB IOPUIMYECKOTO JiMLa (MpU HAJIMYMU COOTBETCTBYIOLIUX ITOJIHOMOYMM Yy
(u3MyecKoro JMIa) MOANUCAHUE TAKOTO 3asBICHMSI OCYLIECTBIISIETCS] YCHJIEHHOM KBaJU(ULIMPOBAHHOMN
3JIEKTPOHHOM MOAIHUCHIO.

[Ipu 3TOM mpu monaue 3asBICHUS O MPEAOCTABICHUH JIULEH3UU (PU3NIECKUM JIUIIOM MOIHCAHUE
3asIBJICHUSI OCYIIECTBIIIETCS YCHJIEHHOW HEKBaJU(ULMPOBAHHOMN 3JIEKTPOHHON MOJIHUCHIO, CepTU(HUKAT
KJIIo4ya TPOBEPKHM KOTOPOM cO34aH UM MCIONB3yeTcss B  HMH(pacTpykType, obecrednBaromen
MH(POPMALIMOHHO-TEXHOJIOTHUECKOE B3aUMOCHCTBUE HMH(OPMAIIMOHHBIX CHCTEM, HCHOJIb3YEMBIX IS
IPEJOCTABIIEHUSI TOCYIAapPCTBEHHbIX U MYHUIUNAJIbHBIX YCIYT M HCIHOJIHEHMSI TOCYIApCTBEHHBIX U
MYHUIIUATIAIBHBIX (PYHKITUH B JIEKTPOHHOH opMme.

22. 3a mpenocTaBiIeHHUE JULEH3UPYIOLUIMM OPraHOM JIMLEH3UU, BHECEHHUE MU3MEHEHUI B peecTp
JUIEH3UI Ha OCHOBAaHUU 3asBICHHUA O BHECEHWHM HM3MEHEHHH B peecTp JUUEH3UH YIIauyuBaeTCs
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roCydapCTBEHHasl MOLUIMHA B pa3Mepax W TOpSAKE, KOTOPbIE YCTaHOBJEHBI 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu o Hajorax u coOopax.

Brimncka U3 peectpa JUIEH3UNA B (OpPME 3JIEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO YCUIIEHHOU
KBaJTM(PUIMPOBAHHON AJIEKTPOHHOW TOMAMUCHIO JIMLIEH3UPYIOIIEro OpraHa, MpenocTaBisercs 0e3
B3MMAaHUS I1JIaThI.

23. ®enepanbHas ciyx0a 1Mo HaA30py B cepe 31paBoOXpaHEHUs] B TEUCHUE 5 pabouux JHEH co
JHSI BBIAYM JTOKYMEHTa 00 OKOHYaHWHU MPOBEPKU JIMIIEH3MAaTa HAINPaBISET B OPTaHbl rOCYIapCTBEHHOU
BracTu cyobekroB Poccuiickoit denepainnu, OCyIIECTBISIONINE MOJTHOMOYUS, YKa3aHHbIE B IyHKTE |
gactu 1 crareu 15 ®enepanpHoro 3akoHa "OO OCHOBax OXpaHbl 30pOBbs TpaxaaH B Poccuiickoit
®denepanun’, 3aBepeHHbIe KON MPUKA30B O MPHUOCTAHOBICHUN U BO3OOHOBICHUH JICHCTBUS JTUIICH3HA,
Ha3HAYE€HUHU [TPOBEPOK JINLIEH3UATOB, KOIIMH AKTOB IIPOBEPOK JIMLIEH3UATOB, NMPEANNUCAHNUN 00 yCTpaHEHUU
BBISIBJICHHBIX ~ HApYLIEHU  JIMIIEH3UOHHBIX TpeOOBaHUM, NPOTOKOJIOB 00  aJMUHHUCTPATHUBHBIX
IIPABOHAPYLICHUSX, IIOCTAHOBICHMM O Ha3HAUEHUW AaJMHMHUCTPATUBHBIX HaKa3aHUM M  JIpyrux
JIOKYMEHTOB, CBSI3aHHBIX C OCYLIECTBICHHEM (hefepalbHOTO TOCYIapCTBEHHOTO KOHTPOJS (Haa3o0pa) B
ctepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB, B OTHOIICHUH JUIIEH3UATOB (32 UCKIIIOUEHHUEM JIMIIEH3UATOB,
NPEICTAaBUBIINX 3asBICHUS O BHECEHHMM W3MEHEHHM B peecTp JHIEH3MIl), OCYIIECTBISIONINX
JeSITeIbHOCTh MO OOpAIICHUIO JIEKAPCTBEHHBIX CPEACTB, U BKJIIOYCHHMS B JIMIICH3MOHHBIE Jena B
OyMa)KHOM WJIU 3JIEKTPOHHOM BHJIE.

24. ®opMupoBaHHUE JIMLIEH3MOHHOTO JIea COMCKATeNsl JUICH3UU (B OTHOILIECHUU JEKApCTBEHHBIX
CPEIACTB JUIsl MEAMLMHCKOTO NPHMEHEHHS), JHMIEH3UaTa OCYLIECTBIAETCS B aBTOMATU3MPOBAHHOMN
nHpopManMoHHOM cucteme deepanbHOM Ty XOBI TI0 HA30py B cepe 31paBoOXpaHEeHHSI.

25. Ouenka coONrOAeHUS JUIEH3UATaMU JIMIEH3UOHHBIX TPEOOBAaHUN MPU OCYIIECTBICHUU
(apMaIeBTUYECKON JesITeIbHOCTH OCYHIECTBISETCS B paMKax (heaepasbHOrO TOCyJapCTBEHHOTO
KOHTpOJIs (Hag30pa) B chepe oOpalieHns JIeKapCTBEHHBIX CPEICTB.

NNPUJIOKXEHHUE
K Ilo10:xeHUI0 0 JIMIEH3NPOBAHNH
(apmaneBTHYECKOH 1eATEIbHOCTH

Ilepeuennb
BBINOJIHSIEMBIX Pa00T, 0Ka3bIBaeMBbIX YCJYT, COCTABJISIOMNX (hpapMaeBTHYECKYIO 1eSITeJIbHOCTh

I. B cepe oOpamenusi ieKapCTBEHHbIX CPEACTB JJIs1 MEIMIMHCKOTO NMPUMEHEeHUs

. OnrroBas TOPIOBJIA JICKAPCTBCHHBIMHU CPCACTBAMU AJId MEAULIMHCKOI'O IIPUMCHCHU A

. XpaHCHI/IC JICKApPCTBCHHBIX CPCACTB IJId MCAULIUMHCKOTO ITIPUMCHCHU A

. XpaHeHI/Ie JICKAPCTBCHHBIX IMPEIIapaToB AJId MEAUIUHCKOTO IPUMCHCHHUA

. HepeBo3Ka JICKAPCTBCHHLIX CPECACTB I MECIUITUHCKOTO NIPUMCHCHUA

. HepeBosKa JICKAPCTBCHHBIX IMPEIIapaToB AJIA MEAUIUHCKOTO IIPUMCHCHUSA

. Po3Hnunas TOPIrOBJIA JICKAPCTBCHHBIMU IpPCIIapaTaMu Uit MEAUIUHCKOTO IPUMCHCHUA
. OTHYCK JICKAPCTBCHHBIX IMPEIIapaToB AJIA MEIUIUHCKOTO IPUMCHCHUSA

. 3rotoBieHue JICKAPCTBCHHLIX MPEIIapaToB st MEAUIUHCKOTO IPUMCHCHUA
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I1. B cepe oOpamennst JeKapcTBEHHBIX CPEICTB /JIsl BEeTEPHHAPHOIO NPHUMEHEHUs

1. OnToBas TOProwiIst JIEKAPCTBEHHBIMHU CPEACTBAMH Il BETEPUHAPHOTO TPUMEHEHHUS
2. XpaHeHue JeKapCTBEHHbIX CPEJICTB AJIsi BETEPUHAPHOTO IPUMEHEHUS

3. XpaHeHue JIeKapCTBEHHBIX IIPENapaToB AJIsl BETEPUHAPHOIO IPUMEHEHUS

4. IlepeBo3Ka JIEKAPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOIO PUMEHEHUS

5. IlepeBo3Ka JI€KapCTBEHHBIX MIPENAPATOB Il BETEPUHAPHOTO IPUMEHEHHUS
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6. Po3H1uHas TOProBiIs JE€KapCTBEHHBIMU NpenapaTaMu Jj1sl BETEPUHAPHOTIO IPUMEHEHUS
7. I3roToBI€eHUE JIEKapCTBEHHBIX MTPENAPATOB U1 BETEPUHAPHOTO IPUMEHEHHUS
8. OTnyck eKapCTBEHHBIX MIPENapaToB Il BETEPUHAPHOTO IPUMEHEHHUS

NPUJIOXKEHUE

K nocranosjeHuo [lpasurenncrBa
Poccuiickoit @enepauuu

ot 31 mapra 2022 r. N 547

Ilepeuenn
HOPMATHBHBIX MIPABOBbIX AKTOB M OTAEJIbHBIX MOJI0KEHH HOPMATHUBHBIX IPABOBbIX aKTOB
IpaButenncrBa Poccuiickoii @egepanum, yrpaTuBIINX CHILY

1. ITocranosnenne I[lpaBurensctBa Poccuiickoit @eaepanmu ot 22 mexabps 2011 r. N 1081 "O
muneH3upoBanun  (papmaneBTuueckoit  gestenbHocTH" (CoOpaHme 3akoHomarenbcTBa Poccuiickoit
®enepauun, 2012, N 1, ct. 126).

2. [Tynxt 170 u3menenuii, koropble BHOCATCS B akThl [IpaButenbctBa Poccuiickoit @enepanuu no
BOIpOcaM JesTesIbHOCTH MunucrepeTBa 3apaBooxpaHeHus Pocculickorn ®denepanuy, yTBEpPKIECHHBIX
nocraHosnenueM IIpaBurensctBa Poccuiickoit deneparyu ot 4 centsaops 2012 . N 882 "O BHeceHuu
U3MEHEHUN B Hekoropble akThl lIpaBurensctBa Poccuiickoin denepanuu 1Mo BOIPOCAM AESTEIBHOCTH
MunuctepctBa 3apaBooxpanenusi Poccuiickoit ®@enepanuu" (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®denepanun, 2012, N 37, ct. 5002).

3. Ilynkr 1 u3meHeHuid, kotopbie BHOCATCS B akThl [IpaButenscrBa Poccuiickoit @enepanuu no
BONpOCaM OOpaIeHHUs JIEKApCTBEHHBIX CPEACTB I MEIULUHCKOTO MPUMEHEHMs, YTBEP)KIEHHBIX
nocra”osienueM IIpaButensctBa Poccniickoit @enepanyu ot 15 anpens 2013 . N 342 "O BHeceHun
U3MEHEHUN B Hekoropble akThl I[lpaButenbctBa Poccuiickoil @exnepanuu 1o BompocaMm oOpalleHus
JIEKapCTBEHHBIX CPENCTB il MenuuuHckoro npuMenenus" (CoOpanue 3akoHomarenbcTBa Poccuiickoi
®denepanun, 2013, N 16, ct. 1970).

4. TlyHkr 2 m3MeHeHu#, KoTopble BHOcATcA B akThl IIpaBurensctBa Poccuiickoii denepaunu,
yYTBEPKACHHBIX MTocTaHoBleHueM [IpaBurensctBa Poccuiickoit @eneparuu ot 23 centsops 2016 . N 956
"O BHeceHMHM H3MEHEHHIl B HekoTtopble akThl [IpaBurensctBa Poccuiickoit @enepanuu" (Cobpanue
3akoHozarenbcTBa Poccuiickoit denepanuu, 2016, N 40, ct. 5738).

5. IlyHkT 2 u3MeHeHHMi, KOoTopble BHOcATCS B akThl IIpaBurensctBa Poccuiickoit denepanum,
YTBEPKJICHHBIX TTocTaHoBieHueM [IpaButensctBa Poccutickoit @enepanuu ot 4 utong 2017 . N 791 "O
BHECEHUM HU3MCEHEHHUH B HeKoTopble akThl IIpaBurennbctBa Poccuiickoit ®epepamuu" (CoOpanue
3akoHoxarenscTBa Poccutickoit deneparuu, 2017, N 28, cT. 4165).

6. Ilynkr 1 n3meHenult, kotopsie BHOCATCA B akThl IIpaButensctBa Poccuiickoit @enepauuu mo
BOIPOCAaM  OCYILIECTBJIECHMS JIMLIEH3UPOBAHMSI OTHCJIBHBIX BHJIOB [JEATEIBHOCTH HA TEPPUTOPUU
MEXIYHapOJAHOTO MEAMIIMHCKOTO  KjacTepa, YTBEp)KJIEHHBIX IMocTaHoBieHueM IIpaButenbcTBa
Poccuiickoit ®denepanuu ot 21 deppans 2020 . N 192 "O BHeceHMM W3MEHEHHUH B HEKOTOPHIE aKThI
[IpaButensctBa Poccuiickoit ®@enepanuu 1o BOIPOCaM OCYLIECTBICHMS JUIECH3UPOBAHUSA OTAEIBHBIX
BUJOB JIEATENIFHOCTH Ha TEPPUTOPHH MEXKIYHApOIHOTO MeaumuHckoro kiactepa" (CoOpanue
3akoHomarenscTBa Poccuiickoit @eneparuu, 2020, N 9, ct. 1195).

7. Tlocranosnenue IlpaBurenscrBa Poccuiickoit Penepanuu or 15 mas 2020 . N 687 "O
BHECEHHH M3MEHEHHMH B MyHKT 5 [lojokeHUs o JHMIEH3UPOBAaHUH (PapMaleBTHUECKON AESITEeIBHOCTH"
(Cobpanme 3axoHomarenbcTBa Poccuiickoit @enepanun, 2020, N 21, ct. 3269).

8. Ilynkr 1 m3MeHeHu, kotopele BHOCATCS B akThl IIpaButensctBa Poccuiickoit @enepanuu no
BONPOCAaM JIMIIEH3UPOBAaHUS OTACIBHBIX BHUJOB JEATEIbHOCTH, YTBEPKACHHBIX I1OCTAHOBIEHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 28 Hos0ps 2020 . N 1961 "O BHeceHWHM M3MEHCHHI B
HekoTopele akThbl IIpaBurenscTBa Poccuiickoit @eaepanuu no BOIpocaM JHUIEH3UPOBAHUSA OTHEIIBHBIX
Bu0B nesitenbHocTH (CoOpanue 3akoHomarenbeTBa Poccuiickoit denepanuu, 2020, N 49, ct. 7934).
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9. Ilynkr 1 u3MmeHeHuil, koropele BHOcATCA B akThl lIpaBurenscrBa Poccuiickont ®denepanumy,
yTBEPKACHHBIX 1ocTaHoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 9 mapra 2022 . N 328 "O
BHECEHWH W3MCHECHHMH B HeKoTopble akThl [IpaBurenbcTtBa Poccuiickoit ®Penepanuu" (CobOpanue
3akoHoAarenbcTBa Poccuiickoit @enepanmn, 2022, N 11, cT. 1712).
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