MoctaHoBneHue MpaButenbctea PP o1 22.12.2011 N 1081 — O nuueH3npoBaHnn dhapmaueBTUYECKON AesTenbHOCTU — BmecTe ¢
[MonoxeHnem o NuUEeH3npoBaHnn hapmaLeBTUYECKON AedaTenbHOCTY — [lencTBylolas nocrneaHas pegakums ot 28.11.2020 —
Pepakuma N 8 — Havano gencteusa pegakuymm 01.01.2021

IHocTranoBienne [IpaButenbcrBa PO ot 22.12.2011 N 1081 - O
JMUEH3MPOBaHUM (papMaleBTUYECKOIl AesATeabHOCTH — BMecTe ¢
IHoJs10:xeHreM 0 JIMIEH3UPOBAHUU (PapMALEBTHYECKOM AeATEeIbHOCTH
— HeiicTByomasi nociaeansisa pexakuus ot 28.11.2020 — Penaxusa N 8
— HayvaJio geiicrBus peaaxkuum 01.01.2021

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanoBnenuii [IpaBurenscrea PO ot 04.09.2012 N
882, o1 15.04.2013 N 342, ot 23.09.2016 N 956, ot 04.07.2017 N 791, ot 21.02.2020 N 192, oT
15.05.2020 N 687, ot 28.11.2020 N 1961)

B cootBerctBUM ¢ ®enepanbHbiM 3aKoHOM "O JIMIICH3UPOBAHWUU OTICIBHBIX BHJIOB
nesitenbHOCTH [IpaButensctBo PD nocranoBisieT:

1. VYrtBepaute mnpunaraemoe llojokeHue o JHMIIEH3UPOBAaHUM  (apMaleBTUUYECKON
eI TETHHOCTH.

2. IIpu3HaTe yTpaTUBIINMHU CHUITY:

nocta"oBieHue [Ipasurenscrea PO ot 6 uronsg 2006 r. N 416 "O6 yrBepxkaenuu [lonoxenus
0 JIMIIeH3UpoBaHnH (hapmareBTHUeCKOH aesrenpHocTH" (CoOpanue 3akoHomaTeberBa PO, 2006, N
29, ct. 3250);

MMYHKT 2 W3MEHEHUH, KOTOphle BHOCATCA B akThl IIpaButensctBa PP mo Bompocam
JUIEH3UPOBAHUSA  OTHENbHBIX  BHUJIOB  JIEATENIBHOCTH,  YTBEPXKAECHHBIX  IOCTaHOBJICHHEM
[IpaBurensctBa P® ot 7 anpens 2008 r. N 241 (Cobpanue 3akononatenpcta PO, 2008, N 15, cr.
1551);

nyHKT 2 mocraHoBieHus: [IpaButensctBa PP ot 18 mas 2009 r. N 426 "O BHeceHuun
W3MEHEHU B HekoTopble akThl [IpaBurensctBa P® 1o Bompocam JIMIIEH3UPOBAHUS
(dapmaneBTrueckoit nearenbHocTu" (Cobpanue 3akoHomarenberea PO, 2009, N 21, cr. 2575);

IIYHKT 7 U3BMEHEHUH, KOTOpble BHOCATCS B noctaHoBieHus [IpaBurensctBa PO no Bompocawm,
CBS3aHHBIM C COBEpPILEHCTBOBAHMEM TOCYJapPCTBEHHOTO pEryJUpOBaHUS II€H Ha >KU3HEHHO
HEOOXOUMbIE M BaKHEWIINE JIEKAPCTBEHHBIE CPEACTBA, YTBEPXKIACHHBIX IOCTAHOBJICHUEM
[IpaBurensctBa PO ot 8 aBrycra 2009 r. N 654 (CoOpanue 3akoHoaarensctea PO, 2009, N 33, cr.
4086);

NyHKT 14 wu3MeHeHM#, KOTOpble BHOCATCS B akThl [IpaButensctBa PP mno Bompocam
roCyIapCTBEHHOTO KOHTPOJIs (HaA30pa), YTBEpKIACHHBIX MocTaHoBieHueM [IpaButenbctBa PO ot
21 ampenst 2010 r. N 268 (Cobpanue 3akoHonatensctsa PO, 2010, N 19, ct. 2316);

MyHKT 16 U3BMEHEeHUl, KOTOpble BHOCATCS B nmocTanoBieHus [IpaBurensctBa PO mo Bompocam
rocy/IapCTBEHHOU MOILIMHBI, YTBEPKACHHBIX mocTtaHoBieHueM [IpaBurensctBa PO ot 24 ceHtadps
2010 r. N 749 (Cob6panue 3akoHoaarensctBa PO, 2010, N 40, ct. 5076);

noctanoBieHue [IpaBurensctBa PO ot 13 Hos6ps 2010 r. N 903 "O BHeceHUU U3MEHEHU B
[Tonoxenue o nureH3MpoBaHuu GapmareBTu4ecko nestenbHocTi" (CodpaHue 3aKOHOJATeThCTBA
P®, 2010, N 47, ct. 6126);

nocra”oBieHue [Ipasurenscrea PO ot 28 mronsa 2011 r. N 622 "O BHeceHMH M3MEHEHHH B
nyHkT 4 [lomoxkenus o nuieH3upoBaHuu QapmaneBtudyeckoir nestensHoctu" (CoOpanue
3akoHoarenscTBa PO, 2011, N 32, c1. 4823).
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VY1BepxaeHo nocraHosnenueM IlpasutensctBa PO ot 22.12.2011 N 1081

IHoJs10:xeHue 0 TN EH3UPOBAHUM (PAPMALIEBTUYECKOM AeATEILHOCTH

Crincok n3MeHsamux 10KkyMeHToB (B ped. [loctanoBnenuii [IpaBurenscrea PO ot 04.09.2012 N
882, o1 15.04.2013 N 342, ot 23.09.2016 N 956, ot 04.07.2017 N 791, ot 21.02.2020 N 192, oT
15.05.2020 N 687, ot 28.11.2020 N 1961)

1. Hacrosiee IlonokeHue ycTaHaBiMBaeT NOPSAAOK JMUEH3UPOBAHUS (papMalieBTHUYECKOM
NESITEeIbHOCTH, OCYIIECTBIIIEMON IOPUAWYECKUMH JIMIIaMH, BKJIIOYash OpraHu3ali ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH, AaNTEYHblE OPraHU3allu{, BETEPUHApPHBIE AaNTEeuHbIE
OpraHu3aliy, a Takke MEAMIMHCKUE OpraHu3alui U UX 000COOIEHHbIE MOpa3ieieHusl (LEHTPbI
(otnenenusi) oOmed BpaueOHOW (ceMelHOM) mpakTUkH, aMmOynatopuu, (eiabaAlepckue u
(benbaIepcKo-akylliepcKue MYHKThI), PACIOJIOKEHHbIE B CEIbCKUX HACEJICHHBIX ITYHKTax, B
KOTOpPBIX OTCYTCTBYIOT alTE€YHble OpraHu3aluu (Jajiee COOTBETCTBEHHO — MEAMIIMHCKHE
OpraHu3ainuy, 000COOJEHHbIE MOApA3JENCHNUs MEIUIMHCKUX OpraHu3aluii), BeTepUHapHbIE
OpraHu3aliy, U UHAUBUIYaIbHBIMU MIPEANPUHUMATEISIMHU.

1(1). JIunensupoBanue GpapManeBTUUECKON AEATEILHOCTH, OCYIIECTBIIEMON Ha TEPPUTOPUU
MEXIYHAPOJAHOTO MEAMIIMHCKOTO KjacTepa WHOCTPAaHHBIMH  IOPHJIMYSCKUMH  JIMIIAMH — —
YYaCTHUKAMH TIPOEKTa MEXKIYHAPOJHOTO MEIMIIMHCKOTO  KJacTepa, OCYIIECTBISETCS B
COOTBETCTBUM C HacrosmuMm [loo)keHHMEM ¢ ydeToM OCOOCHHOCTEH, yCTaHOBIICHHBIX
®enepanbHbIM 3aKOHOM "O MEXIyHApOJIHOM MEIMUIIMHCKOM KJIaCTepe W BHECEHUW WU3MEHEHHI B
OTHENIbHBIE 3aKOHOIaTEILHEIE aKThI PD",

(m. 1(1) BBenen [locranoBnenuem [IpaButensctBa PO ot 21.02.2020 N 192)

2. (DapMaI_[eBTI/I‘ICCKaH JACATCIIBHOCTDh BKIIFOUACT pa6OTBI H YCIIYTHU COTIJIACHO ITPHUJIOKCHUIO.

3. JlunensupoBaHue (papMaleBTUYECKOH JEATEIBHOCTH OCYILECTBIIAIOT  CIIEAYIOIIHE
JIMLIEH3UPYIOIINE OPTaHbl:

a) @enepanbHas ciyx0a MO HaI30py B cdepe 37ApaBOOXPAHEHUS] — B YACTHU AEATENIBHOCTH,
OCYILECTBIISIEMOM:

OpraHu3alUs MM OITOBOM TOPIOBIM JIEKAPCTBEHHBIMH CPEICTBAMHU JUISI MEIUIMHCKOIO
IPUMEHEHMUS;

anTEeYHbIMU OpPraHU3alMsIMHU, I0BEIOMCTBEHHBIMU (heJlepalIbHbIM OpraHaM HCHOJHHUTEIbHOM
BJIACTH;

UHBIMH OpPraHM3alMsSIMU W HMHIUBHUIYaIbHBIMH HPEANPUHUMATENISMHU, OCYILECTBIISIOUIMMHU
(bapMalneBTUYECKYIO JIeTENbHOCTh, B YacTU JIMLEH3UOHHOTO KOHTPOJS (32 HCKIHOYEHUEM
JIMIIEH3UATOB, MpPEICTaBUBLIMX 3asiBJICHHUS O MepeoOpMIIEHUH JUIEH3UH), MOJHOMOYHMM 10
MIPUOCTAHOBIIEHUIO, BO30OHOBJICHHIO JICHCTBUS M aHHYIMPOBAHUIO JINLIEH3U;

(nm. "a" B pen. [locranosnenus [Ipasurenscta PO ot 23.09.2016 N 956)

0) opraHbl UCHOJIHUTENIBHOM BIACTH CyOBeKTOB PP — B yacTu OCYIIECTBIECHUS JEATETLHOCTH
B cdepe oOpalieHHsl JEKapCTBEHHBIX CPEACTB Ul MEIUIMHCKOro MNpHUMEHEHUs (B vacTu
IIPeOCTaBIeHUs U TiepeoOpMIICHNUs JTMLEH3UM, TPeI0OCTaBICHNS BBIITUCOK U3 PeecTpa JHUIEH3UH,
OCYILIECTBIIEHUS JINLIEH3MOHHOTO KOHTPOJISI B OTHOIIEHUH COMCKAaTeNeH JIMLIEH3UH U JINLEH3UAaTOB,
MPEJCTaBUBIIUX 3asBJICHUS O Mepeo(OpPMIICHUU JHUICH3UH, MPEeKpaIleHus: IeHCTBUS JIMIECH3U,
(dbopMUpOBaHHUA M BEACHUS PEECTPOB IPEIOCTABICHHBIX OpraHaMH TOCYJAapCTBEHHOH BJIAaCTH
cyobexkToB PD nuien3uit, yreepxkaeHus GopM 3asBlIEHUM 0 MPeJOCTaBICHUH U MepeohOopMICHUH
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TUIEH3UH, YTBEpKIeHUS (OpM YBEIOMIICHUH, BBIHCOK W3 YKa3aHHBIX PEECTPOB JIHUIICH3UH H
JIPYTUX MCIOJb3yEMbIX B IPOLIECCE JIMIIEH3UPOBAHUS JIOKYMEHTOB, a TaKK€ IPEIOCTaBIICHUS
3aWHTEPECOBAHHBIM JIMLAM HH()OPMAIMU 10 BOMPOCAM JIUICH3HUPOBAHHUS, BKIIOUYAs Pa3MELICHHUE
9TOH  WHpOpManMu B  UHPOPMALMOHHO-TEICKOMMYHUKAIIMOHHOW cetd "HHTepHer" Ha
o(UIMANBHBIX CaiiTaXx OPraHOB TOCYIAapCTBEHHOW BiacTh cyObekToB PD c ykazaHumem anpecoB
AIIEKTPOHHOU MOYTHI, IO KOTOPBIM TOJIH30BATEISIMU TON MH(POPMAIIUN MOTYT OBITH HAIPaBJICHBI
3aIpoChl U MOJIyYeHa 3arpamuBaeMas HHGOpMaIs ), OCYIIECTBIISIEMO:

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 28.11.2020 N 1961)

OpraHM3alUsMH, 3a WCKJIIOUEHUEM OpraHu3aldii ONTOBOM TOProBIM JIEKAPCTBEHHBIMU
CpeIACTBaMH JJIsl MEAMIMHCKOTO TPHUMEHEHHUS M aNTeYHbIX OpraHu3alui, MOJABEIOMCTBEHHBIX
(benepanbHBIM OpraHaM HUCIOJIHUTEIBHOMN BIIACTH;

MHIUBUAYAJIbHBIMU IPEIIPUHUMATESIMY;

WHOCTPAaHHBIMU IOPUIUYECKMMM JIMLIAMU — YYaCTHUKAaMHU IMPOEKTa MEXIyHapOHOTO
MEUIIMHCKOTO KJIacTepa;

(a63arn BBeneH [locranoBnenuem [paBurensctBa PO ot 21.02.2020 N 192)
(. "0" B pen. IloctanoBnenus IIpaBurenscrea PO ot 23.09.2016 N 956)

B) @enepanbHas ciyx0a Mo BETepUHAPHOMY M (UTOCAHUTAPHOMY HAA30py — B YaCTH
NesITEeNIbHOCTH, OCYIIECTBIIIEMOM B cdepe 0OpallleHus JIEeKapCTBEHHBIX CPEACTB JIIsl BETEPUHAPHOTO
MIPUMEHEHHUSL.

(nm. "B" B pen. [locranosnenus [Ipasutensctsa PO ot 04.07.2017 N 791)

4. Cowmckarenpb JMICH3UH ISl OCYHIECTBICHHS (apMaIleBTHUECKOW NEATETBHOCTH IOJDKEH
COOTBETCTBOBATH CIICAYIOIINAM JIMIIEH3UOHHBIM TPEOOBAHUSIM:

a) HAIMYHAE TOMEIICHUN M 00OpyIOBaHMS, MPUHAUICKAINIUX €My Ha MpaBe COOCTBEHHOCTH
WM Ha WHOM 3aKOHHOM OCHOBAaHHMH, HEOOXOIMMBIX IJIsi BBITIOJHEHUS paboT (ychyr), KOTOphIE
COCTABJISIOT (papMaIneBTUYECKYIO JCATEIILHOCTh, COOTBETCTBYIOIIMX YCTAHOBICHHBIM TPEOOBaHUSIM
(32 UCKIIFOUYCHHEM MEIHWIIMHCKUAX OpTraHu3alii U 000COOJICHHBIX TOpa3IeIICHHH METUIIHHCKIX
OpraHu3aIyi);

0) HanMuMe y MEAWIUHCKOW OpraHu3alMd — COUCKATeNs JIUICH3WH JIMIEH3UH Ha
OCYIIECTBIICHHE MEAUIIUMHCKON JCATEIbHOCTH;

B) HJIMYUE y PYKOBOIMTENSI OPraHU3allUK (32 UCKIIOUECHHEM MEIUIIMHCKHX OpraHH3allni),
JEATEIbHOCTh KOTOPOTO HEMOCPEJCTBEHHO CBsi3aHa C OITOBOH TOProBJCH JIEKAPCTBCHHBIMU
CpeACTBaMHU, HMX XpaHCHHEM, NEPEBO3KOW W (WIM) PO3HUYHON TOProBJIEH JIEKapCTBCHHBIMU
npernaparamu, uX OTIyCKOM, XpaHCHHEM, TIEPEBO3KON M M3TOTOBJICHUEM

JUIsl OCYIIECTBJICHUST (hapMaIleBTUYECKON JIEITEIBHOCTH B chepe oOpaIeHus JIeKapCTBEHHBIX
CPE/CTB Ui MEJUIIMHCKOTO MPUMEHEHHUsI — BBICIIECTO (DapManeBTHUECKOT0 00pa30BaHUs M CTaXKa
paboThI MO CIENUAIBHOCTH HE MeHee 3 JIeT JIMOO cpeaHero (apMarieBTUYeCKOro oOpa3oBaHus U
cTaxka pabOThI TI0 CIICUAIILHOCTH HE MEHee S JIeT, cepTudukara crernuaincTa;

JUIsL OCYIIECTBJICHUST (hapMaIleBTUYECKON JIEITEILHOCTH B chepe 0OpalieHus JIeKapCTBEHHBIX
CPEICTB JiIi BETEPUHAPHOTO MPUMEHEHHUs — BBICHIETO WJIH CPEAHEro (papMareBTHYECKOro JTHO0
BBICIIIETO WJIM CPEIHEr0 BETEPUHAPHOTO 00pa30oBaHUs, CTaka pabOThI MO CIEUATBHOCTH HE MEHEee
3 net, cepTudukaTa CrieluanncTa;

T') HaJlM4Ke y HHANBUAYAILHOTO PEIITPUHUMATETIS

JUIS OCYILIECTBIEHUS (papMareBTUYECKON JesITeNsHOCTH B cpepe oOpaleHus JeKapCTBEHHbIX
CPEICTB Ul MEIUIIMHCKOTO MPUMEHEHHs — BBICHIETO (hapMalleBTUYECKOTO 0Opa3oBaHUs M CTaxka
paboThl MO CHENMATBFHOCTA HE MEHee 3 JIeT WIH CpeaHero (apMareBTHUECKOTO 0Opa3oBaHHs U
cTaka pabOTHI TIO CIIEIUANTBHOCTH HE MEHee S JIeT, cepTu(drKara CrerruaircTa;

JUIS OCYILIECTBIEHUS (papMaIieBTUUYECKON ACITeTbHOCTU B chepe 0OpalieHus JeKapCTBEHHBIX
CPEICTB JIi BETEPUHAPHOTO MPUMEHEHHUsS — BBICHIETO WJIH CpPeAHEro (papMareBTUYECKOro JTuOo
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BBICILIETO MJIM CPETHETO BETEpUHAPHOTO 00pa3oBaHusl, cepTu(uKaTa CrieluaanucTa;

1) HaJIMYUE Y COUCKATEIS JIMIIEH3UN PaOOTHUKOB, 3aKIIOYMBIINX C HUM TPYIOBBIE IOTOBOPHI,
JESITEIbHOCTh KOTOPBIX HEMOCPEACTBEHHO CBS3aHAa C OINTOBOW TOProBJIEH JIEKAPCTBEHHBIMU
CpPEICTBaMH, MX XpaHEHUEM M (MJIM) PO3HUYHON TOProBJEH JIEKapCTBEHHBIMHU IpenapaTraMu, UX
OTILYCKOM, XpPaHEHHUEM U U3TOTOBJIEHUEM, UMEIOILIUX:

IUISL OCYIIECTBJICHUS (hapMaIleBTUYECKON JIEATETBHOCTH B chepe oOparieHus JIeKapCTBEHHBIX
CPEICTB JUIsl MEIUIMHCKOIO IPUMEHEHMs (32 HCKIIOYEHHEM O000COOJIEHHBIX MOJpa3aeieHuil
MEIWIIMHCKUX OpraHW3alfii) — BBICHICC WM cpenHee (apmareBTuyeckoe o00pa3oBaHUE,
CepTH(HKAT CIEIHATHCTA;

JUIS OCYILIECTBIICHUS (papMalieBTUUECKON AEITEIbHOCTU B chepe 0OpalleHus JeKapCTBEHHBIX
CPEICTB Uil MEIUIMHCKOTO NpPHUMEHEHUS B OO00COOJIEHHBIX NOJpa3AEICHUSIX MEIUIUHCKUX
OpraHu3anuil — JOMOJIHUTEIbHOE MpodeccroHaIbHOE 00pa30BaHUE B YAaCTH PO3HUYHON TOPrOBIIU
JIEKapCTBEHHBIMH TIperapaTaMi JUIi MEIWIMHCKOTO TPHMEHEHHS TpU HaJWYMW TpaBa Ha
OCYILIECTBIICHHE MEIUIIMHCKOMN 1€ TeIbHOCTH;

JUIS OCYILIECTBICHUS (papMalieBTUUECKON AESITEIbHOCTU B chepe 0OpalleHus JeKapCTBEHHBIX
CPEICTB JJs BETEPUHAPHOIO MPHUMEHEHHS — BbICIIEE WM cpeaHee (apmaleBTUYeCKoe 00
BBICIIIEE WIIM Cpe/IHEe BeTeprHapHOe oOpa3oBaHue, cepTU(dUKaT CrieuaiucTa.

5. Jluuewsumar sl ocymiecTBIeHUS — (apMalEBTUUYECKOW  JIEATENbHOCTH  JOJDKEH
COOTBETCTBOBAThH CIIEAYIOIIUM JIMIEH3NOHHBIM TPEOOBAHUSIM:

a) HaJM4Me NMOMeUIeHUI U 00opynOoBaHUs, NPUHAAISKAIIUX €My Ha IMpaBe COOCTBEHHOCTH
WM Ha WHOM 3aKOHHOM OCHOBAaHHWH, HEOOXOIMMBIX IJIsi BBITIOJHEHUSI padoT (YCIyr), KOTOpBIC
COCTaBIISAIOT (PapMaLIEBTUYECKYIO AEATEIBHOCTh, COOTBETCTBYIOIINX YCTAaHOBJICHHBIM TPEOOBaHUSIM
(32 UCKJIIOUEHHEM MEIULIMHCKUX OpraHu3aluii 1 000COOJIEHHBIX NOJpPa3AeNeHUH MeTUIIMHCKUX
OpraHu3aIui);

0) HanMuue y MEIUIMHCKOM OpraHm3alud — JMIEH3MaTa JIMLEH3UU Ha OCYLIECTBICHHE
MEAULIMHCKON JeATeNbHOCTH;

B) COOJIIOZICHUE JIMIEH3UATOM, OCYLIECTBISIOIIMM OINTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMU
CpeAcTBaMu:

JUIsl MEAMITMHCKOTO TNPUMEHEHHS, — TpeOoBaHuii cratedt 53, 54 um wactu 7 cratbu 67
®denepanpHoro 3akoHa "OO oOpamieHUW JIEKAPCTBEHHBIX CPEACTB", TpaBWUJ HaJyIeKaIen
IUCTPUOBIOTOPCKON TMPAKTUKKM JIEKAPCTBEHHBIX IpEenapaToB JUIsl MEIUIMHCKOTO IPUMEHEHH,
IPaBUI HAJUIeKALEH MpPaKTUKM XpaHEHHWs U IEepPEeBO3KH JICKApCTBEHHBIX IpenapaToB JUis
MEAULMHCKOTO TPUMEHEHUs, MpaBWJI PEruCTpalluy OIepaluii, CBA3aHHBIX C oOOpalieHueM
JICKapCTBEHHBIX ~ CPEICTB IS MEAULUMHCKOTO TNPUMEHEHHUs, BKJIIOYEHHBIX B IEpedYeHb
JEKapCTBEHHbIX  CPEJICTB JJI  MEAMLUHCKOTO TMPUMEHEHHUs, HOJUIeKALIUX IPEeIMETHO-
KOJIMYECTBEHHOMY YYeTy, B CHEIMAJIbHBIX XKYypHajax ydeTa oInepaluil, CBA3aHHBIX ¢ OOpallieHneM
JICKApCTBEHHBIX CPEICTB s MEIUMIMHCKOIO IPUMEHEHUs, MpaBWJ BEACHUS U XpaHEHUs
CIELUANIbHBIX )KYPHAJIOB yYeTa ONepalii, CBA3aHHBIX C 0OpaIlleHUeM JIEKAPCTBEHHBIX CPEACTB VIS
MEIULUHCKOTO TPUMEHEHUs, U YCTAaHOBJIEHHBIX IpPENENbHBIX pa3MEpOB ONTOBBIX HaI0ABOK K
(akTHUECKUM OTITYCKHBIM LI€HaM MPOM3BOJUTENEH Ha JeKapCTBEHHBIE Mpenaparhl, BKIOUYEHHbIE B
NepevyeHb KU3HEHHO HE0OXOIMMBIX U BOXKHEUIIINX JIEKapCTBEHHBIX IIPENapaToB;

(B pen. Ilocranosnenuit IlpaBurensctBa PO ot 15.04.2013 N 342, ot 04.07.2017 N 791, ot
15.05.2020 N 687)

Il BETEPUHAPHOTO MPUMEHEHUs], — TpeboBaHuil crareit 53 u 54 ®enepanbHoro 3akoHa "O6
oOpalleHny JIeKapCTBEHHBIX CPEeACTB" M MpaBWI HaJyuIexamledl JUCTpUObIOTOPCKONW MPAaKTUKU
JIEKapCTBEHHBIX MPENAapaToB JUIsl BETEPUHAPHOIO INPUMEHEHMsI, NPABWJ HAJUIEKALIEH MpaKTUKU
XpaHEHUS U MEPEBO3KH JIEKAPCTBEHHBIX MIPENAPATOB ISl BETEPUHAPHOTO NPUMEHEHUS;

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 04.07.2017 N 791)
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r) coONroeHNe JTUIEH3UATOM, OCYLIECTBISIONIMM PO3HUYHYIO TOPTOBIIO JICKAPCTBECHHBIMH
IpenapaTamu sl MEAULMHCKOTO IPUMEHEHUS:

aNTeUYHbIMM  OpraHM3alMsIMM, WHAUBUAYAIbHBIMM MPEANPUHUMATENIAMH, HMEIOLIUMU
JUICH3WI0O Ha OCYIIECTBICHHE (PapMaleBTUYECKON MeATeNbHOCTH, — MPaBHJI HaJJIeKAaIIeH
anTeYHON NPAKTUKH JIEKApCTBEHHBIX IpEenapaToB Jii MEIUIUHCKOT0 IPUMEHEHUs, IPaBUI
HaJJIeXxKallleld NpaKTUKU XpaHEHUs U MEePEBO3KU JIEKAPCTBEHHBIX MpENnaparoB AJIs MEIULUHCKOIO
MIPUMEHEHMS], MPaBUJI OTIyCKA JIEKAPCTBEHHBIX IMPENapaTtoB Uil MEIULUHCKOTO IPUMEHEHUS
anTEeYHbIMU OPraHU3aLUSAMH, UHAUBUIYAIbHBIMH MIPEAIIPUHUMATEISIMHU, UMEIOLMMU JMIIEH3UIO Ha
ocyllecTBIeHUE (hapMalleBTUUECKON IESITENbHOCTH, MPaBUJ OTIyCKa HApKOTUYECKUX CPEACTB U
IICUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KaueCTBE JIEKAPCTBEHHBIX IIPENapaTos,
JIEKapCTBEHHBIX NPENapaToB, COJEPKAIMX HAPKOTUYECKUE CPEICTBA M MCUXOTPOIHbIE BEILIECTBA,
MpaBWJI PETUCTPALIMK OIEepaluif, CBA3aHHBIX C OOpalIeHHWEeM JIEKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO MPUMEHEHHUS, BKJIIOYEHHBIX B IE€pEYEHb JIEKAPCTBEHHBIX CPEACTB s
MEJUIIMHCKOTO MPUMEHEHUS, TOJUIekKAIINX TPEIMETHO-KOJINYECTBEHHOMY YUYETY, B CHEIUAIbHBIX
KypHaJlax y4yeTa OIepalui, CBA3aHHBIX C OOpalleHHeM JIeKapCTBEHHBIX CPEACTB s
MEJUIIMHCKOTO TNPUMEHEHHs, TMpaBUJ BEACHUS W XpaHEHHs CHELHMAJIbHBIX >KYpHAJOB Yydera
orepanuii, CBA3aHHbIX C OOpaleHNEeM JIEKApCTBEHHBIX CPEACTB JJISi METUIIMHCKOTO MPUMEHEHUS,
TpeboBaHui yactu 6 cratbu 55 u wactu 7 cratbu 67 PenepanbHoro 3akoHa "OO6 obOparieHun
JIEKapCTBEHHBIX CPEACTB" U YCTAHOBJICHHBIX IpENElbHBIX pPa3MEpPOB PO3HUYHBIX HAJI0ABOK K
(aKkTUYEeCKUM OTITYCKHBIM II€HaM MPOU3BOJUTENEH Ha JIEKapCTBEHHbIE MpenapaThl, BKIOYECHHbIE B
nepeyeHb KU3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

(B pen. IlocranoBnenwmii [IpaButensctBa PD ot 15.04.2013 N 342, ot 04.07.2017 N 791, or
15.05.2020 N 687)

MEIUIIMHCKUMU  OpraHu3alusMu, O0O0OCOOJEHHBIMH  MOJAPA3JCNCHUSIMU  MEAULIUHCKUX
OpraHu3anuii — mpaBuil OTIYCKa JICKAPCTBEHHBIX MPENapaTtoB i MEAULHUHCKOTO MpPUMEHEHUs
MEIUIMHCKUMHU  OpraHu3alus MM ¥ OOOCOONEHHBIMH  MOJPA3ACICHUSIMH  MEIUIUHCKUX
OpraHu3aIii, a TaKKe MEIUIMHCKUMH OpraHu3alusMu — TpeOOBaHWM dYacTh 7 cTathul 67
®denepanpHoro 3akoHa "OO0 oOpalieHUuH JIeKapCTBEHHBIX CPEACTB";

(B pen. Ilocranosnenus [IpaButenscta PO ot 15.05.2020 N 687)

1) cOOJIIOJIEeHUE JIMIIEH3UAaTOM, OCYIIECTBIISIONIUM PO3HHUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU
mpernapaTamMu s BETEPUHAPHOTO MpPHUMEHEHUs (BEeTepUHAapHas anTeyHas OpraHu3alus,
BETEpUHApHAs OpraHM3allydsg, HMEIOIas JMIEH3UI0 Ha OCYILIECTBIeHHE (hapMaleBTUUECKON
NesITeNIbHOCTH, WHIUBUIYAIbHBIN MpelnpUHUMAaTelb, UMEIOIINNA JUICH3UI0 Ha OCYIIECTBICHUE
(dbapMalleBTUUECKON  NIEATENbHOCTH), TMpPaBWJI OTIyCKa JIEKAPCTBEHHBIX MpenapaTtoB s
BETEPUHAPHOTO TPUMEHEHUs, MpaBWI HaJUIeKaAIIeH anTeyHOW MPaKTHUKU JIeKapCTBEHHBIX
MpernapaToB JjIsl BETEPUHAPHOTO IPUMEHEHUS;

(B pen. Ilocranosnenus IpaButenscta PO ot 04.07.2017 N 791)

€) coOJIro/IeHUE IMIIEH3UAaTOM, OCYIIECTBISIONUM U3TOTOBJICHUE:

JIEKapPCTBEHHBIX MPEMapaToB Ui MEAUIIMHCKOTO MPHUMEHEHUS, — IMPaBWJI H3TOTOBJICHUS U
OTITYCKa JIEKAPCTBEHHBIX IPENAapaToB Il MEAUIIMHCKOTO TPUMEHEHNS;

JIEKAPCTBEHHBIX IpENapaToB Il BETEPUHAPHOTO NPUMEHEHMS, — MPAaBHJI WU3TOTOBIEHUS M
OTITYCKa JIEKAPCTBEHHBIX IIPENapaToB [yl BETEPUHAPHOTO PUMEHEHMS;

K) coOmoneHue TpeboBanuil crtarbu 57 @PexpepanbHoro 3akoHa "OO0 oOpaleHUH
JIEKapCTBEHHBIX CPENCTB';

3) cOOJIIOIeHNE JINLIEH3UATOM, OCYILECTBISIONIMM XpaHEHHUE:

JICKApCTBCHHBIX  CpCACTB  JIsI MCAULNUHCKOrO TIPUMCHCHUSA, — IMPaBUII XPAHCHUSA
JICKApCTBCHHBIX CPCACTB JJIsI MCAUTTUHCKOI'O IPUMCHCHUS
JICKApCTBCHHBIX CPCACTB I BCTCPUHAPHOI'O0 MNPHUMCHCHHA, — IIPaBUJII XpPaHCHUA

JICKApPCTBCHHBIX CPCACTB IJIsI BETCPUHAPHOTO MPUMCHCHU A,
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1) HaJIu4ue y pPYKOBOJUTENS OpraHU3alMM, AEATEIbHOCTb KOTOPOTO HENOCPEICTBEHHO
CBsI3aHA C ONTOBOM TOProOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMHU, UX XPAHEHUEM, IIEPEBO3KOM U (MJIN)
PO3HUYHOM TOPrOBJIEH JIEKAPCTBEHHBIMU IIpelapaTaMu, UX OTIyCKOM, XpaHEHHEM, IIEPEBO3KOH U
M3TOTOBJICHUEM (32 UCKIIOYEHUEM METUIIMHCKUX OpraHu3aluil):

JUISL OCYIIECTBJICHUS (hapMaIleBTHUECKON ESTEIFHOCTH B cpepe oOpamieHns JIeKapCTBEHHBIX
CPEeACTB Ul MEIUIIMHCKOTO MPUMEHEHHUSI — BBICIIETO (DapMaleBTHUECKOTr0 00pa3oBaHUs U CTaXa
paboTHI MO CIENUAIBHOCTH HE MeHee 3 JIeT MO0 cpeaHero ¢apMareBTUYecKoro oOpa3oBaHus U
cTaka pabOTHI IO CIIENUAIIBHOCTH HE MEHee 5 JIeT, cepTH(HKaTa CIenrualIncTa,;

JUISL OCYIIECTBJICHUST (hapMaIleBTUYECKON JIEATEIBHOCTH B chepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB JIi BETEPUHAPHOTO IPHUMEHEHHUs — BBICHIETO WJIM CpPeAHEro (papManeBTUYECKOro OO
BBICIIIETO WJIM CPEIHEr0 BETEPUHAPHOI0 00pa3oBaHus, cTaka pabOThI IO CHENMAIBHOCTH HE MEHEE
3 net, cepTUdUKaTa CreHAINCTA;

K) HaJIM4Yue Yy MHAUBUIYAJIbHOTO MPEANPUHUMATEIS:

JUIS OCYILIECTBICHUS (papMaleBTUUECKON AEITEIbHOCTU B chepe 0OpalleHus JIeKapCTBEHHBIX
CPEICTB Ul MEIUILMHCKOTO MPUMEHEHUS — BBICIIETO (hapMalleBTUYECKOTO 0Opa3oBaHUs M CTa)ka
paboThl MO CHNENMATBLHOCTH HE MEHee 3 JIeT WIM CpeaHero (apmaieBTUYecKOro oOpa3oBaHMs U
cTa’ka pabOTHI MO CIIEUAIBHOCTH HE MeHee 5 JIeT, cepTuduKara CrelranaucTa;

JUIS OCYILIECTBIIEHUS (papMaleBTUUECKON AESITeTbHOCTH B chepe oOpalieHus IeKapCTBEHHbBIX
CPEICTB JIi BETEPUHAPHOTO NMPHMEHEHHUs — BBICHIETO WM CpPeAHEro (papManeBTUUYECKOro OO0
BBICIIIETO UJIM CPEJHEr0 BETEPUHAPHOTO 00pa3oBaHus, cepTU(UKaTa CIeHaTNCTa;

J) HaJlW4yuMe Yy JIMIEH3uaTa pab0OTHUKOB, 3aKIIOUMBIIMX C HHUM TPYJOBBIE JIOTOBOPHI,
NeATeNbHOCTh KOTOPBIX HEMOCPEACTBEHHO CBsA3aHAa C OINTOBOM TOProBiIeH JIEKapCTBEHHBIMU
CpeACTBaMH, MX XpPaHEHUEM U (MJIM) PO3HUYHOM TOProBIEH JIEKapCTBEHHBIMM IpenapaTtaMu, MX
OTITyCKOM, XPaHEHHEM U MU3TOTOBJIEHUEM, UMEIOIUX:

IUIsl OCYIIECTBJICHUS (papMalleBTUYECKON JIEATEIBHOCTH B cpepe 0OpaleHHsl JTeKapCTBEHHBIX
CPEACTB JUIsl MEIULMHCKOrO INPUMEHEHUs (3a HUCKIIOUEHHEM O000COOJIEHHBIX NOJpa3aeeHHH
MEIUIIMHCKUX OpraHu3anuii) — BBICIIEE WM cpeaHee (apmaineBTHYeckoe oOpa3oBaHUE W
cepTH(UKAT CHELUATNCTA;

IUIsL OCYIIECTBJICHUS (papMalleBTUYECKON JIESATEIbHOCTU B cpepe 0OpalleHHsl JTeKapCTBEHHBIX
CPEACTB Ul MEIMLMHCKOTO IPUMEHEHHs B 00O0COOJIEHHBIX MOAPAa3AEICHUAX MEIUIMHCKUX
OpraHu3alil — JONOJHUTENbHOE NMpOodeccHoHalbHOEe 00pa30BaHUE B YAaCTH PO3HUYHON TOPrOBIIH
JICKapCTBEHHBIMHU IIpernaparaMy JUIsl MEIULIMHCKOTO IPUMEHEHMs IIpU Halu4YuM IIpaBa Ha
OCYIIECTBJICHHE MEAULIMHCKON JEATENbHOCTH;

JUIsL OCYIIECTBJICHUS (papMalleBTUYECKON JIETEbHOCTH B chepe oOpalleHus JIeKapCTBEHHbIX
CPeACTB JJIsi BETEPUHAPHOIO INPHMEHEHHs — BbICIIEE MM cpeaHee (apMaleBTHYECKoe JIMOo
BbICILIEE WJIM CpeJHEee BeTepuHapHOe 00pa3oBaHue, CepTUPHUKAT CIIEIHATICTA;

M) MOBBIIIEHHE KBATM(PHUKALKUU CHELUAIUCTOB € (apMaleBTUUECKHUM MM BETEPUHAPHBIM
oOpa3oBaHueM He pexe | pasza B 5 jer.

6. OcymecTtBieHne (apMaleBTHUECKOM  JEATENBHOCTH €  TpyObIM  HapylIeHHEM
JUIEH3UOHHBIX  TpeOoBaHMI  BiedeT 3a  c00OM  OTBETCTBEHHOCTb,  YCTAHOBIJIEHHYIO
3akoHonatenbcTBoM P®. Ilpu sTomM mnon rpyObIM HapylleHHEeM I[OHUMAETCsl HEBBIOJHEHHE
JIMIIEH3UAaTOM OJIHOTO U3 TpeOOBaHUM, IPEayCMOTPEHHBIX MMYHKTOM 5 HacTosmiero [lonoxenus.

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 04.07.2017 N 791)

7. Jns mosydeHWs JUIEH3UU COMCKAaTeNlb JIMIEH3UM HANpaBiseT WIM TNPEICTABIAET B
JMIEH3UPYIOMINNA OpraH 3asBlI€HHE U JOKYMEHTH! (KOIMU JOKYMEHTOB), YKa3aHHbIE B 4acTH | H
nyHkre 4 uvactu 3 cratbu 13 ®enepanpHoro 3akoHa "O JHMIEH3UMPOBAaHUM OTAEIBHBIX BHJIIOB
JIeSITEILHOCTH", a TaKKe:
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(B pexn. IlocranoBnenus IlpaBurensctBa P® ot 21.02.2020 N 192)

a) CBEJIEHUS O HAIMYMM JIMIEH3UU Ha OCYIIECTBICHHE MEIULMHCKON NEATENbHOCTH (AJs
MEUIIMHCKUX OpraHu3aIuii);

0) KOIMU JOKYMEHTOB, MOJTBEP)KIAIOLUIUX HAJIWYUE Yy COMCKATeNs JIMIEH3UMM Ha IIpaBe
COOCTBEHHOCTH WJIM Ha HWHOM 3aKOHHOM OCHOBaHMHM HEOOXOJUMBIX [UIS OCYLIECTBICHHS
(dapMarieBTHUECKOW  JIEATENIFHOCTH  OOOPYIOBaHHMSI W IMOMENIEHHH, COOTBETCTBYIOIIMX
YCTAaHOBJIEHHBIM ~TpEeOOBaHWSM, ITIpaBa Ha KOTOpbIE HE 3aperucTpupoBaHsl B EnuHOM
roCy/lapCTBEHHOM pEEeCcTpe IpaB Ha HEIABW)KMMOE HMMYIIECTBO M CAEJIOK C HUM (B Ciydae eciu
TaKMe IpaBa 3aperuCTPUPOBAHbl B YKa3aHHOM pEECTPE — CBEAEHHA OO0 3TUX NOMELIEHUsX) (3a
UCKIIIOYEHUEM MEIUIMHCKUX OpraHu3anui, 000COOJIEHHbIX MOJApa3[eNeHUuNl MEeIUIUHCKUX
OpraHusaruii);

B) CBEJIEHHUS O HAIMYUU CAHUTAPHO-3MHUJEMHUOJOTHYECKOTO 3aKIIOYEHHUS O COOTBETCTBHHM
MOMEIICHUH TPeOOBAHUSAM CAaHUTAPHBIX NMPaBWII (32 MCKIIOYCHHEM MEIWIMHCKUX OpraHu3alvy,
000COOEHHBIX MOJpa3/IeIeHU MEIULUHCKUX OpraHu3aluii), BBIJAHHOIO B YCTAaHOBJIEHHOM
MOPSIZIKE;

I) KOMHMHM JIOKYMEHTOB O BBICIIEM WIH CpeaHeM QapMaleBTUYeCKOM O00pa3oBaHUU U
cepTU(UKATOB CIECIHAIMCTOB — JJIsi OCYIIECTBICHUS (hapMalleBTHUYECKON JeATEILHOCTH B cdepe
oOpallleHHsl JIeKapCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO TNpPUMEHEHHUs (3a HCKIIOYEeHUEM
000CO0OJICHHBIX MTOIPA3CTICHIN METUIIMHCKUX OPTaHU3aIlii );

J) KOTHWHU JIOKYMEHTOB O JIOTIOJIHUTEIbHOM TpodeccrnoHaasbHOM 00pa30BaHWHM B YaCTH
PO3HMYHON TOPTOBJIM JIGKAPCTBEHHBIMU TIperaparaMy JUIsl MEAWIIMHCKOTO TPUMEHEHHS U O
HaJIMYUU TpaBa Ha OCYIIECTBICHUE MEIUIUHCKON JEeATENIbHOCTH — JJs OCYLIECTBICHUS
(dapmareBTHUECKOW  JesTenbHOCTH B cdepe oOpalleHus JIGKQpCTBEHHBIX CPEACTB IS
MEIHUIIMHCKOTO MMPUMEHEHHS B 000COOICHHBIX MOAPA3IeICHUSX METUIITHCKUX OpPraHu3alnii;

€) KOMMHM JIOKYyMEHTOB O BBICHIEM WM CpelHeM (apMaleBTHUYeCKOM JHOO BBICHIEM WIIU
CpeHeM BeTepHMHApHOM O00pa30BaHUM U CEPTUPHUKATOB CIEUUATUCTOB — JJISi OCYIIECTBIICHUS
(dapmaneBTHUECKOW  JesTenhbHOCTH B cdepe oOpalleHus JIGKQpCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS;

) KOIHUU JOKYMEHTOB WJIM 3aBEPEHHbIEC B YCTAHOBICHHOM MOPSIKE BBIMHUCKHU U3 JOKYMEHTOB,
KOTOpble B cCly4asX, MHPeJyCMOTPEHHBIX HacTosmuM llojoxkeHreMm, MOATBEPKIAIOT HaIHMuue
HeoOXonuMOoro  craxka paboOThl 1O  CHEHUAIBHOCTH Yy  PYKOBOIUTENS  OpraHu3allui,
WHIUBUAYAIBHOTO IPEIITPUHUMATES.

7(1). Jns mnomydeHHs JIMLEH3UH COUCKATENb JIMIEH3UM, SBISIOUIUNCS HWHOCTPAHHBIM
IOPUAMYECKUM JIMIIOM — YYaCTHUKOM TPOEKTa MEXIYHApPOJHOTO MEIUIIMHCKOTO KiacTepa,
OCYILIECTBIISIOUIUM JIEATEIBHOCTh Ha TEPPUTOPUU MEXKIYHAPOJHOTO MEAUIIMHCKOTO KiacTepa
yepe3 ¢GuiaMai, akKpeIUuTOBAaHHBIM B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM "OO MHOCTpPaHHBIX
nHBecTUIMsAX B P®", BMecTOo CBeneHUM, NpPeIyCMOTPEHHbIX MyHKTOM 1 wactu 1 crateu 13
OenepanbHoro 3akoHa "O IMIEH3UPOBAHMU OTAEIBHBIX BHUIOB JIEATEIBHOCTH'", YKa3bIBaeT B
3asBJICHUN CBEACHHUSA, NPENyCMOTpeHHble dacTbio 2 crtatbu 13.1 denepanpHoro 3akona "O
MEXIYHAPOJHOM MEIUIIMHCKOM KJIACTEPE U BHECEHUU M3MEHEHUU B OTIENIbHBIE 3aKOHOJATEIbHBIC
akTel PO".

(m. 7(1) BBenen [locranoBnenuem [IpaButensctBa PO ot 21.02.2020 N 192)

8. Ilpu HamepeHUM OCYHIECTBIATh (hapMaleBTUYECKYIO JESITEeIbHOCTh IO ajpecy, He
MIPEyCMOTPEHHOMY JIMIIEH3UEH, B 3asBJICHUU O Mepeo(OpMIICHUH JUILIEH3UH JINIIEH3UAT yKa3bIBaeT
9TOT aJpec, a TAKKE MPEJICTABIISIET:

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 28.11.2020 N 1961)
a) CBEJICHUS, COEPIKaIlle a/Ipec OCYIIECTBICHH (DapMalleBTHUECKOH eI TEIbHOCTH;
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(B pexn. Iloctanosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

0) KoMK JOKYMEHTOB, IMOATBEPKIAIONINX HAIMYKME Y JHUIIEH3UATa Ha MpaBe COOCTBEHHOCTH
WIM Ha WHOM 3aKOHHOM OCHOBAaHMHM HEOOXOIMMBIX Ui OCYILIECTBIICHHUS (apMaleBTUYECKON
NESITeIbHOCTH 10 yKa3aHHOMY ajpecy OOOpyJIOBaHUS M IOMEUICHHUH, COOTBETCTBYIOIIHUX
YCTAaHOBJIEHHBIM ~TpEeOOBaHWSM, TIpaBa Ha KOTOpbIE HE 3aperucTpupoBaHsl B EnuHOM
roCy/lapCTBEHHOM pEEeCTpe IpaB Ha HEIABMXKMMOE HMMYIIECTBO M CAEJIOK C HUM (B Ciydae eciu
TakMe IpaBa 3apEruCTPUPOBAHbl B YKa3aHHOM peecTpe — CBEACHUs 00 3THUX IMOMEILEHUsX) (3a
UCKITIOUYCHHEM MEAWIMHCKUX OpraHu3anuii, 000COOJNICHHBIX MOAPA3JACICHUA MEIUIIMHCKIX
OpraHusaruii);

(B pen. Iloctanosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

B) CBEIEHUS O HAJIMYMU BBICHIETO WJIM CpeAHero (¢apMaleBTUYECKOro oOpa3oBaHUS U
cepTU(UKATOB CIEINUATUCTOB — JUIsl PAOOTHUKOB, HAMEPEHHBIX OCYHIECTBIIATH (apMalleBTUUECKYIO
NeSITENIbHOCTh B cdepe oOpalleHus JIeKapCTBEHHBIX CPEICTB IS MEIUIMHCKOTO MPUMEHEHHUS I10
yKa3aHHOMY ajpecy (3a HCKIIOYEHHEM O0OCOOJEHHBIX TOJApa3/IeICHUNH  MEIUIIMHCKUX
opraHusanuii);

(B pen. Iloctanosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

I) CBEIACHMS O HAJIWYUHM JOIMOJHUTEIBHOTO MPO(ecCHOHATBHOTO 00pa3oBaHUS B YacTu
PO3HMYHON TOPTOBJIM JIEKAPCTBEHHBIMU TIpenaparaMy JUIsl MEAWIUHCKOTO TPUMEHEHUS H O
HaJIMYUU TpaBa Ha OCYLIECTBJICHUE MEAMIIMHCKON JESITeTbHOCTU — JUIsl paOOTHUKOB, HAMEPEHHBIX
OCYILECTBIATH (hapMalleBTHUECKYIO AESITEIbHOCTh B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEJCTB
JUI. MEIUIIMHCKOTO NMPUMEHEHHs] B 000COOJIEHHBIX MOAPA3JCIECHUAX MEIUIMHCKUX OpraHu3alui
0 YKa3aHHOMY aJIpecy;

(B pen. [Nocranosnenus [IpaBurensctBa PO ot 28.11.2020 N 1961)

J1) CBEJIEHUSI O HAJM4YMU BBICIIETO WJIM CpeAHEro (hapmarieBTH4YEeCKOro OO0 BBICHIETO WU
CpPEeIHEr0 BETEPUHAPHOTO O0O0pa3oBaHUs M CEPTU(MUKATOB CHEIHAIMCTOB — II PaOOTHUKOB,
HaMEpPEHHBIX  OCYIICCTBIISITH  (PapMalleBTUYECKYIO  JIEATEILHOCTh B cdepe  oOpameHus
JIEKapPCTBEHHBIX CPEJICTB Ul BETEPUHAPHOTO MPUMEHEHUS TI0 YKa3aHHOMY aJIpecy;

(B pen. Ilocranosnenus [IpaButenscta PO ot 28.11.2020 N 1961)

€) CBEICHMS O HAJIMYUHM CAHUTAPHO-3MUAEMHOJIOTMUYECKOTO 3aKJIIOUEHUS O COOTBETCTBUU
MOMEILIEHUH [0 YyKa3aHHOMY aJpecy TpeOOBaHUSM CaHUTAPHBIX MpaBWI (32 HCKIIOYCHHEM
MEIUIIMHCKUX OpraHu3anuii, 000COOJEHHBIX MOApA3JCIeHUH MEIUIUHCKUX OpraHu3aluil),
BBIJJAHHOTO B YCTAHOBJICHHOM MOPSIKE.

(B pen. Ilocranosnenus [IpaButenscta PO ot 28.11.2020 N 1961)

9. Ilpu HamepeHUM BBINOJHATH HOBbIE pabOTHI, OKa3bIBaThb HOBBIE YCIIYTH, COCTaBJIAIOLINE
(bapMaleBTUUECKYI0 JEATeNbHOCTb, paHEe HE MPEeIyCMOTPEHHbIC JIUIIEH3UEH, JIUIEH3UaT B
3asBJICHUU O MepeoPOPMIICHUN JIMLEH3UHN YKa3bIBAET:

(B pen. Ilocranosnenus IlpaButenscTBa PO ot 28.11.2020 N 1961)

a) B cgepe oOpallleHUs JIEKAPCTBEHHBIX CPEACTB JUIsl MEIUIMHCKOTO HpHUMEHEeHus (3a
UCKIIIOYEHHEM IIEPEBO3KU JIEKAPCTBEHHBIX CPEJICTB):

CBEJICHUS O COCTABJIAIOUINX (hapMaleBTUYECKYIO AEATEIbHOCTh paboTax (yciyrax), KOTopble
JIMIIEH3UAT HAMEPEH BBIMOJHATH (OCYLIECTBIIATH);

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.11.2020 N 1961)

CBEICHUSI O HAJMYUU BBICHIETO WM CpeAHero (hapMaleBTHUECKOro o0pa3oBaHMUS U
CepTHU(PUKATOB CHELUAIUCTOB — JUIsi paOOTHUKOB, HAMEPEHHBIX BBIMOJHATH (OCYILECTBIISATH)
paboThI (yCiIyru), 3a UCKIIOUEHHEM 000COOIEHHBIX MOIpa3/IeIeHni MeTUIIMHCKUX OpraHu3aIuii;
(8 pen. IlocranoBnenus IlpaButensctBa PO ot 28.11.2020 N 1961)

CBEJICHUS O HAJMYUU HE0O0XOJUMOro 0O0OpYyJOBaHUS, COOTBETCTBYIOIIEIO YCTaHOBJIEHHBIM
TpeOOBaHUSAM, a TaKXkKe CAHUTAPHO-3MHIEMHOJIOIMYECKOIO 3aKIIOYeHHs O COOTBETCTBHHU
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MOMEUICHNH, TPeHA3HAYEHHBIX Ul BBINOJHEHUS (OCYyIIeCTBICHH) paboT (ycayr), TpeOOBaHUAM
CAaHWTAapHBIX MOpaBWI (32 HCKIIOYEHHWEM  MEOUIMHCKUAX  OpraHu3anuid, 000COOIEHHBIX
MOApa3IeIEHNH MEAULIMHCKUX OPraHU3alMii), BBIJAHHOIO B YCTAHOBJIEHHOM IOPSIKE;

(B pen. [Tocranosnenus [IpaBurensctBa PO ot 28.11.2020 N 1961)

0) B cdepe oOpaleHus JeKapCTBEHHBIX CPEACTB Il BETEPUHAPHOTO TIPUMEHEHUS:

CBECHUSI O COCTABJISAIOUINX (hapMalleBTUUECKYIO AESITEIbHOCTh padboTax (yciayrax), KOTopble
JUIEH3MAaT HAMEPEH BBINOIHATD (OCYILECTBIISATD);

(B pen. [Tocranosnenus [IpaBurensctBa PO ot 28.11.2020 N 1961)

CBEICHUS O HAJIMYHMU BBICIIETO WM CpenHero (apMaleBTHUECKOTO JIMOO BBICIIET0 WIIH
CpPEHEr0 BETEPUHAPHOIO OOpa30BaHMSI W CEPTUPHUKATOB CIEUUANIUCTOB — Ui PAOOTHHUKOB,
HaMEPEHHBIX BBITOJIHATH (OCYIIECTBIIATH) PaOOTHI (YCIyrH);

(B pen. [Mocranosnenus [IpaBurensctBa PO ot 28.11.2020 N 1961)

CBEICHMSI O HAJIMYMHM HEOOXOTUMOro 00O0PYAOBaHHS, COOTBETCTBYIOLIEIO YCTAaHOBJIEHHBIM
TpeOOBaHUAM, a TAKXKE O HAIMYUU CAaHUTAPHO-3MUAEMHOJIOTMYECKOT0 3aKIFOUEHUS O COOTBETCTBUU
MOMEILEHNH, MpeAHa3HAYE€HHBIX JJIS BBINOJHEHHs (OCYILECTBICHUS) 3asBICHHBIX padoT (yciyr),
TpeOOBaHUSAM CaHUTAPHBIX MPABUJI, BHIJAHHOTO B YCTAHOBJIEHHOM IOPSIJIKE.

(B pen. [locranosnenwuii [IpasutensctBa PO ot 04.07.2017 N 791, ot 28.11.2020 N 1961)

10. IIpn mpoBeneHNM NMPOBEPKH CBEACHMM, COAEP/KAIUXCS B MPEACTABICHHBIX COMCKATEIEM
JTUIEH3UN (NUIIEH3UaTOM) 3asBICHUM W TIPUJIaraéMblX K HEMY JTOKYMEHTax, COOJOIeHUs
COMCKATeNeM JIMICH3WN (JIMIIEH3UaTOM) JUIIEH3MOHHBIX TPEOOBAHUH JIMIICH3UPYIOMUNA OpraH
3ampamrBacT HEOOXOMUMBIC I OCYIIECTBICHUS JIMIICH3UPOBAHUS CBEACHUS Yy OPraHOB,
MPEIOCTABIISIIOIINX TOCYAApCTBEHHBIE YCIYTHM, OPraHoB, MPEIOCTaBISIOMUX MYHHUIUIATbHBIC
YCIIYTH, HWHBIX TOCYIApPCTBEHHBIX OpPraHOB, OPraHOB MECTHOTO CaMOYIpPaBJICHHUS JHOO
MMOJIBEJIOMCTBEHHBIX MM OpraHM3alluii B MOpsAKe, ycTaHoBIeHHOM denepanbHbiM 3akoHOM "OO
OPraHu3aIuy MPEAOCTaBICHHS TOCYIapPCTBEHHBIX U MYHUIIMTIATBHBIX yCIyT".

11. JIunen3upyromnuii opran pasMemaer B ¢peaepaibHON TOCYIapCTBEHHOW HHPOPMAIIMOHHOK
cucteMe "ENMMHBIA MOPTAT TOCYAAPCTBEHHBIX W MYHHIIMIAIBHBIX yciyr (GyHKmui)" B mopsake,
ycranoBieHHOM [IpaButenbctBoM PO, cBenenus o Xo/1e MPUHATHS UM PEIICHHUS O MPEA0CTaBICHUH
Wik nepeoGopMIICHUU JUIEH3UH, MPOBEICHUSI TPOBEPKU COOTBETCTBUSI COMCKATENs JIMLIEH3UU U
JTUIEH31aTa JIMIEH3UOHHBIM TPeOOBaHUSIM, ITPElyCMOTPEHHBIM HacTosmM [lonoxenuem.

12. Wndopmanus, OTHOCAIIASACS K OCYIIECTBICHHUIO (apMalleBTHUECKON AeqaTeIbHOCTH,
npeaycMoTpeHHas vactiMu 1 um 2 crarbum 21 @epepanbHoro 3akoHa "O JIMLIEH3UPOBAHUU
OTJICIbHBIX BUIOB JESATENBLHOCTH", pa3MeniaeTcsi Ha 0(UIIMAIBHOM CailiTe JTUIIEH3UPYIOIIEro OpraHa
B UH(OPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu "UHTepHet".

Hoctyn K oOmenoctynHoi uHGOpMaAUyU, COJEpKalleiics B  peecTpe JIMIEH3UH,
obOecrieunBaeTcs JMICH3UPYIOIMIUM OpPraHOM, BEOYIIUM COOTBETCTBYIOIIMI peecTp IUIEH3UH,
MIOCPE/ICTBOM €€ pasMelleHHs] B MH()OPMAIMOHHO-TEIEKOMMYHUKAIMOHHON cetn "MHTepHeT", B
TOM uyHucie B (opMe OTKPBITHIX JaHHBIX. JlaHHBIE O JHIEH3USIX, COJEpKalluecs B
COOTBETCTBYIOILIEM pEECTpE JIMLEH3UM, MOJYy4aloT CTAaTyC OTKPBITBIX JAaHHBIX IIPU BHECEHUU
COOTBETCTBYIOIEH 3allCU B COOTBETCTBYIOUIUI PEECTP, KOTOPBIA BEJETCS B 2JIEKTPOHHOM BHJIE.

AxryanbHas uHGOPMAILIUS U3 PEecTpa JIUIEH3UNH JOHKHA 0TOOpaxkaThCsl B MHPOPMAIIMOHHO -
TeJIEKOMMYHUKAIIMOHHON ceTu "MHTepHeT" B pexxuMe peabHOro BpeMEHH JIM00 B TEUEHUE CPOoKa,
HE MPEBBIIAIONIETO 5 MUHYT.

(m. 12 B pen. IloctanoBnenus [IpaButenscrea PO ot 28.11.2020 N 1961)

13. JIMIeH3NOHHBIN KOHTPOJIb OCYHICCTBIISICTCA B NOPAAKE, YCTAHOBJICHHOM (I)C,HepaJIBHBIM
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3akoHOM "O 3amuTe NpaB OPUAMYECKUX JIML M HHAWBHUIYyalbHBIX IpEIIpPUHUMATENECH IpH
OCYILECTBIEHUH I'OCYIapCTBEHHOIO KOHTPOJIS (HaA30pa) U MyHULIUIIAJILHOTO KOHTPOJIA", C yUeTOM
0COOCHHOCTEH, ycTaHOBICHHBIX DenepanbHbiM 3ak0oHOM "O JTUIEH3UPOBAHUU OT/CIBHBIX BUJIOB
JeSITEIbHOCTH .

14. IlpencraBieHue COMCKAaTeNIeM JIMIIEH3UU 3asBJIEHUS U JIOKYMEHTOB, HEOOXOIUMBIX AJIs
MOJIyUYEHUSl JIMIEH3UU, M UX [PUEM JIMLEH3UPYIOUIUM OpPraHOM, NPHUHITHE JUUEH3UPYIOIINM
OpraHoM peLIeHHs] O TPEIOCTABICHUN JHIEH3UN (00 OTKa3e B MPENOCTaBICHUU JIUICH3HH),
nepeoGopmiieHHH JUIEH3UN (00 OTKa3e B TepeoOPMIICHHH JIMIEH3MH), MPHOCTAHOBIICHUH,
BO30OHOBJICHUH, NPEKpALIeHUH ACUCTBUS JIMIIEH3UM, a TaKXKe IMPEeJIO0CTABICHNUE BBINUCKUA U3
peecTpa JHIeH3UH, POPMUPOBAHNE U BEICHHUE JINLIEH3MOHHOTO JIeNa, BEIEHUE peecTpa JIMLEH3UN U
MIPEIOCTABJIICHUE CBEJIEHUM, COJEP)KALIUXCA B PEECTpe JMIEH3UM, OCYIIECTBISIOTCA B TMOPSIJIKE,
ycranoBjeHHOM DenepanbHbIM 3ak0HOM "O JHUIIEH3UPOBAHUH OTJCIHHBIX BUOB ACSITEIBHOCTH" .
(B pen. Iloctanosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

15. Benenne CBOJHOIO peecTpa JUIEH3WW, BBIJIAHHBIX OpraHaMHW HWCIOJHUTEIbHOW BJIACTH
cyObekToB P® B COOTBETCTBUM C MEpPEJaHHBIMU MOJIHOMOYMSIMHU, ocyiiecTBisieT denepanbHast
ciryx0a 1Mo HaJ3opy B cepe 3ApaBOOXpaHEHHUS.

(B pen. IlocranoBnenus IlpaBurensctBa P® ot 04.09.2012 N 882)

16. Opranbl UCTIOJTHUTENBHOU BIacTH cyObekTOB PO exemecsuno, He no3anee 10-ro yucia,
HaNpaBJIAIOT B MEYaTHOM M AJIEKTPOHHOM BHJIE JaHHbBIE, COJIEpIKalllMecss B peecTpax JIULEH3UN
cyonsektoB PO, B @enepanbHyro CiIyk0y 1o Haa30py B chepe 31paBoOXpaHEHUSI.

(B pen. [locranosnenus [IpaButenscta PO ot 04.09.2012 N 882)

17. 3a mnpenocraBieHHWE JUIEH3UPYIONIUM OpPraHoOM JIMIICH3UH, €€ MepeodopMIIeHHE
yIUIaYMBaEeTCsl TOCYIAapCTBEHHas MONUIMHA B pa3Mepax U MOpsAKe, KOTOpble YCTaHOBJICHBI
3akoHoAaTenscTBOM P®d o Hanorax u coopax.

(B pen. Ilocranosnenus [IpaButenscta PO ot 28.11.2020 N 1961)

18. ®denepanbHas ciayx0a 1Mo Hax30py B cdepe 31paBOOXpAaHEHUS HAIPABIISIET B TEYCHHE S5
pabounx JAHEW B OpraHbl TOCYyJapCTBEHHOMN BiacTu cyObekToB P®D, ocyliecTBIIsOMINE TOJIHOMOYUS,
ykazaHHble B yHKTe 1 yactu 1 crateu 15 ®denepanbHoro 3akoHa "OO OCHOBaX OXpaHbI 3/I0POBbS
rpaxzaan B PO", 3aBepeHHbIE KONUU MPUKA30B O MPUOCTAHOBIEHUU W BO30OHOBJICHHM ACHCTBUS
JTUIEH3UH, Ha3HAYeHWH TPOBEPOK JHUIICH3WATOB, KOMHUU AaKTOB IPOBEPOK JHUIICH3UATOB,
MpeInucaHuii 00 ycTpaHeHHUH BBISBICHHBIX HAPYIIEHUH JTUIEH3UMOHHBIX TPeOOBAaHUM, TPOTOKOJIOB
00 aJIMHHHCTPATUBHBIX IMPABOHAPYIICHHUSIX, MOCTAHOBJICHUNH O Ha3HAUYEHWUU aJMHUHUCTPATHUBHBIX
HaKa3aHUM M APYruX JOKYMEHTOB, CBSI3aHHBIX C OCYIIECTBICHHUEM JIMIICH3UOHHOTO KOHTPOJIS B
OTHOIICHUM JIMIIEH3HATOB (32 KCKIIOUEHUEM JIMIEH3UATOB, MPEACTABUBIIUX 3aiBJICHUS O
nepeoopMiieHUU  JUIEH3UN), OCYIIECTBISIOUMX (apMaleBTHUECKYIO0 JAEATeIbHOCTh, IS
BKJIIOUEHUS B JIMIIEH3MOHHBIE NI,

(. 18 BBeneH IlocranoBnenuem [IpaBurenscta PO ot 23.09.2016 N 956)
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[punoxenne k [lonoxeHnto 0 TUIEH3UPOBAHUH (PAPMALIEBTUUECKON NS TEIHLHOCTH

IlepeyeHnb BHINOJHSIEMbBIX PA00T, OKA3bIBAEMbIX YCJIYT, COCTABJISIONIHX
(hapmaneBTHYECKYIO 1eATEIBHOCTH

I. B cepe oOpameHus JeKapCcTBEHHbIX CPEACTB AJIS1 MEAULMHCKOIO
NPUMEHEHU S

. OrrToBast TOProBiIs IEKAPCTBEHHBIMU CPEICTBAMH JIJIsi MEUITMHCKOTO PUMEHEHUSI

. XpaHeHHe JEKaApCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO TPUMEHEHUS

. XpaHeHHe JEeKapCTBEHHBIX MTPENAPATOB JI1 MEAUIIMHCKOTO MPUMEHEHUS

. IlepeBo3Ka n1€KapCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO TPUMEHEHUS

. IlepeBo3Ka J€KapCTBEHHBIX TPENAPATOB JJISI MEIULIMHCKOTO TPUMEHEHUS

. Po3HMYHAas TOProsiid 1€KapCTBEHHBIMM MpenapaTraMu [l MEIUIIMHCKOTO TPUMEHEHUS
. OTnyck NeKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MTPUMEHEHUS

. I3roToBneHne neKapCTBEHHBIX MPENAPATOB JI1 MEAUIIMHCKOTO MPUMEHEHUS

OO\ LN B~ W=

I1. B cdepe oOpamieHnst JIeKAPCTBEHHBIX CPEICTB JISl BETEPHHAPHOI0
NPUMEHEeHUs

. OrnrToBasi TOProBiIst IGKAPCTBEHHBIMU CPEACTBAMH ISl BETEPUHAPHOTO TPUMEHEHUS

. XpaHeHHe JeKapCTBEHHBIX CPEJCTB AJIsi BETEPUHAPHOTO IPUMEHEHUS

. XpaHeHHe JeKapCTBEHHBIX MPENapaToB /Uil BETEPUHAPHOTO MPUMEHEHHS

. [lepeBo3Kka jieKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTIO IPUMEHEHUS

. [lepeBo3Ka jeKapCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO MPUMEHEHHS

. Po3HnYHas TOprowiist JeKapCTBEHHBIMU MpenapaTaMu JJisl BETepUHAPHOTO MPUMEHEHHUS
. OTIycK JeKapCTBEHHBIX MIPEnapaToB AJIsl BETEPUHAPHOTO IPUMEHEHUS

. U3rotoBneHue nekapcTBEHHBIX MPENapaToB JjIsl BETEPUHAPHOTO IPUMEHEHUS

OO LN B~ W —
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