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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. e o [ata coxpaHeHus: 22.07.2022
O nuueH3npoBaHun hapMaLeBTUHECKOW AeSTENbHOCTW...

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 22 pekabps 2011 r. N 1081

O JIMLEEH3NPOBAHUN ®APMALIEBTUYECKOWU OEATENBHOCTU

CHucoK N3MEHSIOMINX IOKYMEHTOB
(B pen. IlocranoBnenwuii [IpaButenscrea PO ot 04.09.2012 N 882,
ot 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,
ot 09.03.2022 N 328)

B cootBercTBHM ¢ PenepanbHbIM 3aKOHOM "O JTUMIEH3UPOBAHUM OTIICIbHBIX BUJIOB IESITEILHOCTH"
[IpaButensctBO Poccuiickoit @enepaiuy nmoCcTaHOBIISIET:

1. Y1BepauTs npuiaraemoe [lonoxxenue o MMueH3upoBaHUM (HapMaLeBTUUECKOM JesITeIbHOCTH.
2. Ilpu3HaTh yTpaTUBILIUMU CUITY:
nocranoBienue IIpaBurensctBa Poccuiickoit ®@enepaumu or 6 wumions 2006 r. N 416 "OO6

yTBepkaeHnn [lomokeHWst O JUIEH3WpOBaHWU (apmarieBTudeckoii aestensHocTH (CoOpanue
3akoHo1atenscTBa Poccuiickoit deneparuu, 2006, N 29, ct. 3250);

IYHKT 2 W3MEHEHHUH, KOTOpble BHOCATCS B akThl I[IpaButenscTtBa Poccuiickoit depepanuu 1o
BOIIPOCaM JIMLIEH3UPOBAHMS OTACNbHBIX BHUIOB JEATEIHHOCTH, YTBEP)KIEHHBIX ITOCTAHOBJICHHUEM
IIpaBurensctBa Poccuiickoit ®enepanyu ot 7 ampenst 2008 r. N 241 (CoGpanue 3aKOHOIATENBCTBA
Poccuiickoit ®eneparuu, 2008, N 15, ct. 1551);

nyHKT 2 noctaHoBieHust [IpasutensctBa Poccuiickoit ®enepaunun ot 18 mas 2009 r. N 426 "O
BHECEHUM WM3MEHEHHW B HeKoTopble akThl [IpaButenbctBa Poccuiickont ®denepanum mo Bopocam
nuneH3upoBanus  (dapmarieBTuueckoir nesrenbHocTH" (CoOpaHue 3akoHomarenbcTBa Poccuiickoi
®enepauun, 2009, N 21, ct. 2575);

IYHKT 7 W3MEHEHUH, KOTOpbIE BHOCATCA B mocraHoBieHus IIpaBurenscrBa Poccuiickon
®enepanuy 0 BOIIPOCAM, CBA3aHHBIM C COBEPIICHCTBOBAHUEM I'OCYJaPCTBEHHOIO PEryJIMPOBaHUs LICH
Ha )KM3HEHHO HEOOXO0IMMbIE U BayKHEHIIINE JIEKAPCTBEHHbIE CPEJICTBA, YTBEPHKIEHHBIX IOCTAHOBJIEHUEM
[IpaBurensctBa Poccuiickoit @enepamuu ot 8 aBrycta 2009 r. N 654 (CoOpanue 3aKOHOIATEIHCTBA
Poccutickoit @eneparuu, 2009, N 33, cT. 4086);

IOVHKT 14 u3MeHeHu#, KoTopble BHOCATCS B akThl IIpaBurenscrBa Poccuiickont @enepanyu 1o
BOIPOCAaM TOCYJapCTBEHHOTO KOHTpOJI (Haa30pa), YTBEPKICHHBIX MocTaHOBIeHHEM llpaBuTenscTBa
Poccwuiickoit @eneparuu ot 21 ampens 2010 r. N 268 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoi
®enepanun, 2010, N 19, ct. 2316);

IOYHKT 16 W3MEHEHHM, KOTOpble BHOCATCS B mocTtaHoBieHus [IpaBurenbctBa Poccuiickoi
@denepanii 10 BONPOCAM  TIOCYJApCTBEHHOW  IOLUIMHBI,  YTBEP)KIEHHBIX IOCTAaHOBJIECHUEM
IIpaBurensctBa Poccuiickoit @eneparun ot 24 centsaops 2010 r. N 749 (Cobpanue 3aK0HOIATENBCTBA
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
KOHCYJ/IbTAHTIINTIOC
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

Poccuiickoit @eneparun, 2010, N 40, ct. 5076);

nocranoBienue [IpaBurensbctBa Poccuiickoit @enepauuu ot 13 wHos6ps 2010 r. N 903 "O
BHeceHuu u3MeHeHui B [lonoxenue o smnen3upoBannn papmaneBtudeckoi aesrensHoctu" (Codpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2010, N 47, cT. 6126);

nocranossienue [IpasutensctBa Poccniickoit denepamuum ot 28 uronsg 2011 r. N 622 "O BHeceHuun
n3MeHeHui B myHKT 4 [lonoxxenus o nuueH3upoBanuu (papmaneBTudeckoil nesarenpHoctu” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2011, N 32, cT. 4823).

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit ®enepanun
B.ITYTUH

YT1BEpKACHO

nocranopyiieHueM [IpaButenscTBa
Poccuiickoit deneparuu

ot 22 nexabps 2011 r. N 1081

NMONOXEHUE O NULEH3UMPOBAHUU ®APMALIEBTUYECKOWN OEATENIbHOCTHU

Crrcox M3MEHSIOIUX JOKYMEHTOB
(B pen. [locranosnenwuii [IpaButensctea PO ot 04.09.2012 N 882,
or 15.04.2013 N 342, ot 23.09.2016 N 956, ot 04.07.2017 N 791,
o1 21.02.2020 N 192, ot 15.05.2020 N 687, ot 28.11.2020 N 1961,
ot 09.03.2022 N 328)

Koncynprantlntoc: npumeyanue.

OO0 OJHOBPEMEHHOM JIMLIEH3UPOBAaHMM (DapMaleBTHUECKOM U MEIUIMHCKON JesTeIbHOCTH
000COOJIEHHBIX MNOJpPA3/CICHUl MeJOpraHu3alii, pPacloOJOKEHHBIX B CEJIbCKUX HACEIEHHBIX
IIyHKTaX, TJe HeT anTek, cM. [locranosnenue [Ipasutensctea PO ot 03.04.2020 N 440.

1. Hacrosimee IlonoxkeHue ycTaHaBIMBAaeT TMOPAIOK JIHMIICH3UPOBAHUS (hapMalleBTHUECKON
JeSITebHOCTH, OCYIIECTBISIEMOM IOPUINUYECKUMH JIMLAMH, BKJIIOYas OpraHU3alliyd ONTOBOM TOProBIU
JICKapCTBEHHBIMH CpPEACTBAMH, ANTEYHbIE OpPraHM3ALMHM, BETEpUHAPHBIC anTeyHble OpraHU3allvu, a
TaK)K€ MEIMIIMHCKUE OpPraHu3aluu U UX 000C00JIeHHbIE To/Apa3aeneHus (UeHTPhl (OTACIeHHs) o0IIei
BpaueOHOM (ceMeliHOM) mnpakTuku, amOynatopuu, ¢enpamepckue U (eabAlepCcKo-aKylepcKue
MTyHKTHI), PACIIONIOKEHHbIE B CEIbCKUX HACEJIEHHBIX IMyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTe€4yHbIE
OpraHu3aluu (J1ajgee COOTBETCTBEHHO - MEIUIIMHCKHE OpraHU3aluu, 000COOJIEHHBbIE MOpa3AeiecHUs
MEULUHCKUX OpraHu3aruii), BETepUHApHbIE OpraHu3alui, U WHIWBUAYATbHBIMU
NpeaNpPUHIMATEISIMU.

1(1). JlunensupoBanue ¢apMaleBTHYECKON AEATEIBHOCTH, OCYLIECTBISIEMON Ha TEPPUTOPUHU
MEXyHapOAHOTO MEIWIIMHCKOTO KilacTepa MHOCTPAHHBIMH FOPUAWYECKHMH JUIIAMU - YYaCTHUKAMHU
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
KOHCYJIbTAHTINIOC
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

MPOEKTa MEXAYHAPOJIHOIO MEIUIMHCKOIO KIJIAaCTepa, OCYIIECTBIISIETCS B COOTBETCTBHM C HACTOSIINM
[TonoxkeHreM ¢ y4eToM OCOOCHHOCTEH, yCcTaHOBIEHHBIX DenepalbHbIM 3aK0HOM "O MeXIyHapOIHOM
MEIMIIMHCKOM KJIACTEPE W BHECEHUM HM3MEHEHUN B OTIECIbHBIC 3aKOHOJATENIbHBbIE aKThl PocchiicKon
Oenepanun".

(m. 1(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 21.02.2020 N 192)

2. d)apMaueBTquCKax JACATCIIBHOCTb BKIIOYACT pa6OTBI " YCIIYT'H COITIACHO IIPUJIOKCHUTO.

3. JluueHsupoBaHHe  (apMaleBTUYECKOW  JEATENbHOCTH  OCYIIECTBISIOT  CIEAYIOILIUE
JIULEH3UPYIOIINE OPTaHBI:

a) DexepanpHast cayxba Mo HaA30py B cdepe 3ApaBOOXpAHEHUS - B YAaCTH JACSITEIBHOCTH,
OCYILIECTBJISIEMOM:

OopraHu3anusMu OIITOBOM TOProBjIin JICKAPCTBCHHBIMHU CPEACTBAMU JIA  MCIUIHHCKOI'O
IIPUMEHCHUSA

AlITCUYHBIMU OpraHu3alusaIMHu, IMOABECAOMCTBCHHBIMU Q)eﬂepaJ'IBHLIM OopraHamM HUCIOTHUTEIbHON
BJIaCTH,

UHBIMH OpPraHM3alUsMH ¥ WHAWBUIYAIbHBIMH TMPEANPHHUMATENSIMH, OCYIIECTBISIONIMMU
(hapMareBTHYECKYI0 JIEATENFHOCTh, B YacTH OIEHKH COOJIOJCHUS JIMIIEH3MOHHBIX TpeOOBaHUH (3a
UCKITIOYEHHEM JIMIIEH3UATOB, MPEACTaBUBIINX 3asBJICHHUS O BHECEHUU MU3MEHEHHMH B peecTp JIMILIEH3HI),
IIOJTHOMOYUH! 110 IPHUOCTAHOBIIEHUIO, BO3OOHOBIJICHUIO IEHCTBHSI U aHHYJIMPOBAHUIO JIULICH3UH;

(8B pen. lloctanoBnenus IIpasutenscrea PO ot 09.03.2022 N 328)

(mm. "a" B pen. Hocranosnenus [Ipasurenscta P@ ot 23.09.2016 N 956)

0) opraHsl HCIOJHUTEIBHONH BiIAacTH CyObekToB Poccuiickoit ®exepanuu - B YacTu
OCYIIECTBIICHHS JESATEILHOCTH B cdepe OOpalieHusi JIEKAPCTBEHHBIX CPEICTB JUISI MEAMIIMHCKOTO
MPUMEHEHUs (B YacTH TNPEJOCTaBICHHS JIMLIEH3UH M BHECEHHS HM3MEHEHHH B pPEeCTp JIMLEH3UH,
IIPEIOCTABIICHUS BBINMCOK W3 peecTpa JIMLEH3UH, OLEHKH COOTBETCTBUS COMUCKATENS JIMLEH3HH,
JMIIEH3MaTa JIMLIEH3UOHHBIM TpPeOOBaHUSAM B OTHOUIEHWM COMCKAaTeled JUIEH3UH M JIMIEH3UaTOB,
IIPEACTABUBIINX 3asBJICHUSA O BHECEHUUM HM3MEHEHMM B pEECTp JIMLEH3UH, NMPEKpallcHUs IEeHCTBUS
JUIEH3UH, (POPMHUPOBAHUS U BEJCHUS PEECTPOB MIPEJOCTABICHHBIX OpraHaMU roCy1apCTBEHHOM BIACTH
cyobekToB Poccuiickoit denepanmm nuneH3ui, yTBepkIeHHUs (GopM 3asBICHUNH O NPEIOCTaBICHUH
JUIEH3UH, BHECEHUU W3MEHEHUN B PEECTp JIMIIEH3UM, yTBep)KJIeHUs (GopM yBeIOMIIEHUNH MU JIPYTUX
UCIOJb3YEMBIX B IIPOLECCE JIMIECH3UPOBAHUA JOKYMEHTOB, a TaKKE€ B YacTH IPEIOCTABIICHUS
3aMHTEPECOBAaHHBIM JIMIIaM WH(OpPMALMU 10 BOIPOCAM JIMLEH3UPOBAHMS, BKIIIOYAsl pa3MEIIeHUue 3TON
uHpopMalMK Ha OQHUIMATIBHBIX cailiTax OpraHOB TOCYAApCTBEHHOW BiacTH CcyObeKTOB Poccuiickoit
@enepar B MHGOPMAMOHHO-TEIIEKOMMYHUKAIMOHHONW cetn "MHTepHeT" C yKa3aHHEM aJpecoB
AJIEKTPOHHOW IOYTHI, MO KOTOPHIM IIOJIB30BATENIIMU 3TOH WH(POpPMAIUKU MOTYT OBITH HAaINpPaBIICHBI
3arpockl U NMoJy4YeHa 3anpammBaeMasi HHGopmaius), OCyIIecTBISIEMON:

(B pen. [Hocranopnenus [IpaButensctBa PO ot 09.03.2022 N 328)

OpPraHu3alusMH, 3a WCKIIOYEHUEM OpraHu3alil ONTOBOM TOPIOBJIM  JIEKAPCTBEHHBIMU
CpPEACTBAMHM JUISI MEIMLMHCKONO NPUMEHEHUS W aNTEYHBbIX OpraHu3alui, IOJBEIOMCTBEHHBIX
(denepanbHBIM OpraHaM UCTIOTHUTEIILHOM BIIACTH;

HHIAWBUAYAJIbHBIMHA HNPCANIPUHUMATCIIAMU,

www.consultant.ru CrpaHvua 3 u3 14
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=330122&date=22.07.2022&dst=12&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=385826&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=422046&date=22.07.2022&dst=47&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=411319&date=22.07.2022&dst=100012&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=385822&date=22.07.2022&dst=100023&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=411319&date=22.07.2022&dst=100015&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. e o [ata coxpaHeHus: 22.07.2022
O nuueH3npoBaHun hapMaLeBTUHECKOW AeSTENbHOCTW...

MHOCTPAaHHBIMH  IOPUAWYECKMMHU JIMIAMM - YYaCTHUKaMH TIIPOEKTa  MEXIyHAapOJHOTO
MEIULMHCKOTO KIIacTepa;
(a63ar BBeneH [locranoBnenuem [Ipasurensctsa PO ot 21.02.2020 N 192)
(nm. "0" B pexn. Hocranosnenus IIpaBurenscrBa P® ot 23.09.2016 N 956)

B) @enepanbHasg ciayxk0a IO BeTepUHApPHOMY U (UTOCAHUTAPHOMY HAI30py - B 4YacTu
NeSITeIbHOCTH, OCYIIECTBISIEMOM B cepe oOpallleHus JEeKapCTBEHHBIX CPEICTB Uil BETEPUHAPHOTO
IIPUMEHEHHUSI.

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

4. Cowuckarenp JHIEH3UU JIi OCYIIECTBICHHUS (hapMalEBTHUECKOW JESITEIBHOCTH IOJKEH
COOTBETCTBOBATh CJICIYIOIIUM JTUIIEH3UOHHBIM TPEOOBAHUSM:

a) HaJIM4Ke TIOMEIICHU 1 000pyI0BaHMs, MPUHAICKAIINX €My Ha MpaBe COOCTBEHHOCTH WJIU Ha
MHOM 3aKOHHOM OCHOBAaHUH, HEOOXOIUMBIX JJISI BBINOJHEHUS paboT (yciyr), KOTOpbIE COCTaBISIOT
(bapManeBTUYECKYI0  JIeATENIbHOCTh,  COOTBETCTBYIOLIMX  YCTAHOBJIEHHBIM  TpeOoBaHUSAM  (3a
UCKJIIOYEHHEM MEIUIMHCKUX OpraHu3aluié M 00OCOOJEHHBIX MOJApa3feieHUNd METUIIMHCKUX
OpraHu3anui);

0) HaTU4KMe y MEAUIIMHCKONW OpraHU3aIMK - COMCKATENS JIMIICH3UU JIUIICH3UN Ha OCYIIECTBIICHUE
MEIUIIMHCKON JIeATeTbHOCTH;

B) HaJIM4YUE Yy PYKOBOJAUTENA OpraHu3aluu (3a HCKIIOYECHHEM MEIULUHCKUX OpraHM3alluii),
NeSTeIbHOCTh KOTOPOTO HEMOCPEICTBEHHO CBs3aHA C OINTOBOM TOProBIEed JeKapCTBEHHBIMU
CpeACTBaMHU, HX XpaHEHHEM, MEpeBO3KOM M (MIM) PpO3HUYHONH TOPrOBJIEH JIEKapCTBECHHBIMU
IpernapaTamu, UX OTIyCKOM, XpaHEHUEM, IEPEBO3KOM U N3TOTOBICHUEM:

JUIL OCYIIECTBJICHUsI (papManeBTUYECKOH JeATeNbHOCTH B cepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB Il MEIUIMHCKOTO MPUMEHEHMsI - BBICHIETO (hapMalieBTHUECKOro OOpa3oBaHMsI M CTaxka
paloThI IO CHIEUUATILHOCTH HE MeHee 3 JieT 100 cpeiHero (hapManeBTUIeCKOro o0pa3oBaHus U CTaxka
paboTBhI 10 CIIELUATLHOCTH HE MEHee 5 JIeT, cepTu(uKaTa CrieuaniucTa;

JUI OCYLIECTBJICHUs (papMalleBTUUECKO aedATenbHOCTH B cdepe oOpalleHus: JeKapCTBEHHBIX
CPeACTB JUIsl BETEPUHAPHOTO IPHUMEHEHHsI - BBICHIETO WM CpPEAHEro (apMameBTUYECKOro JHO0
BBICIIIETO WJIM CPEJHET0 BETEPHHAPHOTO 00pa30BaHUs, CTaxa pabOTHI MO CIIEIUAILHOCTH HE MeHee 3
JIeT, cepTU(UKaTa CTIeHUaNINCTa;

F) HaJIMIUC Y UHAWBUAYAJIbHOI'O ITPCAIIPHUHUMATCIIA:

JUIE OCYIIECTBJICHUsT (DapMalleBTUYECKOH JeATeIbHOCTH B cdepe oOpalleHus: JeKapCTBEHHBIX
CPEICTB IJIsi MEIUIIMHCKOTO TMPUMEHEHHsI - BBICHIETO (hapMaIleBTHUYECKOro OOpa3oBaHMS W CTaxa
paboThI MO CIIEUATBFHOCTH HE MEHee 3 JIeT WIK CpeAaHero (apManeBTHYECKOro 00pa30BaHUs U CTaxKa
paboTEHI 1O CIIEATLHOCTH HE MEHee 5 JIeT, cepTu(uKaTa CrieruaiicTa;

JUIsL OCyIIECTBIIEHUS (hapMalieBTHUECKON NEesATENIbHOCTH B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHMs - BBICHIErO0 WM CpPeAHEro (apmaneBTH4eCKOro Jubo
BBICILIETO WM CPEJHETO BETEpUHApHOro 00pa30BaHus, cepTu(uKaTa CrelHaInucTa;

II) HAJIMYHUC Y COUCKATCIIA JIMICH3NU pa6OTHI/IKOB, 3aKIIIOYHUBIINX C HUM TPYIAOBBIC HNOTOBOPHI,
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. e o [ata coxpaHeHus: 22.07.2022
O nuueH3npoBaHun hapMaLeBTUHECKOW AeSTENbHOCTW...

ACATCIIBHOCTE KOTOPBIX HCEMOCPECACTBCHHO CBsI3daHA C OINTOBOM TOpFOBJ’IeI\/’I JICKApCTBCHHBIMU
cpeacTtBaMu, HX XpaHCHUCM U (I/IHI/I) pO3HH‘IHOﬁ TOpI’OBJ’ICﬁ JICKAPCTBCHHBIMHU TIpCIIapaTaMu, HX
OTITYCKOM, XpaHCHUCM U U3I'OTOBJICHUEM, UMCIONIIHNX !

JUIL OCYIIECTBJICHUsI (papManeBTUYECKOH JeATeNbHOCTH B cepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB JUIsl MEAMIIMHCKOIO TpUMEHEHHUs (32 MCKIIOUYeHHEeM 000COOJIeHHBIX MoJpa3aesieHui
MEIUIIMHCKUX OpraHu3aluid) - BbICIIee WM cpelnHee (apmaleBTHUecKoe oOpa3zoBaHUE, cepTU(UKAT
CHEIHAIIUCTA,

JUIs OCYUIECTBJICHUs (papMalleBTHUECKO aedaTeNbHOCTH B cdepe oOpalleHus JeKapCTBEHHBIX
CPEACTB Ui MEIUIMHCKOTO TPUMEHEHUS B O0OCOOJICEHHBIX MOJAPA3ACICHUAX MEIUIIMHCKUX
OpraHM3alMi - JOTOJIHUTENbHOE NPO(ECCHOHAIBHOE 00pa3oBaHME B YaCTH PO3HUYHOM TOPTOBIH
JIEKapCTBEHHBIMU TpernapaTaMd JUisi MEAMIMHCKOIO TpPUMEHEHUs TMpH HaJlWyuu T[paBa Ha
OCYILIECTBIICHHE MEIULIUHCKON €ATEIbHOCTH;

JUISL OCYIIECTBICHUST (apMaleBTUYECKOH NESITENbHOCTH B cdepe oOpamieHus JIeKapCTBEHHBIX
CPEJCTB Il BETEPUHAPHOTO NMPHUMEHEHHUS - BBICIICE HIIM CpejHee (apMaleBTHYECKOe MO0 BEICIICE
W Cpe/iHee BeTepHHAapHOe 00pa3oBaHue, CepTU(HKAT CIECUATINCTA.

5. JlunieH3uat 11l oCyIiecTBICHHs (DapMaleBTHUECKON AESTEIHHOCTH JAOKEH COOTBETCTBOBATH
CJIEYIOIINM JIUTIEH3HOHHBIM TPEOOBaHUSIM:

a) HaJM4yue MOMEILEHUH U 000py10BaHMs, IPUHALISKALIUX €My Ha IIpaBe COOCTBEHHOCTU WJIM Ha
MHOM 3aKOHHOM OCHOBAaHWH, HEOOXOIUMBIX JJISI BBIMOJHEHUS paboT (yciyr), KOTOpbIE COCTaBISIOT
(bapMareBTUYECKYI0  JIeATENIbHOCTh,  COOTBETCTBYIOIIMX  YCTAHOBJICHHBIM  TpeOoBaHUSAM  (3a
HUCKIIFOUCHUEM  MCIUITMHCKUX OpFaHI/ISaHI/Iﬁ 1 000COO0JIEHHBIX Hoapa3):[eneH1/H71 MCAULIMHCKHX
OpraHu3aluii);

0) Hamuuue y MEIAUIMHCKOW OpraHu3alluu - JHICH3WaTa JUIEH3UH Ha OCYIIECTBICHUE
MEIUIMHCKON JesITebHOCTH;

B) COOMIOJEHHE JIMIIEH3MATOM, OCYIIECTBISIOUIMM ONTOBYI0 TOPTOBIIO JIEKAPCTBEHHBIMU
CpencTBamu:

JUTSE METUITUHCKOTO TIPUMEHEHUsI, - TpeOoBaHmit crareit 53, 54 u yactu 7 ctateu 67 DenepaibHOro
3akoHa "OO oOpamieHu JEKapCTBEHHBIX CPEICTB", TMpaBWI HaJIeXKalled AUCTPUOBIOTOPCKOM
MPAaKTUKA JIGKAPCTBEHHBIX TMPETapaToB JUIsl MEAWIMHCKOTO TPUMEHEHHs, NPABWI HaJUIekKalei
IIPAaKTUKU XPAaHEHHUs U IEPEBO3KU JIEKAPCTBEHHBIX IpENapaToB A MEIULMHCKOIO IPUMEHEHUs,
[OPAaBUI PEruCTpallMi OMepaluii, CBA3aHHBIX C OOpalleHUEeM JIEKapCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO MPUMEHEHHS, BKIIOUEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPEJICTB JJISI METUIIMHCKOTO
NPUMEHEHHS, TOMISKAIINX MPEIMETHO-KOJUUYECTBEHHOMY YYeTy, B CHEUHAIbHBIX JKypHAJaX ydeTa
OTepanui, CBA3aHHBIX C OOpAaIICHWEM JIEKapCTBEHHBIX CPEACTB JIi METUIIMHCKOTO TNPHUMEHEHHUS,
[OpaBHUJI BEICHUS W XPaHEHHs CICIUAIBHBIX JKypHAJIOB y4eTa OINEpanui, CBSI3aHHBIX C OOpaIieHueM
JICKapCTBEHHBIX CPEACTB JJS MEAMLIMHCKOTO NPUMEHEHHs, U YCTAaHOBJIEHHBIX MpPENENbHBIX pa3MepoB
ONTOBBIX HAA0aBOK K (DaKTUYECKMM OTIYCKHBIM II€HaM [POU3BOJAUTENICH Ha JIeKapCTBEHHbIE
npernaparsl, BKIIOYEHHBIE B [EPEYCHb MXMU3HEHHO HEOOXOAMMBIX M BaXXHEHWIIMX JIEKapCTBEHHBIX
IIpenapaTos;

(B pen. ITocranosnennii [IpaButenscrea PO ot 15.04.2013 N 342, ot 04.07.2017 N 791, ot 15.05.2020
N 687)
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
KOHCYJIbTAHTINIOC
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

JUI BETEPUHAPHOIO NpHUMEHEeHUs, - TpeOoBaHuil crareir 53 m 54 denepanbHoro 3akoHa "OO
OOpallleHnH JIEKapCTBEHHBIX CPEJICTB" W MpaBWJl HaJUIekalledl JUCTPUOBIOTOPCKOM IMPaKTHKH
JIEKapCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOIO IPUMEHEHUs, IpaBWJl HaJJeXalled IMPaKTUKU
XpaHEeHUs U MEePeBO3KU JIEKaPCTBEHHBIX MIPENapaToB sl BETEPUHAPHOTO PUMEHEHUS;

(B pen. Locranosnenus IlpaBurenscrBa P® ot 04.07.2017 N 791)

F) CO6J'IIO,Z[CHI/IG JUIOECH3UMAaTOM, OCYHECTBIAOIUM PO3HUYHYIO TOPIOBJIIO JICKAPCTBEHHBIMU
npenaparamMu JJis1 MCAUIHUHCKOI'O IPUMCHCHUS:

anTEeYHbIMM OpPTaHU3ALMIMHU, WHIWBUIYAIbHBIMH TPEANPUHUMATENSAMUA, UMEIOLIUMU JIULEH3UIO
Ha OCYIIECTBJICHHE (hapMalleBTHUECKON NEATEIbHOCTH, - MPABUJI HAJUICKAIICH aNTeUYHOW MPAKTUKU
JIEKApCTBEHHBIX TPEMapaToB Il MEAUIIMHCKOTO TPUMEHEHHMs, MPaBWJI HaJJIeKalled MNPaKTHKA
XpaHEHUS U TIEPEBO3KH JICKAPCTBEHHBIX MPEMApaTOB JIJIsi MEAUIIMHCKOTO MPUMEHEHHSI, IPABUI OTITyCKa
JIEKAPCTBEHHBIX IpEnapaToB Uil MEIWLHUHCKOrO IPUMEHEHMsI alTEeYHbIMH  OpraHu3alusMu,
WHIVWBHUIYAIbHBIMH  TMPEANPUHUMATEISMH, MMEIOIIMMHU  JIMUEH3MI0  HAa  OCYIIECTBIIECHUE
(dapMaleBTHUECKON JEATEIBHOCTH, OpPaBHI OTIYCKa HAPKOTUYECKUX CPEICTB M TCUXOTPOIMHBIX
BEILIECTB, 3aPETUCTPUPOBAHHBIX B KaYECTBE JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX MPEMapaToB,
coJIepKalliuX HAPKOTHYECKUE CPEJCTBA M MCHXOTPOITHBIE BEIIECTBA, MPABUJI PETUCTPAIIMHN OIEpaIluii,
CBSI3aHHBIX C OOpAIICHHEM JICKAPCTBEHHBIX CPEJCTB JIJISI MEIUIIMHCKOTO MPUMEHEHUS, BKIIOUYCHHBIX B
[IEPEYEHb  JICKAPCTBEHHBIX  CPEACTB  JUIsI ~ MEAMIMHCKOIO  IMPUMEHEHHs,  IOJUIeKAIIUX
MPEAMETHO-KOJIMYECTBEHHOMY VYYETy, B CIELHAIbHBIX JXKypHaJlax ydeTa ONepaluil, CBSI3aHHBIX C
oOparliieHueM JIEKapCTBEHHBIX CPEJCTB AJII MEAUIIMHCKOTO MPUMEHEHHsI, IPAaBUJI BEICHUS U XpaHCHUS
CHEIMANILHBIX JKYpHAIOB Y4eTa OIEpallvii, CBI3aHHBIX C OOpAaICHHEM JICKAPCTBEHHBIX CPEJICTB IS
MEJIMIIMHCKOTO MpUMEHEHHUs, TpeOoBaHuii yactu 6 cratbu 55 u yacTu 7 cratbu 67 dDenepasbHOTO
3akoHa "OO oOpameHnu JIEKapCTBEHHBIX CPEIACTB" M YCTAHOBICHHBIX TMPEACIBHBIX Da3MEpOB
PO3HUYHBIX Hag0aBOK K (PaKTHMUECKUM OTIYCKHBIM I[I€HaM MPOU3BOJUTENEH Ha JIeKapCTBEHHBIE
mpemapaThl, BKIIOYEHHBbIE B MEPEYEHb J>KU3HEHHO HEOOXOIUMBIX M BaKHEHIIHMX JIEKapCTBEHHBIX
Mpenaparos;

(B pexn. ITocranoBnennii IIpaBurenscrea PO ot 15.04.2013 N 342, ot 04.07.2017 N 791, ot 15.05.2020
N 687)

MCIUIIUHCKUMHA OPraHu3alusMu, 000c00IEHHBIMHA moapasaACICHUAMA MEAUITUHCKHUX OpFaHI/ISaHI/Iﬁ
- TpaBWJI OTIYCKa JICKAPCTBEHHBIX INPENaparoB IS MEAMIUHCKOTO MPUMEHEHHS MEIUIMHCKUMHU
OpraHM3alMsiIMA ¥ 000COOJEHHBIMH MMOJPA3ACICHUSIMH MEIUIIMHCKUX OpraHM3allfii, a TaKxke
MEIUIIMHCKUMH OpTraHu3alusMu - TpeOoBaHWit uYactu 7 crateu 67 depepanpHoro 3akonHa "OO
oOpaleHuu JIGKApCTBEHHBIX CPEACTB";
(B pen. Locranosnenus IIpaBurenscrBa P® ot 15.05.2020 N 687)

J) COOJIOACHUE JIMLEH3HATOM, OCYIIECTBIISIFOIMM PO3HUYHYI) TOPIOBIIO JIEKAPCTBEHHBIMU
npenaparamu JUis BETEpUHApHOro NMPUMEHEHHs! (BeTepuHapHas alTe4yHas OpraHu3aliysi, BeTepuHapHas
OpraHuzainys, HMEoLas JHLUEH3UI Ha OCYIIEeCTBIEHUE (apMaleBTHUECKOW JIeSTeNbHOCTH,
WHIUBUYaTbHBI TpeANpUHUMATENb, UMEIOIIMNA JIMIEH3UI0 Ha OCYLIECTBICHHUE (apMalleBTUYECKOM
NESTEIbHOCTH ), IIPABUJI OTITYyCKa JIEKAPCTBEHHBIX NPENapaToB AJIs BETEPUHAPHOIO IPUMEHEHHUS, IPABUII
HaJuIeXkallel anTeuHol NPaKTUKU JI€KapCTBEHHBIX MIPENapaToB sl BETEPUHAPHOTO PUMEHEHUS;

(B pen. Locranosnenus IlpaBurenscrsa PO ot 04.07.2017 N 791)

e) CO6J'II-OI[€HI/IC JIMIEH3NAaTOM, OCYHICCTBIAIOIMIUM U3IOTOBJICHUC!

JICKApPCTBCHHBIX IPENApaToOB I MCAUIIMHCKOI'O IIPUMCHCHU, - ITPABUJI U3IOTOBJICHUSA U OTITYCKa
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

JICKApCTBCHHBIX NPCIapaToB AJIA MCAUIHUHCKOI'O IPUMCHCHUS

JICKAPCTBCHHBIX MPCIAapaTOB AJId BETCPUHAPHOTO MPUMCHCHU A, - IPABUJI U3IOTOBJICHUA U OTITYCKa
JICKApCTBCHHBIX NPCIapaToB AJIA BETCPUHAPHOI'O MPUMCHCHU A,

K) cobmronienne Tpedboanuii ctateu 57 denepanpHoro 3akona "OO6 oOpaleHUU JTEKapCTBEHHBIX
cpeacTs";

3) CO6J'IIO,Z[CHI/I€ JIMIOECH3MAaTOM, OCYHICCTBIAOIIUM XPaHCHHUE!

JICKApPCTBCHHBIX CPCACTB I MCAULIMHCKOTO NPHUMCHCHUS, - OPABUJI XPAHCHUA JICKAPCTBCHHBIX
CpCACTB 1A MCAUITUHCKOI'O IPUMCHCHUS

JICKApPCTBCHHLIX CPCACTB MJIA BCTCPUHAPHOI'O NMPUMCHCHHA, - HPABUJI XPAaHCHUA JICKAPCTBCHHBIX
CpCACTB IJIA BETCPHUHAPHOI'O MPUMCHCHU A,

M) HaJU4ue y PYKOBOJUTENSI OPraHU3alMH, ACSITEIbHOCTh KOTOPOTO HEMOCPEICTBEHHO CBS3aHA C
OIITOBOM TOProBiiel JIEKAPCTBEHHBIMHU CPEICTBAMH, UX XpaHEHHEM, MEPEeBO3KON M (WUIM) PO3HUYHOMN
TOPTOBIIEH JIEKapCTBEHHBIMH MpenapaTaMH, UX OTIYCKOM, XpaHEHUEM, EPEeBO3KOW M M3TOTOBJICHHUEM
(32 UCKITIOYEHUEM MEUIIMHCKUX OpTaHU3aLui):

JUTSL OCYIIECTBIICHUS (hapMalieBTHUECKON [EATEIBHOCTH B cdepe OoOpalleHHs JIeKapCTBEHHBIX
CpeacTB MjId MCAUIHUHCKOIrO IMPHMCEHCHUA - BBICIICTO Q)apMaueBTqucxoro O6p330BaHI/I$[ n CTaxa
paboTHI MO CHEIUATBHOCTH HE MEeHee 3 JieT MO0 CpeaHero (papMareBTHIECKOTO 00pa30BaHUs U CTaXka
paboTEHI 1O CIIEIUATLHOCTH HE MEHee 5 JIeT, cepTuduKaTa CrieruainucTa;

JUIs OCYLIECTBJIECHUs (papMalleBTUUECKOH aeATeNbHOCTH B cdepe oOpalleHus JeKapCTBEHHbIX
CPeACTB JUIsl BETEPUHAPHOTO IPHUMEHEHHs - BBICIIETO MM CpPeAHEro (apmameBTHYeCKOro Juoo
BBICIIIETO WJIM CPEJHET0 BETEPHHAPHOTO 00pa30BaHUs, cTaxa pabOTHI MO CIEHUAIBHOCTH HE MeHee 3
JeT, cepTU(HKATa CICIUAINCTA,

K) HAJIMYUE Y UHAUBHUIYaIbHOTO MPEAIPUHUMATEIS:

JUIsL OCyIIECTBIECHUS (hapMalleBTHUECKON JeATENIbHOCTH B cdepe oOpalleHHs JeKapCTBEHHBIX
CPEICTB IJIsi MEIUIIMHCKOTO MPUMEHEHHsI - BBICHIET0 (hapMalleBTHUYECKOro OOpa3oBaHMS W CTaxa
paboTHhI MO CTENUATIbHOCTH HE MEHee 3 JIeT WK CpeaHero ¢apMaleBTUYECKOT0 00pa30BaHUs U CTaxka
paboThI 1O CIIEUATLHOCTH HE MEHEee 5 JIeT, cepTu(uKaTa CreruaiiucTa;

JUIE OCYIIECTBJICHUsI (papManeBTUYECKOH JeATeNbHOCTH B cdepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB JUIsl BETEPUHAPHOTO MPHUMEHEHHS - BBICIIErO WM cpeaHero (apmaieBTHYECKOTro 00
BBICLLIETO WJIM CPEJHETO BETEpUHAPHOr0 00pa30BaHus, cepTu(uKaTa ClelHaInucTa;

J) HaJM4ue Yy JIUIeH31aTa paOOTHUKOB, 3aKIIOUUBIINX C HUM TPYJOBbIE 10TOBOPBI, AEATEIbHOCTh
KOTOPBIX HEIOCPEICTBEHHO CBSI3aHA C ONTOBOM TOPrOBJIEH JIEKAPCTBEHHBIMU CpEACTBAMHU, UX
XpaHEHUeEM M (UIM) PpO3HUYHOM TOProBilel JEKapCTBEHHBIMU NpenapaTaMu, X OTIIyCKOM, XpaHEHUEM U
M3TOTOBJIEHUEM, UMEIOLIUX

JUIsL OCyIIECTBIIEHUS (hapMalieBTUUECKON esATENIbHOCTH B cdepe oOpalleHHs JIeKapCTBEHHBIX
CpPeACTB JUIsl MEIUIMHCKOTO NPUMEHEHHs (32 HCKIIOYEHUEM O0O0COOIEHHBIX IOJpa3esieHUH
MEIULMHCKUX OpraHM3alui) - BBICIIEE WIM cperHee (apMaleBTHUeCKoe 00pa3oBaHue U CepTUPUKAT
CIELNAIINCTA,
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
KOHCYJIbTAHTINIOC
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

JUI OCYULIECTBJIECHUs (papMalleBTUUECKO JAeATeNbHOCTH B cdepe oOpalleHus: JeKapCTBEHHbIX
CPeACTB Ui MEIUIMHCKOIO TIPUMEHEHUSI B OO0OCOOJIEHHBIX MOAPa3ACICHUAX MEIUIIMHCKUX
OpraHM3alii - JOMOJIHUTENbHOE NPO(EeCCHOHAIbHOE 00pa3oBaHME B YaCTH PO3HUYHOM TOPrOBIM
JIEKapCTBEHHBIMU IpenapaTaMu JUlsi MEAMIMHCKOIO TMPUMEHEHUs Ipd HaJlWuyuu T[paBa Ha
OCYIIECTBIIEHUE MEIUIIUHCKON 1eATeIbHOCTH;

JUIsL OCyIIEeCTBIEHUS (hapMalleBTHUECKON JEesATENIbHOCTH B cdepe oOpalleHHs JeKapCTBEHHBIX
CPEICTB N7l BETEPUHAPHOTO MPUMEHEHUS - BBICIIEE WU cpefHee (hapMaleBTHUECKOe OO BBICIIEE
WIN CpeiHee BeTepUHapHOe 00pa3oBaHue, CepTU(UKAT CIeHUAINCTA;

M) TMOBBIIICHHE KBAIM(UKAUK CHEIHAINCTOB C (apMaleBTHUECKUM WM BETEPUHAPHBIM
oOpasoBanuem He pexe 1 paza B 5 jer.

6. OcymiectBieHue (apmaleBTHUECKON JEeSTENIbHOCTH C TpyObIM HapylIeHHEM JIMLIEH3UOHHBIX
TpeOOBaHUIl BieyeT 3a COOOH OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOJATENILCTBOM Poccuiickoit
®eneparun. [Ipu 3TOM noz rpyObIM HapyIIEeHHEM TOHMMAETCS] HEBBIMOIHEHUE JTUIIEH3MaTOM OJIHOTO U3
TpeOOBaHUi, MPEyCMOTPEHHBIX ITYHKTOM 5 HacTtosiero [lonoxenus.

(B pen. Locranosnenus IIpaBurenscrea P® ot 04.07.2017 N 791)

7. Jusg TIONMy4YeHUs JIMIICH3WW COWCKATelbh JIMIEH3WH HAMpaBlIeT WM TMPEJCTaBIsSET B
JTUTIEH3UPYIOMIUNA OPTaH 3asBJICHUE U JIOKYMEHTHI (KOMTUU JOKYMEHTOB), YKa3aHHbIC B YaCTH | ¥ OYHKTE
4 yactu 3 crateu 13 @eaepanbHOro 3akoHa "O JTULIEH3UPOBAHUU OTACIBHBIX BUIOB ACATEIBHOCTH", a
TaKxKe:

(8B pen. ocranoBnenus IIpasutenscrea PO ot 21.02.2020 N 192)

a) CBEIEHUS O HAJIUYMU JIMIEH3UM HA OCYILIECTBJIEHHE MEAMIMHCKOW JESITeNbHOCTH (AJs
MEIUIIMHCKUX OpraHu3aIuil);

6) KOIITnn JIOKYMGHTOB, HOJITBep)KHaIOIIII/IX HaAJIN4YHUC y COUCKaATeJIiA JIMIICH3WMW Ha npaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBaHHMM HEOOXOAMMBIX JUIS  OCYIIECTBICHHS
(bapManeBTHYECKON JEATETLHOCTH 000PYAOBaHUS M TIOMEIIECHUH, COOTBETCTBYIONIMX YCTAaHOBJICHHBIM
TpeOOBaHUAM, IIpaBa HA KOTOPbIE HE 3apErHCTPUPOBAHBI B EMMHOM TOCYIapcTBEHHOM peecTpe MpaB Ha
HEJIBI>KMMOE UMYIIIECTBO U CJIEJIOK C HUM (B CiIy4ae eCciIu Takue MpaBa 3aperuCTPUPOBAHBI B YKa3aHHOM
peectpe - cBemeHUss 00 OTHUX TMOMENICHUAX) (32 HCKIIOYEHHEM MEIUIIMHCKUX OpTaHu3alui,
000CO0JIEHHBIX MOAPA3ACIICHU METUIIMHCKUX OPTaHU3aIliN );

B) CBCIACHUA O HAIWYHWKU CAHUTAPHO-OIHUACMHUOJIOIMYCCKOr0o 3aKJIIOYCHUSA O COOTBETCTBUHU
MOMEILIEHUH Tpe6OBaHI/IHM CAHUTAPHBIX [MPABUJI (38. HCKIIIOUCHHUECM MCIUIIMHCKUX OpraHHSaHHﬁ,
000CO0ICHHBIX Hoz[paweneHHﬁ MCINIMHCKHUX OpFaHHBaHHﬁ), BBIJAHHOT'O B YCTAHOBJICHHOM ITOPAIKE;

) KONMH JOKYMEHTOB O BBICIIEM WIH CpeaHeM (apMarleBTHUYECKOM O00pa3oBaHUU U
cepTU(UKATOB CIICIHATUCTOB - IS OCYIISCTBICHHS (apMaleBTHYECKON AesITeNbHOCTH B cdepe
oOparieHusi JIGKAPCTBEHHBIX CPEJACTB JUIS MEAWIIMHCKOTO TPHMEHEHUs (3a HCKIIIOUYCHUEM
000COOJICHHBIX TOAPA3ACICHHN MEIUITUHCKIX OpraHU3aIHii);

1) KOTIUU TOKYMEHTOB O JIOMOJHUTEIBHOM NPOopeCcCHOHATILHOM 00pa30BaHUU B YACTH PO3HUYHON
TOPTOBJIM JIEKAPCTBEHHBIMHU MpenapaTaMH s MEAUIUHCKOTO NMPUMEHEHUS W O HAJIMYMU TpaBa Ha
OCYIIECTBIICHIE MEIUIIMHCKOHN JESITEeIbHOCTH - JUIS OCYIIECTBICHHS (hapMalleBTUYECKON NeATEIbHOCTH
B cdepe oOpamieHust JEKapCTBEHHBIX CPEICTB [UI MEIUIIMHCKOTO TNPHUMEHEHHUs B 000COOIEHHBIX
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
KOHCYJIbTAHTINIOC
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

MO/Ipa3/IeNIeHUsIX METUIIUHCKUX OpraHu3alnii;

€) KOIMH JOKYMEHTOB O BBICIIEM MJIM CpelHEeM (hapMaleBTHUECKOM JHOO0 BBICIIEM WM CPEIHEM
BETEpUHAPHOM 00pa30BaHUU M CEPTU(UKATOB CIEIHATIMCTOB - Il OCYIIECTBICHUS (papMarieBTUIeCKOI
NeSTeNIbHOCTU B chepe oOpallieHHsl IEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO PUMEHEHMUS;

)K) KOIMMK OTOKYMCHTOB HJIM 3aBE€PCHHBLIC B YCTAHOBJICHHOM IOPSAAKE BBIIIUCKU W3 JOKYMCHTOB,
KOTOPBIE B Clydadx, IMIIpCeAYCMOTPCHHBIX HACTOAIIUM HOJ'IO)KCHI/IeM, MMOATBCPXKAAOT HAJINYUC
HCO6XO,Z[I/IMOFO CTaxa pa6OTBI o CIICHHUAJIBHOCTH Y PYKOBOAUTECII OpPraHU3aliiv, WHAUBUAYAJIBbHOI'O
npeaAlIpuHUMATCIIA.

7(1). Jnsg monydeHus JIMIEH3UUM COUCKATENb JIMLEH3UH, SBISIOMIMICS WHOCTPAHHBIM
IOpUJIMYECKUM  JIMIIOM - YYaCTHHUKOM TIPOEKTa MEXIYHApOJAHOTO0 MEAMIIMHCKOTO KiacTepa,
OCYIIECTBIISIOMNM JIEATETLHOCTh Ha TEPPUTOPHUU MEKITYHAPOJHOTO METUIIMHCKOTO KiacTepa depes
(bunman, akkpeIMTOBaHHBIN B COOTBETCTBUH ¢ DeepanbHbIM 3ak0HOM "O0 MHOCTPAHHBIX HMHBECTHITUSAX
B Poccuiickoit ®@enepanuu”, BMECTO CBEIEHUN, NPEIyCMOTPEHHbIX MYHKTOM 1 uvactu 1 crareu 13
®denepanbHOro 3akoHa "O JHUIIEH3UPOBAHUH OTICIBHBIX BHIOB JACSITENLHOCTH", YKA3bIBACT B 3asBICHUU
CBECHMSI, IPEIyCMOTpeHHble 4acTbio 2 cratbu 13.1 denepanpHoro 3akoHa "O MeXIyHapOIHOM
MEIMIIMHCKOM KJIACTEPE W BHECEHUM HM3MEHEHUW B OTIECIbHBIC 3aKOHOJATENIbHBbIE aKThl Pocchiickon
Oenepanun".

(n. 7(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 21.02.2020 N 192)

8. Ilpm HamepeHMH OCYHIECTBIATH (DapMaIleBTUUECKYIO JESATEIBHOCTh 10 ajapecy, He
MPEeyCMOTPEHHOMY DPEECTpOM JIUICH3MI, B 3afBJICHUM O BHECEHHUH HM3MEHEHUI B PEeCTp JIMLEH3UH
JHMLIEH3UAT YKa3bIBaeT ITOT afpec, a TAKKe NPEICTaBIIEeT:

(B pen. Locranosnenus IIpaBurenscrea P® ot 09.03.2022 N 328)

a) CBeJIeHUs, CoJiepKalllle aJpec OCYIIEeCTBICHHS (apMalleBTUYECKON e TeIbHOCTH;
(B pen. [Hocranornenus [IpaButensctBa PO ot 28.11.2020 N 1961)

0) KONHU JTOKYMEHTOB, OJATBEPKJIAIOIINX HAJIUUYUE y JUIEH3HaTa Ha IpaBe COOCTBEHHOCTH HIIU
Ha MHOM 3aKOHHOM OCHOBaHMH HEOOXOJMMBIX JUIS OCYIIECTBICHUS (apMalleBTUYECKON eATeIIbHOCTH
0 YKa3aHHOMY ajpecy OOOpYyJOBaHHS W IOMEUICHHWH, COOTBETCTBYIOIIMX YCTaHOBIICHHBIM
TpeOOBaHUsM, [IpaBa Ha KOTOPbIE HE 3aperucTpUpOBaHbl B EMMHOM rocy1apcTBEHHOM peecTpe MpaB Ha
HEJBM)KMMOE UMYIIECTBO U CAEJIOK C HUM (B CIy4yae eciid TaKue MpaBa 3aperucTPUPOBaHbI B YKa3aHHOM
peectpe - cBeleHMs OO0 ITHX IOMEUIEHMAX) (32 MCKIIOYEHHEM MEIULMHCKUX OpraHu3alui,
000C00JIEHHBIX MOApa3AeICHUNH MEIUIIMHCKUX OpraHU3aluii);
(B pen. LocranoBnenus IIpasurenscrea PO ot 28.11.2020 N 1961)

B) CBEACHUS O HAIMYMM BBICHIETO WM CpPeAHEro (apMaleBTUYeCKoro oOpa3oBaHus U
CepTU(HKATOB CHEIHMAINCTOB - JJIsI PaOOTHUKOB, HaMEPEHHBIX OCYIIECTBISATH (hapMaIeBTHYECKYIO
NesITeNIbHOCTh B cdepe oOpallleHusl JIEKAPCTBEHHBIX CPEACTB JII MEAMIMHCKOTO MPUMEHEHUS 110
yKa3aHHOMY aJipecy (3a UCKII0UYEeHUEM 000COOIEHHBIX NOAPa3IeIeHUIl MEULIMHCKUX OpraHu3aluil);

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 28.11.2020 N 1961)

I') CBEJICHUS O HAJIMYUU JOMOJHUTEIBHOTO MPO(PEeCcCHOHATBHOTO 00pa30BaHMsl B YaCTH PO3HUYHON
TOPIOBIIM JIEKAPCTBEHHBIMU IpenapaTtaMu JUIsl MEIUIMHCKOTO NPUMEHEHHS M O HaJIM4YuU IIpaBa Ha
OCYIIECTBIICHHNE MEIUIIMHCKON JEesTeIbHOCTH - s paOOTHWUKOB, HAMEPEHHBIX OCYIIECTBISTH
(hapMaleBTHUECKYIO JEATEIbHOCTh B cepe oOpaleHus JEKapCTBEHHBIX CPEICTB AJISl MEIULHUHCKOTO
MIPUMEHEHUS B 000CO0ICHHBIX MMOAPA3ICICHUAX MEIULIMHCKUX OPTaHU3alui M0 YKa3aHHOMY aJpecy;

www.consultant.ru CrpaHvua 9 u3 14
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=377780&date=22.07.2022&dst=19&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=394145&date=22.07.2022&dst=100391&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=330122&date=22.07.2022&dst=14&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=385826&date=22.07.2022&dst=100015&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=411319&date=22.07.2022&dst=100017&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=369339&date=22.07.2022&dst=100015&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=369339&date=22.07.2022&dst=100015&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=369339&date=22.07.2022&dst=100015&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
KOHCYJIbTAHTINIOC
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 28.11.2020 N 1961)

) CBEIEHUS O HAJWMYMU BBHICIIETO WM CpeAHero (apmMareBTHYEeCKOro JTHOO BBICHIETO WU
CpPEeIHETO BETePUHAPHOTO O0Opa3oBaHUS W CEPTHU(PHUKATOB CHEIHUAINCTOB - I PaOOTHUKOB,
HaMEPEHHBIX OCYIICCTBIIATh (hapMAIEBTHUECKYIO JEATEIHLHOCTh B cdepe oOpalleHus JeKapCTBEHHBIX
CPEJICTB JIJIsl BETCPUHAPHOTO IPUMEHEHUS 110 YKa3aHHOMY aJipecy;

(B pen. [Hocranornenus [IpaButenscTBa PO ot 28.11.2020 N 1961)

€) CBEICHMA O HAJIMYUU CAHUTAPHO-3MMJEMHOJIOIMYECKOIO 3aKIIOYEHHUs O COOTBETCTBUHU
MOMEIICHUH 10 YyKa3aHHOMY ajpecy TpeOOBaHMSM CaHUTApHBIX [PaBUA (32 MCKIIOYEHHUEM
MEIULIMHCKUX OpraHu3anuid, 000COOICHHBIX MOAPA3IeICHI MEIUIIMHCKIX OpraHU3alnii), BBIJAHHOTO
B YCTAHOBJIEHHOM MOPSKE.
(B pen. Loctanosnenus IlpasurensctBa P® ot 28.11.2020 N 1961)

9. Ilpm HamepeHHWH BBINOJHATH HOBBIC PAOOTHI, OKa3bIBaTh HOBBIE YCIYT'H, COCTaBJISIOLIHE
(apManeBTHYECKYIO IEATeNBHOCTh, paHee HE NMPEIYyCMOTPEHHBIE PEeCTPOM JIHIIEH3UH, JHIEH3UAT B
3asBJICHUM O BHECEHUU U3MEHEHUH B peecTp JUICH3UN yKa3bIBaeT:

(B pen. Locranosnenus IlpaBurenscrBa P® ot 09.03.2022 N 328)

a) B cdepe oOpalleHUs JIEKapCTBEHHBIX CPEACTB JUIsI MEIUIIMHCKOrO IpUMEHEHus (3a
UCKITIOYEHHEM NePEBO3KHU JIEKApPCTBEHHBIX CPEJICTB):

CBEJIEHUSI O COCTaBIAIOIIMX (DapMaleBTUUECKYIO NESATEeIbHOCTh paborax (yciyrax), KOTOpbIE
JIMIIEH3UaT HAMEPEH BBIMOJHATH (OCYILECTBIIATS);
(B pen. LoctanoBnenus IIpasurenscrea PO ot 28.11.2020 N 1961)

CBEJICHHSI O HAIMYHMH BBICIIIETO UM CPEIHETO (papMaIneBTUIEeCKOro 00pa3oBaHus U CEpTUDUKATOB
CHEIUATTUCTOB - i paOOTHUKOB, HAMEPEHHBIX BBITIOJHATH (OCYIIECTBIATh) paboThl (YyCIyTrH), 3a
HCKITFOYCHHEM 000COOJIEHHBIX TTOAPa3IeTICHU METUITMHCKIX OpTraHu3aIui;

(B pen. [Hocranornenus [IpaButensctBa PO ot 28.11.2020 N 1961)

CBEIEHUS O HAIMYMHM HEOO0XOAUMOro OOOpYyNOBaHMS, COOTBETCTBYIOLIETO YCTaHOBJIEHHBIM
TpeOOBaHUAM, a TaKKe CAaHUTAPHO-3MHIEMHOJIOIMYECKOrO 3aKIIOUEHHUs] O COOTBETCTBUH IMOMELICHUH,
NpeJHa3HAYCHHBIX Ui BBIMOJHEHUS (OCYIIECTBICHUs) paboT (ychyr), TpeOOBaHUSM CAHUTAPHBIX
IpaBui (32 UCKITFOUYEHUEM MEIMIMHCKUX OpraHM3alui, 000COOIICHHBIX MOIPA3ACICHUN MEIUIIMHCKIX
OpraHM3allyii), BEIIAHHOTO B YCTAHOBJICHHOM MOPSIKE;

(B pen. [Hoctanornenus [IpaButenscTBa PO ot 28.11.2020 N 1961)

0) B cepe oOpartieHHs JeKapCTBEHHBIX CPEACTB AJISl BETEPUHAPHOTO IPUMEHEHUS:

CBEJICHUSI O COCTaBISIOMIMX (DapMaleBTHUECKYIO NesTEeIbHOCTh paborax (yciyrax), KOTOpbIE
JIMIEH3UAT HAMEPEH BBINOJIHATH (OCYILECTBIIATH);
(B pen. Loctanosnenus Ilpasurenscrea PO ot 28.11.2020 N 1961)

CBEJICHUS] O HAJMYUH BBICIIETO WA CPEIHETr0o (papMareBTHIeCKOTo JH00 BBICIIETO WM CPEIHETO
BETEPUHAPHOIO0 00pa3oBaHHUA M CEPTU(UKATOB CIEUUAIUCTOB - I PaOOTHUKOB, HAMEPEHHBIX
BBITIONHSATH (OCYIIECTBIISITH) PaOOTHI (YCIYyTH);

(8B pen. ocranoBnenus IIpasurenscrea PO ot 28.11.2020 N 1961)

CBCIACHHA O HaJIU4YUU HCO6XOI[I/IMOFO 060pyz[0BaH1/151, COOTBCTCTBYIOLICTO YCTAaHOBJICHHBIM
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. e o [ata coxpaHeHus: 22.07.2022
O nuueH3npoBaHun hapMaLeBTUHECKOW AeSTENbHOCTW...

Tpe6OBaHI/IHM, a TAKKXC O HaJIMYWU CAHUTAPHO-3IMUACMUOJIOTMYCCKOTO 3aKIOYCHHUA O COOTBCTCTBHUU
HOMGH_ICHI/Iﬁ, MNpCAHA3HAYCHHBIX [JId BBIITOJHCHUA (OcyIJ_IGCTBJ'IeHI/I}I) 3asABJICHHBIX pa60T (YCJ'IyT ),

TpeOOBaHUSAM CaHUTAPHBIX [IPABMII, BHIIAHHOTO B YCTAHOBJICHHOM TMOPSIKE.
(8 pen. [locranoBnenwuii [IpaBurenscrea PO ot 04.07.2017 N 791, ot 28.11.2020 N _1961)

10. Ilpn mpoBeneHMM IPOBEPKU CBEACHMM, COAEPKAIIMXCS B IPEICTABICHHBIX COUCKATEIEM
JUIEH3UU (JUIEH3MAaTOM) 3asBJICHUH U MPUJIAraeéMbIX K HEMY JIOKyMEHTax, COOJIOJCHUS COMCKATEIeM
TUNEH3UU  (JTUIEH3UAaTOM) JIMLIEH3UOHHBIX TPeOOBaHWUN JMIEH3UPYIOMUNA OpraH 3ampaliuBaeT
HEOOXO/UMBIE JJs1 OCYUIECTBJICHUS JIMIEH3UPOBAHMUSA CBEACHUS Y OpPraHoB, IPEI0CTABISAIOMINX
rOCYJapCTBEHHbIE  YCIYIHM, OpraHOB, IPENOCTABJIAIOIIMX  MYHHMIMIAQJIbHBIE  YCIYyI'M, MHBIX
TOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO CaMOYIPaBJIEHHsS JHOO TIOJBEIOMCTBEHHBIX WM
OpraHu3alMil B MOpsJIKE, YCTaHOBIeHHOM DenepanbHbiM 3akoHOM "OO opraHu3anuu MpeoCTaBICHHS
rOCyJapCTBEHHBIX U MyHUIIMIIAIBHBIX yCIyT".

11. Jluuensupyomuii opran pasmeniaer B (eaepaibHONW ToCylapCTBEHHONW WHGOPMAIMOHHOMN
cucremMe "EnuHBIA TOpPTam TOCYAAPCTBEHHBIX M MYHHLIMNAIBHBIX yciayr (¢yHKuuid)" B mopsike,
yctaHoBieHHOM lIpaButensctBom Pocculickoit @enepannu, CBEACHUS O X01€ PUHATHS UM PELICHUS O
MIPEIOCTABJIEHUN WJIM BHECEHWU W3MEHEHUH B PEecTp JIMLEH3UH, MPOBEIECHHSI OLEHKH COOTBETCTBUS
COMCKaTeNsl JUIEH3UN U JIMIIEH3UaTa JIMLIEH3UOHHBIM TPeOOBaHUSAM, MPETyCMOTPEHHBIM HACTOSALIUM
[TonoxeHneM.

(8B pen. lloctanoBnenus IIpasutenscrsa PO ot 09.03.2022 N 328)

12. HWudopmamusi, OTHOCAIASACS K OCYIIECTBICHUIO (apMaleBTHUECKOW JesITeIbHOCTH,
npeaycMoTpeHHast yactamMu 1 u 2 crareu 21 @expepanbHoro 3akoHa "O JIMIIEH3UPOBAHUU OTACIIBHBIX
BHJIOB JeATelIbHOCTH", pa3Meniaercs Ha OQUIMATBHOM CadTe JIMIEH3UPYIOIIETO0 oOpraHa B
H(OPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTtn "UHTepHeT".

Joctyn k o0uenocTynHoi MHpOpMaLuy, CoAeprKallelcss B peecTpe JULEeH3UH, o0ecrieunBaeTcs
JULEH3UPYIOLUIMM OpPraHOM, BEAYILUM COOTBETCTBYIOIIMH peecTp JUIEH3UH, IOCPEACTBOM €€
pasmelieHust B MHPOPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON cetu "MHTepHeT", B ToM uucie B (opme
OTKPBITBIX JIaHHBIX. J[aHHBIE O JIMLIEH3USX, COJEPKAILIUECs] B COOTBETCTBYIOIEM PEECTPE JIMLEH3UH,
MOJIy4al0T CTaTyC OTKPBITHIX JAHHBIX MPU BHECEHUH COOTBETCTBYIOIIEH 3allMCU B COOTBETCTBYIOILUMN
peecTp, KOTOPbI BeAETCA B AIEKTPOHHOM BUJIE.

AxtyanpHas ~ uHbOpPManMs M3 peecTpa  JIMIGH3MH  JOJDKHA — OTOOpakaThCcs B
MH(POPMAIIMOHHO-TEJICKOMMYHHKAIMOHHON ceTn "VMHTepHeT" B pexuMe pealbHOro BpEeMEHHU JH0O0 B
TEUEHHUE CPOKa, He MPEBBIIIAIOIETO 5 MUHYT.

(n. 12 B pen. Ilocranosnenus [Ipasutenscta PO ot 28.11.2020 N 1961)

13. OreHKa COOTBETCTBUSI COMCKATENS JIMIIEH3UN WM JIUICH3MATa JINIIEH3UOHHBIM TPEOOBaHUSIM
OCYIIECTBIISCTCS JIUIEH3UPYIOIIUM OPraHOM B COOTBETCTBUHM O cTathel 19.1 denepanbHoro 3akona "O
JUIEH3UPOBAHUHU OTJEJIbHBIX BUJIOB JI€ATEIHHOCTH".

OneHka COOTBETCTBHUSI COMCKATeNs JUIEH3MM WM JIMIEH3MaTa JIMLEH3UOHHBIM TpeOOBaHUAM
MPOBOJUTCS B (hOpME BBIC3THOM OIICHKH.

Hcmons3oBanue CpCACTB NUCTAHIMOHHOI'O B3aI/IMOI[eI\/JICTBI/ISI, B TOM 4YHCJIC BHACOCBA3U (;[anee -
cpeacrtBa AUCTAHIMOHHOTO BSaHMOILeﬁCTBHﬂ), npu MpoOBCACHHUU BBIGS)IHOﬁ OLICHKHN COOTBETCTBUsA
JIMIICH3UOHHBIM Tpe60BaHI/I$IM OCYIICCTBIIACTCA:
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. e o [ata coxpaHeHus: 22.07.2022
O nuueH3npoBaHun hapMaLeBTUHECKOW AeSTENbHOCTW...

[P 3asBJICHUM COMCKATENIEeM JIMIEH3UN padoT U yCIyT MO POSHUYHON TOProBile JIEKapCTBEHHBIMU
npernaparamy;

IIPU 3asBJICHUU JIMLEH3MAaTOM HOBOIO ajpeca Mo BUAY padOT U yCIyr IO PO3HUYHON TOProBiie
JIeKapCTBEHHBIMHU TIperapaTaMu.

HOpSI}IOK HCIIOJIB30BAHHUA CPEACTB JUCTAHIIMOHHOI'O B3aI/IMO)IeI\/’ICTBI/ISI BKJIFOYAET B ceOs:

yKa3aHHe COMCKaTelleM JMICH3UH (JUIEH3UAaTOM) B 3asBICHUU O MPEJOCTaBICHUH JUIEH3UU
(3asBIEHUM O BHECEHWUM W3MEHEHHU B pEecTp IHWIEH3UN) CBEICHHH O HaJuuud TEeXHHYECKOH
BO3MOKHOCTH HCIOJb30BAHUS TPH IPOBEACHUU BBIC3THON OIIGHKM CpPEACTB JAUCTaHIIMOHHOTO
B3aMMOJICHCTBUSL C BO3MOXHOCTHIO HJICHTU(UKAINUYA COUCKATENs JIMICH3WH (JIUIEH3MaTa) depes
(benepanbHyl0 TOCYIapCTBEHHYIO HMH(pOpMAIMOHHYIO0 cucteMy "EnmHas cuctema WAeHTH(QHKAIUU H
ayTeHTU(UKalud B  HHPpAcTpyKType, obecrneunBaromeii  HMHYOPMAIIMOHHO-TEXHOJIOTHYECKOe
B3anMO/IeiicTBIEe HH(OPMALMOHHBIX CUCTEM, UCIOIb3yEeMbIX I MPEJOCTABICHUS FOCYAapCTBEHHBIX U
MYHHIIMIIATBHBIX YCIYT B 3JIEKTPOHHOM opme";

[IPUHATHE JOJLKHOCTHBIM JIMIIOM JIMIICH3UPYIOLIETO OpraHa peuieHuss O IPOBEICHUM OLCHKH
COOTBETCTBUS COUCKATEJIs JUICH3UN (JIMLIEH3MaTa) JUIICH3MOHHBIM TpeOOBaHUAM B (hopMe BBIE3IHOM
OLIEHKH B TUCTaHIIMOHHOM (popmarte ¢ IpUMEHEHUEM CPECTB IUCTAaHIIMOHHOTO B3aUMOIEHCTBUS;

W3BEIICHUE COMCKATEINS JTUIEH3UH (JTUIEH3UaTa) O BeACHUH (POTOCHEMKH U (WJIM) BUCO3AIMCH B
Clly4ae OCYILIECTBICHHUS TMPOIEAYpbl OLIEHKH COOTBETCTBUSl JIMIICH3MOHHBIM TpeOOBaHUSIM B
JTUCTaHIIMOHHOM (hopmare;

o0ecrieyeHHe COXPAaHHOCTH WHGOpPMAlLUHU, TOJyYeHHOH IOCPEACTBOM (OTOCHEMKH U (WJIH)
BUJICO3AIUCH.

Ecnmu B Xome BBIC3HON OIEHKM COOTBETCTBHSI COHMCKATENsl JIMICH3MH WM JIMICH3HATa
JUIIEH3UOHHBIM TPeOOBAaHUSAM OCYIIECTBISIIUCE (OTOChEMKa W (WJIM) BHUICO3AIUCh, TO 00 3TOM
JieNIaeTCsl OTMETKA B aKTE OIICHKH M MOJIMUCAHNE €r0 PYKOBOJUTEIEM, HHBIM JIOJDKHOCTHBIM JIMIIOM HITH
YIIOJIHOMOYEHHBIM IMPEIICTABUTEIIEM COMCKATEIs JIMIICH3MH (JIMIIeH3UuaTa) He Tpedyercs. B aTom ciryuae
Matepuansl poTorpadupoBanus u (WIK) BUACO3ANNUCH TPUTIATAIOTCS K aKTY OLICHKH.

(n. 13 B pexn. [locranosnenus ITpasurensctBa PO ot 09.03.2022 N 328)

13(1). Ouenka coOmofeHUsl JHMIEH3MaTaMU JIUIEH3UOHHBIX TPeOOBaHUI MpPU OCYIIECTBIECHUU
(bapMareBTHYECKONW JIEATETPHOCTH OCYIIECTBISIETCS B paMKax (helepalibHOTO TOCYAapCTBEHHOTO
KOHTpOJI (Haa3opa) B cepe oOpaiieHus JIeKapCTBEHHBIX CPEJICTB.

(m. 13(1) BBenen [locranosnenuem [IpaBurensctBa PO ot 09.03.2022 N 328)

14. IlpencraBieHue coOMCKaTeNeM JIUIICH3UM 3asBICHUS U JIOKYMEHTOB, HEOOXOJIUMBIX IS
MIOJIy4EHUs JIMLEH3UHU, U UX MPUEM JHUIEH3UPYIOLIUM OpPraHOM, IPUHATHE JULEH3UPYIOLIUM OpraHOM
pelieHusT O TMPEeIOCTABICHUHM JIMIEH3uUu (00 OTKa3e B MPEJOCTABICHUHM JIMIICH3WH), BHECEHUU
U3MEHEHUH B peecTp JuleH3ud (00 OTka3e BO BHECEHUH HM3MEHEHHH B peecTp JMIIEH3HI),
MIPUOCTAHOBIICHUU, BO30OHOBJICHHH, MPEKpPAIICHUHU ACUCTBUSA JIMIEH3UM, a TaKXKe IPEJIOCTaBICHUE
BBIIIUCKU U3 peecTpa JHIEH3UH, (OpMUpOBAHUE U BEACHHE IUICH3MOHHOTO JeNia, BEJCHHE peecTpa
JULEH3UN U TPEJOCTaBICHUE CBEICHUM, COAEPXKAIIUXCSH B PEECTPE JIMLEH3UMN, OCYIIECTBISIOTCS B
nopsake, ycraHoBieHHOM @enepaibHbiM  3akoHOM "O  JHMIIEH3UPOBAHUMU OTAEIBHBIX BHJIOB
JesITeIbHOCTH" .
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. e o [ata coxpaHeHus: 22.07.2022
O nuueH3npoBaHun hapMaLeBTUHECKOW AeSTENbHOCTW...

(8B pen. IlocranoBnenwuii [IpaBurensctea PO ot 28.11.2020 N 1961, ot 09.03.2022 N 328)

15. BeneHue cBOJHOrO peecTpa JMIEH3HMM, BBIJIAHHBIX OpPraHaMd HCIIOJHUTENBHON BIIACTH
cyobekToB Poccuiickoit denepanyi B COOTBETCTBUU C MEPEAAHHBIMU MOJTHOMOYHUSMH, OCYIIECTBISET
denepanbHas ciyx0a 1o Hax30py B cepe 3ApaBOOXPAHEHHUS.

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

16. Opranbl HCIOTHUTENBHOW BIAcTH CyOBEKTOB Poccuiickoit denepanum €xXeMeCSIYHO, HE
nosgHee 10-ro 4mcria, HampaBJSIIOT B [I€YaTHOM U JJIEKTPOHHOM BHJE JaHHBIE, COJEpIKalIUecs B
peecTpax nuueH3uil cyobekToB Poccuiickoit @enepanuu, B @enepanbHyro ciry:k0y 1o Haa30py B cdepe
3/IpaBOOXPAHEHMUSI.

(B pen. Locranosnenus IIpaBurenscrea P® ot 04.09.2012 N 882)

17. 3a nmpengocraBiieHNE JIMIEH3UN WA BHECEHWE M3MEHEHUW B PEECTp JIMLECH3UN YIJIauMBaECTCs
rocy/apCTBEHHas IOIIJIMHA B pasMepax M I[OpAJIKE, KOTOPbI€ YCTaHOBJIEHBLI 3aKOHOJIATENbCTBOM
Poccuiickoit @eneparuu o Hajorax u coopax.

(n. 17 B pen. Llocranosnenus ITpasurensctBa PO ot 09.03.2022 N 328)

18. depepanpHas ciyxba 1Mo Ham30py B cdepe 31paBOOXpaHEHHs HAIMpPaBIsSeT B TEUCHHE 5
pabouux JHEH B Opradbl TOCYJapCTBEHHOM BiacTu cyObekToB Poccuiickoit  ®enepanuu,
OCYIIECTBIISIOIIME MTOJIHOMOYMS, yKa3aHHbIe B yHKTe 1 yactu 1 crateu 15 Penepanbhoro 3akona "O6
OCHOBax OXpaHbl 3J10pOBbsl TpaxaaH B Poccuiickoit ®denepanuu', 3aBepeHHbIE KOMUU MPUKA30B O
MIPUOCTAHOBIIEHUU U BO30OHOBIIGHUU JIEHCTBUS JTUICH3UH, HA3HAYEHUH IPOBEPOK JIMIIEH3UATOB, KON
aKTOB IPOBEPOK JIMIICH3UATOB, MPEANUCAHUI 00 YCTpaHEHUH BBISBJICHHBIX HAPYIICHUH JIMIEH3UNOHHBIX
TpeOOBaHUi, TPOTOKOJIOB 00 aJIMUHUCTPATUBHBIX NMPABOHAPYIICHUSIX, TIOCTAHOBJICHUI O HAa3HAYECHUHU
aJIMMHHUCTPATUBHBIX HaKa3aHUN U JPYTUX JOKYMEHTOB, CBSI3aHHBIX C OCYIECTBICHUEM JIUIIEH3UOHHOTO
KOHTpPOJISI B OTHOILIEHUU JIMIIEH3UATOB (32 HMCKIIOYEHHEM JIMIIEH3HATOB, MPEACTaBUBIINX 3asBIICHUS O
BHECEHUU M3MEHEHUI B PEecTp JIMILIECH3HI), OCYIIECTBISIIOIMNX (apMaleBTUYECKYIO IeSTeIbHOCTb, s
BKJIFOYEHUS B JIULEH3UOHHBIE JIeNa.

(n. 18 BBenen llocranosinenuem IlpaButensctBa P® ot 23.09.2016 N 956; B pen. IlocTanoBneHus
[IpaButensctBa PO ot 09.03.2022 N 328)

[Ipunoxenue
K [IonoxeHnto 0 TMIEH3UPOBAaHUH
(hapmaleBTUUECKOH 1eATeTbHOCTH

NEPEYEHDb
BbIMOJIHAEMbIX PABOT, OKA3bIBAEMbIX YCNYI, COCTABJIAIOLLUX
®APMALIEBTUYECKYIO OEATENBHOCTb

l. B chepe obGpalteHns nekapcTBeHHbIX CPeaAcTB
AN MeAULMHCKOro NpMMeHeHuns

1. OnroBas TOProBJId JICKAPCTBCHHBIMHA CPCACTBAMU IJId MCAULUMHCKOTO ITPUMCHCHU A

2. XpaHeHUE JEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO TPUMEHEHUS
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MoctaHoBneHwue lMpasuTensctea PO ot 22.12.2011 N 1081 K n
(pen. ot 09.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
0] JIMUEH3NPOBaHNN CbapMaLl,eBTW-IECKOM NeAaATenbHOCTH...

3. XpaHeHue JIeKapCTBEHHBIX MPEnapaToB Ui MEIUIIMHCKOTO IPUMEHEHHUSI

4. IlepeBo3Ka NE€KAPCTBEHHBIX CPEJCTB JJIsI MEAUIIMHCKOTO TPUMEHEHHUS

5. IlepeBo3Ka NEKAPCTBEHHBIX MIPENAPATOB U1 MEAUIIUHCKOTO IPUMEHEHUS

6. Po3nnunas TOProBJId JICKAPCTBCHHBIMU IIpCriapaTaMu JJid MEAUIWMHCKOTIO NPUMCHCHUA
7. OTnyck J€KapCTBEHHBIX MPENAPaTOB JIJIsI MEAUIIUHCKOTO TPUMEHEHUS

8. M3roroBiieHne JIeKapCTBEHHBIX IPENapaToB Ui MEAUIIMHCKOTO IPUMEHEHHUS

Il. B chepe obGpaweHns nekapcTBeHHbIX CPeacTB
ANsi BeTepUHaApPHOro NnpMMeHeHus

1. OnrroBas TOProBJId JICKAPCTBCHHBIMU CPCACTBAMMU JJI1 BETCPUHAPHOTO IPUMCHCHUA

2. XpaHeHHe JIEKApCTBEHHBIX CPEJICTB /ISl BETEPUHAPHOTO IPUMEHEHHUS

3. XpaHeHue JIeKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHHS

4. IlepeBo3Ka JEKapCTBEHHBIX CPEJCTB AJI1 BETEPUHAPHOTO IPUMEHEHMUS

5. IlepeBo3Ka JIEKapCTBEHHBIX MIPENAPATOB Il BETEPUHAPHOIO IIPUMEHEHUS

6. Po3Hu4Has TOpro.iis JI€KapCTBEHHBIMHU MIpenapaTaMu JjIsl BETEpUHAPHOIO IPUMEHEHUS
7. OTIIyCK JI€KapCTBEHHBIX MPENAPATOB JAJIsI BETEPUHAPHOTO IPUMEHEHUS

8. N3roroBneHune JICKApCTBCHHLIX IIPp€IIapaToB AJIA BETCPHUHAPHOI'O IPUMEHCHUA
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