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POCCUUCKASA ®EOQEPALINA
®EQEPAJIbHBbIA 3AKOH

O BHECEHUWU U3MEHEHWUNA
B ®EQEPAJIbHbIA 3AKOH "OB OEPALLEHUWN NEKAPCTBEHHbIX CPEACTB"
N CTATbIO 1 PEAEPAJIBHOIO 3AKOHA "O JIMLUIEH3UPOBAHUU
OTAEJIbHbIX
BMAOB AEATEJIbHOCTU"
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CraTtba 1

Buectu B ®enepanbubiii 3akoH ot 12 anpens 2010 roga N 61-®3 "O6 obpameHuun
nekapctBeHHbIX cpenacTB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparuu, 2010, N
16, ct. 1815; 2012, N 26, ct. 3446; 2014, N 43, c1. 5797; N 52, c1. 7540; 2015, N 27, cT. 3951;
N 51, cr. 7245; 2016, N 27, ct. 4194; 2017, N 31, cT. 4827; 2018, N 1, c1. 9; N 49, cT. 7521,
2019, N 30, cT. 4142; N 31, cT. 4456; N 52, ct1. 7780, 7799; 2020, N 29, ct. 4516; N 50, cT.
8074; N 52, ct. 8590; 2022, N 29, ct. 5278; OdunmanbHblii HUHTEPHET-TIOPTAT TPABOBOM
uHpopmarmu (WwWw.pravo.gov.ru), 2023, 24 wutoms, N 0001202307240004) crenyroriue
W3MEHEHUS:

1) vactp 1.1 crathu 3 mocie ciioB "®denepanbHbIM 3aKOHOM" IOTIOJIHUTE clioBamMu "ot 29
ntoHsg 2015 roga N 160-D3";

2) OTIOJIHUTH CTaThel 8.2 CIeMyIOIIero Coaep KaHus:

"Cratbs 8.2. OcoOeHHOCTH JIHMIIEH3UPOBAHU (hapMaleBTHUECKON JIEITETbHOCTH B YaCTH
OCYIIECTBJIEHUS ONTOBOM TOPTOBIIHU JIEKAPCTBEHHBIMU CPEJICTBAMU

1. Jle¥icTBue nuiieH3un Ha (HapMaleBTHUECKYO JIEATEIbHOCTh B YaCTH OCYIIIECTBICHUS
ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU JUII MEIUIIMHCKOTO TMPUMEHEHHS
MpeKpaniaeTcss JIMIEH3UPYIOIIMM OpraHoM B CJly4asX, OIpeAeseHHbIX cTaThed 20
®enepanpHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upOBaHUM OTIETbHBIX BUIOB
NEeSATEILHOCTH", @ TAKXKE M0 PEIICHUIO JTMLIEH3UPYIOIIEro OpraHa, MpUHITOMY B COOTBETCTBUU
C HAcTosAled dacThlo. B ciydae BBISBIEHUS TIPH OCYIIECTBICHHH (eaepalbHOTO



rOCyJJapCTBEHHOTO KOHTpPOJs (Ham3opa) B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEICTB
HapyIICHUsI OpraHU3aIlMel ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMH TPEOOBaHMIA
gacted 1 - 3 crateu 53 Hacrosmero deaepalibHOrO 3aKOHA JACHCTBHE JIMIEH3UM Ha
(dapMaleBTHUECKYIO0  JIESATEIBHOCTh B  YaCTH  OCYIIECTBICHHUS ONTOBOH  TOPTOBIHU
JIEKAPCTBEHHBIMU CPEACTBAMHU I MEAUIMHCKOTO MPUMEHEHHS] IMPUOCTAHABIMBACTCS B
TEYCHHUE NECATH pabo4yux JHEW CO JHSA BBISIBICHUS YKa3aHHOrO HapyiieHus. [lefictBue
JTUIEH3WU Ha (apMalleBTHUECKYIO JACSITEILHOCTh B YaCTH OCYIIECTBICHUS ONITOBOW TOPTOBIIN
JIEKAPCTBEHHBIMH CPEJICTBAMHU Il MEIMIIMHCKOTO TPUMEHEHHUS MPUOCTAaHABIMBACTCA Ha
CPOK, KOTOPBIH ONpeACISIeTCs JIMIIEH3UPYIOIIMM OpraHoM (HO HE MEHee YeM Ha OJIMH MECSI),
10 UCTEUEHUHN KOTOPOTO JIEHCTBHUE JAaHHOM JUIICH3UU TIOITICKHUT IMIPEKPAIICHUIO HA OCHOBAaHUHT
pelIeHrs JUIEH3UPYIOLIEr0 OpraHa, 3a HCKIIOUEHHEM Cllydas, YKa3aHHOTO B YacTH 2
HACTOSIIEH CTaThHU.

2. JleiicTBUE JIUIIEH3UU Ha (DapMalleBTHUECKYIO IE€ATEIbHOCTh B YaCTH OCYIIECTBICHUS
ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMM JIJIS1 MEAUIIMHCKOTO IPUMEHEHUS, IEUCTBUE
KOTOPOW TPHUOCTAHOBJIEHO B COOTBETCTBMU C YacThi0 | HACTOAIIEH CTaThbU, MOMIJIEKUT
BO300OHOBJICHUIO B CIy4ae, €CIM B MEPUOJ MPUOCTAHOBIICHUS JACUCTBUS JAHHOW JIMIIEH3UU B
pamKax J0Cy/eOHOro 00KaJoBaHMs PElIeHHEe KOHTPOJIBHOTO (HAJ30pHOr0) OpraHa B 4acTd
BBISIBJICHHOT'O HapylleHus TpeboBaHuii yacteir 1 - 3 crateu 53 Hactosiiero dexepanbHOro
3aKOHa OTMEHEHO. B yka3aHHOM ciydae naelcTBHE JHIIEH3MH Ha (apMaleBTUYECKYIO
JeSTEIbHOCTh B YaCTH OCYIIIECTBIICHUS ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMH CPEJICTBAMH JIJIS
MEJUIIMHCKOTO TPUMEHEHHUS BO3OOHOBIISETCS HE TO3JHEE OJIHOrO paboyero JHS CO JIHS
OTMEHBI pelIeHNs KOHTPOJIbHOIO (Ha30pHOr0) oprasa."”;

3) B crathe 45:

a) 4acTh 8 JOMOJHUTH MYHKTOM 7 CIEIYIOLIETrO CONEPKaHMS:

"7) ucnbITaTenbHBIM JA0OpAaTOpUsIM (LIEHTpaM), MPOBOASIIUM MCIBITaHUS B 00JacTu
KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBHM C
3akoHoJaTenbCcTBOM Poccuiickoit denepannn 00 akKpeAUTAMM B HALIMOHAJIBHON cUCTEMeE
aKKpenIuTanuu.";

6) B yactu 9 cioBa "B myHKTax 3 - 5 yactu 8" 3aMEHUTH cloBaMu "B NMyHKTax 3 - 5 u 7
gactu 8";

4) B cTaThe 53:

a) Byactu 1:

a063aI1 MepBbIii JOMOIHUTE CIOBaMH ''C y4eTOM TpeOOBaHMIt YacTH 3 HACTOSIIEH cTaThu'";

IYHKT 6 nocie cioB "denepanbHbIM 3aKOHOM" TOMIOIHUTH cioBamu "oT 29 nrons 2015
roga N 160-d3";

0) TOTIOJIHUTD YACTHIO 3 CIEAYIOMIETO COACPKaHMUS:

"3.  OpraHus3anuu  ONTOBOM TOPrOBIM  JIEKAPCTBEHHBIMH  CPEJICTBAMH  MOTYT
OCYIIECTBIATh MpoAaxy (mepedadyy B YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit
@enepanuy MopsAaKe) JEKApCTBEHHOIO IpenapaTta Uil MEAMLUHCKOrO IPUMEHEHHs ¢
MEXIyHapOAHBIM HETIATCHTOBAHHBIM HAUMEHOBaHHEM "DTaHomn":

1) ropuaMUECKUM JIUIIaM, IMEIOLINM JIMIIEH3UIO Ha (hapMaleBTHUECKYIO JeSATEIbHOCTh B
cdepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB I MEAULIMHCKOTO TPUMEHEHHUS;



2) VH/IMBUyaJIbHBIM PEIIPUHUMATENSIM, UMEIOIIUM JMLIEH3UIO Ha
(bapManeBTUYECKYIO JESITEeIbHOCTh B cepe oOpalleHHus JEeKapCTBEHHBIX CpPEACTB s
MEIULUHCKOTO IPUMEHEHHUS;

3) MHOUBUAYaNbHBIM MPEANPUHUMATENSAM, UMEIOUIUM JIMLEH3UI0 Ha MEAMIMHCKYIO
JESITENIbHOCTD;

4) 1opuAMYECKUM JUIaM, UMEIOLIUM JINLEH3UI0 Ha MEAULIMHCKYIO JIEATEIbHOCTD;

5) HHOCTpaHHBIM IOPUIMYECKUM JHMIAM ¥ WHAUBUAYAIbHBIM IIpEANPUHUMATEIM,
CO3JIaHHBIM U 3apErMCTPUPOBAHHBIM B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM HMHOCTPAHHOI'O
rocygapcTBa - wieHa OpraHu3allud 5KOHOMHYECKOTO COTPYAHHMYECTBA U Pa3BUTHS,
SBJIIOIIMMCS YYaCTHUKaMM IPOEKTa B COOTBETCTBUU ¢ PDeiepaabHbIM 3aKOHOM OT 29 UIOHS
2015 roga N 160-®3 "O mexayHapoIHOM MEIULIUHCKOM KJIACTEPE U BHECEHUU U3MEHEHUH B
OTJIeNIbHbIE 3aKOHOIaTeNbHbIE aKThl Poccuiickoit @enepanun';

6) ucnbITaTeNbHBIM JabopaTtopusM (LIEHTpaM), IPOBOJASIIUM HCIBITAaHUS B 00JACTH
KOHTpPOJISI KauyecTBa JIEKAPCTBEHHBIX CPEICTB, AKKPEIUTOBAHHBIM B COOTBETCTBUHM C
3akoHoAarenscTBOM Poccuiickoil denepanuu 00 akKpeIWTallMu B HALIMOHAJIBHON cucTeMe
aKKpeauTauu.";

Koncynsrantllntoc: npumeyanue.
I1. 5 cr. 1 BcTynmaer B cuity ¢ 01.04.2024.

5) wacte 4 craThu 67 JONOJHHUTH HPEIUIOKCHUEM CleAyrouero coaepxanus: "Jis
JIEKapCTBEHHBIX IPENaparoB ¢ MEXAYHapOAHBIM HENATEHTOBAHHBIM HAaMMEHOBAaHUEM
"OraHon" cpeacTBO MIAEHTU(HUKALMU HAHOCUTCS Ha BTOPUYHYIO (HOTPEOUTETBHCKYIO)
YIOAaKOBKY B Ciy4ae, €ClM Takas yIHakoBKa SBISIETCd WHAMBHUIYaJbHONH BTOPUYHOU
(MOTpeOUTENHCKOI) YIAKOBKOM 3TOTO JIEKAPCTBEHHOTO Tpernapara, a B CIy4ae OTCYyTCTBHUSA
BTOPUYHOU (ITOTPEOUTENHCKOM) YHNAKOBKM HWJIM HAJIW4YUSl yIAKOBKU, B KOTOPOM HaXOAWUTCS
Oosee OAHON €IMHMIBI YKAa3aHHOTO JIEKapCTBEHHOTO Iperapara B NMEPBUYHON yIaKOBKe,
CPEeACTBO UJACHTU(UKALMN HAHOCUTCS Ha TIEPBUYHYIO YIAKOBKY.".

Ctatbsa 2

Yacte 4.1 crateu 1 @enepanpHoro 3akoHa ot 4 maga 2011 roma N 99-®3 "O
JUIEH3UPOBAHUK  OTACIBHBIX BHAOB jAestenbHocTH" (CobOpaHue 3aKOHOJATENHCTBA
Poccwuiickoit ®eneparuu, 2011, N 19, ct. 2716; N 48, cr. 6728; 2013, N 27, ct. 3477; 2014, N
30, cT. 4256; N 42, cT. 5615; 2015, N 1, c1. 11,72; N 27, c1. 3951; N 29, c1. 4339, 4342; 2016,
N 1, ct. 50; 2017, N 31, cT. 4765; 2018, N 1, c1. 35; N 45, cT. 6841; 2019, N 16, cT. 1817; N
30, cT. 4142; N 31, cT. 4457; N 52, ct. 7799; 2020, N 31, cT. 5029; 2021, N 18, ct. 3067; N
24, cT. 4186, 4188; 2022, N 29, ct. 5220, 5238; 2023, N 25, cr1. 4393; Poccuiickas rasera,

"

2023, 18 utonst) mocie ciaoB "MpekpaiieHus IeUCTBUS JUIEH3UHU TOMOJHUTE ClIoBaMu ", a
TaKke OCOOCHHOCTH JIUIIEH3UPOBAHMS (apMaIeBTUUECKONW JEATEIHPHOCTH B  YacTH

MIPUOCTAHOBJICHHSI, BO30OHOBJICHUSI, TPEKPAIICHUS TCUCTBUS JTUIICH3UN "
Cratbsa 3

1. Hacrosmmii @enepanbHblii 3aKOH BCTymaeT B cwity ¢ 1 centsops 2023 roxa, 3a
UCKJIIOUEHUEM ITyHKTa 5 cTtaThi 1 HacTosmero denepanpbHOro 3aKoHa.



2. Ilynkrt 5 crateu 1 Hacrosmero deaepalbHOrO 3aKOHA BCTyHaeT B CHIIy ¢ 1 ampens
2024 rona.

3. [lonoxenus ctatbu 8.2 M yactu 3 cratbu 53 denepanbHoro 3akona ot 12 anpens 2010
roga N 61-®@3 "OO6 oOpamieHun JEeKapCTBEHHBIX CpencTB" Ha TeppuUTOpusax JloHerkon
Haponnoii Pecryonuku, Jlyranckoit Hapomnoit PecnyOnwku, 3amoposkckodl o0nactu,
XepcoHckoi obsactu nmpuMeHstores ¢ 1 centaops 2024 rona.

4. HopMmaTuBHBIE TIPAaBOBBIE aKThI, COJEpKalIUe OOs3aTebHbIC TPEeOOBAHUS U
MIPUHUMAaEMBbIE B IEJISIX PeaU3aIliy OJIOKEeHUH cTatent 45, 53 u 67 deaepanbHOro 3aKoHa OT
12 anpens 2010 roga N 61-®3 "OO6 oOparieHun JIeKapCTBEHHBIX CPeACTB" (B pemakiuu
Hactosmero ®denepanbHOro 3aKOHA), BCTYMAIOT B CHJIy B YCTAHOBJICHHBIE JaHHBIMU
HOPMAaTUBHBIMH MIPABOBBIMHU aKTaMH CPOKHU, HO HE paHee YeM IO UCTCUCHUU TPHUALIATU THEH
mociie JHS OQUIIMATIBHOTO OITYyOJIMKOBAHHS COOTBETCTBYIONIETO HOPMATHBHOTO IPABOBOTO
aKTa.

IIpesunent
Poccuiickoit deneparuu
B.IIYTHUH
Mocksa, Kpemib
4 aBrycra 2023 rona
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