T'OCYJJAPCTBEHHAS [YMA
®EJEPAJIBHOI'O COBEPAHUSI POCCHUMCKON ®ENEPALIUU
CEJIbMOT'O CO3bIBA

BBIIIUCKA U3 ITPOTOKOJIA or 10.03.2020 Ne 251
3ACEJJAHMSA COBETA I'OCYJIAPCTBEHHOM IYMBI
"10" wmapra 2020T.

32. O npoexre pegepanbroro 3akona Ne 912246-7 'O BHeceHHH H3IMeHEHHI
B Qenepanbhblii 3aKxon ""O6 o6pamennn jekapcTBeHHbIX cpeacTB' H Penepanib-
Hblit 3axon '"OG6 ocHoBax oxpanbl 370poBbA rpaxaan B Poccuitckolt ®exepauun'
(B 4aCTH COBEpILIEHCTBOBaHHS J1eKapCTBEHHOro obecnedeHHsl rpaxkiaH) - BHOCAT
aenytathl Iocynapcrsennoii Jymbt C.A.HesepoB, A.K.Hcaes, E.B.Ilannna,
A.ILIlerpos, unen CoBera ®Pegepanuu I'.H.Kapenosa

IIpunsTo pewenne:

1. HanpaBuTe yka3zauHbIi npoekt ¢eaepanbHoro 3akoHa [Ipesumenty Poccuii-
ckoil Degepanun, B KOMUTETH!, koMuccuio ['ocynapcTBennoit [{ymel, ¢ppakuuu B ['ocy-
napctBeHHOH J{yme, CoBer ®enepaunn PenepansHoro Cobpanus Poccuiickoit ®ene-
paunH, [IpasHTenscTBo Poccniickoit ®enepaunu, CueTHyro nanaty Poccuiickoit dene-
pauud, ObmecTtBeHHyt0 nanary Poccuiickoit Penepanuu, 3aKoHOTaTeNbHEIE (TTpeACTa-
BUTEJIbHBIE) H BHICUIHE MCIOMHUTENILHBIE OpraHbl rOCYy1apCTBEHHOM BIACTH CyOBEKTOB
Poccuiickoit ®enepanuu A4 MOATOTOBKH OT3BIBOB, NMPEIIOKEHHH W 3aMedaHHH, a
TaKxe Ha 3akinoderue B [IpaBoBoe ynpasinende Anmnapara ['ocysapcTBennod [{yMel.

HasHauuTh OTBETCTBEHHBIM B paboTe Haj NpoeKTOM ¢enepanbHOro 3akoHa
Komurer ['ocynapctBenHOM JIyMBl 10 OXpaHe 300POBBA.

OT3hbIBBI, NMpEUIOXKEHUS M 3aMedaHHsA HanpaBHTh B Komurter IN'ocymapcrBenHol
HAyMel no oxpaue 3x0opoBbs 10 8 anpeins 2020 rona.

2. Komurery I'ocynapctsennoii Jlymbl mo oxpaHe 3A0pPOBbS C Y4€TOM IOCTY-
MHBIOXX OT3BIBOB, MPEUIOKCHUH H 3aMEeYaHHH MOArOTOBUTH YKa3aHHBIN MPOEKT ¢eae-
PAJILHOro 3aK0Ha K paccMoTpenHio ["ocyaapcTBenHO# JlyMoit.

3. BkmousTb yKa3aHHBIR NPoekT (peepaibHOrO 3aKOHA B PAMEPHYIO NIPOrpaM-
MYy 3akoHonpoekTHOM paborel ['ocymapcrBeHHo#t JyMBl B IepHol BeceHHeH cecCHH
2020 roxa (anpens).
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Ipencenarens ['ocynapcTaenpfe
®epepansroro Cobpaps
Poccuiickoit Denepalfiy Hopmamsuix Axtos
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FOCYIOAPCTBEHHAA JYMA
GENEPAJILHOTO COBPAHUA POCCUHCKON QEEPALIMH

L

AEINYTAT oeiresozes
IFOCYIAAPCTBEHHOH IYMbI 11:;;t 2203200 1903
02 o5 2010T. Ne
[Ipencenarento
I'ocynapcreenHoit J{ymsr

®epepanpHoro Cobpanus
Poccuiickoit Oefepanuu

B.B.BOJIOJTMHY

YBasxaemblii BayeciaB BukropoBuu!

Ha ocHoBanuu cratsu 104 KoHcrutyuun Poccuiickoit Mefepauuu BHOCHM
Ha paccMotpenue ['ocynapcrsersoi Jymer Penepansroro Cobpanus Poccuiickoi
: Qefepauny B Ka4eCTBE 3aKOHONATENBHOH MHHLHATHBEI MPOEKT (edepallbHOro
3akoHa «QO BHeceHMH H3MeHeHHH B QDenmepanpHbii 3akoH «O6 ofpalueHuH
NIeKapCTBEHHBIX CpeACTB» U DelepanbHblil 3akoH «O6 OCHOBaX OXpaHBI 3[0POBEA
rpaxnal B Poccuiickoit @efepalinuy.

Tpunoxenme: 1. Texkct 3akoHompoekta Ha 10 1.

2. TloscHHTenbHAs 3aMlKCKa HA > 1.

3. IlepedeHr axkTOB ¢efiepallbHOTO 3aKOHONATENLCTBEE,
MOoMIEeXKAMMKUX  [PH3HAHHIO  YTPAaTUBIIUMH  CHILY,
MPUOCTAHOBIECHHIO, H3MEHEHHIO WIH MIPUHATUIO B CBA3M
¢ TIPHHATHEM JaHHOTO (eNepansHOro 3akoHa Ha { JI.

4. TlepeueHb HOpMAaTHBHBIX NPaBOBBIX akKToB [IpesumeHta
Poccuiickot ®enepauuu, [Ipasutensctea Poccuiickoit
®enepalMu ¥ QefepanbHbIX OPraHOB HUCIOIHUTENBHOM
BIIACTH, MOIEXAIMX MPU3HAHHIO YTPATHBIIUMH CHITY,
MPUOCTAHOBIECHUIO, U3MEHEHHIO WIH MPHHATUIO B CBA3M

10 3.4- 6,453 C NPUHATHEM JaHHOTO ¢>enepam>noro sakoHa Ha 1 1.
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5. (DHHAHCOBO-3KOHOMHYecKoe o6ocHoBanHe Ha 1 L.
6. TekcTt 3aKoOHOMpOeKTa M MaTrepuansl K HeMy Ha
MATHHTHOM HocuTele B 1 3Kk3.

Henyratsl I'ocyaapctBennoit J{ymol
C.H. HeBepor ﬁ% E.B. [Tauuna m

A K. Ucaes_ 7~ A.IL ITerpon %L‘

\ 2B

Unen Cosera Peneparium

I'H. Kapenora ¢ ol

Ucn. H.B. JloxTioxuna
692-96-81



Brocutcs nenyraramu
locynapcTeeHHOM Hymbt
®enepansHOro Cobparus
Poccuiickoit @enepaunu

C.H. HesepoBeiM, A K. UcaeBriM,
E.B. [Tanunoii, A.I1. [TetpoBriM,
yienoM  Cosera  ®enepanuu
DenepanbHOro Cobpanus
Poccuiickoit Depnepanuu
" H. KapenoBoii

Ipoext Ne F7220 Y6 - 7

OEIEPAJBHBIN 3AKOH

O BHecenun uimeHenuii B @egepanbublii 3akoH «O0 oGpamennu
JAeKapCcTBEeHHBIX cpeacTB» H PexepabHbiid 3akoH «006 ocHOBax oXpaHbI
30poBbA rpaxaaH B Poccuiickoii ®egepauun»

Crartpa 1

Brectu B @enepanpHbl 3akoH ot 12 anpens 2010 roma Ne 61-@3
«O06 obpamennu  nexapctBeHHbIX  cpeactB» (CoOpaHHe  3aKOHOOATENbCTBA
Poccuiickoit Qenepauuu, 2010, Ne 16, ct. 1815; Ne 31, ct. 4161; 2012, Ne 53, cT.
7587; 2013, Ne 48, c1. 6165; 2014, Ne 52, cr. 7540; 2015, Ne 29, cT1. 4388)

2010, Ne 16, cT. 1815; Ne 42, ct. 5293; Ne 49, cT. 6409; 2011, Ne 50, c1. 7351;
2012, No 26, ct. 3446; 2013, Ne 48, c1. 6165; 2014, Ne 43, c1. 5797; Ne 52, c1. 7540;

2015, Ne 29, ct1. 4367; Ne 51, ct1. 7245; 2016, Ne 27, c1.4194; 2017, Ne 31, ct. 4827,
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2018, Ne 1, ¢1.9; Ne 24, ct. 3407; Ne 49, ct. 7521; 2019, Ne 31, cT. 4456, Ne 52, ct.
7780, ct. 7793

ClIeAYIOLHE U3MEHEHH !

1) 9acTs 2 cTaThu | H3MOXKHUTE B CIEAYIOMER peJaKiUH:

«2. Hacrosumit @PenepanbHBIl  3aKOH  yCTaHaBNUBAEeT  NPUOPHUTET
rOCYZIapCTBEHHOI'O perylnupoBaHUA 6e30macHOCTH, KauecTBa U 3¢ ¢EeKTUBHOCTH
JIEKapCTBEHHEIX CpEACTB NpH HX obpameHMH M HampaBieH Ha ofecriedeHue
JOCTYIHOCTH JIEeKapCTBEHHBIX CPENCTB I HaceneHHs M CO3/aHHe YCIOBHH Iy
dopMUpoBaHUs KOHKYPEHTHO#R cpelbl Ha (apMalleBTHYECKOM PBIHKE.».

2) B cTtathe 4:

a) [IYHKT 35 U30XUTH B Cliefytoulel peaKiuu:

«35) anTeyHas oOpraHMsamMs — oOpraHMsauus, ee o6ocobGieHHoe
nojpasfeneHie, CTPYKTypHOe [OApa3feNeHHEe MEOULIMHCKOH  OpraHu3auyH,
OCYLIECTBISIOIIME PO3HMYHYIO TOPrOBMIO  JIEKAPCTBEHHBIMU  [pemapaTaMH,
XpaHeHHue, MepeBO3Ky, M3TOTOBJIEHHE U OTIYCK JIEKapCTBEHHBIX IpernapaToB Ui
MEJIULUHCKOTO I[IPUMEHEHHS, HHBlE BUIBl [JEATENIBHOCTH B COOTBETCTBHH C
TpeboBaHUAMHE HacTosmero deneparbHOro 3aKoHa;»

6) nononHuTh nyHKTamMu 35.1 — 35.3 cnenyromero cogepXxaHus:

«35.1) nepemBMHOHW anTedHBIX NYHKT - CTPYKTYpHOE NOApa3feneHue
anTeYHOH HMIM MEIMUMHCKOM OpraHH3alMH, OCYIIECTBIAIONIEE PO3HUYHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMH IIpenapaTaMH, [EpeBO3KY K OTIYCK JI€KapCTBEHHBIX

Npenaparos A MEOUIUHCKOroO TNPUMEHEHHsST BHE CTAllMOHAPHOIO TOProOBOro



o6bekTa B HaCENEeHHBIX MYHKTaX, ONpENENeHHEIX OpPraHOM HCHONHUTENBHON BNacTH
cybrexta Poccuiickoft Denepanuy, B COOTBETCTBUH C TPeOOBaHUAMH HACTOSILETO
®DenepanbHOro 3aK0HA;»

«35.2) anTe4Has CeTb — COBOKYMHOCTh JABYX MM 0OoJiee amTedHBIX
opranu3alui (ee 060co6/IEHHBIX TOApa3AeIeH i), BXOAIIIUM B OJHY TPYIIY UL B
coorBercTBUM ¢ DepepansHbM 3akoHOM «O 3amuTe KOHKYPEHIMH», HIH
COBOKYIHOCTb IBYX H Oonee anTeyHbIX oOpraHusamuit (ee 060co0neHHBIX
NOApa3fieicHMit), KOTOpBle HCHONB3YIOTCA MO  €AMHBIM  KOMMEPUYECKUM
0603Ha9eHHEM HITH HHBIM CPEICTBOM HMHAMBUIYAIH3ALHH;Y.

35.3) ycayru N0 [POIBHXKEHHIO JIEKapCTBEHHBIX [pelapaToB Ui
MEIULUUHCKOr0 IpHMEHEHHA - YCIYTH, OKa3plBaeMble B MLENAX IPOJBI)KEHHA
JIEKapCTBEHHAIX IIperapaToB M/ MEIHLMHCKOrO NpHUMEHEHHs, B TOM YHCIE IyTeM
PEKNaMUPOBAHUSA NEKapCTBEHHBIX [IpenapatoB AN MEJHLMHCKOTO MpUMEHEHHH,
OCYIIECTBNACHUA WX CIELMANbHOM BBIKIAOKH, HCCIEJOBaHUA NOTPEOMTENHCKOrOo
CIpoca, MOArOTOBKY OTYETHOCTH, COiepxaleif HHGOPMaLHIO O TaKUX TOBapax, KO0
OCYWIECTBJEHHS  HHOM  [JeATEIBHOCTH, HalpaBIeHHOH Ha  HpPOIBHXKEHHE
NEeKapCTBEHHAIX MpenapaToB I/l MEOUHHHCKOTO IIPUMEHEHH.»

3) B cTaThe 52:

a) B 94aCTH | mocne ClOB «alTeqyHbIMH OpPraHH3alHAMH,» NOMONHUTH CJIOBaMHM
«NEePeABHIKHBIMH AN TEYHBIME [TYHKTAMHE, )

4) CTaThIO 54 M3NOXHUTH B CIEAYIOMEH pefaKIUu:

«Crates 54. [IpaBuna onToBOM TOProBIU NEKAPCTBEHHBIMH CPENCTBAMHU




1. OmnToBass TOpProBis JIEKapCTBEHHBIMH CpPEICTBAMH OCYIIECTBISAETCS
MPOU3BOAMTEISIMH JIEKapCTBEHHBIX CPEACTB U OpraHW3alldsMH OHNTOBOH TOProBIIM
JIEKapCTBEHHBIMH CpeJCTBaMH [0 IIpaBUlaM HaluleXxalled IUCTpHOBIOTOpCKOM
OpaKTHKH ¢ IpaBHJIaM HaJJeXxalled I[PakTHKH XpaHEHHS H  [EpeBO3KH
NeKapCTBEHHBIX npenapaTos, YTBEPKAECHHBIM COOTBETCTBYIOLIHMH
YIOJTHOMOYEHHBIMH ;benepanbﬂblmn OpraHami HCMOJHUTENIbHOM BIACTH.

2. CoBOKyNHBIH pa3sMep BO3HarpaXAEHHA MO [JOTOBOpPaM BO3ME3AHOTO
OKa3aHHUs YCIyT MO MPOABHKEHHIO JIEKAPCTBEHHBIX MpENapaToB A MEIHLIMHCKOTO
IIpUMEHEHHS, BBIJIAYMBAEMOrO  INpPOU3IBOAMTENEM  JIEKAPCTBEHHBIX  CPENCTB
anTe4yHBIM OpraHM3alUsM HE MOXET NpeBblUaTh IMATh [POUEHTOB OT LEHBI
NpHOOPETEHHBIX IEKAPCTBEHHBIX NMpENapaToB AJsi MEAULIMHCKOrO IPUMEHEHHUS.».

5) B cTatbe 55:

a) B dYacTH | cioBa «OCYIIECTBIAETCS aNTEYHBIMH OpraHH3alUIMH»
HOTIONIHUTH CIIOBaMHU «(BKITIOYAs TIepeIBUKHbIE ANITEYHBIE ITYHKTHI)»

‘6) JOMONHHUTD YacTaMH 1.1 — 1.2 crnenyromero coaep>kaHus:

1.1. Anrteydnle opraHu3alMd © HHIABUAYyaNbHBIE MpEeANPHHUMATENH,
HUMEIOIIHe JHOeH3UI0 Ha (apMaleBTHYECKYl0 MHeSTeNbHOCTb, NpPH pPO3HUYHOH
TOProBlie JIeKapCTBEHHBIMH IpenapaTamMu s MEJULIHHCKOTO NpUMeHeHus 00sa3aHb!
obecrednTh DOCTYMHYIO MOKyMaTemo HHQOPMAIHIO O HAMYHH M MUHHMAJIbHOH

HEHE JICKAPCTBEHHBIX MIpEI1apaToB A1 MEOULMHCKOro IPpHMEHEHHA B paMKax OQHOro

MHH umi yHOro — B CiIy4ae ero OTCYTCTBHA.»;

6) IOMONHUTE cTaThell 56.1 cnenyromero cogepxanus:



«Cratess  56.1. TlpaBa M 0O0s3aHHOCTH XO3SHCIBYIOIIEro CyOBeKTa,
OCYIOECTBIAIOIIETO  (apMaLeBTHYECKYI0 IOEeATeNBHOCTh, H  XO3SHCTBYIOLLETO
cyOBeKTa, OCYLIECTBIAIOLIEr0 MOCTaBKH JIEKapCTBEHHBIX IIpENapaToB, B CBA3U C
3aKJIIOYEHAEM H HCIOJTHEHHEM JOr0BOpa NIOCTAaBKH JIeKapCTBEHHBIX IpeNapaToB.

1. Opranuzanuy ONTOBOH TOPTOBIH JIEKAPCTBEHHBIMH CpEeJCTBAMH, allTeYHbIE
OpraHM3allid, UHIUBHAYaJbHblE INpeNNpHUHUMATENH, HMezomﬁe JMIEH3HIO Ha
¢apMalleBTHYECKYIO HEATEIbHOCTh, 00s3aHbl obecreyHBaTh NPOU3BOOHUTENAM H
[OCTaBIIMKAM JIeKapCTBEHHBIX MNpenapaToB HOCTYN K HHQopManmuu o6 yCIoBHAX
orbopa KOHTpareHTa JUIs 3ak/IIOUYeHHsS [OOroBopa IIOCTaBKH JIEKapCTBEHHBIX
mpenapaToB M (MJIH) BKITIOYEHHS JI€KapCTBEHHBIX CPEACTB JUIL MEIUIHHCKOIO
IPUMEHEHUA B AlTEYHBIR aCCOPTUMEHT, a TakKe O CYLIECTBEHHBIX YCIOBHSAX TaKHX
JIOTOBOPOB IyTeM pa3MelleHHsA COOTBETCTBYIOIIEH HHGOpMAUMH Ha CBOeM caiite B
HHGOpPMaLHOHHO-TeNIeKOMMYHHUKalMOHHOM ceTr «HTepHeT”.

2. TlpousopuTend ¥  TOCTaBIOHKM  JIEKAPCTBEHHBIX  CPEICTB,
OCYIIECTB/IAIOIHE [IOCTABKH JIEKAPCTBEHHBIX CPEICTB, 00s3aHbl 06ecreYuBaTh
JOCTYNl OpraHH3alHsiM, OCYHIECTBIAIOUIMM (apMaleBTHYECKYI0 NeATENbHOCTh K
uHQopManuu 06 ychnoBusAX oTOOpa KOHTpareHTa AN 3aKMOYEHHs JIO0roBopa
MOCTAaBKM JIEKApPCTBEHHBIX [IPENapaToB M O CYIIECTBEHHBIX YCIOBHAX TaKOro
AOrOBOpA, IMyTeM pa3MEllleHHs COOTBETCTBYIOIIEH WH(GOpManuWM Ha CBOEM caiiTe B
HHPOPMAIHOHHO-TeJIeKOMMYHUKAUKOHHOU ceTH «MHTepHET».

3. TIpoM3BOAMTENAM JIEKAPCTBEHHBIX CPEACTB, OpPraHHU3ANMAM OITOBOH

TOProBJIK JICKApCTBCHHBIMH CcpeacTBaMy, ANTCYHBIM OpraHH3alUusgM,
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HHOUBUAYAJILHEIM IpeaIpUHUMATENAM, HMEIOLINM JTMIEH3HUIO Ha
(hapMaieBTHYECKYTO AEATENbHOCTD, 3allpelNacTCs:

1) B3uMaHue nuaTel 1M60 BHECEHHE IITATHI 32 IIPABO [TOCTABOK JIEKAPCTBEHHBIX
NpenaparoB IS MEAMIUHCKOrO IPUMEHEHHS B alTeYHEIE OpTraHH3alHH;

2) B3uManHe Mathl TH60 BHeCEHHE IIaTHI 32 HU3MEHEHHE acCCOPTUMEHTA
JIEKapCTBEHHBIX [IPENapaToB IJIsk MEAHLIMHCKOTO IPHMEHEHHUS,

3) BO3MelEHHE pAcXOZOB B CBA3M C VYTPaTod MM MOBPeXAECHHEM
JIeKapCTBEHHBIX IIPENapaToB I MEIULMHCKOTO IPUMEHEHHA [TOCHe Nepexosia Mpasa
COOCTBEHHOCTH Ha TaKkHe TOBaphl, 3a UCKIIOYEHHEM CIydaeB, €ClH yTpaTa HH
HOBpEXIEHHE MTPOU3OLILIH [10 BHHE NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB U (MIIH)
OpraHu3aiyy OoNTOBOK TOProBiIY JEKAPCTBEHHBIMY CPEACTBAMMU;

4) BOo3MELIEHHE PACXO/0B, HE CBA3AHHBIX C HCIOMHEHUEM JO0r0BOpA MOCTAaBKU
-JIEKapCTBEHHBIX IpenapaTtoB [ MEIULWHCKOrO MNpPUMEHEHHsS H MOCIeRyIoLeH
NpoJaXKeH KOHKPETHOH [TapTHH TaKMX TOBAPOB.

4. B ciydae eciaM AOroBOp IOCTABKM JIEKAPCTBEHHBIX IIpeNaparoB Iyif
MEIMLHHCKOro NMPUMEHEHHUS 3aK/IIOYeH M (MIIH) UCHONHAETCA C YCJIOBHEM OILIATHI
NIEKapCTBEHHBIX MperaparoB Ajis MEOULUHCKOTO [IPUMEHEHHUS depe3 onpeneleHHOoe
BpeMs I@ocle HX Iepefayd, CpPOK OILIaThl HE MOXET [pEeBhILATh HEBAHOCTO
KaJeHJapHBIX JHeH co AHA GaKTHYecKoro MOJyUeHHS NeKapCTBEHHBIX NpeNapaToB
IJI1 MEIUUIMHCKOTO IPUMEHEHUS.

5. Tpe6oBanus, yCTaHOBJICHHBIE HacTosei cTaThei, TaloKe

pacnpoCTpaHsIOTCS Ha JeiicTBHA (Oe3nelicTBHe) NHL, BXOAAINUX C AalTEYHBIMH



OpraHH3aLHAMH, HHIWBHIYyAJIBHBIMH NpPEANPHHUMATENSIMH, HMEIOIIHMH JTHLEH3HIO
Ha (apMaleBTHYECKYI0 MAeATeNbHOCTb, OpraHH3allUsAMM ONTOBOH TOProBIH
NEeKapCTBEHHBIMU CPEICTBAMHU, NPOU3BOJUTENAMH K OCTABIIAKAMH JIEKAPCTBEHHEBIX
CPEICTB, B OZIHY TpYIINY JMI B cOOTBETCTBUU ¢ DenepanbHbIM 3akoHOM «O 3ammure
KOHKYPEHLUH) ;

7) BONONHUTH CTaTbe# 57.2. cnenylonero ConepXXaHus:

«Crarbs 57.2. AHTHMOHONOJBHOE pPEryTMpOBaHHME U KOHTPOJIb Ha pbIHKaX
OIITOBON H PO3HHYHOH TOPTrOBIIH JIEKAPCTBEHHBIMH CPEACTBaMHU

1. Xo3qicTBYIOIWUR CyOBEKT, OCYMIECTRISIOIUN TOPTrOBNIO JEKAPCTBEHHBIMHU
npenapaTaMd M METHUUMHCKUMH H3AETUAMH, JOJSI KOTOPOro NMpeBBILIAET OBANLATh
NpOLEHTOB 06beMa BCEX pealu30BaHHBIX TOBapoOB, [I€pPeYeHb KOTOPBIX YCTaHOBJIEH
4acThio 7 craThd 55 Hacrosuiero PenepalbHOro 3aKoHa, B JEHEKHOM BHIpAXEHHUH 32
npenbinyindii (UHAHCOBBIE rox B TpaHUIAX ropoAa (QelepalbHOrO 3HAYEHUS
Mockssi, Cankt-Ilerepbypra unm CepacTomnonsd, B rpaHHIAaX MYHHIHIAIBHOrO
paifoHa, rOpOACKOro OKpyra, He BIpaBe IpHOOpPETaTh MK apeHIOBATh B MpaHUIax
COOTBETCTBYIOIIETO aIMMHHCTPaTHBHO-TEPPUTOPHAIILHOTO obpazoBaHus
OONIONHHUTENbHYIO  IUIOIanb [ ocyulecraneﬂnx PO3HHYHOA  TOProBIIH
NEeKapCTBEHHBIMM  [perapataMd, MEIUUMHCKUMH  M3NENUSMH, [0 JOOBIM
OCHOBaHHMSM, B TOM 4YHCII€ B pe3yiNbTaTe BBEIeHHSA B OIKCIUTyaTALMIO allTeYHBIX
OpraHH3aluif, y4acTHs B TOprax, IpOBOAMMBIX B LIEJIX UX MPUOOpETEHHS.

2. IlpaButensctBo Poccuiickoit demepauur yTBep)KHaeT METOAHKY pacdera

obpeMa Bcex PE€AUTH30BaHHBIX TOBApPOB, INMEPEYEHb KOTOPBIX YCTAHOBJIEH 4YaCThIO
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7 cratb 55 HacrosAwmero PemepanpHOro 3akoHa, B ACHEXXHOM BBIpOKEHHH 3a
mpenbiAyIuMid (GHHAHCOBHIA rof B rpaHulax cydwsekra Poccmiickoit ®enepauuu, B
TOM 4YHMclIe B TIpaHuIax ropofoB ¢enepanbHoro 3HaueHHs Mockep, Caukr-
[Terep6ypra u CeBacronons, B rpaHHIAX MYHHUHIOAILHOrO paioHa, FOPOACKOro
OKpyTa.

3. Cpenka, coBeplieHHas ¢ HapyIIeHHEM IMPEAYCMOTPEHHBIX 4YacThio |
Hacrosme#d crareM TpeboBaHUHE, HHYTOXHA. TpeGoBaHHE O NpHUMEHEHHH
NIOCNEACTBUH HENEeHCTBUTENBHOCTH TaKOR CHENKM MOXeT OBITh MpeNbsBIEHO B CYA
moO6BIM 3aHHTEPECOBAHHBIM JTHLIOM, B TOM YHCJle aHTUMOHOIONBHBIM OPTaHOM.

4. TlonoxeHUss HacTosuedt cTaTbU He paclpOCTPAHAIOTCA Ha CYOBEKTHI
obpameHus JIeKapCTBEHHBIX CpeACTB (MX T[pYNNbl JIML, OIpefenseModl B
COOTBETCTBHM C AHTHMOHOIIOJBHBIM 3aKOHOJATENCTBOM), BBIpYYKa KOTOPBIX OT

peanu3alid TOBapoB 3a nocieqHUk KaJICHI(aprIﬁ rog HE OPEeBBILIACT 4YE€ThIpECTa

MUJLUIMOHOB pyOIeH.».

Crartbs 2

BHectu B craThio 93 ®enepanpHoro 3akoHa ot 21 Hoa6ps 2011 roga Ne 323-
@3 «O6 ocHOBax oxpaHb! 30poBbs rpaxkAaH B Poccuiickoit ®enepanum» (Cobpanne
3akoHonaTenbcTBa Poccmitickoit ®emepauum, 2011, Ne 48, cr. 6724; 2013, Ne 48,
cT. 6165; 2014, Ne 30, cr.4257; Ned43, cr.5798; Ne 49, cr.6927; 2015, Ne 10,
cT. 1425; Ne 29, ct. 4397; 2016, Ne 1, c1.9; Ne 15, cr. 2055; Ne 18, ct. 2488; Ne 27,
cT. 4219; 2017, Ne 31, ct. 4791; Ne 50, ct. 7544, 7563; 2018, Ne 32, cT1. 5092; 2019,

Ne 22, cr. 2675; Ne 49, ct. 6958) cnemyromue u3MeHeHus:



1) HaUMEHOBaHHE CTaTbU H3N0XHUTH B CIeAyIOLIeld pefaKLIHy:

«Cratbs 93. CpefeHus O JHliaX, KOTOpbie YYaCTBYIOT B OCYLIECTBIICHHH
MeIUIMHCKONR U dhapMalieBTHYeCKOH AeATeIbHOCTH.»;

2) B ab3aume mnepBoM IIocle CHIOB «Y4acTBYIOT B OCYILICCTBIIEHHH
MEIULMHCKOW» NOMONHUTE CIOBaMU MM (papMalleBTUYECKONY,

3) B mynkte 11 mocne cnoB «o6pa3oBaTeNbHBIX MPOrpaMM METHULIMHCKOI0»
TOOMONHATH CIOBaMH «M/IH (apMalieBTHYECKOTOY;

4) B myHKTe 12 mocne CioB «OCYUIECTBIAIOMIEH MEXUIMHCKYIO» JAOMOIHUTD
CNIOBaMH «MJIH ¢apMaleBTUIECKYION;

5) B myHKTe 13 mociie CnoB «OCYIUIECTBIAIONIEH MEAUIHHCKYIO» AOIOIHHTh
CJIOBaMH «HJIH (apMalleBTUIECKYION.

Cratpa 3

1. Hacrosnnuit ®enepanbybliii 3aK0H BCTYNAET B CUIY CO OHA OQHUIUANBHOTO
onyONHKOBaHUSA, 32 UCKIIOYEHHEM IOJIOKCHUMH, AJIS KOTOPBIX HacToAmed craTbhed
YCTaHOBJIEH HHOH CPOK BCTYIUIEHUS HX B CHITY.

2. AG3ar 10 myHkTa 6 crathi 1 HacTosimero MenepanbHOro 3aKOHa BCTYNAeT
B CHITy o HcTeueHHH 180 nHel co AHA oQULHATIBHOrO onyGHHKOBaanx HACTOSIIEro
QDenepanbHOro 3aKoHa.

3. ITonoxenns 4gactd 4 crateu 56.1 PDepepanbHoro 3akoHa ot 12 ampens
2010 roma Ne 61-@3 «O6 ofpameHnd NeKapCTBEHHBIX CPeAcTB» (B pemaKuMH
Hactosmnero efepabHOrO 3aKOHA) B YACTH YCTAHOBJEHHS IPEXENBLHOIO CpOKa

OIlIAaThI (baKTH‘-ICCKH TMOJTYIEHHBIX JIEKAPCTBEHHBIX NpEnapaToB IJid MEeIHIHHCKOIO




INpBEMEHEHHA IPHMEHAKTCA K I[IPDABOOTHOLICHHAM, BO3HHKIIHM II0 HCTCYECHHUHU

180 nHeit co IOHS oduIHaIBHOrO ory6JIHKOBaHUSA HACTOSILEro

(denepanbHOro 3aKOHa.

[pesunent
Poccuiicko#t denepanuu
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IMOSICHUTEJIBHAS 3AIINCKA

K NpoeKkTy PpeaepaibHOro 3akoHa «0 BHeceHHH H3MeHeHHH B DefepalibHbIH
3aKoH «O06 oGpameHHH JeKapcTBeHALIX cpeacTB» H VeepaibHblii 3aK0H
«00 ocHOBax oxpaHbl 310p0Bbs rpaxaaH B Poccuiickoli ®enepaunun»

I[Ipoekt denepanbroro 3akoHa «O BHECEHMH M3MeHeHUi B DemepanbHeIi
3akoH «06 oOparnieHun nekapCcTBeHHBIX cpeactB» U DenepanvHeiit 3akoH «O06
OCHOBaxX OXpaHBl 340poBbs rpaxpaH B Poccuiickod ®epepamuu»» (manee —
3aKOHOIMPOEKT) MOArOTOBJIEH B LEAIX COBEPIICHCTBOBAHHA IpPaBOBOTO
peryIupoBaHHus 660p0'ra JIEKapCTBEHHBIX CPEICTB M HAmpaBjieH Ha CO3[aHHe
yCIOBH#t KOMIUIEKCHOro H crabumsHOro obecrmedenus rpaxaaH Poccuiickoi
Cﬁenepatmn JIeKapCTBEHHBIMM ITpenapaTaMHu.

3aKOHOMPOEKTOM BBOIATCS Mephl, HallpaBieHHble Ha IpeNylnpexIeHue
HeJOMylleHHe MOHOMOJHM3aLUMM pPBIHKa DO3HHYHOW TOPrOBIH JI€KAPCTBEHHBIM
IpenaparaMy NoCpeACTBOM OpraHH3alMH allTeHHOR CETH.

PBIHOK pO3HUYHOM TOPrOBIIH IEKAPCTBEHHBIMHU IperiapaTaMi, HeCMOTps Ha
Bce eme GopMaNbHO HM3KHH YPOBEHb KOHIEHTpAllMU (camasi KpyTHas anTteqHas
ceth B 2018 rony 3anumana He 6onee 6% o6mMEepoOCCHICKOro pBIHKA), JOCTATOYHO
KOHCOJIMAMPOBAH Ui TOrO, YTOOBI JUKTOBaTh YCIOBHS IIPOH3BOJUTENSAM H
[IOCTABINKKAaM JIEKQpCTBEHHBIX I[IPEeNapaToB KaKk OTCYECTBEHHBIM, TaKk H
3apyOeXHBIM.

B omroBoM 3BeHE KOHLEHTpAUHA Yxe OmM3Kka K MaKCHMYMY, Tak IONA 5
KpYIHEHIIHX OpraHu3aliMi ONTOBOH TOproenu mpesbimiaer 50%, a mons
10 npubnuxaercs k 75% poiHka. TeMmbl KOHHIEHTpalldH pbIHKA TaKXe
cyliecTBeHHble. Tax jke ClIeXyeT OTMETHTh BBHICOKHH MHTEJUIEKTYANbHEIR YPOBEHD
PBIHKA H BBICOKYIO CTeIIeHb KONMPOBaHHUS [IOBEIEHHA allTEYHBIX CeTedl Ha PBIHKE.

| 3aKOHOMPOEKTOM BBOAUTCA OMpENEeNeHUA alTeqHOW CeTH, MEepPeiBHIKHOIO

anTeyHoro NMyHKTa, YCIYrH 1O IPOJABH)XEHHIO JIEKApCTBEHHBIX IPeNapaToB HJf
MEIULUHCKOTO IPHMEHEHHS.

3aKOHOIIPOEKT YCTaHABIHMBAaeT OrpaHUYEHHEe HA NMPHOOpETEHHE U apeHIy

JOIONMHUTENBHBIX IIOINAACH, B rpanniax CoOOTBETCTBYIOMIEro aAMHHUCTPATHBHO-




TEPPUTOPHATIBHOrO 00pa3oBaHHs, ANA OCYLICCTBIECHHS ONTOBOM M PO3HHUHON
TOPrOBJIM JIEKAPCTBEHHBIMH T[IpernapaTaMM 10 JOOBIM OCHOBaHHSM A7
OpraHU3alMi ONTOBOM M PO3HHYHOH TOPrOBNM JIEKApPCTBEHHBHIMHU INpelapaTam,
J0JI1 KOTOPOro NpEBBINAET ABanliaTh INPOLEHTOB 00beMa BCeX pealu30BaHHBIX
NIEKapCTBEHHBIX [PENApaToB, B COOTBETCTBHU C II€peYHEM, YKa3aHHBIM B YacTH
7 cratb¥ 55 Hacrosiiero PegepanbHOro 3aKoHa, B }IeHe‘)KHOM BRIDOKEHHH 32
npenplnymi GUHAHCOBBI rog B rpaHUIax ropoja (emepanbHOro 3HaYEHMs
Mockssl, Cankr-Iletepbypra umu CeBacTomons, B IpaHHUAX MYHHIMIIAILHOIO
paiioHa, TOpOACKOro oOKpyra. B cny4ae HapylleHHs yKa3aHHBIX Tpe6GoBaHuii
crenky 6ymeT OpU3HaBAaTHCA HUUTOXKHBIMHE.

JlOTIOHUTENBHO 3aKOHONPOEKTOM MpefyCMaTpUBAeTCS YCTaHOBJEHHE
psioa HOpM, HalpaBJEHHBIX Ha CO3JaHHE 3JOPOBBIX YCIOBHit KOHKYPEHLUMH MpH
OCYIECTBIIEHHH ¢dapManleBTHUECKOH  JeSTeNbHOCTH. B 4acTHOCTH,
3aKOHOTIPOEKTOM OTPaHUYUBAETCH BO3MOXHOCTb MOJydeHHs BHEPEATM3ALUOHHBIX
IDOXOOOB AaNTEYHBIMH OpPraHU3ALUUAMU M OpPraHU3ALMAMH ONTOBOH TOPLOBIH U
YCTaHaBIMBAaeT MaKCHMalbHBI pa3Mep MNaThl 3a YCAYTH MO NPOIBUXEHHIO
IPOXYKIHU B NATH IPOLIEHTOB.

B nemax oGecrmedeHms norpedutenelt HeoO6XomuMoOl H JOCTOBEPHOU

unpopManedt  ycTaHaBnMBaeTca ' OOA3AHHOCTH — anTeqHBIX  OpraHu3allMH
obecreyuTh ToOKymarteaed QOCTymHOM HHbOpMalHeR 0 HANMYHNH H MHHHMAIBHOM
lleHe JIeKapCTBEHHBIX NpEeNapaToB AN MEIHLMHCKOro NpUMEHEHHs B paMKax
ogHoro MHH.

BaxxHbIM HampaBleHHEM, CIOCOOCTBYIOIIHM HOPMAalbHOMY Ppa3BUTHIO
¢apManeBTHYECKOTO  pbIHKa, Oyner GopMHpoBaHMe €OUHOrO  peecTpa
papmaueBTHYECKHX pabOTHUKOB (O AHAJIOIMH C peecTpOM MeIUIUHCKHX
paboTHuKOB). B peectpe momuMmo GazoBoro ofpazoBaHus OymeT OTpakaTbCs
uHGopMallUs O TNOBBIMEHHU KBaNMHUKAUUM, IpPYTHEe MapaMeTpbl. BBenenue

eIMHOTO peecTpa 6ymeT cnoco6CcTBOBATh NOBBIMIEHUIO YPOBHSA MPOodecCHOHANHIMA



(apMaleBTHYECKHX pabOTHHKOB, M YPOBHA NEPCOHANBHOM OTBETCTBEHHOCTH
PYKOBOIHTENICH alTeYHBIX OpraHu3alMi H OpraHyu3aluii ONTOBOR Topr()BJm.

3aKOHONPOEKT He MPOTUBOpedHT moyioxkeHusM JloroBopa o EBpasmiickom
3KOHOMHYECKOM COI03€, a TalOKe [T0JIOKEHHAM HHBIX MEXIYHapOIHbIX JOTOBOPOB
Poccuiickoit @enepanuu.




CI)I/IHAHC(ﬁO-E)KOHOMIrI‘IECKOE OBOCHOBAHHUE

K NpoeKTy deaepainHoro sakona «O BHeceHHH HiMeHeHH# B PenepanbHblit
3akoH «O6 oOpameHHH JeKapcTBeHHBIX cpeacTs» H DegepasibHbiii 3aK0H
«O6 ocHOBaX oxpaHbi 310poBbLsi rpaxaaH B Poccuiickoit enepanum»

Peanuzauus ¢enpepanbHoro 3akoHa «O BHECEHHH U3MeHEHHH B
Qenepanbubiii  3axkoH «O6  obOpamieHHUM  NeKapCTBEHHBIX  CpeACTB» H
DepepanpHblif 3aKkoH «O6 ocHOBaxX OXpaHbl 3X0pOBBs IpaxdaH B Poccuiickoit
®epepanuu»» He MOoTpedyeT pacxomoB, MOKPHIBAEMBIX 3a CYET CPEACTB

denepanpHoOro 6r0mKeTa.




i
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NEPEYEHD
aKTOB (peepaibHOro 3aKOHOAATENbCTBA, MOA/EKALIHX NPU3HAHHIO
YTPaTHBIIHMH CHJIY, IPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH MIPHHATHIO B CBA3H
¢ npuAATHeM ¢eaepabHOro 3akona «O BHeceHHH H3IMeHEHHH B
Degepanbhblii 3akoH «006 o6panieHUH JeKaPCTBEHHBIX CPEACTB» H
DexepatbHbii 3aKk0H «O06 0cHOBaX 0XpaHbI 310POBbs rpaxaaH B Poccuiickoii
Penepanun»»

Ipunsrue ¢penepansHoro 3akona «O BHeCeHUH H3MeHeHMH B PemepanbHbli
3akoH «O6 oO6paleHHH exapcTBeHHBIX cpencTB» U Demepansubiiit 3akoH «0O6
OCHOBaxX OXpaHBl 340pOBbA rpaxaH B Poccuitckoit ®epepanum»» notpebyer
BHeceHHA usMeHeHu# B Kogekc Poccuiickoit ®enepauun o6 agMUHHCTPATHBHEIX
IpaBOHAPYHIEHHAX B 4YaCTH €ro MOMONHEHHS HOpMaMH, YCTaHaBIHBAIOLIMMH
AIMUHUCTPAaTHBHYIO OTBETCTBEHHOCTh 3a HapylleHHe TpeOoBaHuit JaHHOTO

DeNiepaibHOro 3aKOHA.




NEPEYEHD
HOpMAaTHBHBIX NpaBoBbIX akToB Ilpe3ngenta Poccuiickoii Megepauiuu,
IIpaBuTenncrBa Poccuiickoit degepanuu u pegepabHbIX OPraHoOR
HCMOJIHHTEAbHOH BAACTH, MOAJEKALINX NPH3IHAHHIO YTPATHBINHMH CHITY,

NPHOCTAHOBJIEHHIO, H3MEHEHHIO HIH NPHHATHIO B CBA3H C IPHHATHEM
Denepanbuoro 3akona «) BHeceHnu usMeHenuti B Gegepanbubiit 3akon «00
oOpalneHHH JeKapCTBEeHHbIX cpeacTB» H Veepaiabubiit 3akoH «O6 ocHoBax

oxpaHbi 310poBba rpaxiaaH B Poccuiickoit Pegepanuu»

[Mpunstue OenepansHoro 3akoHa «O BHeCEHHM u3MeHeHHB B DenepansHblit
3akoH «O6 obpalieHdu nekapcTBEHHBIX cpeacTB» U DegepanbHBIl  3aKOoH
«O6 ocHOBax oxpaHEI 300pOBbs rpaxaH B Poccutickoit ®enepanuu» notpedyer:

1. BHeceBUs U3MEHEHHUH B:

1) ITocranoBnenue [IpaButennctBa Poccuiickoit deneparun ot 22 pexabps
2011 roza Ne 1081 «O muueH3upoBaHHH (papMaleBTHIECKOH NeATETBHOCTHY.

Ucnomuutens - Munsapas Poccun.

2) Ilocranosnerue IlpaButensctBa Poccuiickoit Pemepauun oT 5 Mas

2018 roma Ne 555 «O eguno# rocynapcTBeHHO! HHPOPMALMOHHOM cHcTeMe B chepe
3ApaBOOXPAHEHHN.

Hcnonuurens - MuH3apas Poccuu.

3) Ilpuxaz MuHuCTEpCcTBA 31paBOOXPAaHEHHA H COLHAIBHONO pa3BHTUA
Poccutickoit ®enepauuu ot 27 utons 2010 roga Ne 5531 «O6 yTBEepXIECHHH BUAOB
aTlTeYHBIX OpraHM3amuA».

2. Ilpunsatus nocranosnenus [IpaBurtensctBa Poccuitckoit ®enepanun «O6
YTBEPXIEHUH METONMKH pacyera ob6beMa BCeX pead30BaHHBIX XO3SHCTBYIOLIMM
CyOBEKTOM, OCYIIECTBISAIOUIHM TOPrOBIIO JIEKAPDCTBEHHHIMH I[IpenapaTaMid M
MEIHUMHCKUMH H3ACIHSIMH TOBApOB, IepedeHb KOTOPBIX YCTAHOBJIEH YacThIO
7 cratbu 55 ®epepansHoro 3zakoHa ot 12.04.2010 Ne 61-®3, B geHexHOM
BHIpOKEHHH 3a MpeAbloymiuii GUHAHCOBBIM roi B rpaHHuax cybbekra Poccuiickoi
Depepanun, B TOM 4UcClie B TpaHHliaXx ropofoB QemepanbHoOro 3HaueHus MOCKBBI,

Canxt-Ilerepbypra u CeBacTonond, B TpaHHUAX MYHHLIHIAIBHOrO paifoHa,
TOPOICKOrO OKpyTa.».

HUcnomuurtens -~ DAC Poccuu.




