TOCYJAPCTBEHHAS IVMA _
®EJIEPAJIBHOTO COBPAHUSI POCCHIICKOM ®EJEPALIMY
CEJIBMOT'O CO3BIBA

BBIIINCKA M3 ITPOTOKOJIA ot 10.03.2020 Ne 251
3ACEJIAHMSI COBETA I'OCYJAPCTBEHHOUN JYMBI

"10" wmapra 2020r.

32. O npoexre ¢peaepannHoro 3akona Ne 912246-7 'O BHeceHHM H3MeHeHHTH
B Penepanbubiii 3axoH '"O6 oOpamennu JexapcTBeHHBIX cpeacTB'' u Meaepaib-
Hblil 3aKoH '""OG ocHOBax oxpaHbI 310poBbi rpaxaan B Poccuiickoii Penepanun'
(B 4acTH cOBepIIEHCTBOBAHHUSA JeKAPCTBEHHOro obecneueHns rpaxiaH) - BHOCAT
genytathl I'ocymapcrBennoit JAymbi C.M.HesepoB, A.K.Hcaes, E.B.Ilanunua,
A.ILIlerpoB, 4aen CoBera ®egepannu I''H.Kapenosa

HpHHﬂTO pelIcHHE!

1. HampaBuTh yka3aHHBIH NpoekT ¢emepansHoro 3akoHa Ilpesunenty Poccuii-
ckoit enepanuu, B KOMUTETH, komuccuio ['ocynapcTeennoit lymsi, dpaxiuuu B ['ocy-
napctBeHHoit [{lyme, Coer ®@enepanuu PepepanbHoro Cobpanus Poccuiickoit Dene-
pauuu, [IpaButensctBo Poccuiickoit Penepauun, CuerHyro nanary Poccuiickoit ®ene-
panuu, O6mecTBeHHyI0 nanaty Poccutickoit @enepanuu, 3akoHoAaTeNbHEIE (IpeacTa-
BUTEJIbHBIE) U BBICIIME MCIIOJIHUTENbHBIE OPraHbl rOCyAapCTBEHHOM BNAacTH CyOBEKTOB
Poccuiickoit ®enepanuu 1jis MOATOTOBKH OT3HIBOB, MPEMAJIOKEHHUH M 3aMedaHMi, a
Taioke Ha 3akitoueHue B [IpaBoBoe ynpaBnenre Anmapata ['ocysapcreesHoit JJymel.

Ha3nauuth OTBETCTBEHHBIM B pafoTe Hajy MpOeKTOM (QenepalbHOro 3aKOHa
Kowmurer I'ocynapctenHo# JlyMsl 110 0XpaHe 310pOBbS.

OT3bIBBI, NpeAOXeHH U 3aMedaHus HanpaButh B Komurter ['ocynapcTBeHHOM
Hymbl 1o oxpaHe 300poBbs 10 8 anpens 2020 roxa.

2. Komurery NocynapcrBeHHo# J[yMbl mo oxpaHe 340pOBbA C YUETOM IOCTY-
MHUBIIMX OT3BIBOB, NPEJIOKESHUH U 3aMeYaHHit MOATOTOBUTh yKa3aHHBIN NMPOeEKT dexe-
paJIbHOr0 3aKOHa K paccMOTpeHuIo ["'ocymapcrBeHHoM Jlymoii.

3. BriounTh ykazaHHEBIN NPoekT (eepanbHOro 3aKkoHa B IPUMEPHYIO IIPOrpaM-

My 3aKoHonpoekTHOH paborel ['ocynmapcTBeHHO# JlyMBI B mepuop BeceHHEH ceccHH
2020 roaa (ampens).
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B.B.BOJIOTUHY

YBaxaemblii Bayecias Bukroposuy!

Ha ocHopanmu ctathu 104 KoHcturyuuu Poccuiickoit Qefiepallyi BHOCHM
Ha paccMmotpenne ['ocynapcreernoit Tymer @epepansroro Co6panus Poccuiickoit
Defiepanuy B KauecTBe 3aKOHOJATENBHOM HHHUIMATHBEI MPOEKT (eIepanibHOro
3akoHa «O BHeceHUH wH3MeHeHMH B PemepanbHbii 3axkoH «O6 obpalleHUH
TeKapCTBEHHBIX CPeACTB» U DenepalbHbId 3akoH «O6 OCHOBaX OXpaHbI 3J0pPOBbSI
rpaxzaH B Poccuiickoit denepatium».

[Ipunoxenue:

[

Teket 3akononpoexra Ha 10 1.
IosicuuTeNbHAs 3aMMiCKa Ha > II.

Ilepeuenr akTOB (emepalibHOr0 3aKOHOIATENHCTBA,
NOANIeXKAUMX  MNPU3HAHUIO  YTPATUBIINMH  CHIY,
NPHOCTAHOBIICHUIO, U3MEHEHHUIO WIK MPUHATHIO B CBSI3U
C IPHHATHEM JAHHOTO QeepabHOro 3aKoHa Ha { L.

Ilepevyenr HOPMATHBHBIX IIPaBOBBIX aKTOB [IpesumeHTa
Poccutiickoit ®@eneparuu, [Ipasurensctea Poccuiickoit
Denepaunn u QeaepanbHbIX OPTaHOB HCHONHUTENBHOM
BIIACTH, MOAJIEXAINUX NPU3HAHUIO YTPATHBIIAMH CHILY,
IIPUOCTAHOBNECHUIO, U3MEHEHUIO WK MPUHATHIO B CBSI3H
C IPMHATHEM JAHHOTO heJepanbHOro 3akoHa Ha 1 1.
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5. (DUHAHCOBO-3KOHOMHYEeCKoe 06ocHOoBanme Ha 1 1.
6. Tekct 3akOHONpPOEKTa W MaTepuanbl K HeMYy Ha
MarHMTHOM HOCHTeJle B 1 3K3.

Henyratsl I'ocynapcteennoit J{ymel

C.H HeBepOB E.B. HaHPIHa f
A K. Ucaes %/AH ITetpos /%L
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BHocuTtcsa nenmyratamu
["ocynapcTBeHHOM JyMbl
DenepabHOTO Cobpanus
Poccuiickoii @enepaunu

C.H. HeeporeM, A.K. HUcaeBriM,
E.B. [Tanunoii, A.II. [leTpoBeiM,
YIIEeHOM CoseTta Denepauuu
DenepanbHOro Cobpanus
Poccuiickoit Degepanuu
I"'H. Kapenosoit

TIpoekt Ne 742778 - Z-

PEJEPAJLHLIN 3AKOH

O BHeceHnn nameHenud B MegepanbHblii 3akoH «O0 o0pamieHnn
JeKapcTBeHHBIX cpeacTB» N PenepanbHblii 3akoH «O0 0CHOBAX OXpaHbI
310poBbi rpaxaaH B Poccuiickoii ®egepanun»

Cratbs 1

Brectu B ®epepanpHbli 3akoH ot 12 ampens 2010 roma Ne61-03
«O06 obpamenuu  jexapctBeHHBIX  cpeactB» (CoOpaHMe — 3aKOHOIATENLCTBA
Poccutickoit @epepanuu, 2010, No 16, ct. 1815; Ne 31, cr. 4161; 2012, Ne 53, crt.
7587; 2013, Ne 48, c1. 6165; 2014, Ne 52, ct. 7540; 2015, Ne 29, cT. 4388)

2010, No 16, ct. 1815; Ne 42, cr. 5293; Ne 49, cT. 6409; 2011, Ne 50, ct. 7351;
2012, Ne 26, c1. 3446; 2013, Ne 48, ct. 6165; 2014, Ne 43, c1. 5797; Ne 52, ct1. 7540;

2015, Ne 29, c1.4367; Ne 51, ct. 7245; 2016, Ne 27, c1. 4194; 2017, Ne 31, ct. 4827,



2018, No 1, cT. 9; Ne 24, c1. 3407; Ne 49, ct. 7521; 2019, Ne 31, crt. 4456, Ne 52, crt.
7780, ct. 7793

CHeRyIoUUe U3MEHEeHHA:

1) 9acTh 2 cTaThyl | M3I0XKUTH B CIEAYIOINEH peJaKiuu:

«2. Hacrosumu#t  @enepaibHBIA  3aKOH  YCTAHABAMBAET  OPUOPUTET
rOCyJapCTBEHHOTO pErynUpOBaHUS Oe30MacHOCTH, KauecTBa 4 3()QPEeKTUBHOCTH
JIEKapCTBEHHBIX CPEICTB INpU HX oOpalleHMM H HampaBleH Ha ofecreyeHue
JOCTYITHOCTM JIEKapCTBEHHBIX CPEINCTB MAJsl HacelleHHs M CO3[aHMe YCIOBMH i
bopMupOBaHUs KOHKYPEHTHOM cpenpl Ha GapMalieBTHIECKOM PBIHKE.».

2) B cTaThe 4:

a) OyHKT 35 U3NI0KUTH B CEAYIOLIEeH pelaKiyu:

«35) anTeyHas ~ opraHus3alUs —  OpraHM3alus, ee 060c00JIeHHOE
nojpasfeneHne, CTPYKTypHOe IOApa3fefNeHUe MEOUIIMHCKONM  OpraHu3allvy,
OCYIIECTBIISIOINE  PO3HUYHYIO TOPIOBIIO  JIEKAPCTBEHHBIMU  IIperapaTaMi,
XpaHeHHe, MEePeBO3KY, MU3TOTOBJIECHHUE U OTIYCK JIEKapCTBEHHBIX npeﬁapaTOB JUTS
MEJULUHCKOIO [IPUMEHEHUs, HHBIE BUIbl [HEATENIBHOCTH B COOTBETCTBUU C
TpeboBaHuAMY HacTosAliero MeneparbHOTO 3aKOHA; )

6) monomHUTh TyHKTaMu 35.1 —35.3 cnenyrornero comepanus:

«35.1) nepemBWKHOM amNTEUHBI# NYHKT - CTPYKTYpPHOE MOXpa3feNeHue
anTeYHOH MIUM MEJUIMHCKOM OpraHu3aliy, OCYIIeCTBISIONIEe PO3HUYHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU IIpeliapaTaMH, IepeBO3KY M OTMYCK JIeKapCTBEHHBIX

Ipenaparoe Aja MEOUIUHCKOTO UPHUMCEHEHUs BHE CTallHMOHAPHOTO TOPTOBOTO



00beKTa B HaCeNeHHBIX MYyHKTAaX, ONpeHeNeHHbIX OPraHOoM HCHOMHUTENbHON BIACTH
cyobekta Poccuiickoit @enepalyivi, B COOTBETCTBUH ¢ TPeOOBaHUAMH HACTOSILETO
®denepalbHOTO 3aKOHA;»

«35.2) amnreyHas Ce€Tb — COBOKYHHOCTh JBYX MM 0oJiee amnTeYHBIX
oprauusanuil (ee 060COOIEHHBIX OApa3feeHu ), BXOLIIIMM B OJHY IPYHILY JIHI B
cootBercTBuM ¢ DepepanbHbiM  3ak0HOM «(O 3amKTe KOHKYPEHUMH», WK
COBOKYIIHOCTh JByX M 0Oojee anTeyHelx oprausamuii (ee 0060coOeHHBIX
noApa3feNieHuii), KOTOpBlE HKCHONB3YIOTCA MO  ©AWHBIM  KOMMEpPUYECKUM
0003Ha4eHNEM UM UHBIM CPEACTBOM MHIUBUIY ATA3ALMHY;.

353) ycayru 0O TpPOABIDKEHHMIO JIEKAQpPCTBEHHBIX IIpemnaparoB  IiIs
MEIUIMHCKOr0 IPUMEHEHHS - YCIYTH, OKa3blBaeMble B MENIX NIPOABMIKEHUS
JEKApCTBEHHBIX NpENapaToB ML MEIUIMHCKOTO NPUMEHEHHS, B TOM YHUCIE IIyTeM
pPEeKIIaMUPOBAHUA INEKAPCTBEHHBIX IIPENapaToB I MEAMLUHCKOLO MpUMEHEHHH,
OCYIIECTBICHUS HX CIIEUHANbHONW BBIKIAIKH, MCCIEAOBAaHUA MOTPEOUTENHCKOIO
CIIpoca, MOATOTOBKY OTYETHOCTH, cofepxatieit nHGOPMaLMIO O TaKAX TOBapax, JTH00
OCYILECTBJIEHUS  HHOM  JEATENIbBHOCTH, HalpaBIeHHOH Ha  IPOABIKEHUE
NIeKapCTBEHHBIX [IpenapaToB A1 MEAULIUHCKOrO IPUMEHEHHU . »

3) B ctathe 52:

a) B 4aCTH | mocie ClOB «alTe€YHBIMU OpraHU3anUsIMH,» AOIOIHUThH CIIOBAMH
«TIepeABHKHBIMU ANITEUHBIMU ITYHKTAMU )

4) cTaThiO 54 M3T0XKUTH B CIEeIyIOLIel peIaKuy:

«Cratpbd 54. [IpaBuna onTOBON TOProBIM JIEKaPCTBEHHBIMHU CPEICTBAMU



1. OmnroBas TOProBis JeKapCTBEHHBIMH CPEACTBaMH OCYLIECTBIISAETCS
[IPOU3BOJAUTENIME JEKApCTBEHHBIX CPENCTB M OpraHU3allisMU ONTOBOH TOProBIH
JeKapCTBEHHBIMU CpeACTBAaMM [0 IpaBUiiaM HaAJexalled IUCTpUOBIOTOPCKOI
OpakTUKA U [paBUJiaM HaIeXallledl [pakTUKH XpaHEHHs U IepeBO3KHU
JIEKapCTBEHHBIX [Ipenaparos, YTBEPKIACHHBIM COOTBETCTBYIOLIUMHU
YIIOMHOMOYEHHBIMU benepalbHbIMU OpraHaMU HCIIOJHUTEIbHON BIACTH.

2. CoBoxkymHBIM pa3Mep BO3HArpaXIeHHs @O [JOTOBOpPaM BO3ME3THOTO
OKa3aHMs YCIYT 110 IPOABHKEHHIO JIEKAPCTBEHHBIX NPENaparoB s MEAULIMHCKOTO
TpUMEHEHUS, BHIUIQUMBAEMOIO  IPOU3IBOINUTENEM  JIEKAPCTBEHHBIX  CPEACTB
alTeYHBIM OpraHu3alMsM He MOXET IPEeBhIIaTh MATh MPOLEHTOB OT LEHBI
IpUOOPETEHHBIX JIEKAPCTBEHHBIX IIPENapaToB Ml MEAULIMHCKOrO [IPUMEHEHHUS.».

5) B cTaThe 55:

a) B YacTd 1 cioBa «OCYLIECTBISAETCS aNTEeYHBIMH OpraHU3aLAIMU»
IOIIOJIHATE CIIOBaMH «(BKJIFOUAS TepEABUKHEIE aITeqHble ITYHKTBI )»

'6) JOOTONHUTE YacTaMu 1.1 — 1.2 cnemyroniero couepxanus:

1.1. Anredudsle oOpraHu3alid Y HHAUBUAYANBHBIE OpefUpHUHUMATENY,
UMeIoUMe JUOEH3UI0 Ha (apMareBTUIECKYIO neﬁTenLHoéTb, Ip¥ PpO3HUYHOHN
TOProBile JeKapCTBEHHBIMHU NpenapaTaMi IS MEAUIMHCKOTO IpUMeHeHHs 00sS3aHbl
obecreyuTs NOCTYNIHYIO HOKyIHaTemo HHGOpMALHUI0 O HANWYHH U MUHUMAIbHOH

- [I€HE JICKAPCTBECHHBIX MMPEnapaToB A1 METULHMHCKOr0 IPpHMEHEHU B paMKax OJJHOI'O

MHH uma uHOTO — B CIIy4ae ero OTCYTCTBHUS.»;

6) HOMONHUTH CTaThelt 56.1 crenyromero cogepaHus:



«Cratpa 56.1. IlpaBa u 0O0sA3aHHOCTH XO3AHCTBYIOWIEr0 CYyOBEKTa,
OCYILIECTBIAIOMET0  (apMaleBTUYECKYI0 IOEeSTENbHOCTh, M  XO3SHCTBYIOILETO
cyObeKTa, OCYHIECTBIAIOLIEr0 IIOCTaBKU JIEKAPCTBEHHBIX IIPEIIapaToB, B CBS3H C
3aKJIFOYEHHEM U HCHOJHEHHEeM JOroBopa TOCTaBKHY JIeKapCTBEHHBIX IPENapaToB.

1. Oprasu3aiuu ONTOBOM TOPrOBIH JIEKAPCTBEHHBIMHU CpPEeICTBAMH, alITEYHbIe
OpraHu3alud, HHIUBHIyalbHBIe IMpeIIpUHUMATENH, Hmefomﬁe JUIEH3UI0 Ha
dapMaleBTHUECKY0 [eSITeNbHOCTh, 00s3aHBl 00eCIedYuBaTh HPOU3BOHUTENAM M
HOCTAaBIIUKAM JIEKapCTBEHHBIX IIpeNapaToB HOCTYI K HMH(OpMamuud o6 YCIOBUSIX
oTOopa KOHTpareHTa M 3aKJIIOUeHHs HOTroBOpa IIOCTABKH JIEKApCTBEHHBIX
mpenapatoB M (WIIH) BKITIOYEHHS JEKapCTBEHHBIX CPENCTB A MEIULIMHCKOrO
IIPUMEHEHUA B allTEUHBIH aCCOPTHMEHT, & TAK)Ke O CYIIECTBEHHBIX YCIOBUSX TaKUX
IOTOBOPOB IyTeM pa3MelleHUs COOTBETCTBYIOINeH MHQPOpMaluy Ha CBoeM caiiTe B
HHQOPMAOHHO-TeJIeKOMMYHUKAMOHHOM ceTn «HTepHeTY.

2.  IlpousBomuTenu ¥  I[OCTaBIIMKM  JIGKAPCTBEHHBIX  CPEJCTB,
OCYLIECTBIIAIOIIAE [OCTaBKM JIEKAPCTBEHHBIX CPEICTB, 00s3aHBl 00eCrednBaTh
JOCTYIl OpraHu3alusM, OCYHIECTBILIIOIINM (apMaleBTHUYECKYIO AeSTeNbHOCTh K
nHbopmanuu 06 ycinoBHsSX oTOOpa KOHTpareHTa INsl 3aKIOYeHHSA JOroBopa
IOCTaBKM JIEKAPCTBEHHBIX MPENAaparoB M O CYMIECTBEHHBIX YCIOBHSAX TaKOro
IOroBopa, IIyTeM pa3MeHIeHHs COOTBETCTBYIOIIeH MHGMOpMaluu Ha CBOeM caiite B
HHGOPMANOHHO-TEIeKOMMYHUKALMOHHOM ceT «HTepHET.

3. IIpou3BOAUTENSM JEKAPCTBEHHBIX CPENCTB, OpraHU3alUsiM ONTOBOM

TOProBJIHN JICKaApCTBCHHBIMHA cpeacTrBaMu, aAlITCYHBIM OpraHu3anusiM,



HHINBUIYATBHBIM INpeAnpHHUMATEIIIM, HMEIOIUM JIMIEH3UIO0 Ha
bapMaleBTHYECKYIO NeSITeNbHOCTD, 3alpelaeTcs:

1) B3umanue niarel 1M60 BHECEHUE IIATHI 34 IPABO [TOCTABOK JIEKAPCTBEHHBIX
IIpenapaToB i1 METUIHUHCKOTO IIPUMEHEHHS B AlTEYHEIE OPTaHH3alUH,;

2) B3uMaHHe IaTel TubOO BHECEHHE IIAThl 32 H3MEHEHHE acCCOPTUMEHTA
JIeKapCTBEHHBIX IIPEIapaToB UL MEAUIIMHCKOTO IPUMEHEHHUS;

3) BO3MelIeHHE pacXOmOB B CBA3M C YTpParod MK MOBpEXICHHUEM
JIeKapCTBEHHKIX IpenapaToB I MEIHLUHCKOr0 NpUMEeHEHH [ToCIe epexoia mpasa
cOOCTBEHHOCTH Ha TaKHMe TOBaphl, 3a HCKIIOUEHHEM ClIyyaeB, eCid yTpaTa WM
MOBpeXIeHHEe TPOU3OLILIH 10 BUHE IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB H {HIIH)
OpraHW3alMK ONITOBOM TOProBIHU JEKAapCTBEHHBIMH CPECTBAMH;

4) Bo3MeIIEeH)E PacXOOB, He CBS3aHHBIX C UCIIOJHEHUEM JOTOBOpa MOCTABKH
-JIEKapCTBEHHBIX IIpelnaparoB [ METUIUHCKOTO IMpPUMEHEHUs U MOCleIyroliel
IIpofaxel KOHKPETHO! MapTHH TaKUX TOBApOB.

4. B cnyyae eciud [JOTOBOP IOCTAaBKM JIEKAPCTBEHHBIX MpemnaparoB &g
MEIULUHCKOr0 NMPUMEHEHUs 3aKJI0YeH U (UIIM) UCIOJNHSETCS C YCJIOBHEM OILIATHI
JIEKapCTBEHHBIX MpENaparoB A MEIUIUMHCKOIO IIPMMEHEHHUsS depe3 onpenelieHHOe
BpeMs Iocle HX Iepefadd, CpOK OIUIaTHl He MOXET MpeBBINaTh HOeBIHOCTO
KaJeHOApHBIX AHeH co HHSA (GaKTHHYeCKOTo MOJyuYeHHs JIEKapCTBEHHBIX NpenaparoB
IUTA METHIAHCKOrO [IPUMEHEHHS.

5. Tpe6opaHus, yCTaHOBJIEHHBIE HacTosIeH cTaThel, TaKKe

pACIIPOCTPaHAOTCS Ha HAedcTBUs (Oe3melicTBUE) ML, BXOAAIUX C alTEYHBIMHU



OpraHU3alMsIMHU, UHIYMBHAYANbHBIMH HpEeApUHUMATENIIMH, UMEIOIIUMU JTHIEH3HIO
Ha (apMareBTUYECKYIO JIeATENbHOCTh, OpraHu3alusiMU ONTOBOH TOPrOBIH
TeKapCTBEHHBIMU CPeACTBAMU, NIPOU3BOMUTEISIMUA U MOCTABHIMKAMU JIEKAapCTBEHHBIX
CpeICTB, B OIHY I'PYIIy JHUL B COOTBETCTBUH ¢ DenepanbHBIM 3aKOHOM «O 3ammTe
KOHKYPEHIUW.;

7) DOTIONHUTH cTaThell 57.2. ClenyIOmero ConepKanus:

«Cratbs 57.2. AHTHMOHONONBHOE PETYNTUPOBAHUE M KOHTPOJb HA PBIHKAX
OIITOBOM M PO3HUYHOMN TOPTOBIH JIEKAPCTBEHHBIMU CPEACTBAMH

1. Xo3gicTByromul CyOBeKT, OCYLIECTBISIOMMUN TOPrOBAIO IEKAPCTBEHHBIMU
npenapaTaMid ¥ MEIULIMHCKUMH U3AENUIMHU, AOJI KOTOpPOro MpeBBIMIAET ABaIlaTh
IPOLEHTOB 00BEMa BCEX pEealH30BaHHBIX TOBApOB, IEPEUYEHb KOTOPBIX YCTaHOBIEH
YacThIO 7 CTaThH 55 Hacrosiero OenepanbHOro 3aK0Ha, B ACHEXKHOM BBEIPAKEHHUH 32
npenpinymiui (GUHAHCOBBIA TON B TpaHHIAX ropoma QeaepaibHOTO 3HAYEHUS
Mocksrel, Cankrt-Ilerepbypra unm CeBacTomnosisi, B I'paHHMLAX MYHHIHIAIEHOIO
paiioHa, TOPOICKOr0 OKpyra, He BIpaBe MpUOOpeTaTh UMM apeHIoBaTh B IpaHHULIax
COOTBETCTBYIOLLErO aAMUHUCTPATHUBHO-TEPPUTOPHAIIEHOTO obpaszoBaHus
JOIONHUTENbHYIO  IJIOMIanb  [OMd ocymeCTBneHm PO3HHYHOH  TOPrOBIH
NMeKapCTBEHHBIMM  IpeliapaTaMy, MEIUNUHCKAMH  H3OEIUAMM, [0  JIOOBIM
OCHOBAaHHUSIM, B TOM YHCII€ B pPe3yJbTaTe€ BBENCHHUS B JKCIUTyaTAlMIO AlTEYHBIX
OpraHu3aiui, y4acTHs B TOprax, IpOBOAMMEIX B LIENIAX UX MPHOOpPETEHU.

2. IlpaButensctBo Pocculickoit demepanuu yTBEpKAaeT METONMKY pacdera

ob6beMa Bcex pe€aIM30BaHHBIX TOBapPOB, MEPEYECHb KOTOPBIX YCTAHOBJIEH YacCThIO



7 ctateut 55 Hactosmmero demepambHOro 3aKOoHa, B AEHEXKHOM BBIPOKEHHM 34
OpEeapIAYIIUT q)I/IHaHCOBBIﬁ rol B TpaHHIaX CyOBeKTa Poccnﬁcxoﬁ Depepallun, B
TOM YHCJIe B TpaHHLAx ropofoB ¢QenepanbHoro 3HaueHus Mockspl, CaHKT-
[Terepbypra u CeBacTomons, B IpaHALUAX MYHHULIHIIAIBLHOrO paiioHa, TOPOACKOro
OKpyTa.

3. Cpenka, coBeplieHHas C HapymIEeHUEM MpPeNyCMOTPEHHBIX YacThio |
HacTosAmed craTbd TpeOoBaHUU, HHUYTOXHA. 1peboBaHHE O NpUMEHEHUH
OCNEACTBAN HEeNeHCTBUTENBHOCTH TaKOR CHENKH MOXKET OBITh MPEeIBABICHO B CYN
JOOBIM 3aMHTEPECOBAHHBIM JIHIIOM, B TOM YHCJIe aHTUMOHOIIOJIBHBIM OPraHoOM.

4. TlonmoxeHWs HacTOsAIedl CTaTbU HE PpacIpOCTPaHAIOTCS Ha CYOBEKTHI
obOpaieHus JIGKAPCTBEHHBIX CpPeACTB (MX TIPYNOBl JHL, ONpeleisieMod B
COOTBETCTBUHM C AHTUMOHOIIOJBHBIM 3aKOHOLATENBCTBOM), BBIpYYKa KOTOPBIX OT

peailusalii TOBapOB 3a MIOCIEOHU] KaJIeH,IIaprlf;I roJ HE HOPpEBBIIIACT YCThIpECTA

MUJUTMOHOB PYOIIeH.».

Cratbs 2

BHectu B crateio 93 ®DenepanbHoro 3akoHa ot 21 HosOps 2011 roga Ne 323-
@3 «O06 ocroBax oxpaHnsl 370pOBbs rpakaaH B Poccuiickoit Genepanun» (Cobpanue
3akoHoHarenbcTBa Poccutickoit ®enepanun, 2011, Ne 48, cr. 6724; 2013, Ne 48,
cT. 6165; 2014, No30, ct.4257; Ne43, ct.5798; Ne 49, ct.6927; 2015, Ne 10,
cT. 1425; Ne 29, ct. 4397; 2016, No 1, ¢1.9; Ne 15, cr. 2055; Ne 18, cT. 2488; Ne 27,
cT. 4219; 2017, Ne 31, c1. 4791; Ne 50, ct. 7544, 7563; 2018, Ne 32, ct. 5092; 2019,

Ne 22, c1. 2675; Ne 49, ct. 6958) cnenytonmivie U3MeHEHMs:



1) HaMEHOBaHYe CTAThU U3JIOKUTH B CIEAYIOLIEH pefaKIIuu:

«Cratba 93. CpeneHus o JHIaX, KOTOpPHIE YJacTBYIOT B OCYILUECTBIEHUM
MEIHUIIUHCKOR U (apMalleBTUIECKOH AEATEIBHOCTH.»;

2) B ab3ame mepBOM IIOCIE CIIOB «Yy4acTIBYIOT B OCYLIECTBICHMHU
MeAUITHHCKON» JOTOMHUTE CIIOBaMU «HITH GapMalneBTUYECKOn;

3) B nynkre 11 mocie citoB «oOpa3oBaTeNbHBIX MPOrpaMM MEIULUHCKOI0»
IOOIOJIHHTE CIIOBaMU «HIH GapMalieBTHYeCKOToy;

4) B myHKTe 12 mocne CIIOB «OCYIIECTBIAIOIIEH MEIUIIMHCKYIO» JOIMOIHUTh

CIIOBaMHU «UIU hapMaileBTUIECKYIO»;

5) B myHKTe 13 mocne CloB «OCYMIECTBILIOLIEH MEIUIHHCKYI0» JOIOJIHUTH
CITOBaMU «HJIH (apMaleBTUICCKYION.

Cratps 3

1. Hacrosmuit @enepanbHeiil 3aKOH BCTYMAET B CUITy CO OHS OQUILIUATBLHOTO
OTyOJMKOBAHKSA, 32 UCKIIOUSHUEM MOJOXEHUH, IS KOTOPBIX HacTosmleld crarbed
YCTaHOBJIEH HHOU CPOK BCTYIUIEHUS UX B CHILY.

2. A6zary 10 mynkTa 6 cTathu 1 HacTosmero MenepanbHOro 3akoOHa BCTYNaeT
B CUIy o ucTedeHud 180 mHel co AHSA OQHUMATLHOIO onyGHKROBaHH;[ HACTOSIIErO
@eiepaIbHOIO 3aKOHA.

3. Tlonoxenus wactu 4 cratbu 56.1 DepepansHoro 3akoHa ot 12 ampend
2010 roma Ne 61-©3 «O6 ofpamieHWM NEKAapCTBEHHBIX CPEeNCTB» (B pemakuuu
HacTosimero PenepabHOrO 3aKOHA) B YaCTH YCTAHOBJEHHS MPENEIBLHOTO CpOKa

omnarel (aKTHHEeCKH MOJYHYEeHHBIX JIeKApCTBEHHBIX MPENnaparoB IS MEIULIMHCKOIO



IPpAMEHCHHUS HNPHMCHAIOTCA K MIPaBOOTHOIICHHAM, BO3HHKIINM II0 HUCTEUEHHHU

180 nueit co IHS opUIUaTEHOTO OmyOIMKOBaHUS HACTOSALIETO

@enepallbHOrO 3aK0Ha.
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MOACHHUTEJIBHAS 3AITMCKA

K NpoeKkTy (eaepaibHOro 3akona «O BHecennn u3MeHenuil B @egepalibHblii
3aKkoH «O0 ofpalieHHH JTeKaPCTBeHHBIX cpeACTB» U PeepanbHblii 3aKOH
«0O0 ocHOBaxX oXpaHbI 310pOBbs rpakgaH B Poccuiickoii Pegepannu»

IIpoext denepanpHoro 3akoHa «O BHeceHun u3MeHeHu B OemepaibHbIif
3akoH «O6 oOpaiieHuyu JNeKapCTBEHHBIX cpeacTBy U Denepanbubii 3akoH «O6
OCHOBaX OXpaHbl 3M0pOBbS rpaxiad B Pocculickoit ®enepanun»» (maiee —
3aKOHOINPOEKT) IMOATOTOBIEH B IENIX COBEPIICHCTBOBAHHA IIPABOBOTO
peryIupoBaHus d6op0'ra JIeKapCTBEHHBIX CPEICTB U HampaBiieH Ha CO3[aHHe
yCIOBUM KOMIIJIEKCHOrO U cTabmipHOrO obecmedeHus rpaxnaH Poccuiickoi
Cﬁenepaunn JeKapCTBEHHBIMHE MIperapaTamu.

3aKOHOIIPOEKTOM BBOJATCS MepBhl, HalpaBleHHble Ha MHpeyNpexaeHne H
HeJONMyIeHHe MOHONOJM3ALUK pBhIHKA PO3HUYHOM TOPrOBIH JIeKAPCTBEHHBIM
IpenapaTaMy [IOCPEACTBOM OpPIaHU3allMy alTeHHOH CETH.

PrIHOK pO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMHU NpeHapaTaMy, HECMOTPS Ha
Bce elle GopMaNbHO HU3KHMI YpOBEHb KOHIEHTpAnuu (camast KpynHas arntTedHas
ceTb B 2018 roxy 3anumana He 6oiee 6% 06IIEPOCCHICKOTO PHIHKA), ZOCTATOUYHO
KOHCOJIUAMPOBaH ML TOro, 4YTOOBl AMKTOBATh YCJIOBHSA TIPOM3BOOUTENISM U
IIOCTAaBIIMKaM JIeKapCTBEHHBIX IpelapaToB KakK OTE€YeCTBEHHBIM, TaK H
3apyOeKHBIM.

B onToBOoM 3BEeHE KOHIIEHTpALUS yKe 6ﬁn3Ka K MaKCUMyMY, TaKk OO 5
KpyIHEeHINUX OpraHu3allii oONTOBON ToproBmu npeseimaer 50%, a mond
10 mpubnmxkaercs k 75% pelHKa. TeMmbl KOHLEHTpAIlMM pBIHKA TakKKe
cylllecTBeHHBIe. Tak Xe ClnenyeT OTMETUTh BBHICOKHI MHTEIUIEKTYalbHbIH YPOBEHb
PBIHKA M BBICOKYIO CTEIIeHb KOIIHPOBaHMUS IIOBSICHUS alITEUHBIX CeTell Ha PhIHKE.

| 3aKOHOIIPOEKTOM BBOIMTCS ONpEIECNeHUs alTeUHOM CEeTH, MepPeNBIKHOrO

anTe4YHOro MYyHKTa, YCIYIW MO IIPOJABIKEHHUIO JEeKAPCTBEHHBIX IIpenapaToB I
MEAUIUHCKOTO IPUMEHEHUS.

3aKOHONPOEKT yCTaHABIMBAaeT OTpaHHYEHHe Ha NpHOOpeTeHHe M apeHIy

JOIOJNIHUTENbHBIX ILOIIaneH, B rpaHuax COOTBETCTBYIOUIEI'O aIMHUHUCTPATHBHO-



TEPPUTOPUANBLHOTO 00pa3oBaHUs, MJIS OCYLIECTBJIEHUs ONTOBOM M DO3HHYHOMN
TOPrOBJIM JIEKAPCTBEHHBIMU IIpeliapaTaMd IO JIIOOBIM OCHOBaHHSIM IS
OpraHu3aluiél ONTOBOM M PO3HMYHOH TOPrOBIH JIEKapCTBEHHBIMH MpeNapaTaMy,
HOJis KOTOPOro IpEBEBINAET ABAaJIaTh IPOIEHTOB 00BeMa BCeX pealn30BaHHBIX
JIEKapCTBEHHBIX IIPENapaToB, B COOTBETCTBUM C IT€pEUHEM, YKA3aHHLIM B YacTH
7 ctatbu 55 Hactosmero DemepalbHOTO 3aKOHA, B ,E[eHe‘XCHOM BEIpQXKEHHHU 32
IpelbIyui GHHAHCOBBIH TOX B rpaHHNaX ropofa (GenepanbHOro 3HAa4eHMs
Mocksel, Cankr-Iletepbypra unu CeBacTomons, B TpaHHIAX MYHHIHUIAIBHOTO
pafioHa, TOpPOACKOro OKpyra. B ciydae HapyiieHuHs yKa3aHHBIX TpeGOBaHUMU
CHENKY OyIeT NpU3HABATHCA HUUTOXKHBIMH.

JIOIIONIHUTEIBHO 33KOHOIPOEKTOM MpPEeNyCMATPUBAETCS YCTAHOBIICHHE
psla HOPM, HAlpPaBJCHHBIX Ha CO3JaHME 3NOPOBBIX YCIOBHN KOHKYPEHIIMH MU
OCYIIIECTBIIEHUH bapManeBTHYeCKOH  JeSITeNbHOCTH. B YJaCTHOCTH,
3aKOHOIIPOEKTOM OIFPAaHHUYUBAETCS BO3MOXXHOCTD IONyYeHUS BHEpEATH3AHOHHBIX
JNOXOOOB aNTCYHBIMH OpPraHU3alUsIMU W OpPraHU3aLUSIMH OINTOBOW TOPTOBIH U
yCTaHaB/IHBaeT MaKCUMaNbHBIA pa3Mep IUIAaThl 3a YCIYTH IO IIPOABMIKEHHIO
IPOAYKLIUU B HATH IIPOLIEHTOB.

B memix obecnedeHus mnortpebuteneit HeoOXOOHUMOM M HOCTOBEPHOM
uHpopManel  yCTaHABNMBACTCS  OO0A3aHHOCTD  aNTEYHBIX  OpraHW3aUMH
obecrneduTs HMOKymaTene# JOCTYMHONH HHGOpMaIHed 0 HANMYHH H MHHHUMAJILHON
[leHe JIeKapCTBEHHBIX NpeNapaToB s MEAUIUHCKOrO0 NMpPHUMEHEHHS B paMKax
onHoro MHH.

BakHEIM HampaBlIeHHEM, CIIOCOOCTBYIOIIMM HOPMAJIBHOMY pPa3sBUTHIO
papMmaneBTUYeCKOTO  pBIHKA, OymeT QOpMHpOBaHWE  €JHHOTO  peecTpa
¢dapMaueBTHYECKHX pabOTHUKOB (0 aHAJNOTHMH C pEeCTPOM METUIIMHCKHUX
paboTHHKOB). B peectpe mommmo 6a3zoBoro oOpasoBaHus Oymer OTpaxcaﬁ.c;[
nHbGOpMalusi O MOBBIINCHWH KBaNU(QUKALUYU, IOpyTHe NapaMeTpbl. BBemeHue

eIUHOr0 peectpa OyHeT cllocOOCTBOBATh HOBBIIICHUIO YPOBHS MPothecCHOHAN3IMA



dapMaleBTUYECKUX paOOTHUKOB, H YPOBHSA IepCOHATbHOM OTBETCTBEHHOCTH

PYKOBOIUTENEH allTEYHBIX OpraHu3aluil U OpraHu3aliii OlTOBOU Toprésnn.
3aKOHONMPOEKT He MPOTHBOPEUHT MoJiokeHusM JloroBopa o EBpa3suiickom

3KOHOMHMYECKOM COI03€, a TAKOKE ITONIOKEHUSIM HHBIX MEXIYHAPOJHBIX TOTOBOPOB

Poccuiickot @epepanyu.




CDI/IHAHC(ﬁO-BKOHOMI/I‘IECKOE OBOCHOBAHHUE

K OpoeKTy ¢erepananHoro sakoHa «O BHeceHHH H3MeHeHHil B DegepaibHblIii
3akoH «O06 o0pameHny JieKapCcTBeHHBIX cpeacTB» H PegepanbHblil 3aK0H
«O0 ocHOBaX oXpaHbI 310poBbs rpaxaaH B Poccuiickoit Megepanum»

Peamuszanus dQemepanpHoro 3akoHa «O BHECeHHH U3MEHEHMI B
Qepepanbhpiii  3akoH «00  ofpalieHuM  JEeKapCTBEHHBIX  CPEACTB» H
®enepanbHblit 3ak0H «O6 ocHOBax oxpaHbl 370pOBbs I'paxAaH B Poccuitckoit
Qenepanuu»» He NOTpeOyeT pacxOJ0B, IIOKPHIBAEMBIX 3a CUET CpENCTB

denepaibHOrO OIOIKETA.




NEPEYEHDL
aKkTOB (eiepaNbHOro 3aKOHOAATEILCTBA, MOJJIEKALIHX MPH3IHAHHIO
YTPAaTHBLIIHMH CHILY, IPHOCTAHOBJIEHHIO, H3MeHEeHHIO H/IM NPHHATHIO B CBA3H
c npuHATHEM (eepaibHOro 3akoHa «0 BHeceHHH H3MeHeHHil B
®Denepanbublii 3akoH «00 00panieHHH JIeKAPCTBEHHBIX CPeACTB» H
®eaepaibHbli 3ak0H «O0 ocHOBaX 0XpaHbl 310POBbi rpa:kaaH B Poccuiickoii
Degepanum»»

IIpunatue ¢pemepansHOro 3axkoHa «O BHeceHUH U3MeHeHUH B OenepanbHplii
3akoH «O6 oOpalieHHH JieKapCTBEHHBIX cpencTB» U DepepanbHblii 3akoH «O06
OCHOBaxX OXpaHBl 3HOpOBbA TpaxkmaH B Poccuiickoit ®Denmepanuu»» notpebyer
BHeceHMs usMeHeHu# B Koxmekc Poccuiickoit @enepanun 06 aIMUHHCTPATHBHBIX
[IpaBOHAPYHIEHUSAX B YacTH €r0 JONONHEHUS HOPMaMH, YCTaHAaBIHBAIOIIMMH

QIMHUHHUCTPATUBHYIO OTBETCTBCHHOCTL 32 HapyHICHHE Tpe60BaHHI71 JAaHHOTO

QDefepanbHOro 3aKOHA.




HEPEYEHD
HOpPMATHBHBIX NpaBoBhIX akToB IIpesuaenta Poccniickoii @egepannm,
IIpaButeancrBa Poccuiickoit @egepanuu u peaepaibHbIX OPraHOB
HCIO/IHUTEIbHOU BJACTH, MOMJIEKAIMX NPH3HAHUIO YTPATHBIHHUMHE CHJTY,

OpPHOCTAHOBJICHHIO, H3MEHEHHIO HIH PUHATHIO B CBA3H C IPHHATHEM
®DenepanbHoro 3akosa «O BHecennu u3MeneHuii B @egepanbubliii 3axon «006
oOpanieHHH JeKAPCTBEHHBIX cpeacTB» H Deaepanbublii 3akoH «O0 ocHOBax

oXpaHbI 310pPOBbA rpaxaaH B Poccuiickoii ®egepaunu»

ITpunsatue @egepansHoro 3akoHa «O BHecCeHHH u3MeHeHHE B DenepanbHbIi
3akoH «0O0 oOpauieHUU JeKapCTBEHHBIX cpencTB» U DenepanbHBI  3aKOH
«O06 ocHOBax OXpaHbI 300pOBbA rpaknad B Poccuiickoit ®enepanun» notpedyer:

1. BHeceHuUs U3MEHEHUH B!

1) Ilocranosnenue IlpaButrennctBa Poccuiickoit @epepanum ot 22 mexabps
2011 roma Ne 1081 «O nuueH3upoBaHUU (hapMaleBTHUECKON NEATEIHHOCTI.

Ucnonuurens - Munsapas Poccuu.

2) Ilocranornenue IlpaBurensctBa Poccuiickoit ®enmepanum OT 5 Mas

2018 roma Ne 555 «O exuHo# rocynapcTBeHHo#M HHGOPMalMOHHOM cucteMe B chepe

3paBOOXPAHECHUD?.

Ucnonuurens - Munsapas Poccun.

3) Ilpukaz MuHHCcTEpCTBA 3APABOOXPAHEHHS K COLUAIBHOTO pa3BUTHSA
Poccuiickoii @enepauuu ot 27 utons 2010 roga Ne 5538 «O6 yTBEpKACHUM BHIOB
anTEeYHbIX OpPraHU3aLMN».

2. Npunsatus mocranosienus IlpaeutenscrBa Poccuitickoit Denepaunu «O6
YTBEDP)KIEHUU METOOUKU pacyeTa oObeMa BCeX peaii30BaHHBIX XO3SHCTBYIOMIMM
CYOBEKTOM, OCYIIECTBIAIOIIMM TOPrOBIIO JIEKAPCTBEHHBIMU IIpenapaTaMud U
MeIUIHHCKUMU H3JEeNHsIMH TOBapOB, II€PE€YeHb KOTOPBIX YCTAaHOBJIEH YaCThIO
7 ctateu 55 (I)eztcpanLHoro 3akoHa ot 12.04.2010 Ne 61-®3, B geHexHOM
BRIpOXKEHUM 32 MpeAbLIYLINHd (MHAHCOBEIM rof B rpaHuuax cydrekra Poccuiickoit
®egepanyiv, B TOM YKCNE B TpaHUNax ropofoB GemepanbHOro 3HaueHUs MOCKBBI,

Canxrt-Iletepbypra u CeBacTonomnsi, B TpaHHIaX MYHHIMIAIBHONO paifoHa,
TOPOICKOTO OKPYTa.».

Ucnonuurens — PAC Poccuun. :




