CITIPABKA
0 MOAr0TOBKE NMPOEKTA 3aK0HA (ocTanosenus) 3axoHoaaTenpHoro Cobpanus Opendyprekoii
obmacTa '

O npoexte (epepanbHoro 3akona Ne 277552-7 «O BaeceHHH u3MeHenuit B Denepals-
" Hblit 3axoH «O6 ofpallleHny JieKapCTBEHHBIX cpencTsy U Denepansublit 3akoH «O pe-
- xiame» (B 4aCTH YCTAHOBJIEHHS JOIOJHUTENBHEIX TpeOOBaHUM K MapKIPOBKe roMeora-
THYECKUX JIEKAPCTBEHHBIX IIPEIapaToB H OrpaHHyeHHi Ha HX peKiaMy)

g‘:’:ﬂ:ﬁf‘:“u“am Komurer 3axoHopmatenbroro Cobpanug o6IactTy [0 3XpaBOOXpa-
L 3

HOMKHOCTE, MOAMHCH) HEHHIO W

ﬁ;“-“aﬂ‘*"“: yxyposa Tarbaxa OneroBHa — npenceaaTesls KOMUTETa 3aKOHO-
AMHUINA, HMHA, -
oTuecriso, nonanoers)  AATeNbHOro Cobpanus 06nacty 110 34paBOOXPAHEHHUIO

MopyueHHe npeacenaTens (3JaMECTHTEIA NIPEACESATENR)
3axonopatenshHore Cobpanna obnacTi:

OTMeTKa 0 MOANKCAKKE NPHHSTOTO 3AKOHA ' IIT 5T O
I'yGepnaTopom Openbyprexoii obnaeri YKypoBoH 1.U.

I[Tpomy oprauu3oBath paboTy COrIacHo
Pernamenty 3akonomarensgoro CoGpaums

obnactu

OTMeTKE 0 NoAy4UeHHH NpoeKTa 22 HOHﬁpﬂ %\ &)ﬂa\\ /
3AKOIOAaTelBHEIM CoopaHieM 0DIacTi: (ﬂw

Arnriapat 3aKoHOASTENLHOro _ O.4. dumoB

Cobpanys OpeHGYprcKoin J (abgnicy)
oSnacTi

{urTamn kaHuenapuu) / y

«ddn?l. 2OF e d3 /57T

CUYI C 3AHHTepPeCOBAHHLIMH OPraHH3IANNAMHY
HaumenoBanue OpraHusaliii OaMuaua H HHHIIHAMAbI ,IlaTa UOHHHCL
(pa3topunso) COMNACOBAHHS

NMpoOEKTa

IIepBElil 3aMECTHTENE PYKOBOJUTENS Epemenko T.M.

anmnapara 3akoHogatensHoro CobpaHms

00JIaCTH - HAYANBHUK IKCIEPTHO-TIPABOBOTIO

yIIpaBJIeHHUS




HanMenoraHiie oprasusanin @anrsaua H MHIIIHAJLI Jata Togmicw
(pa3Gopunso) COTJIACOBAHNA
MPOeKTA

MPUMEYAHHE. Tpu Hanp4uy 3aMeuaHiit B NpeAnoxeHHH cnelyeT nocie NOANHCH YKa3aTh «3aMevyalHs U npemnose-
HHA MPHIAralTea». 3aMeuaHns NpUAArAloTe K NPOeKTY NMocTaHOBNEeHHA (3aK0HA) ¢ YKA3aHYMEM AaThl H MOAITHCHLO,

ToaroToBKy AOKYMEHTA K PACCMOTPEHHIO Ha 3acelaHHH 3akoHonarensHoro Cofpanua ocyllecTBHA Criocobuna C A,
(bamunua, yrHLpANLL, JaTa)

Pazocnano:

B JJIGKTPOHHOM BHJIE!

KoMHTeTY 3akoHozaTenpHoro Cobpanus 061acTH 0 34paBOOXPaHEHHUIO

Ha 6YMa?KHOM HOCHTEJNIE!

Kowmurery ['ocyaapcreernoit Jymer Pepepansnoro Cobpanus Poccuiickoll degepanuu mo

OXpaHe 310POBbs

¥Yxazanue Ha HeoOxognmocTh onyGaIKOBAHNA JOKYMEHTa
Iepeventb paccslIKK AOKYMEHTA H YKA83aHHE HA He00X0AHMOCTL €ro onyGJIHKOBAKNA MOArOTOBH Coocobuna
C.A. — rIaBHLIH cHEeNMalHCT OTAeda N0 o0ecledeHHI0 NeATeILHOCTH KOMHTeTa 3aKOHONATEJLHOro

CofOpannsg o6J1acTH 00 3apaBooXpaHeHHo, T. 44 04 61
{thamuans, HHRUNANLE, AOMRNOCTL # noannck paloTHitka arnapata 3akoHoraTeasnoro Cobpaitna o0nacTH)

JaTa nocTyniieHnd NPHHATOr0 J0KYMEHTA B YIpaBJeHie OPraHi3auioHHO- 10 KYMEHTALMOHHOTO
ofecnevensia i HHopMaTI3aunH annapara 3axoHoaaTensHoro Codpanns obnacTn

oT pafoTHiKka annapara OT npeacenatTens 3aKOHOIATELHOTO ot NyGepnaTopa oGnacTi
3axonoaarensHoro CobGpannst CofOpanun ofnacti
obnacTi

Ormerka 06 OTNpaBKe AOKYMEHTA No BJIEK'TPOHHOﬁ no4Te




3AKOHOJATEJIbHOE
COBPAHHE
OPEHBYPI'CKOI OBJIACTH

IHECTOM CO3bIB
IMIOCTAHOBJIEHHUE

No

T. Opendypr

O mpoexre ¢enepanbHOrO 3aK0-
“Ha Ne 277552-7 «O BHeceHHH
u3MeHeHud B PenepaneHeld 3a-
koH «O0 oOpameHuu nexap-
CTBEHHBIX cpenacTB» u Dexe-
panbpHblif 3ak0H «O pexname (B
YaCTH YCT2HOBIEHHUS AONOJIHH-
TeNBHBIX TpeGOBaHMYE K MapKH-
- pOBKe TOMeOoNaTH4YecKuX JieKap-
CTBEHHBIX IIpernapaToB K orpa-
HHYEHH Ha X peKiiamMy)

3akonogarensHoe CoOpanue obacTu
' NOCTAaHOBUSET:

1. Tlognepxxarps npoekT denepansroro 3akoHa Ne 277552-7 «O BHeceHMH
usMeHeHUH B QenepanbHblif 3akoH «O6 obpalesun jJeKapcTBeHHBIX CPeACTB» U
denepansheIit 3akoH «O peknaMe» (B 4YaCTH YCTaHOBJNIEHMS JONIOJHUTENBHEBIX Tpe-
OoBaHUI K MApPKUPOBKE MOMEOINaTHUIeCKUX JIEKAPCTBEHHEIX IperapaToB U OrpaHu-
YeHHI Ha UX peKiaMy).

2. Hampasute nocranosnenrne B Komuter ['ocynapereenHolt Jymer Oepne-
pansHOTO CoOpanus Poccuiickoit Denepaluy 1o oxXxpaHe 3TOPOBbS.

3. KoHTpons 3a UCONHEeHHeM NaHHOI'O IIOCTAHOBJIEHHS BO3JIOKHTH Ha KO-
MHTeT 3akoHonatensHoro Cobpanus 001acTH Mo 3ApaBOOXPaHEHHIO.

4. Hacrodluee OCTAHOBIECHHUE BCTYNIAET B CHILY CO JHS €r0 MPHHATHS.

' IIpenceparens 3aKOHONATENLHOTO |
Cobpanunsa Opeubyprekoit obnactu C.HU.I'payes



3AKOHOJATEJBHOE COBPAHHUE

OPEHBYPI'CKOH OBJACTH

KomureT 110 31paBo0XpaHeHHI0

460015, r. Openbypr, Hom Coetoe, Ten. (3532) 44 04 61

oT Ne

Ha Ne

JAKJTIOUEHHE

o mpoexte denepanbHoro 3akoHa Ne 277552-7 «O BHeceHHH H3MeHeHHH B Defe-
pansHELi 3aK0H «O6 o0paleHuy IeKapCTBeHHBIX CpeACcTB» M DenepanbHbii 3aK0H
«O pexname» (B 4aCTH YCTAHOBIICHUS AOMONHUTENBHBIX TPEOOBAHUM K MapKHPOB-
Ke FOMEOIIaTHYECKHX JIEKapPCTBEHHEIX IIPenapaToB U OTpaHHYeHHI Ha UX peKnamy)

a) YIEHOB KOMHUTETA:
1. yxypora Tateaua OnerosHa

2. AbnpaxmaHoB Anekceli PaBunbeBud

3. KaszapMumxosa TaTbsiHa AnexceeBHa

[Tonaepxathb

OTKIOHUTE

6) npencenareneit (3aMecTuTenell npeacefaTenel) KOMHTETOB i KOMUCCHH

3akononarensroro Cobpanus obnacTu:

Ne OaMAITHA, HHKITHANE [Tonnepxkathb OTKIOHHTE

n/a
1. | ABeppsioB .M. +
2. | Anxynos E.K. +
3. | AupkeeB A.A. +
4. | EpmakoBa J.A. +
5. | Xapxos A.H. +
6. | Moparumor H.P. -+
7. | Kynunosckuit A A. +
8. | Xpomyumna O.H. -+
9. |IlIBemnos A.B. +

Hacrospm 3aKOHOIIPOEKTOM BHOCATCS W3MeHeHHs B DenepanpHsiil 3aK0H
«O0 ofpaleHUl NeKapcTBEHHBIX CPEACTB», COTTIACHO KOTOPBIM Ha BTOPHYHYIO
(moTpedUTeNnsCKyI0) YNaKOBKY IOMEONAaTHHEeCKMX JIGKAPCTBEHHBIX IPENApaTOB
TOJDKHA HAHOCUTHLCS MpenyIpeAuTeNbHas HaIIIUCh O TOM, YTO Ipenapar He obJa-

JaeT KIMHAYECKH JoKa3aHHBIMU JIedeOHBIMA CBOHCTBAMH,




KpoMe Toro, 3aKOHOIPOEKTOM IIPEIAraeTcs yCTaHOBUTh, YTO peKiaMa ro-
MEONATHYECKHX JIEKApCTBEHHEIX MIpelapaToB He JOMYCKaeTcs HHaqye KaK B MeCTax
[IPOBEACHHsT MENULUHCKUX MIN (apMaleBTHUYECKHX BBICTABOK, CEMHHApPOB, KOH-
(epeHnni 1 MHBIX TOJOOHBIX MEPONPHUATHH H B PEAHA3HAUSHHBIX JUIT MEIHIHH-
ckMX H (hapMalleBTHYECKUX pPaGOTHUKOB CIIELIMANIN3HPOBAHHBIX I€YaTHBIX HU37a-
HUSX.

C yueToM H3NOKEHHOTO KOMHUTET 3akoHoAaTensHoro Cobpanus 06iacTu 1o
3npaBooxpanenuio pexomennyer TTOJAEPKATD yxasaHHBIM mpoekt (ene-

panbHOrC 3aKOHA,

IIpencenarens KOMUTETA T.O.1llykypona



INucT pesynbTaToB cornacoBaHusi

CornacoBaHue thenepanbHoro 3aKOHONpoOeKTa

O npoekre chenepanbHOro aakoHa Ne 277552-7 «O BHeceHUH
n3meHeHuit B PeaepanbHblii 3aKkoH «06 oGpauieHuu
neKapcTBeHHbIX cpeacTs» U PeanepanbHbIi 3aKoH «O peknamen (B
4acTH YCTAaHOBMEHWA AONONHUTENbHLIX TPeGDBaHMA K MapKUPOBKe
FOMeonaTMyecKux NIeKapcTBEHHbIX NpenapaToR U OrpaHYeHniil Ha

Bug aokymenTa
3aronoBok

UX peknamy)
Nopnuckb

34 paBoOOXpPaHeHUIo
HMHuuuarTop

LWykyposa T.0,, Npencegarens komuteta, KomuTeT 1o

Cnoco6una C.A., TnaeHblli cneuuanuct, OTAEN NO OpraHK3aLum

AeATeNTbHOCTH KOMUTETa NO 34PaBO0OXPaHeHNIo

Tun cornacoBaHus MapannensHoe
22.11.2017
22.11.2017 09:18

22,11.2017 13:36

CpoK cornacoBaHus
[laTta Havana npouecca
fata oxoH4YaHuA npouecca

KomMeHKTapuu uHMumaropa

NOOOEPXATL
Buaa HomxHoOCTL ®.1.0. Hara v Bpema
CornaceH Npencepnatens komutetafesepbaHos .M. 22.11.2017 08:34
[Cornacex [pencepatene komutetaAnkynos E.K. 22.11.2017 09:27
CornaceH lMpegcenarent koMuTeTaAHKKees ALA, 22.11.2017 09:37
(Cornacex [Mpeaceparent kKoMUTETaEPMaKoea JK.A. 02,11.2017 13:35
CornaceH Ipeacepatent komutetaPkapkos A.H. 22.11.2017 11:12
(Cornacex [lpeacenarens komutetTaWbparumos H.P. 22,11.2017 09:37
CornaceH Ipeacenarens KOMMTeTakyHunoecKuﬁ AA. 22.11.2017 09:38
Cornacex Npepcenatens komuretaXpomywuHa O H, 22.11.2017 09:21
- CornaceH [Mpeacenarens komuteTallleeyos A.B. £2.11.2017 09:30

KomMmeHTapuu yyacTHUKOB




- TOCYI{APCTBEHHAJI AYMA
(DEI[EPAJ'II:HOI‘O COBPAHHST POCCUMCKON ®EEPAITAU
CEZIbMOI'O CO3bIBA

BBI[II/ICK'A M3 MPOTOKOJIA or 14.11.2017 Ne 80
3ACEJAHMS COBETA T'OCYIAPCTBEHHOH JTYMBbI

"14" Hosbpas 2017T.

90. O mpoexTe deaepanxbHoro 3akona Ne 277552-7 "O BHeceHHH M3MeHEeHHH
B ®epepainiblii 3akoH "O0 oGpaleHnH JieKApCTBeHHBIX cpeacTB' M Penepain-
Hblii 32K0H "O pexiame" (B 9aCTH YCTAHOBJIEHHS JONOIHATEILHBIX TPeGoBaHMii
K MAPKHPOBKE IoMeONATHIECKHX JeKAPCTBEHHLIX NMpenapaTos H OrpaHn4YeHHH
Ha HX peKJjaMy) - BHOCHT wieH CoBera ®egepanun A.B.bensaxos

IIpunaro pemenne:

1. Hanpasute yxasaHHBIE npoekt depepansHoro 3axoHa Ilpesmpenty Poccuit-
cxoii Penepanny, B KOMUTETE, KoMuccHio I'ocymapcreennoi Jymsl, dppaximu B I'ocy-
napcreennoit Jyme, Coser ®egepanmm Penepanmsnoro Cobpanms Poccuiickoit Pepe-
paunn, [IpasutensctBo Poccuiickoit ®enepanuu, Cuernyro nanaty Poccuiickol Oene-
pamuy, O6mecTBenHyI0 nanary Poccuticko#t depepanym, 3axoHoaTeNbHbIE (TIpeacTa-
BUTENbHEIE) H BEICIINE HCIONHHATENLHBIE OpraHbl roCyIapCTBEHHON BIACTH CyOBEKTOB
Poccniickoii ®enepanmu s MOATOTOBKH OT3BIBOB, IPeMIOKEHHNH M 3aMedaHuii, a
Taloke Ha 3anodeHne B [Ipasoroe yupasienuwe Annapara ['ocymapcresensnoi JlyMmer.

Ha3zpauuts oTBeTCTBeHHLIM B paboTe Ham mpoekToM GeAepanbHOro 3aKoHa
KommreT ["ocymapcTBennoM JIyMBI O OXpaHe 310POBbA.

OT35IBEH, NMpeINoXeHns U 3aMedanns Hanpasuth B Komurer I'ocynapcTBeHHOH
JyMbl 10 oxpase 310poBsi 10 14 nexabpa 2017 roxa.

2. Komurery 'ocynapcrBensoff JlyMsl Mo OXpaHe 3ZOPOBRA C Y4ETOM UOCTY-
IHBIIHX OT3HIBOB, NpPEHIOKeHHH U 3aMedaHiii TOATOTOBHTEH YKA3AHHBIH IIPOEKT (ere-
palibHOT'0 3aKOHA K paccMoTperHio ['ocynapcTBenHol JymoH.

3. BRIOWITH YKa3aHHEH NMpoekT (efepalbHoro 3aKoHa B IPOEKT NPUMEPHOlM
IporpaMMEI 3aKOHONpoekTHOH pabotsl ['ocynapcTBento#l JlyMbl B IepMOR BECEHHEH
ceccun 2018 rona (sHBaps).

Ipencenarens I'ocynapersens
®enepanpHoro Cobp
Poccuiickoit Genep

B.B.Bomonun

AnnapaTt 3aKoHogaTensbHoro
CoGpanrus CpeHOYPIrcKonn
oGnacT

st RO w500 /6567
/




YNEH COBETA ®EAEPALUN
) ®ELEPAJIBHOMO COBPAHMA POCCUNCKOW OEAEPALIMA

yn. B.AMwiposke, 1,26, 103426, Mocxea

«/ » b / 2017 r. Ne j%’p"!- /ﬂ/‘/%'

IIpencenaremo
TocymapcTBeHHOM JlyMRI
®depepampHoro Cobpanms
Poccuifcxoit ®eneparmm
B.B. BOJIOIHAHY

Yraxaemutii Bavecnas Bakropormy!

Ha ocHoBammm cratem 104 Komcruryinmr Poccwiickoit Depeparum
BHOCHTCA Ha paccMorpeHre I'ocymapcreensoii Jymrl ®epepanmsHoro Cobpanusa
Poccuifckoii- Pegepai B KayecTBe 3aKOHONATENBHON HMHWIIMATHBEL IPOEKT
dbenepanrcHoro 3akona «O pHeceHMM M3MeHeHMI! B PepmepaneHrni 3axon «O6

oOpaleHUM JIeKApCTBEHHRX cpeAicTB» B PenepabHeiii 3aKoH «O pexiramMes».

ITpunoxenus: 1) Tekcr 3akoHONpoekTa Ha 21. B 13K3.
2) HoacHuTebHaA 3amMCcKa Ha 31. B 1 9K3.
3) IlepeueHb aKTOB (helepanbHOIO 3aKOHONATENLCTBA,
TOIeXaIHX TIPM3HAHIIO YTPaTHBIUIM CHITY,
IPHUOCTAHOBNEHHUIO, N3MEHEHHUIO WIM IPUHATHIO Ha 171. B
1 =x3.
4) PuHAHCOBO-3KOHOMHYecKoe o6ocHOBaHMe Ha li. B 1
5K3.
5) Komni TeKCTa 3aKOHOIIPOEKTa H MaTepHajoB K HeMy Ha
3NEKTPOHHOM IIYCKe,

Yien Cosera Denepanym A.B. bensxos

N s R T [

Ne 3.4- 55/‘0 }‘ ll : 04 OKT 20 ' rocynapcfs:!:zanyua‘bcptb

Tt 04.10.2017
«lfu 0 20€Zx

i Ne277552-7; L1




BHocrTes WieHOM
Cogeta ®enepamun
Poccuiickoit @enepanuu

A.B. BengkoseiM

ITIPOEKT Ne
JyYyssa-¢

OENEPAJBHBIA 3AKOH
. O BHecennH H3MeneHHH B PeepalibLHLIH 3aK0H

«06 oGpamiennn JieKApcTBeHHBIX cpefcTB» i Penepannusbiii 3axon «O
pexiame»

Cratpa 1

Buectu B (DemepansHeii 3axon oT 12 ampens 2010 roma Ne 61-®3 «O6
o6pamenny NexapcreeHHEX cpeacTB» (Cobpanue 3axoHofmaTenscTBa PoccHiickoi
Deneparuu, 2010, Ne 16, ct. 1815) caexyromue U3MEHEHUA:

1)  d9acTh INeCTYIO cTaThd 46 M3NOXHUTE B CACAYIOMEH peIaKilii:

«6. Ha propuunyio (HOTpeOHMTENLECKYIO) YIAKOBKY .romeonamecm
NeKapCTBEHHEIX TIpENaparoB JOIKHA HAHOCHTECH Haamuch: «'oMeonaTHueckuii. He
o0IanaeT KIIMHU4eCKH -noxaaannmm NedeOHEIMH CBOMCTBAMMY.»;

2) B uacTm mepBoii cTaThH 67 mepsoe npemromenﬁe mocyue CcJioB

((HH(bOpMaIIH}I O» JONONHHTR CHIOBaMHA «T'OMCONATHYCCKHX JICKapCTBCHHEIX

npenapaTax my».

7




-

Crarps 2

BuectH B 9acTsk 8 craten 24 PenepansHoro 3axoxa or 13 Mapra 2006 roga Ne
38-®3 «O pexname» (Cobpasue 3axoHOAaTeNbCTBa Poccuiickoit ®enepaunn, 2006,
Ne 12, cr. 1232) usMeHeHMe, JOIONHMB ee LOCHE CNOBA «peKiaMa» CIOBaMH

«TOMEOHATHYECKUX NCKapCTBEHHBIX IIPEIIapaToB ).

IIpesuaent
Poccuriickoit Depepanuu




HOSICHUTEJ/ILHAS 3ATMCKA
K npoekTy ¢eaepalbHOro 3aKona
«O BHeceHHH H3MeHeHHii B PenepanabHblii 3aK0H

«06 obpameHuH JieKApCTBEHNBIX cpeacTe» B PenepanbHblii 3axou «O

peKiIame»

ITonynspHOCTS TOMEONIATHYECKAX HpernapaToB B Poccun cpepy HaceleHus
ocraercs crabuibHO BEICOKOM. AOCOMIOTHERIMH JMZIEpaMM IO HpOAKaM CpEemH
rOMeOoNaTHIeCKuX CPEefCTB ABILHOTCA IPOTHBOBUPYCHHIC H IIPOTHBONPOCTYAHEIC
npemaparst. IIpEy 3TOM CTOMT OTMETHTb, YIO TOMEOHIATHICCKHME CpElcTBa
OpUCYICTBYIOT NpaKTHIeCKH BO BCEX CEerMEHTaX pEIHKA, BKIOYag  Jake
IPOTHROOITYXONEBEIE MpenapaTkl. _

OCHOBHEIM JOCTOMHCTROM IOMEONaTHYeCKMX TIIpenapaToB B TIJasax
norpebuTtens sBIAETCS HX IpakThdeckd abcomoTHas OGe3BpeNHOCTH U IOYTH
oTcyTCTBYIONHe MoGounsie 3¢¢eKrel, CBeeHHEIe, MAKCHMYM, JO BO3MOXHOCTH
aJJIeprHdecKux peakiuii. Mexay TeM, NpH KaxymeHcs Oe3BpeHOCTH HMEHHO
TAKKe Mpenaparbl HecyT ocoOnie pHMCKHM I 3N0pOBBs HAUKEHTa, BIUIOTE KO
JeTanpHOro #cxoma. He MMes BHpPaXXGHHOIo  H, INIaBHOS, XOKa3aHHOIO
TEpaneBTHIECKOro: NeHCTBHS, IOMEONaTWyeckude CPEeCTBA, NpPHBIEKas CBOEH
«HATYPAIBLHOCTHIOM, YaCTO 3aMEHMI0T peanbHoe JIEYEBHe JIOCTATOYHO CEephe3HBIX
3abonepanmii. Beenewnunii B 3a0MyXKHoeHWe INOKyIaTelb, OCYIIECTBILAA
camMoJiedeHie TAKAMM MperapaTaMH, PHCKYeT YNYCTHTR BpeMA AN OKasaHdA
CBOEBpPeMEHHOM! [TOMOIIM OpIaHU3MY ¥ TONEKO YCYTYOHTE CBOE COCTONHHE.

B ¢eppane 2017 roma Kommccms PAH mo Goprbe ¢ JpKeHaykod H

(amscudHKanmeil HAYYHEIX HCCTeOBaHMi mnpupsna Memopanmym Ne2 «O

JDKCHaY4YHOCTH I'OMCOIIaTHH). B JOKYMEHTE YKa3BIBA€TCA, ITO {MHOrOWHUCIIEHHERIE

TIPE/JIOKEHHBIE TEOPETHIeCKHe OOBACHEHHA BO3MOXKHEIX MEXAHWIMOB HEHCTBUA
rOMEONaTAN HaXOMAICA B IIPOTHBOPEYHH C TBEPHAO YCTAHORICHHEIMH HAYIHEIMH
Ape/ICTaBICHHAMH O CTPYKTYpE MaTephH, YCTpPOHCTBE MKMBEIX ~OPraHH3MOB. H

bYyHKIHMOHMPOBAHWH JIEKAPCTBEHHEIX CPEACTEM.

&




Kpome Toro, Memopanyym cogepiut obpamenue k CoBeTy Enpasuiickor
SKOHOMMMYECKOi  KoMuccuM ¢ TpefopaHMeM  M3MEHMTH  MapKMPOBKY
rOMEONnaTHYecknx Ipenaparos, 4ToOb H30ekaTs BBEACHHA B 3a0MyKIeHHE
nokynareneii,. B wacthocTn, npepcraBurenn PAH nacramsaior, B IEpBYIO
odepenb, Ha TOM, YTOORl HAa YNAKOBKAaX FOMEOIIAaTHIECKUX CPEACTB COACPKANach .
TIpeyTIpeAUTENbHA HalIHCh O HEJOKA3aHHOCTH HX 3 EKTUBHOCTH.

- OGeCHOKOSGHHOCTh  IONMYNAPHOCTEX0  IOMEONATHH  BEIPa3HIH M
TIpeACTaBUTENM eBpoleiicKkoro HayuHoro coofinectea, 20 certabpa 2017 roxa
Hay4HE1# KOHCYIETATHBHEIN coBeT eBpolelicknx akagemmit (European Academies
Science Advisory Council - EASAC), B KoTopoM mnpeAcTaBleHEl 29
HAIlHOHANBHEIX H MEXAYHApOAHEIX HAyJIHRX axajeMHi EBpomkl, NpHHAI
3ajBlieHHE, B KOTODOM TOMGONATHf ORLIa HaspaHa «OecCMEICTEHHOI». B
3aBJICHHN COAEPXUTCA NPeAyNpexaeHHe O TOM, YTO «Iponarasjia H NpHMeHeHHe
roMeonaTHdeckod IPONYKUMHM HECYT PHCK 3HAUYHTENBHOIO Bpela». OKCIEPTHI
EASAC yTBepaioT, 9T0 roMeonaTH4ecKHe CpelicTRa OIacHEI TeM, 4TO0 H3-3a HUX
MAalMEHTH  OTKNAARIBAIOT  JIedeHHe  mNpoBepeHHBIMM,  3(dexTHBHEMA
JIEKAPCTBEHHBIMHE NpenapaTaMu. |

Papx epponelickux rocyAapcTB yKe Hayald akTHBHYI0 Gopes0y HpOTHB
HCTIOJIG30BaHMs I'OMEONaTHYECKHX TIPENapaToB B rOCYAapCTBEHHAIX IIPOrpaMMax,
¢uHancupyeMbix u3 Gromkera. Tax, B 2017 rogy mocie HeCKONBKHX Ji€T
HCCHEZOBATENsCKOM  paborsr  HaumoHanmsmas cimyxfa  3apaBooXpaHeHHA
BemixoOpurammu (NHS) cooOmmiua o mpexpaimeHus rocyJapCTBEHHEIX 3aKyIIOK
rOMEONMAaTHIECKHX CPEACTB.

Opo# 13 OCHOBHBIX IPHYMH NOMY/ISPHOCTH TOMEONATHIECKHX MPENapaToB
CpEeIH HaceJCHNS gBIAeTCS MX MMpoKas peKiaaMa Ha TeheBm[eHm{ M B NeYaTHEIX
m3gaHuaX. OnHako, NpefcTaBiIfgeTcs, YTO PeKiaMa rOMEOATHIECKUX IPENapaToB
HE MOXET OCYIECTRIATLCA Ha TeX K€ YCIOBHUAX, YTO H peKjiamMa JIEKapCTBEeHHEIX

CPEACTB C JOKa3aHHOW KIMHHYEeCKoH 3(eKTHBHOCTEIO, TaK KaK B 3TOM CIyyae
2
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TIOKYTaTelh BBONUTCA B 3a6MyXAeHNE OTHOCHTENBHO MOTPeOUTENECKHX CBOHCTB
npro6peTaeMoro npoayKra. .

HacrosmpM 3aKOHOIPOEKTOM IIpejiaraeTcs YCTAHOBHMTh, YIO peKiama
roMeonaTHdecKHX JIEKapCTBEHHBIX IIpenapaToB HE HOIMYCKaeTcHd WHAYE KaK B
MecTaXx NpOBEAEHHd MEIHLMHCKAX MM  (apMalUeBTHYECKHX  BEICTABOK,
CEMHHApOB, KoHQepeHUMH M HHEX IONOOHEIX MEpONpHATHM H¥ B
NpeAHasHAYEHHBIX I MEIOMIMHCKUX | dapManeBTHIeCKHX pabOTHHKOB
CTIEI[HAIM3HPOBAHHEIX NEYaTHEIX M3MaHHAX.

JIOMONHUTENEHO IPOEKT (efepalbHOro 3aKOHA BHOCUT H3MEHCHHI B
®epepaneHeii 3akoH «00 oOpalleHMM NeKapCTBEHHEIX CPEACTB», COMIaCHO
KOTODEIM Ha BTOPHYHYIO (IOTPeOHTENECKYIO) YHaKOBKY [OMEONaTHIeCKHX
NIeKapCTBEHHBIX TIPENapaToR JOMKHA HAHOCUTECA NpEAyNpenuTeIbHal HaaIlcCh O

TOM, HYTO Openapar He oﬁna,uae'r KIHHEMYECKH IJOKa3zaHHBIMH JeqeOHEIMH

CBOMCTBaMH.




GUHAHCOBO-2KOHOMHAYECKOE OBOCHOBAHUE
K NPOeKTy (efepaabHOro 3aK0Ha )
«O Hecenun n3MeHennii B @eepaibHbIH 3aK0H
«006 ofpamienun JeKapeTBeHHbIX cpeacTe» B OegepanbHbiii 3akon «O
pertaMme»

ITpuastae mpoexta (emepambHOro 3akoHa «O BHECCHMM H3MEHEHWH B
®eznepanbHEii 3aKoH «O6 ofpamenn IeKapCTBEHHEIX CpeacTB» ¥ DefepanbHEIi
sakoH «O pexymaMe»» He noTpeOyeT MONONHMTENBHHIX pPacXOJOB U3 CPEACTB

¢enepanbHOro GroIpKeTa.



INEPEYEHD
aKToB (eepajibHOT0 3aKOHOAATENbCTBA, NOAJIEKAIHX NPA3HAHHIO
YTPaTHBUIMMH CHITY, NPHOCTAHOBJICHAI0, A3MEHEHHIO, JONOJHEHHI0 HITH
HPHHATHIO B CBA3M ¢ NPHHATHEM npoexTa ¢enepaabHoro 3akona «O
BHeceHHH H3Menenni B MegepaibHLli 3aK0H
«00 ofpaureRHy NeKApCTBEHHBIX cpeicTe» H PeaepanbHElii 3axon «O
pexyiaMen»

B cBS3H ¢ MPYHATHEM JAHHOTO NPOEKTa (efiepanbHOro 3akoHa He notpeGyercs

NpH3HAHUA YTPATHBIIUMH CHIIY, IPAOCTAHOBICHHA, A3MCHCHHA, JIOTIONHEHHA HIIH

NPHHATHAA IPYTHX 3aKOHOKATENBEHBIX AKTOB.
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