I'OCYIAPCTBE

®ENEPAJIBHOI'O COBPAHHUSA P()if

CEbMOTO CC
BBIIINCKA U3 ITPOTOKOJI

3ACEIAHUA COBETA 1I'0OCY,

51 TYMA
MACKOH ®ENEPALIVIHA
IBA

or 24.10.2017 Ne 76
CTBEHHOM JTYMBI

"24" oxraopa 2017r.

77. O npoekTe deaepabHOIO 3aK0Ha
B @enepanbHbiii 3axon "'O06 oOpamennn e
HOBJIEHHS NPeNeJbHOr0 YPOBHSA AONYCTHMB)
AKH3HEHHO Heo0XOAMMBbIX H BasKHEHIINHX Jie
tathl I ocygapcrBennoi Jymer C.M.Mupo

IIpunsaTO pemenue:

"

283020-7 "O BHeceHHM H3MEHEHHH
CTBEHHBIX cpeXcTB' B 4acTH ycTa-
PacxoJ0oB Ipa)kJaHHHA Ha ONJIATy

CTBEHHBIX CpeACTB' - BHOCHT [Aemy-
O.A.Hunos

1. HampaBaTh yxa3aHHBIN IPOEKT (eze
ckoii @enepanny, B KOMATETHI, KoMEccHIO ['oc
napcteenHo# [Iyme, Coser @enepauun Pene
panuu, [IpasurenscrBo Poccuiickoit @enepany

dqmeHOro 3akona IlpesmnenTty Poccuii-

apctBeHHO# JlymeI, dpaxumun B ["ocy-
Horo Cobparmsa Poccriickoit ®ene-
Caetayro nanaty Poccuiickoit ®Pene-

panuu, Ob6mecTBeEHyI0 nanary Poccmitckoit O,

BHTENbHBIE) ¥ BHICINNE HCIIONHUTEILHBIE Oprak
Poccuiickoit @efepanuu OO MOATOTOBKH OT
TaloKe Ha 3axmodenne B [IpaBoBoe ynpasiieHne

epaluy, 3aKOHONaTeNbHEIe (IIpeacTa-
TrOCyAapCTBEHHOM BIIACTH CYyOBEKTOB
OB, NMPEOIOKEHUA ¥ 3aMedaHul, a

A\nirapata I'ocynapcTBeEHO# JIyMBIL.

HasmauuTe OTBETCTBEHHEIM B pabote
Komuret ['ocynapctBennoit Jlymsr mo oxpase 3
OT3BIBEI, IPEAJIOKEHUS W 3aMeYaHus Ha
JlymBl 1O OXpane 310poBbi 10 22 Hosx0psa 2017
2. Komurery I'ocynmapcrBenHo# Jymer
TNYBIIKX OT3HIBOB, MPEIIOXKEHUN ¥ 3aMeIaHui
paNBHOTO 3aK0Ha K paccMoTpeHHuo I'ocynapeTs
3. BxrounTh yKa3aHHBIH IPOEKT Qenepe
My 3aKOHONpPOeKTHo# paborel I'ocymapcrse
2017 rona (mexabps).

®enepansroro Cobpanus |
Poccuiickoit epepanuu |

I TIpoeKkToM (enepaisHOro 3aKoHa
DPOBBSL.

paBuTh B Komuter ['ocynapcTBenHO#M

tHOM J{ymoi.

B.B.Bonoagus

5GP/



TOCYJIAPCTBEHHAS
®EJEPATBHOTO COBPAHHSA POCC

AFICKOM ®EJEPALIUMA

CEIBMOTI'O CO3HIBA
TEOYTAT
T'OCYJAPCTBEHHOMH JTYMBI

L M;f@ 20(2 T. Ne
IIpgncenaremo
I'qdynapcTBerHOM [[yMel
epanbHoro Cobpanns
Pqccniickoii @enepanun
B.H.BOJIOIUHY

YBaxkaemblii Bagecap

Ha ocropanum ct. 104 Konctutynuu K
paccMotperue I'ocymapcrBerHo# Jymel De
®efepandy B KAYECTBE 3aKOHOAATEILHOM
3akoHa «0O BHeceHmWM wu3MeHeHHs B Den
TEKapCTBEHHBIX CPEACTB» B YacTH Y
IOOITyCTHMEBIX pacxXolioB TpaXIaHWHA Ha O
Ba)KHEHINHNX JIEKAPCTBEHHEIX CPEACTB».

I

IIpunoxenne:

1. Texcr 3akOHONpOEKTa Ha 2 JIHCTAX;

2. TMOSCHUTENbHAA 3allMCKa HA 3 nHcTax;)|

3.

4. mepedeHs aKTOB (eepambHOro
NPU3HAHWIO YTPaTHBIIMMH CHIY,

JOIIOJIHCHHIO UJIH NPHHATHIO B GBHJHJC

(bHHAHCOBO-3KOHOMHYECKOE 060030311:

B BuktopoBau!

ccuiickoit ®enepanum BHOCHAM Ha

anpHOro Cobpanus Poccuiickoit
WIAATABEL NPOEKT (enepanbHOro
Heli 3akoH «O6 oOpameHuu
OBJICHUS NpPENEeNbHOI0 YPOBHS
aTy XHM3HEHHO HEOOXOOWMEIX H

e
et i

Ne 3.4- 6.949
« Fu 10 s00/%:.

Ha | /mmcre;

OHONATENBCTBA, MOIEKAIMAX
MPHOCTAHOBIEHAIO, H3MEHEHHIO,

TIpHHATHEM (eIepanbHOro 3aKoHa

Bx.Ne1.1-752

Ha 1 mmcre;

.

57

1.0 OKT 2011

i

Hen: C.C. I'yces 89516740477

I

204
T'ocynapernenman Jyma OC PO
Hara 11.10.2017

Ne283020-7; 1.1
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5. xonus o¢unMameHOro 3akmodeHds [IpasurenbcTBa Poccmiickoi
Qenepanuu Ha 2 IHCTaX;
6. KONHs TEKCTa 3aKOHONPOEKT2 M MaTEpHANOB K HEMY Ha MAarHHTHOM

HOCHTEIIC.

C.M. Muponos

O.A. Hanos




IIpoexr

Brocutca nemyraramu

T'ocynapcreenHoi JlyMul
®enepansHoro Cobpanus
Poccuiickolt Penepanuu

C.M. MiapoHOBEIM
0O.A. HunosriM

o AfRBO-L

OEJEPAJIBHBIA 3AKOH

O BHecenuH n3MeHenns B PenepaibHblii 3aKxon "'O0 oGpamennn
JieKapCTBEeHHBIX CpeAcTB'' B 9aCTH Y OBJICHHH NpeebLHOro ypoBHH
JONMYCTHMBIX PacXO0B rpakIaHHHA Ha qIUIATY KH3HEHHO He0GXOAHMBIX H
BaXKHEHIIHX JIEKAPCTBEHHBIX CPECTB

Cratea 1

Brectu B @enepanbHrlii 3ax0H «O06 oﬁTmemm JIEKapCTBEHHRIX CPEICTB)» OT
12 anpens 2010 N 61-®3 (Cobpanue 3akoH j:'remma Poccuiickoit @enepamu

2010, N 16, ct. 1815) usmeHeHne, JOMONHAB ero crarbedl «63.1» cremyromeit
pelaKIum:

«Cratea 63.1 IlpemocraBjieHHe (

DcHauii Ha onaary XH3HEHHO
Heo0XOMMMBIX H BRXKHEHINHX JIeKapPCTBEHE

{IX cpeAcTB

1. Cybcuoum Ha oOmNary >XWU3HEHHO HEOOXOAMMEIX H BaOKHEHIIHX
JeKapCTBEHHBIX CPeICTB (Hanee - CyOCE - TIPENOCTaBIIOTCS IPaXAaHHHY B
CIyJae, eclli ero pacXoibl Ha OIUIATy JIEK4PCTBEHHBIX CPEACTB, BKIIOYEHHHIX B
IepedeHs JKU3HEHHO HEeoOXONWMBIX M BapfHEHINMX JEKapCTBEHHEIX CpEICTB,
npepbimaer 10 DpOHEHTOB €ro COBQKYNHOIO J0X0a OT TPYAOBOH,
IpeqIpHHAMATENECKOM H HHOHR JESTEeNbHOCTE

Jns rpaxpaHAHa C JIOXOIOM
MEHMMYyMa MakCHMalIbHO  JOIMycCTHMAs
COOTBETCTBHH C IONPaBOYHBIM K03 hHIHEE
K IIPOJXHTOMHOMY MHHHMYMY.

2 Pasmep cyOcummnd, yka3zaHHOR
COCTABJIIET pasHMIYy MEXAy CyMMO#

YCTAHOBJIEHHOI'O MPOXKATOYHOI'O
QA pacXofoB YMCHBINACTCA B
r'PM, paBHBIM OTHOLICHWIO €ro JOXona

B 4YacTH | HacTosime#d CTaThy,
PACXONOB TIpaXOaHWHA Ha OIUIATy




JIEKapCTBEHHBIX CPEJCTB, BKIIOYEHHKIX B NEpEdeHb XU3HEHHO HEOOXOOMMEIX H
BROKHEHIINX JIEKAPCTBEHHBIX CPEICTB H 3HAYCHHSAMH INpEAENLHOIO pacxoia Ha
TaKWe JIEKApCTBEHHEIE CPEJCTBA, YCTAHOBIEHHBIMY YacThiO 1 HacTOSAIEH CTaThy.

3, [lpaBo Ha cyOcHmum HMEIOT TIpaXIaHe, pPacxXxoAbl KOTOPEIX Ha
XHU3HEHHO HeoOXOouMEIe W BRXKHEHIHe JNEeKapCTBEHHLIE CPENCTBA, IIOHECEHHBIE
Ha OCHOBaHWHM BpaueOHBIX (derbamepckux) HasHadeHuWM, mpesmnmaior 10
IPOLEHTOB HX COBOKYITHOTO JOXO0ZIa OT TPYAOBOM, NPEAUIPHHAMATENLCKOR U HHON
NESTeIbHOCTH.

4. Cybcumum nOpefoCTaBISAIOTCA OpPraHOM HCIOJIHHUTENBHOH BIIACTH
cyosekra Poccmiickodt ®efepanuu uiM YIPaBOMOYEHHHEIM HM YYpPEKICHHEM
rpaxiaHaM, yKa3aHHBEIM B4YacTH 2 HACcTOsfIed CTaThH, Ha OCHOBaHHH
WX 3asIBJICHUH.

3. CyOcunuu NEepevrclsIoTcs IpaXaaHaM 0 CPOKOB, YCTaHOBJICHHEIX
Ul mpueMa XU3HEHHO HeoOXOOWMEIX H BaXKHEHINMX JIEKapCTBEHHBIX CPEICTB B
COOTBETCTBHH C BpadeOHBIM ((enpamepckuM) HasHaueHHWEM. B ciydae, ecnu
rpaXAaHuH NpHOOpeNn XXU3HEHHO HEe0OXOOMMBIC M BaXHEHINHE JIEKapCTBEHHELIC
CpeicTBa 3a CBOM cdeT, CyOCHOWs BHIIA4MBaeTCid B IIOpAAKE KOMIICHCAIUH
MIOHECEHHBIX PAaCXON0B B pa3Mepe, YCTAHOBICHHOM YacThbiO 2 HaCTOSINEH CTaThH.

6. [Topsnok npefocTaBineHus CyOCHIWii, epedeHb NpAaraéMelX K
3asIBICHUIO NOKYMEHTOB, YCIIOBHS IPHOCTAHOBKH U IpeKpaleHus
IIPEAOCTaBIICHAS cybcumiit, NopsAaoK HMCYMCIEHHSA COBOKYITHOI'O IOXOAa
rpaxnaHuHa ycranasnuBarotcs [IpasutensctBoM Poccuiickoit Penepanuy.

7. DuHaHCHpOBaHHWE pacxXofioB Ha  IpefoCTaBleHWe CyOcuamii
ocymecTBisieTcs u3 GrokeToB cyobekToB Poccuiickoii ®enepanuu.

11. Cy6sext Poccniickoii ®epepanny WM Opran MECTHOTO CaMOYIIPaBIIEHASA
MOXET YCTAHOBHThL OTJIMYHBEIC OT OMpEAENCHHBIX HacTofmell crarhell pasMeps
cyOcupmii, ecnd 3TO YIydlmaeT INOJOXEHHE TIpaxIaH, IOMYyYalOmAX TaKue
cybcumuu. JlomomHWTENbHBEIE pacXofhl Ha IPeNOCTABIEHHE YKa3aHHBIX B
HacTosmel YacTh cyOcuauii GUHAHCHPYIOTC 3a CYeT CpelcTB Orokera cybnexTa
Poccuiickoit ®enepanuu miM 3a CYET CpEACTB MECTHOro Oromkera
COOTBETCTBEHHO.

12. Cybcumpm He nNpenoCTaBIMOTCA WHOCTPAaHHBIM TIpaKJaHaM, €CIH

MEXIyHapoJHEIMH JoroBopamMe Poccuiickoit ®Depepanuy He NPEXyCMOTPEHO
HHOE.».

Crarna 2

Hacrosummit @enepanbHbIii 3aK0H BCTymaeT B cuity ¢ 1 saBaps 2018 ropa.

W A2



NOSACHMUTEJIbHAS,

K npoekTy deaepaiabroro 3akona «0 Baec

3aK0H «00 o0paleHnH JeKapCTBEHHBIX
NpexeibHOro YPOBHS JOMYCTHMBIX pa
JKH3HEHHO HeoOXOAHMBIX H BaXKHeHII

BATIMCKA

e;un H3MeHeHHn B ©efepaabHbIH
€

ACTB» B 9ACTH YCTAHOBJICHHS
DOB rPAXKIAHHHEA HA ONIJIATY
JleKapCTBEHHBIX CPEICTB»

IIpoext denepancHoro 3axosa «O BH¢deHun H3MeHeHus B DelepaibHEINH

3akoH «06 obpamesus IeKapCTBEHHAIX
IPENENEHOTO YPOBHS JOMYCTHMBIX PacXoMIOE

HEOOXONMMEIX H BaXKHEHIIHX JICKapCTBCHH

Ci

DENCTB» B HYaCTH YCTaHOBJICHHI

FPAOXIAHWHA Ha OILIATY KH3HEHHO

BX CPEACTB» HANpPAaBleH, HpEXIe

BCETO, Ha 3aIUTy IpaB HauMeHee obecrede

pacxonsl, npeprimaromue 10 NMponesToB HX

CJIOEB I'paXJaH, KOTOPEIE HECYT

fOBOKYITHEIX IOXOZOB Ha TOKYIKY

KHU3HEHHO HEOOXOIMMEIX B Ba)KHEHIIHX JIGK&HGTBGHHHK CPEACTE B COOTBRETCTBHH

¢ Bpa4ueOHEIM ((henbamepckuM) HazHaYeHHEM

Cutyanus c¢ obecrnedeHHEeM TpaxAdH

BaXKHEHIMMY JIEKAPCTBEHHBIMHE CPEICTBAMH
TIOJIOXKEHMS NONABIIIOMEro OOoNMbIINHCTBA H

COLMATBHOM CTpaTH(UKAIWMK, KOTZa, COTJIACE

OensocTu Haxommurcs Oonee 23 MHIUIMOHOB
TpeOyeT HeMeAIeHHOTO BMEIIaTeNbCTRBa rocy

TTOKYTIKM CaMBIX HEOOXOIMMEIX I Hacelle

Kpome Toro, xak 3KOHOMHYECKas CHTyal
3[paBOOXpaHeHHs B Hamed cTpaHe (¢
3KOHOMMYECKOTO H comualsHOro Omnoxom If
O6mmxalimue roxsl. LIeHb! Ha I€KapCTBEHHEIE

IoaBJIsIONeEM OONBIMMHCTBE CIIy4acB 3aBH(

nocnenHue roasl Beipociu Ha 50-150 npomer

ux pocra He HaOmopaercs. Cxoxas CHTY

KH3HEHHO HeoOXomuMEBIMH H

Ky TSDKENeHIIero MaTepruaibHOro
eHHd Hamel cTpaHbl, HeOnBaOM
ohHIHAILHEIM JaHHLIM 32 YEPTOMH
€JIOBEK, ABJAETCA KPHUTHYECKOM M
PCTBa B 9aCTH COPUHAHCHPOBAHMS

JIEKapCTBEHHBIX CPENCTE.

B LIEJIOM, TaK ¥ (PMHAHCHPOBAHUE

T
JIaCHO TIPOrHO3aM  (HHAHCOBO-

ABHTCJIIBCTBA HE XIET pa3BUTHE B

PEACTBA, H3ITOTOBJICHHUE KOTOPHIX B

T OT AMIIOPDTHRIX KOMIIOHEHTOB, 33

'OB. HPH‘:[HH I CHMDKCHHA TEMIIOB

U B OpYTHX cepax XU3HU HAIIMX

rpaxnmad, pacxobl KOTOPBIX 3a IIOCICH

3KOHOMMYECKOM CHTyalMH BEIDOCIH B P

c IoZlBl B CBA3H C VYXYIIICHHEM

BI:

NEPMAHEHTHO YBECIHYHBAKOTCA




tapubsl JXKX, meHs Ha IpoIOBONBCTBEHHBIE TOBAphl, TApH(E HA TPaHCIOPTE U

T.nI.

Taknm 06pa3oM, B KpHTAYECKO! CHTyallHH OKa3bIBAIOTCSA IPakAaHe, KOTOPhIe
BRIHY)XIEHHI 32 CBOM CYeT NOKYNaTh JXM3HEHHO HeoOXonMMEle W BaXHeWIwne
JIeKapCTBEHHbIE CPEACTBA N0 BpadeOHBIM MM denbAmepCKuM Ha3HAYeHHUsM, 4TO,

JaXe C y4eTOM roCyJapCTBEHHOIO pEryJMpOBaHWs IIEH Ha NaHHYIO KaTerOpHIO

JICKapCTBEHHBIX CPEACTB, ABJUICTCA IJI1 MHOTHX I'DaXJIaH.

B 9acTHOCTH, 3aKOHONPOEKTOM YCTaHABJIMBAETCA, YTO CyOCHIMM Ha OILIATY
XKHU3HEHHO HEOOXONMMBIX W BaXXKHEHIIMX JIEKapCTBEHHBIX CpeicTB (namee -
CyOCHIMH) IPENOCTABIISIOTCA IpaXK/IaHUHY B CIIy4ae, ecimH ero pPacxofbl Ha OILIaTy
JIEKApCTBEHHKIX CPEJCTB, BKIIOYEHHEIX B IlepedYeHb )XH3HEHHO HEOOXOMMMEBIX U
BaOXHEHIIAX JIeKApCTBEHHEIX CpeACTB, npesbimaroT 10 mnpomeHToB ero

COBOKYIIHOTO I0X0Za OT TPY/IOBO, IPEATIPHHAMATENHCKON ¥ HHOU NeATENbHOCTH.

Taxoxe 3aKOHONMPOEKT YCTaHABIMBAeT NOBHIIEHHBIC F'APaHTHHU IS IPaKIaH,
4ell 0XOJ He NpEBBHIIaeT NMPOXUTOYHEIM MHHMMyM. B 9acTHOCTH, Ui Takux
TP2XAAHWH MaKCHMallbHO JOIMYCTHMas JOJNs pacXolOB yMEHBINAeTcs B
COOTBETCTBHH C IIONPaBOYHBIM K03 QHUIHEHTOM, PaBHEIM OTHOIIEHHIO €r0 JOX0Aa
K TIPOXHTOYHOMY MHHHMYMY, YTO OOecliedmBaeT CIpaBeIMBOE, COpasMepHOe
yMEHbIICHHE MaKCHMAlIbHOM [OIM pacxXxoloB /i HauMeHee oOecmeueHHRIX
rpax/aH.

VYcranaBnuBaeMble 3aKOHOMPOEKTOM CYOCHOMH TIPENOCTaBISIOTCA OPraHOM
UCIONHUATENbHOR  BIacTH  cyOomexkra  Poccmiickoit  @epmepanuu  wim
YIPaBOMOYEHHEIM MM YyUPEXISeHUEM Irpax1aHaM Ha OCHOBAaHUHM MX 3asBIICHHIA.

CyOcuaayu nepedmcisioTcs TpaxiaHaM o cpokon, YCTaHOBJIEHHBIX IS
npueMa >XU3HCHHO HEOOXONMMBIX H Ba)KHEHINWX JIEKapCTBEHHEIX CPEACTB B
COOTBETCTBHH C iapaqeﬁﬂmm (benmpmmepckuM) HasHadeHHWeM. B ciydae, ecim
rpaXAaHvH NpHOOpeN XH3HEHHO HeoOXoaWMble M BaXKHEHIIHE JIEKAPCTBEHHEIE
CpeicTBa 3a CBOHM cdYeT, cyOcHIus BEIUIAYWBAaeTCS B TOpAIKE KOMIICHCAUM

[NOHECCHHBIX pacXo0d0B B pasMEpe, YCTAHOBJICHHOM 3aKOHOIIPOCKTOM.



[Ipy 3TOM NOPANOK NPENOCTABIECHUS ¢

3QsIBIICHHIO IOKYMEHTOB, YCIOBHA anch

Ocummii, nepedeHs NpUNAaraeMEIX K

[aHOBKH u NpeKpaleHus

IIPENOCTABICHHS cybcuauit, HOpANOK HEYHCIEHHS COBOKYITHOTO ZIoXoza

rpaxxIaHAHa ycTaHasmuBaroTcs [IpasurensciepM Poccuiickoi @enepanun

DuHaHCHPOBaHHE PAaCXOMiOB HA MPEAOCT

u3 OmwomketoB cybmexktoB Poccuiickoit

JeBHe CyOCHOu# OCyIeCTBIACTCS

enepaumd. Ilpu »3TOoM CyOBEKT

Poccuiickoi ®Penepanud MJIM Opral MGCTHOIO CaMOYIPABJICHHA MOXET

YCTaHOBHUTE OTIIMYHEIE OT ONPEHACIICHHRIX Ha¢
€CIA 3TO YIyHINacT IOJIOKECHHE TPaK
ﬂOl’IOJIHHTeJIBHHe pacxonbl Ha NpeaoCTaBlig

cyOcunuit QUHAHCHPYIOTCS 32 CYET Cpex

®enepanyy UM 33 CYET CPEICTB MECTHOTO

AIe# craTeeil pasMepH CyOCHIn,
OONy4alomux Takue cyOcuuum.
€ yKa3aHHBIX B HacTofINel YacTH
Gromkera cyonexta Poccmiickoit

DKETa COOTBETCTBECHHO.

VYupTeBas HM3JOKEHHOE, 3aKOHONPOGKT #ABIMIETCS KpailHe BaXKHBIM H

aKTyaIbHBIM IS CAMOT0 IIHPOKOro Kpyra H

HauMeHee 00eCTIe9eHHBIX CII0EB TpakaH | ¢o

TMX IPaXKaH, HallpaB/eH Ha 3aMUTY

XpaHEeHHE UX 310POBbS.




PUHAHCOBO-3KOHOMUYECKOE OBOCHOBAHWE
npoekrta (enepansHoro 3axona «O BHeceHnn n3mMeneHus B PegepanbHbIii
3axoH ""O0 o0pamieHnH JeKaPCTBEHHLIX CPeACTB' B YaCTH YCTAHOBJICHHS

npeieJLHOr0 ypoBHS JONMyCTHMBIX PacXooB rpa’kJaHAHA Ha OIUIATY
KHU3HEHHO HeOOXOAHMBIX H BaXKHEHIIHX JieKAPCTBEHHbIX CPeACTBY.

Ilpuastie mnpoekra ¢enepamsHoro 3akoHa «0O BHECEHWH HW3MEHEHHS B
®enepanbHblii 3akoH "OO6 oOpameHHH JIeKapCTBEHHBIX CpeACTB" B 9acTH
YCTaHOBJICHHSA MPEACIBHOI0 YPOBHA MOOINYCTHMBIX PpacXOJOB rpaXJaaHHWHa Ha
OILTaTy JXH3HEHHO HE0OXONMMBIX M BaXHEHINHX JI€KapCTBEHHBIX CPEACTB» He

TIOBJICYET NJOMOJHUTENBHEIX PACXONOB U3 CPENCTB tbe,uepanbnoro Oromkera.



IIEPEYEE

aKTOB (peepajbHOro 3aKOHOAATENbCTBA
AKTOB, MOAJIEKAMNAX NPH3HAHAIO YTPATH
H3MEHEHHIO HJIA NPHHATHIO B CBA3H C Op
3axoHa «0 BHeceHHH H3MeHeHHH B Defe
JieKapCTBEHHBIX CPeACTB' B 9acTH ycra
KONYCTHMBIX PACXONOB IpazkiaHNHA HA O
BajKHEHIHX JIeKapcTB

B cBf3M C NpPHHSATHEM NpOeKTa e

v3sMeHenus B DepepanbHbii 3akoH "O6 06p

YaCTH yCTAHOBJIEHUS NPEAEIbHOr0 YPOBHA 1
OIIATY JKM3HEHHO HEOOXOIMMBIX H B
IlpaBurtensctBy Poccmiicko#i ®enepauuu
pa3paboTaTe MOpPANOK IPENOCTaBICHHS
HeOoOXOIMMBIX ¥ BaKHEWINHX JIeKapCTBE
3asBIIEHHUIO

IIOKYMEHTOB, YCJIOBHS IIPH

IIPENOCTaBIIeHNd cyOCHIuM Ha OIIaTy Xu3

HbIX HOPMaTHBHBIX IPABOBLIX
HMH CHJIY, IPHOCTAHOBJIEHHIO,

HeM NnpoeKkTa (eJepaabHOro
bHBIH 3aKk0H "'00 oOpamiennu
DBJICHHSA IPeJeJbHOr0 YPOBHS
ATy KH3HEHHO HeOOXOAHMBIX H
BIX CpeiCTB»

panbHOro 3akoHa «(0 BHeceHHUW
CHHH JIEKapCTBEHHHIX CPEICTB" B
CTHMBIX PAaCXOJ0B rpAK/IaHNHA Ha
IMHX JIEKAPCTBEHHBIX CPEACTB»»
cpok go 1 smBapa 2018 roma
yOCHIMH Ha omnary >XH3HEHHO
CPEJICTB, IEpeueHb NPAIaraeMbIX K
" IpeKpaleHns

¢HHO HCOﬁXOJIHMLIX H BaXHEHIMX

JIEKapCTBEHHBIX CPEIOCTB, IOPANOK HCH

rpax/aHWHA NpH MONy4YeHHH cyOcuamii Ha

BOKHEHIIMAX JICKapCTBCHHBIX CPEACTB.

CIIEHHA COBOKYIIHOT'O J0Xo4a

ATy XH3HEHHO HEOOXOMUMEIX H




Henyraty I'ocyaapcTBeHHOM JJyMBl

®enepansHoro Cobpanus
Poccuiickoit ®enepanymu

NMPABUTEJBCTBO g

_ . 3 : O.A.Hunosy
POCCHHUCKOH ®EJEPAIIHH
— I'ocynapcteennas Jlyma

®enepansHoro Cobpanus

(Rl , CeHTApA 5 17, Poccuiickoit ®enepariuu

6730n-M12 :
Noy = ==n
MOCKBA
Ha Ne HOA-4/243 ot 17 mas 2017 r.
. 3AKJIOYEHMUE

Ha npoekT denepanbHoro 3axona 'O sHecennu n3menenus B Menepanbublii
3aKoH ""O0 ofpameHun JeKapCTBEeHHBIX CpeACTB' B 4aCTH YCTAHOBJICHHS
npeAelbHOr0 YPOBHS JOMYCTHMAIX PACX00B rpaKIaHHHA HA ONJIATY
KH3HEHHO HeoOXOMMBIX H BajKHEHIIHX JieKapcTBeHHbIX cpeacTs'’,

BHocHMBlil B ['ocynapersennyio [lymy nenyrarom I'ocynapersennoii ymsr
J O.A.Hunosbim

T

B coorBerctBum ¢ 4acteio3 cratem 104 Konctutynum Poccuiickoit
®enepauuu B IIpaButensctBe Poccwmiickoit ®@epepaunuu paccMOTpeH IPOEKT
(beepaNbHOTO 3aKOHA C YYETOM IIPEJCTABNEHHOTO (PHHAHCOBO-3KOHOMHYECKOTO
060CHOBaHMS. '

3aKOHOMPOEKTOM MpeIaracTcs BHECTH M3MeHeHus B (DelepabHBIit 3aKOH
"O6 ofpalleHHH JIeKApCTBEHHBIX cpeAcTB" (nanee - DenepanbHbIi 3aK0H) B 9acTH
JIOTIONHEHHUA ero cTatheil 63', MpemycMarpuBaomell NpeOCTARICHHE TPAXIAHUHY
CyOCHAMM Ha OIIATY J>XKH3HEHHO HEOOXOAMMBIX M BaXHEWIIHX JIE€KapCTBEHHBIX
. IPENapaToB, B CIydae €ClIM €ro pacxXofbl Ha OIUIAaTy 3THX MpeNapaToB MpPEeBBIIIAIOT
10 mponieHTOB €ro COBOKYITHOIO JAOXOJa OT TPYZOBOM, IpPEIIPUHHMATENECKOH H
HHOM JACATEILHOCTH. _ .

Bmecre ¢ TeM DepepanbHbIii 3aK0H peryimMpyeT OTHOIICHMS, BOZHUKAIOLIHUE
B CBI3M C oOpameHueM - pa3paboTkoif, NOKIHHUYECKUMH HCCIIEJOBaHUSIMH,
CO CTaHAapTH3alMeld W C KOHTPOJIEM Ka4yecTBa, MPOM3BOACTBOM, H3TOTOBIICHHEM,
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XpaHEHUEM, IIepeBo3Ko#, BBo3oM B Pocchiickyro ®exepaumrio, BEIBO30M H3
Poccuiickoti ®Denepaius, pekiamoi, [YCKOM, peaiu3alyel, Iepenadei,
IIpEMEHEHHEM, YHHYTOXKEHHEM JIeKapCTBEHHE i CPEeACTB.

B cBs3u ¢ 3TUM copepxKanmecs B 3aKGHONPOEKTe BOMPOCH YCTAHOBIECHHSA
IIPENENBHOr0 YpOBHA MNOIMYCTHMBIX PacxXxofoB |rpaXKIaHHWHA Ha OIUIaTy JXH3HEHHO
HeoOXOIMMBIX ¥ BRKHEHIIMX JIEeKApCTBEHHpI uﬁenapamn, a2 TaKXe BOIIPOCHI
OKa3aHHS rOCYNapCTBEHHOH NOMIEPIKKH NpHOOpETEHUsT HE OTHOCATCA K
TIIpEAMETY NPaBOBOIo perynupoBanus PenepalifHOro 3aKOHA.

CormacHo wactu7 craThi 63' eIEPAIGHOTO 33aKOHa B peNaKluH
- 3aKOHONPOEKTa (DUHAHCHPOBaHHWE pacXONOB| Ha IIpefoCTaBNeHHEe YyKa3aHHOU
cybcuauy mpennonaraeTcs OCYINECTBIATh U |OromkeroB cyOnexroB Poccuiickoi
Oepeparyu. TakuM oOpa3oM, 3aKOHO TOM BBOAMTCS HOBOE PpacXOIHOE
obs3arenecTBO cyOnpexToB Poccumiickoii ®efepamuu. B mHapymenue TtpeboBanmit
crateu 83 bBromxerHoro komekca Poccumiickpit Denepanuy 3aKOHONPOEKT He
COJIEPXKUT TIONIOXKEHHUH, ONpPeAeNIIONMX UCTOYHUKA U MOPSANOK UCIONHEHH] HOBBIX
BH/IOB PACXOQHEIX 003aTENbCTB.

VauTeBas ~ M3NOXeHHoe, IlpaBuTe
3aKOHONPOEKT He NONIEPKUBAET.

L,eTBO  Poccuiickoit Depepanun

. 3amectutens Ilpencenarens
IIpaBurenscrsa Poccuiickoit @eneparmy: - /
Pykosonurens Annaparta IIpasutenscrsa /
Poccuiickoit @epepanuu ' C.Ilpuxonexo
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