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YBaxaemblii BauecnaB Bukroposuy!

Ha ocnoBanuu craten 104 Koncrurynmuu Poccuiickodt ®ejepauuu BHOIILY

Ha paccMoTpenne l'ocymapctsennoi lymer @enepansaoro Cobpanus Poccuiickoit

Qefepallii B KaueCTBE 3aKOHONATEINbHOH HHHIMATHMBBL NMPOEKT (hemepaabHOro

3akoHa «O BHeceHHM H3MeHeHHMs B DemepaibHbli 3akoH "O6 obpauieHHAM

TEKapCTBEHHBIX CPEACTB" B YaCTH YCTaHOBJICHHMS IPENENbHOIO yPOBHS

AOIIYCTUMBIX pacxXodoB TIpaxIdaHHHA Ha

BaKHEHUIITHX JICKapCTBCHHBIX CPEACTB».

IIpunoxeHnus:

- TCKCT 3aKOHONIPOCKTa Ha 2 JJUCTAX,

- TOSICHUTEJIbHASA 3allMCKa Ha 3 JucTax

Menoramrens: Kugsena JLT (495692 64 12
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- (UHAHCOBO->KOHOMHYECKOe 000CHOBaHHE Ha 1 JHCTe;
IlepeYeHb aKTOB (peepartbHOro 3aKOHOIATEeNILCTBA, MOIeXKAUX TPU3HAHUIO
YTPaTUBLIMMH CUITY, IPHOCTAHOBIIEHHIO, H3MEHEHHIO, JTOTIOTHEHHUIO HITH
IPUHATHUIO B CBSI3H C IPUHATHEM (efepalbHOro 3aKoHa Ha 1 JmcTe;

- KOIHMU TEeKCTa 3aKOHOMPOEKTa U MaTepHalOB K HEMY Ha MarHUTHOM

HOCHTCIIC.

C yBaxeHHeM,
AenmyTaT "

Huaos O.A.

Uenomaarens: Kuasena JLI (4951682 64 12



MOSACHHUTEJIBHASA 3AIINCKA

K npoekTy ¢enepajibHoro 3akoHa «0 BHeceHHH H3MeHeHHs B DeaepabHbIH
3aKkoH "'00 o0paieHnu JeKapCTBEHHBIX CPEACTB'' B YaCTH YCTAHOBJICHUA
NpeleJbLHOr0 YPOBHS AONYCTHMBIX PAacX00B rpaskAaHHHA HA OIIATY
KH3HEHHO HEOOXOTHMBIX H BaxKHeHIIMX JIeKapPCTBEeHHLIX CPEACTB)

IlpoexT denepanbHoro 3akoHa «O BHeceHHM u3MeHeHHSA B PenepaibHbIH
3akoH "OO6 oOpalleHHH JeKapCTBEHHBIX CpeACTB" B 4YacTH YCTaHOBIIECHHS
IIPeeNbHOTO YPOBHSA JONMYCTHMBIX PacXoIOB I'paXIaHWHA HA OILIATY JKWU3HEHHO
HEeOOXONMMBIX M BaXHEHIIHWX JIEKapCTBEHHBIX CPENCTB» HaIpaBlieH, IIpexAe
BCEr0, Ha 3alllUTy IpaB HaUMEHee 00eCIEUeHHBIX CI0EeB IpaXxKiaH, KOTOpbIE HECYT
pacxojiel, npepblaromue 10 NpoleHTOB HX COBOKYHHBIX JOXOAOB Ha IOKYIKY
KW3HCHHO HEOOXOAMMBIX U BaXKHEHINMX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH

c BpaueOHBIM ((penbAIepCKUM) Ha3HAYSHHUEM.

Cutyamuss ¢ obecredeHHeM TpaXJIaH >KU3HEHHO HEOOXOJUMBIMH H
BXHEHIIMMH JIEKAPCTBEHHBIMH CPEJICTBaMH BBUJY TSDKEJIEHIIEr0 MaTepHaIbHOTO
TIOJIOXKEHUS MOJABIIIOIIETO OONBIIMHCTBA HACENICHUS HaIlllel CTpaHbI, HeObIBasIOM
CONHANILHON CTpaTH(HKAKUH, KOTJa, COITIacCHO OGHINAIbHBIM JaHHBIM 33 YEPTOi
OeIHOCTH HaxogHuTCs Ooyiee 23 MHIUTHOHOB YENOBEK, ABIAETCS KPUTHUECKON H
TpeOyeT HEMEAIEHHOrO BMelaTeNbCTBa rOCY1apCTBa B YaCTH COGHHAHCHPOBAHHS

MOKYIIKH CaMbIX HCO6XOI[I/IMI>IX AJIA HaCCII€HHUS JICKapCTBCHHBIX CPCIOCTB.

Kpome Toro, kak 3kOHOMHYecKasi CHTyalli¥ B IIEJIOM, TaK ¥ (PUHAHCHPOBAHHE
3MpaBOOXPAHEHHS B Halllell cTpaHE COIJacCHO MpPOrHo3aM (HHAHCOBO-
KOHOMHMYECKOT0 ¥ COLHanbHOro 650okoB [IpaBUTENbCTBA HE XXIET pa3sBHUTHE B
Onuxaiinue roxasl. LleHbI Ha JlekapcTBEHHbIE CPEACTBA, H3TOTOBJIEHHE KOTOPHIX B
NOJaBJIAIOMIEM OONBINMHCTBE CIy4YaeB 3aBHCHUT OT MMIOPTHEIX KOMIIOHEHTOB, 32
nocienHue roas! Belpocau Ha 50-150 npouenTos. [lpuunH AN CHHUXKEHUS TEMIIOB
uX pocra He Habmopaercs. Cxoxkas CHTyalis ¥ B APYruX cdepax XHU3HH HamUX
TpaXkIaH, pacxoisl KOTOPHIX 3a MOCIEIHHE TOAbl B CBS3H C YXyAILIEHHEM

3KOHOMMYECKOW CHTyalliMl BBIDOCIHM B pa3bl: NEPMaHEHTHO YBEINYHBAIOTCS



tapubel JKKX, 1eHbl Ha MPOIOBOJILCTBEHHbBIE TOBAaphl, TapU(bI HA TPAHCIOPTE H

T.I.

Taxum 00pa3oM, B KpUTHUECKOH CUTYallMH OKa3bIBAIOTCA IpaxK/iaHe, KOTOPLIC
BBIHYKACHBI 32 CBOH CYET MOKYNAaTh JXU3HEHHO HEOOXOAMMBblE U BaXKHEHILNHUE
JIeKapCTBEHHEBIE CPEACTBA O BpayeOHBIM WK (PenbAIepCKUM Ha3HAYEHHM, 4To,
IaXe C Y4eTOM TOCyJapCTBEHHOTO peryJMpOBaHHUs LieH Ha JaHHYIO KaTerOpHIO

JCKApPCTBCHHBIX CPECACTB, ABJIICTCA JJI1 MHOI'HX I'paKaH.

B uvacTHOCTH, 3aKOHONPOEKTOM YCTaHABIIMBAETCS, YTO CYOCHAWH Ha OIUIATY
XU3HEHHO HEOOXOOMMEBIX M BaXHEHIINX JIEKApCTBEHHBIX CPEACTB (Hamee -
cyOcuanm) MpeoCTaBIAIOTCSA IPAXAAHHHY B CITydae, €CJIM €ro pacxoAbl Ha OIIaTy
JIEKapCTBEHHBIX CPEJICTB, BKIIIOYEHHBIX B NEpeYeHb XKU3HEHHO HEOOXOIMMBIX H
BaXXHEHIIMX JIEKapCTBEHHBIX CpEICTB, mnpeBbimaeT 10 TPOLEHTOB e€ro

COBOKYITHOT'O 0X0Ja OT TPYZAOBOH, IPEANIPHHUMATEICKON U HHOHN AEATEIILHOCTH.

Taxxe 3aKOHONPOEKT yCTaHABIUBAET MOBLIMICHHBIE FapaHTUH I TPaXIaH,
Yel N0XO0J HE MPEBHIIACT MPOKATOUYHBIH MAUHMMYM. B 9acTHOCTH, ISt Takux
IpaXIaHWH MaKCHMaJbHO JOMYCTUMasi [JOJI1 pacXOJOB yMeHBIIAeTcs B
COOTBETCTBUH C IONMPABOYHBIM KO GHUIIMEHTOM, paBHBIM OTHOIIIEHUIO €0 0XO0a
K IPOXHMTOYHOMY MHMHHMYMY, 4TO 0OECHEYMBAeT CIpaBeUIMBOE, COpa3MEpHOE
YMEHBIIEHHE MaKCUMAJIbHOH [OJM pacxOHOB [ HaHMEHee OO0eCIIeUeHHBIX
rpaXkaaH.

YcranaBiMBaeMble 3aKOHOIPOEKTOM CYOCHAMHM MPEIOCTABIIIOTCS OPraHoM
UCIOJHUTENbHOM  BiacTH  cyOpekta  Poccumiickoit  Depmepanuu  wid
YIIPaBOMOYEHHBIM UM YUYPEKICHUEM IrpaXKjaHaM Ha OCHOBAHHHU HX 3aABJICHHH.

Cybcumuy mepeducisioTcss rpakIaHaM X0 CPOKOB, YCTAHOBJIEHHBIX I
npreMa XHM3HEHHO HEOOXOMMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBHH C BpaueOHBIM (denpAlIepcKHM) Ha3HauYeHHEM. B ciyuae, ecnu
TPaXIaHUH NpHOOpeN XU3HEHHO HEeoOXOJMMBIE W BaXKHEWIME JIEKaPCTBEHHBIE
CpeACTBa 3a CBOM cYeT, CyOCHAMS BBIUIAYMBACTCA B IOPSAKE KOMIICHCAIIMH

MOHCCCHHBIX PAacXO0B B pasMepe, YCTaHOBJICHHOM 3aKOHOIIPOEKTOM.



Ilpu 3TOM mMOPSAHOK MpemocTaBieHus cyOcuauii, mepedeHp NpuiaraéMeix K
3adBJICHHUIO IOKYMEHTOB, YCIIOBHS IPAOCTAHOBKU 7 HpeKpalleHus
IpexoCTaBleHus cyOcuanil, TOpAAOK HCYUCIEHHUS COBOKYITHOTO noxona

rpaxaHiHa ycraHaBmuBatoTcs [IpaButensctBoM Poccuiickoit @enepanuu

DuHaHCUPOBaHUE PacxOJOB Ha MPENOCTaBIIeHNE CYOCHANUH OCYIIECTBIISETCS
u3 OrmomxeroB cyosektoB Poccuiickoit ®Denmepauuu. IIpm sToM  CcyObeKT
Poccuiickoii @enepamyu HMIM OpPraH MECTHOTO CaMOYNPABICHMS MOXET
YCTaHOBHUTDL OTJIMYHBIEC OT ONPEACIIEHHBIX HACTOALICH CTaThel pa3Mephl Cyocuanii,
€CIIH 3TO YAYYIIaeT IIONOXKEHHWE TIpaxdaH, MONYyYalolUX Takue CyOCHIuH.
JonomHuTENRHEIE pacXoabl Ha NPEAOCTaBlIEHHE YKa3aHHBIX B HACTOAINEH YacCTH
CyOcumuii (GUHAHCHPYIOTCS 3a CUYeT CpeACTB OmokeTa cyObekra Poccuiickoi
Denepanuy WK 3a CUET CPEACTB MECTHOTO OIO/KETa COOTBETCTREHHO.

YUuTEIBas H3I0XKEHHOE, 3aKOHOMPOEKT SBISETCA KpaiHe BaXXKHBIM H
aKTyajJbHBIM JUJIsi CAMOT'0 MIMPOKOT0 Kpyra HAIlUX IPaXKAaH, HalpaBJIeH Ha 3alluTy

HanMeHee 00eCIIeYeHHBIX CIIOEB I'paxziaH 1 COXpaHCHHUE UX 310POBBS.




PUHAHCOBO-O)KOHOMMYECKOE OFOCHOBAHHE
npoexTa penepanbHOro 3akona «O BHeceHHH H3MeHeHHs B DeepanbHbIi
3ako0H "0 o0panieHnH JieKapCTBeHHBIX CPEACTB'' B YaCTH YCTAHOBJICHHS

npeAeibHOro0 yPoBHS JONMYCTHMbIX PacxoJ0B rPaskIaHHHA HAa OIJIATY
#KH3HEHHO He00X0AMMBbIX H Ba:KHEHIIHX JICKAPCTBEHHBIX CPEeICTB»

Ilpunsatue npoekTa ¢enepasbHoro 3akoHa «(O BHECEHMW H3MEHEHHS B
Denepaneabii 3akoH "O6 oOpaleHMH JeKapCTBEHHBIX CpPeACTB" B HaCTH
YCTaHOBJIEHHS IIPEJENBHOTO YPOBHS JAOMYCTHMBIX pPacXOIOB TpakJaHWHA Ha
OINaTy >XM3HEHHO HEOOXONMMBIX M BaXHEWNIMX JIEKAPCTBEHHBIX CPEACTB» HE

IIOBJICYET AOMOJHUTEJIBHEIX PACX0OI0B U3 CPEIACTB (bellepaJIBHOFO 6IOII)I(eTa.



[IpoekTt

BHaocurcs genyrarom
TocynapcrBennoit Jymsl
denepanpuoro Cobpanus
Poccuiickoit ®enepanuu

O.A. HunoseiM

n 443Y995~F

®EJIEPAJIBHBINA 3AKOH

O BHeceHuu u3meHenns B Oenepananubiii 3akoH '"O6 o6pamennn
JIEKaPCTBEHHBIX CPeACTB'' B YaCTH YCTAHOBJIEHHSA NpeAeJbHOr0 YPOBHS
AOMYCTHMBIX PACXO[0B IPaKAAHHHA HA OILIATY KH3HEHHO He00XOAMMBIX H
BajKHEHIINX JIeKapCTBEHHbIX CPEACTB

Crartba 1

BHaectn B ®enepanbHblit 3akoH «O6 oOpalieHun JIeKapCTBEHHBIX CPENCTBY OT
12 ampens 2010 N 61-®3 (Cobpanue 3akoHonaTenscTBa Poccuniickoit @enepanuu
2010, N 16, cr. 1815) u3meHeHue, NONMOJNHUB €r0 CTaThel «63.1» cienyromeit

pemaKIuu:

«Crarbs  63.1 [IIpemocraBiieHHe CYOCHAHH Ha OmWIATy JKH3HEHHO
He00XOAUMBIX H BajKHeHIIINX JIeKAPCTBEeHHBIX CPEJACTB

1. CyGcumyuu Ha oIUIaTy >XM3HEHHO HEOOXONMMBIX H BaXHEHIHX
JIEKapCTBEHHBIX CPEACTB (nanee - CyOCHAWU) HPENOCTAaBIAIOTCS T'PaXIaHHHY B
Cllydae, €CJId €ro pacxobl Ha OIUIaTy JIEKapCTBEHHBIX CPENCTB, BKIIOYEHHBIX B
IEPEYEHb XXHM3HEHHO HEOOXOMUMBIX W BAXHEHIDMX JIEKapCTBEHHBIX CPECTB,
npepbiiaeTr 10 NpOIEHTOB €ro COBOKYNHOTO J0OXOAa OT TPYHAOBOM,
HOpeANpUHAMATENbCKON H HHOMH JeATEIbHOCTH.

Jis  rpaxpaHHHa C JOXOAOM HIDKE YCTAHOBJIEHHOTO IPOKHTOYHOTO
MHHHMYMa MaKCUMaJIbHO  AONYyCTAMAas [OJSA pacxXxoJoB yMEHbIOaeTcs B
COOTBETCTBUH C NIONPABOYHBIM KOS GHUITHEHTOM, PAaBHBIM OTHOIIIEHHUIO €70 T0X0a
K IPOXXATOYHOMY MUHUMYMY.



2. Pasmep cyOcumum, yxasanHo#i B 4yactu | HacTOosmied CTaThH,
COCTaBJII€T pasHUIy MEXAY CYMMOH pacXoJoB TrpaXIaHHHa Ha OIUIaTy
JIEKApCTBEHHBIX CPEICTB, BKJIIOYEHHBIX B MEpeYeHb JKHU3HEHHO HEOOXOTWMBIX H
BOKHEWIINX JIEKAPCTBEHHBIX CPEICTB M 3HAYEHUSMH IIPEAENbHOr0 pacxoja Ha
TaKKe JeKapCTBEHHbIe CPEICTBA, YCTAHOBIEHHBIMHU 4acThIO 1 HacTOALIEH CTaThH.

3. IIpaBo Ha cyOcuauud HMEIOT TpaxJaHe, pacxolbl KOTOPHIX Ha
XXHU3HEHHO HeoOXONUMMEBIe U BaKHEHIIWE JIEKaPCTBEHHBIE CPEICTBA, ITOHECEHHEIE
HAa OCHOBaHHMM BpayeOHBIX ((eNpAMIepCKUX) Ha3HaueHUH, npesbimaoT 10
IPOIEHTOB X COBOKYITHOTO A0X0Ja OT TPYJOBOM, IIPEANPHHUMATEIBECKON U HHOM
JIeATEIbHOCTH.

4, Cybcuauu npeloCTaBifIOTCS OpPraHoM HMCHOJHUTENBHOH BIACTH
cy6bsexkra Poccuiickoii denmepalud WM YNPaBOMOYEHHBIM HM Y4YpeXAEHHEM
rpaxJaHaM, YyKa3aHHbIM B4YacTH 2 HACcTOANIEH cTaTbd, HA OCHOBaHUH
UX 3asBJIICHUH.

5. Cybcuann nepeducisiioTcs rpakJaHaMm OO0 CPOKOB, YCTaHOBJICHHBIX
A7 TpreMa XU3HEHHO HeOOXOAHMMBIX M BaXXHEHIIUX JIEKAPCTBEHHBIX CPENCTB B
COOTBETCTBUH ¢ BpaueOHBIM ((enpIlIepckuM) HasHadeHHeM. B ciydae, eciu
TpaXIaHUH IpUoOpen >XH3HEHHO HEeOOXOAMMEbIE W BaKHEHIIHE JIeKapCTBEHHBIE
CpeACTBa 3a CBOM cHYeT, CyOCHAMS BBIIIAYMBAETCH B IMOPAAKE KOMIEHCAIUH
TIOHECEHHBIX PacXOAOB B pa3Mepe, YCTaHOBIIEHHOM YacThi0 2 HACTOAIIEH CTAaThU.

6. Ilopsinok NpenoCTaBleHUst  CyOCHIWiA, IEpeUYeHb MPUaraeMbelx K
3a51BIICHUIO JOKYMEHTOB, YCJIOBUS MPUOCTAHOBKH ) NpeKpalleHus
IIpeaOCTaBICHHS cybcuuit, OpAIOK UCHHUCIIEHUS COBOKYITHOTO Joxona
TpaKJaHHHA ycTaHaBnuBaroTcs IIpaBurensctBoM Poccuiickoit denepanun.

7.  DHHAHCUPOBAaHHE  pacxXOAOB Ha  NpEAOCTaBIeHHE  CyOcummit
OCYLIECTBIIAETCS U3 OI0KETOB CyOBekTOB Poccuiickoit Penepanuu.

11. Cy6bext Poccuiickoit @enepanuy mik oprad MECTHOTO CaMOYyTIPaBIeHHUs
MOXET YCTaHOBHTH OTJIMYHBLIC OT ONPEAEICHHBIX HAcTOAMEH cTaTheil pa3Mephl
cyOcummii, eciu 3TO YiydllaeT IOJIOKEHHE TpakiaH, IOMyYAIOMIMX TaKUe
cybcunuu. JlomoiHUTeNbHBIE pacxXoAbl Ha MPENOCTaBIEHHE YKa3aHHBEIX B
HacTosIeH yacTH Cybcuauit puHaHCUPYIOTCS 3a CUeT CpeCTB Glo/mKeTa cyobhekTa
Poccuiickoii ®epepauum miaM  3a CUET CPEACTB MECTHOTO  OIOMKETa
COOTBETCTBEHHO.

12. Cybcuavu He NpeAOCTaBIAIOTCA HMHOCTPAaHHBIM TIpaXKIaHaM, €CJIu

MCXKIOYHapOOAHBIMH LOTOBOpaMH Poccuiickoit CDenepanI/m HEC NpEaAyCMOTPCHO
HHOE. ».

Crartpa 2

Hacrosmuit @enepanpHelii 3akoH BeTynaeT B cuny ¢ | susaps 2018 roga.




HNEPEYEHDb
aKkToB (eepaJbHOr0 3aKOHOAATE/ILCTBA H HHBIX HOPMATHBHLIX NPABOBBIX
AKTOB, MOJIE:KAINMX NPH3HAHUIO YTPATHBIIHMH CHJIY, IPHOCTAHOBJIEHHIO,
H3MeHEeHHIO HJIH NPUHATHIO B CBA3H ¢ MPHHATHEM NPoeKTa (peaepaibHOro
3ak0oHa «O BHeceHuH n3MeHeHus B ®eaepanbublii 3axon "O6 oGpamenun
JIEKaPCTBEHHBIX CPEACTB'' B 4aCTH YCTAHOBJIEHHS NPeEieIbHOI0 YPOBHS
AONYCTHMBIX PACXO/A0OB IPa’KAAHNHA HA ONJIATY KH3HEHHO HEOOXOAHMMBIX H
BAXKHEHIINX JieKapCTBEHHBIX CPEACTB)

B cBa3m ¢ mnpuHATHEM mpoekTa (enepalbHOro 3akoHa «(O BHECEHHH
u3MeHeHns B OenepanbHbiii 3akoH "O6 obpalieHHH JIEKapCTBEHHBIX CPeACTB" B
9aCTH YCTAHOBJICHUS NPEACIBHOIO YPOBHS JOIYCTHMBIX PAaCXOJOB IpaKIaHWHA Ha
OIJIaTy JKHU3HEHHO HEOOXOOUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX CPEINCTB»
IlpaBuTenscTBy Poccuiickoit ®enepauuun B cpok mo 1 smaps 2018 rona
pa3paboTaTh IOpPANOK NpPENOCTaBIeHHS CyOCHIWH Ha OIUIaTy JKM3HEHHO
HEOOXOJMMBIX M BaXKHEHINHNX JIEKApPCTBEHHBIX CPEICTB, EPEYEHb MPHIaraeMbIX K
3agBJICHAIO JIOKYMEHTOB, YCJIOBUS IPHOCTAHOBKH 7§ IpeKpaleHus
HOpeNoCTaBIeHUsl CyOCHIUi Ha OIUIATY JKH3HEHHO HEOOXOMMMBIX M BaKHEHIIUX
NEeKapCTBEHHBIX CPEACTB, NOPANOK WCYNCIIEHUS COBOKYITHOT'O noxo1a
rpaKJIaHiHa NpH TONY4YEHHH CyOCHIUH HAa OIUIAaTy XHU3HEHHO HEOOXOIMMEBIX M

BXHEHIIHNX JIEKAPCTBEHHBIX CPEICTB.



