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®EJIEPAJIBHOI'O COBPAHUS POCCUHACKOM ®EJNEPALIMU

BOCbMOI'O CO3bIBA

BBINIMCKA M3 ITPOTOKOJIA ot __20.04.2026 No 282
3ACEJIAHIU COBETA I'OCYJAPCTBEHHO! TYMBbI

20 anpens 20 26 r.

110. O npoekte ¢enepanbHoro 3akona Ne 1188714-8 "O BHecenuu
H3MEHEHHH B cTaThio 61 @eaepasibHoro 3akona ''"O6 oGpaleHUH JeKAPCTBEHHbIX
cpeacTB'" B 4YacTH YycTaHoBJieHHa A0 1 sHBaps 2028 roga mopaTtopusn
HAa MepepPerucTPauHi0 B CTOPOHY YBeJHYEHHS MpeaejbHOH OTﬁycxﬂoﬁ HeHbl
NPOM3BOAMNTE/S HA JieKapCcTBeHHbie Mpenaparhbi, BK/AIOYEHHDbIE B NepedyeHb
WHIHEHHO HeoO0XOMHMBIX M Ba)KHEHIIMX JIeKapCTBEHHbIX MpenapatoB'' - BHeCEH
nenytatamu TDocyaapcrBennoii Jymbt C.M.MupoHnoBeiM, A.A.Ky3HenoBbIM,
®.C.TymycoBbiM, M.I.JdeasiruHbiM, A.B.TepeHtneBbiM, JI.I.I'yceBbIM,

A.C.Akcénenko, H.B.HoBH4KOBbIM

ITpunsaTO peirenue:

1. HasHauute Komurer I@'ocymapcTtBeHHoif JlyMBl 0O OXpaHe 34OpPOBBA
OTBETCTBEHHBIM 110 YKa3aHHOMY MPOEKTY (e AepanbHOro 3aKOoHa.

2. BxmouuTh yKa3zaHHBIH NpPOeKT ¢edepalbHOr0 3aKOHa B IPHUMEPHYIO
mporpaMMy 3aKOHOMpOoeKkTHO#H pabotsl I'ocynapcTBeHHOM JlyMbl B nepHoj BECEHHEH
ceccuu (MroHB) 2026 rofa B 4aCTH NPOrpaMMBbl 3aKOHONIPOESKTHOM pabOThl KOMUTETA.

3. HampaButTh yka3aHHBIA OpOeKT ¢eAepalbHOrO 3aKOHA U MaTepHalbl K HEMY
B KOMUTETH U KoMuccuu ['ocynapcrBenHoii ymel, Bo ¢pakuuu B I'ocymapcTBeHHOM
Hyme, Tlpesupenty Poccuiickoit ®enepauuu, B Coer ®enepauuu PenepanbHOro
Cobpanuss Poccuiickoii ®enepauun, IIpaButensctBo Poccuiickoii ®enepauu,
Cuernyro manaty Poccuiickoit ®epepanuu, OO6mecTBeHHyro mnanaty Poccurickoi
Denepaiidu, 3aKOHOAATENbHbBIE OpraHbl cy0ObekToB Poccuiickoit @enepanyy U BEICIIUM

JOIDKHOCTHBIM  juHaM  cyObekTtoB  Poccuiickoit  ®epepauu,  KOMHCCHIO



locynapctBeHHoro  CoBera  Poccuiickoit ~ ®egepanuu 1m0 HaIpPaBICHHIO
"TocymapcTBeHHOe ¥ MYHULMINAIBHOE YHpaBieHHE" A I[IOATOTOBKH OT3BIBOB,
TMpelIoXeHnit ©u 3aMmedaHuid, a Takke B [IpaBoBoe yIpaBineHue Arnapara
INocymapcTBenHoit JlyMbl A TOATOTOBKU 3aKIIOYEHUS.

4. VYcraHoBHTH Cpok nmpenactasieHus B Komuter [ocymapcrBeHHOR
Jymbl 1O oOXpaHe 3J0pOBbs OT3BIBOB, MPELJIOKCHUH H 3aMeuYaHWil, a TakKxke
samoueHus  [IlpaBoBoro ympaBneHus Amnmapata [ocynmapctBeHHOH — J{yMsbl
K YKa3aHHOMY IpoeKTy (regepanbHOro 3akoHa a0 20 mas 2026 rona.

5. YcTaHOBHTH CpPOK MOATOTOBKH YKa3aHHOTO IMpOeKTa ¢efepalbHOrO 3aKOHa

K paccMoTpeHHIo ['ocymapcreenHol JlyMoil B mepBoM 4TeHHH — HioHb 2026 ropa.

Ilpeacenarens ['ocymapcTBgE
DenepansHoro Cobpiis
Poccuiickoit ®enepa ¢

» B.B.Bonoaun
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Ilpencenaremnto
TlocymapcTBeHHOM J{ymBl
®enepansaoro Cobpanus
Poccutickoit Penepauun

B.B. BOJIOIUHY

VYBaxkaemblit BauecinaB BukropoBuy!

B COOTBETCTBHH cO cTaTheil 104 Koucruryuuu Poccuiickoit ®@enepanuu
HaIpaBJIsgeM IIPOoeKT (erepanbHoro 3akoHa «O BHECEHUU M3MEHEHHs B CTaThio 61
denepanpHoro 3akoHa «00 obpamieHUH JIEeKapCTBEHHBIX CPEACTB» B YacTH
ycraHoBleHus o 1 saBaps 2028 roga Mopatopus Ha EpEPErHCTPALIHIO B CTOPOHY
yBelIMYEHUS IpeAeNbHON OTIYCKHOM IIeHBI MpPOU3BOAMTENS Ha JIEKApCTBEHHBIC
npenaparsl, ﬁKmoqéHHme B IlepeuyeHb >XM3HEHHO HEOOXOAMMBIX H BaXKHEHIIHX

JICKaApCTBCHHBIX IIperapaToB».

punoxeHus:

L. IpOeKT eepanbHOro 3aKkoHa Ha 2 JIUCTaX;

2. MOSCHHUTENbHAs 3alHcKa K MpOeKTy ¢QenepalpHOrO 3aKkoHa Ha 2
JIUCTaX;

3. IepeyeHb aKkToB (pelepalbHOIO 3aKOHOMAATENIBCTBA, IOIIEKAMIIX

NPU3HAHUIO YTPATHBUHIMMHU CHIIY, INPHOCTAHOBJICHHUIO, I/IBMCHCHPIIO, JOITOTHCHHIO

WK NPAHATUIO B CBﬂS‘T’C‘TIpHPT}ITHeM“(beI[ep BHOI0 3aKOHa Ha 1 JIUCTE,
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4, (bUHAHCOBO-3KOHOMMYECKOE 00OCHOBaHME K MPOEKTy (eneparbHOro
3aKkoHa Ha | mucre;
5. KOIHS TEKCTa 3aKOHOIPOEKTa M COMPOBOIUTENBHBIX JOKYMEHTOB Ha

MariHMTHOM HOCHTCIIC.
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Hcn. B.M.Ky3neros 8(495)692-41-10



BHocurcs permyratamMu
I'ocynapctBenHoit Jlymer
C.M. MupoHoBHM

A.A. Ky3HenoBsIM

®.C. TymycoBbiM

M.I". JlenaruiniM

A.B. TepeHTBeBEIM
JA.I. I'yceBpIM

A.C. Axcénenko

H.B. HoBu4koBrIM

IIpoekt /\/0,. 184 H 7-?

®EJEPAJIBHBIA 3AKOH

O BHeceHMH M3MeHeHHS B cTaThio 61 MexepaibHOIO 3aKOHA
«O06 o0pamenHH JeKaPCTBEHHBIX CPEACTBY» B YACTH YCTAHOBJICHHS
ao 1 sausaps 2028 roga MopaTopus Ha NepeperucTPAUHIO B CTOPOHY
yBe/IHYeHHs Mpeae/IbHON OTIYCKHOM HeHbl NPOH3BOAMTEISA Ha
JIEKaApCTBEHHbIE NpeNnaparhl, BKJINYEHHbIE B IEpeYeHb JKH3HEHHO
HeoOXOAMMDBIX H BaXKHeHIIHX JIEKAPCTBEHHBIX MPeNnapaTos

Cratbsa 1

Buectu B cratero 61 ®@enepansroro 3akona ot 12 ampens 2010 roga N 61-
O3 «O6 olpameHun neKkapcTBeHHBIX cpeacTB» (CobGpaHue 3aKOHOJATENLCTBA
Poccuiickoit ®epeparuu, 2010, N 16, ct. 1815; N 31, ct. 4161; N 42, cT. 5293; N |
49, c1. 6409; 2011, N 50, ct. 7351; 2012, N 26, cr. 3446; 2013, N 27, ct. 3477; N
48, ct. 6165; 2014, N 11, ct. 1098; N 43, ct. 5797; N 52, ct. 7540; 2015, N 27, cT.
3951; N 29, ct. 4367, 4388; N 51, ct. 7245; 2016, N 23, ct. 3287; N 27, cT. 4194,
4238; 2017, N 31, ct. 4791, 4827; 2018, N 1, cT. 9; N 24, ct. 3407; N 49, ct. 7521;
2019, N 23, cr. 2917; N 30, ct. 4142; N 31, ct. 4456; N 52, ct. 7780, 7793, 7796,
7799; 2020, N 13, ct. 1856; N 14, ct. 2028, 2035; N 29, ct. 4516; N 50, cT. 8074;
N 52, ct. 8590; 2021, N 24, ct. 4188; N 27, cT. 5145; 2022, N 1, CT.' 32; N 11, ct.
1596; N 13, ct. 1953; N 29, cr. 5278; N 43, ct. 7268; N 50, ct. 8796; N 52, cT.



9349, 2023, N 18, cT. 3248; N 31, ct. 5767; N 32, c1. 6160, 6198, 6206; N 43, ct.
7602) u3MeHeHHe, JOIOIHUB YACThIO 2.1 CIEAYIOLIEr0 COMEpKAHMA:

«2.1. Jlo 1 auBaps 2028 roma mepeperucTpauds MpeaenbHOM OTIYCKHOM
LEHBl IPOM3BOAUTENA Ha JIEKapCTBEHHBIM Mpenapar, BKIIIOUEHHBIH B MepedYeHb

JKU3HCHHO HCO6XO,I[I/IMBIX M BaXXHEMIIHNX JEKapCTBEHHBIX IIPEIIapaTroB, B CTOPOHY

YBCIIMYCHHUA HE JOIIYCKACTCA.».

Cratbs 2

Hacrosimuit ®enepanbHeiii 3aK0H BCTYIIAeT B CHIIY CO JTHS €10 OQHIHAIBHOTO

OIyOIHKOBaHHS.

[Ipe3ugeHT

Poccniickoit ®eneparuu




HOACHUTEJBHAS 3AIIUCKA

K npoekTy deaepanbHoro 3akoHa «O BHeCeHHH H3MEHEHHSH B CTaThIO 61
DenepanbHoro 3akona «0O0 o6palieHHH TeKaAPCTBEHHBIX CPEICTBY B YACTH
ycraHosJenus 10 1 snpaps 2028 roga MopaTopus Ha nepeperucrpantio s

CTOPOHY YBe/IMYEeHHUS NMpeJelbHOR OTNYCKHOMH HeHbl NPOU3BOXUTEIIS HA

JEKAPCTBCHHBbIC IPEHAPAThI, BKJIAKWYEHHDIE B llepeYeHb KHU3HEHHO

Heo0X0JHMBIX H BaXKHEHIIUX JIEKAPCTBEHHBIX MPENAapPATOB

PocT noTpeOUTENBCKUX LIEH Ha JIeKapCTBEHHBIE TpenapaThl 0CTaéTcsa OQHOM
U3 KIOYEBBIX IpobiieM poccuiickoro 3mpaBooxpaHenus. Ilo  JaHHEBIM
aQHAJIMTHYECKUX AareHTCTB, B sHBape—aBrycte 2025 roma cpemHss CTOMMOCTH
YIaKOBKH JIEKapCTBa B allTEYHOM po3HMIle cocTaBmna 416 pybneii, 4To npuMepHO
Ha 14 % BEIIIe, YeM 3a aHANOrH4HEIH mepuox 2024 rofa; nokasareilb HHQIAIMY 32
TOT K€ nepuo He npesbimian 4 %. BBeneHne BpeMeHHOro MOPATOPHS 3al[UTHT
notrpebutenei ot AalpHEHIIEro yIopoxaHus Hanboee 3HAYUUMBIX JIEKAPCTBEHHBIX
CpeicTB U Oyaer cnocoOCTBOBaTh CAEPKHMBAHHIO HHQIALHMOHHBIX MPOLECCOB B
(dapmMarieBTHIECKOM CEKTOpe.

CouuanpHas 3Hauumocts JKHBJIII 3axmrouaercs B HMX o06sA3aTenbHOM
HaJIMYNY B aNT€YHOM aCCOPTHMEHTE U IOCTOSHHOM NOTpeGIeHUM HIUPOKUMH
CIIOAMH HAaceJIeHus, BKIIOYas BETEPaHOB M YYaCTHUKOB CIIELHAIBHOH BOEHHOIM
orepanuu, NEHCHOHEPOB, MHBANMIOB U JIHI C XPOHUYECKUMHU 3a0O0NECBaHUAMM.
Peskoe yBenuueHHe IEHBI Jaxe Ha HeGOJNBUION MpPOLEHT IS 3TOH IPyIIIBI
IPenapaToB  YpeBaTO CHIDKCHUEM  JOCTYMHOCTH TEpaluH, YXyAIIeHUEM
[oKa3aresiei 3[0pOBbA H POCTOM (PUHAHCOBOM HArpy3KH Ha IPakIdaH.

BBenenne Moparopuss Ha pOCT mHpeleNbHBIX IeH MpeceKaeT IEeHOBbIE
«HaI0aBKU MO OXUIAHUAM» U UCKITIOYAET CTHMYIIUPOBAaHUE apOMTpaxa 1o Bceil
Henouke obpamenus. Jna mosunumit JXHBJIII, npoussogumeix B Poccuiickoit
®enepauuy, mpefenbHas LIeHA BBEICTYIAeT 0a30BbIM PETYAATOPHBEIM OPHEHTHPOM:
e€ duxcanus no 1 suBaps 2028 roma obecrneynBaeT MPEACKA3yeMOCTh H3IEPKEK,
JUCLIMIUIMHUPYET LEeHOOOpa30BaHUE Ha CTaUAX ONTOBOTO M PO3HHYHOIO 3BEHA U
IIEPEBOUT KOHKYPEHIHIO MMPOU3BOLUTENIEH M3 IINIOCKOCTH HAIIEHOK B IIOCKOCTH
3¢ dexTUBHOCTH, Ka4ecTBa U CTaGHUIBHOCTH ITOCTABOK.

IlpunsaTue 3akoHONpOEKTa OJNAroNpPUATHO OTPA3UTCS Ha  BHINOIHEHUM
TOCYHApCTBEHHBIX 0043aTeNIbCTB 10  OOECIHEYCHHIO TIpaXKAaH JBIOTHBIMH
JIEKapCTBEHHBIMU IpenapaTaMu. DefepalbHBId W perHOHANIBHBIE OIOMKETHI
€XErofHO DPACXOAYIOT 3HAYMUTENbHEIE CpEeICTBa Ha 3aKyNKy MEIUKaMEHTOB IO
IIporpaMmam JIeKapcTBeHHOro obecmedenus; poct ned Ha JXHBIIII nanpsmyto
YBEIMYMBAET pPAcXofbl OIOMXKETa WM COKpallaeT OO0BEM MOCTYHHBIX 3aKyIOK.
3akpeIuieHHe HEM3MEHHOCTH IMpedeNbHbIX [[eH Ha nepuox a0 2027 rona mo3BoyuT
IUIAaHUPOBaTh OIOKETHBIE AaCCHIHOBaHUA Ge3 pucka HeqoDHHAHCHPOBAHMS,



IIOBBICUT IPENCKA3yeMOCTh 3aKyIIOYHBIX MPOHEAYp U oOecHeyuT CTaOHUNIBbHOCTH
KOHTPAKTOB C OCTABIIMKaMHU. _

KpoMe TOro, BBeieHHE MOpATOPHS COOTBETCTBYET IIPHHIIUILY anpecnofo
COLIMAJIBHOIO PETYJIHMPOBaHHUS, 3aKpEeILIEHHOMY B 3aKOHOAATEIIECTBE O COLHAIBHOM
ofcmyxuBaHuu. Mepa He 3arparuBaeT JOOPOCOBECTHBIX IPOU3BOAUTENEH:
NOPANOK MEPBUYHON pErucTpalivyl MpeJeNbHOM OTIYCKHOM LIEHBI COXpaHAeTCs, a
nepeperucTpalys B CTOpOHY YMEHBIIEHUA BO3MOXHA B 1000 MoMeHT. IIpaBoBas
KOHCTPYKLHA oOeclieunBaeT OanaHC HHTEPECOB [OCyJapcTBa, OW3Heca U
o6mecTBa, HCKIIOYaeT IPaBOBble KOJUIM3HH U MUHUMH3UPYET aMHUHUCTPATUBHYIO
Harpy3Ky Ha yYaCTHUKOB DBIHKA.

B ClOXMBHIMXCA 3KOHOMHYECKHX YCIOBHUAX IIPUOPUTETOM  SIBIAETCS
NoIIepXKKa I'paxhaH IIOCPEICTBOM COXpaHEHUS HOCTYIMHOCTH JIEKApCTBEHHOIO
obecrieyenns. BpemeHHas Quxcaiius OpefelbHBEIX OTIYCKHBIX HeH Ha JXHBIIIT
BBICTYIIA€T HMHCTPYMEHTOM COLIMaNbHOK 3allUThl: MpPEeJOTBpallaeT MepeHocC
LIEHOBBIX pPHCKOB Ha IIAI[MEHTOB, O0eCHeYMBAET HENpPEpHIBHOCTh Tepanud H
YCTOHYHMBOCTb 3aKYITOK, CHH)KAaeT BOJIATWIBHOCTH B OIITOBO-PO3HMYHOM 3BEHE.

[Ipuaatue mpoekra He moTpebyer — JONONHUTENBHBIX  PacxoloB
dbenepansHOro 6roIkeTa; NpeaIonaraeMele MOTepy NMPOU3BONUTENEH, BbI3BaHHBIC
BPEMEHHOM HEBO3MOXXHOCTBIO IOBHIIATH MpeAcHbHBIE OTIYCKHBEIE IIEHBI,
KOMIICHCHPYIOTCS 3a CUET COXpaHEHHs JOXOJOB B pe3yisraTe CTabHIBHOIO Clipoca
U rocymapcrBeHHoro 3akasa. C y4éToM yKa3aHHBIX ()aKTOpOB 3aKOHONPOEKT
coorBercTByeT KoHcTutynmuu Poccuiickoit Pepmepamuu U JeHCTByIOLIEMY
3aKOHOAATENBCTRY.




PUHAHCOBO-9KOHOMMNYECKOE OBOCHOBAHUE

K NpoeKTy (peaepanbHoro 3akoHa «0Q BHeceHHH H3IMEHEHMS B CTATHIO 61
®denepanbHoro 3akoHa «006 o6paleHun JeKaPCTBEHHBIX CPEACTB» B YACTH
ycranoBJieHus 10 1 snBapsa 2028 roga MopaTopusi Ha HepeperucTpanmio B

CTOPOHY YBeJIHYEHHSA NpeAebHON OTIYCKHOH HeHbl MPOHU3BOIUTENA Ha

JeKapPCTBEHHbBIE IIPENAPaThl, BKIIOYEHHbIE B NepeYeHb KU3HEHHO
He00XO0AMMBIX M Ba)KHEHIIHX JIeKAPCTBEHHBIX MPenapaToB»

ITpunatue PeaepansHoro 3akoHa «O BHECEHHH H3MEHEHHS B CTaTbio 61
DenepansHoro 3axkoHa «0O6 obpalleHMM JIeKapCTBEHHBIX CPEACTB» B YacTH
ycraHoBneHus 10 1 saBaps 2028 roga MopaTopus Ha NepeperucTpauiio B CTOPOHY
YBEIMYECHUS IPEAENbHONM OTIIYCKHOH LIEHBI MPOU3BOAMUTENS Ha JIeKapCTBEHHBIE
IIpenaparTel, BKIIOYEHHBIE B IepeYeHb XHU3HEHHO HEOOXOIAMMBIX M BaKHEHIIMX
JEKapCTBEHHBIX  IperapaTroB»  IMOTpeOyeT  BBIOENEHHS  JONOJHHTENBHBIX

OIOMKETHBIX acCHIHOBaHMU U3 (emepanpHOM OrOmKeTHOM cucTeMbl Poccuiickoit
Depepanuu.




IHEPEYEHD

aKTOB (pe(epajibHOIO 32AKOHOAATENLCTBA, MOAJIEKAINX HPUIHAHUIO
YTPAaTHBIIHMH CHITY, HPHOCTAHOBJIEHHMIO, H3MEHEHHIO MIH NPHHATHIO B CBA3H
¢ npunsgTHeM PexepaibHOro 3akoHa «0 BHeCEHHU U3MEHEHHSI B CTAThIO 61
DenepanbHoro 3akoHa «O6 ofpalieHH TeKapPCTBEHHBIX CPEACTBY B YACTH
ycTaHoBJIeHHs 10 1 suBapst 2028 roga mopaTopus Ha mepeperucTpanyio B
CTOPOHY YBeJIHYEHHA Npeae/IbHON OTNYCKHOM IeHbI NPOX3BOAUTE/IA HA
JIeKapPCTBEHHBIE NPEeNaparhl, BKIKWYEHHDbIE B lepeYeHb :KU3HEHHO
He00X0MMBIX B Ba’KHeHIIIUX JIeKapCTBEHHBIX MPENapaToBy

[Ipunsatue PenepansHoro 3akoHa «O BHECEHHH HM3MEHEHMs B CTAaThiO 61
®egepanpHoro 3akoHa «OO0 ofpallleHHM JIeKApCTBEHHBIX CpPEACTBY B YacTH
ycTaHoBneHus 10 1 ausapa 2028 rona MopaTopHs Ha NepeperucTpaluio B CTOPOHY
YBENHYEHUA IPEJEIbHON OTIIyCKHOM LIEHBI MPOU3BOAUTENA HA JIeKapCTBEHHEBIE
npenaparbl, BKIIOYEHHBEIE B IIEpEYCHb >KU3HEHHO HEOOXOOUMBIX M Ba)KHEHILIHX
JIEKapCTBEHHBIX IIPENaparoB» He IOoTpebyeT INpPU3HAHUS YTPATUBIIMMH CHIY,
NPUOCTAHOBIEHUA, HM3MECHEHHM HIM MPUHATHSA JPYTHMX aKTOB (QeaepalibHOro

3aKOHOAaTEJIBCTBA. W%/
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