FOCYNAPCTBEHHAA NYMA
®EJEPAJIBHOI'O COBPAHHUS POCCUNCKOU GENEPAIIUU
BOCBMOI'O CO3BIBA

BBIIINCKA U3 ITIPOTOKOJIA or _ 20.01.2025 N, 210
3ACEJIAHISI COBETA I'OCYJIAPCTBEHHOM JTYMBI

20 SHBaps 20 25 r.

77. O npoekte ¢eaepanbHoro 3axona Ne 811556-8 'O BHeceHnH H3MeHEHM
B crathio 4 PenepanbHoro 3akona "O0 o0paileHMH JeKAPCTBEHHBIX cpeacTB''
(B 4YacTH 3aKpenJieHHs] MOHAATHS CTPAaTerH4YeCKH 3HAYUMBIX JIEKaPCTBEHHBIX
cpeactB) - BHeceH [IpaBurenbcTBoM Poccuiickoii Penepanum

IIpunsATO pemienue:

1. Hasmauutre Komurer T'ocymapctBenHod J[ymbl 10 OXpaHe 300pOBbs
OTBETCTBEHHBIM I10 3aKOHONPOEKTY.

2. BKIIOYHTH yKa3aHHBIH MPOeKT ¢edepalbHOr0 3aKOHA B IPUMEPHYIO
IporpaMMy 3aKOHOTIpOeKTHOM pabGoTel ['ocymapctBeHHO#t [lyMBl B IepHOJ BECEHHEH
ceccud (Mapt) 2025 roaa B 4aCTH MPOrpaMMbl 3aKOHOITPOEKTHOM pabOThI KOMUTETA.

3. HampaButh 3aKOHOMPOEKT M MaTepUalbl K HEMYy B KOMHTETBI H KOMMCCHH
Tl'ocymapcreennoii Jlymer, Bo ¢pakuud B [ocymapcreenHonn [Hyme, IlpesuneHty
Poccuiickoit ®enepanuu, B CoBer ®enepaunu PepepansHoro Cobpanus Poccuiickoi
denepanun, IIpaBurensctBo Poccuiickoit Peneparun, CuerHyro nanaty PoccHiickoi
@epepauuu, OOwmectBennyro nanaty Poccuiickolt ®enepauuu, 3aKOHOJATENbHBIE
opransl cyomexkroB Poccuiickoii ®denepauuy U BBICIIMM [JO/DKHOCTHBIM JIMIIaM
cyosekToB Poccuiickoit ®Penmepauuu AN MOATOTOBKH OT3BIBOB, IIPEJIOKEHUM
4 3aMevaHHii, a Takxe B [IpaBoBoe ympaBnenue Ammapara ['ocymapcrBeHHOM Jlymbl
JU1S MOATOTOBKY 3aKITFOYEHUS.

4, VYcraHoBUTH cpok mpencraBieHus B Komurer I'ocymapcTBeHHOM
JyMBl TO oOXxpaHe 3J0pOBBS OT3BIBOB, MPEIIOKECHUA U 3aMe4YaHHH, a TaKxke
3akmoueHuss I[lpaBoBoro ympaBnenus Amnmapata [ocymapcTBeHHoM — JIyMel
1o 19 peppans 2025 roxa.

5. VYCTaHOBHTH CpOK TIOATOTOBKM 3aKOHOIIPOEKTa K  PacCMOTPEHMIO
['ocynapctBeHHo# lymoii B nepBoM uteHUH — MapT 2025 ropa.

IIpencenarens 'ocymapcTBeHHOM
®epepansHoro Cobpanus

Poccuiickoit ®enepanuu B.B.Bonoaun



IIPABUTEJBCTBO
POCCHICKON OEIEPAIIUN

«_ 28 »__nmerabpa 20 24r
No_ MM-[112-46764

MOCKBA

O BHeceHuH mpoexTa QeneparbHOro
3akoHa "O BHECEHHH H3MEHEHHs

B crarhio 4 PefepanbHOro 3aKoHa
"O6 obparieHnH TeKApPCTBEHHBIX

cpenctB"

A

T Tacyaapcrsenag Jyva OC
Tlata 28.12.2024 18: 47
M811556-8; 1.1

locynapcreennas [lyma
®enepansHoro Cobpanus
Poccuiickoit ®enepauyuu

- B coorBerctBum co crarbeii 104 Koncturyuuu Poccuiickoit Pemepanuu
ITpaBurenscrBo Poccuiickoit @emepaiiii BHOCHT Ha paccMoTpeHue I'ocynapcTBeHHOM
Hymer ®enepansuoro Cobpanms Poccuiickoit Pefepanuul NpoexT QemepansHOro

JIeKapCTBEHHBIX CPEACTB".

3akoHa "O BHeceHHH H3MeHeHUs B cTaThio 4 DenepansHoro 3akoHa "O6 obpameHun

Ipunoxenue: 1. Tekct npoekTa (pegepanbHOro 3aKoHa Ha 2 JI.
2. IloscHATENnbHaA 3alUCKa K HpPOEKTY ¢eHepalbHOrO 3aKOHA
Ha 1l o1

3. OUHAHCOBO-YKOHOMUYECKOE

060CHOBaHME K  IPOEKTY

¢benepansHOro 3aKoHa Ha 1 1.
4. IlepeyeHs (emepabHEIX 3aKOHOB, MOAJIEXAIIUX MPU3HAHHIO

YIPAaTHBIIMMH  CHIy, I[IPMOCTaHOBIEHHIO, H3MEHEHHIO
WK TIIPUHATHIO B CBS3U C NPUHATHEM (efepalbHOTO 3aKOHa,
T - “Halm o

5.Ilepeuenr HOpMAaTHBHBIX [paBOBBIX akToB [IlpesmneHra

Poccuiickoii
Qepepanyt U QemepalbHBIX  OPraHOB  HCIIOJIHHUTENHHOHR
MIOMJIeXKAINUX INPHU3HAHUIO YTPaTHBIIMMHM CHIY,
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Denepanu,

IlpaButenscTtBa Poccwuiickoit
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IPUOCTAHOBJIEHHIO, H3MEHEHHIO WIH IIPHHATHIO B CBA3H
¢ NpuHATHEM ¢elepanbHOro 3aKoHa, Ha 1 J1.

6. Pacnopsoxenne IlpaBurenscrBa Poccuiickoit ®Penepamuu
0 HasHa4YeHWH opuIMaNbHOro npeacrasures IIpaBuTenscrea
Poccuiickoii Pegepanyu o JaHHOMY BOIpOCYy Ha 1 1.

[Ipencenarens IlpaBurenscipa :
Poccwuiickoii Peaepanuu M.MumycTaH

1745333-V4-2024 (10.1)




Brocurcs IlpaButeabcTBOM
Poccutickoit Peaepariuun

ITpoext

J 811586-8
®EJTEPAJBHBIN 3AKOH

O BHeceHMH H3MeHeHU B cTaThIo 4 PenepaIbHOro 3aKoHa
""O6 o0pameHHH JleKapCcTBEHHBIX cpeacTB "

Crarba 1

BHectu B crateio 4 ®Pexepamsnoro 3akoHa oTr 12 ampens 2010 roga
Ne 61-®3 "O6  ofpamennu nexapcTBeHHBIX cpeacTB"  (CoGpanue
3akoHoZaTesbcTBa Poccuiickoit ®enepamuu, 2010, Ne 16, ct. 1815; 2011, Ne 50,
cT. 7351; 2012, Ne 26, cT. 3446; 2013, Ne 48, ct. 6165; Ne 52, cr. 7540; 2017,
Ne 31, ct. 4791; 2018, Ne 1, ct. 9; 2019, Ne 31, ct. 4456; Ne 52, cr. 7793; 2020,
Ne 14, cr. 2035; Ne 29, ct. 4516; 2022, Ne 1, cT. 32; Ne 29, c1. 5278; 2023, Ne 32,
cr. 6198; 2024, Ne6, cr.764) u3MeHeHHe, NOUONHUB ee MyHKTOM 1!
CIIEIYIOILIET0 COAEPIKAHUA:

"1') crparermyecku 3HAYUMEIE HEKapCTBEHHEIE cpencraa -
JIEKapCTBEHHBIE CPEACTBA A4 MCHUIMHCKOrO MpPUMEHEHHA, KOTOphIe
obecneyuBalOT TPHOPHTETHBIE MOTPEOHOCTH 3/PAaBOOXpaHEHMs B MHEX

NpopUIAKTHKM U JledeHHs 3a0oneBaHuii, B TOM HHCIE NpPEoOIaTarOIKX

1745333-V4-2024 (10.1)
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B CTpyKType 3aboneBaemocTH B Poccuiickod ®epepanuu, ¥ HPOU3BOACTBO
KOTOPEIX AOI/DKHO OBITH ofGecreueHo Ha TeppuTropHu Poccuiickoit demepanun.
Iepeuens cTparerniecku 3HAUUMEBIX JIEKAPCTBEHHBIX CPEACTB, a TAKKE MOPATOK
H KpUTEpHH €ro (GOopMHpOBaHMsA yTBepxkaatorca IIpasurenbcTtBoM PoccHiickoit
®deneparpy;”

Crarps 2

Hacrosmuit ®egepaneHbiii 3aKOH BCTymaer B CHIy ¢ 1 Mapta

2025 rona.

Hpesunent
Poccuiickoit Denepaunn

1745333-V4-2024 (10.1)




HNOSACHUTEJBHAS 3AITMCKA

K IpoexTy (eaepaabHOro 3aK0ona
"O BHeceHHH H3MEHEHHS B cTaThio 4 PexepajbLHOro 3aKOHA
"O6 oGpameHnH JeKAPCTBEHHBIX cpefcTB"

Ilpoexr ¢epepansHoro 3axoHa "O BHECEHHH W3MEHEHHS B craTeio 4
depepansuoro 3akoHa "OG6 o0pameHHM NEKapCTBEHHBIX CpeACTB" (Hajiee - MPOEKT
¢demepanbHOr0 3aKOHA) HMOATOTOBNEH B paMKaxX HCITOIHEHHA IUIaHA MEPONPUATHH
no peamuzanu CrpatermM  pa3putus  (apMalieBTHYECKOH  IPOMBILIICHHOCTH
Poccuiickoit denepauuu Ha nepuox mo 2030 roxa, yTBEpKACHHOIO PaCcHOPHKEHHEM
IIpasutenscrea Poccuiickoit ®eaepauun ot 30 mapta 2024 r. Ne 753-p (nyHkrt 1),
B Le/IX COBEPUICHCTBOBAHHA DPa3BMTHA 3APABOOXPAHCHHMA B 9acTH obeCreueHHs
HacelleHHs: HEOOXOAMMBIMH JICKapPCTBEHHBIMM MpEnapaTaMH JJId MEAHLHHCKOro
IIPUMEHEHMSL.

[IpoexToM ¢enepanbHOr0 3aKOHA NPEMAIAracTCs 3aKOHOJATENBHO 3aKPEMMTH
NOHATHE TIEpeYHs CTPATErHYyeckd 3HAYMMBIX JIEKApCTBEHHBIX CpeACTB (nanee -
C3JIC), a tak xe Hamenuts [IpaButenncTso Poccuiickoit @eaepauuy NOTHOMOYHEM
1o yrepxxacuuto nepeunsa C3JIC, nopaaxa u KpUTEPHEB €ro GOpMHUPOBAHHS.

[lpegnaraemele H3MEHEHHA ONAronpuaTHO OTPa3sTCA HA  CyOBEKTax
OPEANPHHHMATENECKOH M HHOH JKOHOMMYECKOM  JEATENBHOCTH, IOCKOJBKY
HanpaBleHsl Ha ofecnedyeHue CTaOMALHOrO BOCTPEGOBAHHOIO IPOM3BOACTBA
NEeKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B nepeycHs C3JIC, 4To B CBOIO oYepenpb
JODKHO TapaHTHpPOBaTh CTaOMILHOCT, Hanuuus pabouvXx MECT Ha YKa3aHHBIX
[IPOH3BOACTBAX U COLMAIIBHBIX FAPAHTHH.

IIpoext ¢enepanbHOro 3aKOHA HE [OBIMAET Ha JOCTHXKCHHE NENcH
roCyIZapcTBeHHBIX nporpamm Poccuiickoii Qenepatuu.

[IpoexT ¢eaepanbHOro 3aKOHa HE CONEPXKHT OO0A3aTENbHBLIX TpebGoBaHui,
KOTOpHIE CBS3aHBl ¢  OCYNIECTBICHMEM MNPEANPUHUMATENBCKOH M HMHOM
3KOHOMHYECKOH JeATENEHOCTH.

[Ipoext ¢eaepanbHOro 3aKOHAa HE NPOTHBOPEYHT nonoKeHHsM Jlorosopa
0 EBpasuiickoM 3KOHOMHYECKOM COI03€, IOJOXXECHMAM HHBIX MEXAYHApPOAHbBIX
Jorosopos Poccuiickoit degepanyu.

1745333-Yu4-2024 (10.1)

[




PHHAHCOBO-OKOHOMHNUYECKOE OBOCHOBAHHME

K NpoeKTy (eaepabHoro 3axkoxa 'O BHeCeHHH H3MEHEHHS B CTATHIO 4
®enepansHoro 3akona "'O06 o6pameHnu JeKaApCTBEHHBIX CpeAcTB

Peanu3anuda nonoxeHui, mpeaycCMOTPEHHBIX MPOEKTOM (PEeNepaIbBHOrO 3aKOHA
“O BHeceHHH H3MeHECHHA B CTaThi0 4 @DenepansHoro 3akoHa "O6 obpamieHuH
JIEKapCTBEHHBIX CPEACTRB", He NOTpeGyeT AOMONHUTENBHBIX PAcXofoB U3 OIOMKETOB
610mxeTHo#M cucreMsl Poccuiickoit ®eaepanuu.



NEPEYEHD

(eaepapHBIX 32AKOHOB, NOAJEKAMMX NPHIHAHHIO YTPATHBIIHMH CHIY,
NPHOCTAHOBJICHHIO, H3MEHEHHIO HJIH IPHHATHIO B CBSI3H C NPHHATHEM
®egepaianHoro 3akouna "O BHeceHHH M3MEHEHHSA B CTATHIO 4
@epepanbuoro 3akoHa "'O6 o6paleHHH eKapcTBEHHBIX CpeacTB'!

[punstue PepepansHoro 3akoHa "O BHECEHUM M3MEHEHHA B CTaThio 4
QepepansHoro 3akoHa "OG6 oOpameHHMM AEKApCTBEHHBIX CpeAcTB" HE norpedyer
NpH3HAHWSA YTPaTHBIIMMM CHIY, NPHOCTAHOBAEHHWA, HM3MECHCHMS HWIM NPHUHATHS
JpYrHX penepaibHbIX 3aKOHOB.



NEPEYEHB

HOpPMATHBHBIX npaBoBbIX aKToB IIpesuaenta Poccuiickoii Pegepanum,
IIpasaTenncTBa Poceniickoii ®egepauun H peaepasbHLIX OPraHoB
HCHOJIHHUTENLHOM BARCTH, MOAJIEKAIUMX NPHSHAHUIO YTPATHBINHMH CUY,
HPHOCTAHOBJICHHIO, H3IMEHEHHIO HIH PHHSATHIO B CBA3H C IPHHATHEM
PegepanbHOTo 3aKoHA 'O BHeCEHHH H3IMEHEHMs B CTATHIO 4
DengepanbHoro 3axona "O6 oSpamennn JeKaAPCTBEHHLIX cpeaAcTB"

punarue depepambHOro 3axkoHa "O BHECEHMH H3MEHCHMS B CTaThio 4
Qepepanboro 3akoHa "O6 oOpalicHHMM JEKAPCTBEHHBIX cpeacTs” (panee -
QenepabHblil  3aKOH) NOTPeOyeT MNPUHATHS [NOCTAHOBNEHHMA [IpaBUTENHCTBA
Poccuiickoit PDepepaumu "O6 yrBepxnaeauu [IpaBun ¢(opMUpoBaHMsS NepedHs
CTPATErMyYeCK 3HAYMMBIX JICKAPCTBEHHBIX CPEACTB M KpuTepHEeB (POpMHPOBAHUA
NEpEeYHs CTPATErMUECKU 3HAUMMBIX TEKapPCTBEHHBIX CPeACTR".

O60cHOBaHKHE HEOOXOAUMOCTH MOATOTORKH - CTaThs 1 PefepanbHOro 3aKoHa.

Cpok NOATOTOBKM - B TEYESHHE JBYX MECALIEE CO AHS MPUHATHA Ha 3aCCHaHUM
IIpasurenncTBa Poccuiickoit Pepmepauuu pemenus o BHeceHuM IIpaBHTENBCTBOM
Poccuiickoit Pegepanuu npoekta QpepepansHoro 3akona B locyaapcreennyio dymy
Depepansroro Cobpanus Poccuiickoii Penepaumn.

Hens, mpeaMer M COfEpiAHME MPABOBOTO PEryIMpOBAHMA - YTBEPIKACHHE
ripasuit GopMUPOBAHMS TIEPEUHA CTPATEIUUECKH 3HAUMMBIX JICKAPCTBEHHBIX CPEACTB.

OtBercTBenHbie McnonHuTenu - Munsgpas Poccuu, Munnpomropr Poccuw,
®AC Poccuu, ®MEA Poccun.



IPABUTE/ILCTBO POCCHHMCKOH ®EIEPALINU
PACIIOPAXEHHUE
or 28 nexabps 2024 r. Ne 4122-p

MOCKBA

l.Buecru B TocynmapctBenunyro Hymy @epepansiHoro ColOpanus
Poccuiickoit ®Penepaunn mnpoexrt ¢eaepansHoro 3akoHa "Q BHECEHHH
H3MeHeHHA B cTaThio 4 QeaepambHoro 3akoHa "06 obpatueHuH nexapcTBEHHBIX
cpeacrs".

2. HasHaynts 3amectutens Munucrpa 3apasooxpaueHus Poccuiickoit
®enepauyu 'naronesa Cepres Bnagumuposnya oQHIMANLHBIM MPEACTABUTENEM
IpasutenncTsa Poccuiickoit denepauns npy  pacCMOTPEHHM NajaTaM
®enepansaoro CoOpamusa Poccuiickoit PDepmepauuu npoexra ¢eaepasbHOro
sakona "O BHeceHMM wu3MeHeHHA B crateio 4 DemepanbHOro 3aKoHa
"06 oOpalueRUH JIEKAPCTBEHHBIX CPEACTB".

‘ AOKYMEHT NIOANHCAR
BAEKTPOHHON NOANNCHI0

Tpencenarens [Ipasurenscraa ebommea 1308303400210 2025

Poccuiickoit Penepanun aa— M.Muycrux




